Дирекция „Политики по агрохранителната верига”
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Публикувано законодателство на ЕС в областта на качеството и безопасността на храните и фуражите, здравеопазването на животните и хуманното отношение към тях, здравето на растенията и растителния репродуктивен материал, схемите за качество и актуални новини в областта на безопасността по агрохранителната верига
за периода 1 – 31 май 2022 г. 
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3. Проекти на нормативни документи – национални и европейски - актуална информация

4. Актуална информация
5. Събития и участия



	Европейско законодателство за месец май 2022 г., публикувано в Официалния вестник на ЕС
Безопасност на храните
· РЕГЛАМЕНТ (ЕС) 2022/709 НА КОМИСИЯТА от 6 май 2022 година относно отказ за разрешаване на здравна претенция за храни, която се отнася до развитието и здравето на децата

https://eur-lex.europa.eu/legal content/BG/TXT/PDF/?uri=CELEX:32022R0709&qid=1653556314560&from=BG 
· РЕГЛАМЕНТ (ЕС) 2022/710 НА КОМИСИЯТА от 6 май 2022 година относно отказ за разрешаване на здравна претенция за храни, отнасяща се до намаляване на риска от заболяване
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0710&qid=1653556464282&from=BG 
· РЕГЛАМЕНТ (ЕС) 2022/711 НА КОМИСИЯТА от 6 май 2022 година относно отказ за разрешаване на някои здравни претенции за храни, различни от претенциите, които се отнасят до намаляването на риска от заболяване и до развитието и здравето на децата
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0711&qid=1653556612558&from=BG 

· РЕГЛАМЕНТ (ЕС) 2022/719 НА КОМИСИЯТА от 10 май 2022 година

относно отказ за разрешаване на някои здравни претенции за храни, различни от претенциите, които се отнасят до намаляването на риска от заболяване и до развитието и здравето на децата
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0719&qid=1653556691138&from=BG 

· РЕГЛАМЕНТ (ЕС) 2022/727 НА КОМИСИЯТА от 11 май 2022 година относно отказ за разрешаване на здравна претенция за храни, отнасяща се до намаляване на риска от заболяване
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0727&qid=1653556784008&from=BG 



	Здравеопазване на животните

· Регламент за изпълнение (ЕС) 2022/678 на Комисията от 26 април 2022 година за изменение на приложения V и XIV към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Канада, Обединеното кралство и Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0678&qid=1653557473510&from=BG 
· Решение за изпълнение (ЕС) 2022/690 на Комисията от 26 април 2022 година за изменение на приложението към Решение за изпълнение (ЕС) 2021/641 относно спешните мерки във връзка с огнищата на високопатогенна инфлуенца по птиците в някои държави членки
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0690&qid=1653561135897&from=BG 
· Решение за изпълнение (ЕС) 2022/701 на Комисията от 4 май 2022 година за отмяна на Решение 2010/346/ЕС относно защитни мерки във връзка с инфекциозната анемия по конете в Румъния
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0701&qid=1653561222335&from=BG 
· Регламент за изпълнение (ЕС) 2022/704 на Комисията от 5 май 2022 година за изменение и поправка на някои приложения към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Канада, Обединеното кралство и Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0704&qid=1653561285927&from=BG 
· Регламент за изпълнение (ЕС) 2022/705 на Комисията от 5 май 2022 година за изменение на приложение I към Регламент за изпълнение (ЕС) 2021/605 за определяне на специални мерки за контрол във връзка с африканската чума по свинете
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0705&qid=1653561354417&from=BG 

· Регламент за изпълнение (ЕС) 2022/742 на Комисията от 13 май 2022 година за изменение на приложения V и XIV към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Канада, Обединеното кралство и Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0742&qid=1653561399902&from=BG 
· Регламент за изпълнение (ЕС) 2022/743 на Комисията от 13 май 2022 година за изменение на приложение I към Регламент за изпълнение (ЕС) 2021/605 за определяне на специални мерки за контрол във връзка с африканската чума по свинете

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0743&qid=1653561829113&from=BG 
· Решение за изпълнение (ЕС) 2022/745 на Комисията от 11 май 2022 година за изменение на приложението към Решение за изпълнение (ЕС) 2021/641 относно спешните мерки във връзка с огнищата на високопатогенна инфлуенца по птиците в някои държави членки 
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0745&qid=1653561898818&from=BG 
· Решение за изпълнение (ЕС) 2022/746 на Комисията от 13 май 2022 година относно някои спешни мерки във връзка с африканската чума по свинете в Италия
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0746&qid=1653561993396&from=BG 
· Регламент за изпълнение (ЕС) 2022/792 на Комисията от 19 май 2022 година за изменение на приложения V и XIV към Регламент за изпълнение (ЕС) 2021/404 по отношение на вписванията за Канада, Обединеното кралство и Съединените щати в списъците на трети държави, от които е разрешено въвеждането в Съюза на пратки с домашни птици, зародишни продукти от домашни птици и прясно месо от домашни птици и пернат дивеч 
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0792&qid=1653562054506&from=BG 
· РЕШЕНИЕ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/817 НА КОМИСИЯТА от 20 май 2022 година за изменение на приложението към Решение за изпълнение (ЕС) 2021/641 относно спешните мерки във връзка с огнищата на високопатогенна инфлуенца по птиците в някои държави членки

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022D0817&qid=1653562103326&from=BG 

	Здраве на растенията и продукти за растителна защита

· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/698 НА КОМИСИЯТА от 3 май 2022 година за подновяване на одобрението на активното вещество бифеназат в съответствие с Регламент (ЕО) № 1107/2009 на Европейския парламент и на Съвета относно пускането на пазара на продукти за растителна защита и за изменение на приложението към Регламент за изпълнение (ЕС) № 540/2011 на Комисията
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0698&qid=1653562461330&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/708 НА КОМИСИЯТА от 5 май 2022 година за изменение на Регламент за изпълнение (ЕС) № 540/2011 във връзка с удължаване сроковете на одобрение на активните вещества метилов естер на 2,5-дихлорбензоената киселина, оцетна киселина, аклонифен, алуминиево-амониев сулфат, алуминиев фосфид, алуминиев силикат, бефлубутамид, бентиаваликарб, боскалид, калциев карбид, каптан, цимоксанил, диметоморф, додеморф, етефон, етилен, екстракт от чаено дърво, остатъчни вещества от дестилация на мазнини, мастни киселини C7—C20, флуоксастробин, флурохлоридон, фолпет, форметанат, гиберелинова киселина, гиберелини, хидролизирани протеини, железен сулфат, магнезиев фосфид, метам, метамитрон, метазахлор, метрибузин, милбемектин, фенмедифам, пиримифос-метил, растителни масла/карамфилово масло, растителни масла/масло от рапично семе, растителни масла/ментово масло, пропамокарб, прокиназид, протиоконазол, пиретрини, кварцов пясък, рибено масло, обонятелни репеленти от животински или растителен произход/овча мас, S-метолахлор, феромони на люспокрили в прави вериги, сулкотрион, тебуконазол и уреа

 https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0708&qid=1653562577011&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/740 НА КОМИСИЯТА от 13 май 2022 година относно неодобрението на активното вещество 1,3-дихлоропропен в съответствие с Регламент (ЕО) № 1107/2009 на Европейския парламент и на Съвета относно пускането на пазара на продукти за растителна защита
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0740&qid=1653562730241&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/741 НА КОМИСИЯТА от 13 май 2022 година относно координирана многогодишна контролна програма на Съюза за 2023, 2024 и 2025 г. за гарантиране на спазването на максимално допустимите граници на остатъчни вещества от пестициди във и върху храни от растителен и животински произход и за оценка на експозицията на потребителите на тези пестицидни остатъци, и за отмяна на Регламент за изпълнение (ЕС) 2021/601

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0741&qid=1653562811869&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/751 НА КОМИСИЯТА от 16 май 2022 година относно неодобрението на активното вещество хлоропикрин в съответствие с Регламент (ЕО) № 1107/2009 на Европейския парламент и на Съвета относно пускането на пазара на продукти за растителна защита

 https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0751&qid=1653562911454&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/782 НА КОМИСИЯТА от 18 май 2022 година за отнемане на одобрението на активното вещество изопиразам в съответствие с Регламент (ЕО) № 1107/2009 на Европейския парламент и на Съвета относно пускането на пазара на продукти за растителна защита, за изменение на Регламент за изпълнение (ЕС) № 540/2011 на Комисията и за отмяна на Регламент за изпълнение (ЕС) № 1037/2012

https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0782&qid=1653563001950&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/800 НА КОМИСИЯТА от 20 май 2022 година за изменение на Регламент за изпълнение (ЕС) № 540/2011 по отношение на условията за одобряване на активните вещества парафинови масла CAS № 64742-46-7, CAS № 72623-86-0 и CAS № 97862-82-3
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0800&qid=1653563048214&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/801 НА КОМИСИЯТА от 20 май 2022 година за изменение на Регламент за изпълнение (ЕС) № 540/2011 с цел актуализиране на списъка на активните вещества, одобрени или считани за одобрени съгласно Регламент (ЕО) № 1107/2009 на Европейския парламент и на Съвета
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0801&qid=1653563097407&from=BG 
· РЕГЛАМЕНТ ЗА ИЗПЪЛНЕНИЕ (ЕС) 2022/808 НА КОМИСИЯТА от 23 май 2022 година за изменение на Регламент за изпълнение (ЕС) № 540/2011 по отношение на срока на одобрението на активното вещество биспирибак
https://eur-lex.europa.eu/legal-content/BG/TXT/PDF/?uri=CELEX:32022R0808&qid=1653563142165&from=BG 


	Проекти на нормативни документи – национални и европейски - актуална информация

Здраве на растенията и продукти за растителна защита
· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на приложения II, III и IV към Регламент (ЕО) № 396/2005 на Европейския парламент и на Съвета по отношение на максимално допустимите граници на остатъчни вещества от аметоктрадин, хлормекват, додин, никотин, профенофос и мултикапсиден ядрено-полиедрен вирус по Spodoptera exigua (SeMNPV) изолат BV-0004 във и върху определени продукти. 


[image: image2.emf]st08932.bg22.pdf


· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на приложение II към Регламент (ЕО) № 396/2005 на Европейския парламент и на Съвета по отношение на максимално допустимите граници на остатъчни вещества от флудиоксонил във и върху определени продукти. Делегациите са приканени, ако смятат че Съвета има основание да възрази на приемането на акта да информират ГСС в срок до 31 май 2021 г. , като посочат мотивите за възражение. 
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· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на приложения II и III към Регламент (ЕО) № 396/2005 на Европейския парламент и на Съвета по отношение на максимално допустимите граници на остатъчни вещества от флуориден йон, оксифлуорфен, пироксулам, хинмерак и сулфурил флуорид във или върху определени продукти
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· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на приложение II към Регламент (ЕО) № 1107/2009 по отношение на специалните критерии за одобрение на активни вещества, които са микроорганизми
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· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на Регламент (ЕС) № 284/2013 по отношение на информацията, която трябва да се предоставя за продуктите за растителна защита, и на специалните изисквания за данни за продукти за растителна защита, съдържащи микроорганизми
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· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на Регламент (ЕС) № 283/2013 по отношение на информацията, която трябва да се предоставя за активните вещества, и на специалните изисквания за данни за микроорганизми


[image: image9.emf]st09161.bg22.pdf



 EMBED Acrobat.Document.DC  [image: image10.emf]st09161-ad01.bg22. pdf


· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на приложения II и III към Регламент (ЕО) № 396/2005 на Европейския парламент и на Съвета по отношение на максимално допустимите граници на остатъчни вещества от бензовиндифлупир, боскалид, феназахин, флуазифоп-P, флупирадифурон, флуксапироксад, фосетил-Al, изофетамид, метафлумизон, пираклостробин, спиротетрамат, тиабендазол и толклофос-метил във или върху определени продукти
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· Процедура за регулиране с контрол относно проект на РЕГЛАМЕНТ (ЕС) .../... НА КОМИСИЯТА от XXX година за изменение на приложение II към Регламент (ЕО) № 396/2005 на Европейския парламент и на Съвета по отношение на максимално допустимите граници на остатъчни вещества от 2,4-D, азоксистробин, цихалофоп-бутил, цимоксанил, фенхексамид, флазасулфурон, флорасулам, флуроксипир, ипроваликарб и силтиофам във или върху определени продукти
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      Здравеопазване на животните
Публикуван е за обществено обсъждане със срок 20 май 2022 г. проект на Регламент за прилагане, за установяване на правила за прилагане на Регламент (ЕС) 2016/429 на Европейски парламент и на Съвета, по отношение да се регистрацията и одобрението на предприятия за отглеждане на сухоземни животни и събиране, производство, обработка или съхраняване на зародиш продукти. Проектът въвежда изискване при регистрация или одобрение на обекти за отглеждане на сухоземни животни и люпилни за птици операторите на тези обекти да предоставят информация за географските координати на обекта и периода, в които животните ще се отглеждат в него. 

Съгласно чл. 85 от Регламент (ЕС) 2016/429  държавите членки могат да освободят определени категории животновъдни обекти (представляващи незначителен риск) от задължението за регистрация. Проектът на регламент определя изисквания към тези категории обекти.
Схеми за качество

Започна работата по текстовете от предложението за Регламент на Европейския парламент и на Съвета относно географските означения на Европейския съюз

Френското председателство на Европейския съюз започна дискусията по Предложение за Регламент на Европейския парламент и на Съвета относно географските означения на Европейския съюз за вина, спиртни напитки и селскостопански продукти и относно схемите за качество на селскостопанските продукти, за изменение на регламенти (ЕС) № 1308/2013, (ЕС) 2017/1001 и (ЕС) 2019/787 и за отмяна на Регламент (ЕС) № 1151/2012. По време на проведените през април и май заседания на Работна група по хоризонтални земеделски въпроси (Географски  означения) към Съвета бяха разгледани част от разпоредбите. 

На откриващото заседание Европейската комисия представи кратка информация за изготвения проект на Регламент. Неговите основни цели са: подсилване на системата на географски означения на ЕС; увеличение на регистрираните географски означения в ЕС; намаляване на времето за регистрация. Структурно проектът на Регламент се състои от 4 основни стълба: общи разпоредби и процедури; географски означения на земеделски и хранителни продукти и изменения на Регламенти 1308/2013, 2017/1001 и 2019/787; защита, контрол и приложение; ХТСХ, незадължителни термини за качество и преходни и заключителни разпоредби. 

С реформата Комисията се стреми да хармонизира правилата в отделните сектори – на земеделските продукти и храни, виното и спиртните напитки, като са изготвени: общи разпоредби на процедурата по регистрация на името, изменение на продуктовата спецификация и заличаване на регистрацията за всички сектори; общи разпоредби за защита за всички сектори; общи разпоредби за контрол при спиртни напитки и земеделски и хранителни продукти (отделни разпоредби за контрол за вина с географски означения са посочени в Регламента за ООП поради спецификите на сектор „Вино“).

Сред акцентите и нововъведенията от проекта на Регламент са: подсилване на производителите на продукти с географски означения чрез устойчиви практики; продукти с географски означения като съставки на преработени продукти; признати групи производители; система на домейн имена; гъвкаво използване на символите на Общността при вина и спиртни напитки; техническа помощ от Службата за интелектуална собственост на Европейския съюз (EUIPO) в процеса на преглед и бележки по заявленията и др.

В продължение на публикуваната Обща декларация на групата „Приятели на географските означения“, за което Информационният бюлетин в областта на безопасността по агрохранителната верига вече писа, България изрази своята позиция, като подчерта важното за страната значение и потенциал на географските означения на земеделски и хранителни продукти, вина и спиртни напитки, както и на храните с традиционно специфичен характер. 

България отново подчерта необходимостта настоящата процедура да се запази, с първоначална оценка от държавата членка, последвана от подробна оценка от Европейската комисия, чрез технически агрономически преглед и правна оценка как се съблюдава правото на интелектуална собственост. Подчертано бе, че ролята и задачите на EUIPO трябва да бъдат посочени в основния акт и доразвити в делегирани актове и актове за изпълнение на Комисията. 

Запазването на европейската схема на храните с традиционно специфичен характер, както и използването на незадължителния термин за качество „планински продукт“ също е от съществена важност за страната ни. По време на дискусиите България изрази опасения, че въвеждането на признаване на групи производители може да породи административна тежест за производителите и да се подходи внимателно в тази посока. Следва да има възможност за отмяна на признаването в случай на заявяване на това от самата призната група от производители. 

Като цяло, България си запазва правото за допълнителни въпроси и коментари в течение на работата, след запознаване с предоставяните пояснения на европейско ниво. Работата по този проект продължават през юни, когато е предвидено и последното заседание в рамките на Френското председателство. През втората половина на годината Чехия ще ръководи законодателния процес, който се очаква да приключи в края на 2023 г. с публикуването на утвърдения нов регламент за географските означения.
Актуална информация

    Здравеопазване на животните
Информация за актуалната епизоотична обстановка

(за периода от 26 април до 24 май 2022 г.)
Високопатогенна инфлуенца по птиците
· на територията на страната:
На територията на страната са констатирани единадесет първични огнища на Високопатогенна инфлуенца по птиците (ВПИП) при домашни птици на територията на областите Плевен и Габрово. Засегнати са индустриални обекти за отглеждане на бройлери, пекински патици и кокошки носачки. За периода е констатирано и едно огнище на болестта при открити мъртви врабче и кукумявка на територията на обл. Плевен.

Най-засегнатите видове птици от началото на 2022 г. са кокошките носачки. Информация за засегнати домашни птици по видове от началото на 2022 г. е илюстрирана на графика 1:
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Графика 1: видове засегнати птици от ВПИП за 2022 г.

Африканска чума по свинете

[image: image14]
· на територията на страната:

За периода са обявени пет вторични огнища на Африканска чума по свинете (АЧС) при диви свине на територията на областите Кюстендил и Благоевград. 

По данни на модул Лов за периода от 26.04.2022 г. до 24.05.2022 г. за изследване за АЧС са постъпили 40 броя проби от диви свине, от тях една е дала положителен резултат за наличие на вируса.
Информация за актуалната епизоотична обстановка на територията на Европа (26 април до 24 май 2022 г.) : източник: ADIS
Държава

АЧС (домашни свине)
АЧС (диви свине)
Болест на Ауески

Бруцелоза

Инфекциозна анемия

Ензоотична левкоза

ВПИП H5 (домашни птици)
ВПИП H5N1 (домашни птици)
ВПИП

H5 (диви птици)
ВПИП H5N1 (диви птиц)
ВПИП H5N3 (диви птиц)

Туберкулоза

Бяс

Ринотрахеит

Западнонилска треска

Австрия

1

България

5

11

1

Дания

5

Финландия

4

Франция

1

120

9

6

Чехия

1

Германия

152

1

86

1

1

Гърция

1

Исландия

1

Нидерландия

9

26

Норвегия

1

6

Полша

125

4

1

4

Румъния

23

37

4

Словакия

1

56

Унгария

74

142

1

1

Италия

35

2

1

1

3

Косово

1

Литва

17

2

Латвия

27

Молдова

1

Испания

2

Швеция

3

Информация за актуалната епизоотична обстановка на територията на Азия по отношение на болестите Високопатогенна инфлуенца по птиците и Африканска чума по свинете

Високопатогенна инфлуенца по птиците: 

За периода от 26.04.2022 г. до 24.05.2022 г. на територията на Азия са констатирани 2 огнища на Високопатогенна инфлуенца по птиците, на територията на три държави. Потвърдени са H5N1 и H5N8.

[image: image15]
Карта 1. Разпространение на ВПИП на територията на Азия за периода 26.04.2022 г. до 24.05.2022 г. (източник: Empres-i)

Графика на разпространение на потвърдените огнища на ВПИП на територията на Азия (източник: Empres-i):
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Африканска чума по свинете
За периода от 26.04.2022 г. до 24.05.2022 г. на територията на Азия са констатирани 9 огнища на Африканска чума по свинете, на територията на две държави
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Карта 2. Разпространение на АЧС на територията на Азия за периода 26.04.2022 г. до 24.05.2022 г. (източник: Empres-i)
Графика на разпространение на потвърдените огнища на АЧС на територията на Азия (източник: Empres-i):
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Нова стратегия

Съюзът на ветеринарните лекари на Европа (FVE) публикува съобщение, че организация е разработила новата си стратегия 2021-2025 г.
„Ветеринарите знаят, грижат се и допринасят“ е тяхното мото.

Стратегията е разработена през 2021 г. при извънредните обстоятелства на пандемията от Covid-19 и е приета единодушно през ноември от членовете на FVE. Чрез нея Европейската ветеринарна професия гледа отвъд непосредственото здраве на животните и хората и силно се застъпва подхода „Едно здраве“. 


[image: image19]
Ренс ван Добенбург, президент на FVE, казва: „Ако едно нещо е ясно от Covid-19, това е важността на подхода „Едно здраве“: взаимосвързаното здраве на хората, животните и екосистемите. За да се справим ефективно с предизвикателства като настоящата пандемия, междусекторният и трансдисциплинарен подход „Едно здраве“ е от решаващо значение. Това е отразено в новата ни стратегия.”

Допълнителна информация: https://fve.org/cms/wp-content/uploads/FVE_Strategy_2020_R2_Web.pdf

Съюзът на ветеринарните лекари на Европа е организация с нестопанска цел, включваща ветеринарни организации от 38 европейски страни. Той е основан през 1975 г. и днес неговите членове наброяват около 200 000 ветеринарни лекари. Съюзът се стреми да подкрепя ветеринарните лекари при изпълнение на техните професионални отговорности и официално представлява ветеринарната професия пред всички останали институции. 

Източник: FVE https://fve.org/new-fve-strategy-2021-2025/
Ново проучване разкрива как ОСП допринася за хуманното отношение към животните и намаляването на употребата на антимикробни средства
На 11-ти май Европейската комисия публикува проучване, в което се разглежда как Общата селскостопанска политика (ОСП) за периода 2014—2020 г. е допринесла за подобряване на хуманното отношение към животните и за намаляване на употребата на антимикробни средства. Проучването представя моментна картина на ситуацията по отношение на хуманното отношение към животните и употребата на антимикробни средства в целия ЕС, както и препоръки за по-добра оценка на бъдещите постижения на ОСП за периода 2023—27 г. в това отношение. Подобряването на хуманното отношение към животните и борбата с антимикробната резистентност са включени в една от десетте цели на новата ОСП, „отговарящи на обществените изисквания по отношение на храните и здравето“.

Инструментите и мерките по ОСП могат да допринесат за хуманно отношение към животните и намаляване на употребата на антимикробни средства. В повечето от проучените региони/държави членки относно хуманното отношение към животните и употребата на антимикробни средства са предприети мерки предимно чрез програмата за  развитие на селските райони. Те се оказаха най-ефективни при комбиниране на инвестиции в по-добри условия на отглеждане, хранене и управление на здравеопазването. Например чрез повишаване на осведомеността сред земеделските стопани чрез консултантски услуги, ангажименти и обучение. В повечето проучени държави членки/региони кръстосаното съответствие чрез изискванията на законодателството на ЕС относно хуманното отношение към животните и законодателството в областта на храните е оказало ефективно въздействие върху практиките на земеделските стопани.

Натискът от страна на гражданското общество може също така да накара земеделските стопани и управляващите органи да подкрепят промените в практиките. Например пазарните стандарти за производство на яйца, определени на равнище ЕС, повлияха на потребителското търсене и избора на производство, чрез изискването за задължително етикетиране на яйцата в съответствие с производствените системи и условията за отглеждане на кокошки носачки.

Като цяло ОСП изглежда е допринесла за подобряване на хуманното отношение към животните на местно равнище, в конкретни сектори и/или държави членки и региони, в зависимост от избора на прилагани мерки. Въпреки това остава трудно да се оценят действителните промени в практиките, предизвикани от инструментите на ОСП, тъй като липсват показатели, които да документират постигнатия напредък в прилагането на някои мерки или степента на въздействие.

Това води до редица препоръки за следващата ОСП. Основната препоръка е държавите членки да приложат по-широко мерки, насочени към хуманното отношение към животните. Следва да се разработи обща методология на ЕС за документиране на най-добрите практики за хуманно отношение към животните, които да се прилагат в земеделското стопанство със съответните цели.

Проучването предлага да се направи цялостен преглед на броя на животните, засегнати от различни видове интервенции, насочени към хуманното отношение към животните и употребата на антимикробни средства на национално равнище. За да се оцени правилно въздействието на ОСП, в данните следва да се прави разграничение между различните засегнати сектори (напр. говеда, овце/кози, свине, домашни птици, зайци) и да се използва броят на животните, а не броят на животинските единици. Консултантските услуги следва също така да бъдат насърчавани, тъй като те са доказали своята ефективност при повишаването на техническите познания на земеделските стопани относно най-добрите практики за хуманно отношение към животните.

Друга препоръка е да се проучи разширяването на обхвата на задължителното етикетиране, така че да обхване и други сектори на животновъдството, чрез посочване на производствените системи или условията на отглеждане върху етикета, подобно на настоящите пазарни стандарти за яйца.

И накрая, в проучването се предлага методология за намиране на показатели за оценка на равнището на амбиция на целите за хуманно отношение към животните, предложени в стратегическите планове по ОСП. В него също така се определят количествени цели относно употребата на антимикробни средства, отразяващи усилията, които всяка държава членка трябва да предприеме, в съответствие със стратегията „От фермата до трапезата“ за намаляване на продажбите на антимикробни средства за селскостопански животни на равнище ЕС с 50 % до 2030 г.

Проучването е проведено от консорциум, като е взет предвид програмния период 2014—2020 г. Основа се на информация, събрана от 11 проучвания на конкретни случаи в целия ЕС и на множество интервюта с ключови заинтересовани страни, както и на обширен анализ на данни и преглед на литературата.

Източник: https://ec.europa.eu/info/news/new-study-unveils-how-cap-contributing-animal-welfare-and-antimicrobial-use-reduction-2022-may-11_en 

Когато изкуственият интелект възпроизвежда,  звуците, които издават свинете 
Чрез звуците свинете изразяват емоциите си. Разпознаването на тези звуци и емоциите, които те изразяват, би предоставило информацията необходима на фермерите, за да успеят да осигурят оптимални условия за отглеждане на животните. 

Ето защо Швейцарският федерален технологичен институт (ETH) и Университетът в Копенхаген координираха разработването на система за разпознаване на звуците издавани от свинете като част от европейския проект SOUNDWEL. Резултатите от проучването публикувани на 7 март в Scientific Reports, посочват възможността за разработване на инструмент за автоматично разпознаване на издаваните звуци с цел наблюдение и подобряване на хуманното отношение при отглеждане на свине във фермите. Свинете изразяват емоциите си чрез различни видове вокализации (като сумтене и писъци), всяка от които има много повече или по-малко фини вариации. Дешифрирането на тези звуци би помогнало на животновъдите да разберат по-добре емоциите, изразявани от техните животни и да подобрят тяхното благосъстояние. Идеята на изследователите е да разработят система за разпознаване и разграничаване на гласовете на свинете, емоциите, които те предават, и ситуацията, която ги е породила. 


За създаването на този инструмент, изследователите са събирали хиляди вокализации, но в крайна сметка могат да бъдат анализирани над 7400 висококачествени вокализации от 411 свине в различни европейски лаборатории. Тези звуци са записани в 19 различни контекста: от раждането на свинете и през целия им живот, при различни видове отглеждане на закрито (например върху дървени подове или върху слама), както и в кланици. Разграничени са източници на положителни емоции (сукане, събиране с други прасета) или отрицателни (изолация). Чрез комбиниране на опита на етолози и биоакустици за подробен анализ на акустичната структура на записаните вокализации (повече или по-малко висока честота, чистота на звука и т.н) и изчислителни методи на изкуствен интелект, изследователите работят върху автоматична класификация на вокализациите според емоционалната валентност (отрицателна или положителна емоция) и ситуацията, в която са излъчени, с оглед на насочване на собственика на животните за предприемане на евентуални действия. 


Използване на изкуствен интелект за превеждане на емоцията, която изпитват свинете. Резултатите показват, че изкуственият интелект е много ефективен при разпознаването не само на емоционалната валентност на вокализациите (91,5% точност), но и на ситуацията, в която те са били излъчени (82% точност). При получаване на нов звук, системата автоматично ще го сравни с по-рано класифицирани звуци, за да го квалифицира. Тази система може да бъде от голяма помощ на животновъдите, тъй като може да ги предупреди в реално време, ако дадена ситуация изисква тяхната незабавна намеса, като например в случай на смачкване на прасенце от майката или повтарящи се или продължителни битки в рамките на група, които са индикация за проблем. Това също така би системата би позволила на животновъдите да засилят положителните емоции за свинете, чрез предоставянето на нови играчки или подобряване на условията на отглеждане в обектите. 

Тази много иновативна система за изследване на вокализациите може да се прилага и при други животни — тъй като позволява работа в по-голям мащаб от по-често срещаните и отнемащи време ръчни анализи. Във фермите вече съществуват подобни системи за акустичен мониторинг на здравето на свинете, чрез анализиране на шума от кашлицата им. Изследователският екип работи върху добавянето на анализ на отделните вокализации към системата, за да комбинира мерките за физическо и психично здраве с цел подобряване на хуманното отношение на отглежданите във фермата животни.

Източник: https://www.thepigsite.com/articles/animal-welfare-when-artificial-intelligence-translates-pig-vocalizations 
Насоки за превенция и контрол на Африканска чума по свинете 

 в дребното свиневъдството в Азия

Мониторинг и надзор на АЧС

Резюме:

Този документ има за цел да предостави насоки за компетентните органи в:

Определяне на целите на наблюдението;

Случаи на АЧС и критерии за докладване;

Предоставяне на примери за потенциални методи за наблюдение на АЧС;

Идентифициране на различни важни фактори при разглеждане на системата за наблюдение;

Оценка на системата за наблюдение.

След навлизането си в Азия и Тихоокеанския регион, АЧС показва въздействие върху продоволствената сигурност и икономиката, тъй като вирусът се разширява към все повече области и страни в региона. Тъй като болестта продължава да се разширява в нови територии, дейностите по подготовка и контрол трябва постоянно да се коригират, за да се адаптират към ситуациите, наблюдавани в областта, които могат да противоречат на очакваното въз основа на международните стандарти или опита от други части на света.

Това ръководство за наблюдение предоставя насоки за компетентните органи при определяне на целите на наблюдението, установяване на определения на случаи, свързани с АЧС, както и критерии за докладване, предоставяне на примери за потенциални методи за наблюдение на АЧС, идентифициране на различни важни фактори при разглеждане на системата за наблюдение и оценка на системата за наблюдение.

Източник: Guidelines for African swine fever (ASF) prevention and control in smallholder pig farming in Asia (fao.org)
Унищожаване на прасета при огнище на Африканска чума по свинете

Африканската чума по свинете (АЧС) е силно летално инфекциозно заболяване по домашни и диви прасета от всички породи и възрасти, без ефективна ваксина или лечение. Нахлуването на АЧС в Азия и Тихоокеанския регион е предизвиква загриженост, тъй като регионът е основният район за производство на свине, който с над 58 процента от свиневъдството в световен мащаб (FAOSTAT). Следователно опасенията нарастват за въздействието му върху продоволствената сигурност и икономиката, тъй като вирусът се разпространява към все повече области и страни в региона. Тъй като болестта продължава да се разпространява в нови територии, дейностите по подготовка и контрол трябва постоянно да се коригират, за да се адаптират към ситуациите, наблюдавани в областта, които могат да противоречат на очакваното. Това се случва въз основа на международните стандарти или опита от други части на света. Националните ветеринарни служби са изправени пред предизвикателства в тези сложни ситуации и затова е необходима регионална и международна подкрепа за запълване на пропуските в капацитета, необходими за контрол на АЧС, както и за улесняване на диалога между ключовите заинтересовани страни. Чрез различни регионални и национални консултативни срещи, засегнатите страни поискаха техническа подкрепа, за да предоставят съответните технически насоки за контрол на АЧС, които са практични, особено за дребните свиневъди в Азия (SO5).

Това ръководство за унищожаване на прасета при огнище на АЧС е второто от поредицата „Насоки за превенция и контрол на африканска чума по свинете (АЧС) в дребното свиневъдство в Азия“, което предоставя насоки за планиране и провеждане на унищожаване на прасета и действията на дребните стопани, включително други подходящи действия, като почистване и дезинфекция на помещения в случай на огнище на АЧС.

Източник: Guidelines for African swine fever (ASF) prevention and control in smallholder pig farming in Asia (fao.org)
Биологична сигурност на фермата, клане и повторно заселване

Чрез различни регионални и национални консултативни срещи засегнатите страни поискаха техническа подкрепа, за да предоставят съответните технически насоки за контрол на АЧС, които са практични, особено за дребните свиневъди в Азия (SO5).

Биосигурността на фермата, клането и възстановяване на запасите е третата от поредицата „Насоки за превенция и контрол на африканската чума по свинете (АЧС) в дребното свиневъдство в Азия“, която ръководи практиката за биосигурност, клане и възстановяване на запасите в системата за отглеждане на малък брой свине, като насоките са предназначени за използване от национални и/или централни ветеринарни органи, фермери и съответните заинтересовани страни, особено с акцент върху свиневъдството в Югоизточна Азия.

Източник: Guidelines for African swine fever (ASF) prevention and control in smallholder pig farming in Asia (fao.org)
Чист верижен подход за Африканска чума по свинете

 в малките стопанства

Чрез различни регионални и национални консултативни срещи засегнатите страни поискаха подходящи технически насоки за контрол на АЧС, които са практични, особено за дребните свиневъди в Азия (SO5).

Този том е четвъртият от поредицата „Насоки за превенция и контрол на африканската чума по свинете (АЧС) в дребното свиневъдството в Азия“, което очертава принципите на система за взаимодействие за АЧС, за дребни производители на свине в Югоизточна Азия. Той предоставя препоръки относно практическото прилагане на добри практики за управление на биосигурността, съчетани с проследимост в системите за дребните свинекомплекси, необходими за продължаване на производството и доставката на стоки по веригата, както и на стойността на свинското месо, независимо от преобладаващата рискова ситуация от вируса на АЧС.

Източник: Guidelines for African swine fever (ASF) prevention and control in smallholder pig farming in Asia (fao.org)
Здраве на растенията
· На 02 май по време на ad hoc заседание на Консултативната група по въпроси за хранителната верига, здравеопазване на животните и здраве на растенията, Европейската Комисия представи подробна информация на заинтересованите страни  относно резултати и заключения от Доклад на Европейската комисия във връзка с прилагането на  Регламент 2016/2031 за здраве на растенията, относно прилагането и ефективността на мерките, свързани с вноса на растения и растителен материал на територията на Съюза (чл. 50):

[image: image20.emf]Report on  imports_AG_02.05.22.pdf


· На 02 май по време на ad hoc заседание на Консултативната група по въпроси за хранителната верига, здравеопазване на животните и здраве на растенията, Европейската Комисия представи подробна информация на заинтересованите страни  относно резултати и заключения от Доклад на Европейската комисия във връзка с прилагането на  Регламент 2016/2031 за здраве на растенията и опита, придобит вследствие на включването на всички движения на растенията за засаждане на територията на Съюза в системата на растителните паспорти (чл. 79):

[image: image21.emf]Report on plant  passports _AG_220502_1.pdf


· Според проектодоклад на Европейската комисия относно „огледалните клаузи“, който трябва да бъде приет през юни, има „място за политика“ за прилагане на реципрочност на екологичните и здравните стандарти на ЕС към вносните селскостопански продукти, в съответствие с правилата на Световната търговска организация (СТО). В тази версия на доклада, получена от EUROPE, Европейската комисия отправя редица предупреждения, например относно способността на ЕС да контролира мерките, които налага, или рисковете от ответни мерки от трети страни. Въпреки това Европейската комисия посочва, че преди да се обмислят подобни мерки, трябва да се положат усилия на всички нива и да се договорят разпоредби в двустранните споразумения за свободна търговия. В допълнение към въпросите за съвместимост с правилата на СТО, службите на Европейската комисия също така посочват, че трябва да се вземе предвид техническата и икономическа осъществимост на механизмите за контрол в трети страни: „Тъй като методите на производство или преработка в третата страна са регулирани, осъществимостта и пропорционалността на адекватните средства за контрол и налагане на тяхното прилагане трябва да бъдат оценени спрямо разходите и ползите от това“.

[image: image22.emf]Mirror clauses.docx


· Европейският орган за безопасност на храните (EFSA) ще отложи с една година окончателното си научно становище относно подновяването на активното вещество глифозат, беше съобщено на 10 май. Първоначално това научно становище се очакваше това лято и трябваше да бъде решение за евентуално подновяване на разрешението или за отказ, преди края на тази година.


[image: image23.emf]EFSA  evaluation_Glyphosate.docx


· Pesticide Action Network (PAN) публикува „Доклад относно драстично нарастване на опасни пестициди, открити върху плодовете и зеленчуците, продавани в Европа, и доказателства, че правителствата на държавите членки не изпълняват законовите си задължения“. Този доклад се фокусира върху остатъците от категория пестициди, квалифицирани като „по-опасни” от Европейската комисия в контекста на Стратегията „От фермата до трапезата“. Този доклад разглежда не само степента на замърсяване на произведените плодове и зеленчуци в ЕС с тези най-токсични пестициди, но за първи път и модели на замърсяване с течение на времето:


[image: image24.emf]Report_Forbidden  Fruit.pdf


Мрежа на Европейската комисия за предупреждение и сътрудничество (състояща се от RASFF, AAC и Food Fraud)

· На 12 май експерт от дирекцията участва в заседание на Работната група на Мрежата за борба с измамите по агрохранителната верига на Европейската комисия, организирано с цел съобщаване на резултатите от приключилата фаза 1 на Плана за координирани действия на ЕС за на измамни практики при търговията с пчелен мед с произход трети държави;

· На 18 май експерт от дирекцията взе участие в заседание на Работната група на Мрежата за предупреждение и сътрудничество на Европейската комисия, на която бяха обсъдени въпроси, касаещи работата в Мрежата, като: новият годишен доклад на Мрежата за предупреждение и сътрудничество; RASFF SOPs версия 3; планирани разработки на RASFF Window и iRASFF; нови BTSF програми; анкети за подобряване работата в Мрежата и др.


	Събития и участия
Работна среща на Работна група за изготвяне на предложение за създаване на механизъм за взаимодействие между българските производители и търговските вериги
На 20 май 2022 г. в Министерство на земеделието се проведе работна среща на Работна група, създадена със Заповед на министъра на земеделието,  за изготвяне на предложение за създаване на механизъм за взаимодействие между българските производители и търговските вериги. Представени бяха гледните точки и идеи както на производители така и на търговски вериги относно най-добрите работещи решения за взаимодействие между тях.
Заседание на Постоянния комитет за растения, животни, храни и фуражи, секция „Продукти за растителна защита – законодателство“

На 17 и 18 май експерт от дирекцията взе участие в заседание на Постоянния комитет за растения, животни, храни и фуражи, секция „Продукти за растителна защита – законодателство“, проведено чрез видеоконферентна връзка




1 Бюлетинът е изготвен от Дирекция „Политики по агрохранителната верига”, Министерство на земеделието 
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PEI'JTAMEHT (EC) .../... HA KOMUCHUSATA

ot XXX roaguHa

3a u3MeHeHue Ha npujoxkeHue Il koM Persiament (EO) Ne 396/2005 na EBponeiickusi
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EBPOITEMCKATA KOMHUCH,

Karto B3e nmpeasua Jlorosopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npeasui Pernament (EO) Ne 396/2005 na EBponetickus napiament u Ha CbBeTa OT
23 despyapu 2005 r. OTHOCHO MaKCUMAJIHO JOMYCTUMUTE IPAHUIIM HA OCTATHYHH BEIIECTBA
OT MECTUIIUAN BbB U BbPXY XPaHU UIH (Qypaxku OT PACTUTENCH WU KUBOTUHCKH MPOU3XOM U
3a u3MeHenue Ha Jlupextusa 91/414/EVO na Cheeta!, u no-cnenumanuo unen 14, naparpad 1,
OykBa a) OT Hero,

KaTo nMa 1npeaBui, 4uc:

(1)

)

€)

(4)

MakcuManHO JONMyCTUMUTE TpaHUIM Ha octaThbuHu BemjectBa (MJT'OB) 3a
dyarokconun ca onpexaeneHu B npuioxenue 11 kbm Permament (EO) Ne 396/2005.

B cwotBetcTBHE ¢ uneH 6, maparpadu 2 u 4 ot Permament (EO) Ne 396/2005 Gemre
MOJIJICHO 3asBJICHUE 3a JIOMYCTUMOCT Ha BHOCA IO OTHOIICHHE Ha (IIYIHOKCOHWII,
u3nonsBaH B CheUHEHUTE aMEPUKAHCKH IATH BbPXY KOPEH OT 3aXapHO LIBEKJIO, a B
I'Baremana, Xonnypac u KonymGusi — Bbpxy OaHaHu. 3asBUTENAT TBBPAMU, 4e
pa3pelieHuTe BHUJIOBE YNOTpeda Ha TMOCOYEHOTO BEUIECTBO MpPHU TE3U KYITYpH B
U30pOCHUTE IBpXKABU Ca JOBEIM JI0 CTOMHOCTH HA OCTATHYHH BEIIECTBA, KOHWTO
npesumaBatr nupensuaeHuTe B Permament (EO) Ne 396/2005 MII'OB, u ue e
HeoOxomumo naa OwbmaT ompeneneHu mno-Bucoku MJIT'OB, 3a na ce wusberne
BB3HUKBAHETO Ha MPEYKH Mpe]] ThPTOBUATA MPU BHOCA HA TIOCOYEHUTE KYNTYPH.

B cworBercTBue ¢ uneH 8 ot Permament (EO) Ne 396/2005 choTBeTHaTa abpikaBa
YJeHKa MOJAJOXKM 3asBJICHMETO Ha OIEHKa W M3MpaTH JOKJIaja 3a OIeHKa Ha
Komucusra.

EBpomneiickudar opran 3a 6e3omacHOCT Ha xpaHute (,,OpranbT*) pasrieaa 3asBICHHETO
U JIOKJaJa 3a OllIeHKa, Karo OoObpHa IO-CIEelHaJTHO BHHMAaHUE HAa PHUCKOBETE 3a
noTpeduTenuTe, a Korato 0e MPUIOKHUMO — U 3a JKUBOTHHUTE, U Jlafie 0OOCHOBAHO
craHoBuIIe 10 mpemnoxenute MJITOB?. Toif u3mpaTH CTaHOBMIIETO CH IO
3asiBUTENUTE, 10 KoMmucusaTa u 10 1bp:kaBUTE WICHKH U TO HAMPaBU OOIIOJOCTHITHO.

OB L 70, 16.3.2005 r., cTp. 1.

Reasoned opinion on the setting of import tolerances for fludioxonil in sugar beet roots and bananas
(OGoCcHOBaHO CTaHOBMIIE OTHOCHO ONPEAENSHETO Ha JIOMYCTHMH 3a LIEJINTE HA BHOCA CTOMHOCTH 3a
(ITyTMOKCOHMII B KOpPEHH OT 3axapHo nBekno u Oananu). EFSA Journal (bronermn na EOBX)
2021;19(11):6919. Hayunure poknmamm Ha EOBX ca mnyOnukyBaHM Ha ciefHus yeOcaift:
http://www.efsa.europa.eu.
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(5) OpranbT CTUTHA J0 3aKIIOUYEHUETO, Y€ ca U3IIbIHEHU BCUUKU U3UCKBAaHUS BbB BPb3Ka
C IBJIHOTATa Ha MOJAJEHUTE JAHHU M Y€ MOMCKAHWUTE OT 3asBUTEJI M3MEHEHUsS Ha
MJII'OB ca nmpuemiuBH ¢ orjie]] Ha 6€30IacHOCTTa Ha MOTPEOUTEIINTE Bb3 OCHOBA Ha
OIICHKA Ha EKCIIO3UIMATA Ha MOTPeOUTEeNuTe 3a 27 KOHKPETHH TPYIMH CBPONCHCKH
notpeburenu. Ilpu ToBa OpranbT B3e MNpeABHA Hail-akTyanHata WHGOpManus
OTHOCHO TOKCHKOJOTMYHHUTE CBOMCTBA HA BEIECTBOTO. [[BIrocpoyHara eKCro3uuus
Ha BEILECTBOTO Ype3 KOHCYMAIUsl Ha BCUYKU XPAHUTEITHHU MPOIYKTH, KOUTO MOXKE J1a
ro ChIbpPKAT, MOKa3Ba, Y€ HE CHIIECTBYBA PUCK OT IMPEBUIIABAHE HA JOMYyCTUMATa
nHeBHa 1o3a. OcBeH ToBa OpraHbT CTHTHA JI0 3aKJIIOUYEHUETO, Y€ MOpPail HUCKUS
npodun Ha OCTpa TOKCHYHOCT Ha aKTUBHOTO BEIIECTBO HE € HEOO0XOIMMO
YCTaHOBSIBAHETO HA OCTpa pedepeHTHa 103a.

(6) BB3 ocHOBa Ha 000CHOBAHOTO cTaHOBUIIEC Ha OpraHa ¥ KaTo ce B3eMar I10JI BHUMaHUE
dakropure, KOMUTO ca OT 3HAYCHHE 3a pas3[JIeKIaHUS BBIPOC, MNPEATOKEHUTE
u3menenuss Ha MJIIOB otroBapsT Ha u3uMcKBaHusATa Ha 4ieH 14, maparpad 2 ot
Pernament (EO) Ne 396/2005.

(7) [Topaau ToBa Pernament (EO) Ne 396/2005 crnensa na 0b/1e CbOTBETHO U3MEHEH.

(8) Mepkure, IpeABUIECHU B HACTOSIIMS PETVIAMEHT, Ca B CbOTBETCTBUE CHC CTAHOBULIETO
Ha [ToCTOSITHHYSI KOMHTET TI0 PACTCHUATA, )KUBOTHUTE, XPAHUTE U (PypakuTe,

I[TPUE HACTOAIIMA PETJIAMEHT:

Ynen |

[Mpunoxenne II kM Permament (EO) Ne396/2005 ce wu3MeHs B CHOTBETCTBUE C
MPUIIOKEHUETO KbM HACTOSIIHS PETIaMEHT.

Ynen 2

HacTosmusT perinaMeHT Biu3a B cUjia Ha JIBaJIECeTUs JEH clie/l IeHsl Ha MyOJUKYyBaHETO MYy B
Oguyuanen eecmnuk na Eeponetickus cvios.

HaCTOﬂIIII/IFIT PErIIaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT M CC IMpUjiara nmpsaKko BbB BCUYKU
ABPIKABU YICHKHU.

CocraBeno B bprokcen Ha [...] roguHa.

3a Komucusma
IIpeoceoamen
Ursula VON DER LEYEN
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PEI''TAMEHT (EC) .../... HA KOMUCUSATA
ot XXX roaguHa

3a u3MeHeHue Ha npujoxkeHue Il koM Persament (EO) Ne 1107/2009 o oTHOIIEeHWe Ha
CHelHAJTHUTEe KPUTEPHUH 32 0100peHHe HA AKTUBHH BellleCTBA, KOUTO €A
MHUKPOOPraHU3Mu

(texct ot 3Hauenwue 3a EUII)

EBPOITEMCKATA KOMHUCH,
Karto B3e nmpeasua Jlorosopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npeasua Permament (EO) Ne 1107/2009 na EBpomneiickus nmapnameHnT u Ha ChBeTa
ot 21 oktoMmBpu 2009 T. OTHOCHO MyCKAaHETO Ha Ma3apa Ha MPOYKTH 3a PACTUTEIIHA 3aIUTa U
3a otMmsHa Ha aupektuBu 79/117/EMO u 91/414/EVO Ha CoBeral, U Ho-crienmanHo wieH 22,
naparpad 3 u wien 78, nmaparpad 1, Oyksa a) oT Hero,

KaTo uMa npcaBui, 4c:

(1) C Permament (EO) Ne 1107/2009 ce ompenensar, Hapen ¢ IpyroTo, IpaBwia 3a
npolenypara U KPUTEPHHTE 3a ON00psSBaHE Ha aKTHBHMU BEIECTBA, AHTUIOTH U
CHHEPI'UCTH.

(2) Llen na crparerusita Ha Komwucusra ,,Otr depmarta 1o Tpamesara®™ 3a clipaBeauBa,
3paBOCIIOBHA M €KOJIOrOChoOpasHa MHPOJOBOJICTBEHA CHMCTEMAa’ € Ja Ce HaMald
3aBHCHUMOCTTa OT XMMHUYHH IMPOJIYKTH 3a pacTUTENIHA 3alUTa U TAXHATa ynoTpeoa,
BKJIFOYMTEIIHO 4Ype3 YJIECHSBAaHE Ha MYCKAHETO HA Ma3apa Ha OWMOJIOTMYHU AKTUBHU
BEILIECTBA, KAaTO HANpUMEp MHUKPOOPraHM3MHU. 3a MOCTUTAHETO Ha Ta3u Ien €
HEOOXOIUMO Jla C€ YTOYHM KaKBU ca KpPUTEpUUTE 3a 0A00psBaHE, CBBP3aHU C
MUKpPOOPTraHW3MH, KaTO €€ B3eMaT MpEABUJl Hal-aKTyalHUTE HAYYHO-TEXHUYECKU
MO3HAHMUSI, IPU KOUTO BEYE UMa OTOEIISI3aH 3HAUUTEICH HAIIPEIbK.

(3)  CepmecrByBammre MpOLUEAYpPH U KPUTEPUHM 3a 0A00psiBaHe, ONpENEIeHu B
npuioxkenue Il koM Pernament (EO) Ne 1107/2009, kouTo ce u3Mo3Bar 3a OLeHKa Ha
TOBA JlaJlM aKTMBHUTE BEIIECTBA MOTaT Jia UMaT BPEJHO Bb3JIEHCTBHE BbPXY 3APABETO
Ha YOBCKa, 3JpaBCTO HA ) XUBOTHUTC WJIN HECIIPUEMIIMBO B"I)3)I€I>iCTBI/I€ BBpPXY OKOJIHATa
cpeda, ce OTHacAT JO CBoOicTBaTa Ha  MHKpoOOpraHusmMure. Tbi  KaTo
MHUKPOOPTaHU3MHUTE Ca JKMBU OPraHU3MH, HEOOXOIMMO € Jla C€ NPWIOXKH IO-
CHeLHaleH MOJIX0/ B CPaBHEHUE C TO3U 32 XMMUYHUTE BEILECTBA, 32 J]a C€ B3eMarT MO/
BHUMAHHEC CBHIIO TaKa HAJIWYHUTC HATPYIIaHWU KbM MOMCHTA HAY4YHU ITIO3HAHHUA
OTHOCHO OMOJIOTHSITA HA MUKPOOPTaHU3MHUTE, KaTO HAIpUMEP TAXHATA MATOI€HHOCT U

Permament (EO) Ne 1107/2009 na Empometickus nmapimameHnT u Ha ChbBeta oT 21 okromspu 2009 r.
OTHOCHO IMYyCKaHETO Ha Ma3apa Ha MPOJYKTH 3a pacTUTE]HA 3alluTa W 32 OTMSIHA Ha JUPEKTHBU
79/117/EVO u 91/414/EMO na Cweeta (OB L 309, 24.11.2009 r., ctp. 1).

Crobmenne Ha Kommcusta no EBpomeiickus mapmament, CpBera, EBpomeiickus MKOHOMHYECKH M
comnaieH komurer M Komwurera Ha permonure, crparerust ,JOT ¢epmara g0 TpameszaTa“ 3a
crpaBeUIMBa, 3/IpaBOCIOBHA M €KOJIOrochoOpasHa mpojoBoscTBeHa cuctema (COM/2020/381 final,
https://eur-lex.europa.eu/legal-
content/BG/TXT/?qid=1590404602495&uri=CELEX%3A52020DC0381).
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WH(]EKITMO3HOCT, €BEHTYATHOTO MPOU3BOJICTBO Ha META0OJUT(M) C BH3MOXKEH PUCK U
CIIOCOOHOCTTa 3a MpelaBaHe Ha T'eHU 3a aHTUMUKPOOHA PE3UCTEHTHOCT Ha JIPYTH
MHUKPOOPIaHU3MH, KOUTO ca MaTOTCHHW W CE CpemiaTr B OKoJHara cpexa B EBpoma,
KOETO TOTEHIMAIHO 3acAra e(EeKTHBHOCTTA HA aHTUMUKPOOHUTE CpPEICTBA,
U3II0JI3BaHU B XyMaHHAaTa WM BETEPHUHAPHATA MCTUIIHHA.

Ceraninure Hay4YHU MMO3HAHWA OTHOCHO MHUKPOOPTaHU3MUTC NaBaT Bb3MOXKXHOCT 3a I10-
,I[O6’bp H IIO-TOYCH MOAXO0M ITPH OCHKAaTa UM, KOATO € Bb3 OCHOBA HaA OMOJIOTUYHHUTE U
CKOJIOTUYHHUTC XApPaKTCPUCTUKHU HAa CBOTBCTHUTC BUJAOBC U KBACTO € MPUIIOKHUMO —
Ha CBbOTBETHUTC IIaMOBC MUKPOOPraHU3MH. Twit kaTO TOBA JaBa Bb3MOXHOCT 3a IIO-
[neJIcHaCco4YCHa OIICHKAa Ha PUCKaA, TC3W HAYYHU ITO3HAHUA CJICABA Ia 6'bI[aT B3CTH 110
BHHUMAaHHC IIPpHU OLICHKATa Ha PHUCKOBETEC, CBbP3aHHU C aKTUBHHUTC BCHICCTBA, KOUTO Ca
MHKPOOpPTaHHU3MHU, U IPOAYKTUTC 3a paCTUTCIIHA 3alllMTa, CbABPIKAIIN TC3U BCIICCTBA.

3a na ObAaT B3€TH 10/ BHUMAaHHUE 10-00CTOMHO Hail-HOBUTE HAay4HM JIOCTUXKEHUS U
XapaKTEpHUTE OCOOEHOCTHM HAa MUKPOOPTraHM3MUTE, KATO CHILIEBPEMEHHO CE€ 3amasu
BHCOKO HMBO Ha 3alllATa Ha 3/IpaBETO Ha XOpaTa, Ha JKUBOTHUTE U HAa OKOJIHATA CPEJa,
€ HeoO0XOoAMMO CHOTBETHO Ja C€ aJanTupar KpuTepuure B npuiioxenue Il xkum
Pernament (EO) Ne 1107/20009.

B Touka 3.1, GykBa 6) ot mpuinoxenue Il kem Permament (EO) Ne 1107/2009 ce
npeaBmkIa MHGOpManUATa, KOSATO TpsiOBa Aa ObJe MpenocTaBeHa OT 3asBUTENS B
JOCHETO, Jla JaBa HaJEXKJHA IIPOTHO3a 3a OCTaThYHUTE BEIIECTBA B XPAHUTE U
¢ypaxure. bmaromapeHue Ha HaJIMYHUTE HAayYHH IO3HAHMS Bedye ce 3Hae, 4Ye
OCTaThYHHUTE BEIIECTBA, 3a KOUTO CE€ H3MUCKBA OILIEHKa, KOraro ce Kacae 3a
MHKPOOPTaHU3MH, Ca Pa3IMYHU OT OHE3H, 33 KOMTO MOXKE Jla CE M3MCKBA OLICHKA,
KOraro C¢€ kKacac¢ 3a XMMHWYHU aKTUBHU BCHICCTBA: HAJIMYMUCTO HAa MHUKPOOpPTraHHU3MU,
KOMTO Ca HENAaTOTeHHM 3a Xopara M J>KUBOTHHUTE, BBPXY SIUBHHTE YacTH Ha
TPETUPAHUTE KYITYpH WIH B TAX, CAMO IO ce0e CH HE MPE/ICTaBIISABA OMIACHOCT U CaMO
OCTaThYHU BELIECTBA OT XMMHUYHHU BEILECTBA, KOUTO Ca OT 3HAUYEHHE 3a 3PaBETO Ha
XopaTta U JXUBOTHHUTEC, MOraT Aa MpeacTaBjIaBaT OIACHOCT WM PHUCK, T.C. TOKCUYHHUTEC
METa0O0JIUTH, KOUTO € Bb3MOXHO MUKPOOPTaHU3MHTE Aa ca npoussesu. CieoBaTenHo
3a TI0BeYe SCHOTA € IeIeChoOpa3Ho Ja ce MPEABHIN TaKOBA pasTpaHUYEHHE, Taka 4e
Jla € Bb3MOXHO Jla ce JaJie HaJeKAHa IMPOTHO3a 3a MMAIllUTe 3Ha4eHHE OCTaTh4HU
BEIIECTBA 110 OTHOIICHWE Ha MUKPOOPTaHU3MUTE.

Touka 3.4 ot mpunoxenue Il xkem Permament (EO) Ne 1107/2009 ce oTtHacs 1o
ChCTaBa Ha AaKTHUBHUTE BEIIECTBA, AHTHJIOTUTE WM cuHepructute. Hacrosmure
paznopenibu obave He ce Mpuiarat 3a MUKPOOPTaHU3MH TMOPAIH MO-Pa3TUYHUTE UM
XapaKTePUCTUKH B CpaBHEHHE C TE€3W HA XUMHUKAIUTE. BCBITHOCT MOHATHUATA 3a
M30MEpPU U AMACTEPEOM30MEPH, TIOCOUEHH B CeralrHara pasmnopenda, ce OTHACAT caMo
3a XMMHMYHHM BEIECTBA, a HE 3a XKMBU OPraHU3MH, CPEJ KOUTO MHUKPOOPTAaHU3MHU.
OcBeH TOBa € HEOOXOAMMO Jla Ce YTOYHHM KakBa € MOoAXojsmarta uH(opmarms,
HeoOXoauMa 3a OIpeleisiHe Ha CbhCTaBa Ha AaKTUBHOTO BEILIECTBO, KOETO €
MUKpPOOPTaHU3bM, KaTO HallpuMep TaKCOHOMHYHATA WACHTHU(HUKAIMS, JETIO3UPAHETO
Ha [I[aMa Ha MUKPOOpPTraHU3Ma B MEKIyHAPOAHO MpHu3HaTa 0aHKa 32 MUKPOOPTAHU3MU
U KIEThYHU KYITYpH, BKJIIOYUTEIHO HOMEpa, MOJ KOMTO € BHHCaH, KaKTO H
CBABPKAHUETO HA AKTUBHOTO BEIIECTBO B €AMHUIIN, U3IIOI3BAHA B MUKPOOHOJIOTHATA.
[Topaau ToBa e 1enech00pa3Ho /1a ce YTOYHHM KakBa € MOAXOAsIiara HHpopMaIus 3a
MHUKPOOPTaHU3MHUTE.

Touka 3.5 ot mpunoxenue Il xkem Permament (EO) Ne 1107/2009 ce oTtHacs 1o
METOJIUTE 3a aHaJIW3 Ha aKTHBHH BEIIECTBA W JPYI'H CHCTAaBKH, HAMHpPAIIH CE B
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IIPOM3BOJCTBEHATAa napTuaa. HanmuyHuTe KbM MOMEHTa Hay4YHU MO3HAHMUS BKIIIOYBAT
3HaHUSA OTHOCHO OLICHKAaTa Ha pPHUCKA OT HUMAaIlUTe 3HAYECHHE OHEYUCTBAHUA U
3aMbpCABAIlld MUKPOOPTaHM3MU, IOSBSABAILIM C€ II0 BPEME Ha IPOU3BOACTBOTO HA
MHUKPOOPTaHU3MH, U OT METabOJIMTUTE, TPOU3BEJCHH OT TsAX. OCBEH TOBA MOPAIH TO-
pa3IMYHUTE XapaKTEPUCTUKU HA aKTMBHUTE BELIECTBA, KOUTO Ca MUKPOOPraHU3MH, B
CpPaBHEHHUE C TE€3U Ha XUMHUKAJINUTE, NIPOU3BOJACTBEHUTE MAPTUIM U IIPOLECH Ca IIO-
pasIMYHU U 32 MUKPOOPIaHU3MUTE M € HEOOXOAMMO Jia ce MPHJIOKHU IO-CIeHaleH
IIOAXOJ B CPAaBHEHHUE C TO3U IpH XuUMuKanure. [Ipensun Te3n Hay4yHW MO3HAHUA U
Pa3IMKUTE MEXAY aKTUBHUTE BELIECTBA, KOUTO Ca MUKPOOPIraHU3MU, U XUMUKAIIUTE €
LEJIEChOOpa3HO Jla Ce YTOYHAT KAakBU Ca METOAMUTE 3a aHalu3, U3MOI3BaHU 3a
MUKPOOPraHU3MUTE.

Touka 3.6 or mpunoxenue Il xkpm Permament (EO) Ne 1107/2009 ce otnacst a0
OLICHKATa Ha BIMSHHUETO Ha aKTUBHHUTE BEIECTBA, aHTUIOTUTE U CUHEPTUCTUTE BHPXY
3IpaBeTo Ha 4YoBeka. [lo OTHoOUIeHWEe Ha AaKTHUBHHUTE BEIIECTBA, KOWTO Ca
MHKpPOOPTaHU3MH, HAJMYHUTE KbM MOMEHTa HAy4YHHU IIO3HAHMS BKJIIOYBAT 3HAHUS
OTHOCHO OIICHKaTa Ha TMaTOTeHHOCTTa Ha MHKPOOPTaHM3MHUTE 3a XO0paTa,
MH(EKINO3HOCTTa Ha BUPYCHUTE U CIIOCOOHOCTTa Ha OaKTepUHTE Ja MpeaaBaT I'eHu 3a
AHTUMHUKpPOOHA PE3UCTEHTHOCT HA JPYTd MUKPOOPTAaHMW3MH, KOETO MOXKE Jla 3acerHe
e(eKTUBHOCTTa Ha AHTHMUKPOOHUTE CpEICTBA, M3MOJ3BaHH B XyMaHHATa WIH
BEeTepUHApHATa MEIWIMHA. Te3M HaydHU IO3HAHHS JOKa3BaT, 4ye € HEeOOXOIUMO
JON'BITHUTEITHO U3SICHABAaHE HAa KPUTEPUHTE 3a OA0OpsBaHE, YCTAHOBEHH B 4WieH 4 OT
Pernmament (EO) Ne 1107/2009, karo ce mpuiaraT Haii-HOBHTE HAyYHO-TEXHHYECKH
NO3HAHMA NpU OIEHKAaTa Ha pHUCKa OT MuKpoopranu3Mu. [lopamu ToBa e
nenecbo0pa3Ho Ja ce YTOYHM KakBU ca KpUTepuHTe 3a onxo0psBaHEe 3a
MHKPOOPTaHU3MHTE.

[To-KOHKpETHO TO OTHOIIEHHE Ha AHTHUMUKPOOHATa PE3UCTEHTHOCT CETAIIHUTE
HaY4YHU [O3HAHMUS OTHOCHO CHOCOOHOCTTa Ha MUKPOOPraHM3MMTE Ja MperaBaT I'eHU
3a aHTUMUKPOOHA PE3UCTEHTHOCT J1aBaT Bb3MOXKHOCT 3a MO-A00bp U MO-TOUEH MOIXO
3a OLIEHKAa HA TOBAa KOM T'€HHU, KOAMpAIU aHTUMHKPOOHA PE3UCTEHTHOCT, € Bb3MOKHO
na ObIaT MpenajeHyu Ha APYTrd MUKPOOPTaHW3MH, M KOM aHTUMHKPOOHHU CpelicTBa ca
OT 3Ha4YeHHUe 3a XyMaHHaTa UM BeTeprHapHaTa MeaulnHa. OCBEeH TOBa B CTpaTerusra
Ha EC ,,OT depmaTa 10 Tpamesara® ca 3aJ0K€HU LIE€JIH, CBbP3aHU ¢ aHTUMUKpPOOHaTa
pesucteHTHOCT. Ilopagu ToBa € HEOOXOOMMO JOIBJIHUTETHO YTOYHSBAaHE Ha
M3MCKBAaHUATA 32 JIAaHHWTE, 32 Ja Ce NMPUJIOKAT Hal-aKTyaIHUTe HAyYHO-TEXHUYECKH
MO3HAHUS OTHOCHO NPEAAaBaHETO Ha aHTUMMKpPOOHATa PE3UCTEHTHOCT U Jia ce Aajie
BB3MOXKHOCT 32 U3BBPIIBAHE HA OLIEHKA HA TOBA JIaJl aKTMBHOTO BELIECTBO MOXKE Jia
UMa BpEIHO BB3JIEHCTBHE BBPXY 3[PaBETO Ha YOBEKAa MM Ha KMBOTHHUTE, KaKTO €
MIOCOYEHO B KPUTEpPUUTE 3a 0/100psBaHe, ycTaHOBeHH B wieH 4 oT Pernament (EO)
Ne 1107/2009.

B Touka 5.2.1 ot npunoxenue Il koM Permament (EO) Ne 1107/2009 ce ompenensit
KPUTEPUUTE, B CHOTBETCTBUE C KOUTO aKTUBHH BEIIECTBA, KOUTO Ca MUKPOOPTaHU3MU,
CC CUUTAT C HUCHBK PHUCK M MMOHACTOAIIEM TaM CC€ IIOCOYBA BB3MOKXHATa MHOI'OKpaTHa
MosiBAa Ha PE3UCTEHTHOCT KbM AHTUMHUKPOOHU cpeicTBa. TaM HE ce clioMeHaBa
BB3MOKHOCTTA 32 TIpeJlaBaHe Ha Ta3H PE3UCTCHTHOCT U TE3W KPUTEPUH CE OTHACAT JIO
Oposi Ha BapUaHTHUTE 3a JICYCHHE C aHTUMUKPOOHU CPENICTBA, KOWTO ca €PEKTUBHU
Cpelry aKTUBHOTO BEMIECTBO, KOETO € MHKPOOPraHWU3bM. BhIIpekn de 0e3CrmopHO
MUKpPOOPTaHU3MHUTE MOTaT Ja OBJaT OJAOOpEHHM caMO aKO He ca MAaTOTeHHU, HE ca
WH(DEKIIMO3HN TIPH TIPETIOPhYAHUTE YCIOBUS Ha yrmoTpeda U ako ca BUPYCH, TO T€ HE
ca MH(EKIMO3HU TpHU HUKAaKBH OOCTOSITENCTBA 3a XopaTa, € HeoOXoauMo Ja ce
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OCHUTYpU HAJIMYMETO HA HSKOJIKO BapUaHTa 3a JieueHUe ¢ €(eKTUBHU aHTUMUKPOOHU
CpenCTBa, 3a Ja ce MOJIbpKa BUCOKO HUBO Ha 3alllUTa Ha 3JJpaBeTO Ha XOpara MpHu Bce
MaKk MaJKO BEpOSATEH CIEHApUil Ha ONOPTIOHMCTHYHA HWH(MEKIHs, 0COOCHO Mpu
YSI3BUMU T'PYIIU OT HaceJIeHUeTo. Bb3MokHaTa MHOTOKpaTHA MOsIBa HA PE3UCTEHTHOCT
KbM HSIKOM aHTUMHKPOOHH CPEJCTBa, KAKTO MOHACTOAIIEM € MOCOYeHO B Touka 5.2.1,
HE JaBa IMpeJcTaBa 3a Oposi Ha HAJMYHUTE BApUAHTU 3a E€(PEKTHBHO JICYCHHUE,
MOYMBAIIO HA HAIMYHUTE aHTUMUKPOOHU cpencTBa. [lopaau ToBa e nienecro0pa3Ho 1a
C€ YTOUYHM KaKBH Ca KPUTEPUUTE 3a HUCHK PUCK, IPHIOKUMHU 32 MUKPOOPraHU3MUTE,
pa3nuuHu oT Bupycu. [lopaau ToBa, OT chOOpa)keHHUs 3a SICHOTA U IIPaBHA CUTYPHOCT,
€ 1es1ecbo0pa3Ho J1a ce yTOUHAT JONBIHUTEIHO KaKBH Ca KPUTEPUUTE, Bb3 OCHOBA Ha
KOUTO JaJICHO aKTUBHO BEIECTBO, KOETO € MHKPOOPraHU3bM, CE€ CUUTa 32 aKTHBHO
BEIIECTBO C HUCHK PHUCK, KaTO CE€ MOCOYM OpOAT HA aHTHMHUKPOOHHUTE areHTH, KbM
KOUTO MHUKPOOPTaHU3MbBT € JOKa3aHO Bb3npueMuuB. OCBEH TOBA € LIeJIechoOpa3Ho Ja
CE MOSICHM, Y€ Te3U KPUTEPHUM CE IpujaraT caMo 3a MUKPOOPIaHU3MH, Pa3IU4YHHU OT
BUPYCH, Thil KaTo BHpPyCUTE€ OOMKHOBEHO CE€ XapaKTepU3UpaT C TECEH CHEKThP OT
FOCTONPUEMHUIIM, a BHPYCHUTE, KOMTO ca HMHQPEKUHO3HUM 3a Xopara, Iie Obaar
U3KJIIOUYEHHU OT 0JI00PEHUETO.

B Touka 5.2.2 ot mpunoxenne Il kebm Permament (EO) Ne 1107/2009 ce ompenenst
KPUTEPUHTE, CIIOPE KOUTO OAaKyJIOBUPYCHUTE C€ Pas3IiIekIaT KaTo aKTHBHU BEIIECTBA
¢ HUCbK puck. Iloganenu obaue Osixa HOBU 3asBICHUS 32 OJOOpPEHHME HAa BUPYCH,
NpUHAUIeKAIIM KbM BHIOBE, PA3IHYHH OT OaKyJIOBHPYCHTE, M H3IOJI3BAaHU KaTo
aKTUBHHM BEIIECTBA B TNPOAYKTH 3a pacThrenHa 3amuta. llopamgm ToBa e
1esIech00pa3Ho J1a ce BKIIIOYAT KPUTEPUU 38 HUCHK PHCK, KOUTO Ca MPUIOKUMH U 32
apyru BuaoBe BHpycH. OCBEH TOBa HAJMYHUTE KbM MOMEHTAa HayYHU I1O3HAHUS
OTHOCHO BHPYCHTE, U3IOJI3BaHH KaTO aKTHBHU BELIECTBA B IPOJYKTUTE 32 PACTUTEIHA
3aIUTa, IMO-CIEIMAaTHO OTHOCHO BHPYCHTE, KOMTO Ca HEBUPYJICHTHH BapUaHTH Ha
pPAaCTHTEIIHU MATOTEHH, /1aBaT BB3MOXKHOCT 3a Pa3llO3HaBaHE Ha aKTHBHU BELIECTBA,
KOMTO MoraT Ja ObJaT OJ0OpEeHH camMO KOraTro NIpH MPEUIOKEHUTE YCIOBUS Ha
ynoTpeda BEpOSITHOCTTA OT BH3CTAHOBSIBAHE HAa BUPYJIEHTHOCTTA M MPUUYUHIBAHE Ha
He6HaFOHpI/I$[THO B’BSJIGfICTBI/IG BbpXY MLCJICBHUTC U HCUOCICBUTC pPaCTCHUA YPE3
MyTanus e HesHauuTenaHa. [IpeaBua ToBa onaceHue e 1enecboopa3Ho Jla ce MpeABUIU
BUPYCUTEC, KOUTO Ca HCBHUPYJICHTHU BapWaHTU Ha PACTUTCIHM IIaTOICHU, Ja HE CC
CUMTAT 3a aKTHBHU BEILIECTBA C HUCHK PUCK, KOraTO BEPOATHOCTTA OT NPUYMHSBAHE HA
HEeOJarompusITHO BB3JEHCTBUE BHPXY HEIEIEBUTE pPACTCHHS HE MOXKe Ja Oble
HalbJIHO u3KIo4eHa. llopagu ToBa € menechboOpa3HO Ja ce YTOYHM KakBHU ca
KpPUTEpUUTE 3a HUCBK PUCK, KOUTO C€ IIpUiIarar 3a BUPYCH, KOUTO Ca HEBUPYJIECHTHU
BapHaHTH Ha PaCTUTEIHU NaTOT€HH, a HE caMo 3a OaKyJIOBUPYCH.

Tbpil Karo W3MEHEHHWTE KpPUTEPUM OTpa3dBaT CETallHUTE HayYHO-TEXHUUYECKU
NO3HAHUS U YTOYHSBAT CHIIECTBYBAIUTE KPUTEPUHM, HOBUTE KPUTEPUH CleJBa Ja
3alo4HaT Jla ce MpujIaraT Bb3MOXHO Haif-ckopo. C oriies Ha IpaBHaTa CUTYPHOCT
o0ayue B HACTOALIMS PErIaMeHT € He00X0AUMO J1a ObJIe MPEIBUICH MTPEXOJICH PEKUM.

MepkuTte, MpeBUICHN B HACTOSIIMS PETJIAMEHT, Ca B ChOTBETCTBUE CHC CTAHOBUIIETO
Ha [ToCcTOSIHHYSI KOMUTET IO PACTEHUSTA, )KUBOTHUTE, XpaHUTE U (pypakuTe,
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ITPUE HACTOAIIA PETJIAMEHT:

Ynen 1
HN3menenue na Perinament (EO) Ne 1107/2009

Pernament (EO) Ne 1107/2009 ce u3MeHsS CBIVIACHO MPHIJIOKEHHETO KBbM HACTOSIIUS
perJIaMeHT.

Ynen 2
IIpexoagnu Mmepku

Pernament (EO) Ne 1107/2009 BB BapuaHTa, NpWiIokuM KbM |10 Cryxbarta 3a myOImKarim:
MOJIsI, BbBEJETE JaTa = JaTara NpeAd HadajHaTa JaTa Ha IpWlaraHe Ha HACTOSLIUS aKT,
olpejiesieHa B wieH 3|, IpoAbIbKaBa J1a Ce IPUJIara B CICIHUTE CIIyYau:

a) MPOLEAYPUTE OTHOCHO OJOOpEHHMETO Ha AaKTUBHO  BEIIECTBO, KOETO €
MUKPOOPTraHU3bM, WIHM OTHOCHO M3MEHEHHE Ha OJOOpPEHHMETO Ha TaKoBa BEIECTBO,
3a KOUTO JOcueTara, npeABuaeHu B uieH 8, maparpadgu 1 u 2 ot Pernament (EO)
Ne 1107/2009, ca mnpencraBernm mnpeam |10 CiyxOata 3a myOauKanuu: MOJIS,
BBbBEJCTE JlaTa = HayaJHaTa JlaTa Ha MpHUJIaraHe Ha HACTOSIIMS aKT, OmNpeiesieHa B
yieH 3];

0) MPOLEAYPH OTHOCHO IMOJHOBSIBAHETO HA OJJOOPEHHETO Ha aKTUBHO BEIIECTBO, KOETO
€ MUKpPOOpPraHU3bM, KOTaTO 3asBJICHUETO 3a IMOJHOBSIBAHE, MOCOYEHO B WIECH 5 OT
Pernament 3a msnbanenue (EC) 2020/1740 na KomucusTa, € momaaeHo mpeau |10
Cnyx0ara 3a myOJIuKaiuu: MOJIs, BbBEACTE JIaTa = HavyaJlHATa JlaTa Ha MpUJiaraHe Ha
HACTOSIIIMS aKT, ONpe/IecHa B uieH 3].

Ynen 3
Bnuszane 6 cuna u npunazane

HacTosmusT perinaMeHT Bin3a B CUJIa Ha ABa/IeCeTUs JIeH clie] IeHs Ha MyOJMKyBaHETO MYy B
Oguyuanen eecmnuk na Eeponetickus cvios.

Toit ce mpunara ot [0 Ciyxbara 3a myOnuKanuu: MOJis, BbBEJIETE Jara = 2 Mecera Ciejl
BJIM32HETO B CHJIA)].

HaCTOﬂHII/IFIT PErIIaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT M CC IMpUjiara nmpsaKko BbB BCUYKU
ABPIKABU YICHKHU.

CscraBeno B bprokcen Ha [...] roguHa.

3a Komucusma
Ilpeoceoamen
Ursula VON DER LEYEN
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PEI'TAMEHT (EC) .../... HA KOMUCHSATA
ot XXX roagmHa

3a u3menenue Ha Pernament (EC) Ne 283/2013 no oTHomieHne Ha nHGOPMANMATA, KOSITO
TpsA0Ba a ce MPe0CTABS 32 AKTUBHUTE BellleCTBA, H HAa CTIelHATHUTe U3NCKBAHMS 32
JAaHHHU 32 MUKPOOPIraHU3MH

(texct ot 3HavyeHue 3a ENII)
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PEI'JTAMEHT (EC) .../... HA KOMUCHUSATA

ot XXX roaguHa

3a n3MmeHeHue Ha Pernament (EC) Ne 283/2013 nmo oTHoIeHUe HA HHGOPMAUATA, KOSATO
Tpsi0Ba 1a ce MPeJ0CTABS 32 AKTUBHUTE BellIeCTBA, M HA CTIEIHAJHUTE U3UCKBAHMS 32

JAHHH 32 MUKPOOPTaHU3MH

(texct ot 3Hauenwue 3a EUII)

EBPOITEMCKATA KOMHUCH,

Karto B3e nmpeasua Jlorosopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npensun Permament (EO) Ne 1107/2009 na EBponeiickust mapiameHnT u Ha CbBeTa
ot 21 okroMmBpu 2009 T. OTHOCHO MTyCKAaHETO Ha Ma3apa Ha MPOYKTH 3a PaCTUTEIIHA 3aIUTa U
3a otMsiHa Ha aupektuBu 79/117/EMO u 91/414/ENO nHa CoBeral, u no-crienmanHo wieH 78,
naparpad 1, Oyka 6) oT Hero,

KaTo uMa npcaBui, 4c:

(1)

2)

€)

C Pernament (EC) Ne 283/2013 na Komucusra® ce onpeensaT U3UCKBAHUATA 32 JAHHU
3a aKTUBHUTE BEILLECTBA. 3a AKTUBHUTE BEIIECTBA, KOUTO ca XMMMKAJIHN, U3UCKBAHUATA
ca ONpeNeNeHH B 4YacT A OT IPUIOKEHHETO KbM IIOCOYCHHS perjaMeHT, a 3a
aKTHBHUTE BEIECTBA, KOUTO Ca MHKPOOPTaHU3MH, W3UCKBAHUATA Ca ONPEICICHH B
gacT b OoT MoCOYeHOTO MpHUIIOKEHHE, KaTO OOIIMTEe M3UCKBAHUS Ca OINpPEeICHH BbB
BBBEJICHUETO Ha IIOCOYEHOTO MPHIIOKEHUE.

Ilen Ha ctparerusita ,,OT depmara g0 TparmeszaTta® 3a CrpaBeUIMBa, 3/JPaBOCIOBHA U
eKOJIOrocho0pasHa IMPOJOBOJICTBEHA CHCTeMa’ € Ja ce HaMalu 3aBUCHMOCTTA OT
XUMHYHU MMPOAYKTHU 3a PACTUTCIIHA 3alllMTa U TAXHATA y1'IOTp66a, BKJIIOUUTCIIHO YpPE3
ylIeCHsIBaHE Ha IYCKAaHETO Ha TMaszapa Ha OWOJOTMYHHM AaKTHBHHM BEIECTBA, KaTo
HalpUMep MUKpPOOPraHU3MH. 3a TMOCTUTaHETO Ha TE3W LEeNM € HeoOXOoAuMo Ja ce
YTOUHU KaKBU Ca M3MCKBAaHUATA 33 JAHHUTE, CBbP3aHU C MUKPOOPTraHW3MH, KAaTO C€
B3E€MAaT NpEaABUI Haﬁ-aKTyaJIHHTe HAaYYHO-TCXHUYCCKHU IMO3HAHUWA, IIPU KOUTO BEUC NMa
oTOesI3aH 3HAYUTETICH HallPEeIbK.

HannunuTte KXbM MOMEHTA HAyYHH MMO3HAHUS OTHOCHO META0OJIUTHUTE, TPOU3BEIEHHU OT
MHUKPOOPIaHU3MH, JaBaT Bb3MOXKHOCT 3a MO-700po pa3OupaHe Ha pojsTa Ha Te3u
MeTaboNIUTH 3a MeXaHM3Ma Ha JeiCTBHE Ha MHUKPOOPraHU3MUTE, KOWTO TIHU

Pernament (EO) Ne 1107/2009 na EBpomeiickus mapnament n Ha CbBeta oT 21 oktomspu 2009 r.
OTHOCHO IIyCKaHETO Ha Ma3zapa Ha NPOJAYKTU 3a PACTUTENIHA 3alllUTa U 33 OTMSIHA Ha TUPEKTUBU
79/117/EO n 91/414/EVIO na CeBeta (OB L 309, 24.11.2009 r., ctp. 1).

Permament (EC) Ne 283/2013 na Komucusta ot 1 mapt 2013 1. 3a ycTaHOBSIBaHE Ha M3MCKBAaHUATA 3a
JAaHHM 32 aKTHBHHU BemlecTBa B choTBeTcTBHE ¢ Permament (EO) Ne 1107/2009 na Epomefickust
napyiaMeHT U Ha ChBeTa OTHOCHO ITyCKAaHETO Ha Iaszapa Ha MpOAYKTH 3a pactuTenHa 3amuTa (OB L 93,
3.4.2013 ., ctp. 1).

Crobmenne Ha Kommcusta no EBpomeiickus mapmament, CpBera, EBpomeiickus MKOHOMHYECKH M
comnaieH komurer M Komwurera Ha permonure, crparerust ,JOT ¢epmara g0 TpameszaTa“ 3a
CrpaBeUIMBa, 3/[paBOCIOBHA M €KOJOrochoOpasHa mpopoBosicTBeHa cuctema (COM/2020/381 final,
https://eur-lex.europa.eu/legal-
content/BG/TXT/?qid=1590404602495&uri=CELEX%3A52020DC0381).
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“4)

©)

(6)

(7)

npousBexkgar. Karo ce wuma mpenBuia, ye MeTabONIMTHUTE, MPOU3BEACHU OT
MHUKpPOOPTraHU3MH, Ca XMMHUYHHM BEIIECTBA, Bb3MOXKHATa UM POJIS 3a MEXaHU3Ma Ha
JeiiCTBHE MOXE J1a MOPOAM MpaBHA HECUTYPHOCT OTHOCHO TOBA Jlall ChOTBETHHTE
NPWIOKEHUsT TPsAOBa Ja OTroBapsT Ha HW3MCKBAHUATA, MPEIBUIACHH B 4YacT A OT
MIOCOYEHOTO MPUIIOKEHHE OTHOCHO XMMUYHUTE aKTHUBHU BElIECTBA, Wi B 4acT b or
HEro OTHOCHO MuKpoopranusmute. [lopanum ToBa e menecho0pa3HO J1a ce€ U3MEHHU
BBBEJICHUETO KbM IpuinoxeHuero kbM Permament (EC) Ne 283/2013, 3a na ce yrouHu
MO-MPELHU3HO, Bb3 OCHOBA HA CBOMCTBAaTa HA AKTUBHUTE BEIIECTBA, U MO-CIIEIIMAIHO Ha
MeTaboNIUTUTE, MTPOU3BEIEHH OT MHUKPOOPTraHU3MH, KOra IpUJIOKeHUusiTa TpsaOBa na
OTTOBApSAT HA U3UCKBAHUATA, MPEBUJICHN B 4YaCT A OT IOCOYEHOTO MPUIIOKEHUE, WU
Ha Te3H B yacT b ot Hero.

TBil KATO MUKPOOPraHU3MHUTE Ca )KUBU OpPraHU3MH, HEOOXOAUMO € J1a C€ MPUIIOKH T10-
CHelMaleH MOAXO0J B CPaBHEHUE C TO3M 32 XMMHUYHHUTE BELIECTBA, 33 Ja CE B3eMar
OpelBUJ W [O-HOBUTE  HAYYHM  I[IO3HAHMUSA  OTHOCHO  OuWolorMsiTa  Ha
MHUKpoopranuzmuTte. Te3n HayyHM MO3HaHMS BKJIHOYBAT HOBA MH(POpMALUS 32 BaKHU
XapaKTepUCTUKU HAa MUKpPOOPraHM3MUTE, KAaTO HAalpUMep TsIXHAaTa MaTOT€HHOCT U
UHQEKIMO3HOCT, €BEHTYaJTHOTO MPOU3BOACTBO HA META0OIUT(M) C Bb3MOXKEH PUCK U
CIIOCOOHOCTTA 3a IpEeAaBaHE Ha T€HH 3a aHTHMMHUKPOOHA PE3UCTEHTHOCT HA JIPYrd
MHUKPOOPIaHU3MH, KOUTO ca MAaTOIeHHU U Ce CpellaT B OKOJHaTa cpena B EBpora,
KOETO TOTEHIMAJTHO 3acsira e(EeKTHBHOCTTa Ha AaHTUMHUKPOOHHUTE CpEACTBa,
U3I10JI3BaHU B XyMaHHaTa WM BETepUHAPHATA METULIMHA.

Ceranmiaure HAay4YHU IMO3HAHWA OTHOCHO MHUKPOOPTaHU3MUTE OaBaT Bb3MOXKXHOCT 3a I10-
,I[O6’bp U I10-TOYCH IIOJAXOJ IIPpU OLCHKAaTa UM, KOATO € Bb3 OCHOBA Ha MCXAdHHU3Ma UM
Ha JCHCTBUEC M CKOJIOTHYHHTE XAPaKTCPUCTHUKU HAa CHOTBCTHHUTC BUJOBC U KBACTO €
MNPpUJIOKHUMO — Ha CBOTBCTHHUTC IIAMOBC MHUKPOOPIraHHU3MHU. Teit kaTo TOBa nOaBa
BB3MOKHOCT 3a MO-IECJICHACOYCHA OLICHKA HAa PUCKA, TC3W HAYYHHU IMO3HAHHA CJIICIBA 1a
6’L,Z[aT B3CTHU IIOA BHHUMAHHUC IIpU OLCHKATa HAa PUCKOBCTC, CBBP3daHH C AKTHBHHUTC
BCIICCTBA, KOUTO Ca MUKPOOPTaHU3MHU.

3a na 6pAaT B3€TH MO/ BHUMaHHUE MO-00CTOMHO Hail-HOBHTE HAay4HM JTOCTHUKEHHUS U
XapaKTepHUTEe OMOJIOTMYHU CBOWCTBA HA MUKPOOPTaHU3MUTE, KaTO CHIIEBPEMEHHO C€
3arasy BUCOKO HMBO Ha 3alllUTa Ha 3JpaBETO HA XOpaTa M XMBOTHHUTE U HA OKOJIHATA
cpena, € HeoOX0IMMO CHOTBETHO Jla C€ aJanTHpaT ChIIECTBYBAIUTE MU3UCKBAHUS 3a
JTAaHHU.

KaTo 15110 MUKpOOpraHu3MHTe, U3MOI3BAHU 32 PACTUTENHA 3aIlIUTa, IeHCTBAT Cpemry
KOHKpETHa Tpyna BpEAUTEIM M TEXHUAT KOHKPETEeH MEXaHM3bM Ha JCHCTBUE IO
CBOSITA CBIIIHOCT MOXE J1a HE € OT 3HAUCHME 3a BB3JICHCTBHETO BHPXY 3APABETO HA
Xoparta U Ha JKUBOTHHUTe. Te obaue morar Ja MpoM3BEXJaT METabOJIUTH, 3a KOUTO €
HeoOXo/MMa CrelraiHa eKCIIO3UIUS 1 OlleHKa Ha prucka. Cnenndukara Ha CIIEKThpa
OT TOCTONPUEMHHMIIM MOXKE Ha MPAKTHUKA Ja OTPaHUYM PUCKA OT TPalHO Bb3/EHCTBHE
BBPXY HECMPULOCITHUTEC OPraHu3MH B CPaBHCHUC C TOBA HA XMMUYHHUTC BCIICCTBA, KAaTO
HaMaJH ChIIO TaKa 3HAYEHUETO Ha M3MUTBAHUATA BbPXY )KUBOTHH 32 YCTAHOBSIBAaHE Ha
TEXHUsI THaToreHeH mnpodwmia. Bceuuku  Te3n  XapakTepHU  CBOMCTBA  Ha
MHUKPOOPTraHU3MHUTE Ca Ba)KHH, 3a Ja C€ pa3rpaHUyYaT HAYMHUTE 3a W3BBPIIBAHE Ha
OIICHKAa Ha pUCKa 3a MHUKPOOPraHU3MUTE W HA4YWHa, I10 KOUTO TS ce HN3BLHpPIIBA 34
XUMUYHHUTE BemiecTBa. [lopaan ToBa e menechoOpa3HO Ja ce M3MEHH 4YacT b or
npuioxkennero kbM Permament (EC) Ne283/2013, 3a ga ce akTyaiusupar
U3MCKBAaHUATA 3a JaHHM CIPSAMO Hal-HOBUTE HAy4yHH JOCTHXKEHHUS U Te Ja ce
aZalTupaT KbM XapaKTCPHUTC OMOJIOTMYHU CBOMCTBA Ha MHUKPOOPTaHHU3MUTC.
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(8)

©)

(10)

(11)

(12)

(13)

B momenTta 3armaBuero Ha 4act b or mnpumioxenueto kbM Permament (EC)
Ne 283/2013 ce oTHacs 10 MUKPOOPTaHU3MH, BKIIOUUTEIHO BUpycH. B wien 3, Touka
15 ot Pernmament (EO) Ne 1107/2009 o6aue ce maBa onpeaesieHue 3a MUKPOOPTaHU3MHU
U TO BKJIIOYBa BUpycH. [lopaau ToBa e 1esecbo0pa3Ho ToBa 3arjaBHe Ja ce afantupa,
3a 1a ObJIc B ChOTBETCTBHE C WIEH 3, TOUKa 15 OT MOCOUYCHHMSI perIaMeHT.

[lenecroOpa3Ho € na ce BBBEAC OMpelelieHHe 3a ,,MUKpOOEH areHT 3a Oopba ¢
BpeauTenure, kakto € npousseneH” (,,MPCA, kakTo € mpou3sBeneH ), Thi KaTto ce
W3HMCKBA HSKOM M3MUTBAHUS Ja ObJAT M3BBPIIBAHU, KAaTO C€ H3MON3Ba Mpoda OT
MPCA, kakTo € mpou3BE/JCH, a HE aKTUBHOTO BEILIECTBO WJIM JPYTUTE ChCTaBKU Ha
MPCA, kakTo € mpou3BeieH, cilej MpPeYyucTBaHe. BChIIHOCT MO-1eaecho0pa3Ho €
MUKpPOOPTaHU3MbT, KAaKTO € TpOM3BEICH, M CbCTABKUTE, BKIIOYEHU B
MPOM3BOJICTBEHATA MApTUIa, KOUTO MoraT Ja ObJaT OT 3HAUCHUE 3a OIICHKaTa Ha
pHCKa, KAaTO HampuMep HMallUTe 3HAa4YeHHE 3aMbpCABAllld MUKPOOPraHU3MH U
MMAIIUTe 3HAYCHUE OHEYHCTBAHNS, a € 0003HAYABAT C €/IUH U ChHIIl TCPMUH.

Beue nMa mo-HOBU Hay4YHH MO3HAHUS OTHOCHO CIIOCOOHOCTTa HA MUKPOOPTaHU3MHTE
Ja TpeAaBaT T€HU 3a aHTUMUKPOOHA PE3UCTEHTHOCT Ha JPYTH MHUKPOOPTaHU3MH,
KOUTO ca MaTOTeHHU U Ce CpellaT B OKOJHATa cpeaa B EBpoma, KOeTo MOTEHIHUATHO
3acsra e)eKTUBHOCTTA HA AaHTUMUKPOOHUTE CPECTBA, U3IOI3BAHNA B XyMaHHATA WIIH
BEeTEpUHApHATa MeIuIMHA. Te3u MO-HOBM HAYYHH MO3HAHHUS JaBaT BB3MOXKHOCT 3a
M0-100bp U MO-TOYEH MOAXO0/ 32 OIICHKA Ha TOBAa KOM I'€HU, KOJUPAIld aHTUMHKPOOHA
PE3UCTEHTHOCT, € Bb3MOXKHO Ja ObJaT MpeaJieHd Ha APYrd MUKPOOPTaHU3MHU U KOU
AHTUMHUKPOOHM CpEJICTBA Cca OT 3HAYCHHWE 3a XyMaHHaTa WM BETepUHApHATA
meaunuHa. OcBeH ToBa B crparerusara Ha EC ,,Otr depmara no Tpamesarta™ ca
3QJI0)KEHU 1I€JIM, CBbpP3aHU C AHTUMHUKpoOHaTa pe3ucTeHTHOcT. Ilopaau ToBa €
HEOOXOUMO JOMBIHUTENHO YTOUYHSBAaHE HA HW3HMCKBAaHUATA 3a JAaHHUTE, 3a Ja ce
MPWIOXKAT Hal-aKTyaJHUTE HAYYHO-TEXHUYECKU MO3HAHUS OTHOCHO MPEIAaBAHETO Ha
AHTUMHUKpOOHATa PE3UCTEHTHOCT U JIa Ce JaJie Bb3MOXKHOCT 3a U3BbPIIBAHE HA OIICHKA
Ha TOBa JaJM AaKTUBHOTO BEIIECTBO MOXXE Jla MMa BPEIHO BB3ACHCTBHE BBHPXY
3IpaBETO HAa 4YOBEKAa WJIM Ha JKMBOTHHUTE, KAKTO € IMOCOYEHO B KPUTEPUUTE 3a
ono6psiBane, ycranoBenu B wieH 4 ot Permament (EO) Ne 1107/2009.

CJ'IC,Z[Ba Aa C€ MpeaABHUIN PA3YMCEH CPOK, MPpCAN U3MCHCHUTC U3UCKBAHUA 34 JaHHU Ia
CTaHaT MNOPHIIOKHUMHU, 3a Ja C€ II03BOJIM Ha 3aABUTCIIMTC 1Oa CC€ MOATrOTBAT 3a
HU3IIBJIHCHUCTO HA MIOCOYCHUTEC N3UCKBAHU .

3a Aa CC IIO3BOJIM HAa ABPKABUTC YJICHKKW W HA 3aUHTCPCCOBAHUTC CTpPaHU Oa CC
NOATOTBAT 3a HU3NBIHCHUCTO HaA HOBUTC H3HCKBAHUA, © I.leJ'ICC'bO6pa3HO Ja C¢€
OonpeacAT NPEXOAHU MEPKH IO OTHOMICHUEC HAa JAHHUTC, IIOAABAHU BBHB BPB3Ka CHC
3ajABJICHUATA 3a 0HO6pCHI/Ie, IIOAHOBABAHC Ha O)IO6pCHI/Ie HJIKM HU3MCHCHHC Ha
YCJIOBUATA HA 0}106peHI/Ie Ha aKTUBHUTEC BCIICCTBA, KOUTO Ca MUKPOOPTaHU3MHU, KAKTO
" 110 OTHOLICHUC HA NAHHUTEC, IMOJAaBAHU BBbB BPb3Ka CHC 3aABJICHHUA 3a PA3PCHICHUC,
IMOAHOBABAHEC Ha pPAa3spClICHUEC W HU3MCHCHUC Ha PpaspClHICHUC 3a IMPOAYKTH 3a
paCTUTCIIHA 3alluTa, CbABPrKAIIN AKTUBHH BCUICCTBA, KOUTO Ca MUKPOOPIraHU3MHU.

MepkuTte, MpeBUICHN B HACTOSIIMS PETJIAMEHT, Ca B ChOTBETCTBUE CHC CTAHOBUIIETO
Ha [ToCcTOSIHHYSI KOMUTET IO PACTEHUSTA, )KUBOTHUTE, XpaHUTE U (pypakuTe,
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ITPUE HACTOAILIMA PETJIAMEHT:

Ynen 1
HN3menenust Ha Pernament (EC) Ne 283/2013

[Tpunoxenuero kpM Permament (EC) Ne 283/2013 ce uzMeHs, KakTo ciieasa:

1)
2)

BBBCIACHUCTO CC 3aMCH C TCKCTA HA IIPUIJIOKCHHUC I xpM HAaCcTOAIIUA PErIIaMCHT,

yacT b ce 3aMeHs ¢ TekcTa Ha npuiiokeHue 11 KbM HacTosAIuUs pErilaMeHT.

Ynen 2

Hpexou}m MEPKH IO OTHOIICHUE HA HAKOU NMPpOoUEAYPH OTHOCHO aKTUBHUTE BelleCTBA,

KOHNTO a2 MUKPOOPTaHU3MH

3asBUTENUTE MOTAT Ja M0/IaBaT JIaHHU B ChOTBETCTBHE C YacT b OT mpuiioxeHuero
kbM Permament (EC) Ne 283/2013 BBB BHIa My mnpeau H3MEHEHHUETO My C
HACTOSIIUS PETJIAMEHT B CIICIHUTE CITy4Yau:

a)  MpOLEAYpUTE OTHOCHO OJOOPEHHETO Ha AaKTUBHO BEIIECTBO, KOETO €
MHUKPOOPTaHU3bM, WM OTHOCHO HM3MCHCHHETO Ha OJIOOPEHHETO Ha TaKoBa
BEIIECTBO, 32 KOUTO JOCHETaTa, MpelBUIeHU B wieH 8, maparpadu | u 2 ot
Permament (EO) Ne 1107/2009, ca mpencraBenu mpemu ... [0 Ciyxbara 3a
nyOIMKaI: MOJisl, BbBEIETE laTa = 8§ Mecella clie/l laTaTa Ha BIM3aHe B CHJIa
Ha HACTOSIIMS PETJIAMEHT|;

06) mpoueaypu OTHOCHO MOJHOBSIBAHETO HA OJOOPEHUETO HAa aKTHBHO BEIIECTBO,
KOETO € MHUKPOOPTaHHU3bM, KOTaTO 3asBJIICHUETO 3a MOJHOBSIBAHE, IOCOUYCHO B
unen 5 or Permament 3a wsmeianenue (EC) 2020/1740 na Kommucusara®, e

noganeHo npenu [no CmyxOarta 3a myOJMKanuu: MOJs, BbBeAETE aara = &

Mecella CJie]l lataTa Ha BJIM3aHe B CHJjla Ha HACTOSIIUS PETJIaMEHT .

Korato 3asButenure wu3bepar BB3MOXKHOCTTA, MpeaBHUieHa B maparpad 1, Te
oTOeNsI3BaT TO3U CBOW M300p B mucMeHa ¢opma MpHU MoAaBaHe HAa CHOTBETHOTO
3asiBiieHue. To3u n300p € HeOTMEHSIEM 3a ChbOTBETHATA MPOLIEypa.

Ynen 3

Hpexomm MEPKHU MO OTHOLICHUEC HA HAKOH NPpoUEaAypPH OTHOCHO MMPOAYKTHUTE 3a
PpacTUTEIHA 3AIHMTA, CHbAbP KA AKTHBHU BEHIECTBA, KOUTO Ca MUKPOOPTaHU3MHU

3a pa3penraBaHeTo Ha MPOIYKTH 3a PACTHUTEIHA 3allUTa MO CMUCHIAa Ha PerimameHT
(EO) Ne1107/2009, chabpkamu TOHE €IHO AaKTHBHO BEIIECTBO, KOETO €
MHUKPOOPTaHU3bM, 32 KOUTO JOCHETaTa ca IMOJaJeHU B CHOTBETCTBHE C WICH 2 OT
HACTOAIIUS pEeriaMeHT WM IO OTHOIIEHHE Ha KOUTO HE € B3eTO pEIICHUE 3a
MOAHOBSIBaHE Ha 0/00peHneTo B choTBeTcTBUE ¢ wieH 20 ot Permament (EO)
Ne 1107/2009 BB3 ocHoBa Ha yacT b ot mpunoxenuero kbM Permament (EC) Ne
283/2013, n3MEHEH ¢ HACTOSIIUS PETIAMEHT, 3asIBUTEIINTE:

Pernament 3a m3neaHenne (EC) 2020/1740 na Komucusita ot 20 HoemBpu 2020 1. 32 onpezensHe Ha
pasnopenduTe, HEOOXOAMMM 32 W3IBJIHEHHETO HAa IpOIeaypara II0 MOJHOBSIBAHE HA AKTUBHHTE
BemecTBa B croTBeTcTBHE ¢ Permament (EO) Ne 1107/2009 na Eponeiickus napiament n Ha CbBera,
n 3a oT™MsaHa Ha Pernament 3a u3nbsiHenne (EC) Ne 844/2012 na Komucusira (OB L 392, 23.11.2020 .,
ctp. 20).
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a)  TOAaBaT JaHHMU B CHOTBETCTBUE C 4acT b oT mpuioxeHunero kbM Permament
(EC) Ne283/2013 BBB BHAa My Mpead HM3MEHEHHETO MYy C HACTOSIIUS
periaMeHT, OCBEH KOraTo Te JeicTBaT B ChOTBETCTBHUE C HACTOSIIMS maparpad,
OykBa 0);

6)  cuuTaHo OT ... [0 Ciay:x0aTa 3a myOIMKaKU: MOJIsI, BbBEIETE 1aTa = 2 Mecela
CJICO AaTaTa Ha BJIM3aHC B CUJIA HA HACTOAUIIUA pernaMeHT], Mmorart ga H36epaT
Ja 1Moaajar JaHHU B ChOTBETCTBHE C YacT b oT mpuioxkenneto kbM Permament
(EC) Ne 283/2013, u3MeHeH ¢ HACTOSIIMS PErJIaMeHT.

2. Korato 3asButenure n3depat Bb3MOKHOCTTA, Ipe/iBHICHA B maparpad 1, Oyksa 0),
Te OTOENA3BAT TO3HM CBOHM M300p B MHCMeHa (opMa IMpH MOAaBaHE HA ChOTBETHOTO
3asBiieHre. To3u U300p € HEOTMEHsEM 32 ChOTBETHATA IPOIICypa.

Ynen 4
Bau3zane B cusia U npuJiarane

HacTosmusT perimaMeHT BiiM3a B CHJIA Ha JBAICCETHUS JCH CIIe JICHS Ha MyOJUKYBaHETO MY B
Oguyuanen secmuux na Eeponeiickus cvio3.

Toit ce mpunara ot ... [10 Ciy:x0ara 3a myOauKaiu: MoJjisi, BbBEJETE JaTa = 2 Mecela clejy
JaTtaTta Ha BIIM3aHE B CHJIa HA HACTOSIIUS PETJIaMeHT].

HaCTOﬂHII/ISIT PEriiaMCeHT € 3aABJDKUTCIICH B CBOATA LAJIOCT M CC Ipuiara IpsaxKo BbB
BCHUYKH AbPiKABH YJICHKH.

CscraBeno B bprokcen Ha [...] roguHa.

3a Komucusma
IIpeoceoamen
Ursula VON DER LEYEN
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[...](2022) XXX draft

PETJIAMEHT (EC) .../... HA KOMUCHSATA
ot XXX roauHa

3a u3MeHeHue Ha npuioxenue I kpm Perimament (EO) Ne 396/2005 na EBponeiickus
napJaMeHnT 4 Ha CbBeTa M0 OTHOIIEHHE HA MAKCUMAJIHO J0NYCTUMHUTE IPAHUIHA HA
0CTAThYHHU BelecTBa oT 2,4-D, a30KkcUCTPOOMH, HUXAJT0(ON-0yTHI, TMMOKCAHWII,
(penxexcamuna, guiasacyadypon, gaopacyaam, Gpaypoxkcunup, HnpoBaauKkapo u
CHWITHO(AM BbB MJIH BbPXY ONpeEAeIeHH NPOAYKTH

(Texct ot 3HaueHwue 3a EUII)
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PEI'JTAMEHT (EC) .../... HA KOMUCHUSATA

ot XXX roaguHa

3a n3MeHeHue Ha npujioxkeHue Il koM Persament (EO) Ne 396/2005 na EBponeiickusi
napJjaMenT 1 Ha CbBeTa M0 OTHOLIEHHE HA MAKCUMAJIHO 0NYCTUMHUTE TPAHUIH HA

OCTAaThbYHHU BellecTBa oT 2,4-D, a30KkcuCTPOOMH, HIUXAJT0(ON-0yTHII, IMMOKCAHUJ,
(penxexcamuna, guiazacyadypon, giaopacyiam, GpaypoKkcunup, HIPOBAINKAPO 1

cWJITHO(AM BbB WM BbPXY OlpeaeaeHH NPOIYKTH

(texct ot 3HaueHue 3a EUII)

EBPOITEMCKATA KOMUCHS,

Karto B3e npeasua Jloroeopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npeasu Permament (EO) Ne 396/2005 na EBponetickus napiament u Ha CbBeTa OT
23 despyapu 2005 r. OTHOCHO MaKCUMAJIHO JOMYCTUMHUTE IPAHUIIM HA OCTATHYHH BEIIECTBA
OT MECTUIIUAN BbB U BbPXY XPaHU UIH (Qypaxku OT PACTUTENCH WU KUBOTUHCKH MPOU3XOM U
3a u3MeHenue Ha Jlupextusa 91/414/EVO na Coheeta!, u no-cnenumanuo unen 14, naparpad 1,
OykBa a) u wieH 49, naparpad 2 ot Hero,

KaTo nMa 1npeaBumi, 4uc:

(1)

2)

€)

MaxkcuManHO AONMYyCTUMHUTE TpaHuIM Ha octaTbuHu BemectBa (MII'OB) or 2,4-D,
A30KCHUCTPOOMH, NUXATO(OIN-0yTHiI, MUMOKcaHW1, (perxekcamun, QiazacyndypoH,
dnopacynam, GIypoKCUNHMp, HIPOBAIMKApO U cuithodamM ca ONpelesieHH B
npuioxenue Il kbm Permament (EO) Ne 396/2005.

ITpu npepazrnexnanero Ha te3u MJII'OB B cporBeTcTBHE ¢ wieH 12 or Pernamenr
(EO) Ne 396/2005 EppomeiickusT opraH 3a 6e3zomacHOCT Ha XpaHute (,,Opranbr®)
YCTAHOBH, Y€ YacT OT MH(pOpMalMiTa 3a HAKOU MPOAYKTU He € HanuuHa. Hanmuuynara
uHpopmManusa Oemie gocraTbuHa, Taka ye OpranbT Moxa aa npeanoxu MJTOB,
KOMTO ca 0e30macHM 3a MOTPeOUTENHTE, a MPOIYCKUTE B JIAHHUTE Ca MOCOYEHH B
npuioxenue II kpM CcpIOIMA periamMeHT, Karo ce€ YTOYHsBa Jarara, J0 KOsTO
aurncamiata uHdopmarus TpsoOBamie na Obae noganeHa Ha OpraHa B MOJKpena Ha
npemioxenute MJIT'OB.

[To otHomeHue Ha 2,4-D takaBa nndopmanus Oerre moaageHa ot 3asiBUTENs] OTHOCHO
METOANTE 3a aHalu3 TNpH OaxemMu, OpasWwIICKH OpexH, Kally, KOKOCOBH OpEXH,
JICIIHULIM, OPEXH MaKaJaMHUs, IEKAHOBU OPEXH, SAKU OT MUHUS, MAaMPBCTHK, OPEXU U
JPYTH YepYMKOBH II010Be 1 OpraHbT CTUTHA JIO 3aKIFOYCHHUETO, Y€ TO3U MPOMYCK B
JIAHHUTE € OTCTPAaHEH B J0CTaThuHA cTeneH”. [lopaay ToBa 3a T€3U MPOLYKTH CIEIBA
Jla ce 3amas3sT chilecTByBanuTe B npuioxkenue I kem Permament (EO) Ne 396/2005
MJIT'OB, a u3nckBaHETO 3a MPEAOCTaBsSHE HA JOMBIHUTENHA HH(pOpMAIHS clieBa J1a
ObJe 3aJMUeHO OT IMOCOYEHOTO TpuioxkeHue. [lo oTHomEHWe Ha enga M JpYyrd

OB L 70, 16.3.2005 r., cTp. 1.

EBporneiickn opran 3a Ge3zonacHocT Ha xpanure; Conclusion on the peer review of the pesticide risk
assessment of the active substance 2,4-D (3akiroueHne BBB Bpb3Ka C NMApTHbOpPCKAaTa IPOBEpKa Ha
OllEHKaTa Ha pUCKa OT ymnorpebdara Ha akTHBHOTO BemiecTBO 2,4-D karo mectuuma). EFSA Journal
(Brorerun Ha EOBX) 2014;12(9):3812.
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(4)

MICEeBIO3bPHEHHU KYATYypH o0ade TakaBa mH(OpMaIis He Oellre mpeaocTaBeHa OTHOCHO
U3IUTBAHUATA 32 OCTAThYHM BEIECTBA, Taka 4e OpraHbT CTUTHA 10 3aKIIOYCHUETO,
Yye MPOIMYCKbT B JAHHUTE CHOTBETHO HE € OTCTPaHeH B JOCTaTbyHA CTENEH WU 4Ye
JMIAaTa, OTTOBAPSIIH 32 YIPABICHUETO HA PUCKA, MOTAT J1a TPELCHAT A J1a 3aMEHSAT
tesu MJITOB ¢ rpanunara Ha onpenensae (LOD)?. ITopaau ToBa e menecho6pazHo
MJI'OB 3a te3u npoayktu B npuinoxenue I kbm Permament (EO) Ne 396/2005 na ce
3ana3saT Ha paBHHIETO HA LOD 1 u3uckBaHeTO 3a MpenocTaBsHE HA JIOMBJIHUTEIHA
uHpopManus Aa 6bJe 3aTUUYEHO OT TOCOUYEHOTO MPHUIIOKEHHE.

[To oTHOILIEHUE HA a30KCUCTPOOUH TakaBa MH(popMaIs Oellie mo1aZeHa OT 3assBUTENs
OTHOCHO M3MUTBAHMATA 32 OCTaThUHU BEILIECTBA MPU IOJICKA callaTa/KbIIHOBA cajaTta,
KbJ[paBa JUCTHA €HIUBUS/IIMPOKOINCTHA €HAUBHS, KPECOH U IPYTH KBIHOBE, PyKOJIa,
YepBEH CHHAIl M 0eiiOu KynTypH (B T.4. pacTeHust oT poaa Brassica). Opranbst cTuraa
JI0 3aKJIFOYEHHETO, Ue TO3H HPOIYCK B JJAHHUTE € OTCTPAaHEH B J0CTaThbyHA cTeneH?, u
Bb3 OCHOBA Ha HoBara umH(popmarus npeminoxu MJII'OB 3a Te3u nmpoayktu na Obaat
Hamanenu. [lopagu ToBa MJII'OB 3a Te3u mpoayktu cienBa ja ObJaT BKIIOYCHU B
npuioxenue Il kpm Permament (EO) Ne 396/2005 cbe cToifHOCTHTE, ONpENENeHd OT
Oprana, a U3UCKBAHETO 3a MPEIOCTaBsIHE HA OMBIHUTENHA WH(OpMALUsS ClelBa Ja
0bJ1e 3AIMYEHO OT IOCOYEHOTO MpusIokeHue. B crorBeTcTBUE € uieH 6 oT Pernament
(EO) Ne396/2005, 3aemqHo ¢ TOTBBpPXKIABAIIUTE JIAHHHM 3asABUTEIAT IMOAaAE U
3asiBJICHUE 3a U3MEHeHue Ha cbulecTByBamuTe MJII'OB 3a a3okcuctpoOuH B Mapyiu,
a OprausT npenopbua Hamanssane Ha MJITOB 3a nocouenus npoaykt?. Ilopaau ToBa
MJIT'OB 3a mapyinu cienBa 1a ObIaT onpeAesieHd Ha HUBOTO, YCTaHOBeHO oT OpraHa.
IIpu npepasrnexnanero Ha M/II'OB B cbhorBeTcTBUE C wieH 12 OpranbT ycTaHOBU
JMICa Ha JaHHU OTHOCHO TOKCHKOJIOTWYHMS mpoduin Ha metabonurure L1, L4 u L9
npu cBUHE (MYCKyJIW, MacTHa ThKaH, 4epeH Apod, OnOpernu, OnOpern, roaHu 3a
KOHCyMallusl KapaHTHH), roBeJa (MYCKYJIM, MacTHa ThKaH, 4yepeH aApo0, ObOpeuu,
roJHa 3a KOHCyMallUs KapaHTus), oBle (MyCKydd, MacTHa TbhKaH, 4Y€peH Ipoo,
0b0peny, rogHa 3a KOHCyMalUsl KapaHTHs), KO3M (MYCKYJIM, MacTHa TbKaH, 4epeH
npob, OBOpery, ToAHa 3a KOHCYMAIIHs KapaHTHs), JOMAIIHA NTULK (MYCKYJIH, MacTHa
ThKaH, YepeH Apo0, OBOpeln, roIHa 3a KOHCYMaIlusl KapaHTus ), MJISKO (OT ebp porar
TOOUTBHK, OBILIE, KO3H, KOHE) U MTHUYH sAina. Tasu uHdopMaius He Oelre mogaieHa ot
3agButens’. Opra”bT CTHIHA [0 3aK/IIOYEHHETO”, Ye Te3u METabO0JIUTH He Ce MOSBABAT
BbpPXY MYCKYJUTE, HO 3aABUTENSIT HE € NPEJOCTAaBUJl IbJIHA XapaKTepUCTUKA Ha
TEXHHSI TOKCUKOJIOTHYEH Npodui U € HeoOX0AUM M0-33AbJ00YEH aHalUu3 OT CTpaHa
Ha JIMLATa, OTrOBapsIM 3a YNPAaBICHUETO HAa PHUCKA, KAaTO C€ MMa IPEABUJ, 4e
cpiiectByBamure MJII'OB 3a Te3u mnponyktu otpasssar MJI'OB no Kopgeke
anumentapuyc (CXL). Ilopamm ToBa 3a Te3M MNPOAYKTH cjeaBa Ja C€ 3amassrT
cpuiectByBammte B npmioxenue I kem Permament (EO) Ne 396/2005 M/I'OB, a
M3HMCKBAHETO 3a MPEJOCTaBsHE Ha JOMBIHUTENTHA WH(OpMAILUS CleBa Ja OCTaHE B
MOCOYEHOTO MPHUIIOKEHHUE.

EBpomneiickn opran 3a 6e3omacHocT Ha xpaHute; Lack of confirmatory data following Article 12 MRL
reviews for 2,4-D, fenhexamid and iprovalicarb (JIurmca Ha TOTBBpXKIAABAIM JAaHHU CIEJ
npepasraexaanns Ha MIAT'OB ot 2,4-D, denxekcamua u unposanukapd cwriacHo wieH 12). EFSA
Journal (bronernn na EOBX) 2021;19(10):6910.

EBpomneiickn opran 3a 6e3omacHocT Ha xpanute; Evaluation of confirmatory data following the Article
12 MRL review and modification of the existing maximum residue levels for azoxystrobin (Ouenka Ha
MOTBBPXKAABAIINTE JaHHU cief npepasriexnaadero Ha MIAT'OB cerioacHo wieH 12 v u3MeHeHUe Ha
CHIIECTBYBAIUTE MAaKCUMAJIHO JOIMYCTHMH TPaHHIM Ha OCTaThbYHHM BEIIECTBA OT a30KCHCTPOOMH).
EFSA Journal (broerun Ha EOBX) 2020;18(8):6231.
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©)

(6)

()

(8)

[To orHomenwe Ha muxanodon-OyTua TakaBa uWHOpMalus Oelmie TojaaaeHa OoT
3asBUTENII OTHOCHO METOAUTEe 3a aHamm3 mpu opu3 W OpranbsT CTHTHA [0
3aKJIFOYEHHMETO, Ye TO3U MPOMYCK B JAHHUTE € OTCTPaHeH B JOCTAThuHA CTENeH’.
[Topanm TOBa 3a TO3M MPOMYKT cJelBa Ja C€ 3amasziT ChIIECTBYBAIIUTE B
npunoxenue II kem Permament (EO) Ne 396/2005 MII'OB, a wu3uckBaHeTo 3a
NpeJOCTaBsiHE Ha JOMBJIHUTENHA uWHpOpManMs cleaBa Ja Obae 3aJu4eHO OT
MIOCOYEHOTO MPHUIIOKCHHE.

[To oTHONICHHE HA ITUMOKCAHWII TakaBa WH(MOpMalus Oelie MmoaajaeHa OT 3asBUTEIs
OTHOCHO M3IUTBAHMATA 33 OCTAaThYHU BEIIECTBA IPH TPANE3HO IPO3JE, BUHEHO
rposjae, Mapyiu U cnaHak. OpraHbT CTUTHA JO 3aKJIIOUYEHUETO, Y€ TO3U MPOITYCK B
JTAHHUTE € OTCTPAHEH B JIOCTaThYHA crener®, n npeioxu M/I'OB 3a Te3u npoayktu
na Opaar 3anaseHu wiu HamaneHu. [lopaau ToBa M/II'OB 3a Te3u npoayktu ciensa
na Opnmar BrmrodeHun B npmioxkeHue II kem Permament (EO) Ne 396/2005 cwe
croitHocTUTe, ompeneneHn ot OpraHa, a M3UCKBAHETO 3a MPEIOCTaBSHE Ha
JIOMBIHUTENHA UHOpMaLus ciesiBa Aa Oble 3aJIMUYEeHO OT MOCOYEHOTO MPUIIOKECHHE.
OpraubT CTUTHA JI0 3aKJII0UYEHHET0’, ue MPONyCKUTE B JAHHUTE OTHOCHO METOJHTE 32
aHaJINU3 TpU OMJIKOBM HACTOMKHU U XMEJNT M OTHOCHO YCTOWYMBOCTTA MPH ChXPaHEHUE
Ha BapuBa, OWJIKOBM HAacCTOWKHM M XMel He ca orcrpaHeHu u uye M/II'OB 3a Te3u
NPOIYKTH cliefiBa a ObAatr 3amnazenu Ha paBHuiero Ha LOD. ITopagu ToBa M/II'OB
3a Te3W MPOJYKTH Clie[iBa 1a ObaaT BKItoueHU B npwiokenue I kpm Permament (EO)
Ne 396/2005 cwc croitHOCcTHTE, ompeneneHd oT OpraHa, a HW3MCKBAHETO 3a
MpeOoCTaBsiHE Ha JIOMBIHUTENHA HH(pOpManus cleaBa Ja Oblle 3aIMYEHO OT
MIOCOYEHOTO MPUIIOKEHHUE.

[To orHomenwe Ha (eHxekcamua TakaBa HWHGOpMAIMS HE € TOZaJeHa OTHOCHO
U3MUTBAaHUATA 332 HAJMYME Ha OCTAaThYHU BEIIECTBA W IapaMeTpuTe Ha A00pu
CEJICKOCTOIAHCKN MPAKTHUKU NPU KUBHU (3€J€HO, YEpBEHO, KbJIT0). OpranbT obaue
CTUrHA JI0 3aKJIFOYEHHETO, Y€ MCKaHaTa MH(OpMalus Beue He € HeoOXoauma’', Thil
KaTo OLIEHKATa € U3BbpIICHA C MT0-CTapy U3UCKBAHUS 3a IaHHU, TIOPaJN KOETO Be4e He
ca He0OXO/JMMH JOMBJIHUTENHU M3MUTBaHMS 32 HaJIW4YMe Ha OCTAThbYHM BEILECTBA U
uH(popMalrs 3a J0OpH CEJICKOCTONAaHCKU NpakTUKU. [lopaan ToBa 3a TO3U MPOAYKT
cilefBa Ja ce 3amas3sAT chllecTByBamure B npuioxeHue II koM Permament (EO)
Ne 396/2005 M/II'OB, a wu3MCKBaHETO 3a TMPEJOCTaBIHE Ha JOIBIHUTEIHA
uHpopManus cieaBa a 0bJ1e 3aIMYEHO OT TOCOYEHOTO NMPHIIOKEHHE.

[To orHomenue Ha ¢drazacynpypoH TakaBa uHbopmaius Oemie MmojgazgeHa oOT
3asBUTENII OTHOCHO YCTOWYMBOCTTAa NpPHU CHhXpPaHEHHE Ha Tpale3HH MAaCIUHU U
MacIIMHH 32 TPOM3BOJCTBO HA Maciio W OpraHbT CTUTHA IO 3aKJIIOYCHHETO, Y€ TO3U

MNponyCcKk B HAAHHHUTEC € OTCTPAaHCH B A0CTAaTbYHA CTeHeHS. Hopaﬂn TOBa 3a TC3HU

EBpomneiicku opran 3a 6e3omacHoct Ha xpaHute; Conclusion on the peer review of the pesticide risk
assessment of the active substance cyhalofop (variant evaluated cyhalofop-butyl) (3axiroueHue BBB
BpB3Ka C MapTHhOpPCKATa MpoBepKa Ha OIEHKaTa Ha pUCKa OT YNoTpedaTa Ha aKTHMBHOTO BEILECTBO
uxanogorn (BapuaHT, pasrielaH Ipu oueHKara: muxanogon-0ytwmi) kato necrtuuua). EFSA Journal
(bronetnr Ha EOBX) 2015; 13(1):3943.

EBpomneiicku opran 3a 6e3omacHocT Ha xpanute; Evaluation of confirmatory data following the Article
12 review for cymoxanil (Onenka Ha TOTBBpXKAaBaIlIUTe JaHHM Clled mpepasriaexaaneTo Ha MIIT'OB
oT nmuMokcanui ceraacHo wieH 12). EFSA Journal (broernn Ha EOBX) 2019; 17(10):5823.
EBpomneiicku opran 3a 6e3omacHocT Ha xpanute; Lack of confirmatory data following Article 12 MRL
reviews for 2,4-D, fenhexamid and iprovalicarb (Jlumca Ha mMOTBBpXKIAABAINM JaHHH CIE]
npepasrnexxaanus Ha MJIIOB ot 2,4-D, denxekcamun n unposanukapO ceriacHo wieH 12). EFSA
Journal (bronernn na EOBX) 2021;19(10):6910.

EBporneiickn opran 3a GezonacHocT Ha xpanure; Conclusion on the peer review of the pesticide risk
assessment of the active substance flazasulfuron (3axiroueHue BB Bpb3Ka ¢ MapTHHOPCKATA IIPOBEPKa
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©)

(10)

MPOAYKTHU Clie[IBa Ja C€ 3ama3siT ChUIECTBYBAIIUTE B npuioxenue I kbM Permament
(EO) Ne 396/2005 MJI'OB, a wu3HCKBaHETO 3a MPENOCTaBIHE HA JOMMBIHUTEIIHA
uHpopmanus ciaeasa aa ObJe 3aTUYCHO OT MOCOYCHOTO IPHIIOKEHHE.

[To orHomeHne Ha (hropacyiaMm TakaBa MHpopMaius Oerie mojaajgeHa OT 3asBUTEIs
OTHOCHO METOJHUTE 3a aHalu3 MpHU roBefa (MyCKysiaM, MacTHa TbKaH, YepeH Jpoo,
O0bOpery, rogHa 3a KOHCyMalusi KapaHTHUsi), OBIE (MYCKYJH, MAacTHa ThKaH, YepeH
nIpo0, OBOpenu, rogHa 3a KOHCyMalusl KapaHTHs), KO3W (MYCKyJHd, MacTHa ThKaH,
yepeH npoO, ObOpenu, rofgHa 3a KOHCYMalusi KapaHTUs) U MIISIKO (OT eIbp porar
TOOUTBK, OBIIE, KO3U, KOHE) U OpranbT CTUTHA JI0 3aKJIIOYEHUETO, Ye TO3H IMPOMYCK B
JIAHHMTE € OTCTPaHeH B JOCTaThuHa cTereH . [lopaau ToBa 3a Te3W MPOIYKTH ClIeBa
Jla ce 3ama3sT chilecTByBanuTe B npuioxenue [I kem Permament (EO) Ne 396/2005
MJIT'OB, a u3nckBaHETO 3a MPEIOCTaBSHE HA JOMBIHUTEIHA HH(pOpMAIHS ClieBa J1a
ObJIe 3aJIMYEHO OT OCOUYEHOTO MPUIIOKEHHE.

[To oTHOmIEHNE HA (IYPOKCHNHP TakaBa MHGoOpMaIus Oelie moaaaeHa OT 3assBUTEIs
OTHOCHO METOJIUTE 3a aHallu3, YCTOMYMBOCTTA TPU ChXPaHEHHE, MHTEPBAIa IMPEIU
npubupaHe Ha PeKoJTaTa M M3MUTBAHUATA 32 HAJMYME HA OCTATHYHHU BEIIECTBA MPHU
SOBJIKMA | JIYK. 3assBUTENST MPEACTABU U JIOMBIHUTEIHA WH(POpMAIMS 32 METOJa 3a
aHaM3, W3MOJ3BaH NPU M3NUTBAHUATA 32 HAJIMYME HA OCTATHYHU BEIIECTBA TPHU
maiepka. OpranbT CTUTHA [0 3aKJIFOUEHHETO, Y€ TE3W MPOINYCKHM B JAaHHHUTE ca
orctpanenu B jgoctarbuna cremeH'*!'!. Tlopagu ToBa MJT'OB 3a Te3u NpPOAYKTH
cienBa na ObaaT BKItoueHH B npuioxkenue II koM Permament (EO) Ne 396/2005 cbe
cToiiHocTHTE, omnpeneneHn oT OpraHa, a W3HCKBAHETO 3a IMIPEIOCTaBSHE Ha
JIOIIBJIHUTENTHA WH(POPMAIIUS ClIe/iBa Aa ObJEe 3aJMUEHO OT MOCOYCHOTO MPHIIOKEHUE.
OprasbT CTUTHA A0 3aKIIOYEHHETO, Y€ MPONYCKHT B JAHHWUTE IO OTHOIICHWE Ha
METO/Ia 332 aHAJIM3 MPH YeChH M MIAJIOT/IPEOCH JIyK € OTCTPaHEH, HO HE € OTCTPaHEH
IpY TIpa3, 3bPHEHU KYITypH, OMIIKOBM HACTOWKU OT LBAT M 3aXapHa TPBHCTUKA U Ue €
HEOOXO0/IUM T0-331bJIO0YEH aHAJIU3 BbB BPb3Ka C YIPABICHUETO HA PUCKA. TOM ChIIO
TakKa 3aKII0YH, Y€ MPOITYCKUTE B JAHHUTE OTHOCHO YCTOMYMBOCTTA MPU ChXPaHEHHE U
MeTabonu3ma Mpu CBUHE (MYCKYJHM, MacTHa ThKaH, uyepeH aApo0, ObOpery, roaHa 3a
KOHCyMallusl KapaHTHs), ropena (MyCKyJM, MAacTHa TbKaH, 4yepeH napo0, ObnOpeuu,
roJlHa 3a KOHCyMallMsi KapaHTHs), OBLE (MYCKYyJIM, MacTHa TbKaH, 4yepeH Jpoo,
0b0peny, rogHa 3a KOHCyMalUsl KapaHTHs), KO3M (MYCKYJIM, MacTHa TbKaH, YepeH
npo0, 6BOpery, roJjHa 3a KOHCyMalMs KapaHTHs) U MISIKO (OT eAbp poraTr JOOUTBHK,
OBIIE, KO3U, KOHE) Ca CaMO OTYACTH OTCTPAHEHU M 4Ye € HEOoOXOJUM MO0-3abJI00UYCH
aHalu3 BBB Bpb3Ka C YIPaBIEHUETO Ha puUCKAa. B OKOHuUaTeNmHUS MJOKJIa]L 3a

Ha OIIeHKaTa Ha PUCKa OT yrnoTpedara Ha aKTUBHOTO BellecTBO ¢uiazacyipypoH karo nectunun). EFSA
Journal (Bronernn Ha EOBX) 2016;14(8):4575.

EBporneiickn opran 3a Ge3zonacHocT Ha xpanure; Conclusion on the peer review of the pesticide risk
assessment of the active substance florasulam (3axmtouenne BbB Bpb3Ka C IAPTHOPCKATa MPOBEpKa Ha
OIIEHKaTa Ha pHCKa OT ymoTpebaTa Ha AaKTUBHOTO BEIIECTBO QuopacyitaM kaTto mectunnia). EFSA
Journal (bronerun Ha EOBX) 2015;13(1):3984.

EBpomneiickn opran 3a 6e3omacHocT Ha xpanute; Evaluation of confirmatory data following the Article
12 review for fluroxypyr (OmeHka Ha MOTBBPKAABAIINTE TaHHH Ciel npepasriaexaanero Ha MIT'OB
oT (rypokcurmp ceraacHo wieH 12). EFSA Journal (bronernn xa EOBX) 2019;17(9):5816.
EBpomneiicku opran 3a 6e3onacHocT Ha xpanute; Modification of the existing maximum residue levels
for fluroxypyr in chives, celery leaves, parsley, thyme and basil and edible flowers (I3meneHue nHa
CBIIECTBYBAIUTE MAaKCUMaJHO JOMYCTHMH TPaHUIM HAa OCTaThYHHM BEIIECTBA OT (UIyPOKCHUIIHD B
CHUOMPCKH JIYK/JTyK pe3aHely/cajlaTeH JIyK, JINCTa OT LeJMHa, MariaHo3, Mallepka U OOCHIIEeK U SITUBH
usets). EFSA Journal (Bronetnn Ha EOBX) 2020;18(10):6273.
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(1)

(12)

(13)

(14)

(15)
(16)

npepasriexaaHe'? Ha TOBAa BEIIECTBO Ce CTHIHA O 3aKIIOYEHHETO, Ye HATMYHUTE
JAaHHU ca JOCTaThUHH, 32 J1a OhJaT OTCTPAHEHHU U TE3W NMpOonycku B naHHuUTe. [lopanu
TOBa 3a TE€3W MNPOAYKTH cienasa na ce 3anazsat MJAI'OB B npunoxenwe II kbM
Pernament (EO) Ne 396/2005, a M3UCKBAaHETO 3a MPEAOCTABSIHE HA JIOMBIHHUTEIHA
uHpopmanus ciaeasa aa ObAe 3aTMYCHO OT MOCOYCHOTO MPHIIOKEHHE.

[To oTHomIeHHEe Ha HUIIpoBaTUKapO TakaBa WH(pOpMalus He Oerie MoJaaeHa OTHOCHO
MeTabonu3Ma Mpu KyJATypuTe MpU MapyJid, KbApaBa JMCTHA €HIUBUS/IIUPOKOIUCTHA
eHIuBUS U pykojia u OpranbT CTUTHA JO 3aKJIIOUEHHETO, Y€ YCTAHOBEHUST IMO-PaHO
NpONycK B JAHHUTE CHOTBETHO He € OTCTpaHeH'’ W ue &MIaTa, OTroBapsIM 32
YIPaBIECHUETO HA PUCKa, MOTaT Jia IpeLeHsT Aanu na 3ameHsaT tesu MJII'OB ¢ LOD.
ITopamu ToBa ¢ menecboOpazHo MJII'OB 3a Te3m HpoOayKTH Ja ce BKJIOYAT B
npwioxkenue Il keM Permament (EO) Ne 396/2005 cbe croiiHOCTH Ha crierupuyHATa
LOD u wu3uCKBaHETO 3a NpPENOCTaBsHE Ha JOMbIHUTENHAa HH(opmauus aa Obae

3aJIMYCHO OT MMOCOYCHOTO NPUIIOKCHHUC.

[To oTHOIIEHHME HA cCHATHO(AM TakaBa MHPOPMAIIUs OTHOCHO METOMTE 3a aHAJN3 TIPU
€UeMHK, PBXK M TIIeHHIA Oemie momaneHa oT 3asBuTeNss w OpraHbT CTHUTHA JIO
3aKJIIOYEHHMETO, Y€ Ta3M JIUICAa Ha JAHHM € HpeojolsHa B JOCTaTbuyHa cTemeH't.
[Topamm ToOBa 3a TE3W NPOAYKTH ClIeBAa Ja CE€ 3ama3sT ChUICCTBYBAIIUTE B
npunoxkenue II kpm Permament (EO) Ne 396/2005 MIAI'OB, a wusuckBaHusATa 3a
MPEIOCTaBsIHE Ha JIONMBIHUTENHA WH(OpPMANUs cleiBa Ja ObJaT 3aIUYCHH OT

IMOCOYCHOTO IIPUIIOKCHHUC.

Komucusita mpoBene KoHCyATanuu ¢ pedepeHTHUTEe Nabopatopuu Ha EBponelrickus
ChI03 OTHOCHO HYXJaTa Ja ce ajantupar Hsikou oT LOD. Ilocouenure naboparopuu
CTUrHaxa J0 3aKJIIOYECHHETO, Y€ TEXHUYECKMAT HAIpeIbK I103BOJIABA 33 HSAKOHU
HOPOAYKTH J1a ObJaT onpezaeneHu no-uucku LOD.

B pamkure Ha CBeTroBHaTa THProBCKa OpraHu3alus Osixa MPOBENEHU KOHCYJITALUU
otHocHO HoBUTE M/II'OB ¢ Thproeckure napTHbopu Ha Chbr03a U TEXHUTE CTAHOBHILA
0s1xa B3€TH 110/1 BHUMaHUE.

[Topanu ToBa Pernament (EO) Ne 396/2005 cneasa na 6b/1e CbOTBETHO U3MEHEH.

C 1en n1a ce MoO3BOJIM HOPMAJIHO MTyCKaHE Ha Ma3apa, mpepadoTBaHe U MOTpeOIeHHE Ha
IPOAYKTUTE, B HACTOSLIMS PErVIAaMEHT CleABa J1a Ce NMPEABUAM IPEXOJHA MspKa 3a
NPOAYKTUTE, KOUTO ca OWJIM Mpou3BeldeHH mnpenu u3MeHeHuero Ha MJII'OB u 3a
KOMTO HH(pOpMalMaTa MOKa3Ba, ye ce MOJAbp)Ka BHCOKO PAaBHMIIE Ha 3allUTa Ha
OTpeOUTEHTE.

SANCO/11019/2011 rev.5, ,,Final Review report for the active substance fluroxypyr finalised in the
Standing Committee on the Food Chain and Animal Health at its meeting on 17 June 2011 in view of
the approval of fluroxypyr as active substance in accordance with Regulation (EC) No 1107/2009
(OxoHuareneH OKJa 3a MpepasriiekaaHe Ha aKTHBHOTO BEUIECTBO (IypoKcHIHp, (puHAIM3HpaH OT
[TocTosSTHHMSL KOMHUTET MO XpaHUTEIHATa BEpUra M 3[paBeTO Ha >KUBOTHUTE HA 3aceJaHueTo My oT 17
tonn 2011 r. ¢ ornen Ha o100psiBaHETO Ha (PIYPOKCHITMP KAaTO aKTHBHO BEIIECTBO B CHOTBETCTBHE C
Permament (EO) Ne 1107/2009%, 23 wmapt 2017 1., https://ec.europa.eu/food/plant/pesticides/eu-
pesticides-database/active-substances/?event=as.details&as_id=734

EBpomneiicku opran 3a Ge3omacHocT Ha XpaHute; Lack of confirmatory data following Article 12 MRL
reviews for 2,4-D, fenhexamid and iprovalicarb (Jlumca Ha mMOTBBpXKIAABAINM JTaHHH CIET
npepasraexaanns Ha MIAT'OB ot 2,4-D, denxekcamua u unposamukapd cwriacHo wieH 12). EFSA
Journal (bronernn Ha EOBX) 2021;19(10):6910.

EBporneiickn opran 3a 6e3sonacHocT Ha xpanute; Conclusion on the peer review of the pesticide risk
assessment of the active substance silthiofam (3akiroueHne BbB Bpb3Ka ¢ HapTHROPCKATa IPOBEPKa Ha
OILIEHKaTa Ha pUCKa OT yHoTpedaTa Ha akTMBHOTO BemecTBO cuntnodam karo nectuuua). EFSA Journal
(Brorerun Ha EOBX) 2016;14(8):4574.
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(17) Cnena ga ce mpeIBUAM pa3yMeH CPOK Mpeau nmpuiiaraHeTo Ha udmenenure MJII'OB,
Taka 4ye Ja ce€ MO3BOJM HA AbPXKABUTE UJIEHKH, TPETH IbP>KaBHM U CTOMNAHCKUTE
cyOekTn B o0OiacTTa Ha XpaHUTE Ja C€ MOATOTBAT 3a CIA3BAaHETO Ha HOBUTE
M3UCKBaHMS BCleCcTBUE HA n3MeHenneTo Ha MJIT'OB.

(18) Mepxkure, npeaBUICHU B HACTOSIINS PETJIAMEHT, Ca B ChOTBETCTBUE ChC CTAHOBUIIIETO
Ha [ToCTOSIHHYSI KOMHUTET TI0 PACTEHUSTA, )KUBOTHUTE, XpaHUTE U (pypakuTe,

I[TPUE HACTOAIIMA PETJIAMEHT:

Ynen |

[Ipunoxenue II kpm Permament (EO) Ne 396/2005 ce u3MeHsS B CHOTBETCTBHE C
MIPUJIOKEHUETO KbM HACTOSIIIIUS PETIIAMEHT.

Ynen 2

Permament (EO) Ne 396/2005 BBB BuAa mpear U3MEHEHUETO MY C HACTOSIIHS PEriIaMeHT
MPOIBJKABA JIa Ce Ipuiiara 3a MpoyKTH, KOUTO ca Omiu npousBeaeHu B Chio3a WM BHECEHU
B Cpr03a mipenu [do Cnyoicoama 3a nyoaukayuu: mons, 8beedeme dama, Koamo e 6 meceya
cned oamama Ha 8IU3AHe 8 CULA).

Ynen 3

HacTosmusT perinaMeHT Bin3a B CUJIa Ha JABA/IECETHUs JeH clie]] IeHs Ha MyOJIuKyBaHETO MYy B
Oguyuanen secmnuk na Esponetickus cvios.

Totli ce mpunara ot [0o Cayacbama 3a nybaukayuu: mMojis, 8beedeme oama, Koamo e 6 meceya
cled damama Ha é1u3ane 8 Culd).

Hacrosmusar PErilaMEeHT € 3aABJLKUTCIICH B CBOATA LSJIOCT U CC IIpUJIara IpsAKO BbB BCUUYKH
ABPIKABU YJICHKHU.

CscraBeno B bprokcen Ha [...] roguHa.

3a Komucuama
IIpeoceoamen
Ursula VON DER LEYEN
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bprokcen, XXX r.
SANTE/12042/2020 Rev. 2
(POOL/E4/2020/12042/12042R2-
EN.docx)

D076408/05

[...](2022) XXX draft

PEI''TAMEHT (EC) .../... HA KOMUCUSATA
ot XXX roaguHa

3a nu3meneHue Ha Pernament (EC) Ne 284/2013 no oTHo1IeHHe HA HH(pOpMAUSATA, KOSITO
TPsiOBA /1a ce MPeA0CTaBs 32 MPOAYKTUTE 32 PACTUTEHA 3AIIMTA, H HA CIIENMATHUTE
M3MCKBAHNS 32 JIAHHM 32 NPOAYKTH 32 PACTUTEJHA 3alIUTA, ChAbPKAIIU
MHKPOOPraHu3MH

(Texct ot 3HauyeHwue 3a ENII)
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PEI'JTAMEHT (EC) .../... HA KOMUCHUSATA

ot XXX roaguHa

3a n3MmeHeHue Ha Pernament (EC) Ne 284/2013 nmo oTHoIeHUe HA HHGOPMAUATA, KOSATO
Tpsi0Ba Ja ce MPea0CTABs 32 MPOJAYKTHTE 32 PACTUTEIHA 3alIUTA, U HA CIIeNNATHUTE

H3UCKBAHHUA 32 JTAHHU 3 IPOAYKTH 3a paCTUTE/IHA 3AlIUTA, CHbAbPiKAIIU
MHUKPOOpPTraHU3MHU

(texct ot 3HaueHwue 3a EUII)

EBPOITEMCKATA KOMUCHS,

Karto B3e nmpensun JloroBopa 3a GpyHKunoHHpaHeTo Ha EBponeiickus cbio3,

karo B3e npensua Pernmament (EO) Ne 1107/2009 na EBpomnelickus mapnamenT u Ha ChBeTa
ot 21 oktomBpu 2009 T. OTHOCHO ITyCKaHETO Ha Ma3apa Ha NPOAYKTH 3a PACTUTEIHA 3allUTa U
3a orMsHa Ha aupektuBu 79/117/EVO u 91/414/EVIO nHa CobBeral, u mo-cnienmanuo wien 78,
naparpad 1, Oyksa 6) oT Hero,

KaTo nMa 1npeaBui, 4uc:

(1)

2)

C Pernament (EC) Ne 284/2013 na Komucusra® ce onpeensT U3UCKBAHUATA 33 JAHHU
3a NOPOAYKTUTE 3a pacTUTENHA 3allluTa, ChAbPXKALIM aKTUBHM BELIECTBA. 3a
OPOAYKTUTE 32 pACTUTENHA 3allUTa, ChIbpXKAIIM AaKTHUBHU BEIIECTBA, KOWTO ca
XUMHUKaJIM, U3UCKBAHUSATA Ca OMPEICICHU B 4aCT A OT MPHJIOKEHUETO KbM MTOCOUYEHUS
perjameHt, a 3a MPOJIYKTUTE 3a PaCTUTENIHA 3aIIUTa, ChAbPKAIM aKTUBHU BEIIECTBA,
KOUTO Ca MHUKPOOPTaHU3MHU, U3MCKBAHUATA Ca OMpeNeJeHH B 4acT b oT mocoueHoTo
MPUIIOKEHUE, a OOIIUTE U3UCKBAHUS Ca ONpeeNieH! BbB BHBEJCHHETO HA TTOCOYEHOTO
MIPUIIOKEHUE.

Ilen Ha ctpaterusita ,,OT ¢gepmara 10 Tpamesara™ 3a clpaBeUIMBa, 3/paBOCIOBHA U
€KONIOroCh00pasHa MPOJIOBOJICTBEHA CHCTEMA® € Ja Ce HaMald 3aBHCHMOCTTA OT
XUMHUYHM TPOAYKTH 3a pacTUTENHA 3alllUTa U TIXHaTa yrnorpeda, BKIIOUUTEIHO Ype3
yJIECHSIBAaHE Ha IYCKAaHETO Ha Ia3apa Ha OWOJOTMYHM AaKTHBHM BEIECTBA, KaTo
HalpuMep MHUKPOOPraHM3MHU. 3a MOCTUTAaHETO Ha Te3W LM € HeoOXoauMo Ja ce
YTOYHHM KaKBM Ca W3MCKBAaHUSATA 3a JAaHHWUTE, CBBP3aHU C MPOJYKTUTE 3a PaCTUTEIIHA
3alUTa, ChABPXKAIIM MHKPOOPTaHU3MH, KaTO Ce B3eMaT IpelBUJ Haill-aKTyallHUTe

Pernmament (EO) Ne 1107/2009 na EBporeiickus mapiamenT u Ha ChBeta oT 21 oxtomBpu 2009 r.
OTHOCHO ITyCKaHETO Ha Ma3zapa Ha MPOJIYKTH 3a pPAacTHTEIHA 3aIlWTa M 332 OTMSHA HA JUPEKTHUBU
79/117/EMO n 91/414/EHO na CsBera (OB L 309, 24.11.2009 r., ctp. 1).

Pernament (EC) Ne 284/2013 na Komucusra ot 1 mapt 2013 1. 3a ycTaHOBsSIBaHE HAa M3MCKBAaHMATA 32
JaHHM 32 TIPOAYKTH 3a pacTUTeNHa 3amuTa B choTBeTcTBUE ¢ Permament (EO) Ne 1107/2009 na
EBponeiickus nmapnameHT u Ha CpBeTa OTHOCHO NyCKaHETO Ha Ma3apa Ha MPOAYKTU 3a PAacTUTENIHA
3ammTa (OB L 93, 3.4.2013 ., cTp. 85).

Cpobmenne Ha Kommcusra no EBpomneiickust mapnament, CpBera, EBpomneickus MKOHOMHYECKH H
conpasieH komuter u Komwmrera Ha permonmte, crparterus ,,OT depmara g0 TpamesaTa“ 3a
CIIpaBeIuBa, 3PaBOCIOBHA M €KOJOrochoOpazHa mpomoBosicTBeHa cuctema (COM/2020/381 final,
https://eur-lex.europa.eu/legal-
content/BG/TXT/?qid=1590404602495&uri=CELEX%3A52020DC0381).
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(4)

©)

(6)

(7)

(8)

©)

Hay4YHO-TEXHMYECKH II03HaHUs, NpU KOUTO Bede HMa OTOeNns3aH 3HAuYUTelIeH
HaIpEIbK.

Hayunute mo3HaHMs, ¢ KOUTO paslojiaraMeé B MOMEHTa, OTHOCHO IMPOJIYKTHTE 3a
pacTUTENHA 3aIUTa, ChAbPKAIIA MUKPOOPTaHU3MH, NTO-CHEIIUAIHO 110 OTHOIIICHHE Ha
e(eKTUBHOCTTA, €PUKACHOCTTA, 3HAYUMOCTTA HA OHEUYHUCTBAHUATA U TOKCUYHOCTTA Ha
HSKOM XUMHUYHU BEIIECTBA, KOUTO MOXKE Jla MPUCHCTBAT B TE3W NPOJIYKTH 3a
pacTuTenHa 3alIuTa, MOpa)XJaT HEOoOXOIUMOCTTa OT MO-IPELUU3HO YTOYHSIBAHE Ha
HSIKOM OTIpEeJIeIICHUs, KOUTO Ce Mpuiarar 3a yact b ot npuioxenuero kbM Pernament
(EC) Ne 284/2013. Karo ce uma npeiBu/I, Y€ TE€3H ONPEACIICHUs CE MpUjarar u 3a 4act
A OT IOCOYEHOTO IHPUIIOKEHUE OTHOCHO MPOJIYKTHUTE 3a pacCTUTEIHA 3alUTa,
ChABPXKALIM XUMUYHM AaKTUBHU BEIIECTBA, € IelechoOpa3HO Ja ce U3MEHU
BBBEJICHUETO B puiiokeHneTo kbM Pernmament (EC) Ne 284/2013.

Tbii KaTO MUKPOOPraHU3MUTE €A )KUBU OPraHU3MH, HEOOXOAUMO € J]a C€ MPUII0XKHU TO-
CIELMAIEH MOAXO0J B CPABHEHUE C TO3U 33 XUMHMUYHHUTE BEILECTBA, 3a J1a CE B3eMaT
OpelBU U IO-HOBUTE€  HAy4YHHM  IIO3HAHHUA  OTHOCHO  Ouosorusita  Ha
MHUKpoopranuzMute. Te3u HaydyHH MO3HAHMS BKIIOYBAT HOBA MH(OPMALUS 32 BaKHU
XapaKTEepPUCTUKN HAa MHUKPOOPIaHM3MHUTE, KaTo HalpuMep TsIXHaTa MaTOI€HHOCT U
UHQEKIIMO3HOCT, €BEHTYaJTHOTO MPOU3BOJICTBO Ha METAa0OJIUT(M) C BB3MOXKEH PUCK U
CHOCOOHOCTTa 3a NpeAaBaHe Ha INeHW 3a aHTHUMHUKPOOHA PE3UCTEHTHOCT Ha ApPYrd
MUKpPOOPraHM3MH, KOUTO ca MaTOreHHM U Ce cpeuiar B OKOJHara cpena B EBporna,
KOETO NOTEHIMAIHO 3acsira e(eKTHBHOCTTa Ha AHTUMHUKPOOHUTE CpE/CTBa,
U3I0JI3BaHU B XyMaHHATa WM BETEpUHApHATa MEIULIMHA.

CeramiHure Hay4HM IIO3HaHMS OTHOCHO IIPOAYKTUTE 3a pACTUTENIHA 3alluTa,
ChABPKALIM MUKPOOPraHU3MH, JaBaT BB3MOXKHOCT 3a I0-100bp U MO-TOYEH MOAXO0J]
IIpU OLEHKAara UM, KOATO € Bb3 OCHOBA HAa MeEXaHUW3Ma Ha JCUCTBUE U Ha
€KOJIOTUYHUTE XapaKTEPUCTUKHA Ha CbOTBETHUTE BUJAOBE U KBJIETO € NMPUIOKUMO —
Ha CbOTBETHUTE IIAMOBE MUKPOOPIraHW3MHU. T'bil KaTO TOBA JaBa BB3MOXKHOCT 3a I10-
LIeJIEHACOYEHA OLICHKA HA PUCKA, T€3U HAYYHU MO3HAHMA ciie[Ba Ja ObJaT B3ETHU IOJ
BHUMAaHHUE IIpU OLIEHKAaTa Ha PUCKOBETE, CBBP3aHU C IPOAYKTUTE 3a PACTUTEIIHA
3aIIMTa, ChABPKALN MUKPOOPTaHU3MH.

3a na ObAAT B3€TH MMOJ BHUMaHHE MO-00CTOMHO HAl-HOBUTE HAyUYHU TOCTHXKEHUS U
XapakTepHUTE OHWOJIOTMYHM CBOMCTBA HA TMPOJYKTUTE 3a pACTHUTENIHA 3alluTa,
ChABPKAIIM MHUKPOOPraHU3MHU, KAaTO ChIIEBPEMEHHO C€ 3ama3d BHCOKO HHBO Ha
3allMTa Ha 3/IpaBETO Ha XOpaTa M KMBOTHUTE W Ha OKOJHATa cpeia, € HeoOXOIUMO
CBOTBETHO J1a C€ aJaNTUPAT ChUIECTBYBALIUTE U3UCKBAHUS 32 JaHHHU.

[lenecvoOpa3Ho e na ce usmeHu yact b ot mpunoxenuero kbM Permament (EC)
Ne 284/2013, 3a na ce akTyanu3uparT M3MCKBAHUATA 33 JaHHU CIPSIMO Hal-HOBUTE
HAy4YHU JOCTHKEHHS U T€ Jla Ce aJlaliTUpaT KbM XapaKTepHUTE OMOJIOIMYHU CBOMCTBA
Ha MUKPOOPTraHU3MUTE.

B wmowmenTta 3arnaBuero Ha uyact b ot npunoxenuero kbM Permament (EC)
Ne 284/2013 ce oTHacs 10 TPOAYKTH 3a pacTUTeNHa 3alluTa, ChAbPKAIIU
MUKpPOOPTraHU3MHU, BKJIIOUUTETHO BUpycH. B uinen 3, touka 15 ot Permament (EO)
Ne 1107/2009 obaue ce naBa onpeneneHrne 3a MUKPOOPTaHU3MH U TO BKJIFOUBA BUPYCH.
Ilenecho0pa3HO € a ce BBbBE/E IMOCIEIOBATEIHOCT € WieH 3, Touka 15 oT mocodeHus
pEerJIaMeHT U CIIeI0BAaTEeTHO HE € He00X0IMMO BUPYCHTE J1a C€ IT0COYBAT OTJEITHO.

IlenecroOpa3HO € 1a ce BBBeAE OmpenelieHne 3a ,,MUKpOOEH areHT 3a Oopba ¢
BpenutenuTe, kakto e npousseneH” (,MPCA, xakto e mpou3BeleH ), Thbil KaTo ce
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(10)

(11)

(12)

(13)

M3HUCKBA HSIKOW HW3MHUTBAHUA Ja OBbJaT W3BBPIIBAHU, KaTO C€ M3IIOJI3Ba Mpoda OT
MPCA, xakTo € Mpou3BEICH, a HE aKTUBHOTO BEIECTBO WJIM APYIHTE ChCTAaBKU Ha
MPCA, kakTo € MpOHW3BEICH, CJea MPEYHCTBaHE. BCBIMHOCT MO-IEIecho0pa3Ho €
MHUKPOOPTaHU3MbBT, KAKTO € TPOU3BEACH, U CbCTaBKUTE, BKIIOUYECHU B
MPOM3BOJICTBEHATA TApPTHUJIA, KOUTO MOTAT Ja OBJAT OT 3HAYCHHE 3a OILICHKaTa Ha
pUCKa, KaTO HaNpuUMep HMAIIUTEe 3HAYEHHE 3aMbpCSABAIld MHUKPOOPTaHU3MH U
MMaIUTe 3HaYeHUEe OHEYHCTBAHUS, a c€ 0003HAYAT C €IMH U ChIIl TCPMHUH.

Beue nma 1o-HOBM HayYHH MMO3HAHUS OTHOCHO CIIOCOOHOCTTA HA MUKPOOPTaHU3MHTE
Jla TpenaBaT IeHH 3a aHTUMHUKPOOHA PE3UCTEHTHOCT Ha APYTrH MHKPOOPTaHH3MH,
KOHMTO Ca MaTOTeHHU U CE CpelaT B OKOJIHATa cpena B EBpoma, KOeTo MOTEHIMATIHO
3acsira ePEKTUBHOCTTa HA AHTUMUKPOOHHUTE CPEJICTBA, U3IIOJI3BAHN B XyMaHHATa WU
BEeTEpUHApPHATA MeIuIMHA. Te3W MO-HOBW HAYYHH TO3HAHUS JaBaT BH3MOXKHOCT 32
10-100bp U MO-TOYCH MOJIXO0]] 32 OI[CHKA Ha TOBA KOM I'€HH, KOJAUPAI aHTUMHUKPOOHA
PE3UCTEHTHOCT, € Bh3MOXKHO Ja ObJaT MpeJaJicHu Ha APYTrd MUKPOOPTAaHU3MHU U KOU
AHTUMUKPOOHH CpEACTBa Ca OT 3HAUCHHE 3a XyMaHHATa WJIM BETEPHHApPHATA
meaumnmaa. OcBeH ToBa B crparermsta Ha EC , Ot depmara mo tpamesarta“ ca
3aJI0)KCHU IIJIM, CBBpP3aHH C aHTHMUKpoOHara pe3ucTeHTHocT. [lopamu ToBa e
HEOOXOUMO JIOBITHUTEIIHO YTOUYHSBAaHE HA HW3MCKBAaHUATA 3a JaHHWTE, 33 Jla Ce
NPUJIOXKAT HAN-aKTyaJTHUTE HAyYHO-TEXHUYECKU MO3HAHUS OTHOCHO TPEIaBaHETO Ha
AHTUMHUKPOOHATA PE3UCTECHTHOCT | JIa CE JIaJIc BB3MOXKHOCT 32 M3BBPIIBAHE HA OIICHKA
Ha TOBa JAJIM AKTHBHOTO BEIIECTBO MOJXE Jla MMa BPEIHO BB3JCHCTBUE BBPXY
3IpaBETO HA YOBEKAa WM HAa J>KUBOTHUTE, KAKTO € IOCOYCHO B KPUTCPUUTE 32
onobpsiBane, yctaHoBenu B wieH 4 ot Pernament (EO) Ne 1107/2009.

CnenBa Jja ce mpeIBUIM pa3yMEH CpPOK, MPeAr W3MEHEHUTE U3UCKBAHMS 3a JaHHU Ja
CTaHaT MPWIOKHMH, 33 Ja C€ I03BOJIM Ha 3asBUTEIUTE Ja Ce MOATOTBAT 3a
M3MBJIHEHUETO HA TTIOCOYCHUTE M3UCKBAHUS.

3a 1a ce 1aze Bb3MOXKHOCT Ha JIbP)KaBUTE YWICHKH M HAa 3aMHTEPECOBAHUTE CTPAHU J1a
Ce TOITOTBAT, 32 JIa W3IBJIHIT W3MECHCHHUTE W3UCKBAHHS, € IeJIeChOOpa3HO Ja ce
OTIPECIISAT MPEXOJHN MEPKHU OTHOCHO JAaHHUTE, MOJaBaHU BbB BPb3Ka ChC 3asBICHUS
3a paspellieHue, IMOHOBSBAaHE Ha pa3pelicHHe W W3MCHEHHWE Ha paspelieHue 3a
OPOAYKTH 3a pACTUTENHA 3alluTa, ChAbPXKAIIM AaKTUBHU BEIIECTBA, KOWUTO ca
MHUKPOOPTaHU3MH, KaKTO U OTHOCHO JJAHHUTE 33 BUIOBETE MPEACTaBUTEIHA yIIOTpeda
HAa TPOAYKTU 3a pacTUTENHa 3alluTa, MOJAJeHH BBHB BpPb3Ka CHC 3asABICHHS 3a
0/100peHue, TOTHOBSIBAHE HA 0JJ00peHre WM U3MEHEHHE Ha YCJIOBUSTA 32 0JI00peHHe
Ha aKTUBHU BEIIECTBA, KOUTO Ca MUKPOOPTaHU3MHU.

MepKI/ITe, MNPECABUACHHA B HACTOAIIHA PETIIAMCHT, Ca B CbOTBETCTBUC CHC CTAHOBUIIICTO
Ha IIoCcTOSHHMSA KOMUTET IO pacTCHUATA, )KUBOTHUTEC, XPAHUTC U q)ypach/ITe,

[TPUE HACTOAIMA PETJIAMEHT:

Ynen 1
HN3menenust Ha Pernament (EC) Ne 284/2013

[Tpunoxenuero kpM Permament (EC) Ne 284/2013 ce uzMeHs, KakTo cieaBa:

a)
6)

BBBCIACHUCTO CC 3aMCHA C TCKCTA HAa IIPUIIOKCHHUC I xpM HACTOAIINA PECTrIIaMCHT.

HpI/IJ'IO)KCHI/IC b ce 3amens ¢ TekcTa Ha MMPUIIOKCHUC II xpM HacTOAIIHUA PCrIIaMCHT.
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Ynen 2
IIpexoaHu MepKH MO OTHOIIEHHE HA HAKOW NMPOLeAYPU OTHOCHO MPOAYKTHTE 32
PacTUTEIHA 3a1IUTA, ChAbPKAIIM AKTHBHH BellleCTBA, KOMTO €A MUKPOOPTraHU3MH

1. 3asBUTENNTE I0AABAaT JAaHHU BbB BpPb3KA CbC 3asABICHUATA 3a M3JaBaHE Ha
paspelieHre Ha IPOAYKTH 3a PacTUTENIHA 3alluTa 1o cmuchbia Ha Permament (EO)
Ne 1107/2009, cbabpxkamu TMOHE €OHO AaKTUBHO  BEIIECTBO, KOETO €
MHUKPOOPIaHU3bM, B CbOTBETCTBUE ¢ YacT b oT npunoxenuero kbM Pernament (EC)
Ne 284/2013 BbB BHIa My IIPEIH H3MEHEHUETO MY C HACTOSIIHUS PETJIAMEHT, B HAKOH
OT CIIEZIHUTE CITy4au:

a)  3asABJICHHETO 3a U3[]JaBaHE HA pa3pelleHue € MojaaeHo 1o... [1o Cayxbara 3a
myOJIMKAallMU: MOJIS, BbBEJETE JlaTa = 2 TOJMHHU W 2 Mecela Clie] JAarata Ha
BIIM3aHE B CHJIa HA HACTOSIINS PETIIAMEHT];

0) JocueraTa 3a BCHYKM AaKTHUBHHU BEIIECTBA, CHIbpPXKAIIM CE B CHOTBETHHS
INPOAYKT 3a pacTUTENHa 3allUTa, ca MOAaJCHH B ChOTBETCTBHE ¢ PerimameHT
(EC) Ne283/2013 BBB BHAA My NIpeau M3MEHEHHETO My ¢ Permament XXX*
[mo CmyxOara 3a myOJHMKanuu: MOJIS, BbBEIETE HOMEpa Ha pErjiaMeHTa Ha
Komucusra 3a usmenenue Ha Permament (EC) Ne 283/2013 u Genmexxka 1o
JIMHUA ¢ Ipenparka KkeM Hero |Ha Komucusra.

2. Upes peporamus ot maparpad 1, cuutano ot [0 Ciyxbara 3a myOauKamum: MoJis,
BBbBEJETE JlaTa = 2 Mecela cjeja JaraTa Ha BJIU3aHE B CHJIa Ha HaCTOSILUA
perjaMeHT| 3asBUTENUTE MoraT Ja u30epar ga mojafar JaHHU B ChOTBETCTBHUE C
gact b ot npunoxennero kM Permament (EC) Ne 284/2013, nu3MeHeH ¢ HACTOSIIIUS
periJameHt.

3. Koraro 3asBurenute u3depaT BB3MOXKHOCTTA, IpeaBHJIeHA B maparpadp 2, Te
oTOensA3BaT TO3U CBOM M300p B mucMeHa ¢opMma IpU MOAABAHE HAa ChOTBETHOTO
3asgBieHue. To3u U300p € HEOTMEHAEM 3a CbOTBETHATA IIPOLIELypa.

Ynen 3
IIpexoHU MepPKH 1O OTHOIIIEHHE HA HAKOU NMPOLEAYPH OTHOCHO AKTUBHHUTE BellleCTBA,
KOHUTO Ca MUKPOOPTraHU3MHU M KOUTO Ce ChAbPKAT B NPOAYKTH 32 PACTUTEIHA 3alIUTA -

Pernament (EC) Ne 284/2013 BbB BUJa My NpeAr U3MEHEHHUETO MY C HAaCTOSIINS PErJIaMEHT
IpoAbJDKaBa Ja c€ Ipwiara MO0 OTHOLUIEHWE Ha [JaHHUTE, W3HCKBAaHU 3a IIOHE €]Ha
IpeJCTaBUTENIHA yNnoTpeba Ha MPOAYKT 3a PACTUTEIHA 3alUTa, MOAAACHHM IMpead ... [J10
CayxOaTta 3a myOnMKalMu: MOJIsi, BbBEJIETE JAaTa = 8 Mecella ciejl laTaTa Ha BIIM3aHe B CUIa
Ha HACTOSIIIMS perjamMeHT|, 3a Aa ObJaT U3NBJIHEHU M3UCKBAHUATA HA HSAKOS OT CIEIHUTE
pasmnopenou:

a) uieH §, maparpad 1, Oyka a) ot Pernmament (EO) Ne 1107/2009;
0) yned 7, maparpad 1, 6yksa B) or Pernament 3a usnbianenue (EC) Ne 844/2012 na
Komucusra’;

Pernament na Komucusra .... (OB L..., ctp. ...).

Pernamenr 3a m3nmbiaeHue (EC) Ne 844/2012 na Komucusra ot 18 cenremspu 2012 1. 3a omnpenensHe
Ha pasnopendute, HEOOXOIMMH 3a U3MBIHEHUETO HA MPOIeIypaTa 10 MOJHOBSIBAaHE [0 OTHOIICHHE Ha
aKTHUBHHTE BemlecTBa B choTBeTCTBHE ¢ Permament (EO) Ne 1107/2009 na EBpomeiickus napinaMeHT u
Ha CpBeTa OTHOCHO TYCKaHETO Ha TMazapa Ha MNPOAYKTH 3a pacturenHa 3ammra (OB L 252,
19.9.2012 r., cTp. 26).
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B) Unen 6, maparpad 2, 6ykBa B) oT Permament 3a usnbiaHenue (EC) 2020/1740 na
Komucusra®.

Ynen 4
Bauszane B cuiia ¥ npuJiarase

HacTosmusT perinaMeHT Bin3a B CUJIa Ha JABa/IeCeTUs JeH clie]] IeHs Ha MyOJuKyBaHETO MYy B
Oguyuanen secmnuk na Esponetickus cvio3.

Toii ce mpunara ot ... [10 Ciyx0ara 3a myOauKamuu: MOJs, BbBEACTE JaTa = 2 Mecera Cie/l
JaTaTa Ha BJIIM3aHE B CHJIa HA HACTOSIUS PETrJIaMEHT].

HacrosmusT periaamMenT e 3abJKUTENEH B CBOATA LSJIOCT U C€ Mpuiara mpsko B IbpiKaBUTE
YJIEHKHU B ChOTBETCTBUE C [[oroBopure.

CobcraBeHo B bprokcen Ha | ... ] roauHa.

3a Komucuama
IIpeoceoamen
Ursula VON DER LEYEN

6 Pernamenr 3a nsnbanenue (EC) 2020/1740 na Komucusta ot 20 HoemBpu 2020 r. 3a onpenensiHe Ha
pasmopendure, HEOOXOAMMH 3a HW3MBIHEHWETO Ha TPOIEAypaTa IO MOJHOBSBAaHE HA AKTUBHUTE
BemiecTBa B cboTBeTcTBHE C Permament (EO) Ne 1107/2009 na EBpomneiickus mapmament u Ha ChbBeTa,
u 3a oTMsHa Ha Permamenrt 3a m3menaenue (EC) Ne 844/2012 na Komucusra (OB L 392, 23.11.2020 r.,
ctp. 20).
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NMPUOAPYXWUTEITHO MNCMO

OT: EBponerickaTta komucus

[aTta Ha nonyyaBaHe: 10 man 2022 r.

[o: "eHepanHusa cekpetapuat Ha CbBeTa

Ne gok. Kom.: D075646/05 ANNEXE

OTHOCHO: PEIMMAMEHT (EC) .../... HA KOMUCUATA ot XXX roguHa 3a

nameHeHue Ha npunoxenus Il n lll kem PernamenTt (EO) Ne 396/2005 Ha
EBponenickusa napnameHT n Ha CbBeTa No OTHOLLEHNE Ha MakCUManHo
AOMyCTUMUTE rpaHMLM Ha OCTaTbyHW BeLecTBa OT dorlyopuaeH NOH,
oKkcudpnyopdeH, NMpokcynam, XuHMmepak n cyndypun gpnyopua BbB
UNu BbPXY onpenerneHn NnpoayKTu

[TpunoxeHo ce usmnpaiia Ha aeneranuute 1okymeHT D075646/05 ANNEXE.

[Tpunoxenue: D075646/05 ANNEXE

9078/22 ADD 1 tg
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SANTE/10218/2021
D075646/05
BG

IMPUJIOKEHUE

[Mpunoxenus II u 111 xbMm Pernament (EO) Ne 396/2005 ce u3meHsIT, KakTo CleBa:

1) B nipusnioxkenue Il ce mo6aBsT cieqauTe KOJIOHU 3a (hIyopHieH oH, okcudiyopdeH,
MUPOKCYJIaM, XHHMEPaK U cyadypui Giayopu:

[Ho Cnyxcoama 3a nybauxayuu: Mojs, 8MbKHeme KOJIOHUmMe om mabauyama 6
npunodicenue I1j;

2) B mnpwioxenue [II, wact A xomonute 3a dayopunen #HoH, okcudiyopdes,
MUPOKCYJIaM, XHHMEpaK U cyadypui Gayopus ce 3anvaBar.
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[o: "eHepanHusa cekpetapuat Ha CbBeTa
Ne nok. Kom.: D076408/05 ANNEXES 1 to 2
OTHOCHO: MPUNOXEHUA kbm PEIMAMEHT (EC) .../... HA KOMUCUATA 3a

nameHeHne Ha PernameHT (EC) Ne 284/2013 no oTHOLWweEHME Ha
MHpopmaumsTa, KosaTo TpsbBa fa ce npeoCcTaBs 3a NPOAYKTUTE 3a
pacTuTenHa sawuTa, 1 Ha crneynanHuTe N3NCKBaHUS 3a JaHHU 3a
NPOAYKTW 3a pacTUTeNHa 3almTa, CbAbpXKallyM MUKPOOPraHM3mm

[Tpunoxeno ce usnpaiia Ha generanunte 1okymeHT D076408/05 ANNEXES 1 to 2.

[Tpunoxenue: D076408/05 ANNEXES 1 to 2
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EBPOMEWNCKA
KOMUCUA

bprokcen, XXX T.
SANTE/12042/2020 ANNEX Rev. 2
(POOL/E4/2020/12042/12042R2-EN
ANNEX.docx)

D076408/05

[...](2022) XXX draft

ANNEXES 1 to 2

HHPUIIOXKXEHUA

KbM
PET'JIAMEHT (EC) .../.... HA KOMUCHSATA

3a n3Mmenenue Ha Perinament (EC) Ne 284/2013 no oTHomenne Ha nHpopManusita, KOSITO
TPsA0Ba 1a ce NPeJOCTABS 32 MPOAYKTUTE 32 PACTUTEHA 3alIUTA, U HA CHIeHNATHUTE
U3UCKBAHMS 32 JaHHM 32 MPOJYKTH 32 PACTUTEIHA 3a1IUTA, ChAbPHKALIU
MHUKPOOPraHU3MHU
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I.1.

1.2.

1.3.

1.4.

IHPUJIOXKEHMUE 1

,,BbBelIcHNE

HNudopmanus, kosiTo TPsiOBA 1a ce NMPeI0CTABU, NOJYYABAHE U MPEACTABSHE HA

uHopManusaTa
3a LeauTe Ha HACTOALOTO MPUJIOKEHHUE CE IPUIIAraT CIEIHUTE ONPENCICHMS:

1) ,,cTa0MJIHOCT NpHM CbXpaHeHHe“ O03HAaYaBa CIIOCOOHOCTTA HA JAJCH MPOIYKT
3a pacTUTeNHa 3allluTa Ja [OAXbpXKAa I'bPBOHAYAIHUTE CBOMCTBA U
OIIPEIECNICHOTO ChIAbpPXKAHUE [0 BpEeME Ha IepHoJa Ha CbXpaHEHHUE IIpuU
YCTAHOBEHHU YCJIOBUS HAa CbXPAHEHHUE;

2) ,,e(eKTHMBHOCT* 03HaYaBa CIOCOOHOCTTA Ha MPOJYKTa 32 PACTUTEIIHA 3aIUTa
Jla OKa3Ba IOJIOKUTEITHO BH3/ICHCTBHE MO OTHOIICHWE Ha JKeJIaHaTa JEHHOCT
110 PacTUTEIHA 3aIUTa;

3) ,epuxacHOCT* O03HAYaBa MspKa MO OTHOIICHUE HA ISJIOCTHOTO BB3JCHUCTBUE
OT MPUJIAraHETO Ha MPOIYKT 33 pACTUTEIHA 3alllUTa BbPXY CEJICKOCTOIAHCKATa
CHUCTEMa, B KOATO TOW C€ H3MoJ3Ba (T.€. KOETO BKJIIOUYBA IIOJIOKHTEIIHO
BB3/ICHCTBHME OT TPETHUPAHETO MPH H3BBPIIBAHE HA JKeJaHaTa JEUWHOCT IO
pacTuUTeNHA 3alllUTa W OTPHIATCIIHO BB3JACHCTBHE KAaTO pa3BUTHE Ha
PE3UCTEHTHOCT, (PUTOTOKCUYHOCT WJIM HaMaJIIBaHE Ha JOOWBA MO OTHOIICHHE
Ha Ka4eCTBOTO WJIM KOJIMYECTBOTO);

4) »HMAIll0 3HAYCHUC OHeYMCTBaHe* O3HayaBa XHMHYHO OHCYUCTBAHEC, KOCTO
Imopaxxjia omnacCHus 3a 3APaBCTO HAa YOBCKA, 3ApPaBC€TO HA KUBOTHHUTC WJIKM 34
OKOJIHaTa Cpcaa,

5) ,,TOKCH‘!HOCT“ O3Ha4YaBa CTCIICHTA HA HApPAaHiABAHC MWW YBPCKIAAHEC B
opranusma, IpUINMHCHU OT TOKCHUH WJIM TOKCHUYHO BECIICCTBO,

6) ,,TOKCI/IH“ O3Ha4aBa BCIICCTBO, KOCTO CC INPOU3BEIKAA B KUBH KICTKH HUJIU
Oprainu3Mu U € B CbCTOAHHUEC J1a IPUYUHU HapaHABAHC WM YBPCKIAHC HA KUB
OpraHu3bM.

[IpenocraBenata nHpopmalus oTroBapsi Ha U3UCKBAHUATA, IOCOUYECHU B TOUKHU 1.1—
1.15.

WNupopmanuara e gocraTbyHa, 3a Ja C€ OLEHAT €(PUKACHOCTTa M IPEIBUIUMHUTE
PHUCKOBE B HEMOCPEACTBEHO WM IMO-JAIEYHO ObJelle, KOUTO Ouxa MPOU3TEKIH OT
ynortpebara Ha MPOJYKTa 3a PAaCTUTEIHA 3alUTA 32 XOpaTa, B TOBA YUCIIO YI3BUMUTE
IpyIH, 32 XUBOTHUTE M OKOJIHATAa Cpe/ia, U ChIbpXka Hal-Malko MHpopManusara u
pE3YATATUTE OT U3CIIEIBAHUATA, IOCOUEHH B HACTOSILOTO IPUIIOKEHHE.

BrxmouBa ce BcskakBa WH(pOpMalMs, BKJIIOYUTETHO HW3BECTHH JIaHHH, 3a
MIOTEHIIMATHO BPEJHO BB3JCUCTBHME HA INMPOAYKTAa 3a PACTUTENIHA 3aIUTa BBPXY
3paBETO HA YOBEKA U JKMUBOTHUTE U BBPXY MOJ3EMHUTE BOJAU, KAKTO U IIO3HATO U
OYaKBaHO KyMYJIaTUBHO U CHHEPTMYHO BB3/ICUCTBHE.

BxmrouBa ce BceskakBa HH(pOpMAIMS, BKIIOYUTENIHO W3BECTHM JaHHU, 34
MOTEHITMATHO HEMPHUEMIIMBO BB3JICHCTBUE HA NPOJYKTAa 3a PACTHTENIHA 3alluTa
BBpXY OKOJIHATa Cpefa, PACTEHUAITA U PACTUTEITHUTE MPOAYKTU, KAKTO U U3BECTHOTO
Y OYaKBAHOTO KyMYJATUBHO U CHHEPTUYHO BB3/ICHCTBHE.

I/IH(I)OpMaL[I/IﬂTa BKJIFOYBa BCHYKH 3HAYUMH J[aHHU OT HJOCTHBIIHATA PCLUCH3UpAaHaA
HaydHa JTUTEparypa OTHOCHO aKTUBHOTO BCIICCTBO, MMAIlX 3HAYCHUC MeTa6OJ'II/ITI/I,





BG

L.5.

1.6.

1.7.

1.8.

1.9.

1.10.

1.12.

KOrarto € 1Lejecho0pa3Ho, MPOIYKTUTE OT pa3rpa)kAaHe WIM peakius U MPOIyKTUTE
3a pacTUTEIHA 3allUTa, KOUTO ChAbPKAT AKTUBHOTO BEIIECTBO, U CBBP3aHU ChC
CTpaHW4YHHUTE e(DEeKTH BbPXY 37paBETO Ha XOpaTa U Ha )KUBOTHHUTE, OKOJIHATA Cpe/ia U
HenpunenHute Buaose. [Ipenocrass ce 00001IeHNE HA TOCOYEHUTE JAaHHU.

HH(bOpMaL[I/IHTa BKJIIOYBAa MW IIBJIICH H 663HpI/ICTpaCTeH AOKJIaa 3a HM3BBPUICHUTE
H3CJICABAHMS, KAKTO U TAXHOTO U34YCPHATCIHO OIMMMUCAHUC. TakaBa I/IH(bOpMaLII/ISI HEC CC
HU3UCKBA, KOraTo € rnp€acraB€Ha O6OCHOBKa, OT KOsATO € BUIHO, Y€

a)  Td HE € HeoOXOAMMa Mopaay €CTeCTBOTO HA MPOJYKTa 3a PACTHTEIIHA 3alIUTa
WIH TIPEIBUICHUTE 3a HEro BHUJOBE ymorpeba, WJIM HE € HEeoOXoauma OT
Hay4dHa IJicaHa ToO4Ka; 1Ujin

0) He ¢ BB3MOXHO MHpOpManuATa aa ObJe IMPEeIoCTaBeHa MOPaaAd TEXHUYECKU
MIPUYUHHU.

Koraro e I_[eJ'IeC'bO6paSHO, I/IH(l)OpMaLII/IHTa CC€ HU3roTBiA, KaTO CC€ U3II0JI3BAT METOAUTEC
3a U3IIUMTBAHC, BKIIIOUCHHU B IIOCOUYCHHSA B TOYKA 6 CIIHCBK.

[lpu sumca Ha MOAXOMAIIM HACOKH 3a HM3MHUTBAHE, OQHIMAIHO YTBBPACHU Ha
MEKYHAPOAHO WM HAI[MOHAIHO PABHHIIE, CE M3MOJI3BAT HACOKUTE 3a W3IUTBAHE,
[IPHETH OT KOMIICTEHTHHS OpraH. BCHYKHM OTKIIOHEHHUS OT HACOKUTE 3a U3IUTBAHMATA
ce omMcBaT ¥ 000CHOBABAT.

HH(bOpMaHHHTa BKJIIOYBA H3YCPIIATCIIHO OINIMCAHMC Ha HUIIOJI3BAHUTC MCETOOAH 3a
MU3IIUTBAHC.

Koraro e nenecho0pazHo, MHPOPMAIMATA CE U3TOTBS B ChOTBETCTBUE C JIUpeKTHBA
2010/63/EC na Esponeiickus napaament u Ha ChBera'.

I/IH(bOpMaI_[I/IHTa BKJIIOYBa CIIMCBK Ha KpaﬁHHTe TOYKH 3a IMPOAYKTA 3a paCTHUTCIIHA
3aluTra, KoraTto € IIGJIGCT)O6pa3HO.

Nudopmanusara BKIOYBA NpEUIOKEHATa KilacupUKalMsg W eTUKeTHpaHe Ha
MIPOJYKTa 3a pacTUTENHA 3amuTa B choTBeTcTBUE ¢ Permament (EO) Ne 1272/2008
na Epponeiickus napnament u Ha ChBeTa’, KOrato € 11e1echo0pasHo.

[To orHomieHWe Ha KOMDOPMYJIIAHTUTE KOMIIETCHTHHTE OpraHW MOTraT 3a H3HCKaT
unpopmanusara, npeasuaeHa B Permament (EC) Ne 283/2013 na Komucusita’. [Ipeau
Ja TIOMCKAT J1a OBJAT W3BBPIICHU JOMBIHUTEIHU HW3CICIABAHMS, KOMIICTCHTHUTE
OpraHH OILICHSBAT BCHYKH HAJIWYHU CBEJCHHS, MPEJOCTaBEHH B CHOTBETCTBUE C
IpyTo 3aKkoHOoAaTecTBO Ha Chio3a.

HH(bOpMaHHHTa, npeaocCraBcHa 3a NpPOAYKTa 3a paCTUTCIIHA 3amuTra, H
I/IH(i)OpMaIII/IﬂTa, nmpeaocCTaBcHa 3a aKTUBHOTO BCIICCTBO, € JOCTATh4HA, 3a Aa:

a) ce B3eMe pellleHre Jalli MPOIYKTHT 32 paCTUTENIHA 3alluTa Aa ObAe pa3pelieH,
WU HE;

Hupextusa 2010/63/EC na EBponeiickus nmapaamenT u Ha CpBera oT 22 centemBpu 2010 r. oTHOCHO
3amuTaTa Ha )KUBOTHUTE, M3M0J3BaHu 3a HayuHu 1ienm (OB L 276, 20.10.2010 r., ctp. 33).

Pernmament (EO) Ne 1272/2008 na EBpomeiickus mapiameHnT u Ha CebBera oT 16 mekemBpu 2008 T.
OTHOCHO KJacH(HUIPAHETO, CTUKETUPAHETO M OIIAKOBAHETO Ha BEIIECTBA M CMECH, 32 M3MEHEHHE H 3a
otMmsiHa Ha aupektuBu 67/548/EVO u 1999/45/EO u 3a u3menenne Ha Permament (EO) Ne 1907/2006
(OB L 353,31.12.2008 r., cTp. 1).

Pernament (EC) Ne 283/2013 na Komucusra ot 1 mapr 2013 r. 3a ycTaHOBsSIBaHE HAa M3MCKBAaHMATA 32
JAHHU 32 aKTHBHHU BemlecTBa B choTBeTcTBHE ¢ Permament (EO) Ne 1107/2009 na Epormefickus
napiaaMeHT ¥ Ha CbBeTa OTHOCHO ITyCKAaHETO Ha Ma3apa Ha MpOAYKTH 3a pacturenHa 3amura (OB L 93,
3.4.2013 ., ctp. 1).
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1.13.

1.14.

6)

ce MocoyaT yCJIOBHUSITAa WM OrpaHUMYEHHUATA, C KOUTO TpsiOBa Ja ce OOBBpKE
BCSAKO pa3pellEHUE;

CC IO3BOJIM HU3BBPIIBAHETO Ha OIICHKA Ha PHCKOBETEC B KPAaTKOCPOUCH H
ABJITOCPOYCH IIJIaH 3a HCOPULCIHUTC BHUAOBC, IOITyJIalluH, C’bO6H.[CCTBa u
IIponecu;

Ce OIpEeACsIT ChOTBETHUTE MEPKU 32 I'bpBa MOMOII, KAaKTO M TOIXOISIIH
JIMarHOCTUYHH U TEPAIleBTHYHH MEPKH, KOUTO JIa ce MpeaIpueMaT B Cirydail Ha
OTpaBsiHE HA XOPa;

Ce TMO3BOJIM OIlEHKAa Ha pPHUCKa 1O OTHOIIEHHWE Ha OcTpaTa M XpOHWYHATA
EKCIIO3UIUsl Ha TOTPEOUTENTUTE, B TOBAa YHMCIO, KOTAaTO € IeIechoOpasHo,
OIICHKA Ha KYMYJIATUBHHUS PHUCK, IPOU3THYAI OT CKCIIO3UIIUITA HA TIOBEYE OT
€JIHO aKTHMBHO BEIIECTBO;

Ce IO3BOJIM OLIEHKAa Ha OCTpaTa M XPOHHUYHATA EKCIIO3ULMs Ha OIEeparopH,
pabOTHUIM, S>KUTSIIM W CIyJalHW JUIa, B TOBAa 4YHUCIIO, KOTaTo €
1enecr00pa3Ho, KymyjaTHBHATa E€KCHO3MUIMS Ha TOBeYe OT €AHO aKTHBHO
BEIIECTBO;

ce JaJie Bb3MOXKHOCT J1a CE€ HAlpaBU OLIEHKA OTHOCHO €CTECTBOTO U CTEIIEHTA
Ha PHCKOBETE 3a YOBEKA, >XUBOTHHUTC (BUIOBETE, KOWTO OOMYAWHO ce
OTIJICKIAT OT YOBEKAa, WM XKUBOTHUTE, OTIVIEKIAHU 3a IPOU3BOACTBO Ha
XpaHW) M Ha PUCKOBETE 3a OCTAHAIUTE HEMPHIICIHU BUIOBE TPbOHAYHU
YKUBOTHU;

CC INpcABUANU PASHPCACICHUECTO, ChIICCTBYBAHCTO U IMOBCACHHUETO B OKOJIHATa
cpeaa, KaKTO U IMPOTHYaHCTO UM BbB BPCMCETO,

CC OIpCACIAT HCIPULCIHUTC BUIAOBC H IIOIIyJallUH, 3a KOWUTO CHUICCTBYBA
PHUCK OT IOTCHOHAJIHA CKCIIO3UIIUS;

CC MO3BOJIM M3BHPHIBAHCTO Ha OICHKAa Ha BB3JACHCTBUETO Ha ImpoayKTa 3a
PaCTUTECIIHA 3alllTa BbPXY HCIIPULCITIHUTC BUIOBE;

Ce ONpeaenaT MepKUTe, HEOOXOJUMH 3a HaMalsiBaHe 10 MHUHHUMYM Ha
3aMBbPCSABAHETO HA OKOJIHATA CPENA U HA BB3JACHCTBUETO BbPXY HENPULIETHUTE
BUJIOBE;

ce Kkiacupuuupa MNPOAYKTHT 3a pACTUTENHA 3alllUTa B 3aBUCUMOCT OT
CBBbp3aHara ¢ Hero onacHoct B cboTBeTcTBUE ¢ Pernament (EO) Ne 1272/2008;

Cce OIpPEACIIAT IMUKTOI'PpaMHTE, CUTHAJIHUTC AyMHU u CbOTBCTHHUTC
npeaAynpeKACHUA 3a OIIACHOCT W MNPCIOPBKH 3a 0e30macHOCT 3a 3alguTa Ha
3ApPAaBCTO HA YOBCKA, HCTIPHUILICIIHUTEC BUAOBC U OKOJIHATA Cpcaa, KOUTO CIICABA
Ja C€ U3IOJI3BAaT 3a HCJIIUTC HaA CTUKCTUPAHETO,

Koraro e nenecro0pa3Ho, ce pa3paboTBaT M3MUTBAHUSA M JAaHHUTE C€ aHAIU3UPAT
IIOCPEJICTBOM IiesiechoOpa3Hu cTatucThuuecku Mertoau. [Ipenocrass ce nadopmarus
32 M3MOJI3BaHUTE CTATUCTUYECKH METO/IHM 110 MPO3PAYEH HAUMH.

N3uncnsaBaHeTo Ha €KCIO3HIIMATA C€ OCHOBABAa HA HAYYHU METOH, KOUTO ca TIPUETH
ot EBpomeiickus opran 3a 6e3omacHocT Ha xpanute (,,OpraHa“), koraro TakMpa ca
HaIU4YHU. VM31013BaHeTO Ha JOMBIHUTEIHN METOAHU ce 00OCHOBABA.
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1.15.

3.2.

3a BCeKU pa3jie] OT HACTOAIIOTO MPUIIOKEHHUE Ce MPeAocTaBsi 00001IeHe Ha BCUUKH
naHHW, WH(QOpMAamus W W3rOTBEHUW OICHKHM. B HEro ce BKIOYBA MOAPOOHA H
KpUTHYHA OIICHKA B ChOTBETCTBUE ¢ WieH 4 ot Permament (EO) Ne 1107/2009.

I/ISI/ICKBaHI/ISITa, IIOCOYCHU B HACTOAIIOTO IIPUIIOXKCHUC, JAaBaT IpCACTaBa 3a
MHUHUMAJTHOTO KOJIHMYECTBO JaHHH, KOUTO CE€ IPEAOCTABAT. Z["bp}l(aBI/ITe YIJICHKHU
Moratr Jga OonpcacjaAT AONBIHUTCIHA H3WMCKBAHMA Ha HAIMOHAJIHO paBHHUIIC 3a
HaMHpaHC Ha pPEIICHHA 3a KOHKPCTHHU O6CTOHTCHCTB3, KOHKPETHHU CHCHApHUH Ha
CKCIIO3MIHA U KOHKPCTHHU MOJICIIN Ha YHOTp€6a, pa3jindHu OT TE3U, KOUTO Ca B3CTHU
10l BHHUMAHUC IIpHU 0,[[06peHI/I€. 3asgBUTENAT 06mea CliIcouaJJHO BHUMAHHUE Ha
CKOJIOTUYHHUTC, KIIMMAaTUYHUTC U arpOHOMHYCCKUTC YCIIOBUA, KOraTO CC MOATOTBAT
HU3IMNTBaAHWs, KOHUTO IIOLJICKAT Ha O,I[O6peHI/Ie OT ObpiKaBaTa 4YJICHKA, B KOATO €
nmoaaacHoO 3asaBJICHUCTO.

Jobpa nadoparopna npaktuka (IJIII)

M3nuTBaHusTa M aHaIU3UTE C€ U3BBPIIBAT B CHOTBETCTBUE C MPHUHIUIIUTE,
ycranosenu B Jlupextuna 2004/10/EO ua Epponeiickus mapnament u Ha ChBera®,
KOraTo M3IMUTBAHETO CE M3BBPIIBA C 1I€J IOJyYyaBaHE HA JaHHM 3a CBOMCTBA WM 3a
0€30MacHOCTTa MO OTHOIIEHHE HA 3/IPaBETO HA YOBEKAa WJIM HA XUBOTHHUTE WIIH

OKOJIHaTa cpcaa.

Upes peporanus OT Touka 3.1 M3NUTBAHUATA U aHAIM3UTE, HM3UCKBAaHU CHIJIACHO YacT
A, paznen 6 u yact b, pazmen 6, morar na ce u3BbpHIBAT OT O(QULHUAIHU WIH
opUIMATHO TPHU3HATH CTPYKTYpU 32 W3NUTBAHHA WIM OpraHU3alUH, KOUTO
OTTOoBapAT Hal-MaJKo Ha CIICAHUTC N3UCKBAHUA:

a) UMarT Ha PAa3MOJIOKEHUE JIOCTAThUCH IO YHCICHOCT HAyYeH W TEXHUYECKU
MEePCOHAJ ¢ HE0OX0AUMOTO 00pa30BaHNE, MPAKTHYECKO 00yUEHHE, TEXHUUECKU
MIO3HAHMA ¥ OITUT 32 U3IIBIHEHUETO Ha BB3JI0KEHUTE UM (QYHKIIHH;

0) WMar Ha Pa3MOJOKEHHE MOIXOISII0 000pY/ABaHE, KAKBOTO € HEOOXOIUMO 3a
MIPaBUIHOTO M3BBPIIBAHE HA U3MMTBAHUATA U U3MEPBAHUATA, KOUTO 3asBSBAT,
4ye ca KOMIIETEHTHH Jla W3BBPINBAT; TOBa OOOPYABaHE € MOIBPKAHO II0
MOJXOASI] HAYMH M KOTaTO € YMECTHO — € KaJUOpHpaHO Npeau MycKaHe B
JIeiCTBUE U CJIE]] TOBA IIPH CIIa3BaHe Ha MpOrpamMa, MpHeTa 3a Ta3H e,

B)  HMMAaT Ha pa3MoJIOKEHUE MOJXOANIM ONUTHU T0JIeTa U KOTraTo € He00X0AuMo,
KYJITUBALIUOHHU CHOPBHKEHUS, PUTOKAMEPU WJIM MOMEIIEHUS 32 CKIIaJUPAHE;
rapaHTupar, 4e cpenara, B KOSTO C€ U3BbPIIBAT M3IHUTBAHUATA, HE
NPEANOCTaBs  HEBAIMAHOCT  HA  pe3yJdTaTuTe, HUTO  BB3JACHUCTBA
HeOJaronpusATHO Ha U3UCKBAaHATa TOYHOCT HA U3MEPBAHUATA;

I)  OCUTypsBaT Ha Ielus ChOTBETEH IMEPCOHAJ BCHUUKM PabOTHH MpOLENypH U
IIPOTOKOJIU, U3IIOI3BAHU IIPU UM TBAHUATA;

)  KOraTo KOMIIETEHTHMST OpraH I'o M3UCKBa, [IPEIX 3all0YBAHETO Ha M3MUTBaHE
ocurypsBat HMH(opMamus 3a MIACTOTO Ha H3MHUTBAHETO U 3a W3MUTBAHUTE
IIPOAYKTH 3a pacTUTEIIHA 3allUTa;

€)  Ch3JaBaT YCJIOBUs KAaueCTBOTO Ha W3BbBpIIBaHATa paboTa Ja ChOTBETCTBA Ha
HEWHUsI BU, 00XBaT, 00EM U MpeTHa3HAUYCHHE;

Hupextusa 2004/10/EO na EBponelickus napiament u Ha CbBera oT 11 ¢eBpyapu 2004 r. oTHOCHO
XapMOHM3UpaHEe HA 3aKOHOBMTE, I10J3aKOHOBUTE W aJMHHHUCTPATUBHHUTE pa3nopendH, CBbP3aHU C
NpWIAaraHeTo Ha NPUHLOMINTE Ha JoOpa JiabopaTopHa MpakTHKa M BEPU(UIMPAHETO Ha TAXHOTO
IpuIaraHe npy M3MUTBaHus Ha xumudecku BeuiectBa (OB L 50, 20.2.2004 1., cTp. 44).
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3.3.

3.4.

4.2.

4.3

)  3amUCBaT U ChbXPAHSABAT BCHUKU HAOIIOACHUS, HM3UYMCIICHUS U TIOTYYCHH JIaHHH,
OPOTOKOJIM 3a KajauOpupaHe, KaKTO M OKOHYATCJIIHUS MPOTOKOJ 32
M3IUTBAHETO, 33 MEPHUOJIa, MPe3 KONTO MPOMYKTHT 3a PACTHUTEIHA 3alUTa €
pa3pellieH B IbpKaBa WICHKA.

OdunuanHo nNpu3HATUTE CTPYKTYpH M OpraHU3allMy 3a U3MUTBAHUSA U KOTaTo ce
M3HUCKBA OT KOMIIETCHTHUTE OPTaHU — O(PUIIMATHUTE CTPYKTYPH U OpTaHU3AIIH:

a) OTYMTAT TMpeJ CHOTBETHUSA HAIMOHAJIEH OpraH Ipuiata uHGOpMaIus,
HeoOxXomuMa Jla TMOKaKaT, Y€ MOTrarT Ja yIOBJICTBOPIT H3UCKBAHUSATA,
NpEIBUACHU IO TOYKa 3.2,

0)  TO3BOJSBAT IO BCSKO BpEME MPOBEXKAAHETO HA WHCIEKIMUTE, KOUTO BCAKA
Ibp’KaBa 4YICHKAa PEJIOBHO OPraHMW3Upa HAa CBOS TEPUTOpHS C Il Ja ce
IIPOBEPU CHOTBETCTBUETO C U3UCKBAHETO 110 TOYKA 3.2.

Upes neporarus ot Touka 3.1:

a) 3a AaKTUBHM BEUIECTBA, KOWUTO Ca MMKPOOPraHM3MH, W3NUTBAHUATA W
aHAJIM3UTE, KOUTO CE MPaBsT € LeJI [I0JydaBaHe Ha IaHHU 3a TEXHUTE CBOWCTBA
1 0€30MacHOCT 10 OTHOIIEHUE Ha aCHEKTH, Pa3IMYHU OT 3/[PaBETO Ha YOBEKa,
MoOraT J1a ce U3BbpUIBAT OT OQUIMATHU WIKM 0QUIHATHO PU3HATU CTPYKTYpHU
32 UWBMWTBAaHHWS WM OpPraHM3alldd, KOWUTO OTTOBapsT Hal-MalkO Ha
M3UCKBaHMATA MO TOUKH 3.2 1 3.3.

06) UscnepBanwsi, W3BBPIICHW NPEIU IMPWIATAHETO HA HACTOSIIUS PETIAMEHT,
Makap ¥ J1a He OTrOBapsAT HambiaHO ¢ npuHuunure Ha JIJII unm ¢ HacrosmuTe
METOAM Ha W3IUTBAHE, CE€ pPa3MVIeKIaT 3a LEJUTEe Ha OLEHKATa, ako ca
U3BBPIIEHH B CBOTBETCTBUE C NPHU3HATH MEXKAYHAPOJHM HACOKH 3a
M3NUTBAaHUSA, KOUTO Ca HAJIMYHM KbM MOMEHTAa Ha W3BBpIIBAHE Ha
W3CNeBaHMATa, W/WIM HAy4yHO BalUJAHH, C KOETO ce I[peMaxBa
HEOOXOMMOCTTa TTOBTOPHO JIa C€ M3BBPIIBAT U3MUTBAHUS BHPXY KUBOTHHU,
MO-CHEIMAIHO 10 OTHOUIEHWE Ha KAHIIEPOI€HHOCTTa M TOKCHYHOCTTa 3a
penponykuuara. Tasu neporanus ce mpuiiara 1no-ClennuagIHo 3a U3CIeABaHUsA C
rpbOHAYHU BUIOBE KUBOTHH.

MaTepnaﬂ 3a UBBBPIIBAHEC HA UBIIUTBAHUATA

C ornen Ha BIUSHUETO, KOETO OHEUYHUCTBAHUATA W JIPYrUTE CHCTAaBKUM MOrar Jaa
OKa)XaT BBPXY TOKCHUKOJOTUYHOTO M EKOTOKCHKOJOTMYHOTO TMOBEICHUE, 32 BCSAKO
MPEIOCTaBeHO M3CJIeIBaHE ce MpEeCTaBs MoApoOHO omucaHue (crneuudukanms) Ha
M3MOJI3BAaHUsI MaTepual 3a U3BBPIIBAHE Ha W3NMUTBaHUATA. M3cnenBanusara ce
M3BBPIIBAT C MPOJAYKTA 32 PACTUTENHA 3allUTa, 32 KOWUTO CE MCKa pa3pelieHue, Uin
ce mpujaraT IPUHLMIIM Ha CBBbpP3BaHE, HANp. KaTO C€ HM3IMOJI3Ba M3CJE/IBAHE Ha
MPOJYKT 3a pacTUTENHA 3alluTa ¢ Moao0eH/eKBUBaJIeHTEeH cheTaB. [lpencras ce
oIpo0OHO OMUCAaHKE Ha ChbCTaBa Ha M3IOJI3BAHUS MPOIYKT.

Korato ce wu3mosi3Ba MaTepual 3a HM3BBpIIBAHE HAa W3MUTBAHUATA, OCNsI3aH C
pa}II/IoaKTI/IBeH HU30TOII, pa}II/IoaKTI/IBHHTe MapKepI/I CC ITOCTABAT HAa MECTa (eJIHO NIIn
HSKOJIKO, aKO € HEOOXOJIMMO), KOUTO YJIECHSBAT M3y4aBaHETO HAa METaOOJUTHHUTE
TpaceTa M IMbTHUINATAa Ha pepaboTKa, KAKTO U M3CIICABAHETO HA Pa3MpeaeCHUETO Ha
AKTUBHOTO BEIIECTBO, HETOBUTE METAOOJIUTH, MPOJYKTH OT pasrpakJIaHe WM
peaKIusl.

Bunaru, korato najaeHo u3cienBaHe Mpernoara ynorpedara Ha pa3iudHU 03U, Ce
JOKJIa/IBa BPh3KaTa MKy /1032 U HEOJIArOMPHUsATHO BB3/ICHCTBHE.
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5.2.

5.3.

N3nuTBaHus BbPXY 'PHLOHAYHU KUBOTHU

W3nuTBaHus BbPXY rpbOHAYHHM XUBOTHH C€ M3BBPIIBAT CaMO KOTaTO HAMa APYTH
METOAM C JJ0Ka3aHa JOCTOBEPHOCT. Cpell Bb3MOKHUTE AITEPHATUBHU METOAM Ca U
METOJIUTE in Vitro uim in silico. Ilpu u3nuTBaHus in vivo ce€ HachpuaBa U3IMOJI3BAHE
Ha METO/M 3a HaMmajsiBaHe U oOJeKYaBaHe, Taka ue Jla ce CBeAe A0 MUHHUMYM OposT
Ha U3IO0JI3BBAHUTC IIPU U3NTUTBAHUATA )KUBOTHH.

HpI/IHI_[I/IHI/ITC Ha 3aMECTBaHC, HaMaJIIBaHC U o0neKkyaBaHe Ha M3IMOJ3BAHETO Ha
Fp’b6Ha‘IHI/I JKHBOTHH CJICJBa Ja 6’bI[aT B3CTU IMpPCABHJ IIPpHU H3TOTBAHCTO Ha
MCTOOUTEC Ha H3INUTBAHE, II0-CIICHUMAIHO B CIYYauTC, KOraro c€ IIOsABABaT
nmoaxogdamuy METoau € JOKasaHa AOCTOBCPHOCT, KOUTO Ja 3aMCCTAT, HAMAJIAT HUIIN
00JIeKJaT U3IUTBAHHUATA C JKUBOTHHU.

IInanoBere 3a M3CIeABaHUATA C€ PA3IIIEKAAT BHUMATEIIHO OT €TUYHA IJICIHA TOYKA,
Karo ce B3eMaT MpeABHJ BB3MOXKHOCTUTE 3a HaMajsBaHe, oOOJEeKYaBaHE U
3aMECTBAaHE Ha M3IUTBAHMATA BBPXY XKMBOTHU. Hampumep upe3 npenBuxaaHe Ha
€/1Ha WJIM II0BEYE JAOI'BIHUTEIHH TPYIU 10 OTHOIIECHUE Ha JO3UTE UM YpE3 B3EMaHe
Ha KpbBHU NPOOU B PAa3JIMYHU MOMEHTHU OT Ja/IEHO M3CJIeBaHE MOXKe Jia ce n30erHe
HE00XO0AUMOCTTA OT IPYTO U3CIIE/IBAHE.

C wHpOpMAIIMOHHA [IETT U C OIJIe]l Ha XapMOHU3AIMATA CIIUCHKBT HA METOIHUTE 32
W3MHUTBAHE M HA HACOKUTE, TOCOYEHH B HACTOSIIOTO IMPUIIOKEHUE, Ce MyOJIUKYBaT B
Oguyuanen eecmnux na Eeponetickus cvio3. To3u COHCBK CE aKTyan3upa
PEIIOBHO. .
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HPUJIOKEHUE 11
»JACT b

IMPOAYKTHU 3A PACTUTEJIHA 3AIIUTA, CbABPKAIIM AKTUBHO BEINECTBO,
KOETO E MUKPOOPI"AHU3'BM
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CbABbPKAHUE

BBBEJIEHUE B YACT b

1.

1.1.
1.2.
1.3.

1.4.
L.5.
1.6.
1.7.
2.

2.1.
2.2.
2.3.

2.4.
2.5.
2.6.

2.6.1.
2.6.2.
2.6.3.

2.7.

2.7.1.
2.7.2.
2.7.3.

2.7.4.
2.7.5.

2.7.6.

2.7.7.

2.8.

W aeHTHYHOCT Ha 3asiBUTEINs, UAEHTHYHOCT Ha IPOAYKTA 32 PACTUTEHA 3alUTa U
uHpopManus 3a IPOU3BOJCTBOTO

3asBuTel
[Ipon3BoauTen Ha npenapara ¥ MUKpOOpraHuzMa (MUKpOOPraHU3MUTE)

T"bpl"OBCKO HanMCHOBAHUEC HUJIU ITPEATIOKEHO THProBCKO HAMMCHOBAHHUE U I10
HCJICC’bO6pa3HOCT HOMCPp Ha KOJIa Ha MPOU3BOAUTCIIA 34 pa3pa60TKaTa Ha npcrapara

[Toapo6Ha nHbOpMaIHs 32 KOJTUYSCTBEHUS U KAYeCTBEHHUS ChCTaB Ha Iperapara
ArperatHo ChCTOSIHUE M €CTECTBO Ha Ipenapara

Mertoa Ha MPOU3BOJICTBO Ha Mperapara U KOHTPOJ Ha KayeCTBOTO

OrnakoBKa U ChbBMECTUMOCT Ha IIpernapara ¢ npeaIoKeHUTE MaTepUaliv 3a OMaKOBKa
OU3NYHU, XUMUYHU 1 TEXHUYECKH CBOMCTBA Ha MPOJIyKTa 3a pacTUTENIHA 3all1Ta
BoHien Bua (BT U MUPHC)

B3puBoomacHOCT U OKUCITUTETHH CBOMCTBA

TeMHepaTypa Ha BB3IIaMCHABAHC U APYTH I1OKA3aTC/IN 3a 3allaJIMMOCT UJIN
CaMOBB3IIJIaMCHABAHC

KucenmHHOCT, aNKagHOCT U, KOTaTo € Heo0X0AuMO, CTOHHOCT Ha pH
Bucko3ureT n MMOBBPXHOCTHO HAITPCIKCHUC

CTaOWIHOCT NIPU ChXpPaHEHHE U CPOK Ha TOTHOCT

Konnenrpanus npu ynorpeda

BnusiHue Ha TemnepaTypara M OmakoBKarta

Hpyru ¢akTopu, KOUTO OKa3BaT BIUSHUE BbPXY CTAOMIIHOCTTA
TexHMuecKu XapakTepUCTHUKU Ha IPOAYKTA 32 PaCTUTENHA 3allUTa
Moxkpe1ia ciocoOHOCT

OO0pa3yBaHe Ha TpaifHa MsHa

[Torenuuan 3a oOpa3yBaHe Ha CyCIIE€H3Us, CHOHTAHHOCT Ha JAUCIIEPCHUSTA U
CTaOMITHOCT Ha UCIIEpCHATA CHCTEMa

N3nuTBaHe CbC CyX0 M € MOKPO CUTO

3BbpHOMETPUYEH CHCTAB (ITpax 3a MOCUIIBAHE U MOKPELL CE Ipax, IpaHyJsn),
ChJIbpKaHue Ha Npax/QUHKU yacTULU (TPaHyJIN ), U3HOCBAHE U POHIUBOCT (IpaHyJIH)

CriocoOHOCT 3a eMyNrupaHe, CIOCOOHOCT 3a peeMyJITHpaHe U CTAOMIIHOCT Ha
eMYJICHSTA.

TewmBocT, CUIIIIMBOCT (MOJATIMBOCT Ha U3IIJIAKBAHE) M IPUTOTHOCT 32 U3IOJI3BaHE
KaTo mpax

®du3nyHa U XUMHYHA ChbBMECTHUMOCT C APYru MMpOAYKTH 3a paCTUTCIIHA 3alllUTa,
BKIIFOYUTCIHO C IPOAYKTH 3a paCTUTC/IHA 3allUTa, CbBMECTHATA y1'IOTp66a C KOUTO €
O6B’Lp32lHa C pa3pCUICHUC
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2.8.1.
2.8.2.
2.9.

3.1.
3.2
3.3.

3.4.
3.5.

3.6.
3.7.

3.8.
3.9.

4.1.
4.2.

4.3.
4.4.

44.1.
4.4.2.

5.1.
5.2.

6.1.
6.2.
6.3.
6.4.

6.5.
6.5.1.

®u3nyHa CbBMECTUMOCT

XUMHYHA CbBMECTUMOCT

[IpunenBane u pasnpeaesieHUe 1o cemMeHaTa

JlaHHU 3a NIpuIaraHeTo

[Ipensunena obaact Ha ymoTpeda

MexaHu3bM Ha IEUCTBHE BbPXY MPULIETHUS OPTaHU3bM

(DYHKI_II/IH, IMPULECIHNU OpraHrn3MU U paCTCHHUA UM PACTUTCIHU IIPOAYKTH, KOUTO
TpSI6Ba Ja 6’bl[aT 3alUTCHH, U Bb3MOXHU MCPKH 3a OrpaHUYaBaHC HA pHUCKa

[[o3a Ha npujiarane

CoabppikaHre HAa MUKPOOPraHu3Ma B U3MOJI3BaHUS MaTepuall (Hamp. B pa3TBopa 3a
MpbCcKaHe, MPUMAMKUTE U TPETUPAHUTE CEMEHA)

Mero Ha npuiarase

bpoii u rpaduk Ha npuilarase BbpXy €JHa U ChlIa KyJITypa, MPOABIDKUTEIHOCT Ha
3aluTaTa ¥ nepuoz(1) Ha u34akBaHe

Hpenno;erI/I YKa3aHu4d 3a yrIOTpe6a

[IpennasHu HHTEPBAIM U IPYTH MEPKH, HEOOXOIUMH 3a 3alIUTa Ha 3IPaBETO Ha
YOBEKA U KUBOTHUTE U 3a OIIa3BaHE HA OKOJIHATA Cpela

JlombHUTETHA HHPOPMALKS 33 TIPOIYKTa 33 PACTUTETHA 3alIUTa
[Ipouenypu 3a mourcTBane u o0e33apas3siBaHe Ha 00OPYABAHETO 3a IpUIIaraHe

[IpenopbuuTeHy METOIU U NPEANa3HU MEPKU IIpU: OOpaBeHe, ChbXpaHEHUE,
TPAaHCHOPT, OXKap WK ynorpeda

Mepxku nipu 3710M0J1yKa

Hpouenypn 3a YHUIIIOKaBaHC UJIN o6e33apa3${BaHe Ha IIpOAYKTa 3a paCTUTCIIHA
3allyUTa U OIIaKOBKUTEC, U3ITIOJI3BAHHU 3a HET'O

KonTponupano usrapsiae

Apyru

AHaJIUTHYHA METOIU

Meroau 3a aHaIHM3 Ha IIperapara

MeTtoau 3a onpeensiHe ¥ U3MEPBaHe HA OCTAThUHU BEIIECTBA
Jlannu 3a eukacHocTTa

[IpenBapuTeH U3NMUTBAHUS

Munumanta eeKTHBHA 1032

N3nutBane Ha eeKTUBHOCTTA

Nudopmaiiyst OTHOCHO €BEHTYaTHOTO Pa3BUTHE HA PE3UCTEHTHOCT Y MPULIETHUTE
OpraHu3Mu

HebnaronpustHO Bb3/IEHCTBUE BbPXY TPETUPAHUTE KYNTYPH

@UTOTOKCUYHOCT CIIPSIMO MPHULEIHN PACTEHUS (BKIFOUUTEIHO PA3IMUHU KYITYpHU
BUJIOBE) WJIM CIIPSIMO MPHUIIETHU PACTUTEIHU IPOAYKTH
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6.5.2.
6.5.3.
6.5.4.
6.5.5.

6.6.

6.6.1.
6.6.2.
6.7.

7.1.
7.2.
7.3.
7.3.1.
7.3.2.
7.3.3.
7.3.4.
7.3.5.
7.3.6.
7.4.
7.5.
7.6.
7.7.

10.
10.1.
10.2.
10.2.1.
10.2.2.
10.2.3.
10.2.4.
10.3.
10.4.
10.5.

Bb3nelicTBre BbpXy JOOMBUTE OT TPETUPAHU PACTEHUS I PACTUTEIHU MPOIYKTH
Bb3paeiicTBre BbpXY Kaue€CTBOTO Ha PACTEHUATA UM PACTUTEIIHUTE MIPOAYKTH
Bb3nelicTBre BbpXY MpoliecuTe Ha TpaHchopMarus

Br3aeicTBue BbpXy TPETUPAHUTE PACTEHUS UIIN PACTUTEIIHUS PENPOLYKTUBEH
Marepual

HaGumotenust BbpXy MPOSIBU HA HEXKEIIAHO MU HETIPEABUICHO CTPAHUIHO
BB3JICHCTBUE BBPXY CIE/BALIMU KYJITYpHU U IPYTH pACTCHUS

Bnusinue BbpXy cieaBaiiy KyaTypu

Biusinue BbpXy Ipyru pacTeHusi, BKIFOUUTEIHO CbCEIHU KYITYpHU
CBBMECTUMOCT B IPOTPAMUTE 32 PACTUTEITHA 3AIUTA

[Tocnenuuum 3a 31paBeTo HA HOBEKA

MeauuuHCKY TaHHU

OueHka Ha Bb3MOXHATa TOKCUYHOCT HA MTPOJYKTA 32 pACTUTEIIHA 3al1Ta
OcTpa TOKCHYHOCT

OcTpa TOKCUYHOCT TP MPUEMAHE IIpe3 ycTaTa

Octpa nepmaiaHa TOKCUYHOCT

OcTpa TOKCUYHOCT IIPU BAUIIBAHE

pa3HeHe Ha Koxkara

Jlpa3HeHe Ha ounTe

Cen3ubunn3anys Ha Ko)kaTta

JlonmbiauTeTHA MH(OPMAIIHS 32 TOKCUYHOCTTA

JlaHHU 3a eKCcro3uIusaTa

HanuyHu TOKCMKOJIOTMYHY TAaHHU 32 HEAKTUBHUTE BEIIECTBA
JIOMbIIHUTETHU U3CTEABAHUS 32 KOMOMHAIIMY OT MPOAYKTH 32 paCTUTETHA 3aI[UTa
OcTaTbyHM BEIIECTBA B TPETUPAHU MPOIYKTH, XpaHa U Pypaku UIH BbPXY TIX
CrlnecTByBaHE 1 MOBEJCHNE B OKOJTHATA cpefia

Bb3geiicTBre BbpXy HEMPULETHU OPraHU3MHU

Bb3nelicTBre BbpXy CyX03eMHU I'pbOHAYHU KUBOTHU

Bb3paeiicTBrue BbpXYy BOJHU OpraHU3MHU

Bo3gaeiicTBue BepXy pubda

Bw3nelicTBue BbpXy BOAHH 0e3rpbOHAYHU KHUBOTHU

Bo3neiicTBrue BbpXy BOIOPACIH

Bw3nelicTBre BpXy BOAHH MaKpO(UTH

Bb3neiicTBrue BbpXy mM4eIun

Bb3gaeiicTBrue BbpXY HEMPULETHHN YJIEHECTOHOTH, PA3JIMUYHU OT MYEIn

Br3aeiicTBre BbpXy HENPULIETHU ME30- 1 MAaKPOOPTaHU3MH B I10YBATa
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10.6.
10.7.

Bb3neiicTBrUE BbpXY HENPHUIICIIHU CyX03€MHU PACTCHUS

I[OH'[:JIHI/ITG.HHI/I HU3CJICABaHuA 3a TOKCHYHOCT
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BBBEJIEHHUE B YACT b

)

ii)

HaCTOSIIJ_IOTO BBBCICHHUE B 4aCT b JA0II'bJIBA BBBCACHHUCTO B HACTOAIIOTO IMMPUTIOKCHUC
C TOYKH, KOHUTO Ca CIICHHaIHO 3a IIPOAYKTH 3a PACTUTECIHA 3allUTa, KOUTO ChbAbpKaT
AKTUBHO BCUICCTBO, KOCTO € MUKPOOPIraHU3bM.

3a OeJnTe Ha 4acT b ce npujaaraTt CICAHUTE OIPEACIICHUA:

1)

2)

3)

4)

)

6)

7

8)

»IIAM* O3HauaBa T€HETHUYEH BapUaHT HA OPTaHU3BM OT HETOBOTO COOCTBEHO
TaKCOHOMHMYHO HHUBO (BHI), KOMNTO € ChCTaBEH OT MOTOMCTBOTO Ha €IMHHUYHA
M30JIallMs B YHCTa KYyJITypa OT I'bpBOHAauYajHaTa maTpuiia (Hamp. OKOJHaTa
cpena) U obuyaitHO ce ChbCTOM OT MOpEAMIIA OT KYJITYpH, MOJIYYEHH B KpaiiHa
CMETKa OT I'bPBOHAYATHA €AMHIUYHA KOJIOHUS;

»eIUHUIa, oOpasyBama kojJoHus* (CFU) o3HauaBa MepHa €IUHMIA,
M3I0JI3BaHa 3a OmpeelisiHe Ha Opost Ha OaKTepUATHUTE WIIM T'bONYHHUTE KIIETKU
B JaJeHa mpo0a, KOUTO HMMaT CIOCOOHOCTTa Ja C€ pa3MHOXKaBaT IpHU
KOHTPOJIUPAHU YCIIOBUS Ha PaCTeX, B pe3yjiTaT Ha KOETO €/IHAa WU IOBEYE
KJIETKA C€ BB3MPOM3BEKAAT M Pa3MHOXKaBaT, Taka 4e oOpa3yBaT eJUHUYHA
BUIMMAa KOJIOHHS,;

»MHKpPOOEH areHT 3a 0op0a c BpeauTeJUTe, KAKTO € TIPOu3BedeH*
(,,MPCA, kaKTo e npousBeieH*) 03Hau4aBa pe3yiaTaTbT OT NPOU3BOACTBEHUS
Mpolec Ha MHUKpOOpraHusma(ure), npeaHazHadeH(u) 3a ymorpeda Kato
aKTHUBHO BEIIECTBO B TNPOJIYKTH 32 pACTUTENIHA 3alUTa, CBHCTOSIIA CE OT
MHKpPOOpPraHu3Ma(uTe) u J00aBKH, META0OIUTH (BKIIFOUMTEIIHO META0OJIUTH C
BB3MOXCH PHCK), XUMUYHA OHEYHCTBAHMS (BKIFOYMTEITHO MMAIIU 3HAYCHHE
OHEUYHUCTBAHMS), 3aMbpCSBAIld MHKPOOPTaHU3MHU (BKJIIOUUTEIHO HMMAIX
3HAYCHHE 3aMBbpPCSABAIlM MUKPOOPTAaHW3MH) U M3IOJI3BaHATA CPEAa/oCTaThbuHa
bpakusi, TOTy4YeHH B PE3yATaT OT MHPOU3BOJACTBEHUS MPOLEC, WU, MHpU
HETNPEKbCHAT IMPOU3BOACTBEH MPOIEC, NMPH KOWTO HE € BB3MOXKHO CTPOTO
pasnensHe  MeXIy ~ MPOHM3BOJACTBOTO HAa  MHUKPOOpraHu3Ma(ure) H
MIPOU3BOJICTBEHHS TPOIIEC HA MPOJIYKTa 32 PACTUTEIIHA 3alUTa — HEU30JIMPaH
MEXIUHEH MPOAYKT;

»100aBKa* 03HauaBa ChCTaBKa, 100aBeHa KbM aKTHBHOTO BEIIECTBO IO BpEMe
Ha IMPOU3BOACTBOTO My, 3a Jla C€ 3ama3d MUKpPOOHOJOrMYHATa CTaOMIIHOCT
W/WJM J1a ce YJIECHU OOpPaBEHETO C HETO;

»4UCTOTA® O3HAauaBa CHIBPKAHUETO HA MHUKPOOpPraHM3Ma, INPUCHCTBAI B
MPCA, xakro € Tmpou3BEAEH, M3Pa3eHO B CHOTBETHA €IAUHMIA, U
MaKCUMAaJIHOTO ChAbP)KaHUE HA BELIECTBA C Bb3MOXEH PUCK, B CIIy4yal 4e ca
UJACHTUPUINPAHUY;

»»AMAII 3HAYEeHHe 3aMbpCABALL MHKPOOPraHUu3bM* O3HayaBa
naToreHeH/MHPEKIN03eH MUKPOOPTraHU3bM, HENpeJHAMEpEeHO MPUCHCTBAIL B
MPCA, kakTo € Npou3BeJICH;

»3alaC OT MOCeBKU“ O3HauaBa CTapTOBAa KyJATypa OT MHKPOOEH IIaM,
u3non3BaHa 3a npou3BoactBoTo Ha MPCA, KakTO € Npou3BEIEH, WIM Ha
KpaliHus MPOAYKT 3a pacTUTEIHA 3alllUTa;

»H3pa3xoBaHa cpeaa/ocraTbyHa Gpakuus® ozHavyasa ¢pakuus or MPCA,
KaKTO € MPOU3BE/IEH, ChCTOSIIA CE OT OCTaThbUHU WM NpeoOpa3yBaHU U3XOAHU
MaTtepuanu, U 0e3 MHUKpoopraHuzMa(uTe), KOWTO(HTO) € (ca) aKTUBHO(M)
BemecTBo(a), METAa0OJUTUTE C BB3MOXKEH pPHUCK, J00aBKHUTE, WMAIIUTE
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9

10)

11)

12)

13)

14)

15)

16)

17)

18)

19)

3HA4YCHHUEC 3aMbpCABalllu MHUKPOOpPTraHU3MHU n HUMaliuTe 3HAYCHHUC
OHCYHMCTBAHUA,

»HA3X0/IEH MaTepuaa* O3HayaBa BEIIECTBA, M3IIOJI3BAaHH B MPOU3BOJCTBEHUS
nporec Ha MPCA, kakTo e mpousBesieH, Kato cyocTpat u/uinu OydepeH arenr;

»HWH(PEKIHO3HOCT® 03HaYaBa CIIOCOOHOCTTA HAa JaJeH MHKPOOPIaHU3bBM Ja
NPUYUHYA UHPEKIHS,;

. AHPEeKIHaA“ 03HayaBa HEOMOPTIOHUCTHYHO BHBEXKIAHE WM HaBIM3aHE Ha
MI/IKpOOpFaHI/I?{bM BBB B"b3HpI/IeM‘H/IB FOCTOHpI/IeMHI/IK, HpI/I KOCTO
MHKPOOPIaHU3MbT € B ChCTOSTHHE J1a C€ BB3IPOU3BEXK/Ia, 3a Ja 00pa3yBa HOBH
I/IH(beKL[I/IO?;HI/I CIUMHUIIM U da CC 3am:p>1<1/1 B FOCTOHpI/IeMHI/IKa, HC3aBUCHUMO
JIald  MHKPOOPraHH3MBT HMMa I1aTOJOTHYHO BB3JCHCTBHE, WM BOIH JIO
3a0019BaHE;

»IATOTeHHOCT* O3HayaBa HEOMOPTIOHUCTHYHATA CIIOCOOHOCT Ha JaJieH
MUKPOOPraHW3bM J1a T[PUYUHSBA  HapaHsBaHE ©  yBpeXJaHe  Ha
rOCTONPUEMHUKA TP NH(DEKIIHS;

»HEONOPTIOHUCTHYEH®  O3HauaBa  CBbCTOSHME, HPU  KOETO  JaJeH
MHUKPOOPIaHU3bM MpeIu3BUKBAa WHQEKUUS WM BOAM A0 HapaHsABaHE WU
YBpCKIAAHE Ha T'OCTOIIPHUECMHHUKA, KOratToO roCTONpUCMHHUKBT HE € oTcl1abeH
nopaau mpejpasnojaran; 3a ToBa (akrop (Hamp. HMMyHHaTa CHUCTEMa €
3acerHara rnopajy Jpyra npu4yuHa);

»OMOPTIOHUCTHYHA HMHPeKmus“ o3HauaBa WHQEKIMSI, HACTHIIMIA B
TOCTONPUEMHUK, OTCIIA0CH OT Mpeapasmoyiarain; 3a ToBa ¢akrop (Hamp.
MMYHHATa CUCTEMa € 3acerHara Mmopajy Ipyra IpuInHa);

»MeTa00JIMT ¢ BB3MOXKEH PHCK® oO3HauaBa MeTa0OJIUT, MPOU3BEACH OT
MHUKPOOpPIraHW3Ma, IOAJIOKEH Ha OLEHKa, C HW3BECTHAa TOKCHUYHOCT WJIU
M3BECTHA CHOTBETHA aHTMMMKPOOHA aKTUBHOCT, KOWTO npuchctBa B MPCA,
KAaKTO € MpOM3BEIECH, HAa HMBA, KOUTO MOrar Ja IpPEJICTaBIsIBAT PUCK 3a
3/IpaBETO Ha YOBEKa, 3[paBETO Ha >KMBOTHHUTE WJIM OKOJHATA CPeAa, /WU 3a
KOITO HEe MOXe Jja ce 000CHOBE 0 MOAXO/AIL HAuuH, Y€ IPOU3BOJICTBOTO Ha
MeTa0OJIUTA in situ HE € OT 3HAUEHUE 3a OLICHKATa Ha PUCKA;

»IIPOM3BOACTBO in Situ“ oO3Ha4yaBa TNPOM3BOJCTBOTO Ha METa0OIUT OT
MHUKPOOpPraHU3Ma CJeJl NpuilaraHe Ha MpOAYyKTa 3a pacTUTENIHA 3alluTa,
ChJIbPIKall TO3U MUKPOOPTraHU3bM;

»AMalla 3HAYeHHe AHTHMHUKPOOHA [eiiHOCT® O3HauyaBa aHTUMHUKpOOHATa
JEHHOCT, MPUYMHEHA OT UMAIM 3HaYeHWEe aHTUMHUKPOOHH CPE/ICTBA;

»AHTUMHUKPOOEH areHT* oO3HauyaBa aHTUOAKTEpUAITHO, AaHTUBUPYCHO,
MPOTUBOT'BOMYHO, AHTEIMUHTHK WM AHTHIPOTO30HHO CPEACTBO, KOETO €
BEIIIECTBO C €CTECTBEH, MOJYCUHTETHYEH WM CHUHTETUYEH MPOMU3XO0J], KOETO
MpU  KOHIGHTpPAIMM in Vivo YOWBAa WJIM BB3MPEMATCTBA pacTeka Ha
MHKPOOPTaHU3MH YPE3 B3AMMOAECHCTBUE C KOHKPETHA 1IETT;

»AMAIId 3HAaYeHHMe AHTHMHMKPOOHM CpeacTBa* oO3HAayaBa BCHYKHU
AHTUMUKPOOHHU CPEICTBa, KOUTO Ca BAKHHU 3a TepaleBTUYHATA yroTpeda mpHu
YOBEKa MJIM JKMBOTHHMTE, KAKTO Ca OIMCAHH B MOCJIEIHUTE TEKCTOBE, HATMYHHU
KBbM MOMEHTA Ha IMOJaBaHe Ha JOCHETO:
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iii)

vi)

vii)

viii)

— B CNIUCHK, pHeT cbriaacHo Permament (EC) 2021/1760 Ha Komucusrta® B
cboTBeTcTBUE C wieH 37, maparpad 5 ot Permament (EC) 2019/6 na

Esponeiickus napiaamenT 1 Ha Cheta’, nmm

— or CBeroBHaTa 3/paBHa opraHmauna7 B CHUCBLUTE HA KPUTUYHO
BOKHUTEC AHTUMHKPOOHH CpEACTBA, MHOTO BaXXHUTE AHTUMHKPOOHU
CpE/CTBa U BaXXHUTE aHTUMUKPOOHH CPEJICTBA 32 XyMaHHAaTa MEIMUIINHA;

Nudopmanuara or peueH3upaHa HaydHa JIMTEpaTypa, KaKTO € IIOCOYEHO BbHB
BBBEJICHHMETO KbM HACTOAIIOTO TMPUIIOKEHHE, Touka 1.4, ce mpeaocraBs Ha
CbOTBETHOTO TaKCOHOMMYHO HHUBO. llpemocraBs ce oOsicHeHue 3amo H30pPaHOTO
TaKCOHOMHUYHO HHBO C€ CUMTA 3a MOJXOJAIIO 3a Pa3MIeKIAHOTO H3HUCKBAaHE 3a
JaHHH.

Jlpyry HaTMYHU U3TOYHUIY Ha HHQOPMAIIHSI, KATO HaIpUMep MEIUIIUMHCKU JOKIIAIIH,
CBIIIO MOTAT Ja ObJIaT MPEIOCTABEHH U MPEJCTABEHU KaTO PE3IOME.

Koraro e ymecTHO WM H3pUYHO TOCOYEHO B M3UCKBaHMSTA 3a JIaHHU, 3a
HACTOsIIlaTa YacT € U3I0J3BaT HACOKUTE 3a M3MMTBAHUS, OIMCAHU B 4acT A, cief
Karo ObJAT aJalTHpPaHU MO TAaKbB HAYMH, Y€ Jla Ca IMOAXOIIIIN 33 XMMHUYECKUTE
CbEJMHEHUS, HAJIMYHU B MPOAYKTa 3a PACTUTENIHA 3alllUTa, ChABPKAIl AaKTUBHO
BEIIECTBO, KOETO € MUKPOOPIaHU3bM.

Korato ce mpaBAT W3NUTBaHMUSI, C€ TPEIOCTaBs IMOAPOOHO  OMHCAHHUE
(cmenudukays) Ha W3MOJI3BAaHUS MaTepUal M HETOBHTE OHCYHWCTBAHHS B
CHOTBETCTBHE C TOUKa 1.4.

B cinyuaure, korato ce paboTH C HOB NPOLYKT 3a PACTUTENIHA 3aIUTa, ChIbPIKAL
aKTUBHO BEIIECTBO, KOETO € MHKpPOOPraHM3bM, MOXe Ja ObJe NPUEeMIIUBO
eKcTpanojupane ot dacT b or mpuioxkenuero kbM Permament (EC) Ne 283/2013,
IpU yCIOBHE Y€ BCUYKM BB3MOXKHHM BHJOBE TOKCHUYHO BBb3JCHCTBUE Ha
KO(OPMYJIaHTUTE U APYTU CbCTABKH, Ca OXapaKTEpU3UPaHU B JOCTaThbYHA CTENEH U
ca OIICHEHU KaTo 0e3 Bb3MOKEH PHCK.

AJ'ITepHaTI/IBHI/I MCTOU 3a M3IMUTBAHC HA TOKCUYHOCT HAa IMPOAYKTHU 3a PACTUTCIIHA
3a1uTa, CbAbpPiKAlU AKTUBHO BCHICCTBO, KOCTO € MUKPOOPIraHU3bBM, 3a rp’[>6Ha‘{HPI
JKHUBOTHH, CBIIIO MOrar aa 6”I)I[aT BKJIIOYCHHU B IIOAXOJ, OCHOBAH Ha 3HAYUMOCTTa Ha
J0oKa3aTcJiICTBaTa.

Henerupan permament (EC) 2021/1760 na Komucusra ot 26 maii 2021 r. 3a gombiiHeHUe Ha Permament
(EC) 2019/6 na EBpormeiickust napmamenT u Ha ChbBeTa MMOCPEICTBOM YCTAHOBSIBAHE HAa KPUTEPHH 32
OTIpe/IeITHETO Ha aHTUMHUKPOOHHU CPENICTBa, KOWTO TPsAOBa Aa OBAAT 3alma3eHu 3a JICUCHUETO Ha HIKOU
nHbpekn npu xopata (OB L 353, 6.10.2021 ., cTp. 1).

Pernament (EC) 2019/6 na EBpomneiickust nmapiaament u Ha CpBera ot 11 nexemBpu 2018 r. oTHOCHO
BETEPHHAPHUTE JIEKApPCTBEHU MPOAYKTH M 3a oTMsiHa Ha Jupexrtusa 2001/82/EO (OB L 4, 7.1.2019,
ctp. 43).

https://www.who.int/publications/i/item/9789241515528.
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1.1.

1.2.

1.3.

1.4.

NIAEHTUYHOCT HA 3ASIBUTEJISI, HAEHTUYHOCT HA MPOJYKTA 3A PACTUTEJIHA
3AIIUTA 1 THOOPMALIUA 3A ITPOU3BOJCTBOTO

[TpenocraBenara mH(poOpManus, B3eTa 3a€qHO C WHPOPMAIMATA, IPEIOCTaBeHa 3a
aKTUBHOTO BEIIECTBO, KOETO € MHKpPOOPraHW3bM, € JIOCTaThbuHA 3a TOYHA
uAeHTH(UKAIMA ¥ ONpeAesiHE Ha MPOAYKTHTE 3a pacTUTENHA 3alluTa.
[IpenocraBenara nHpopMalus TpsOBa Aa € JOCTaTbuHA, 3@ Ja CE€ YCTAaHOBU AU
HAKOW (DakTOp MOKE Ja NMPOMEHU CBOMCTBAaTa HAa aKTUBHOTO BEIIECTBO, KOETO €
MHUKPOOPIraHU3bM, KaTO MPOAYKT 32 PACTUTENHA 3allUTa B CPAaBHEHHE C AaKTUBHOTO
BEIIECTBO KAaTO TaKOBa, KOETO C€ pasMiekJa B 4YacT b OT MpUIOKEHHETO KbM
Pernament (EC) Ne 283/2013. OcBen koraTo HE € IMOCOYEHO APYro, CIIOMEHAaTa
uHOpMAIMS ¥ JaHHU C€ U3MCKBAT 38 BCHUKH MPOAYKTH 32 PACTUTEIHA 3aIIUTA.

3agBuTe

[IpencraBiar ce HAMMEHOBAHUETO M AJPECHT Ha 3asBUTENS, KAaKTO M HMeE, aJpec,
TeneOHEH HOMEp M aJIpec Ha eJICKTPOHHATA IOl Ha JIMIIETO 38 KOHTAKT.

IMpousBoanTes HA MpenapaTa ¥ MUKPOOPraHu3Ma (MUKPOOPTaHU3MHUTE)

IlocouBar ce nMeTO U aapeChT HAa NPOU3BOAUTEIIA HA IMPCriapaTra U Ha BCAKO aKTUBHO
BCHICCTBO, KOCTO € MHUKPOOPIraHU3bM, BKIIIOUCHO B CbCTaBa Ha IIpCIiapara, KaKTO U
HMCETO U aApCCHhT Ha BCAKO NPOU3BOACTBCHO NPECAIIPUATHEC, B KOCTO CC ITIPOU3BCKIAT
nperaparbT n AKTHBHOTO BCIICCTBO, KOCTO c MHUKPOOPIraHHU3BbM. Axo
MPOU3BOJUTCIIAT CKIOYM AOIrOBOP € TpETa CTpaHa 3a MNPOU3BOACTBCHHA IIPOLCC,
cbllarTa PIH(bOpMaI_[I/IH CC IPCA0CTaBA 3a Ta3u TPETa CTpaHa.

3a BCEKH MPOU3BOAUTEII CE IMTOCOYBA JIMIIE 32 KOHTAKT (3a MPEANOYUTAHE IIEHTPATHO
JIMIIC 32 KOHTAKT, KOETO Jla BKJIFOYBA UME, TelIe(OHEH HOMEp, CIIEKTPOHHA IOINa U
HOMEp Ha (akc).

AKO aKTHBHOTO BELIECTBO, KOETO € MHKPOOPTaHU3bM, € IPOU3BEIACHO OT
MIPOM3BOJIUTEII, YUUTO JIaHHU HE ca MpenocTaBeH B cboTBeTcTBUE ¢ Pernament (EC)
Ne 283/2013, ce mpenocTaBsAT JaHHU BbB Bpb3Ka CbC CHOTBETHUTE HM3HCKBaHMS,
onpenenenu B Permament (EC) Ne 283/2013.

THproecko HaMMeHOBaHWE HJIM TPEAT0KEHO THProBCKO HAMMEHOBaHHE M MO
1eJIecho0Pa3HOCT HOMep Ha KOa Ha NPOM3BOAMTENsl 3a pa3padoTkKaTra Ha
npenapara

HpeHOCTaBSIT CC BCHYKHM MNPpEAHMIIHM MW TCKYIIM TBProBCKM HAWMMCHOBAHUA U
NpEAJIOKCHU THPrOBCKM HAMMCHOBAHHA W HOMCPBT Ha KOJa 3a pa3pa60TI<aTa Ha
npemnapara, KakTo U TCKYIIUTC HAMMCHOBAHUS W HOMCpA. HpCI[OCTaBSIT CC€ ITBJIHU
HOI[pO6HI/I HaHHU 3a pa3JINKHUTE. Hpe,[[J'IO)KCHOTO THProBCKO HAMMCHOBAHUEC € TAKOBA,
Y€ HC MPCAN3BHUKBA 06”I)pKBaH€ C TbProBCKOTO HAMMCHOBAHHEC Ha BCYC pa3pCHICHU
MPOAYKTH 3a paCTUTCIIHA 3alllUTa.

IMonpoOHa wuHdopMauus 3a KOJMYECTBEHHUS] M Ka4veCTBEHHs] CbCTaB Ha
npenapara

1)  Bb3 ocHoBa Ha Hali-akTyanHaTa Hay4yHa HWH(OpMalus BCEKH IOCOYEH B
3asBJICHHETO  MHUKPOOPraHM3bM C€ OIpeleis KaTro  HEABYCMUCIEHO
MpUHAJIeKal] KbM ONpPEIENeH BUJA M C€ yKa3Ba HAUMEHOBAaHUETO Ha HMBO
I1aM, BKIIIOYUTEIHO C JIpyro 00O3HAYeHHE, KOETO MOXKeE Jla € OT 3HAauYeHHue 3a
MHUKpPOOpTraHu3Ma (Hamp. HMBO Ha HM30JlaTH, aKO TOBAa KMMa OTHOIIEHUE KbM
BUPYCHTE), KakTO ce M3UCKBa B yacT b, Touka 1.3 OT MpHIIOKEHHETO KbM
Permament (EC) Ne 283/2013. MukpoopranusmMbT c€ J€No3upa B
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iii)

MEKIYHAPOAHO NMpH3HATa OaHKa 32 MUKPOOPTaHU3MH U KJIETHYHH KYATYPU U
nojryyaBa HoMep Ha BrnHcBaHe. [locouBa ce HAYYHOTO HAUMEHOBAHHE, KaKTO U
rpynara KbM KOATO ce oTHacs (0akTepws, BUPYC M T.H.), U BCSKAKBO JPYTO
HaMMEHOBAaHME, CBBP3aHO C MHMKpoOopraHusMa (Hamp. mam, ceporun). OcBeH
TOBa ce mocoyBa (ha3aTa Ha pa3BUTHE HA MUKPOOPraHM3Ma (HAmp. CHOpH,
MHUIIEN) B IyCHATUs HA Ia3apa MPOAYyKT 3a paCTUTEIHA 3aIlUTA.

3a npenapaTuTe ce MpecTaBs cieaHaTa uHpopMarus:

- MUHHUMAJIHOTO Y MaKCHUMAJIHOTO ChIbpP>KaHHWE HAa aKTUBHOTO BEILECTBO,
KOETO € MUKPOOPraHHU3bM, B IIPOJIYKTA 32 PACTUTEIIHA 3aIlIUTa, KAKTO CE
u3nckBa B yacT b, touka 1.4.1 ot mpunoxenuero kbM Pernament (EC)
No 283/2013,

- MUHUMQJIIHOTO ¥ MaKCUMalTHOTO chabpkanue Ha MPCA, kakto e
MPOU3BEJICH, B MPOAYKTA 332 PACTUTEIIHA 3aIUTa,

- Ipy HAJIMYME HA UMAIU 3HAYEHUE 3aMbpCABAIM MHUKPOOPTAHU3MU —
HUJEHTUYHOCTTa ¥ MAaKCUMAJTHOTO ChIbpKaHHUE HAa MMAIIUTE 3HAYCHHE
3aMBPCSIBAI  MUKPOOPTaHU3MM, H3Pa3eHO B IMOAXOJAIIAa MHUKpPOOHA
eIMHULIA,

— Ipyd HaMYMe Ha XWMHYHU OHEYHCTBAHMS, KOWTO Ca OT 3HAYCHHE 32
30paBeTO Ha XopaTa M Ha >KMBOTHUTE W/WIM 3a OKOJHATa cpena,
BKITIOYMTETHO METAa0OJUTH C BB3MOXKEH PHUCK (MACHTU(QUIMPAHH B
ChOTBETCTBUE C yacT b, Touka 2.8 oT mpuioxeHuero kpM PermameHt
(EC) Ne283/2013), mpowm3BeqeHHM OT MHKPOOPTaHHM3Ma KaTO WMAIIU
3HAYEHUWE OHEYMCTBAHUS B IPOM3BOJCTBEHATa MapTUA, CE I0COYBAT
UJEHTUYHOCTTAa U MAaKCUMAJIHOTO ChIAbpXKAHHUE, U3PA3CHU B MOAXOISIIN
eIMHUIY,

— ChIBP)KaHUETO Ha KOGOPMYJAHTH, AaHTUIOTH U CUHEPTUCTH B MPOAYKTA
3a pacTUTEIIHA 3alUTa.

Korato e BB3MOXHO, KOGDOPMYJTaHTUTE, AHTUIAOTHUTE W CHHEPTUCTHTE C€
UACHTUGUIMPAT C MEXIyHApOJHATa UM XMMHUYHA UACHTU(HUKAIMS, JajieHa B
npuioxxkenne VI kbm Permament (EO) Ne 1272/2008, wiu, korato He ca
BKJIFOYEHU B IOCOYEHHUS PErilaMeHT — B ChOTBETCTBHE C HOMEHKJIATypara 110
IUPAC u CA. TlocouBar ce TIXHaTa CTPyKTypa WU CTPYKTypHa dopmyna. 3a
BCSIKAa ChCTAaBKA Ha KO(OPMYJIAHTUTE, AaHTUAOTUTE U CHHEPTUCTUTE CE MIOCOYBa
cboTBeTHUAT EO (EINECS umnu ELINCS) nHomep u HOoMep mo CAS, xoraro
uMa TakuBa. AKO IpefocTaBeHara uH(popMmalMs HE  I03BOJIsABA
UACHTU(QUKALUS, ce MpelocTaBs noaxoxasmara cneuudukanus. [locousa ce u
THPrOBCKOTO ~ HAaMMEHOBaHME Ha  KO(MOpMYJaHTUTE, AaHTUAOTHTE U
CHHEPTUCTHTE.

ITocousa ce pyHKIMATA HA KOYOPMYTAHTUTE KaTO:
— MPUJIETTUTEIL,

— AQHTUIICHUTETI,

— aHTU (U3,

— AQHTHOKCHJIaHT,

- CBBP3BAIIO CPEICTBO,
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1.5.

1.6.

—  Oydep,

—  HOCHTEl,

— 00e3MUPHUCHUTE

—  JIUCIIEPTHPAIO BEIIECTBO,
—  OIIBETHUTEl,

—  eMETHK,

—  emynrarop,

—  TPOIYKT 3a HATOpsIBaHe,

—  apomarusarop,

—  OCMONPOTEKTHPAIIO BEIIECTBO,
—  apoMarHO BEIIEeCTBO,

—  KOHCEpBaHT,

—  TPOIEIEHT,

—  PCIIeJICHT,

—  aHTHJIOT,

—  TpeamnasBaiio OT CIBHIETO BEIIECTBO,
—  pasTBOpHTEI,

— CTAaOMIIM3UPAIIO BEIIECTBO,
—  Cr'bCTHTET,

—  MOKpENIO BEIIECTRBO,

—  pa3IuyYHO (YTOUHETE).

v)  HMmamure 3HaueHHE 3aMBPCIBAIIM MUKPOOPTAaHU3MH CE OIMPEIENT, KaKTo €
npenBuyeHo B 4acT b, Touka 1.4.2.2 ot npunoxenuero kbM Pernament (EC)
Ne 283/2013.

XuMHKaIuTe (MHEPTHU ChCTAaBKU, CTPAHUYHU MPOIYKTH U JIp.) CE€ ONpPENelIT,
KaKTO € MpeABUACHO B yacT A, Touka 1.10 oT npusnoxxeHueTo kbM Pernament
(EC) Ne 283/2013. Koraro ¢ npenoctaBeHata HH(pOpMaIus chCTaBKaTa HE ce
UACHTUQUIMpA HAMBIHO (HANpUMEp KaTo KOHJEH3aT, KyIATypHa cpena), ce
IpeJCcTaBs Mo IpoOHa HHPOPMALUs 3a CTPYKTypaTa Ha BCsIKa TaKaBa ChbCTaBKa.

AFpeFaTHO CbCTOSAHUE U €CTECTBO HA Ipernmapara

TunbT U KOOBT Ha npemnapara cc onpeaAciaiaT B CbOTBETCTBUC CbC CHOTBCTHUTC
Hacoku. Korarto JaacH npemnapar HE € TOYHO OIPCACICH B IIOCOYCHUTE HACOKH, CE
MpeACTaBA I'bJIHO OIMMCAHNUEC HA HCT'OBOTO (1)I/I3I/I‘-IHO €CTCCTBO U arp€raTHo CbCTOAHUC
3aC€IHO C TMPEAJIOKCHHUEC 3a IOAXOAAII0 OIMMCAHME Ha BHAA Ha Ipclapara H
MPpEAJIOKCHUC 3a HCTOBOTO OMIPCACICHUC.

MeTtoa Ha IPOU3BOJACTBO HA Npenapara U KOHTPOJI HA KAY€CTBOTO

3a BCHYKH €Talu Ha MMPOU3BOACTBCHUS IMPOLECC CC MPCAOCTABA IIbJIHA I/IH(pOpMaI_II/IH
3a HaYMHA Ha HOPOMHUIIICHO IMPOMU3BOJACTBO Ha MPOAYKTAa 3a PACTHUTCIIHA 3allvTa.
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1.7.

[TocoyBa ce BUIBT Ha MPOU3BOJCTBEHUS Mpoliec (Hap. HEMPEKbCHAT WM MapTUICH

MIPOIIEC).

OnakoBKka M ChbBMECTHMOCT HA Mpenapara ¢ NpeIjoKeHHTe MaTepHalu 3a
ONMAaKOBKA

i)  OmmcBa ce mpenBuaCHaTa 3a H3MOJI3BAaHE OIAKOBKA, KaTO C€ IOCOYBAT

iii)

crienuUKAUUTE Ha M3IMOJ3BaHUTE MaTepHalM, HAYMHBT Ha H3pabOTBaHE
(Hamp. eKCTpyAupaHe, 3aBapsiBaHe), pa3Mep U BMECTUMOCT, pa3Mep Ha OTBOPA,
BHUJ] Ha 3aTBapsSHETO U IJIOMOHUTE.

Ormpezenst ce M ce JOKJIaJBa Jad OIMAKOBKATa, BKIIOYHUTEIHO 3aTBAPSIIUTE
MCXaHU3MHU, € NOoAXOoAAla IO OTHOUICHUEC Ha HU3APBXKIUMBOCT, HCBB3MOXHOCT
3a M3THYaHE W YCTOMYMBOCT NPH HOPMAJHU YCJIOBHS Ha TPaHCIOPTUPAHE,
CbXpaHeHHEe U OopaBeHe.

JloknazBa ce  yCTOMYMBOCTTa Ha  ONAKOBBYHUSA  MaTepuasl  CIPSIMO
ChJIbPKAHUETO.
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2.1.

2.2.

2.3.

24.

2.5.

2.6.
2.6.1.

2.6.2.

OU3NYHA, XUMUYHA U TEXHUYECKHA CBOMCTBA HA ITPOJIYKTA 3A PACTUTEJIHA
3AIIATA

BbHuen Bua (BT U MUPHC)

Hpel[OCTaBSI CC OIMMCAaHMUC HA IBCTAa MU Ha MHUpHCA, KOTaTO MMA, U HA arperaTrHoTo
CbCTOAHUC Ha ITpCIiapara.

B3pI/IBO0HaCHOCT M OKHUCJHUTEIHHU CBOIicTBA

B3puBoomnacHOCTTa U OKHCIUTEITHUTE CBOMCTBA CE€ OTYMTAT, KAKTO € MPEABUICHO B
yacT A, Touka 2.2, OCBEH KOraTo MOXe Jia C€ JJOKaxe, 4€ OT TeXHUYECKa WM Hay4dHa
IJIeJIHA TOYKA TE3U U3CJIC/IBAHMS HE € HEOOXOIUMO J1a Ce TIPABIT.

ILnamua TEMIIEpaTypa Hu APyru noka3saTtejau 3a 3anmaJJuMocCT HJIH
CaMOBB3IIJIAMECHSABAHE

IInamuara TEMIICpaTypa U 3alaJIMMOCTTa CC OTYMUTAT, KAKTO € MPCABUACHO B 4aCT A,
TOYKa 23, OCBCH KOI'aTO MOKC€ [1da C€ NOKAXKE, U€ OT TCXHUYCCKA UJIM HAYy4YHa I'JICAHA
TOYKaA TE3H U3CJICIBAHUA HE € HCO6XOI{I/IMO Aa CC IIpaBAT.

KuceauHHOCT, aJIKAJHOCT M, KOTaTo € He00X0aAuMo, cToiiHOCT Ha pH

OtuuTaT ce KHCEIMHHOCTTA, alKaJHOCTTa W pH (mpenu u ciex cbxpaHEHUe IpH
IPENOpbUAHUTE YCIOBUS), KAKTO € MPEIBUAECHO B 4acT A, Touka 2.4, OCBEH KOraro
MOJKE J1a C€ JOKAXKE, Y€ OT TEXHUYECKA UIM Hay4yHa IJICIHA TOYKa TE3U U3CIICIBAHUS
HE € He00X0/IMMO J1a Ce MPaBsT.

Bucko3urer n MOBBPXHOCTHO HAIIPE/KCHUE

BUCKO3UTETHT M MOBBPXHOCTHOTO HAMPEKEHHUE C€ OTYMUTAT, KAKTO € MPEIBUIACHO B
yacT A, Touka 2.5, OCBEH KOraTo MOXe Jia C€ JJOKaxe, Y€ OT TEXHUYECKa WM HaydHa
IJIeJTHA TOYKa TE3U U3CJICIBAHMS HE € HEOOXOIUMO J1a Ce TIPaBIT.

Cradun/aHocT NpU cbXpaHeHHe W CPOK HA TOAHOCT
Konyenmpayus npu ynompeba

[TocouBaT ce mOAXOASAIINTE MUHUMAIHA U MaKCUMaJIHU KOHIIEHTpAIMKU Ha ynoTpeda
Ha IMpPOAYKTa 3a pACTUTENIHA 3alllUTa, KOUTO ca JOCTaTbYHO OCHOBAaHHE 3a
omnpejessHe Ha o0emMa Ha ThpProBcKaTa OMaKoBKa, U3MOJI3BaHa CIIOPE] HEOOXOUMUs
pa3yMeH IEepUOJ Ha CbXPAaHEHHME, KAKTO U €CTECTBOTO Ha ONAKOBBYHMS MAaTepUall
CHOpE NPENOPBYAHUTE YCIOBHS HA CbXpPaHEHUE.

Brusnue na memnepamypama u onaxkoskama

ITocouBar ce ChBIO Taka KakBa € ONTHMAaJIHATa TEMIICPATypa U OITaKOBKATa, 3a Aa CC
rapaHTupa CTaOMITHOCTTA IIpU CbXPAHCHUC HA IPOAYKTA 3a PACTUTCIIHA 3alllUTa B
CHOTBETCTBUC C IMPCIOPBUYAHUA MAKCUMAJICH CPOK Ha I'OAHOCT. Koraro CPOKBT Ha
TOAHOCT € 1IoA ABC I'OAWHH, TOI ce IOCOYBa B MECEIIH.

[Ipu Te3u ycnoBus ce npeacTas ciaeaHaTta HHPopMaIus:

— ¢u3nueckata CTaOMIHOCT Ha Tperapara 1Mo BpeMe W CIel ChXpaHEHUe MpHu
MpENnoOpBUYUTEIIHATA TEMIIEPATypa Ha ChbXpaHEHHE, a 3a TEYCH Ipernapar — Mpu
HUCKHU TEeMIIepaTypH, 3a KOETO € HalpaBeHa OILIEHKa 4Ype3 MpOBEXJaHE Ha
M3MUTBAHUS B OPUTHHAJIHATA OTIAaKOBKa,

- ChbABbPKAHUECTO HAa aKTUBHOTO BCHICCTBO, KOCTO € MUKPOOPTAHU3BM, KOCTO € B
CbOTBETCTBHEC C MHHHMAJIHOTO n MaKCUMAJIHOTO CepTI/I(i)I/IHI/IpaHO
CbAbpIKaHUC, O0SIBEHO OT 3asBHTEIS npean u cjaca CbXpaHCHHUC IIpU
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2.6.3.

2.7.

2.7.1.

2.7.2.

2.7.3.

mpernopbyaHaTa TeMIepaTypa Ha CbXpPaHEHHE M aKO € MPUJIOKUMO — IMpH
HUCKU TEeMIIEPATYpH,

— pacTe’k Ha EBEHTYaJHH HMall¥ 3HAUYCHHE 3aMbpCSBALIM MHUKPOOPTaHU3MHU
Ipeau U Clie] ChbXpaHEHHe MpH IpernopbuaHaTa TeMIlepaTypa Ha ChbXpaHEeHHUE,
OIMCAaH MO MOAXOJANl HAYMH 33 MHUKPOOpraHu3MHUTE (Kato Opoil akTUBHH
eIMHUIIM Ha 00eM WM Terjo, eauHuiy, odpasysamy kononus (CFU), wmu
MEKIYHAPOAHU €AMHUNM Ha 00eM WM TErJIo, WIX 0 APYT HAa4WH, KOWTO UMa
OTHOIIICHHE KbM MUKPOOPTaHU3MA),

— HaJIMYMe Ha METa0OJIUTH C BH3MOXKECH PUCK, HICHTH(PHUIIMPAHU B ChOTBETCTBHE
c yact b, touka 2.8 ot mpunoxenuero kbM Permament (EC) Ne 283/2013,
MIPEJIN U ClIe]] ChbXPaHEHHE.

Hpyau ¢hakmopu, koumo oxazeam e1usHue 6bpxy CmMabdUIHOCMMA

OTtunra ce BL3HeﬁCTBHeTO OT CKCIIO3WIUA Ha BB3AYX, CBCTIMHA H [JOpP. BBPXY
IMpoAYKTa 3a paCTUTCIHA 3alll1Ta.

ITocouBaTr ce onTUMalHUTE YCIOBUS Ha Bjara, 3a Ja ceé rapaHTUpa CTaOMJIHOCTTa
IIPU CbXPAaHCHHME HA NPOAYKTA 3a PACTUTENIHA 3allUTa. 3a CyXUTE Ipernaparu ce
ONMCBA M KakBO € BB3JCHCTBUETO Ha 3aMbpCSIBAHETO Ha BOJAaTa BBPXY
KM3HECIIOCOOHOCTTa Ha MMKpoopraHusma. Tasu uHpopmauus Moxke naa Oble
IIPEJOCTaBeHA Upe3 JUPEKTHO U3MEpPBaHE Ha ChIbPKAHUETO Ha Biara Npeau U ciel
CbXPaHEHHETO WM 4Ype3 ONUCaHMEe Ha LEJNOCTTa Ha  OIAKOBKAaTa M
KHU3HECTIOCOOHOCTTA HA MUKPOOPIaHU3Ma MPEAN U ciie]l CbXPaHEHHUETO.

TexHHYeCKH XAPaAKTEPUCTUKHU HA IIPOAYKTA 3a paCcTUTE/IHA 3alllUTA

TexHuuecKuTe XapPaAKTCPUCTUKU HaA MPOAYKTHTC 34 PpaCTUTCIIHA 3aliuTa CC
OIPCACIIAT XU OTYUTAT IIPU MOAXOAAIINTC KOHLICHTPALUH.

Moxpewa cnocobrHocm

Omnpenenst ce W ce OTYMTAa MOKpeIlaTa CIIOCOOHOCT Ha TBBPAUTE MPOAYKTH 3a
pacTuTeNHa 3allUTa, KOUTO Ce€ pa3pexaarT Npu ynorpeda (Hamp. MOKpel| ce
paxoo0pa3eH MPOAYKT U Pa3TBAPSIIN CE BB BOJIA TPAHYIIN).

Obpas3zysane na mpaiina nana

Omnpenenst ce W ce oT4YMTA TPalHOCTTAa Ha IsHATA, MOJYy4YeHA OT IMPOAYKTH 3a
pacTUTENIHA 3alIUTa, KOUTO CE pa3pexaaT ¢ Boja.

HomeHuuan 3a 06pa3y6aHe HA CYCneH3usd, CHOHMAHHOCM HA ducnepcuﬂma u
cmabunHocm Ha ducnepcr:ama cucmema

Onpenenst ce M ce OTYMTa NOTEHUUAIBT 3a oOpa3yBaHE Ha CYCIIEH3US Ha
JMCTIEPTUpPAIINTE C€ BbB BOJA NMPOAYKTH 3a PACTUTEIHA 3alluTa (HaIp. MOKPELIH ce
MpaxoBe, TUCIEPTUPALIH CE BB BOJA IPAHYIIN, KOHIIEHTPATH Ha CYCIIEH3HS).

OHpe,Z[CJ'IH CC U CC OTYUUTA CIIOHTAHHOCTTA Ha JUCICPCHATA HA AUCHCPIrUPAIIUTE CC
BbB BOJia MPOAYKTHU 3a paCTHUTCIIHA 3alluTa (Hanp. KOHLCHTPATH HA CYCICH3HA U
AUCTICprupalin ¢ BbB BOJa rpaHynH).

Ompenenst ce W ce OTYMTa CTAOMIHOCTTa HAa AWCIEpPCHATAa HA MPOIYKTHUTE 3a
pactuTenHa 3amuTa Kato BoaHuTe cycno-emyicun (CE), koHueHTpatuTe 3a
cycrnieHsust Ha MacieHa ocHoBa (KCMO) unu rpanynure 3a IpUrOTBSIHE HA EMYJICUS
(TE).
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2.7.4.

2.7.5.

2.7.6.

2.7.7.

2.8.

2.8.1.

H3numeane cvc CYyX0 U C MOKpPO cumo

3a ma ce rapaHTupa, Y€ MpaxooOpa3HUTE MpenapaTH 3a NOCUIIBAHE UMAT MOIXO/ISI]
3bPHOMETPHYEH CHhCTAB 3a JIECHO IpUJIaraHe, ce MPOBEX/Ja U OTYNUTA U3IUTBAHE ChC
cyxo cuto. Ilpun nucneprupamy ce BbB BOAA MPOMYKTH 33 PACTUTENIHA 3alUTA CE
U3BBPIIBA U OTYUTA U3IMUTBAHE C MOKPO CHUTO.

OHpel[eJISI CC M CC OTYMTA HOMHHAJIHHUAT 00XBaT Ha TOJICMUHATA HA JaCcTUIUTCE.

3vpromempuuen cvcmas (npax 3a nocuneéame u MOKpews ce Npax, 2pamyiu),
CLOBPIHCAHUE HA NPAX/PUHU Yacuyl (2PaHYIu), USHOCBAHE U POHIUBOCH (SPAHY L)

1)  Ompenenst ce U ce OTYUTA 3bPHOMETPUUYHUAT CHCTAB HA YACTULIUTE MPU
npaxosere. Onpesens ce U ce OTYUTAa HOMUHATHUAT 00XBaT HAa roJieMUHAaTa Ha
rpaHyJIuTe 3a MPSKO MPHIIOKEHHUE.

i1)  Ompenens ce U ce OTYUTA CHIBPKAHUETO HA MIPAX B TPAHYIUPAHUTE MPOTYKTH
3a pacTUTenHa 3amuTa. AKO pesyiarature mnokazBar > 1 % oOemHO
ChJIbp’KaHUE Ha IMpax, ONpeNess Ce U Ce OTYMTA pa3MepbT Ha YaCTULIUTE Ha
ch3gazneHus mpax. Ako TpsOBa Ja ce omnpeneir eKCHO3UIUATa Ha Oneparopa,
ce OompeJieNsl U OTUYNUTA pa3MEPBT HA IPAXOBUTE YACTHUIIH.

ii1) OmpenensT ce U Ce OTYMTAT CBBP3AHUTE C POHJIMBOCTTA M H3HOCBAHETO
XapaKTepUCTHKU Ha c1a00 MpecoBaHU IPAHYNIU U TaOJIETKU.

iV) OHpeI[eJ'ISIT CC U CC OTUUTAT TBbPAOCTTA U LCIIOCTTA.

Cnocobnocm 3a emyneupamne, CnocooHocm 3a peemyneupame U CmMaOUIHOCHM HA
emyacuama.

1)  Ompenensar ce U ce OTYUTAT CIIOCOOHOCTTA 3a eMyJTHpaHe, CTaOMIIHOCTTA Ha
eMYJICHSITAa U CIIOCOOHOCTTA 3a peeMyJITMpaHe Ha MPOAYKTHTE 3a PACTHTEIHA
3aImuTa, KOUTo POopMHUPAT EMYIICHH.

i1) Ompenenst ce U ce OTUYWTA CTAOWJIHOCTTA Ha pa3peieHUTEe €MYyJCHU U Ha
IPOAYKTHUTE 33 PACTUTEIHA 3alIUTa, KOUTO Ca EMYJICUH.

Tewmgocm, cunaueocm (nodamﬂusocm HA u3l’l]laK6aH€) u l’lpMZOOHOCWl 3a
usnoJjizeaHe Kamo npax

1)  Ompenenst ce TEWIMBOCTTAa HA TPaHYJUPAHUTE MNPOAYKTH 3a pPACTUTEITHA
3aluTa.

i1)  Ompenens ce ¥ ce OTYUTA CUIIJIMBOCTTA (BKJIIOUUTETHO Ta3M HA M3IUIAKHATHTE
OCTaThIM) Ha CYCIIEH3MOHHUTE MPOAYKTH 3a pacTUTENIHa 3aliuTa (Hamp.
KOHLIEHTPATH Ha CYCIIEH3Us, CYCIICH3UOHHH EMYJICUN).

1i1) Ompenenst ce U ce OTYUTA MPUTOJHOCTTA 32 MOCUIIBaHE Ha MPaxooOpa3HUTE
IpenapaT.

du3uyHa ¥ XUMHYHA CBBMECTHMOCT C APYIr'd NPOAYKTH 3a paCTUTEJIHA 3a1IMTA,
BKJIIOYMTENHO ¢ MPOAYKTH 32 PACTHTEIHA 3alMTAa, ChbBMECTHATA yHmoTpeda c
KOHTO € 00BbpP3aHa ¢ pa3pelieHne

Du3uuHa cCLb8MeCmUMOoCm

AKo Ha eTHKeTa € TMocoveHa yrnorpeba B CMeC C APYrd MPOAYKTH 3a PacTUTEIHA
3allUTa WIA AJIOBaHTH, CE OMpeaeist W OTYyuTa (pu3Hueckata ChBMECTUMOCT Ha
NPOJIyKTa 3a PACTHUTENIHA 3alllUTa C PA3JIMYHU MPOIYKTH 32 PACTHTENIHA 3allUTa U
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2.8.2.

2.9.

a/IIOBaHTH, KOUTO Ca IMOCOYEHU BBHPXY €TUKETa, 3a U3IOJI3BAaHE B €IHU MU CBHIIU
MpenopbYaHu CMECHU B Pe3epBOap.

Xumuuna cvemecmumocm

AKO Ha eTHKETa € TMOCOYeHa yrnoTrpeda B CMeC C JPYrH MPOAYKTH 32 PAacCTUTEIIHA
3alIMTa WIM aJIIOBAaHTH, C€ OIpENeNisi W OTYMTA XHMHYHATA CHBMECTUMOCT Ha
MPOAYKTA 332 PACTUTEIHA 3aIIMUTA C PA3IUYHU MPOJYKTH 32 PACTUTENHA 3aLIUTa WU
aJIFOBaHTH B €THM W CHIIM MPEMOPhYaHU CMECH B pe3epBOap, OCBEH KOTaTo CIIe]
u3CcieIBaHe Ha OTJCIIHUTE CBOWCTBA HA MPOAYKTAa 3a pACTHTEIHA 3alluTa Ce
YCTaHOBH, Y€ HSIMa Bh3MOXKHOCT 32 U3BBpIIBAHE Ha peakius. B mogoOHu cinyvan e
JIOCTaThYHO J]a C€ MPEJOCTaBH Ta3u MH(popMalms, 3a Ja ce 00OCHOBE JHIIcaTa Ha
HEOOXOJMMOCT Ja C€ TpaBd TPAKTUYECKO ONpeeiicHHe Ha XWMHUYHATA
CHBMECTHMOCT.

IIpuienBane u pa3npeneieHue Mo ceMeHATa

3a IMPOAYKTHU 3a PACTUTCIIHA 3allydTa, MPECAHA3HAYCHU 3a TPCTHUPAHC HA CEMCHA, CC
H3CJICIBA U OTUUTA PA3IPECACICHUCTO U MPHUIICTIBAHCTO Ha IMMPOAYKTA 34 PACTUTCIIHA
3aluTa KbM CEMCHATA.
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3.2

3.3.

34.

JIAHHH 3A IPUJIATAHETO
IIpexBuaena odaact Ha ynorpeda

ITocouBa(T) ce HacTtosmara(uTe) W mpeaiokeHara(uTe) mosie(Tra) Ha ymorpedba Ha
MPOAYKTA 32 PACTUTEIIHA 3AIIUTA, ChIbPKAI MUKPOOPTraHU3Ma, KaTo:

- IIPUIIOKCHUE Ha II0JICTO — HAIpHUMEP B 3EMCACIHUECTO, I'paldHAPCTBOTO,
JICCOBBACTBOTO H JIO3apCTBOTO,

—  3alIMTEHU KYJITYpH (HAIp. B KyJTHBAIIMOHHHU ChOPBHKCHU),
— HeoOpaboTBaHU TUIOINIH,

—  JIMYHY TPAJHH,

—  JIOMAIIlHU PacTEHUs,

— xpaHu/dypaku Ha ChbXpaHEHHUE,

— npyro (yTouHere).

MexaHH3bM Ha JIeiicTBHEe BbPXY NPULIEJTHHS OPTaHU3bM

3a mpojyKTa 3a pacTUTENHA 3alllUTa Ce MPEAoCTaBs MH(OpPMAIMITA, U3NCKBaHA B
CbOTBETCTBUE ¢ 4YacT b, Touka 2.3 ot mnpunoxenuero kbM Permament (EC)
Ne 283/2013. TlpemoctaBsi ce JOMBIHUTENHA HHPOpPMAIMS 3a MEXaHU3Ma Ha
JCUCTBUE BBPXY MPHULEIHUAS OPraHU3bM, aKO XHMHUYHHTE CBHCTaBKU (HArp.
KopopMyllaHTH) MoOraT Ja OKa)XxaT HWMaIll0 3HAuYeHUE BB3JCHCTBUE BBPXY
e(pUKACHOCTTA, 3JPAaBETO Ha YOBEKA M JKUBOTHUTE MJIM OKOJIHATA CPeJIa.

DyHKIUA, NPULEJTHH OPraHU3MU M PACTEHUS WJIHM PACTUTEJIHU TPOAYKTH,
KOUTO TPsidBa /a 0bJAT 3alUTEHU, 1 Bb3MOKHU MEPKH 32 OrPaHUYABaHe Ha
pucka

buonornynarta QyHKIMS ce MpeacTaBs KaTo HAKOE OT U30POEHOTO MO-/10J1Y:
- KOHTpPOJI Ha OaKTepuu,

— KOHTPOJI Ha I'bOH,

—  KOHTpOJ Ha HACEKOMH,

—  KOHTpOJ Ha aKapu,

—  KOHTpOJ Ha MEKOTEJIH,

—  KOHTpOJ Ha HEMATO]IH,

—  KOHTpOJ Ha PACTCHHUS,

— apyro (yrouHere).

[IpenoctaBsaT ce MoApoOHU JaHHM 3a MPHUIETHUTE OPraHU3MH U PACTEHUATA WIH
pacTUTENHUTE MPOAYKTH, KOUTO TPSIOBa Ja ce 3alluTaBar.

Jo3a Ha npuiarane

3a BcekM METOJ Ha NpWiIaraHe W 3a BCsKa ymoTpeba ce MocoyBa IMPHIAraHoTO
KOJIMYECTBO Ha TpeTHpaHa eauHUIA, u3paseHa B g, kg, ml wmm 1 3a mpoaykra 3a
pacTuTeNHa 3alluTa U KaTo MOJXOASIIM SIUHUIM 32 MUKpOOpranusma (Hamp. Opoit
aKTUBHU eAWHMIM, eAuHulM, oOpazyBamu kojoHus (CFU), wnm MexayHapoaHu
eIMHUIM Ha 00eM uiu Terio). [To oTHOIIeHNe Ha 3alIUTEHNUTE KYATYPU U B TUYHUTE
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3.5.

3.6.

3.7.

3.8.

3.9.

CTOTAHCTBA KOJMYECTBATA 3a MIpHJaraHe ce u3passpar B g uiu kg/100 m?, unm g unm
kg/m?, ml uum 1/100 m?, wmu ml umm 1/m3,

Chabp:kaHHe Ha MHKPOOPraHM3Ma B M3NOJI3BAHMS MaTepuaj (Hamp. B
pa3TBOpa 32 NPbCKaHe, IPUMAMKHTE UM TPETUPAHUTE CEMEHA)

OTuuTa ce ChIBPKAHUETO HA MUKPOOPTraHW3Ma, KAKTO € YMECTHO, KaTo Harp. Opoi
aKTUBHU €IMHUIIM HAa 00EM WJIM TErio, eAuHuIr, oopaszyBamnu kononus (CFU), wim
MEXIyHAPOJAHU EIWHUIM HAa O0EM WJIM TErJIOo, WIA 10 JAPYr HA4YWH, KOWTO UMa
OTHOIICHHE KbM MUKPOOPTaHU3MA.

MeToa Ha pUWiIaraHe

Hpel[JIO)KeHI/ISIT MCTOJ Ha IHpujIaraHc c€ OIlMCBa, KaTo CC I10COYBa BUABT HaA
O60py,HBaHeTO, KO€TO € CC€ M3II0J3BAa, aKO MMa TaKOBa, KAKTO U BUABT U 00eMBbT Ha
paspeaunuTeiid, KOMTO II¢ C€ M3II0JI3Ba Ha €AUHHIIA IO Ha npujiaraine ujin o0eM Ha
IIPOAYKT 3a PACTUTCIIHA 3allluUTa.

Bpoii u rpa¢guk Ha npuiIaraHe BbPXY €IHA U CbIIA KYJITYPa, NPOAbIKUTETHOCT
HA 3aI0MTAaTa U Nepuoa(1) HA U3YAKBaHe

[TocouBa ce MakCMMaJIHUAT OpOW TNpHIIAaraHWs BBPXY €JHA W ChIIa KyITypa U
rpaduKbT Ha U3BBPLIBAHETO UM.

Koraro e menecpobpa3Ho, ce mocouyBar ¢asuTe Ha pPacTeX Ha MpPEANa3BaHUTE
KyITypu W CTaJHATE€ Ha pa3BUTHE Ha MpULENHUTEe opraHu3Mu. Ksrero e
MIPUIIOKMMO, C€ YTOUYHsABAa MHTEPBANBT B JHHU MEXAy npuiaranusra. Ilocousa ce
IIPOABJDKUTEIIHOCTTA Ha 3alUTaTa, KOSATO CE OCUTypsBa C BCSKO IIPUJIAraHe U C
MaKCHUMaJIHUs Opoil puiaraHusl.

IIpennoxenn ykazanus 3a ynorpedoa

[IpencraBar ce mpeularaHUTe yKa3zaHHUs 3a yrnmoTpeda Ha MPOAYKTa 3a pacTUTENTHA
3amuTa, 3a JAa OBJar oTMe4YaTaHu Ha eTHUKeTH U B Opomrypu. IIpemocraBst ce
MOAPOOHM JTAHHM 32 MEPKUTE 32 HAMaJIIBaHE Ha pUCKa (aKo € 1enecho0paszHo).

IIpeana3uu MHTEPBAIU U APYTH MEPKHU, HeOOXOMMH 32 3alIMTA HA 3PaBeTO HA
YOBeKa, HA ’KUBOTHUTE M OKOJIHATA cpefia

IIpenocraBenara uHpopMaIus MPOU3THYA OT MIPEOCTABEHUTE 3a
MUKpOOpraHu3Ma(uTe) AaHHU U € TOAKpPEeNneHa OT TAX, KaKTO M OT JaHHUTE,
MPEeAO0CTaBeHH chriiacHo paznenu 7—10.

1)  Koraro e menecho0pa3HO, c€ TMOCOYBAT CPOKOBETE Mpeau MNpHOMpaHe Ha
peKosiTaTa, IEpUOANTE MPEAU MOBTOPHO BHBEXKIAHE WM KAPEHTHUTE CPOKOBE,
HGO6XOI[I/IMI/I 34 HaMaJIsIBAHC OO0 MHHHMYM Ha OCTAaTBYHUTEC BCUICCTBA B
KYITypUTe, PAcTeHUATA W PACTUTEITHHUTE MPOAYKTH WIH BBPXY TAX HIH B
TPETUPAHUTE YUACTHIU U MPOCTPAHCTBA C OTJIEH Mpeana3BaHe Ha 3APaBETO
Ha YOBEKa U )KUBOTHUTE, HATIP.:

- CpPOK mpenu mpuOupaHe Ha pekonTaTa (B THMU) 3a BCAKAa CHOTBETHA
KyJaTypa,

— MEePUOIBT MPEAN TOBTOPHO BIM3aHE (B JIHHM) HA TIOOWTHKA B MACOUIITHUATE
panoHy,

— NepUOABT MPEIU MOBTOPHO BIIM3aHE (B YaCOBE WJIM JHH) Ha XopaTa MpHu
TPETUPAHUTE KYITYPH, CTPaay WJIN IPOCTPAHCTBA;
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— KapeHTHHUTE CPOKOBE (B JIHM) 3a XpaHU 3a KUBOTHU WJIM 3a ymoTpeda
cien mpuOupaHe Ha PEeKOJITaTa;

— NepuoAbT Ha U3YaKBaHe (B JIHU) MEXKIY MPUIIaraHeTo WM OOpaBEHETO C
TPETUPAHU MPOIYKTH.

Koraro e HeoOxoquMo, KaTo ce B3eMaT MPeIBUJl Pe3yITaTUTE OT U3MUTBAHMUS,
ce mpemocTaBs wWHPOpPMAIMS 32 BCHYKM KOHKPETHU 3EMENCICKH W
(¢buTOCAHUTAPHU YCIOBUS WM YCJIOBHUS Ha OKOJHAaTa cCpelna, MPU KOUTO
MPOAYKTHT 32 PACTUTEIHA 3alIUTa MOXE WM HE MOXKE Ja ObJie U3IOI3BaH.
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4.2.

4.3.

4.4.

JIOIIbJIHUTEJIHA UH®OPMAIIMS 3A IIPOJYKTA 3A PACTUTEJHA 3AIUTA
IIpouenypu 3a mouncreaHe u o0e33apa3siBaHe Ha 000PyIBAHETO 3a NPUJIAraHe

OmucBaT ce MpoLEAypHUTe 3a IOYUCTBAHE M 00e33apa3siBaHe Ha O0OpPYIBAHETO 3a
npujaraie u 3aluTHOTO 00JIEKIIO.

Te3u mnpouemypu umar 3a 1€ Ja JAC3aKTHBHPAT WIM YHUIIOKAT aAKTHBHOTO
BEIIECTBO, KOGTO € MHUKPOOPTaHU3BM, U Ja OTCTPAHAT OCTATHIUTE OT MPOAYKTA 3a
pactuTenHa 3ammTa (BKIFOYUTEITHO METa0OJIMTUTE C BB3MOXKEH PHUCK, aKO HMa
TaKWBa, KOUTO ca WICHTH(PUIMPAHU B CHOTBETCTBHME C 4YacT b, Touka 2.8 oT
npuinoxkenuero kbM Pernmament (EC) Ne 283/2013).

Hpel[OCTaBHT C€ JOCTAaThb4YHO JaHHHM, 3a Ja C€ JOKaXeC e(beKTI/IBHOCTTa Ha
IpoUCAYPUTE IO IMOUYUCTBAHE U O6€333p335[BaH6.

IpenopbunTeSITHM MEeTOAU M TNpeANa3sHU MEPKH NpPHU: OopaBeHe, ChbXpPaHEHHe,
TPAHCHOPT, MOKAP UJIH yHoTpeda

[IpenocTaBsaT ce NpenopbUUTETHUTE METOIU U NIPEANa3HUTE MEPKH 3a MPOLEAYpHU 3a
6opaBeHe (B MOAPOOHOCTH) MPU ChbXPAHEHHUETO HA MPOJYKTH 32 PACTUTENHA 3allUTa
B CKJIQJIOBE WJIM OT OTJAEIHMS MOTPEOUTEN, 3a TAXHOTO TPAHCIOPTUPAHE U IPU
noxap. IIpenocrass ce, xorato e menecboOpa3Ho, U WH(GOPMALUS 32 MPOJYKTHUTE,
OTIEJSIIIM C€ MPHU U3rapsHe. Y TOYHSABAT €€ Bb3MOXHHUTE ONACHOCTU U METOJIUTE U
MPOLIEYPUTE 32 HaMaJsIBaHE 10 MUHUMYM Ha puckoBete. [Ipeacrapsar ce mpoueaypu
3a MpeMaxBaHe WJIM HaMaJsiBaHE J0 MUHHUMYM Ha T'€HEPUPAHETO HAa OTHAAbLU WU
OCTaTbhIH.

[Tpenocrass ce, KOraTo € 1enecbo0pasHo, ¥ OIICHKA 32 MPOLICIYPHUTE.

[TocoyBar ce ecTeCTBOTO M XapaKTEPUCTUKUTE Ha MPEIUIOKEHUTE 3alIUTHO O0JIEKIIO
u obopyzasane. IlpencraBeHuTe 1aHHM ca JOCTaThYHU, 32 J]a CE HAIIPABU OIICHKA HA
BB3MOKHOCTTA 3a MOJy4aBaHe, CTAOMIIHOCTTA M €(PEKTUBHOCTTA MPU NMPAKTHUECKU
yclioBUsL Ha ynorpeba (Hamp. B TMOJETO WM B KYJITUBAIMOHHO CHOPBKEHUE),
YCTOMYMBOCT M CHbBMECTUMOCT C MTPOAYKTA 32 PACTUTEIIHA 3allUTA.

Mepku npu 371010J1yKa

B ciywaii Ha 370m07yKa 1O BpeMe Ha TPAHCIOPT, ChXPAaHEHUE WM ymoTpeda ce
MOCOYBAT MOAPOOHO MPOIEAYPUTE, KOUTO TpsiOBa ga OBJAT cla3BaHH, KOUTO
oOxBarar:

— OBJIA/IIBAHE HA Pa3JIMBH,

— o0e33apa3siBaHe Ha OTKPUTHU TUIOIIHN, TPAHCTIOPTHU CPEJCTBA U CTPaJIH,

— YHUILO’)KaBaHE Ha TIOBPEJICHU OMAaKOBKU, aICOPOEHTH U IpYT'H MaTepHay,
- MPEAIa3BaHE HA ABAPUMHUTE EKUIIU, KUTEIIUTE U CIIy4YalHUTE JIULIA;

— MEpKH 3a I'bpBa MOMOII.

Ipouenypu 3a yHuumiokaBane u o0e3Bpe:kIaHe Ha MPOAYKTa 32 PacTHTENHA
3alIMTA U ONAKOBKHTE, U3M0JI3BAHM 32 HETO

PazpabGoTBar ce M ce omucBaT MpOLEAYPUTE 3a YHHILOKaBaHe M o0e33apa3siBaHe
KaKTO Ha MaJIKu (Hamp. 3a OTAENHUS MOTpeOuTelN), Taka M Ha TojieMH KOJIMYecTBa
(mamp. B ckuanm). [Ipomemypute ca cboOpa3eHH C JAEWCTBAIIUTE pa3mopendu 3a
YVHUILO)KaBaHE Ha OTHAAbLM M TOKCHUYHU OTHanblM. [IpeasiokeHuTe HaYMHHU 3a
YHUIIIO)KaBaHE TpsAOBa na ObaaT 0e3 HENpUEMIIMBO BbB3/ACHCTBHE BBPXY OKOJIHATA
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4.4.1.

4.4.2.

Cp€aa n Ja Cca BbB BB3MOXKHO Hal-BHCOKa CTEIEH HKOHOMHYECKH C(l)eKTI/IBHI/I n
MPAaKTUYCCKHU OCBHIICCTBUMMU.

Koumponupano uzeapsne

3asBUTEIAT MPEAOCTaBsl MOAPOOHM YKa3zaHHs 3a O€30MacHO YHHIO)KaBaHE, KaTo
B3€ME I10]] BHHUMaHHWE, Y€ B MHOTO CIIydyaW MPEINOYUTAHUAT WM CIUHCTBEHUST
HauuH 3a 0E30IaCHO YHMIO)KaBaHE HA NMPOAYKTH 3a PACTHTENIHA 3allUTa, U IIO-
CIICIMAIHO Ha KOQOPMYJIAaHTHTE, KOUTO CE ChABPIKAT B TSIX, HA 3apa3eHU MaTCpPHAIH
WM 3apa3eHH ONIAKOBKH € Ype3 KOHTPOJIMPAHO U3rapsiHe B 000PSH HHCUHEPATOP.

Apyau

Koraro nmMa npeioskeHu Apyrd METOIU 3a yHUIIOXKaBaHE WM o0Oe33apa3sBaHe Ha
IPOAYKTH 3a pacTUTENIHA 3allUTa, OMNAKOBKM M 3aMbpPCEHM MaTepUald, Te Ce
OIKCBAT. 32 TE3U METOJU CE NIPEOCTABAT JaHHU.
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5.1.

5.2.

AHAJIUTUYHU METOIA
BbBenenne

3asgBUTENAT OCBILECTBSIBA HEMPEKbCHAT KayeCTBEH KOHTPOJI Ha IPOM3BOJCTBOTO U
Ha IPOU3BENIEHUS NPOAYKT 3a pacTUTeNHa 3amuTa. [IpenocraBsaT ce kpurepuure 3a
Ka4yecTBO Ha IPOJAYKTa 3a pacTUTENHA 3allUTa.

[Ipencrass ce omucaHue Ha METOAMTE, KATO C€ BKIIIOYBA MMOAPOOHA MHPOPMALUS 32
U3II0JI3BAHOTO 00Opy/BaHe, MaTepuaiu U ycinoBus. OTpassiBa ce IpUIOKHMOCTTa Ha
MEXTyHAPOJAHO MPU3HATUTE METOTH.

[Tpu mouckBaHe OT KOMIIETCHTHUTE OPT'aHU CE MPECTABAT CICAHUTE MPOOH:
1)  mpoOwu OT mpemnapara;

i1)  mpobu or MPCA, kaKkTo € mpou3Be/IeH;

i) mpo0a OT 3amaca OT TOCEBKH;

V) aKo € TeXHHYECKH BBH3MOXKHO, aHAJIUTHUYHU CTAaHJIAPTU 32 META0OIUTHTE C
BB3MOXEH pUCK (BX. yacT b, Touka 2.8 OT mpuiokeHueTo KbM Perimament
(EC) Ne 283/2013) 1 BCUYKHU IpYTH CHCTABKH, BKJIIOUYEHU B OMPEICICHUETO 32
OCTaThYHO BEILECTBO;

V) adKO € TCXHHYCCKH BB3MOXHO H HeO6XOI[I/IMO — AHAJIUTUYHHU CTAaHIAapPTH Ha
UMalIuTC 3HAYCHHUEC OHCUHNCTBAHN .

HOKOJ’IKOTO € MU3IIBJIHUMO, 3a MCTOAUTC CJICH M3AaBAHC HA pa3pCHICHHUC CC U3II0JI3Ba
Haﬁ-HpOCTHﬂT nmoaxoa, CBbP3aHUTE C TAX pa3xXoJu Ca BB3MOKHO Hal-HUCKU U 3a
pe€aiu3nupaHeTo UM CC U3HUCKBA O6H.IO,Z[OCTT>HHO o6opyz[BaHe.

Metoau 3a aHa/ I3 Ha Npenapara
Onucesar ce cieJHUTE METOAM:

— 32 uaeHTH(UIUpPaHE U KOJMYECTBEHO ONPE/ICISIHE Ha BCEKH MUKPOOPTaHU3bM
B MIPOJIKTa 332 PACTUTEJIHA 3alUTa, OT KOWTO C€ ChbCTOM aKTUBHOTO BEILECTBO,
BKIIOYMTETHO  METOIM 32  pasrpaHHuaBaHe  MEXIy  Pa3InYHHUTE
MHUKPOOPIraHU3MHU, KOraTo MPOAYKTHT 3@ pacTUTENHA 3allUTa BKIIOYBA MOBEUE
OT €IMH MHKPOOPTaHW3bM, W HAN-TIOAXOISAIINTE MOJEKYISPHU aHAIUTHIYHU
WM (GEHOTUITHU METOAM, ONKMCaHU B yacT b, Touka 4.1 oT NpuiI0KEHHUETO KbM
Pernament (EO) Ne 283/2013,

- 3a YCTaHOBsIBAHE HAa MUKPOOWOJIOTMYHA YHCTOTAa HA MPOAYKTA 3a PaCTUTEIIHA
3allnTa,

— 32 OTKpMBaHe M U30posiBaHE Ha UMAIld 3HAYEHHE 3aMbpCABAILU
MUKpPOOPTaHW3MH B MPOJIyKTa 3a pacCTUTENHA 3alUTa,

- H3II0JI3BAHU 3a OIPCACIIIHC Ha CTaOMITHOCTTA npu CbXpaHCHUC W CpOKa Ha
rOAHOCT Ha MPOAYKTA 3a paCTUTC/IIHA 3alluTa.

Metoau 3a onpeaeassHe 1 IBMEpBaHe HA OCTATBbYHHU BeElICCTBA

[IpenoctaBsaT ce aHAIUTUYHUTE METOAM 3a ONpEJeNsHE Ha IUIBTHOCTTa Ha
MHUKpPOOPIraHNW3Ma U OCTaThYHHUTE BEIIECTBA, KAKTO € MPEABUACHO B 4acT b, Touka
4.2 or npunoxenuero kbM Permament (EC) Ne 283/2013, ocBeH Koraro
uHpopManuaTa, Beue MperocTaBeHa B ChOTBETCTBHE C M3MCKBaHUATa Ha 4YacT b,
Touka 4.2 ot npunoxenuero kbM Pernmament (EC) Ne 283/2013, e noctarbuHa.
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6.1.

I[AHHI/I 3A EOUKACHOCTTA
BbBenenne

[IpenocraBeHuTe naHHU ca AOCTAaThYHH, 32 J]a CE MO3BOJIM U3BBPIIBAHETO Ha OLIEHKA
Ha IPOAYKTa 3a pactuTenHa 3amuTa. [lo-cnennanHo, ocurypsiBa ce Bb3MOKHOCT Ja
Ce OILICHAT €CTeCTBOTO M CTENEHTa Ha MOJ3UTE, MPOM3JIM3alM OT ynorpebara Ha
MPOJIYKTa 3a pacTUTENIHA 3alUTa, B CPAaBHEHUE C MOJXOJSAIIM €TaJOHHHU MPOIYKTH,
KOraTo MMa TaKWBa, W/WIM HETPETUPAHU KOHTPOJHU MPOOH, MparoBe Ha yBpeKIaHe
U J1a ce ONpEeNeNT yCIOBHATA 32 HEroBaTa ynorpeoa.

Pa3pa60TKaTa, AHAJIU3BT, HU3BBPIIBAHETO M OTYUTAHETO Ha H3IWTBaHUATA € B
CbOTBCTCTBUC CHC CHOTBCTHUTC CTAHAAPTHU, KOTraTO Ca HAJIMYHHU. Morar Ja 6’bI[aT
INPUETH OTKIIOHCHHA OT HAJIUWYHHUTE CHOTBCTHHU CTaHAAPTH CaMO IIPpHU YCJIIOBHUEC Y€
pa3pa60TBaHeTo Ha HU3INUTBAHHATA OTroBapsi Ha MUHUMAJIIHUTC HW3UCKBAHUA Ha
CHOTBETHUTC CTaHAAPTHU U 1Y€ € U3UCPIIATCIIHO OIIMCAaHO U 000CHOBAaHO. HOKJ'IaI["bT Ja
BKJIIOYBa HOI[pO6Ha 1 KpUTHUYHA OLICHKA Ha JaHHUTC.

EpOHT Ha U3IKUTBAaHHUATA, KOUTO TpH6Ba Ja 6’[),[[8.T MMpOBCACHU U OTYCTCHU, 3aBUCHU OT
(baKTOpI/I KaTo CTCIICHTA, 1O KOATO Ca N3BCCTHU CBOMCTBAaTa HA AKTUBHOTO B€IICCTBO,
KOCTO € MUKPOOPIraHU3bM, B IIPOAYKTA 34 PACTUTCIIHA 3allIUTaA. To3u 6pOI71 MOXEC aa
3aBUCHM W OT HPOMCHJIMBOCTITA Ha YCJIOBHATA, KOUTO BB3HHUKBAT I10 BpPEME Ha
HU3IIUTBAHUATA (HaanMep INPpOMCHJIMBOCT Ha 3APABCTO HaA pacTCHUATA WU
KIMMaTHYHUTC YCJIOBI/UI), oT o0xBaTa Ha CEJICKOCTOIAHCKHTE IIPAaKTHUKHU,
CAHOPOAHOCTTA Ha KYJITYPUTC, HAYWHA HaA MOpWJIaraHe, BHAa HaA JIIPULCITHUA
OpraHnu3bM, KIIMMAaTUYHUA PCTUOH U BUJIa HA ITPOAYKTA 3a PAaCTUTCI/IHA 3allluTa.

IIpenocraBeHuTe JaHHU ca JOCTAaThYHM, 3a Aa ObJAT NPEJCTaBUTEIIHU 32 PETHOHUTE
U 3a oOXBaTa Ha YCIOBHATAa 3a ynoTrpeda, CpEeIlaHM Ha NPAKTHKAa BBB BPbB3Ka C
yrnoTrpebara Ha MPOAYKTA 3a PACTUTEIHA 3alluTa. AKO € HaJJIeKHO OOOCHOBAHO U
YMECTHO NpPEIBHJA MOAXOJa B OTACIHHUTE CIydal W EKCIEPTHOTO pEIICHMUE,
3asBUTENAT MOXKE Jla MPHJIOXKHU MoJxoAa read-across 3a JaHHUTE B MOJAKpena Ha
3asIBJIGHUETO, BKJIIOYMTEIHO [aHHHU, MOJIY4YEHH 3a JPYI'M CHOTBETHH YHOTpeOH,
KYJITYpH, €BPOIIEHCKA OKOJIHA Cpelia WK IPYTU CbOTBETHU YCIOBUS.

AKo MOXe J1a ce HMPWIOKH MOAXOABT read-across, 3a Ja ce M3BBPIIM OIEHKA Ha
CE30HHUTE pa3IMyMsl, ako MMa TaKHWBa, C€ ChOMpaT U ce NPEACTaBAT JAOCTATHYHO
JAHHU, KOUTO Ja MOTBBPAAT e(hUKACHOCTTA HA MPOIYKTA 32 PACTHTEIHA 3aIlUTa BHB
BCEKU Pa3IM4€H B CEJICKOCTONAHCKO M KIMMAaTHYHO OTHOIIEHHE PETHMOH M 3a BCsAKa
OTJeNHa KOMOMHAlMsg KyITypa (Miau cToKa)/mpuueneH opranuzbM. Korato e
1eJIechoOpa3Ho, ce OTYMTAT M3MUTBAHMSATA 33 ONpeAessiHe Ha e(QUKACHOCTTa MU
(UTOTOKCHYHOCTTA Haii-MaJIKO TIpe3 JBa BET€TAI[MOHHU TTEPHO/IA.

OtunTar ce BCUYKHU BHUIOBC BT:»3I[€IZCTBPIC, MOJIOKUTCIIHO WUJIM OTPULATCIIHO, BBPXY
HCIIPUICIICH OPraHu3bM, Ha6J'II-OJIaBaHO IMpU MU3BBPIICHUTC UIIMUTBAHHA CHIJIACHO
HU3UCKBAHHUATA HA HACTOAII WA pa3aciI.

IpenBapureJHN U3NUTBAHUSA

[Ipn mouckBaHE OT KOMIIETEHTHHUS OpraH, ce MPEJCTaBsAT O000OIIEHU TOKIAaaud OT
Hpe)]BapI/ITeJ'IHI/I U3NWUTBAaHUsA, BKIIOYHUTCIIHO .]'Ia60paTOpHI/I, oT Ky.HTI/IBaHI/IOHHI/I
ChOPBKEHUSI W TIOJNEBU H3CIICJBAHUS, W3IMOJI3BAHU 32 OIEHKa Ha OMOJIOTHYHATA
aKTUBHOCT, MEXaHW3Ma Ha JICHCTBUE M YCTAaHOBSIBAHETO Ha 0OXBaTa Ha JO3MPAHETO
Ha TPOAYKTa 3a pacTUTENHA 3allTa U HAa CHABPKAINIOTO C€ B HETr0 aKTHBHO(M)
BemiecTBo(a). Te3u MOKIaau MpeaocTaBsIT 0OOCHOBKA 3a KOMOWHAIMATA OT HIKOJIKO
AKTUBHU BEIECTBA, AHTUIOTH W/UIIU CUHEPTUCTH, aKO € MPHIIOKHUMO, U TIPEOCTABAT
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6.2.

6.3.

6.4.

JON'BJIHUTENTHA MHPOPMALMs Ha KOMIIETEHTHHUS OpPraH 3a W3BBpIIBaHATa OT HEro
OLIEHKAa Ha NPOAYKTa 3a pacTUTenHa 3ammra. Koraro Tasu uHpOpManus HE €
IIPEJOCTaBeHa, ce 1aBa 000CHOBKA 3a TOBA, KOSTO Ja € MPUEMIIMBA 3a KOMIIETEHTHUS
Opras.

MunuMmasnHa e(peKTHUBHA /103a

[TocouBa ce MuHUMaNHAaTa €PEKTUBHA J03a WIM OOXBaT OT MHHHMAJIHU JI03H,
HeoOXoIuMH, 3a Jla ce IMOCTHraHe C J0CTaThb4yHa e(QUKACHOCT MPEeTEeHAUPAHOTO
JIeViCTBUE 32 PACTUTENIHA 3alIUTa B Pa3HOOOPA3UETO OT CUTYAIlMH, B KOUTO TPsiOBa 1a
ce MpuJiara TO34 MPOJIYKT 3a pacTUTENHA 3alHUTa.

HN3nuTBaHe HA epeKTUBHOCT

Upe3 wu3NUTBAHUATA C€ NPEAOCTABAT JOCTATHYHO JI@HHHM, KOMTO I103BOJIABAT
U3BBPUIBAHETO Ha OLICHKA HA PaBHUILETO, IPOIBIDKUTEIHOCTTa U €JHAKBOCTTAa Ha
IPEIBIKIAHUTE BUJIOBE BB3/CHCTBHE Ha MPOAYKTA 3a pacTuTesHa 3ammra. OcBeH
TOBa C€ JIOKJIaJ[Ba BB3MOKHOTO OJAroNpHATHO BB3JICHCTBHE BBPXY TPETHPAHHUTE
KynTypH. M3nuTBaHusATa BKJIIOYBAT HETPETUPAHU KOHTPOJHU mpoOu. Ilpu Hammuune
Ha TMOAXOJSIIM €TAaJOHHU NPOAYKTH CE€ IpPaBH CPaBHEHHE MEXIy IpOJyKTa 3a
pacTuTellHa 3allUTa, peIMeT Ha 3asBJICHUETO, U €TAJIOHHUS NpoayKT. PazpaboTBar
Ce OIUTH, 32 Ja ObJaT NpPOyYEeHH BB3HUKHAIMTE BBIIPOCH, Ja C€ Hamalu 10
MUHUMYM Bb3J€MCTBUETO Ha CIy4alHUTE PA3JIMKU MEXAY DPAa3JIUYHUTE YacTH Ha
BCsAKa IUIONI 332 M3MUTBAHMS, KaKTO U Jla C€ HallpaBU BB3MOXHO M3BBHPILIBAHETO Ha
CTaTUCTMYECKH aHaJIM3 Ha pe3ylTaTuTe, MOoJUIeXalld Ha TakbB aHaJIM3.
Pazpabotkara, aHamM3bT M OTYUTAHETO HA M3MUTBAHMITA Ca B CHOTBETCTBHE ChC
CbOTBETHUTE CTAHJAPTH WJIM C HACOKH, KOMUTO OTroBapAT Hal-MajlKo Ha
M3MCKBAaHUATA HAa CHOTBETHUTE MPWIOKUMM CTaHAAapTH. JlokiagbT Ja BKIIOYBA
NoJIpoOHA U KpUTHYHA OLIEHKA Ha JJaHHUTE. VI3BBpIIBa ce CTATUCTUYECKU aHAINU3 Ha
pe3ysiTaTuTe, MOoJUIeKalld Ha TakbB aHanu3. Koraro e HeoOXoaumo, U3MoI3BaHaTa
HACcOKa 3a M3BBPIIBAHE HA M3MUTBAHMS CE MPHUCIOCOOsBA, Taka 4Ye J1a € Bb3MOXKHO
W3BBPUIBAHETO HA TAKbB AHAJIU3.

HNudopmanuss OTHOCHO €BEHTYAJIHOTO Ppa3sBMTHE Ha PE3UCTEHTHOCT Yy
npUIeJHUsI(MTe) OpraHu3bM(u)

[IpenocTaBsaT ce naHHU 3a MOsIBaTa M Pa3BUTUETO HA PE3UCTEHTHOCT WM KPbhCTOCaHa
PE3UCTEHTHOCT B TMOMYJAIlMUTe HA TMPUIEITHATE OPraHU3MH KbM AaKTHBHOTO
BEIIECTBO, KOETO € MUKPOOPTaHNW3bM, OCBEH KOTaTO 3asIBUTEINAT JOKaXKe, 4e JaHHUTE
1 nH(pOpMANHATa, KOUTO BEUYE Ca MPEJOCTABCHU 32 aKTUBHOTO BEIIECTBO CHITIACHO
gact b, touka 3.4 ot mnpunoxkenuetro kbM Permament (EC) Ne 283/2013, ca
JOCTaThYHU, 32 J1a TO3BOJISIT U3BBPIIBAHETO HA OICHKA.

Axo e HeoOXoauMO Ja ObAAT MPeoCTaBIHU JaHHU, T€ MOTraT Ja ObJaT reHepupaHu
Yype3 eKCIepUMEHTAIHN U3cieiBaHusl (B Ja00paTopuy WM B MOJEBU YCIOBHS) WU
IIOJIyYEHHU OT HaJIMYHaTa Hay4Ha JIUTepaTypa.

AKO e Heo0X0IMMO J1a ObJIaT MPEeIOCTaBsIHN JaHHU U UMa HaJIMYHA HHGOPMAIIHS 32
BUJIOBE YIOTpeda, KOATO HE € MPSKO CBhp3aHa C ymorpedara, 3a KOSTO Ce M3UCKBA
paspenieHne Wi TO MPEACTOn Ja 0bAe MOIHOBEHO, BKIFOUUTEITHO UH(pOpMAIUS 32
pa3IMYHU BUAOBE MPUIEIHA OPTaHU3MHU WM PA3IMYHU KyATYpH, Ta3u uHpopmanus
ChINO ce mpenocTaBs. Korato nma oka3aTescTBo Win uHGOpMAIUs, Copes; KOUTO
MOXE J1a ce MPENIOoJIOKH, Ye MpU ymoTrpedara Ha MPOAyKTa C THPrOBCKA IIEN €
BEPOSITHO Ja CE€ pa3BH€ PE3UCTEHTHOCT KBM HEro, C€ HaMUpa M TIPEICTaBs
JIOKA3aTeJICTBO 3a YYBCTBUTEIIHOCTTAa Ha MOMYyJalUsiTa Ha ChOTBETHUS MpPULEICH
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6.5.
6.5.1.

6.5.2.

OpPraHM3bM KBM IPOAYKTa 3a pPAcTUTEIHA 3aluTa. B Te3u ciaydam ce npencrass
YIpaBJIEHCKA CTPATErUs, MpeIHa3HaueHa /1a C€ HaMalu 10 MUHUMYM BEpPOSITHOCTTA
OT pa3BUBAaHE Ha PE3UCTEHTHOCT WJINM KPBCTOCAHA PE3UCTEHTHOCT IPH IPULICTHUTE
BUJIOBE OPraHU3MH.

He0saronpusiTHO Bb3/1eliCTBHE BbPXY TPETHPAHUTE KYJITYPH

DumomoKCuyHOCm CNpAMO NPUYETHU PACMEHUSL (8KAIOYUMETHO PA3TUYHU KYIAMYPHU
8UO08€) UL CNPAMO NPUYETHU PACMUMETHU NPOOYKMU

3a xepOMUMAWTE M 3a OPYrUTEe MPOIAYKTH 32 PACTHTENHA 3alIMTa, NPH KOUTO €
HaAOJII01aBaHO HEOJIAaronpHUATHO BB3ICHCTBHE, Makap M IPEXOJIHO, MO BpeMe Ha
W3MHUTBAHUATA CE€ YCTAHOBSBAT TPAHUIIUTE HA CEJICKTHMBHOCTTA IO OTHOIICHHE Ha
MPULICITHATE KYJATYPH, KaTO C€ M3I0JI3Ba YIBOCHOTO MPHJIAraHO KOJIUYECTBO. B T031M
ClIydail ce M3BBHPIIBAT U3MUTBAHUSA, 32 Ja c€ HAOABAT JOCTATHYHO JIaHHU, KOWTO J1a
MO3BOJISIT OIICHKAa HAa BH3MOXKHATA IMOSIBA HA (PUTOTOKCHUYHOCT CIIEH TPETHPAHE C
MpOAYKTa 3a pacTtuTenHa 3ammra. Korato ce HabmonaBa cepuo3HO (PUTOTOKCUYHO
BB3JICHCTBUE, C€ MPOYYBa M CPEIHO MpHiaraHo KoiuvecTBo. Korato ca Hamuie
MPOSIBM HAa HEOJIArONPUSATHO BB3JICHCTBUE, HO C€ TBBPIHU, Y€ TE Ca MAIOBAXHHU B
CpaBHEHHME C MOJI3UTE OT yIOoTpedara Ha MPOAYKTa WIK ca MPEXOIHH, € HE0OX0AUMO
Ja ce TpEeACTaBAT JIOKa3aTeJCTBAa B IOJAKpeNna Ha TOBAa TBBpACHUE. AKO €
HEO0XO0/IMMO, CE MPEIOCTaBAT TaHHH 32 U3MEPBAHETO Ha TOOUBA.

Axo € HeoOXOJUMMO M3BBPIIBAHETO HA M3IMTBAHE, c€ JOKa3Ba 0€30IacHOCTTa Ha
IPOAYKTa 3a pacTUTENIHA 3allluTa CHPSIMO OCHOBHUTE KYITYpPHH BHJIOBE OT
OCHOBHUTE KYITYpH, 3a KOUTO HPOAYKTBT C€ IMPENopbuBa, BKIOYUTEIHO
BB3/JICHCTBUETO BBPXY (hazaTa Ha PacTeX Ha KyATypaTa M HelHaTa BererallioHHa
CWJIa, KaKTO U JIpyru (pakTOpH, KOUTO MOraT Ja MOBJIUSST Ha Bb3IPUEMUYUBOCTTA Ha
yBpEXJlaHe WM HapaHsBaHe.

Heo0xoauMaTta crereH Ha Mpoy4YBaHe Ha APYTH KYJITYpH 3aBHCH OT TSXHATa CTETICH
Ha CXOJCTBO C OCHOBHUTE KYJITYPH, C KOUTO BEU€ Ca U3BBPLICHU WU3IUTBAHMS, OT
KOJIMYECTBOTO M KA4ECTBOTO HA HAJIMYHUTE JTAHHU 34 T€3M OCHOBHU KYJITYPH U OT
CTENEHTa Ha CXOJACTBO MEXIYy HauMHUTE Ha yrnoTpeda Ha MPOJYKTa 3a pacTUTENIHA
3alllTa, aKO € yMeCTHO. M3muTBaHETO MOXKE Ja C€ M3BBPIIM C OCHOBHHUS THII
npernapar, KOWTo 1ie 0bJie pa3peiieH.

Koraro npeioxxeHusT eTUKeT ChbpkKa MPernopbKkyu 3a yrnorpedara Ha MPOIyKTa 3a
pacTuTeNHa 3allyTa 3aelHO C JPYI/APYrd NPOIYKT(M) 3a pacTUTEIHA 3alluTa,
pasnopenoure, MpeBUICHU B HACTOSIIaTa TOUKA, CE MPUJIarar 3a CbOTBETHATa CMEC
OT IIPOJYKTH.

Korato ce nabmogaBa GUTOTOKCUYHO BB3/ICHCTBUE, TO CE OLICHIBA U 3aITMCBA TOYHO
B CBOTBETCTBHE CbhC CBHOTBETHUTE cTaHiaptu Ha EPPO wnm, korato TtakoBa e
M3UCKBAHETO HA Ibp)KaBa WICHKA W M3MUTBAHETO CE MU3BBPIIBA HA TEPUTOPUSITA HA
Ta3u IbpKaBa WIEHKAa — B CbOTBETCTBUE C HACOKU, KOMUTO OTIOBApsT HAal-MaJIKO HA
M3UCKBaHMATA HA ChOTBeTHATa Hacoka Ha EPPO.

Bw3zoelicmeue 6vpxy oOobusume om mpemupanu pacmeHus UiU pacmumenru
npooyKmu

M3nurBaHusATa ce W3BBPILIBAT, 3@ Ja CE NMPEAOCTaBAT AOCTATbUYHO JaHHH, KOUTO
MO3BOJISIBAT U3BBPIIBAHETO HA OLIEHKA HAa e(pUKacHOCTTa Ha MPOJIYKTa 3a PaCTUTEIHA
3alIMTa U HAa BH3MOXKHOTO BB3/IEHCTBHME IO OTHOLICHHWE Ha HaMajsBaHe Ha JOOMBa
WM 3aryOu IpH ChXpaHEHUE HAa TPETUPAHU PACTEHUS WM PACTUTEIHU MPOAYKTH.
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6.5.3.

6.5.4.

Omnpenenar ce BUIOBETE BB3ICHCTBHAE HA MPOLYKTUTE 33 PACTUTEIIHA 3AILUTA BbPXY
N00HMBa WM KOMIIOHEHTUTE Ha OOMBA OT TPETUPAHU PACTUTEIHU MPOIYKTH, OCBEH
KOI'aTo 3asBUTEIAT MOXeE J1a 000CHOBE B JOCTaThUHA CTEIEH, Y€ MIPEOCTaBIHETO Ha
TaKMBa JaHHU HE € OT 3HaueHue. Korato mma BEpOSTHOCT TPETUPAHUTE PACTEHHUS
WIA pacTUTEIHU NPOAYKTH Ja ObJaT CbhbXpaHSIBaHM, C€ OTYUTA BbB3MOYKHOTO
BB3/ICHCTBUE BBPXY A0OMBA CJel ChbXpaHEHHE, BKIIOYHTEIHO IaHHU 3a CpOKa Ha
CbXpaHCHHUE.

Bw30eticmeue 6vpxy kauecmeomo na pacmenuama uiu pacmumennume npooyKmu

3a OTACIHUTE KYJITYPH MOXE Jla ca HEOOXOJUMH TOIXOMAIINA HAOIIOJCHHS IO
OTHOIIIEHHWE Ha KA4YeCTBEHUTE XapaKTEPUCTHUKU (HAMp. KAYECTBO HA 3bPHOTO Ha
3bpPHECHU KYJATYpU U ChIbPKaHHE Ha 3axap). TakaBa mHoOpMarus Moxe aa Obue
MoJIy4eHa B pe3yJITaT Ha MOJIXOMAIIM OLEHKU MPHU U3MUTBAHUITA, OMUCAHU B TOUKHU
6.3u6.5.1.

Koraro e nenecr00pa3Ho, ce U3BBbPIIBA U3MUTBAHE 3a OIBETSABAHE HA KYJITypara.
Bw3zoeiicmeue 6vpxy npoyecume na mpancgopmayus

Upe3 wusnuTBaHUATA C€ MPEJOCTABAT JOCTAThUYHO JAaHHU, KOUTO IO3BOJISBAT
M3BBPIIBAHETO HA OLIEHKA Ha BH3MOXKHATA IMOsIBA HA HEOJIAronmpuUsTHO BB3ICHCTBHE
Clle[l TPETUPAHETO C IMPOJYyKTa 3a pacTUTENIHA 3alUTa BbpPXY IPOLECUTE Ha
TpaHcopmalsl WIM BbPXY KadecTBOTO Ha TMOJYYEHHTE B peE3ydTaT Ha TAX
MPOAYKTH, KaTo Te ca HEOOXOIMMH, KOTATO BCAKO €IHO OT M30POCHUTE MO-A0IY
0OCTOSITENICTBA € U3MBIHEHO:

—  TPETHUPAaHUTE PACTCHHS WJIA PACTHUTEIHH NPOAYKTH MO MPHHIUI ca
IpeJHa3HAueHH 3a M3IMOJ3BaHE B Ipolieca Ha TpaHchopmauus (Hampumep
BUHOIIPOU3BOICTBO, IMBOBAPCTBO UJIM MPOU3BOACTBO Ha XJIS10),

—  mpu IpuOMpPAaHETO HA PEKONTaTa Ce YCTAHOBSBA 3HAYUTEIHO KOJIUYECTBO
OCTaThYHHU BellecTBa (BXK. pasjzen §), u

— Ipujiara c€ M MOHE €AUH OT CJICIHUTEC IBA KPUTCPUSL:

— uMa INpU3HaIM, 4e ynorpebaTa Ha MPOAYKTa 3a pacTUTENIHA 3alluTa
MOX€E J1a OKaXke BB3JeHCTBHE BBbPXY BBIPOCHHUTE MpOLECH (Hamp. MpU
aKTHBHO BEILIECTBO, KOETO € MUKPOOPTaHU3bM, C (YHTHIIUIHO AEHCTBHE,
KOTaTo C€ M3IO0JI3Ba 10 BpeMEe Ha MOMEHT, OJIM3KO JI0 MPUOMpPAHETO Ha
pekosrara), uiu

- € YCTaHOBCHO, Y€ APYIru MPOAYKTH 3a PACTUTCIIHA 3alllMTa HAa OCHOBATa
Ha CbliaTa HMJIM HAa CXOJHa J0 rojdsiaMa CTCIICH aKTHBHA ChCTaBKa HMAarT
HC6HaFOHpI/I${THO BB3ICHUCTBHUE BBpXY TE3U IIpOLCCH, HIIN BbBPXY
MOJIYYCHHUTEC OT TAX HNPOJYKTH.

Koraro m3nutBaHeTo € HEOOXOIUMO, TO MOXKE Ja C€ M3BBPIIBA C OCHOBHUS THUI
npernapar, KouTo e Objae paspeuieH. [IpoyuBa ce u ce OoTYMTa BB3MOXKHOCTTA 3a
NosiBa Ha HeOJIAroNpHUsITHO Bb3JIEHCTBHE BBPXY MpollecuTe Ha TpaHchopmarms. Ypes
W3MUTBAHHUATA CE€ MPEJOCTaBAT  JOCTaThUYHO JAaHHW, KOWTO  IO3BOJSBAT
M3BBPILIBAHETO HA OIIEHKAa Ha Bb3MOXKHATA MOsBAa Ha HEOJArONpUsATHO BB3JEHCTBUE
clie]l TPETUPAHETO C TMPOJyKTa 3a pacTUTENIHAa 3alUTa BbPXY MPOLECUTE Ha
TpaHchopMalMst WM BBPXY KayecTBOTO Ha IOJIyYE€HUTE B pPE3yiTaT Ha TAX
TIPOIYKTH.
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6.5.5.

6.6.

6.6.1.

6.6.2.

Bw3zoeiicmeue 6vpxy mpemupanume pacmeHus uiu pacmumenuusi penpooyKmueeH
Mamepuan

OTHnyar ce 10CTaThYHO JaHHHU, 3a JIa Ce J1ajle Bb3MOXKHOCT 3a U3BBPIIBAaHE Ha OLIEHKA
Ha BB3MOXKHO HEOJAaromnpuaTHO BB3ACUCTBHE HA JAJCHO TPETUPaHE C MPOJYKTa 3a
pacTUTeNnHa 3allUTa HAa PACTeHHs] WJIM PACTUTEIHH MPOAYKTH, KOUTO IIE Ce
U3MO0JI3BaT 3a pa3MHOKaBaHE, OCBEH KOraTo NpEeJIOKEHWTE BUAOBE yHNoTpeda Ha
MPOJYKTa M3KIIIOUBAT YIOTpedara mpu KyJITYpH, NMPEeAHAa3HAUCHU 3a MPOU3BOJICTBO
Ha CEMEHA, PE3HULIM, JaCTapy WK I'PYJKH 3a 3aCaKJaHe, B 3aBUCUMOCT OT CJIydasl.

[Ipencrapsr ce cieqHuTe HAOIIOACHUS 110 OTHOIIICHUE Ha:

1)  ceMeHa — KU3HEHOCT, KbIIHAEMOCT U BereTallioHHa CHJIa;
1)  pe3HUIM — HOPMH Ha MPUXBAIAHE U PACTEK;

ill) JacTapu — HOPMH Ha 3aXBalllaHE U PACTEXK;

V)  TpyAKH — NMOHUKBAHE M HOPMAJICH PACTEX.

WM3nurBanero Ha ceMeHaTa ce HU3BbpIIBA B CBOTBCTCTBUC CHC CBHOTBCTHUTC
CTaHAApPTHU WJIKX HACOKH, KOUTO OTIroBapsAT IIOHC HAa U3MCKBAHUATA 34 TAX.

Ha0uionennsi BbPXy NpPOSIBM HAa HeXKeJIAHO MM HeNpeABHIEHO CTPAHUYHO
Bb3/leiicTBHE BbPXY CJleIBAIIM KYJITYPH U APYTH pAcTeHHS

Bausanue evpxy credsawu kynmypu
Pa3snopen6ata B HacTosIIIaTa TOYKa Ce MpuUiiara camo 3a:
— MaTOTCHHH 32 PACTCHHSITAa MUKPOOPTaHU3MH UITH

—  MeTabOJUTU C Bb3MOXKEH PHCK, 32 KOUTO € YCTAHOBEHO HAJIMYME HA OMACHOCT
3a pacTEHUSTa U MO OTHOLIEHHE HAa KOUTO MPEJAOCTaBEHUTE B ChOTBETCTBUE C
pa3znen 9 naHHM [OKa3BaT, Y€ 3HAYMTEIHM KOJIMYECTBA OT T€3M METabOJIUTH ¢
BB3MOXEH PHUCK OCTaBaT B IOYBAaTa WJIM B PACTUTEIHU MaTepuaiH, KaTo
HampuMep cilaMa WiM OMOJIOTMYEH MaTepuall, 10 BpeMeTO 3a ceurba WU
3acakJjaHe Ha Bb3MOXKHUTE CIIE/IBAIM KYJITYpH.

OrtunraT ce€ [JOCTaThbYHO [JAHHM, [I03BOJISBAIM OLEHKA HA Bb3MOXHOTO
HEOJIaronpusaTHO BB3ACHCTBHE OT TPETUPAHETO C MPOIYKT 3a PACTUTENIHA 3alluTa
BBPXY cienBamiyd Kyntypu. IlocouBa ce kakBM ca MHUHMMaJIHMTE MNEpUOIU Ha
W34YaKBAaHE MEXJy IIOCIEAHOTO IpWIAraHe U 3acsBAHETO MM 3aca)aHETO Ha
creaBaure KyiaTypu. IlocouBaT ce eBEeHTyaqHHTE OrpaHWYeHus B H300pa Ha
ClIeIBAllM KYJITYpH, aKo UMa Takuba. [locodBa ce mpoIbJKUTEIHOCTTA Ha 3alUTaTa,
KOSITO C€ OCUTYpsIBa C BCSAKO MpHJIAraHe ¥ ¢ MaKCUMaJIHUs Opoil mpuaraHusl.

Brusnue 6vpxy opyeu pacmenus, 6K10YUmMenHo cbceOHu Kyamypu

OTumuTaT ce MOCTaThbUHO JIaHHM, 32 Jla CE€ MO3BOJM H3BBHPIIBAHETO Ha OIEHKA Ha
BB3MOXXHOTO HEOJIarompusATHO BB3JACHUCTBHE HA TPETUPAHETO C TMPOAYKT 3a
pacTUTENHA 3alIUTa BbPXY APYTU PACTEHUS, BKIKOUUTEIHO ChCEIHU KYJITYPH.

[IpenocraBsaT ce HaOMIOJEHUS OTHOCHO HEOJIArompUATHOTO BB3JIEHCTBUE BBHPXY
JPYTd pacTeHUs, BKIIOYUTEIHO BBPXY HOPMAaJIHHS OOXBAT OT ChCEIHHU KYITYpH,
KOTaTo MMa IpU3HAIM, Y€ MPOIYKTHT 3a PACTUTEIHA 3aIIUTa MOXKE J1a 3aCETHE Te3U
pacTeHUsl B pe3yJITaT Ha OTKJIOHEHUE TIPU IPUIIAraHEToO.
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6.7.

CbBMeCTHMOCT B IPOrpaMHuTe 32 PACTUTEIHA 3alIUTA

Koraro MNPCATIOXKCHUAT CTUKCT BKIIIOYBA U3UCKBAHUA 3a YCJIIOBHATA Ha yHOTpeGa C
APYrH TPOAYKTH 3a pPAcCTUTENHA 3alliTa B CMEC B €IUH CBJ, IOCIEI0BATEIHO
MPBCKAHEC WIIN APYTrU MOAXOAAIIN BUAOBC IPUITIOKCHUEC, CC IPOYyIBA NTOTCHIHUAJIHOTO
BB3/ICHCTBHE (HAIP. aHTarOHU3bM, (QYHTUIMIHO JNEHCTBUE) BHPXY aKTHBHOCTTA Ha
MHKpPOOpPraHu3Ma cjeJ] CMECBaHE, IOCIE0BATEIHO MPBhCKaHE WM W3I0J3BaHE Ha
APYTH TMOJXOJIIN BUIOBE MPHUIIOKEHUE C IPYTH MPOAYKTH 3a PACTUTETHA 3aIIUTA.
[Ipenocras ce HeoOxonuMaTa HHGOPMALIKSL.

Ha etukera ce nocrass o61a npernopbka 3a 0€30MacHOCT, ¢ KOSATO MOTPEOUTEIIAT ce
IpeAyNpekiaBa 3a eBeHTya Ha JIMIca Ha €(UKACHOCT Ha MUKPOOPraHW3Ma Iopaau
B3aUMOJICHICTBHE B CMEC B €IUH CbJl, IOCIEIOBATEIHO IPbCKAHE WIM APYrH
MOAXOISALIN BUI0BE IPUJIOKEHUE C MPOAYKTH 32 PACTUTENHA 3allUTa, Pa3IUYHU OT
[IOCOUYEHUTE Ha eTHKeTa. BbpXy eTukera ce oTOens3BaT IO3HATH OUOJOTMYHU
HECHOTBETCTBUS C IPYTU MPOAYKTHU 32 PACTUTEIIHA 3allUTa.

ITocouBatr ce MOAXOAALIMTE MPENOPBHKU (HANpP. UHTEPBAIM MEXAY IpUIaraHeTo Ha
IIPOAYKTA 3a PACTUTEIIHA 3aIIUTa U JPYTU IPOILYKTH), KOraTo TOBA € HEOOXOAUMO, 3a
na ce u30erHe eBeHTYaJHO HeOJaronpusTHO Bb3AECHCTBUE BbPXY AKTHBHOCTTA Ha
MuKpoopranusma. IlpemocraBs ce mnoaxonsdma wuHpoOpManus, € KOITO ce
000CHOBABAT NPENOPBKUTE.

Axo e 1enecbo0pa3Ho, €€ OTYMTA €BEHTYAJIHOTO HEOIaronpusTHO Bb3JCHCTBUE HA
IIPOAYKTA 32 PACTUTEIHA 3alUTa BbPXY €CTECTBEHU HEMPUATENIH (HAaIp. 0CBOOOIEHU
areHTU 3a OCBIIECTBSIBAHE Ha OMOJIOTMYEH KOHTPOJ) WM JAPYrH MPAKTUKHU (HAmp.
IIPUPOJIO3ALIUTEH OUOJIOTUYEH KOHTPOJI) MPU OYaKBAHUTE YCIIOBHUS Ha yrnoTrpeda Ha
IIPOAYKTA 3a pacTUTENHA 3amuTa. OLEeHKaTa Ha TOBA €BEHTYaJIHO HEOIaronpusTHO
Bb3/ICHiCTBUE € Bb3 OCHOBAa Ha HMH(pOpMalMsiTa, MPEJIOCTaBeHa 3a IOHE €IUH OT
CIIEZIHUTE €JIEMEHTH:

— CHEKTHhpP Ha TOCTONPUEMHUIIUTE Ha MHUKpoopranmsma (yact b, Touka 2.3 ot
npunoxxennero kbM Permament (EC) Ne 283/2013),

—  BB3fAcHcTBHE BBpXy muenute (dact b, Touka 8.3 OT MNpPUIOKEHHETO KBM
Pernament (EC) Ne 283/2013 u wact b, Touka 10.3 OT mpuIOKEHUETO KBM
Pernament (EC) Ne 284/2013),

—  BB3JCHUCTBUE BBPXY HEMPHUIETHUTE WICHECTOHOTH, PA3IMYHHA OT MUeNd (J4acT
b, Touka 8.4 ot mpunoxenueto kbM Pernament (EC) Ne 283/2013 u uact b,
touka 10.4 ot npunoxxenueto kbM Pernament (EC) Ne 284/2013) nnu

—  apyra uHdopMarus, KosTo € OT 3HaUCHHE.
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HOCJIEI[I/IIII/I 3A 3IPABETO HA HOBEKA
BbBenenne

3a mpaBUIIHO M3BBPIIBAHE HA OLEHKATa HA PUCKOBETE 3a 3/paBETO HA YOBEKAa M Ha
KUBOTHUTE (T.€. BUIOBE, KOUTO OOMKHOBEHO C€ XPaHAT U OTTJICKAAT OT XOpa, UIIU
KUBOTHH, OTIJIEKJAHU 3a MPOU3BOJCTBO HA XpaHU), CBbpP3aHU C ymorpedara Ha
IPOAYKT 3a pacTUTENIHAa 3allUTa, ChAbpXKAll aKTUBHO BEUIECTBO, KOETO €
MHUKpPOOPTraHu3bM, HH(EKIIMO3HOCTTa U TATOTeHHOCTTa HA MUKPOOPraHu3Ma Beue ca
MOJJIOKEHU Ha OLIEHKA B ChOTBETCTBUE C 4yacT b, pa3nmen 5 oT npuiioxKeHHUETO KbM
Pernament (EC) Ne 283/2013. Ta3u oreHka BKIHOYBa MHKPOOPTaHM3Ma W BCHYKH
METa0OJIUTU C BB3MOXKEH PpHUCK 3a 3IpaBEeTO HAa 4YOBEKA M IKUBOTHUTE,
UICHTUQUIMPAHU B CHOTBETCTBHE C 4acT b, Touka 2.8 OT NPUIIOKEHUETO KbM
[IOCOYEHMSI pETJIaMEHT.

B HacTosmus paszaen ce onpenensaT CbOTBETHUTE AOIMBIHUTEIHN U3ITUTBAHUS, KOUTO
TpsA0Ba Ja ce M3BBPILIAT, 3 J1a CE ONpeNesu KIacCU(pUKALUATa U €TUKETUPAHETO Ha
IPOAYKTa 3a pacTUTENHa 3alluTa M IPUEMIIMBOCTTA Ha PUCKOBETE, CBBP3aHU C
HeroBara ymnorpeba. B HsAkom ciaydaum Bede HaiauuHata uHGopManus 3a
TOKCHUYHOCTTa Ha KOQOPMYJIAHTUTE W JAPYI'M HEAKTHBHU ChCTABKM Ha MPOJYKTa 3a
pacTuTelHa 3alUTa MOXE Ja ObJEe JOCTaThb4yHA, 3a Ja C€ HAIPaBU 3aKIIOYECHUE
OTHOCHO TOKCMYHOCTTA Ha MPOJYKTa 3a PAaCTUTEIHA 3aIlIUTa.

3a nma ce onpeneny KiIacUpHUKALUATa U €TUKETUPAHETO Ha MPOIYKTa 3a PACTUTEIHA
3alIMTa, KAakTO M Ha PHUCKOBETE, CBbpP3aHU C ynorpebaTa My, c€ MpPEIOCTaBs
uHbOpMaNKs 32 XapaKTePHUTE TOKCHKOJIOTMYHM CBOHCTBA Ha KO(OPMYJIAHTHUTE,
aHTUJOTUTe W  cuHeprucrtute. IIpoyuBar ce cbIIO Taka BB3MOXKHOTO
HEOJAronmpusITHO CHHEPIHYHO BB3ACHCTBUE W/WIM B3aUMOJCHCTBHE MEXIY
XMMUYHHUTE BEIECTBA, NPUCHCTBAIM B MPOAYKTa 3a pacTUTENIHA 3alluTa (Hamp.
koopMmynaHtu, JApyro(d) axkTHUBHO(M) BeEIIECTBO(a) M  HErOBUTE(TEXHHUTE)
OHEUHMCTBAaHM, IPUCHCTBAIIN B CHILUA MPOAYKT 3@ PACTUTENHA 3amuTa. OT4uTar ce
HaJIMYHUTE JAHHU 32 BH3MOXKHO HEOJAronpHsITHO Bb3/IEHCTBUE BHPXY 3paBETO Ha
4OBEKa.

[IpenocraBenara uHQpOpMalMs € OCTaThuHA, 3a Jla MO3BOJM HM3BBHPILIBAHETO Ha
OLIECHKa Ha pHUCKOBETE 3a 3/ApaBeTO Ha YOBEKa, CBbpP3aHM C ymorpebaTa Ha
MIPOJIYKTUTE 32 pacTUTENHA 3alluTa (HaIp. ornepaTopu, padOTHUIIM, CIy4yalHU JULA,
KHUTEIM U MOTPeOUTENN), Ha PUCKOBETE 3a 3/IpaBETO Ha 4YOBEKa MpU OOpaBeHe C
TPETHpPaHU KYJATYpH, KaKTO M Ha PHCKa 3a 3[paBETO HA YOBEKAa M Ha KMUBOTHUTE,
MPOU3THYAIL OT OCTaThYHHU CIIEAM, OCTABAIllM B XpaHarta, ¢pypaka u BojgaTta. OcBeH
TOBA MpeJocTaBeHaTa MHPOpMAIIHs € JOCTaThbuHA 3a CIETHOTO:

—  Ja ce B3eMe peIlleHUE JaJId MPOAYKTHT 332 PACTUTEIHA 3allUTa MOXeE Jia Obje
paspeliieH, Ui He,

— Jla Ce OMpPENeNsT MOAXOASIIUTE YCIOBHSI MM OTPAaHUUYEHUs, C KOUTO Aa Objae
00BBp3aHO pa3penIeHUeTo,

- YTOYHSBAHEC Ha (I)OpMyJIHpOBKI/I Ha TCKCT OTHOCHO OIaCcHOCTTa H
0e30macHOCTTa ¢ eI orasBaHC Ha 3/paB€TO HAa YOBCKA, Ha XHBOTHUTC U
OKOJIHaTa Ccpcaa, KOUTO Ja 6T>JlaT 0TOCIISI3aHU HA OIIaKOBKaTa (KOHTCﬁHepHTC),

— OmpeJiesiHE Ha ChbOTBETHH MEPKH 3a OKa3BaHE Ha ITbpBa IIOMOII, KaKTO M Ha
MOAXOAAIIM TUarHOCTUYHU U TEPAIEBTUYHU MEPKH, KOUTO J1a Ce€ CIa3Bar Ipu
MH(EKIMS UM IPYro HeOJIaronpusaTHO Bb3IeHCTBUE MIPU YOBEKA.
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7.1.

7.2.

[IpenBun eBeHTyasnHaTa poJisi, KOATO HMMAIIUTE 3HAYCHHE OHEUYHCTBAHWS U JPYTH
ChCTaBKM MOTAaT Ja HMMAaT BBPXY TOKCHUKOJOTHYHUS TpOoGUI Ha TPOAYKTa 32
pacTUTeNHa 3allluTa, 3a BCSAKO MOAA/IEHO H3CIEABaHE CE€ MPEeloCcTaBs MOIAPOOHO
OINHMCaHWE HAa W3IMOJI3BaHUS MaTepuan. V3MUTBaHHITA ce M3BBPIIBAT C MPOAYKTA 32
pacThTenHa 3alluTa, 3a KOWTO ce wucka paspeuienue. Ilo-crenuanHo, oT
npeocTaBeHaTa nH(opMaIus € BUIHO, Y€ M3MOJI3BAHUAT B MMPOJIYKTa 33 PACTUTEITHA
3aluTa MUKPOOPTraHU3bM U YCIOBHSTA 32 HErOBOTO KYATHBUpPAHE ca ChHIIUTE, 3a
KOUTO ca TMpeacTaBeHW HH(oOpMamus W JaHHU B CHOTBETCTBHE C 4acT b or
npuioxkennero kbM Permament (EC) Ne 283/2013. Ilpm wusBbpuiBaHe Ha
TOKCUKOJIOTHYHU H3CJICIBAHUS CE€ OTYUTAT BCHUYKH MPHU3HAIM Ha HEOIArOMpUATHO
BB3CHCTBHUE.

B®3 ocHOBa Ha monazeHara HHQpOpMAaIUs, Ce MoAaBaT 1 000CHOBABAT MPEIOKCHHUS
3a KIacupUKauaTa ¥ €TUKETUPAHETO Ha MPOYKTa 3a PACTHTENIHA 3aIllUTa, KaTo Ce
M3M10J3BaT npaBmiara 3a uzuncisisaie no CLP B croTBeTcTBHE ¢ Pernament (EO) Ne
1272/2008, koraTo € MpUIOKHUMO, KaTO CE BKIIFOUBAT:

— MIUKTOIpaMy,

— CUTHAJIHU 1yMH,

— IIPEIYIPEkKACHUS 32 OIACHOCT, KaKTO U
— IIPENOPBKY 3a 0€30MacCHOCT.

Koraro namnynara wH(pOpMaIys HE ce CYMTa 3a JOCTAThYHO HAICKIHA, 32 Jla CE
M3KJIIOYM €BEHTYaJIHO HEOJarompusTHO CHHEPrHYHO BB3JCHCTBHE HA BEIECTBATa,
MPUCHCTBAIM B MPOJIYKTA 3a PacTHTENIHA 3amuTa (Harmp. KoPopMyIaHTH, APYro(u)
aKTUBHO(M) BEIIECTBO(a) M HETOBHUTE/TEXHUTEC OHECUHMCTBAHMS, IPUCHCTBAIIU B
ChIIUS TPOAYKT 3a pacTHTETHA 3allliTa), KOMIICTCHTHHSAT OpraH W3UCKBa
TOKCUKOJIOTHYHU H3CIEABaHUS HA BB3MOXKHOTO HEOJArONpUSATHO CHUHEPTHYHO
BB3JI€HCTBUE, KAKTO € OIKMCAHO B TOUkH 7.4 u 7.7.

MeannuuHCcKH JaHHHA

Otunta ce Hanu4HaTa WH(OpPMAIKMA 32 BB3MOKHO HEOJArONMPUATHO BB3JEHCTBHE
BBPXY 3[PaBETO Ha YOBEKA, BKIIOUUTEIHO CEHCUOWIN3ALNSA U allepTUYHHU PEaKINU
IIpU XOpaTa, U3JI0’KEHU Ha BB3/IEHCTBUETO Ha MPOAYKTA 3a pacTUTeNHa 3amura. [Ipu
HEONaronpusITHO BB3JCHCTBHE ce OOpbIlla CIEeNMaTHO BHUMAHUE Ha TOBA JajH
BB3IPUEMYHUBOCTTA HA JIUIETO MOXKE Jla € MOBJIUSHA HaIp. OT ChIIECTBYBAIIA MTPEIH
TOBa 0OOJECT, MEIMKAMEHT, KOMIIPOMETUPAH UMYHHUTET, OPEMEHHOCT WM KbPMEHE.
[IpenocraBenata  wHGoOpMaluss  BKJIIOYBA  JaHHU  3a  PAaBHUIIETO U
MPOIBIDKUTETHOCTTa Ha EKCHO3MIMATa, HAONIOAABAHUTE CHMITOMU U JIPYTH
3HAYUMH KJIMHUYHHA HAOIOICHUS.

Ouemca Ha Bb3MOKHATA TOKCUIHOCT HA MPOAYKTA 3a PACTUTEC/IHA 3allIUTA

BB3MOXHUTE OMAacCHOCTH 3a 3/IpaBeTO Ha YOBEKAa, CBBP3aHU C MATOTEHHHU CHOWTHS,
CBBbp3aHU C ymnoTpebaTa Ha MPOJYKTa 3a PAacTUTENHa 3allluTa, Ce pasriiexJIaT ¢
MOMOIITa HAa JAaHHU 32 MH(EKIMO3HOCTTA, MATOTEHHOCTTa W CIMMHHHPAHETO Ha
aKTUBHOTO BEIECTBO, KOETO € MUKPOOPTaHU3bM, B CHOTBETCTBUE C YacT b, paznen 5
ot npuioxxkenuero kbM Pernmament (EC) Ne 283/2013.

W3cnenpanusara 3a OMpCAC/IIHC Ha NOTCHIHAJIIHATA TOKCHYHOCT Ha IMPOAYKTa 3a
paCTUTCIIHA 3alluTa C€ HU3BLPIIBAT, KAKTO C€ M3MCKBAa B TOYKa 73, OCBC€H KOrarto
3aABUTCIT HNOKAXE 4YpC3 IMpUWIaraHe Ha IMOoAXO0J, OCHOBAH Ha 3HAYUMOCTTA Ha
JoKaszaTe€iiCTBaTra, Bb3 OCHOBA Ha PIHCbOpMaHI/IflTa, npeaocCTtaBcHa ChITIACHO pasaciiv
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7.3.

7.3.1.

7.3.2.

2, 3, 4 u touka 7.1 wWaM moJydeHa OT APYTHM HAASKIHW HW3TOYHUIM (HAI.
WHTETPUPAHUS TIOJIXO] KbM M3NUTBaHUATA U oueHkata — [ATA, npasuiara mo CLP
3a u3uMcisBaHe B choTBeTcTBHME ¢ Permament (EO) Ne 1272/2008, nanHuTe OT
nmoaxoja read-across OT MOJAOOHM MpernapaTu), 4€ He ce 0YaKBa TaKOBA Bh3/ICHCTBUE.
[lonaBa ce oleHka Ha MOTEHIMANHATa TOKCUYHOCT HAa MPOAYKTa 3a pacTUTEIHA
3aIuTa, KaTo ce B3eMa I0j] BHUMaHue MHPOpMAIUITa 32 XapaKTePHUTE CBOMNCTBA Ha
KO(OpMyJIaHTUTE, META0OIUTUTE C BH3MOXKEH PUCK, HAOENs3aHU B ChOTBETCTBHUE C
gact b, Touka 2.8 ot mpunoxxenuero kbM Permament (EC) Ne 283/2013, umamure
3HaYEHUE OHEYMCTBAHUSA, KAaTO C€ B3eMa MPEeABHJ Bb3MOXKHOTO HEOJIArompusTHO
CUHEPTUYHO BB3JICHCTBUE W/WJIM B3aMMOJCHCTBHETO MEXAY TAX U IMPEATIOKEHUETO
3a kjnacudunupane u eruketupane. C Ta3u OlEHKA 3asSBUTENAT J0Ka3Ba JalId MMa
J0CTaThuHO MH(MOpMaIUA 32 KiIacu(uIpaHe Ha MPOIYKTA 32 pACTUTEIIHA 3aIlUTa B
crotBeTcTBUE ¢ Permament (EO) Ne 1272/2008 1o oTHOIIEHHE HA TOKCHYHOCTTA 3a
Xopara M JJainu ca HeoOXOAUMH H3CIIEIBaHUS 32 OCTPa TOKCUYHOCT BbpPXY KUBOTHH,
KaKTO € OIKUCAHO B TOUkH 7.3.1—7.3.6.

OcTpa TOKCHYHOCT

OcBeH koraro Moke aa Obae mpemocTaBeHa HHGOpPMAIMsA, KOSATO Ja IO3BOJIH
M3BBPIIBAHETO HA OLIEHKA HAa BB3MOXKHATa TOKCHYHOCT 32 YOBEKA Ha MPOAYKTA 3a
pacTuTeNHa 3alllUTa, KaKTO € MOCOYEHO B TOYKa 7.2, 3aABUTEIAT ONpEAess KO OT
W3NUTBAHUATA, ONMUCAaHU B TOYku 7.3.1—7.3.6, ca oT 3HA4YeHHE 3a MPOJYKTa 3a
pacTuTeHA 3alMTa U U3BBPIIBA U3MUTBAHETO(HATA), TOCOUYCHO(M) B CHOTBETCTBHUE C
WHCTPYKIIMUTE, MPEIOCTAaBEHU B ChOTBETHATa TO4YKa. M3crenBaHusTa, MOCOYECHU B
Touku 7.3.1—7.3.6, nanuuTe U MHGOpPMAIUATA, KOUTO TPsIOBa /1a ce MPEIOCTaBAT U
OIICHST, Ca JOCTaTbUHM 3a OMNPEAEISHETO Ha BB3JEHCTBUETO OT EJHOKpaTHa
EKCIIO3UIMsl Ha TMPOJYKTa 3a pAcTUTENIHA 3allliTa, W IMO-CIEeHHaTHO C TIX ce
YCTaHOBSIBA WJIM TTOCOYBA CIEAHOTO:

— 0oCTpaTa TOKCUYHOCT HAa MPOAYKTA 3a paCTUTECJIHA 3alll1UTa,

- MNPOTHUYAaHCTO BBB BPEMCTO M XAPAKTCPHUCTHUKUTEC HaA HC6J'IaFOHpI/I$ITHOTO
BT>3,I[CI‘;ICTBH6 C II'bJIHHU HO,I[pO6HOCTI/I 3a IIOBCACHYCCKHU H3MCHCHHA U
CBCHTYAJIHU MAKPOTOKCHKOJIOTHYHHW HAXOAKH IIPHU IMOCTMOPTAIHHA TPETIICa
IIpH U3CJICABAHUATA HA )KUBOTHUTC,

- KOoraTto € Bb3MOXHO, MEXaHU3MBT HAa TOKCUYHOTO I[GﬁCTBHG n

- OTHOCHUTCJIHATA OIIACHOCT, KOATO CBHOTBCTCTBA HaA PA3JIMYHUTC HAYUMHU Ha
CKCIIO3HIIHMA.

ITonmyyenara nHpopMmays NO3BOJSABA CHIO Taka MPOAYKTHT 32 PACTUTENIHA 3alllUTa
na Obae kiacuguuupad B cborBeTcTBUE ¢ Pernmament (EO) Ne 1272/2008.

Ocmpa opaiHa MOKCU4YHOCm

OcBeH koraro Moxke na Obae mpemocTaBeHa HWHGOpPMAIMs, KOSATO Ja TO3BOJIH
M3BBPILIBAHETO HA OLIEHKA HAa BbH3MOXHATA OCTPa OpaJiHa TOKCUMYHOCT HAa MPOJYKTa
3a pacTUTENHA 3allXTa, KAKTO € MMOCOYEHO B TOYKa 7.2, c€ M3BBPIIBA M3MUTBAHE 3a
0CTpa OpajiHa TOKCUYHOCT B ChOTBETCTBHE C HAW-MOAXOSIIUTE HACOKH.

Ocmpa depmanna moKcuuHocm

OcBeH KOorarto MOXKeE Ja 6’B,I[e nmpeaocCTaBCcHa I/IH(I)OpMaI_[I/IH, KOATO Jda IIO3BOJIM
HU3BLPIIBAHETO HA OINCHKA HAa BB3MOXKHATa JCpMallHA TOKCUYHOCT Ha IHPOJAYKTa 3a
pacTUTCIIHA 3alluTa, KaKTO € IIOCOYCHO B TOYKaA 72, CC HM3BHPHIBA HU3IHUTBAHE 3a
AcpMaiHa TOKCUYHOCT B CbOTBETCTBUC C Haﬁ-HOJIXOJIHHIHTe HaCOKH.
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7.3.3.

7.3.4.

7.3.5.

Ocmpa mokcuyHocm npu 80UUIBAHE

OcBeH koraro Moke Jaa ObJe mpenocTaBeHa HHGOpMAIMs, KOSTO Ja MO3BOJIH
U3BBPILIBAHETO HA OLIEHKA HAa Bb3MOXKHATAa TOKCUYHOCT IPHU BIUILBAHE HA MPOAYKTa
3a pacTUTEHA 3alIMTa, KAKTO € [I0COYEHO B TOYKa 7.2, c€ M3BBbpIIBA U3NMTBAHE 3a
0CTpa TOKCUYHOCT IIPH BUILBAHE, aKO MPOJIYKTHT 3@ PACTUTEJIHA 3allUTa:

ce M3MoJI3Ba ¢ 000pyABaHe 32 00pa3yBaHe Ha MBIJIA,
Cce U3M0JI3Ba Kato GopMyJialus 3a Ch3AaBaHe Ha JHM,
ce U3M0JI3Ba KaTo Iperapar, 0cBOOO0KAaBalll 1napa,

€ IPeIBUJICHO JIa Ce MpuJiara c JieTaTeliHa TeXHHUKa, B CIIy4auTe, Korato ¢ ToBa
€ CBBbp3aHa EKCIO3UILIMS TpU BIUIIBaHE (IMPHbCKAUYKK 32 IIMPOKH IUIONIH,
MpUJIaraiy npernapara ¢ npbCckaHne, IOJIMOMOIHATO OT Bb3ylIHA CTPYA),

€ acpo3011,

¢ Mmpax, ChIbPXKAIIl 3HAYUTEIICH MPOIEHT OT YacTUIM ¢ AuameThp < 50 pum
(> 1 % na 6a3a Termno),

ce Tpuiara Mo HayuH, NMPH KOMTO ce 00pa3yBa 3HAYMTEIHO KOJIMYECTBO
YacTULIM WM Kamuuuy ¢ guameTsp < 50 um (> 1 % Ha 6asa terno), uiam

CbAbpIiKa JCTIIMBA CbCTABKA B CbOTHOIICHHUC ITO-T'OJIAMO OT 10 %.

,ﬂpa3HeHe HA Koafcama

OcBeH korato Moxke aa ObJe mpemocTtaBeHa HHGOpPMAIHs, KOSTO Ja TO3BOJH
M3BBPIIBAHETO Ha OIICHKA HAa MOTEHIMala 3a JApa3HEeHe Ha KokaTa Ha MPOAYKTa 3a
pacTHTeNnHa 3alliTa Bb3 OCHOBA HAa HAJIWYHATA WH(OpPMAIHS OTHOCHO HETOBUTE
CbCTAaBKH, BKJIIOYMTEIHO AaKTHBHOTO BEIIECTBO, KOPOPMYJIAHTHTE, AHTHUAOTHUTE,
CUHEPTUCTUTE W UMAIIUTE 3HAYCHHE OHEYHCTBAHUSI, KAKTO € MMOCOYEHO B TOYKa 7.2,
C€ WU3BBPIIBA M3MUTBAHE 3a JPAa3HEHE Ha KOXKaTa B CHOTBETCTBHE C Hail-
MOAXOSIINTE HACOKH.

qpe3 HU3NHUTBAHCTO C€ IIPEAOCTABAT JAJaHHU 3a TIIOTCHIMAJIa Ha IMPOAYKTa 3a
paCTUTCIIHA 3aliuTa 3a JAPAa3HCHC Ha KOXXaTa, BKIOYWUTCIHO 3a BbB3MOXXHATA
O6paTI/IMOCT Ha Ha6J'IIOI[aBaHOTO BB3IACUCTBHE.

ﬂpaanene Ha odume

I/IBB’pr_IBa CC U3IHNUTBAHC 34 APA3HCHEC HA OYHUTC B CbOTBCTCTBHUC C HaN-TIOAX OISIIITNATE
HaCOKH, OCB€H KOT'aToO:

MOXKE Ia 6’[:,[[6 mpeaocCTaBCHa I/IHq)OpMaLII/ISI, KOATO Ja MO3BOJIM U3BBPUIBAHCTO
Ha OLCHKA Ha MOTCHIHAJIA 3a JPA3HCHC HAa OUUTC HA MPOAYKTA 3a paCTUTCIIHA
3aluTa, KakTo € IIOCOYCHO B TOYKa 72, NN

MHUKPOOPTaHU3MBT € BCYC HU3BCCTCH MAPA3HUTCII HAa OYUTE HIIM € BEPOATHO,
KaKTO € IIOCOYCHO B HACOKHUTC 3a MUIIUTBAHC, Oa IMPCAU3BUKA CCPHO3HO
BBSﬂeﬁCTBHe BBpPXY OUHUTE.

quS HU3NUTBAHCTO CC€ IMPCAOCTABAT HOAaHHU 3a IIOTCHIHAJIIA Ha MIPOAYKTa 34
paCTUTCIIHA 3aluTa Ja [OpCIu3BHKBA JPa3HCHE Ha OYUTE, BKIIOYWUTCIHO 3a
BB3MOXHATa 06paTI/IMOCT Ha HaGJ’IIOI[aBaHOTO BB3ACUCTBUE.
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7.3.6.

74.

7.5.

Cech6quu3aL;uﬂ Ha Koarcama

OcBeH koraro Moke jaa ObJe mpenocraBeHa HHGOpMAIMs, KOSATO Ja IO3BOJIU
M3BBPILIBAHETO HA OLICHKA Ha CBOMCTBATa 3a KO>KHA CEHCHOMIN3alUs Ha IPOAYKTa 3a
pacTuTeNnHa 3allMTa Bb3 OCHOBA Ha HaJMYHATa WHGOpPMAIMS OTHOCHO HETOBHTE
XUMUYHHU CHCTABKHU (T.e. KOPOPMYIAHTH, META0OIUTU C Bb3MOXKEH PHCK M UMalld
3HAYEHUE OHEUYMCTBAHMS), KAKTO € [IOCOYEHO B TOYKa 7.2, c€ M3BbpIIBA U3IUTBAHE
32 KOXKHAa CEHCHOWIM3alMsd, KOraro € Bb3MOXKHO, B CBOTBETCTBME C Haii-
MOAXOJILIUTE HACOKH.

JonbanuTtenHa uHGopManms 32 TOKCUYHOCTTA

AKO BB3 OCHOBA Ha pe3yNTaTUTE OT M3CIEIBAaHUATA, U3UCKBAHU B TOYKa 7.3, TIOHE
eIHO OT BEIIeCTBaTa C BBH3MOXKEH PUCK NPHCHCTBA B IMPOAYKTA 33 PACTHTEIHA
3amyTa (Hamp. METaOONHUTH C BB3MOXKEH PHCK W/WIKM KOPOPMYIaHTH), 3a KOUTO
PHCKBT 3a 3paBETO Ha XOpaTa M XMBOTHUTE CE CYNTA 32 HEIPUEMIIMB Bb3 OCHOBA Ha
BE€YEC IMPOBEACHUTE M3CIEABAHUSA, MOXKE Ja € HeoOXOJAuMa ChOTBETHATA
JIOIBIHUTENHA MHOpMALKS 32 TOKCHYHOCTTA Ha MPOJYKTa 332 PACTUTEIHA 3aIlUTA.
Heo6xoauMocTTa OT M3BBPIIBAHE HA IOIBIHUTEIHU W3CIECABAHMS HA MPOIYKTa 3a
pacTHTENHA 3aIUTa € Bb3 OCHOBA HAa EKCIEPTHA NPEICHKA 332 BCEKH OTJIEJICH CIyJai
MpeIBUI KOHKPETHUTE TMapaMeTpu, KOUTO TpsOBa 1a ObJaT M3CIeNBaHU, U LIEIHTE,
KOHTO TpsAOBa Jja ObJJaT HOCTUTHATH — HAIPUMEP aKo OT U3CJICBAaHUATA, OIIMCAaHU B
touku 7.3.1—7.3.6, ce € mopoansio MPUTECHEHUE IO OTHOIIEHWE Ha TOKCUMYHOCTTA
Ha MPOJYKTHUTE 33 PACTHTENIHA 3AIIUTA WIKA aKO HE € OMIIO Bb3MOXKHO J1a C€ HaIllpaBU
3aKJIF0YEHNE OTHOCHO TOKCHYHOCTTA.

JIaHHH 32 €eKCMMO3ULIUATA

AKO Bb3 OCHOBA Ha JaHHUTE, NPEABUACHU B 4acT b, pa3aen 5 oT NpuI0KEHUETO KbM
Pernament (EC) Ne 283/2013 m B Hacrosmuss pas3ziell, HE MOXE Ja C€ H3KIHYH
HaJUYMETO HAa BB3JCHCTBHE BBPXY 3APABETO HAa YOBEKA, C€ CHOMpAT M OTUYUTAT
J0CTaThbuHO MHGOpMAIUS U JTaHHU, 32 J1a Ce Ja/ie Bb3MOXKHOCT 3a M3BBPIIBAHE Ha
OIICHKA Ha CTEMEHTa Ha €KCIIO3UIIMS Ha MPOJYKTa 3a PAaCTUTENIHA 3allUTa, KOSTO €
BEPOSATHO Ja BB3HUKHE MPHU NPEIOKEHUTE YCIOBUs Ha ynorpeba. [Ipu mimanoBere
3a U3CIIEJIBAHUATA CE B3EMaT 10Jl BHUMaHUE OMOJIOTHYHUTE, PU3UYHUTE, XUMUIHHUTE
Y TOKCUKOJIOTUYHUTE CBOMCTBA HA MPOJYKTA 32 PACTUTENHA 3alIUTa, KAKTO U BUIBT
Ha MpoAyKTa (Hepa3pelneH/pa3pelieH), BUABT HA MpernapaTta U HAYUHBT, CTETICHTa U
MPOJBIKUTEIIHOCTTA HA €KCIIO3UIIMATA.

[Ipu HanuuMe Ha MPUTECHEHUS 3a B3MOXKHOCT 3a JiepMaliHa abcopOIusi Ha TOKCHUYHA
CbCTaBKa Ha MPOJYKTAa 3a pacTUTENHA 3allliTa Bb3 OCHOBA Ha HMHGOpMaLUsATa,
IIPEJOCTaBEHA B HACTOSILNUS Pa3Jiell, Ce PEeOCTaBAT JaHHH 3a JepMasiHa abcopOuus,
KaKTO € IIPEJBUJECHO B YacT A, Touka 7.3.

IIpenocraBsaT ce pe3yaTarure OT HAOMIOACHUETO HA EKCIO3MLHUATA IO BpeMe Ha
MIPOU3BOJICTBOTO WJIM YIIOTpedaTa Ha MPOAYKTA 32 pacTUTETHA 3alUTA.

Nudopmanuara nu qaHHUTE, TOCOYEHHU B HACTOSIIATa TOYKa, 0OOCHOBaBaT Mojgdoopa
Ha TOJXOJALINTE 3alIUTHU MEPKH, BKIIOYMTEIHO JIMYHU Mpeana3sHu CpeicTBa (BiXK.
TouKa 4.2), KOUTO J1a Ce M3IOJI3BAT OT OMEPATOPUTE U PAOOTHHUIIUTE 3a€IHO C APYTH
MOJIXOSIIY MEPKH 32 OTpaHWYaBaHe Ha pUCKa (HaIp. 3a CIy4alHU JIMIA U SKUTEIN)
¥ KOWTO J]a OhJIaT MOCOYCHU HA ETHKETA.
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7.6.

7.7.

Hajau4yHu TOKCHMKOJOTMYHHU JaHHH 32 HEAKTHBHHUTE BellleCTBA

Korarto e menecbobpa3Ho, 3a BceKH KO(DOPMYJIaHT, aHTHAOT M CHUHEPTUCT Ce
IpeIoCTaBs ciaeHaTa HHPOPMAIHsL:

a)  PETUCTPAMOHHUAT HOMEp, mocodyeH B wieH 20, maparpad 3 or Permament
(EC) Ne 1907/2006 na EBpomneiickus napnamenT u Ha ChBera;

0) pe3oMeTo Ha WHPOPMAIHATA OT U3CICABAHUSITA, BKIIOYCHO B TEXHHUYECKOTO
nocue; u

B)  MH(POPMALMOHHUAT JHCT 3a Oe30macHoCT, mocovyeH B wieH 31 or PermameHt
(EO) Ne 1907/2006.

[Ipenocrass ce aApyra HaauM4HA HHGOPMAIHSL.

I[OH'[)JIHI/ITCJIHI/I H3CJIeABAaHUA 3a KOMOMHAIMHU OT MNPOAYKTH 3a PACTUTEJIHA
3almuTa

Koraro BBpXy eTumkera Ha MNpPOIyKTa 3a PACTHTENHA 3allUTa € OTOens3aHo, 4e
HOPOXYKTHT 3@ PACTHTENHA 3allMTa C€ IOJI3Ba C APYIM NPOAYKTH 3a PACTHTENIHA
3alllMTa W/WIM aJIOBAaHTH KAaTo CMEC B ChJ, M3CIEIBAHHATA, MOCOYCHU B TOUYKHU
7.3.1—7.3.6 ce wu3BBpHIBAT 3a CHOTBETHATa KOMOHMHALMS Ha TMPOIAYKTH 3a
pacTuTenHa 3amuTa. PemieHumss 3a  HEOOXOOMMOCTTAa OT HM3BBPUIBAaHE HA
JTOIBIHNUTEIIHU W3CJICABAHMS C€ B3MMAaT 3a BCEKU OTAENEH CIydal, KaTo ce MMaT
OpPEeABH] PE3YATATUTE OT H3CIECIBAaHHATA 3a OCTPa TOKCHYHOCT IIPH OT/AEIHUTE
MPOAYKTH 33 PACTUTEIHA 3aIlINTa, Bb3MOKHOCTTA 33 €KCIIO3UIIUS Ha BH3ACHCTBHETO
Ha KOMOMHAIMATa Ha CHOTBETHUTE NMPOAYKTH 3a PAacTUTEIHA 3alluTa M HalMyHATa
I/IH(l)OpMaIII/Iﬂ HJIN IIPAKTUYCCKUA OIMUT CbC CHbOTBETHUTC WJIM CXOJHUTC IMMPOAYKTH 3a
pacTHTeNHA 3alHTa.

HGO6XO[[I/IMOCTT21 OT U3BBPIHIBAHC HA AOIIBJIHUTCIHU U3CJICABAHUA HA IPOJAYKTa 3a
PpaCTUTCIIHA 3alllUTa Ha OCHOBAHHUEC HA CKCIICPTHO PCHICHUC 3a BCCKU OTACIICH cnyqaﬁ
C orjca Ha KOHKPETHUTC IMapaMETpHu, KOUTO CC€ IMpOydBaT, U Ha LCIUTEC, KOHUTO
Tp5I6Ba Jda CC IIOCTHUrHarT (Hanp. 3a MPOAYKTHU 3a pAaCTHUTCIIHA 3alluTa, CbAbpiKalln
AKTUBHU BCUICCTBA WM JAPYIrU CbCTaBKH, 3@ KOUTO CbIICCTBYBAa CbLMHCHHUEC, Y€ UMAT
CUHCPIruvHO HUJIN JOIIBJIHUTCIIHO TOKCUYIHO B’bSI[GﬁCTBPIC).

Pernmament (EO) Ne 1907/2006 na EBpomeiickus mapiameHnT u Ha CebBera oT 18 mekemBpm 2006 T.
OTHOCHO PETHUCTpAIHsTa, OICHKATa, pa3pemaBaHeTo W orpaHmdaBaHeTo Ha xumukaimu (REACH), 3a
cb3naBaHe Ha EBporeiicka areHnms nmo XuMHKainM, 3a n3MeHeHue Ha [lupexktuBa 1999/45/EO wu 3a
ormsaHa Ha Permament (EMO) Ne 793/93 na CwBeta u Permament (EO) Ne 1488/94 na Komucusra,
kakTo M Ha [upekruBa 76/769/EVIO na CwBera u aupektusu 91/155/EMO, 93/67/ENO, 93/105/EO n
2000/21/EO na Komucwusra (OB L 396, 30.12.2006 t., ctp. 1).
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OCTATBHYHU BEUIECTBA B TPETUPAHU MPOJAYKTHU, XPAHA U ®YPAKU WU BHPXY
TAX

[IpenocraBsaT ce nanHu W uHGOpMaIUs 3a OCTAaTHYHHM BEIIECTBA B TPETHPAHU
MPOJIYKTH, XpaHa U (Qypakul WK BBPXY TAX B CHOTBETCTBHUE C 4yacT b, pazmen 6 ot
npuioxkennero kbpM Permament (EC) Ne 283/2013, ocBeH korato 3asiBUTEISAT
JOKake, 4e Bede MOJAJCHUTE 3a aKTHBHOTO BEIIECTBO MH(OpMamusi M JaHHHU ca
JOCTaThUHH, 32 JIa MO3BOJISIT M3BBPIIBAHETO HA OLIEHKA HA PUCKAa Ha MPOAYKTa 3a
pacTUTeNHA 3alINTa.
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CBUIECTBYBAHE U NOBEJEHME B OKOJIHATA CPEJIA

B crorBerctBue ¢ wact b, pasmen 7 or mnpunoxenuero kbM Permament (EC)
No 283/2013 ce mnpepoctaBAT JaHHM HW HWHGOpPMAIMsS 3a CBIISCTBYBAHETO U
[IOBEICHUETO Ha IPOAYKTA 32 PacTUTEIHA 3allluTa B OKOJHATa CPela, OCBEH KOIaro
3asIBUTEIIAT JIOKa)Xke, 4e Beye IMOJajJieHaTa 3a aKTUBHOTO BEUIECTBO MHGpOpMaIus U
JaHHU ca JOCTaTbhYHHU, 32 Ja I03BOJIAT M3BBPLIBAHETO HA OLIEHKAa Ha pHUCKa Ha
MIPOJYKTA 3a pacCTUTENIHA 3alHTa.
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10.

BB3JIEACTBUE BbPXY HEINPUIEJTHA OPTAHU3MMU

BbBenenne

i)

iii)

[IpenocraBenara wuHpopmanus, 3aeAHO ¢ HHPopManUsATa 3a AKTUBHOTO
BEIIECTBO, KOETO € MUKPOOPTaHU3bM, MPEAOCTaBEHA B ChOTBETCTBUE C YacT b
or mnpunoxenuetro kbpM Permament (EC) Ne283/2013 (BKIIOYUTEIHO
CBCHTyaJJHUTE METa0OJMTH C BB3MOXKEH pPHCK, HICHTUOUIUPAHU B
ChOTBETCTBUE ¢ 4acT b, Touka 2.8 ot mpunoxenuero kpMm Permament (EC)
Ne 283/2013), e mocrarpbuyHa, 3a Ja IMO3BOJHM OICGHKA Ha MOTECHIUAIHOTO
BB3JICHCTBUE HA MPOAYKTA 32 PACTUTENIHA 3alllUTa BbPXY HEIEIIEBUTE BHUJIOBE,
KOTaTo € M3M0J3BaH, KakTo € mpemoxkeHo. [lpu mpexacraBsHeTo Ha Tasu
uHpopMalUg 3aABUTENSAT B3eMa MPEABUA, Y€ Bb3JICHCTBUETO BBPXY
HEMPHIICTHUTE BHJIOBE MOXE Jla C€ JIBJDKM Ha €THOKPATHA, MPOABIKUTEITHA
WJIM MTOBTapSIIA Ce eKCIIO3UIIMS U MOKe Ja 0bjie 00paTUMO WM HeOOpaTUMO.

Koraro 3a B3emaHe Ha peEUICHHUE Jalld Jia CE M3BBPIIBA H3CJCIBAHE ca
HEOOXOJMMHU JTaHHMU 3a EKCIO3MIIMATA, CE W3IOJ3BAT JIAHHHUTE, MOJYYCHH B
ChOTBETCTBUE C pazfen 9. 3a olleHKa Ha EKCIIO3UIIMATA HA OPraHU3MHTE Ce
B3€Ma MPEJBH/ [sJIaTa ChOTBETHA MH(MOpPMAIU 332 MPOIYKTa 3a PACTHTEIHA
3ammTa M MHKpoopranmsma. KoraTo e 1enechoOpa3sHO, C€ H3IO0JI3BaT
MPEIBUICHUTE B HACTOSIIMS pa3zien JaHHW. Korato OT HaJUYHUTE TaHHU €
BHJIHO, Y€ MPOJYKTHT 33 PACTUTEIHA 3al[MTa OKa3Ba MO-CHUIIHO Bb3JICHCTBHE OT
TOBa HAa aKTHBHOTO BEIIECTBO, KOETO € MUKPOOPTAaHH3bM, 32 JIa CC M3UHUCIIST
OTHOIIICHHUATA  BB3JACHCTBHE/CKCIIO3UIMS, C€ HM3MOJ3BaT JaHHUTE 34
BB3JICHCTBUETO Ha MPOAYKTAa 3a PACTHTEIHA 3alluTa BbPXY HEHPHUICITHU
OpraHu3MHu.

Moxe fa ce M3MCKBAT €KCIEPUMEHTAIHU JaHHU, OCBEH KOraTo MOXe Ja ce
000CHOBE, Y€ OICHKAaTa Ha BB3JCHCTBUETO BBPXY HEMPHUIETHUTE OPTaHU3MHU
MOX€E Jla ce HampaBu ¢ HanuyHata uHpopMmanus. IIpoabmxuTenHocTTa Ha
eKCIIEPUMEHTAIHUTE M3CIEABAaHUS € JOCTaThYHO JbJIra, 3a Ja CE€ OCUTypHU
BpeMe 3a MHKyOanus, UH(EKLIUs U MposBa Ha HEOJAronpusiTHO Bb3/AEHCTBHE
IIPU HENPULIETHUTE OPraHU3MH, HO B CbOTBETCTBHE C OYaKBaHATa €KCIIO3UIINS
IpU TIpeUlokeHaTa ymoTpeda. 3a Ja ce HampaBU pPasrpaHUUYEHUE MEXIy
MaTOTEHHO U TOKCUYHO BB3JIEHCTBUE, C€ M3IOJI3BAT MOAXOASIIN KOHTPOIHH
IpyNu B JOMBJIHEHUWE KbM KOHTpOJHATa rpyna 0e3 Jo3upaHe, KaTo Halmpumep
WHAKTUBUPAHU KOHTPOJIHU MpOOM W/WIM KOHTPOJIHU MPOOU OT CTEepUIIEH
¢unrpar/cynepnatanrta. CrieliuasHO BHUMaHHE C€ U3UCKBA, KOTaTO MPOAYKTHT
3a pacTHTENHAa 3allUTa ChAbpXkKAa MHKPOOPraHU3bM, KOWTO € MAaTOreHEH 3a
HENPULETHU OPraHUu3MH, Pa3InYHU OT 003alHUIM, U KOMTO HE € U30JIMpaH OT
CbOTBETHA eBponeiicka okonHa cpeaa. IlpenocraBenara uHdopmanus e
JIOCTaTh4YHA, 3a Ja CE HAIpPaBM OLIEHKA Ha BB3JIEHCTBUETO BBbPXY OKOJIHATA
cpena.

3HAYMMOCTTA HA HETIPULIETHUTE BUJIOBE OPTraHU3MH, U3I0I3BAHM 32 U3IIUTBAHE
Ha BB3JICHCTBUETO BBHPXY OKOJHATA Cpela, € Bh3 OCHOBA HA TMOJXO0J, OCHOBaH
Ha 3HAYMMOCTTa Ha JOKa3aTeJICTBATa, KaTo Ce B3eMar MPEeBUJI HallpUMeEp:

- nHopMmalus 3a MHKpoOpraHu3Mma (Hai-Beue 3a OHOJIOTHYHHUTE MY
CBOMCTBA), KAKTO C€ U3UCKBA B yacT b oT npunoxenuero kbM Pernmament
(EC) Ne 283/2013,
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— uH(popMalsg OTHOCHO KO(GOPMYJIAHTUTE, aHTUAOTUTE U CHHEPTUCTHUTE,
KaKTO ce U3UCKBA B pazaenu 1—9, u

- IPEUIOKEHN MOJEIN Ha yrnoTpeda Ha MpPOAYKTa 3a pacTUTENIHA 3alluTa
(Hamp. BbpXY JINCTA WIK BIaraHe B II0YBAaTa).

3a Ja CC€ YJICCHHU OLICHKaTa Ha 3HAYMMOCTTA Ha PE3YJITATUTC OT U3BBPIICHUTC
HU3NUTBAHUSA, JOKOJIKOTO € Bb3MOKHO, B PA3JIMYHUTC NPCABUACHU U3IUTBAHUA
3a BLS,Z[CFICTBPICTO BBPXY HCHIPULCITHUTE OPraHu3MH CC M3I10J3Ba €/IUH U ChIIA
raM OT BCCKH CbOTBCTCH BU OT HCIIPULICITITHUTC OPraHu3MHU.

V) OTunTaT ce BCUYKHU BUJ0OBC HGGHaFOHpI/IHTHO B’b?)I[GfICTBPIC, Ha6J'IIOI[aBaHI/I IIpu
HU3NUTBAHUATA U OIIMTUTC, U3BBPIICHU C IMMIPOAYKTUTC 3a PACTUTC/IHA 3alllUTa, U
CC IMmpcanpueMar MW JOKYMCHTHPAT BCHUYKH JOIBJIHUTCIIHKW HU3CJICIABAHUA,
CBCHTYAJIHO HCO6XOIII/IMI/I 3a MpOy4YBaHC HAa CBHOTBCTHUTC MCXAaHU3MH MU 34
OILICHKAaTa Ha 3HAa4YCHUCTO Ha BLSﬂCﬁCTBHeTO.

vi) Korato B u3cnenBanusATa, pasriexkaaHH 3a LEIUTE HA OIIEHKAaTa HA PHCKa, €
Ha0eNs3aHO HalMYMe Ha HEOJATONPHIATHO TOKCHYHO BB3JCHCTBHE U
UACHTUDUIMPAHUAT PHCK MOXKE Ja OBbJe CUYETeH 3a HENPHEeMIIMB, C€
MPOBEXIAT JOIBIHUTEIHH U3CJIEABAHUS 32 TOKCUYHOCT IIPU TIOJIEBH YCIOBUS
U B CBOTBETCTBHE C TMPEUIOKCHUTE TMPENOPbKH 3a YHOoTpeda, ako e
MPUIIOKUMO.

Bunbsr Ha wu3cnenBaHeTo, KOeTo TpsiOBa J1a CE€ W3BBPIIM, 3aBUCH OT
BB3JICHCTBUETO M 3aCETHATHTE HEMPUIETHH OPTaHW3MH, YCTAaHOBEHH IIpH
W3CIIe/IBaHMATA, U3UCKBaHU 110 Touku 10.1—10.7, 1 mo BpeMe Ha U3MUTBAHETO
3a e(DUKACHOCT M MOXKE Jia C€ HAJOKHM Ja C€ BKIIOYAT W JIOMBJIHHUTCIHU
W3CJIC/IBAHMS HA OIIE HEMPHUIICTHU BUIOBE (T.€. PAa3IMUHU OT IMbPBOHAYAITHO
m3nuTBanuTe). OOpbIia ce ChHenuaJHo BHUMAaHHE Ha  BB3MOXXHOTO
BB3/ICHCTBUE BBPXY HEMNPUIICIIHUTE OpPraHu3MH, KOWTO C€ Cpelmar B
ChOTBETHAaTa €BPOIEHCKA OKOJIHA CPela, OpPraHW3MH, KOMTO CBh3HATEIIHO CE
0CBOOOXKIaBaT 3a IEJIUTE Ha OMOJOTUYHUS KOHTPOIL.

vil) HHpopmanmsTa, mperocTaBeHa 3a MPOAyKTa 3a pacTUTETHA 3allUTa, 3a€HO C
JpyTa uMaria OTHOIIIEHUE KbM BBIIpoca HH(pOpMaIns, KakTo U HHPOpMaIUsITa,
MpPeI0CTaBeHa 32 MUKPOOPTraHu3Ma (BKIIOYUTEITHO €BEHTYaTHUTE METa00IUTH
C BB3MOXKEH PHCK, KAaKTO Ca OIpeIesieHH B 4acT b, Touka 2.8 OT MpUIIoKeHUETO
kbM Pernmament (EC) Ne 283/2013), ca noctarpunu 3a:

— onpezieNiiHE Ha CUMBOJIUTE M YKa3aHMsTa 3a OMNACHOCT U ChOTBETHUTE
¢dpa3u 3a puck U 06E30MaCHOCT WIM MUKTOTPAMUTE, CUTHAIHUTE TyMH,
CbOTBETHUTE MpPENYNPEXKACHUS 3a ONACHOCT U MPEemnopbKH 3a
0e30IacHOCT 3a ONa3BaHEe Ha OKOJIHATa Cpela, KOUTO Cle/Ba Jia ce
[10COYaT BbPXY ONAKOBKaTa (KOHTEHHEpUTE),

—  W3BBpIIBaHE HAa OLICHKA HAa PHCKOBETE B KPAaTKOCPOUYCH M JIBITOCPOYCH
IUIaH 32 HENPUIEIHN BHIOBE — IOMYJAIMU, CHOOIIECTBA U IMPOIECH,
criopes ciryvas,

- HN3BLPHIBAHC HA OLICHKA Ha H€O6XOJII/IMOCTTa OT CIICHUAIHU MTPEAITa3HU
MCPKH 3a OITa3BaHC HA HECIIPULICIIHUTC BUIOBC.

10.1. Bwb3aeiicTBHe BBPXY CyX03¢MHHM IPbOHAYHH KUBOTHH

3a mpojayKTa 3a pacTUTEIHA 3allluTa, NPEeIMET Ha 3asBICHUETO, CE€ IPEI0CTaBs
chimara wHGOpMAIMs KAaTo Ta3d 3a MHUKPOOpPTaHW3Ma (W/WiW 3a TPOIAYKT 3a
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10.2.
10.2.1.

pacTUTeNnHa 3alluTa, ChAbPKAll TOBAa AKTUBHO BEIIECTBO, 0 OTHOIICHHWE Ha
MpeJCTaBUTEIIHATA MY yIOTpeda), KaKTo € mocoyeHo B yact b, touku 8.1, 8.7 u 8.8
ot npunoxennetro kpM Permament (EC) Ne 283/2013, ocBeH Korato 3asiBUTEIST
MOJeE Ja:

— 000CHOBE NPUIIOKMMOCTTa M YMECTHOCTTa Ha pe3yirara OT OILICHKAara,
HampaBeHa 3a ChUIMTE JaHHU, TPEAOCTaBeHH 3a OJOOpEHHETO Ha
MHUKpPOOpTraHu3Ma (U/UiH 3a MPOAYKTA 3a paCTUTENHA 3allluTa, ChIIbPKalll TOBA
aKTUBHO BEIIECTBO, I10 OTHOIIICHUE Ha MPEJICTaBUTEIHATA MYy YyIOTpeba),

— MIPOrHO3Mpa KAKBO € BH3JCUCTBUETO HA MPOJYKTA 33 PACTUTEIHA 3alllUTa Bb3
OCHOBAa HAa HAJIWYHUTE JaHHU 3a KodopmymaHTuTe (HAMp. Ka4eCTBEH H
KOJMYECTBEH CbCTaB), KaKTO U 32 MHUKPOOpPraHM3Ma U €BEHTYyaJHUTE
METa0OoJIUTU C BB3MOXKEH pHUCK (Bb3 OCHOBA Ha JaHHUTE, MOAAJCHU B
ChOTBETCTBUE C 4YacT b, pasmen 8 ot mpunokenuero kpMm Permament (EC)
Ne 283/2013 3a omoOpsiBaHe Ha MHKpOOpraHm3Ma(WTe) B TPOAYKTa 3a
pacTUTeNHa 3aII1Ta), UITU

- 000CHOBE, Y€ 3a HEMPHIICTHUTE CYXO3eMHH T'pHOHAYHM J>KUBOTHHU (HAIIp.
003aifHULIM, NMTULK, BIEYYTH W 3€MHOBOJHHU) HSMa Ja MMa EKCHO3MIIMS Ha
BB3/ICHCTBUETO HA MPOJAYKTA 32 pACTUTEIHA 3anuTa (Bb3 OCHOBA HA JAHHUTE,
MOJA/ICHH B CbOTBETCTBHE C pasnen 9).

AKO ce M3UCKBa I'€HEpHpaHe Ha JaHHU B3 OCHOBA Ha pasnopeaduTe, MOCOYEHU B
HacTosIIaTa TOYKA, C€ M3BBPIIBAT CHOTBETHUTE HW3CJICABAHHUS W T€ MPEIOCTaBST
croiHocth Ha LDso ¥ BKJIIOYBAT MakpONATOJOTMYHM HaxoAku. W3creaBanusiTa
MOXE J1a C€ U3BBPILIBAT BbPXY BUJOBETE, N3M0J3BAaHU 33 U3CIIC/IBAHUATA, [IOCOUECHH B
gact b, Touka 8.1 ot nmpunoxxennero keM Permament (EC) Ne 283/2013.

Bb3aeiicTBie BbPXY BOJIHU OPraHU3MHU
Bw3oeiicmeue 6vpxy pubu

3a NpoAyKTa 3a PACTUTENHA 3allUTa, MPEIMET Ha 3asBICHHUETO, CE IPENOCTaBs
cblllaTa MHpoOpManus KaTo Ta3d 3a MHUKpOOpraHuzMa (W/WiM 3a TPOAYKT 3a
pacTUTENHa 3allMTa, ChAbP)KAll TOBA AKTUBHO BEIIECTBO, II0 OTHOIIECHHE Ha
IIpe/ICTaBUTENIHATA My YIIOTpeda), KakTo € oco4yeHo B yact b, touku 8.2.1, 8.7 u 8.8
ot mpunoxkenuero kpM Permament (EC) Ne 283/2013, ocBeH Korato 3asBUTENST
MOJXeE Ja:

— 000CHOBE TPUIIOKMMOCTTa M YMECTHOCTTa Ha pe3yirara OT OIIeHKAaTa,
HampaBeHa 3a CHIIMTE JaHHW, TPEJAOCTaBeHH 3a OJOOpPEeHHeTO Ha
MHUKpPOOpTaHu3Ma (U/UiTH 3a MPOAYKTA 33 paCTUTENHA 3allliTa, ChIbPKaIll TOBA
aKTUBHO BEIIECTBO, 110 OTHOIIECHUE Ha MPEICTABUTENIHATA MY YIIOTpeOa),

—  TPOTHO3UpPA KaKBO € BB3JCHCTBHETO Ha NPOAYKTA 32 PACTUTEIHA 3alIUTa BbH3
OCHOBa Ha HAJIWYHUTE JaHHU 3a KO(QOpMYyJaHTUTE (HAmp. KadyeCTBEH U
KOJIMYECTBEH CBhCTaB), KAaKTO W 3a MHUKPOOPraHM3Ma U EBEHTYaJIHHUTE
MeTaboIUTH C BB3MOXKEH pPHCK (Bb3 OCHOBA Ha JIaHHUTE, MOJAJE€HU B
cbOTBeTCTBUE € 4acT b, pasgen 8 or mpuioxenuero kpMm Permament (EC)
Ne 283/2013 3a omoOpsiBaHe Ha aKTHMBHOTO(WUTE) BEIIECTBO(a) B MPOAYKTA 3a
pacTuTelNHa 3aluTa), Uim

- o0ocHOBe, We puOWTE HsIMa JOa OBJAT HW3JIOKEHW Ha BB3JICHCTBHETO Ha
ChCTaBKUTE Ha MPOAYKTa 3a pacTHTENHa 3amuTa (B3 OCHOBA Ha JTaHHHTE,
MPEIOCTABCHH B CHOTBETCTBHE C pazjien 9).
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10.2.2.

10.2.3.

AKO0 ce M3UCKBa reHepHpaHe Ha JaHHU BB3 OCHOBA Ha Pa3NoperOuTe, TOCOYCHH B
HACTOAIATa TOYKA, C€ M3BBPIIBAT CHOTBETHUTE HW3CIEABAHUS U T€ IMPEHOCTABIT
croiiHocT Ha LDso M BKIIOYBAT MaKpoONaTOJIOTWYHHM HaxoIku. M3cienBaHusita
MOTAaT JIa C€ U3BBPIIBAT BHPXY BUIOBETE, M3MOJI3BAHU 32 M3CJICIBAHUATA, TOCOUYCHH
B yacT b, Touka 8.2.1 ot npunoxxeanero kbM Permament (EC) Ne 283/2013.

Bw3zoeticmeue 6bpxy 600HU be32pbOHAUHU IHCUBOMHU

3a mpoAyKTa 3a pacTUTENHA 3alluTa, MPEAMET Ha 3asABJICHHETO, CE IPEIOCTaBs
cbijata WHpOpManMs KaTo Ta3W 3a MHUKpOOpraHusma (W/WiIM 3a TPOIYKT 3a
pacTUTeNnHa 3alluTa, ChAbPKAll TOBAa AKTUBHO BEIIECTBO, 10 OTHOIICHHWE Ha
MpeJCTaBUTEIIHATA MYy YIIOTpeba), KaKTo € Ooco4YeHo B yacT b, Touku 8.2.2, 8.7 u 8.8
ot npunoxennetro kpM Permament (EC) Ne 283/2013, ocBeH Korato 3asiBUTEIST
MOJeE Ja:

— 000CHOBE NPUIIOKMMOCTTa M YMECTHOCTTa Ha pe3yirara OT OILICHKAara,
HampaBeHa 3a ChUIMTE JaHHW, TPEAOCTaBEHH 3a OJ00OpeHHETO Ha
MHUKpPOOpTaHu3Ma (U/UiU 3a MPOJYKTA 332 pACTUTENIHA 3alll1Ta, ChIIbPKall TOBA
aKTUBHO BEIIECTBO, I10 OTHOIIICHUE Ha MPEJICTAaBUTEIHATA MYy YIIOTpeOa),

—  TIPOTHO3UpA KaKBO € BH3JICHCTBHETO HA MPOAYKTA 32 PACTHTEIIHA 3aIUTa Bb3
OCHOBa Ha HANUYHUTE JaHHM 3a KOQOpPMYyNIaHTHTE (HAmp. KauyeCTBEH U
KOJIMYECTBEH CBhCTaB), KAKTO W 3a MHUKPOOPraHM3Ma U CBEHTYaJIHHUTE
META0OJIMTH C BB3MOXKEH PHUCK (B’I)?; OCHOBa Ha JaHHUTC, IIOAaJACHU B
cboTBeTCTBUE ¢ 4YacT b, pasmen 8 or npusnoxenuero kbM Pernament (EC)
Ne 283/2013 3a omoOpsiBaHe Ha aKTHBHOTO(MTE) BEIIECTBO(2) B MPOIYKTa 3a
pacTuTelHa 3aIuTa), Wi

- 000CHOBE, 4e¢ BOJHUTE Oe3rphOHAYHM KMBOTHU HSAMA Ja OBJAT WM3JI0KCHU Ha
BB3JICHCTBUETO HA CHCTABKUTE HA MPOJAYKTa 3a pacTUTENHa 3aluTa (Bb3
OCHOBA Ha JIAaHHUTE, MIPEOCTABEHH B CbOTBETCTBUE C pa3jiei 9).

Axo ce u3nCKBa FCHECpUpPAHC Ha JaHHU BB3 OCHOBA Ha pa3nopeL[6I/ITe, IIOCOYCHHU B
HacTodIIaTa TO4Ka, CC U3BbPIIBAT CbOTBCTHUTEC U3CJICABAHUS.

Bw3zoeticmeue 6vpxy 6ooopaciu

3a mpoAyKTa 3a pAacTUTENHA 3allMTa, MPEAMET Ha 3asABJICHHETO, C€ IPEJOCTaBs
cbljata WHGpOpMalMs KaTo Ta3uW 3a MHUKpOOpraHusma (W/WiIM 3a TPOIYKT 3a
pacTUTeNnHa 3alluTa, ChIbPKAll TOBAa AKTUBHO BEIIECTBO, 10 OTHOIIEHHWE Ha
IpeJCTaBUTEIHATa MYy YIIoTpeOa), KakTo € Moco4yeHo B yacT b, Touku 8.2.3, 8.7 u 8.8
ot npunoxennetro kpbM Permament (EC) No 283/2013, ocBeH Kkorato 3asiBUTENST
MOJXKeE Ja:

— 000CHOBE NPUIOKHMMOCTTa M YMECTHOCTTA Ha pe3ylaTara OT OILCHKAara,
HampaBeHa 3a ChIIMTE JAaHHU, TPEAOCTaBeHH 3a OJO0OpPEeHHeTO Ha
MHUKPOOpraHu3Ma (1/Wiy 3a IpoAyKTa 3a PacTUTENIHA 3allUTa, ChAbprKalll TOBa
aKTHBHO BEIIECTBO, 10 OTHOLIEHHUE Ha MPECTaBUTEIHATA MY YIIOTpeba),

—  TIPOTHO3Mpa KaKBO € BB3ACHCTBHETO Ha MPOAYKTA 3a PAaCTUTEIHA 3aIllUTa Bb3
OCHOBa Ha HANUYHUTE JaHHU 3a KOPOPMYJIAHTUTE (Hamp. KayecTBEH U
KOJIMYECTBEH CBHCTaB), KAKTO W 3a MHKPOOPTaHW3Ma ¥ EBEHTYaJIHHTE
METa0OJIUTH C BB3MOXKEH PHUCK (B3 OCHOBA Ha JaHHUTE, MNOJAJEHU B
cboTBeTcTBUE € 4acT b, pasgen 8 or mpuioxenuero kpMm Permament (EC)
Ne 283/2013 3a onoOpsiBaHe Ha MHUKpPOOpraHu3Ma(ure) B MPOAYKTa 3a
pacTUTeIHa 3alluTa), UIN
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10.2.4.

10.3.

— 000CHOBe, Y€ BOJOpaciIuTe HsAMa Ja ObJaT M3JI0KEHUW Ha BB3ACHCTBUETO Ha
CbCTaBKHTE Ha MPOJIYKTa 3a PACTUTENIHA 3alluTa (Bb3 OCHOBAa HAa JAaHHUTE,
MIPeIOCTaBeHH B ChOTBETCTBUE C pa3zen 9).

Axo ce M3HCKBa FCHCpHUpAaHC HAa JaHHU Bb3 OCHOBA Ha pa3n0pen6I/ITe, IIOCOYCHHU B
HacTosdIIaTa TO4Ka, C€ U3BbpIIBAT CbOTBCTHUTE U3CJICABAHUS.

Bw3zoeticmeue evpxy 60onume makpoghumu

3a mpoAyKTa 3a pacTUTENHA 3allUTa, MPEIMET Ha 3asBJICHHETO, Ce MPEeJOCTaBs
cbijata WHpOpManMs KaTo Ta3W 3a MHUKpOOpraHusma (W/WiIM 3a TPOIYKT 3a
pacTUTeNnHa 3alluTa, ChAbPKAll TOBAa AKTUBHO BEIIECTBO, 10 OTHOIICHHWE Ha
MpeJCTaBUTEIIHATA MYy YITOTpeDa), KaKTo € Moco4yeHo B 4acT b, Touku 8.2.4, 8.7 u 8.8
ot npunoxennetro kpM Permament (EC) Ne 283/2013, ocBeH Korato 3asiBUTEIST
MOJeE Ja:

— 000CHOBE NPUIIOKMMOCTTa M YMECTHOCTTa Ha pe3yirara OT OILICHKAara,
HampaBeHa 3a ChIIMTE JaHHW, TPEJAOCTaBeHW 3a OJOOpPEeHHETO Ha
MHUKpPOOpTraHu3Ma (U/UiH 3a MPOJIYKTa 3a paCTUTEINIHA 3alllUTa, ChIbPKaIl TOBA
aKTUBHO BEIIECTBO, I10 OTHOIIICHUE Ha MPEJICTAaBUTEIHATA MYy YIIOTpeOa),

—  TIPOTHO3UpA KaKBO € BH3JICHCTBHETO HA MPOAYKTA 32 PACTHTEIIHA 3aIUTa Bb3
OCHOBa Ha HAJIMYHUTE JaHHU 3a KOQPOPMYIAaHTHUTE (HAmp. KadyecTBEH U
KOJIMYECTBEH CBhCTaB), KAaKTO W 3a MHKPOOPraHM3Ma U CBCHTYaJHHUTE
META0OJIMTH C BB3MOXKEH PHUCK (B’I)?; OCHOBa Ha JaHHUTC, IIOAaJACHU B
cboTBeTCTBUE ¢ 4YacT b, pasmen 8 or npusnoxenuero kbM Pernament (EC)
Ne 283/2013 3a omoOpsiBaHe Ha MHKpOOpraHm3Ma(WTe) B TIPOAYKTa 3a
pacTuTelHa 3aIuTa), Wi

- 000OCHOBE, Y€ BOJHHTE MaKpOopUTH HsAMa Ja OBJAT U3JIOKECHH Ha
BB3JICHCTBUETO HA CHCTABKUTE HA MPOJAYKTa 3a pacTUTENHa 3aluTa (Bb3
OCHOBA Ha JIaHHUTE, MTPEOCTABEHH B CbOTBETCTBUE C pa3iei 9).

Axo ce u3nCKBa FCHCpUPAaHC HAa JaHHU BB3 OCHOBA Ha pa3n0pen6I/ITe, IIOCOYCHHU B
HacTod1IaTa TO4Ka, CC U3BbPIIBAT CbOTBCTHUTEC U3CJICABAHUS.

Bn3neiicrBue BbpXy mueju

3a mpoAyKTa 3a pAacTUTENHA 3allMTa, MPEAMET Ha 3asABJICHHETO, C€ IPEJOCTaBs
cbljaTa WHGpOpMalMs KaTo Ta3W 3a MHKpoOpraHusma (W/WiM 3a HpPOIYKT 3a
pacTUTeNnHa 3alluTa, ChAbPKAll TOBAa AKTUBHO BEIIECTBO, IO OTHOULIEHHE Ha
IpeJCTaBUTEIHATA MY yNOTpeda), KaKTo € mocoyeHo B yacT b, Touku 8.3, 8.7 u 8.8
ot npunoxennetro kpbM Permament (EC) No 283/2013, ocBeH Kkorato 3asiBUTENST
MOJXKeE Ja:

— 000CHOBE NPUIOKHMMOCTTa M YMECTHOCTTA Ha pe3yiaTara OT OICHKAara,
HampaBeHa 3a ChUIMTE JaHHU, TPEJAOCTaBeHH 3a OJ0OpEeHHeTO Ha
MHUKPOOpraHu3Ma (1/Wiy 3a IpoAyKTa 3a PacTUTENIHA 3allUTa, ChAbprKalll TOBa
aKTHBHO BEIIECTBO, 10 OTHOLIEHHUE Ha MPECTaBUTEIHATA MY YIIOTpeba),

—  TIPOTHO3Mpa KAaKBO € BB3ACHCTBHETO Ha MPOAYKTA 3a PAaCTUTEIHA 3aIlUTa Bb3
OCHOBa Ha HANUYHUTE JaHHU 3a KOPOPMYJIAHTUTE (Hamp. KayecTBEH U
KOJIMYECTBEH CBCTaB), KAKTO W 3a MHKPOOPTaHW3Ma U EBEHTYaJIHHTE
METa0OJIUTH C BB3MOXKEH PHUCK (B3 OCHOBA Ha JaHHUTE, MNOJAJEHU B
cboTBeTcTBUE € 4acT b, pasgen 8 or mpunoxenuero kpMm Permament (EC)
Ne 283/2013 3a onoOpsiBaHe Ha MHUKpPOOpraHu3Ma(ure) B MPOAYKTa 3a
pacTUTeIHa 3alluTa), UIN
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10.4.

10.5.

— 0o0OCHOBe, 4e MuelIuTe HsAMa JAa ObJaT H3JI0KEHW Ha BB3JEHCTBUETO HA
ChCTaBKUTE Ha MPOJYKTa 3a PACTUTENIHA 3alluTa (Bb3 OCHOBA Ha JaHHUTE,
MIPeIOCTaBeHH B ChOTBETCTBUE C pa3zien 9).

Axo ce M3HCKBa FCHCpHUpAaHC HAa JaHHU Bb3 OCHOBA Ha pa3n0pen6I/ITe, IIOCOYCHHU B
HacTosdIIaTa TO4Ka, C€ U3BbpIIBAT CbOTBCTHUTE U3CJICABAHUS.

Bn3aeiicTrBue BbPXY HENNPUUEJTHHA YWICHECTOHOI'U, PA3JINYHHU OT IMYCJIUTE

3a mpoayKkTa 3a pacTUTENHA 3alluTa, MpeIMET Ha 3asBICHHETO, C€ MPEelOCTaBs
cbijata WHpOpManMs KaTo Ta3W 3a MHUKpOOpraHusma (W/WiIM 3a TPOIYKT 3a
pacTUTeNnHa 3alluTa, ChAbPKAll TOBAa AKTUBHO BEIIECTBO, 10 OTHOIICHHWE Ha
MpeJCTaBUTEIIHATA MY yIOTpeda), KaKTo € mocoyeHo B yacT b, Ttouku 8.4, 8.7 u 8.8
ot npunoxennetro kpM Permament (EC) Ne 283/2013, ocBeH Korato 3asiBUTEIST
MOJeE Ja:

- 000CHOBE TPWIOKHMOCTTA M YMECTHOCTTA Ha pe3yiTara OT OICHKATa,
HampaBeHa 3a ChIIMTE JaHHW, TPEJAOCTaBeHW 3a OJOOpPEeHHETO Ha
MHUKPOOpranu3Ma (M/Wiy 3a MPOAyKTa 3a PaCTUTEIHA 3allUTa, ChIAbPIKaIl TOBa
AKTUBHO BEIIECTBO, [0 OTHOIICHUE HA MPE/ICTABUTENIHATA MY YIIOTpeOa),

—  TIPOTHO3UpA KaKBO € BH3JICHCTBHETO HA MPOAYKTA 32 PACTHTEIIHA 3aIUTa Bb3
OCHOBa Ha HAJIMYHUTE JaHHU 3a KOQPOPMYIAaHTHUTE (HAmp. KadyecTBEH U
KOJIMYECTBEH CBhCTaB), KAKTO W 3a MHUKPOOPraHM3Ma U CBEHTYaJIHHUTE
META0OJIMTH C BB3MOXKEH PHUCK (BTJB OCHOBa Ha JaHHUTC, IIOAaACHU B
cboTBeTCTBUE ¢ 4YacT b, pasmen 8 or npusnoxenuero kbM Pernament (EC)
Ne 283/2013 3a omoOpsiBaHe Ha MHKpOOpraHm3Ma(WTe) B TIPOAYKTa 3a
pacTuTelHa 3aIuTa), Wi

- 000CHOBE, Y€ HENPHUICTHUTE WICHECTOHOTH, Pa3JIMYHU OT IYEIH, HsAMa Ja
ObJaT W3JIOKEHU Ha BB3JACHCTBUETO HA CHhCTaBKHTE Ha TMPOJYKTa 3a
pacTuTenHa 3anmTa (Bb3 OCHOBA Ha JJAHHUTE, MPEAOCTABEHU B ChOTBETCTBHE C
paznen 9).

AKo ce M3MCKBa TeHEpHpaHe HA JaHHHU Bb3 OCHOBA HA pa3nopeaduTe, MOCOYECHU B
HacTosIaTa TOYKa, C€ U3BBbPILIBAT CbOTBETHUTE M3CIe/IBaHUSA. AHAIM3UTE MOraT Jia
BKJIIOYBAT W JPYTW W3CIEIBAHMS HA TOITBIHWUTEIHU BUJIOBE WM W3CIEIABAHHUS OT
clleiBall] eTan KaTo Te3H, NOCBETCHH HAlpUMep Ha HAKOM HENPULIETHU OPraHU3MHU,
KaTo ce M3Moi3Ba (OPMYIHPAHUAT MPOIYKT 3a pacTUTENHA 3amuTa. M300pbT Ha
OIUTHHSI BUJ] HELIEJIEBU WICHECTOHOTH, KOUTO UIPasiT Ba’KHA POJIS 32 MHTETPUPAHOTO
yIpaBJIeHNEe Ha BPEAUTENIUTE, MOXE Jla Ce OCHOBaBa HAa HAKOJIKO (hakTopa, KaTo
Hanpumep OMOJIOTMYHUTE CBOMCTBA HA MUKPOOPTaHW3Ma M IpeABHIeHaTa yrnorpeba
(Hampumep TUM KyATypa).

Bb3aeiicTBHe BbPXY HENPHIEJIHH Me30- H MAKPOOPTaHU3MH B I0YBaTa

3a mpoxyKTa 3a pacTHTENIHA 3alluTa, MpeIMeT Ha 3asBICHHETO, CE MPEIOCTaBs
cbljata WHpOpMalMs KaTo Ta3W 3a MHKpoOpraHusma (W/Wid 3a TPOIYKT 3a
pacTuTeNHa 3alluTa, CHIbpPXKAN[ TOBAa AKTHBHO BENIECTBO, IO OTHOIICHHWE Ha
IpeJCTaBUTEIHATA MY yIOTpeda), KaKTo € mocoyeHo B yacT b, Touku 8.5, 8.7 u 8.8
ot mpuioxkenuero kpMm Permament (EC) Ne 283/2013, ocBeH Korato 3asBUTENST
MOXe J1a:

— 000CHOBE MNPpUIIOKUMOCTTa M YMCCTHOCTTA Ha pe3yjiTaTa OT OLCHKAara,
HalpaB€Ha 34 CbBIIUTC JaHHU, MNOPCAOCTABCHU 3a O,I[O6peHI/ICTO Ha
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10.6.

10.7.

MHUKpPOOpTaHu3Ma (U/UiH 3a MPOAYKTA 3a pacTUTENIHA 3allluTa, ChIbPKalll TOBA
aKTHBHO BEILIECTBO, 10 OTHOLICHHUE Ha MIPECTaBUTEIIHATA MY YIIOTpeba),

— MIPOrHO3Hpa KAKBO € BH3/ACUCTBHUETO HA MPOJYKTA 32 PACTUTEIHA 3alllUTa Bb3
OCHOBAa HAa HAJIMYHUTE JaHHU 3a KO(MOpMylIaHTUTE (HANp. KA4YECTBEH U
KOJMYECTBEH CbCTaB), KaKTO U 3a MHUKPOOpPraHM3Ma U €BEHTYyaJHUTE
METa0OoJIUTU C BB3MOXKEH pHUCK (Bb3 OCHOBA Ha JaHHUTE, MOAAJCHU B
ChOTBETCTBUE C 4YacT b, pasmen 8 ot mpunokenuero kpMm Permament (EC)
Ne 283/2013 3a omoOpsiBaHe Ha MHKpOOpraHm3Ma(uTe) B TPOAYKTa 3a
pacTUTeNHA 3aIIUTa), UITU

— 000CHOBE, Y€ HEMPUIEITHUTE ME30- U MaKpOOPraHW3MHU B MOYBaTa HIMA Ja
ObIaT W3JIOKEHW Ha BB3IACHCTBUETO HA CBHCTaBKUTE Ha TMPOJIYKTa 3a
pacTuTenHa 3anmTa (Bb3 OCHOBA HA JJAHHUTE, MPEIOCTABEHH B CHOTBETCTBHE C
pasnen 9).

Axo ce M3HCKBa FCHCpHUpAaHC HAa JaHHU BB3 OCHOBA Ha pa3n0pen6I/ITe, IIOCOYCHHU B
HaCToOAIaTa TO4YKa, CC U3BBPIIBAT CbOTBCTHHUTC U3CIICABAHMA.

Bn3aeiicTrBue BBHPXY HENIPUUEJTHHU CYX03€MHHU PACTCHUSA

3a mpoayKTa 3a pacTUTENIHA 3allliTa, MpeIMeT Ha 3asBICHHETO, Ce IPEJOCTaBs
cbmiara WHpOpManMs KaTo Ta3W 3a MHUKpOOpraHu3Mma (W/WiM 3a TPOIYKT 3a
pacTUTeNnHa 3alluTa, ChIbPKAll TOBAa AKTUBHO BEIIECTBO, IO OTHOIICHHE Ha
IIpe/IcCTaBUTENHATAa My ynoTpe0a), KakTo € 1mocoyeHo B 4acT b, Touku 8.6, 8.7 u 8.8
ot mpuinoxkenuero kpMm Permament (EC) Ne 283/2013, ocBeH Korato 3asBUTEIST
MOXeE Ja:

— 000OCHOBE TPUJIOKHMOCTTA M YMECTHOCTTA Ha pe3yiTara OT OICHKATa,
HampaBeHa 3a ChIIMTE JaHHW, TPEJAOCTaBeHHW 3a OJOOpEeHHeTo Ha
MUKPOOpranu3Ma (1/Wiy 3a MPOAyKTa 3a PaCTUTEIHA 3allUTa, ChIAbPIKaIl TOBa
AKTUBHO BEIIECTBO, IO OTHOIIIEHUE Ha MPEICTABUTENIHATA MY YITOTpeOa),

—  IPOTHO3Upa KAaKBO € BH3/EHCTBHETO Ha MPOAYKTA 3a PACTUTENIHA 3allUTa Bb3
OCHOBAa Ha HAJIWYHUTE JaHHU 32 KO(QOpMYyJaHTUTE (HAmp. KadyeCTBEH U
KOJIMYECTBEH CBbCTaB), KAaKTO M 3a MHUKPOOPraHM3Ma U EBEHTYaJIHHUTE
MeTa0OJIUTH C BB3MOXKEH PHUCK (B’B3 OCHOBa Ha JOaHHUTEC, IIOAaJACHU B
cboTBeTcTBUE ¢ uyacT b, pasznmen 8 or mpunoxenuero kM Permament (EC)
Ne 283/2013 3a onoOpsiBaHe Ha MHUKpOOpraHusma(ure) B TPOAYKTa 3a
pacTuTeNHa 3aluTa), Uim

— 00OCHOBE, Y€ 3a HEMPUIETHUTE CYXO3eMHHM pACTeHHs HsIMa Ja uMa
€KCIIO3UIUSl HA ChCTABKUTE Ha MPOAYKTA 32 pAaCTUTENHA 3amuTa (Bb3 OCHOBA
Ha JJaHHUTE, MOJIaJICHU B CHOTBETCTBHUE C pa3zei 9).

Axo ce u3uCKBa FCHCpUpPAaHC HAa JAaHHU BB3 OCHOBA Ha pa3n0pen6I/ITe, IIOCOYCHHU B
HacTodIlIaTa TO4YKa, CC U3BbPIIBAT CbOTBCTHUTE U3CIICABAHUS.

IlOI['bJIHI/ITe.TIHI/I H3CjaeaABaHUA 32 TOKCUYHOCT

Morar na ObaaT TpeACTaBeHW IOMBIHWUTEIHU JaHHU WM Aa ObIaT MPOBEACHHU
JOT'BIHUTETHNA U3CIIeIBAaHUS 32 TOKCUYHOCT, aKO U3MUTBAHUATA, U3UCKBAHU B TOUKHU
10.1—10.6, ca noxa3any HalU4yue Ha HEOJNAroNpHUITHO BB3AEUCTBUE BHPXY IOHE
€IUH HENpUIEJIeH OpPraHu3bM W PHUCKBT C€ CUUTa 3a HenmpuemunB. BuabT Ha
W3CIIEIBAHETO, KOETO TpsiOBa Ja C€ U3BBPIIM, CE€ IMOA0Mpa BB3 OCHOBA Ha
BB3JCHCTBUETO M Ha 3aCETHATUTE HENPUIIEIIHU OPraHu3MH, YCTAaHOBEHU IIpPHU
W3CIeABaHMATA, M3UCKBAaHU 1O TOYKU 10.1—10.6, 1 Mo Bpeme Ha M3MUTBAHETO 3a
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e(pUKACHOCT M MOJKE JIa C€ HAJIOXKH JIa CE BKIIFOYAT M JOITBJIHUTEITHN H3CIICABAHUS HA
OI1I€ HETIPULIETHU BUOBE. .

50

BG





		ВЪВЕДЕНИЕ В ЧАСТ Б

		1. Идентичност на заявителя, идентичност на продукта за растителна защита и информация за производството

		1.1. Заявител

		1.2. Производител на препарата и микроорганизма (микроорганизмите)

		1.3. Търговско наименование или предложено търговско наименование и по целесъобразност номер на кода на производителя за разработката на препарата

		1.4. Подробна информация за количествения и качествения състав на препарата

		1.5. Агрегатно състояние и естество на препарата

		1.6. Метод на производство на препарата и контрол на качеството

		1.7. Опаковка и съвместимост на препарата с предложените материали за опаковка



		2. Физични, химични и технически свойства на продукта за растителна защита

		2.1. Външен вид (цвят и мирис)

		2.2. Взривоопасност и окислителни свойства

		2.3. Пламна температура и други показатели за запалимост или самовъзпламеняване

		2.4. Киселинност, алкалност и, когато е необходимо, стойност на рН

		2.5. Вискозитет и повърхностно напрежение

		2.6. Стабилност при съхранение и срок на годност

		2.6.1. Концентрация при употреба

		2.6.2. Влияние на температурата и опаковката

		2.6.3. Други фактори, които оказват влияние върху стабилността



		2.7. Технически характеристики на продукта за растителна защита

		2.7.1. Мокреща способност

		2.7.2. Образуване на трайна пяна

		2.7.3. Потенциал за образуване на суспензия, спонтанност на дисперсията и стабилност на дисперсната система

		2.7.4. Изпитване със сухо и с мокро сито

		2.7.5. Зърнометричен състав (прах за посипване и мокрещ се прах, гранули), съдържание на прах/фини частици (гранули), износване и ронливост (гранули)

		2.7.6. Способност за емулгиране, способност за реемулгиране и стабилност на емулсията.

		2.7.7. Течливост, сипливост (податливост на изплакване) и пригодност за използване като прах



		2.8. Физична и химична съвместимост с други продукти за растителна защита, включително с продукти за растителна защита, съвместната употреба с които е обвързана с разрешение

		2.8.1. Физична съвместимост

		2.8.2. Химична съвместимост



		2.9. Прилепване и разпределение по семената



		3. Данни за прилагането

		3.1. Предвидена област на употреба

		3.2. Механизъм на действие върху прицелния организъм

		3.3. Функция, прицелни организми и растения или растителни продукти, които трябва да бъдат защитени, и възможни мерки за ограничаване на риска

		3.4. Доза на прилагане

		3.5. Съдържание на микроорганизма в използвания материал (напр. в разтвора за пръскане, примамките или третираните семена)

		3.6. Метод на прилагане

		3.7. Брой и график на прилагане върху една и съща култура, продължителност на защитата и период(и) на изчакване

		3.8. Предложени указания за употреба

		3.9. Предпазни интервали и други мерки, необходими за защита на здравето на човека, на животните и околната среда



		4. Допълнителна информация за продукта за растителна защита

		4.1. Процедури за почистване и обеззаразяване на оборудването за прилагане

		4.2. Препоръчителни методи и предпазни мерки при: боравене, съхранение, транспорт, пожар или употреба

		4.3. Мерки при злополука

		4.4. Процедури за унищожаване и обезвреждане на продукта за растителна защита и опаковките, използвани за него

		4.4.1. Контролирано изгаряне

		4.4.2. Други





		5. Аналитични методи

		5.1. Методи за анализ на препарата

		5.2. Методи за определяне и измерване на остатъчни вещества



		6. Данни за ефикасността

		6.1. Предварителни изпитвания

		6.2. Минимална ефективна доза

		6.3. Изпитване на ефективност

		6.4. Информация относно евентуалното развитие на резистентност у прицелния(ите) организъм(и)

		6.5. Неблагоприятно въздействие върху третираните култури

		6.5.1. Фитотоксичност спрямо прицелни растения (включително различни културни видове) или спрямо прицелни растителни продукти

		6.5.2. Въздействие върху добивите от третирани растения или растителни продукти

		6.5.3. Въздействие върху качеството на растенията или растителните продукти

		6.5.4. Въздействие върху процесите на трансформация

		6.5.5. Въздействие върху третираните растения или растителния репродуктивен материал



		6.6. Наблюдения върху прояви на нежелано или непредвидено странично въздействие върху следващи култури и други растения

		6.6.1. Влияние върху следващи култури

		6.6.2. Влияние върху други растения, включително съседни култури



		6.7. Съвместимост в програмите за растителна защита



		7. Последици за здравето на човека

		7.1. Медицински данни

		7.2. Оценка на възможната токсичност на продукта за растителна защита

		7.3. Остра токсичност

		7.3.1. Остра орална токсичност

		7.3.2. Остра дермална токсичност

		7.3.3. Остра токсичност при вдишване

		7.3.4. Дразнене на кожата

		7.3.5. Дразнене на очите

		7.3.6. Сенсибилизация на кожата



		7.4. Допълнителна информация за токсичността

		7.5. Данни за експозицията

		7.6. Налични токсикологични данни за неактивните вещества

		7.7. Допълнителни изследвания за комбинации от продукти за растителна защита



		8. Остатъчни вещества в третирани продукти, храна и фуражи или върху тях

		9. Съществуване и поведение в околната среда

		10. Въздействие върху неприцелни организми

		10.1. Въздействие върху сухоземни гръбначни животни

		10.2. Въздействие върху водни организми

		10.2.1. Въздействие върху риби

		10.2.2. Въздействие върху водни безгръбначни животни

		10.2.3. Въздействие върху водорасли

		10.2.4. Въздействие върху водните макрофити



		10.3. Въздействие върху пчели

		10.4. Въздействие върху неприцелни членестоноги, различни от  пчелите

		10.5. Въздействие върху неприцелни мезо- и макроорганизми в почвата

		10.6. Въздействие върху неприцелни сухоземни растения

		10.7. Допълнителни изследвания за токсичност





				2022-05-19T08:17:34+0000

		 Guarantee of Integrity and Authenticity





		








_1714999954.pdf
AN CHBeT Ha
e EBponenckus cbio3

Bptokcen, 24 man 2022 r.
(OR. fr)

9474/22

AGRILEG 79
PESTICIDE 13

NPUOAPYXUTENTHO NMMCMO

OT:
[aTa Ha nonyyaBaHe:

Jo:

EBponerickaTta komucus
16 man 2022 .
"eHepanHusa cekpeTtapuat Ha CbBeTa

Ne gok. Kom.:

D079006/03

OTHOCHO:

PEIMMAMEHT (EC) .../... HA KOMUCUATA ot XXX roguHa 3a
nameHeHue Ha npunoxenus Il n lll kem PernameHTt (EO) Ne 396/2005 Ha
EBponerickua napnameHT 1 Ha CbBeTa N0 OTHOLLEHME HA MaKCUMarHo
AONYyCTUMUTE rPaHULM Ha OCTaTbyHU BeELLECTBA OT
6eH3oBmHAMGNynup, 6ockanug, deHasaxvH, dnyasmgon-P,
dnynupagndypoH, dnykcannmpokcag, goceTtun-Al, nsogpetammng,
MeTanyM1M30oH, NMMPakocTpobuH, cnupoteTpamat, ThabeHaason u
TOMKNooc-MeTun BLB UK BbpPXY ONpeaeneHn npoaykTm

[TpunoxxeHo ce u3npariia Ha Aeneranuute JokymeHT D079006/03.

[Tpunoxenue: D079006/03

9474/22

\'A%

LIFE.3 BG





BG

EBPOMMEWNCKA
KOMUCUKA

Bbprokcen, XXX

SANTE/10016/2022
(POOL/E4/2022/10016/10016-EN.docx)
D079006/03

[...](2022) XXX draft

PEI'TAMEHT (EC) .../... HA KOMUCHSATA
ot XXX roagmHa
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PEI''TAMEHT (EC) .../... HA KOMUCUSATA
ot XXX roaguHa

3a n3MeHeHue Ha npujaoxkeHus I1 u II1 kbm Peraament (EO) Ne 396/2005 na
EBponeiickns nap;iaamenT n Ha CbBeTa 110 OTHOLIEHHE HA MAKCHMMAJIHO 10Ny CTHMHTE
TPAaHULM HA OCTATHYHHU BelleCTBA OT OeH30BUHAUDIYNHP, O0cKaIUI, PeHa3axuH,
¢payasudon-P, paynupagudypon, puaykcanupokcan, pocernin-Al, usoperammun,
MeTad)IyMH30H, NMPAKJIOCTPOOUH, CIUPOTETPAMAT, THAOEHIA30J1 M TOJKJI0(OC-MEeTHJI
BbB WJIH BbPXY Olpee/ieHH NPOAYKTH

(tekct ot 3HaueHwue 3a EUII)

EBPOITEMCKATA KOMUCHS,
Karto B3e mpensun JloroBopa 3a GpyHKIHOHHpaHeTo HAa EBponeiickus cbio3,

karo B3e npeasua Pernmament (EO) Ne 396/2005 na EBponetickust mapiamenT u Ha ChBeTa OT
23 ¢epyapu 2005 r. OTHOCHO MaKCHUMAIIHO JTOMYCTUMHTE IPAaHUIIM Ha OCTAThYHH BEILIECTBA
OT MECTUIUN BB M BBPXY XPaHU WU (Qypakd OT PACTUTEIICH HIIH KUBOTUHCKH IMPOU3XO H
3a usMeHenue Ha Jlupextusa 91/414/EVO na Creeta!, u no-cnenumanuo unen 14, maparpad 1,
OykBa a) OT HETOo,

KaTo uMa npeaBuia, 4c:

(1) Ha 14 nexemBpu 2021 r. Komucusta no Kopaekc anumeHTapuyc mnpue HOBHU
MaKCHUMAaJIHO JOIyCTUMH I'PaHMLIM Ha OCTaThYHM BellecTBa 1o Kojekc anuMeHTapuyc
(CXL) 3a aueroxisiop, adpugonuporneH, 6eH3oBuHaAUDIynup, Oudentput, Oockanu,
Oynpodes3uH, kapOeHAa3uM, XJIOPAHTPAHWIMIIPOI, UKJIAHWIAIPOJ, LHUIEPMEPUHU
(BKirOUMTENHO anda- M 3eTa-LUUIEPMETPUH), AuKamOa, (eHazaxuH, (IOHHKaAMMI,
dnyasudon-P, dnyencyndon, duynupanudypon, daykcanupokcan, Gocermi-Al,
rmdocar,  u3operaMus,  KPE3OKCUM-METHJI,  MaHACCTPOOMH,  MECOTPHOH,
MeTaIyMU30H,  METKOHA30J,  METONpPEH,  MEHAMMETaluH,  I[EeHTHONHUPAs,
MUKOKCUCTPOOUH, IPOMUKOHA30J1, TUAU(IyMEeTO()EH, MUPaKIOCTPOOHH, TUPHOPEHOH,
NUPUIPOKCU(EH, CIUpOTeTpaMaT, TeOyKoHa30J, THaOeHa30I, TOJKIO(OC-METHI U
Tondennupan’.

(2) MakcuManaHO JONMyCTHMHUTE TpaHUIM Ha octaTbuHu BemectBa (MIAT'OB) 3a
IIOCOYEHHNTE BemecTBa ca onpeneneHu B npuinoxenus II, III u IV xem Permament
(EO) Ne 396/2005 ¢ wuskmrouenue Ha —aduponuporieH, (mayencyndow,
nuauduymerodeH u ToinpeHnupas, 3a KOUTo HsaMma crenuantio onpeaeneHn M/II'OB
U BellleCcTBaTa He ca BKJItoYeHH B mpuiioxeHue IV keM Permament (EO) Ne 396/2005,
Mopajaid KOETO 3a TiIX Ce Tpuiara CTOWHocTTa mo moapaszdoupane ot 0,01 mg/kg,
ycTaHoBeHa B wieH 18, maparpag 1, OykBa 0) OT ChIIMS peryiaMeHT.

! OB L 70, 16.3.2005 r., cTp. 1.

https://www.fao.org/fao-who-codexalimentarius/sh-

proxy/en/?Ink=1&url=https%253 A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FMe
etings%252FCX-701-44%252FFINAL%252520REPORT%252FRep21_CACe.pdf.

CsBmectHa nporpama Ha PAO u C30 orHocHO cranzaptute 3a xpanute, Komucus nmo Kogpekc

anumenrtapuyc. Honbianenue III, 44-a cecus. Bupryanna, 8—15, 17—18 noemBpu u 14 nexemspu
2021 r.




https://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%3A%2F%2Fworkspace.fao.org%2Fsites%2Fcodex%2FMeetings%2FCX-701-44%2FFINAL%2520REPORT%2FRep21_CACe.pdf

https://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%3A%2F%2Fworkspace.fao.org%2Fsites%2Fcodex%2FMeetings%2FCX-701-44%2FFINAL%2520REPORT%2FRep21_CACe.pdf

https://www.fao.org/fao-who-codexalimentarius/sh-proxy/en/?lnk=1&url=https%3A%2F%2Fworkspace.fao.org%2Fsites%2Fcodex%2FMeetings%2FCX-701-44%2FFINAL%2520REPORT%2FRep21_CACe.pdf
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B crorBerctBHEe ¢ unen 5, maparpad 3 ot Permament (EO) Ne 178/2002 Ha
Epponeiickust mapmameHT u Ha ChBeTa’, KOrato ChINECTBYBAT MEXIyHAPOIHH
CTaHJAPTH WM TPEACTOM TIXHOTO IMPHEMaHe, T€ C€ B3eMaT I10J] BHHUMAaHUE NPU
pa3paboTBAaHETO WM TPHUBEKIAHETO B CHOTBETCTBME HA 3aKOHOIATEIICTBOTO B
o0acTTa Ha XpaHUTE, OCBEH KOraTo Te3W CTAaHAAPTH WJIM CHOTBETHU YaCTH OT TSX
Ouxa 6I/I.HI/I Hee(beKTI/IBHO HJIM HECIIOAXOAAIIO CPEACTBO 3a MOCTUT'AaHC HA JICTUTUMHUTC
IIeJIM Ha 3aKOHOJATEJICTBOTO B 00JacTTa Ha XpaHUTE, WM NPU HaJIM4YHEC HA HAYYHO
OCHOBAaHME, WM KOraro OuxXa JOBEIM /O CTENeH Ha 3alluTa, pa3Iu4Ha OT
ompeneneHata karo nogxoxasma B Cwroza. OcBeH TOBa, B ChOTBETCTBHE C wWieH 13,
OykBa 1) oT chims perinaMeHT Chblo3bT TpsOBa Ja crmocoOCTBa 3a MOCTUTAHETO Ha
MOCJICIOBATEIHOCT ~ MEKAY  MEXKIYHAPOJHHTE  TEXHMYECKH  CTaHIApTH |
3aKOHOJIATEJICTBOTO B 00J1aCTTa HAa XpaHHUTE, KATO ChUICBPEMEHHO TapaHTUpa, 4e He ce
MIOHMKaBa Bh3IIPHETaTa OT HETO BHCOKA CTEIICH HA 3alllUTa.

Cr103bT u3pasu pesepsu’ ° npen Komurera no Kogekca 3a ocTaTbUHKMTE BEIIECTBA OT
nectunuan  otHocHo  CXL,  mpeanokeHn 32 CIEOHUTE  KOMOMHALUU
NECTULWI/TIPOAYKT: aleToXJop (BCHYKM TPOAYKTH), apUIONUPONEH (BCHYKU
NPOAYKTH), OU(PEHTPUH (BCUUKH IPOAYKTH), O0CKamua (MOATrpyna CEMKOBH IIJI0JI0OBE),
Oynpode3uH (BCHUKU MPOJYKTH), KapOeHIa3uM (BCUUKH MPOAYKTH), IUKIAHHIUIIPOIT
(BCMUKH TPOAYKTH), IHUIEPMETPUH (BKIIOUUTETHO ajida- U 3eTa-IUINepPMETPHH)
(BCHYKH MPOJYKTH), AUKaMOa (BCUYKH MPOAYKTH), PIIOHUKaMuU (BCHUKH MPOIYKTH),
dnyazudon-P (mogoBe ot yepeH 0B3, Aronu), diayeHCyndoH (BCHUKH MPOAYKTH),
docernn-Al (xade ©Ha 3BpHA), THUdOcAT (BCUYKKM MPOAYKTH), MaHAECTPOOWH
(pammuHo ceme), MetapaymMu3oH (Tpo3Ae), METKOHA307 (BCUYKH MPOIYKTH),
METONpeH (BCHYKH MPOAYKTH), TIEHTHONUPA (BCUYKH MPOMYKTH), TTMKOKCUCTPOOUH
(BCHMUKH TIPOAYKTH), MPOMUKOHA30J (BCUUKH MPOAYKTH), NUAupIyMeToPpeH (BCHUKH
NPOAYKTH), TEOYKOHA30JI (BCHYKH TPOAYKTH), Tonkiaodoc-metun (kaprodhu) u
tondennupan (BCUUKU MPOAYKTH).

Ocgen ToBa EBporneiickusar opran 3a 6e3omnacHocT Ha XxpaHuTte (,,Opranbr®) ycTaHOBU
NOTEHIMAJIHO ONlaCeHUE BbB BPB3Ka C MPEKOMEPEH NMPHEM Ha TMAOEH1a30J1 B CIAIKU
kaprodu’. Tlopaau ToBa chotBerHata CXL HsiMa 1a Obae BKIIOYEHAa B PernameHt
(EO) Ne 396/2005 xato MIT'OB.

CXL, 3a xouto Cpio3bT He € u3pazmin pesepu mnpen Komurera mo Kopmekca 3a
OCTaThYHHUTE BELIECTBA OT MECTHUIMIM U MO OTHOIIEHHWE Ha KouTo OpraHbT He €
YCTAHOBHJI MOTEHIIMAIHO OIIAaCE€HHE BBHB BPBH3Ka C MPEKOMEPEH MpHEM, KOETO Jia ce
otHacs 110 Hakou CXL 3a 6eHzoBuHANDIynup, 60ockanui, ¢peHasakBuH, piayazudon-P,
¢nynupagudypon, daykcanupokcan, (ocetun-Al, uzoperamun, meradaymMusoH,

Pernament (EO) Ne 178/2002 na Epomeiickusi napiameHT u Ha CobBera oT 28 suyapu 2002 r. 3a
YCTaHOBSIBAHE HA OOIIMTE MPHUHIIUIKN ¥ U3UCKBAHHS HA 3aKOHOJATEIICTBOTO B 00J1aCTTa Ha XPaHUTE, 3a
ch3aaBane Ha EBponeiicku opran 3a 6€30MacHOCT Ha XpaHHUTE U 3a OIMPEACIITHE Ha MPOIEIyPH OTHOCHO
6e3omacHoctTa Ha Xpanute (OB L 31, 1.2.2002 r., cTp. 1).

benexku Ha EBpomneiickust chro3 mo Codex CX/PR 21/52/5 (REV):
https://www.fao.org/fao-who-codexalimentarius/sh-
proxy/en/?Ink=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FMe
etings%252FCX-718-52%252FCRDs%252Fpr52 CRD22x.pdf.

Hoknan ot 52-pata cecus Ha Kommrera mo Kopmekca 3a ocTaThYHHTE BEIIECTBA OT MECTUIUIN
REP21/PR: https://www.fao.org/fao-who-codexalimentarius/sh-
proxy/en/?Ink=1&url=https%253A%252F%252Fworkspace.fao.org%252Fsites%252Fcodex%252FMe
etings%252FCX-718-52%252FREPORT%252FFINAL%2BREPORT%252FREP21_PR52¢.pdf.

Hayuna nonkpena 3a nmoaroroBka Ha no3uuusaTa Ha EC mo Bpeme Ha 52-pata cecust Ha Komurera no
Konekca 3a ocrarpunnte Bemectsa ot nectuiuau (KKOIT). EFSA Journal (bronernn na EOBX),
2021 1.; 19(8):6766.
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MAPAKIOCTPOONH, CIIUPOTETpaMar, THAOCHIAa30JI M TOJKIOPOC-METHII, ca 0e30MacHH
3a notpeburenure B Chioza’. Ilopaau ToBa Te3u CXL cienpa na ObJaT BKIIOYCHH B
Pernament (EO) Ne 396/2005 xaro MJII'OB, ocBeH korato ce OTHAcAT A0 MPOIYKTH,
KOUTO HE Ca BKJIIOUEHHU B MPUJIOKEHHUE | KbM MOCOYEHUS PErJIAMEHT, UM KOTaTo €a C
no-Hucku HuBa oT Hacrtosimure MJII'OB. Ilopagum ToBa cienBa ma HE ce MpaBsT
npoMeHu no otHouieHue Ha MJII'OB 3a xJiopaHTpaHWIUIIPOJI, KPE30KCUM-METHUII,
MECOTPHOH, NEHAUMETAINH, MTUPUOGEHOH, MTUPUIIPOKCU(EH U TeOYKOHA30M.

Bb3 ocHoBa Ha HayuHus jokian Ha OpraHa ¥ KaTo ce€ B3emaT I0J] BHUMAaHHE
dakTopuTe, KOUTO ca OT 3HAUCHUE 3a Pa3IJIeKAaHUs BbIIPOC, ChOTBETHUTE U3MEHEHUS
Ha MJII'OB otroBapsT Ha n3ucKBaHusATa Ha wieH 14, maparpad 2 ot Pernament (EO)
Ne 396/2005.

[Topanu ToBa Pernmament (EO) Ne 396/2005 cnenBa na Ob/1€ CbOTBETHO U3MEHEH.

Mepxkure, peABUICHU B HACTOSIINS PETJIAMEHT, Ca B CbOTBETCTBUE ChC CTAHOBULIETO
Ha [ToCTOSITHHYSI KOMHUTET TI0 PACTCHUATA, )KUBOTHUTE, XPaHUTE U PypakuTe,

I[TPUE HACTOAIMA PETJIAMEHT:

Ynen |

[Tpunoxenus II u III xem Permament (EO) Ne 396/2005 ce u3MeHAT B CHOTBETCTBUE C
MPUIIOKEHUETO KbM HACTOSIIIHS PETIaMEHT.

Ynen 2

Hacrosmmust pernaMeHT Biin3a B CUJia Ha IBAJIECETUS JICH Clie]] ACHS Ha MyOJMKYBaHETO MY B
Oguyuanen secmuux na Eeponeiickus cvio3.

HaCTOﬂIIII/IFIT PErIIaMCHT € 3aAbJDKUTCIICH B CBOATA LAJIOCT M CC IMpUjiara nmpsaKko BbB BCUYKHU
ABPIKaBU YICHKHU.

CocraBeno B bprokcen Ha [...] roguHa.

3a Komucusma
IIpeoceoamen
Ursula VON DER LEYEN

Hayuna nonkpena 3a moarotroBka Ha no3uuusita Ha EC no Bpeme Ha 52-pata cecust Ha Komurera no
Kopmekca 3a ocrarpunmre BemectBa oT mectunuan (KKOII). EFSA Journal (Bromernn mHa EOBX),
2021 1.; 19(8):6766.
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PETJIAMEHT (EC) .../... HA KOMUCHUSATA
ot XXX roauna

3a n3Menenune Ha npuiaoxenus I, Il u IV kbm Pernament (EO) Ne 396/2005 na
EBponeiickust nap;jaMeHT 4 Ha CbBeTa 10 OTHOILIEHHE HA MAKCHMAJIHO IONYCTUMMTE
rPaHMIM HA OCTATHYHM BelIeCTBA OT AMETOKTPAANH, XJI0PMEKBAT, 10AUH, HUKOTHH,
npogpeHodpoc U MyJTHKANICH/IEH SAPEHO-NI0JIHeIpeH BUPYC 10 Spodoptera exigua
(SeMNPV) usoaar BV-0004 BbB 1 BbpPXY OnpeaeeHu NPOXYKTH

(Texct ot 3HayeHue 3a EUII)
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PEI'JTAMEHT (EC) .../... HA KOMUCHUSATA

ot XXX roaguHa

3a u3MeHeHue Ha npuioxkeHus I, III u IV kbm Perinament (EQ) Ne 396/2005 na

EBpOHeﬁCKHﬂ mapjgaMeHT U Ha CobBeTa 110 OTHOIIIEHHE HA MAKCHMAJIHO AOMMYCTUMHUTE
IPpaHUMIi HA OCTATHYHHU BEIIECCTBA OT aMETOKTPaAuH, XJIOPpMEKBAaT, 10JAWH, HUKOTHH,

npogenodoc 1 MyJTHKANCHAEH sIIPEHO-NI0JIHeIPeH BUPYC 10 Spodoptera exigua

(SeMNPYV) uzosnat BV-0004 BbB 11 BbpPXY onpeie/ieHd NPOAYKTH

(texct ot 3Hauenue 3a EUII)

EBPOITEMCKATA KOMUCHS,

Karto B3e npeasua Jloroeopa 3a GpyHkimonupaneTo Ha EBponeiickus cpro3,

karo B3e npeasui Pernmament (EO) Ne 396/2005 na EBponeiickus napiaamenT u Ha ChBeTa OT
23 despyapu 2005 r. OTHOCHO MaKCUMAJIHO JOIMYCTUMHUTE TPAHUIIM HA OCTATHYHH BEIIECTBA
OT MECTUIIUAN BbB U BbPXY XPaHU UIH (Qypaxku OT PACTUTENCH WU KUBOTUHCKH MPOU3XOM U
3a u3MeHenue Ha Jlupextusa 91/414/EMO na Cobeeta', u no-crenuanno unen 5, naparpad 1
u uneH 14, maparpad 1, OykBa a) ot Hero,

KaTo nMa 1npeaBumi, 4uc:

(1)

2)

3)

(4)

MakcuManHO JONMycTUMUTE TpaHUIM Ha octaTbuHu BemlectBa (MIT'OB) 3a
aMETOKTpaJAuH U JOAUH ca ompexaesnenn B npuiokenue Il xpm Permament (EO)
Ne 396/2005. MJITOB 3a xjopMekBaT M HUKOTHH ca OMNpEIelIeHH B 4YacT A OT
npunoxenue Il kbMm nmocouenus pernament. MAI'OB 3a npodenodoc ca onpeaenenu
B npuioxenue II u B yact b or npunoxenue III xbM mocoyeHus: perinameHr. 3a
MYJITUKATICUJIEH SIPEHO-TIONIMeIpeH BUpYC 1o Spodoptera exigua (SeMNPV) uzonat
BV-0004 ne ca onpenenenu konkpetHu MJII'OB B Pernament (EO) Ne 396/2005 u
TOBA BEIIECTBO HE € BKJIIOYEHO B NMpUiIokKeHHe [V KbM MOCOUYEHHsI perjiaMeHT, opaau
KOeTO ce mpuiara croiHocTra mo mnoapasbupane ot 0,01 mg/kg, ompenenena B
wieH 18, maparpa¢ 1, 6ykBa 0) ot Hero.

B pamkuTe Ha mpoueaypa o paspeliaBaHeTo Ha ynoTpebaTa Ha MPOAYKT 3a
pacTUTeNHA 3alUTa, ChAbPIKaIl AKTUBHOTO BEIIECTBO aMETOKTPAJANH, BEPXY KYITYpH,
KOMTO MoraT ja ObJlaT NpUBJIEKaTeIHH 3a MUEIUTE U TOBA J1a IPUYUHHU HAJMYUETO Ha
OCTaThYHM BElIECTBA B Mela, O€ MoAa/leHO 3asBJIEHHE B ChOTBETCTBHUE C WieH O,
naparpadg 1 ot Permament (EO) Ne 396/2005 3a m3MeHeHHe Ha ChILECTBYBAIIUTE
MI'OB 3a men.

I[To oTHOMIEHHE Ha 10/IMH O€ MOaIeHO 3asBJICHNE B ChOTBETCTBHE C WiieH 6, maparpad
1 ot Permament (EO) Ne 396/2005 3a uzmenenue Ha cbinectByBamure MJII'OB 3a
IIUTPYCOBH ILIIOJIOBE.

B cworBerctBre ¢ uneH 8 or Permament (EO) Ne 396/2005 cwoTBeTHHMTE IBpKaBU
YJIEHKH MOJI0KHMXA Ha OLICHKA TE3U 3asBJICHUS M M3IIpaThxa JOKJIAJUTE 3a OLICHKA Ha
Komucusra.

OB L 70, 16.3.2005 r., ctp. 1.
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©)

(6)

(7)

(8)

EBponeiickust opras 3a 6e3omacHocT Ha xpaHuTe (,,OpranbsT ) pasriena 3asBICHUASTA
U JIOKJQJUTE 3a OIEHKa, KaTo O0bpHA MO-CHEIHATHO BHHUMAaHHE HAa PHCKOBETE 3a
noTpeduTenuTe, a Korato 0e MPHIOKHUMO — M 3a KUBOTHUTE, U Jaje 00OCHOBAaHU
craHoBuma 1o npemioxkenute MJITOB?. Toif W3NpaTH CTAHOBUIIATA CH  JIO
3asBuTenute, 10 Komucusara u 10 1bp:kaBUTe WICHKU U TU HAIIPABH OOIIOIOCTHITHU.

OpranbT CTUrHA J0 3aKIFOUYEHUETO, Y€ Ca U3II'bJIHEHU BCUUKU U3UCKBAaHUS BbB BPb3Ka
C I'BJIHOTATA HAa MOJAJICHUTE JAHHU U Y€ MOMCKAHUTE OT 3asABUTEIIMTE U3MEHEHHUs Ha
MJII'OB ca npuemiuBHU ¢ orjien Ha O€30MacHOCTTa Ha MOTPEOUTEIIUTE Bb3 OCHOBA HA
OLICHKa Ha EKCIIO3ULHUATAa Ha MOTpeOUTeNnuTe 3a 27 KOHKPETHH TPYIU €BPOMNEHCKU
norpedutenu. Ilpm TtoBa OpranbT B3e NpeABHI Hai-akTyalHaTa WHQOpManus
OTHOCHO TOKCHKOJIOTUYHHUTE CBOICTBa Ha BemlecTBaTa. He Oe ycTaHOBEH PHCK OT
NpEeBHUIIIaBaHE HA JIONyCTHMAaTa JHEBHA 033 WM Ha OCTpaTa pedepeHTHa 1032 HUTO
IIPU ABJTOCPOYHA EKCIIO3ULIMS HAa TOCOYEHUTE BEIECTBA UYPE3 KOHCYMAllKs Ha BCUUKU
XPaHUTEIHH MPOITYKTH, KOUTO OMXa MOTJIH Ja TH ChIbpPXKAT, HUTO MPU KPATKOCPOUHA
€KCIO3ULMs, AbJDKAIA CE Ha IPEKOMEpPHA KOHCYMalUs HA CbOTBETHUTE MTPOIYKTH.

C Pernament (EC) 2019/1561 na Komucusra® 6sxa onpenenenu Bpemenan MJATOB
3a XJIOpMeKBaT B KianHuna, a ¢ Permament (EC) 2017/693 na Komucusara* — 3a
XJIOPMEKBAT B KYJITHBHPAHU TI'bOH, KAaTO ONPENEICHUTE CTOMHOCTU OsiXa ChOTBETHO
6 mg/kg u 0,9 mg/kg. Bpemenuure MJII'OB 0sixa onpeseneHn Bb3 OCHOBA Ha JaHHU
0T HaOII0ZIeHUE, KOUTO M0Ka3axa, 4e Mpu HETPETUPAHU KYJATUBUPAHU I'bOU c€ cpelaT
OCTaThUHU BELIECTBA, YMETO KOJMYECTBO IPEBHUIaBa IpaHULATa HAa OIpPENEIsHE,
opagu KPbCTOCAHO 3aMbpPCABAHE HA KYJITUBUPAHUTE I'bOM CBHC cllaMa, 3aKOHHO
Tpetupana ¢ xyopmekBat. Tezu Bpemennun MJII'OB 6sixa onpenenenu 3a cpok a0 13
anpun 2021 1., 10 mpeACTaBSIHETO HAa JaHHU OT HAOIOJCHHWE 3a HAIMYHMETO Ha
MIOCOYEHOTO BEILIECTBO B ChOTBETHUTE MIPOIYKTH.

OprasbT W CTONMAHCKUTE CYOEKTH B 00JacTTa Ha XpaHUTE NPEACTaBUXa AKTYaIHU
JAaHHU OT HaOIIo/leHHe, KOUTO I10Ka3axa, 4e OCTaThLU OT XJIOPMEKBAaT BCE OILIe
OpPUCHCTBAT B KJIaJHULA M B KYJITUBUPAHU I'bOM, B KOJIMYECTBA, IMPEBUIIABAIIU
rpaHunara Ha omnpeznensHe. IlpousBonutenure Ha r0M yBenomuxa Komucusita 3a
€7HO TEKYIO MMPOyYBaHEe 3a OI[CHKA HAa HMBATa Ha 3aMbPCSIBAaHE Ha KJIAJAHUIA U APYTU
KyJnTUBUpaHU rp0u. Thil KaTo mpoyuBaHeTo 1ie npukiIoun mnpe3 2022 r., ciea KoeTo
cbOpaHuTe JaHHM 11e ObAaT mpenocraBeHd Ha Komwucusra, e 1enecbo0pa3Ho CPOKBT
Ha BalIUJHOCT Ha Te3u BpeMeHHH MJIT'OB na 6b11e ybJIKeH ¢ eiHa roJuHa CUUTaHO
OT JjaTaTa Ha MyOJIMKyBaHE Ha HACTOSLIMUS PErJlaMeHT.

Hayunure noxnamu Ha EOBX ca myGnukyBaHu Ha cienHus yeocaiit: http:// www.efsa.europa.eu:

Reasoned Opinion on the modification of the existing maximum residue level for ametoctradin in honey
(OGOCHOBaHO CTAHOBHIIE OTHOCHO H3MEHEHHETO HAa ChIIECTBYBAIUTE MAKCHUMAIHO JOMYCTUMU
rpannny Ha octarb4Hd BemectBa (MIT'OB) 3a ameroktpamun B men). EFSA Journal (Bronetun Ha
EOBX) 2021;19(11):6943.

Reasoned Opinion on the modification of the existing maximum residue levels for dodine in citrus fruits
(OGocHOBaHO CTAHOBHIIE OTHOCHO OIPEAEIISTHETO HA MAKCUMAJIHO JIONYCTHMHU I'PAaHUIM HA OCTaThYHU
BellecTBa 3a JOIUH B uTpycoBu wiogoBe). EFSA Journal (bronetrr Ha EOBX) 2021;19(11):6950.

Pernament (EC) 2019/1561 na Komucusra ot 17 cenremBpu 2019 r. 3a m3meHeHne Ha npuoxxeHus 11
u III xem Permament (EO) Ne 396/2005 na EBpomneiickus mapiameHT u Ha ChBeTa 10 OTHOIIEHHE HA
MaKCHMAaJTHO JOMYCTHMHTE TPAHUIIN Ha OCTATHYHM BEIIECTBA OT XJIOPMEKBAT B KyaTHBHpaHu Ireou (OB
L 240, 18.9.2019 r., cTp. 1).

Pernament (EC) 2017/693 na Komucusra ot 7 anpui 2017 r. 3a n3menenue Ha npwwioxkenns 1, Il n V
kM Permament (EO) Ne 396/2005 na EBpomeiickust mapinament M Ha CbBeTa IO OTHOIIEHHWE Ha
MaKCHMaJIHO JOMYCTUMHTE TPAaHUIM Ha OCTaTbYHM BEIIECTBA OT OWTEPTAHOJ, XJIOPMEKBAT WU
TeOydennupazn BbB 1 BbpXy onpeaenenu npoaykra (OB L 101, 13.4.2017 r., crp. 1).
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(10)

(11)

(12)

Bpemenan MJII'OB B pa3smep Ha 0,07 mg/kg Osixa ompeneneHu cbino ¢ PermameHt
(EC) 2017/693 3a xmopmekBaT B KpyllId, Thil KaTro JaHHUTE OT HaOIIOJEHUETO
M0Ka3axa, 4ye B IbpPBETaTa BCE OIlle MPUCHCTBAT OCTATHYHH KOJIUYECTBA BCIIEICTBUE HA
npenunran ynotpedu. Bpemennara MJII'OB 6eme onpenenena 3a cpok 1o 13 ampuin
2021 r., 10 mpeACTaBsIHETO HA JAaHHU OT HAOJIOJEHUE 32 HAJIMYMUETO HA MOCOYEHOTO
BEIIECTBO B CHOTBETHHUS MPOIYKT. OpraHbT, IbPKABUTE UWICHKH W CTOIMAHCKHUTE
cy0ekTu B o0JyilacTTa Ha XpaHWUTE MPEACTaBUXa aKTyajdHH JaHHU OT HaONIoJCHUE,
KOUTO IOKa3axa, 4y€ OCTaThIM OT IMOCOYEHOTO BEIIECTBO BCE OIIe NPHUCHCTBAT B
KpyIlIU, B KOJMYECTBA, MpEBUIIABAIM TpaHHUIaTa Ha omnpenensHe. [lopaau ToBa e
1enec00pa3Ho HAOIIOICHUETO Ha KOJIMYECTBATa XJIOPMEKBAT B KPYIIHU /1 MPOIBIDKA
U CPOKHT HAa BAIMIHOCT Ha mocoyeHaTa BpemeHHa MJII'OB nma Obae yabmKeH Cbhe
CeJIeM TOJIMHU CUMTAHO OT JlaTaTa Ha MyOIMKyBaHe HAa HACTOSIIUS PETJIAMEHT.

C Pernament (EC) 2017/978 na Komucusra® 6sxa onpesenenu spemenan MJITOB 3a
HUKOTUH TIpU JUBOPACTALIM T'bOM (M3CYIIEHH MaHATapKud (Cem) W H3CYIICHU
JTUBOPACTSAIIM I'bOH, Pa3IMUHA OT MaHATAPKUTE), 32 CPok 10 19 okromepu 2021 1., 10
MPE/ICTABIHETO U OIICHKAaTa HAa HOBUTE JaHHM W WHQOpMaIus OoT HaOII0JeHuE 3a
€CTECTBEHOTO HAJM4Me UM 32 00pa3yBaHETO HAa HUKOTHUH B CHOTBETHUTE MPOAYKTH.
Hsma yOenuTenHu Hay9HH JTOKA3aTeICTBa, KOUTO Ja IOKAa3BaT €CTECTBEHOTO HAJTMYNC
HA HUKOTHH B ChOTBETHHUTE MPOJYKTH WUJTU J1a XBBPIAT CBETIMHA BbPXY MEXaHU3Ma Ha
obOpasyBanero My. OpraHbT W CTONMAHCKUTE CYOCKTH B 00JacTTa Ha XpaHHUTE
Mpe/cTaBuXa aKTyaJlHd JaHHU OT HAOIIOJIEeHUE, KOUTO MOKa3zaxa, 4e OCTAaThLU OT
MMOCOYEHOTO BEIIECTBO BCE OIE€ NPUCHCTBAT B TE€3W MPOIYKTH, B KOJIMYECTBA,
NpeBHIlaBally TrpaHuIiata Ha onpenensHe. Ilopagu ToBa € 1enecboOpazHO
HaOJIIOJICHUETO HAa KOJMYECTBATa HUKOTHH B TE€3U MPOJYKTU J1a MPOIBIDKH M CPOKBT
Ha BaJIMJHOCT Ha mocoueHuTe BpemenHu MJII'OB na Obae yapixkeH CbC ceaem
TOJIMHUA CYUTAHO OT JaTaTa Ha IMyOJIMKyBaHE HA HACTOSIIUS PErJIAMEHT.

C Pernamenrt (EC) 2017/978 6eme onpenenena Bpemenna MJII'OB 3a npodenodoc B
JUCTEHIIa OT po3a 3a cpok a0 18 okromBpu 2021 ., 10 MpeACTABIHETO HA JAHHU OT
HaOJIoIeHWEe 3a HAJIMYMETO Ha MOCOYEHOTO BEIIECTBO B CHOTBETHHUS IPOIYKT.
OpranbT U cTOmaHCKUTE CyOEeKTH B 0O0JIacTTa Ha XpaHUTE IpPEJCTaBUXa aKTyaJHU
JAaHHU OT HaOJIo/IeHUe, KOUTO MOKa3axa, 4e OCTaThIM OT IMOCOYEHOTO BEILIECTBO BCE
Ollle TPUCHCTBAT B JIMCTEHIIA OT po3a, B KOJWYECTBA, MPEBUILABAIM TpaHUIaTa Ha
onpenensHe. Ilopanu ToBa e 1enechboOpa3HO HAOMIONEHUETO Ha KOJIMYECTBATa
npodgeHopoc B JUCTEHIAa OT po3a Jia MPOIBDKM W CPOKHT Ha BaJUIHOCT Ha
nocoueHara BpemeHHa MJII'OB na 0bae yabibkeH CbC celeM TOJUHH CYUTAHO OT
JaTaTta Ha MyOJIMKYBaHE HA HACTOSIIMS perjlaMeHT.

B crvorBerctBue ¢ unen 7 or Permament (EO) Ne 1107/2009 na Epomneiickus
napiaamedt 1 Ha ChBeTa’ 10 IbprkaBa uleHKa Oe MoJa/ieHo 3asBIEHUE 3a 000pIBaHEe
Ha aKTUBHOTO BEUIECTBO MYITHKAINCUIEH SAPEHO-TIONHUEIPEH BHUpYC MO Spodoptera
exigua (SeMNPV) wuzomar BV-0004. CworBeTHaTa nIbpikaBa 4YJICHKA TIOJJIOXKH

Pernmament (EC) 2017/978 na Komucusra ot 9 touu 2017 r. 3a usmenenue Ha npuinoxerus I, IIT u V
kbM Permament (EO) Ne 396/2005 nma Empomelickusi mapiameHT u Ha ChbBeTa MO OTHOIIEHHE Ha
MaKCHMAaJTHO JOMYCTUMHTE TPAHUITN HAa OCTATHYHH BEIIECTBA OT (UIyOIHpaM; XEeKCaXJIOPOIHKIOXEKCAH
(HCH), anda-nzomep; xexcaxiopouukinoxekcan (HCH), Oera-m3omep; XeKCaxJIOPOIUKIOXEKCAH
(HCH), cyma oT m3oMepH, ¢ U3KIIIOUEHUE Ha TaMa-u3oMepa; JUHaH (xekcaxmnoporukioxekcan (HCH),
raMma-m30Mep); HIKOTHH U IpodeHodoc BBB U BPXY onpenaenenu npoaykra (OB L 151, 14.6.2017 r.,
ctp. 1).

Pernament (EO) Ne 1107/2009 Ha EBpomneiickus nmapnamenT u Ha CbBera oT 21 oktomBpu 2009 1.
OTHOCHO ITyCKaHETO Ha Ma3apa Ha MNPOJIYKTH 3a PAacTUTENHA 3allUTa M 32 OTMsSHA Ha JMPEKTUBH
79/117/EMO n 91/414/ENO na Cseera (OB L 309, 24.11.2009 ., ctp. 1).
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(13)

(14)
(15)

3asBJICHUETO Ha OIlEHKAa B CHOTBETCTBHE ¢ wieH 11, maparpad 2 oT mocodeHwus
pernament. OpranbsT pasriiefa 3asBICHHETO U MPEICTaBH 3aKIIOUEHUE BHB BPH3Ka C
napTHbOpPCKaTa IMpOBEpKAa Ha OIIEHKaTa Ha pHCKa OT ymnoTpebaTta Ha AaKTUBHOTO
BEILECTBO KATO IECTHIHUJ , B KOETO MOCOYHM, Y€ MYITHKAICUIEH SAPEeHO-NONHEeIpeH
BUpYC 110 Spodoptera exigua (SeMNPV) uzonar BV-0004 otroBapst Ha M3UCKBaHUSATA
3a BriIrouBaHe B npuioxenue [V keM Permament (EO) Ne 396/2005. ITopamu ToBa €
1enech00pa3Ho MOCOYEHOTO BELIECTBO Ja ObAE BKIOYEHO B mIpuiioxkeHue IV kbm

Permament (EO) Ne 396/2005.

Bb3 ocHOBa Ha 00OCHOBaHWTE CTAHOBHIIA W Ha 3aKitoyeHHeTo Ha OpraHa W Karo ce
B3eMarT 10JI BHUMaHUe (DaKTOpPUTE OT 3HAYeHHE, N30poeHu B wieH 14, maparpad 2 ot
Pernament (EO) Ne 396/2005, ce cuuta, ye mpenioxkenute n3meHenus Ha MJII'OB
OTTOBapAT HA U3MCKBaHMATA HA WieH 14, maparpad 2 ot Permament (EO) Ne 396/2005.

ITopanu ToBa Permament (EO) Ne 396/2005 cnensa na 6b/1€ ChOTBETHO U3MEHEH.

MepKI/ITe, NpCABUACHHU B HACTOAIIHA PCTIIAMCHT, Ca B CbOTBETCTBUC CHC CTAHOBUIIICTO
Ha [locToSsHHUS KOMUTET 110 PaCTCHUATA, )KUBOTHUTC, XPAHUTC U (bypach/ITe,

[TPUE HACTOAIMA PETJIAMEHT:

Ynen 1

[Mpunoxenuns II, III u IV xpm Permament (EO) Ne 396/2005 ce u3MeHST B ChOTBETCTBHE C
IPUIIOKEHUETO KbM HACTOALIMS PETIaMEeHT.

Ynen 2

HacTosmusT perinaMeHT Bin3a B CUJIa Ha JABA/IECETHUs JeH Clie] IeHs Ha MyOJIuKyBaHETO MYy B
Oguyuanen secmnuk na Esponetickus cvio3.

Hacrosmusar PEriIaMEHT € 3aABJDKUTCIICH B CBOATA LSAJIOCT U CC IIpUJIara IpsAKO BbB BCUUYKH
ABPIKABU YJICHKHU.

CscraBeno B bprokcen Ha [...] roguHa.

3a Komucuama
IIpeoceoamen
Ursula VON DER LEYEN

Conclusion on the peer review of the pesticide risk assessment of the active substance Spodoptera
exigua multicapsid nucleopolyhedrovirus (SeMNPV) (3akiroueHne BBB BpB3Ka C IapTHHOPCKATA
IIPOBEpKa Ha OLIEHKAaTa Ha PUCKa OT YNOTpedaTa Ha aKTHMBHOTO BEIIECTBO MYJITHKAIICHJIEH SAPEHO-
nojueapeH Bupyc no Spodoptera exigua (SeMNPV) karo necruunn). EFSA Journal (bronetnn Ha
EOBX) 2021;19(10):6848.
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Forbidden
fruit

The dramatic rise in the most toxic
pesticides found on fruits and
vegetables sold in Europe and
evidence that governments are
failing their legal obligations





European citizens have been exposed to a
dramaticrise in the frequency and intensity of
residues of the most toxic pesticides on fruits
and vegetables sold in the EU. This report
and its primary conclusion contradict official
claims that toxic pesticides use is declining
and that food residue levels are under
control. This report also exposes a complete
failure by Member States and the European
Comnmission to implement EU Regulation and

protect consumers.

This report focuses on the residues of
a category of pesticides defined as “more
hazardous” by the European Commission in the
context of the EU Farm to Fork Strategy. These

are in fact the single most dangerous and most
heavily regulated category of pesticides, linked
to a range of chronic diseases including cancers,
cardiovascular problems or diabetes. They can
alsobe highly toxictothe environment, poisoning
rivers and other precious ecosystems' The

European regulation itself identifies them as the

worst pesticides remaining on the EU market,
i.e., the most hazardous pesticides which should

be designated as such.

This report examines not just the extent of
contamination of fruits and vegetables produced
in the EU with these most toxic pesticides, but,
for the first time, patterns of contamination

over time. Researchers analysed the results

/8

Pesticide
Action
Network

of a Europe-wide programme of government
sampling large enough to be considered
representative of the exposure of the public.
This revealed a dramatic upward trend of fruits
contaminated with the most hazardous category
of pesticides between 2011 and 2019, the latest
year for which their data was available for this
paper. While kiwi fruits were almost free (4%)
of these most toxic substances in 2011, almost
a third (32%) were contaminated in 2019
Likewise, half (50%) of all cherries sampled by
officials were contaminated in 2019, compared
to 22% in 2011. This increase in the frequency
of contaminated fruits and vegetables sold to
consumers goes hand in hand with anincrease in
theintensity of pesticides usedin mixtures. While
6,4% of fruits were found to be contaminated
with at least two of these most toxic pesticides
in 2011, this figure has risen to 10,2% in 2019.
Although scientists warn of growing evidence
that such ‘chemical cocktails’ amplify human
health impacts, such combinations are still not
assessed by authorities, despite it is required by
the law?. Finally, this report highlights the near
omnipresence of these most toxic pesticides
in certain cases. By 2019, 87% of the pears
produced in Belgium were contaminated with at
least one of them and 85% in Portugal. Likewise,
74% of cherries grown in Spain were affected,

and 85% of celery from ltaly.

" Annex Il point 4 of Regulation (EC) No 1107/2009.

2 Article 43)(b) of Regulation (EC) No. 1107/2009 and Article 14 of Regulation (EC) No. 396/2005.
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https://ec.europa.eu/food/horizontal-topics/farm-fork-strategy_en#:~:text=The%20Farm%20to%20Fork%20Strategy%20aims%20to%20accelerate,the%20EU%20supply%20sector%20and%20promoting%20fair%20trade

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:32009R1107

https://pubmed.ncbi.nlm.nih.gov/27312199/

https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/briefings/CRA_Towards the implementation of a MAF.pdf



Executive summary

Underthe 2020 EU Farm to Fork Strategy, the
use of this category of most hazardous pesticides
should be halved by 2030 in the EU. Based on
sales, the European Commission already claims
a 12% reduction in 2019 compared to 2015-
2017. However, this report, which provides
evidence of the quantity of pesticides that
actually end up in food daily eaten by a large
majority of European consumers, is a strong
rebuttal to that claim: in 2019, the proportion
of fruit and vegetables contaminated with
the most hazardous pesticides increased by
8.8% compared to 2015-2017. This alternative
methodology reveals that the use of the most
dangerous pesticides in Europe is in fact
rising, not falling. Laws are being ignored and
consumers are being exposed to a rising tide
of chemical exposure. Europe is clearly moving
away, not towards more sustainable agriculture.
While authorities content themselves with
unreliable indicators of progress, the observable
pesticide residues, their impact on human
health and rapidly declining wildlife populations

tell the real story.

The analysis starts in 2011 when the use of
these most hazardous pesticides should by law
have started to decrease significantly. Indeed,
these most dangerous substances belong to
a group called ‘Candidates for Substitution’,
defined in Regulation (EC) No. 1107/20069.
In view of the very high concern for human

health and the environment, Member States

3 FORBIDDEN FRUIT

have been legally obliged to substitute these
‘Candidates for Substitution’ in pesticides
with safer alternatives, since 2011. This rule
must have been applied whenever possible
to ensure a gradual sectoral and geographical
phase-out of these pesticides. By highlighting
instead a spectacular upward trend of their
residues over the 10 years, this report further
confirms the complete failure of Member States
to implement substitution due to a complete
dismissal of viable alternatives, at the expense

of consumer health and the environment.

Thereport shows that this failure toimplement
substitution has led to an increase in plant and
insect resistance to these most hazardous
pesticides, leading in turn to an increased use
of these substances year after year rather than
to their phase-out. Unless a firm commitment is
taken to substitute these substances with safer
alternatives, in line with sustainable Integrated
Pest Management, their use will continue to rise

(along with further biological resistance).

Therefore, this report raises the alarm and
calls for strong political action to genuinely put
the EU food system on the track to sustainability.
Namely, it calls for substitution of 100% of the
most hazardous pesticides by Member States
by 2030, in the frame of the Farm-to-Fork, with
the adoption of binding reduction targets at
Member State level and the reform of pesticide

use indicators.



https://ec.europa.eu/food/plants/pesticides/sustainable-use-pesticides/farm-fork-targets-progress/eu-trends_en

https://ec.europa.eu/eurostat/web/products-eurostat-news/-/ddn-20220104-1

https://ec.europa.eu/eurostat/web/products-eurostat-news/-/ddn-20220104-1

https://ec.europa.eu/food/plants/pesticides/sustainable-use-pesticides/farm-fork-targets-progress_en

https://eur-lex.europa.eu/legal-content/EN/TXT/?uri=CELEX:52020DC0208
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In 2020, the European Commission proposed
the first ever EU pesticide use reduction policy
in the context of its Farm to Fork Strategy
and its Biodiversity Strategy towards 2030.
Both call for a 50% reduction in the use and

risk of chemical pesticides (target 1) and a

50% reduction in the use of “more hazardous
pesticides” (target 2). These are in fact the most
hazardous forms of pesticides approved in
the EU. In regulatory terms, the second target
refers to: “plant protection products containing
active substances that meet the cut-off criteria
as set out in points 3.6.2. to 3.6.5 and 3.8.2 of
Annex Il to Regulation (EC) No 1107/2009 or
are identified as Candidates for Substitution

in accordance with the criteria in point 4 of

that Annex”. In other words, this target refers
to pesticides that should have already been
banned or phased out by EU Member States,
designated as "Candidates for Substitution”.

Pursuant to Regulation (EC) No. 1107/2009
on the placing of plant protection products
on the market, Candidates for Substitution is
a specific category that brings together under
a common regulatory framework all the most
dangerous substances which narrowly passed
the approval criteria. This includes substances
having carcinogenic, reprotoxic, endocrine
disrupting effects, meeting two out the three
persistence, bioaccumulative and toxic (PBT)
criteria®. According to Articles 24 and 50 of
Regulation (EC) No. 1107/2009, these most

hazardous substances have their approval more

strictly controlled than others.

/8
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First, Candidates for Substitution can be
approved for no more than 7 years, as opposed
to up to 15 years for the other active substances.
More importantly, since 2011 the use of the
substances must be limited as much as possible
through substitution by safer alternatives at
national level. To this end, when an authorisation
dossier for a pesticide product contains a
Candidate for Substitution, the Member State
concerned is legally obliged to perform a
comparative assessment of this substance with
existing alternatives. As soon as possible in light
of the criteria set out in Annex IV of Regulation
(EC) No. 1107/2009, substitution must take
place, leading to a progressive loss authorised
uses of these substances for more sustainable
[substances or] practices in all agricultural
sectors.

However, the European Commission concluded
in 2019 that the substitution obligation has
never been fulfilled by Member States, which
have made no attempt to cut agricultural
dependence or consumer exposure to these
most hazardous pesticides. Since that time,
no data on the use of these most hazardous
pesticides or their substitution has been
published. Instead, the Commission has relied
solely on sales data to declare that “there was
a 12% reduction in the use of more hazardous
pesticides in the European Union in 2019
compared to the 2015-2017 baseline period”,
and that “this reduction in the use of more
hazardous pesticides is in line with the target

set under the Farm to Fork strategy”.

3 Farm to Fork targets - Progress (europa.eu).

4 See the 7 criteria in Annex Il point 4 of Regulation (EC) No. 1107/2009.
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https://ec.europa.eu/food/horizontal-topics/farm-fork-strategy_en
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https://ec.europa.eu/food/plants/pesticides/sustainable-use-pesticides/farm-fork-targets-progress_en



Introduction

Objective

PAN Europe soughtto querythe Commission’s
assumption and determine whether the use of
the most hazardous pesticides in the European
Union had in reality decreased or not. Since
statistics on pesticide use are not available due
to poor data collection, PAN Europe examined
residues of Candidates for Substitution found
in fruits and vegetables produced in the EU
between 2011 and 2019. Residues are, after all,

the most concerning problem from a human

health perspective and the best indicator of
success or failure with the EU legal obligation
to substitute the most dangerous pesticides to

protect citizens' health and the environment.

Methodology

In February 2022, 56 Candidates for
Substitution were still approved for use in
pesticides (see Annex 1). PAN Europe extracted
this list from the EU Pesticides database, to
investigate whether Candidates for Substitution

were detectedinfood products onthe European
market and how their presence had evolved
over a nine-year period (2011-2019). Data on
imported products was excluded to focus only

on fruit and vegetables produced in the EU.

The food residue data was taken from the EU

official monitoring data (EU Multiannual Control
Programme) used to produce the European
Food Safety Authority’s (EFSA) annual reports,
for the years 2011 up until 2019° only on the data
from the most sampled and thus most popular
fruits and vegetables (see Annex 2). According
to EFSA, data collected under the EU MACP
are ‘“statistically representative enough to
estimate the exposure of EU consumers to these
residues™. To preserve this representativeness,
any risk-based sampling methods (Multiannual
National Control Programmes), which explicitly
target the most at-risk products for pesticide

contamination, were excluded.

To accurately measure change over time, the
analysis only included data on most popular
products that have been sampled each year. The
trend for all popular fruits combined has been
weighted based on the average of the trends of
all popular fruits. This way, fruits that have been
sampled much more often than other fruits are
not overrepresented in the trend for all fruits.
The trend analysis for all popular vegetables has

been conducted in a similar manner.

Only residues of Candidates for Substitution
that were found with a concentration level
above or equal to limit of detection (0.01 mg/
kg)” were included in the trend analysis. Indeed,
over the years, the detection limit of more and

more pesticides has become lower than O.0]1

mg/kg.

° Data available on EFSA Knowledge junction.

¢ See EU MACP explained.

7 This is considered the default detection limit for pesticides in Regulation (EC) No. 396/2005.
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https://www.clientearth.org/latest/latest-updates/events/webinar-why-improving-the-data-on-pesticides-use-is-key-to-delivering-the-farm-to-fork-strategy/

https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/index.cfm?event=search.as&t=3&s=3&s=1&a_from=&a_to=&e_from=&e_to=&additionalfilter__class_p1=&additionalfilter__class_p2=&string_tox_1=&string_tox_1=&string_tox_2=&string_tox_2=&string_tox_3=&string_tox_3=&string_tox_4=&string_tox_4=

https://zenodo.org/communities/efsa-kj/?page=1&size=20

https://multimedia.efsa.europa.eu/pesticides-report-2020/

https://eur-lex.europa.eu/legal-content/en/ALL/?uri=CELEX:32005R0396



Introduction

Finally, since 2019, Member States have
been required to report their monitoring data
using the new Standard Sample Description
(SSD version 2 or SSD2). This entails a more
detailed classification of fruit and vegetables.
For example, in SSDI1 only “Current” was used
for a variety of currents, but since 2019, these
currents can be divided into “Blackcurrants”,
“Redcurrants” et cetera. This is the case for
dozens of other varieties belonging to the
same product group. Thus, to include the 2019
data in the trend analysis, the different kinds
of products were grouped together again into
their main product group, analogous to former

years.

The following key indicators have been

calculated for each specific food (category):
Samples taken (n)

% Samples with Candidates for
Substitution

Average Candidates for Substitution
per sample (Avg)

Sum of different Candidates for
Substitution found per category (Sum)

Maximum number of Candidates for

Substitution found in one sample (Max)
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Please note that the sampling and analysis
of fruit and vegetable samples by officials may
have been the object of some variations over the
years. This means that the number of samples
collected was not completely equal amongtypes
of fruits and vegetables, countries of origin and
Member States, and that not all samples were
screened for all Candidates for Substitution.
However, the amount of data analysed over the
years makes the present assessment and its
conclusions the most representative analysis

possible of real-world contamination rates.





Candidates for Substitution is a category of
substances which deserves particular attention.
It encompasses active substances, which in
view of their intrinsic properties, are the most
harmful for human health and the environment
approved in the EU. This category includes
substances which are suspected of being
toxic to reproduction (Cat. 2), carcinogenic to
humans (Cat. 2), endocrine disrupting or that do
not fully meet the criteria for being identified as
Persistent, Bioaccumulative and Toxic (PBT) for

the environment.

From a regulatory point of view, it means that
the current hazard suspicions cannot trigger an
automatic withdrawal® but that the concerns
are solid enough to regulate them significantly
more strictly until further scientific evidence
is provided. Once these suspected toxic
properties are confirmed, these substances
no longer meet the criteria for approval set in
Regulation (EC) No. 1107/2009 to remain on
the European market. This has been observed
several times already, including in the case
of the insecticide Thiacloprid. In 2020, the
renewal from the substances was precluded by
its classification as toxic for reproduction 1B.
Prior to this hazard classification and deriving
non-renewal, the substance was classified as a

Candidate for Substitution due to its endocrine

/8
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disrupting properties. Likewise, the Candidates

for Substitution Dimethoate, Isoproturon or

Ethoprophos could simply not be proposed for
renewal after re-assessment of their health and

environment properties.

In this context, the approval of substances as
Candidates for Substitution bodes well for their
future withdrawal from the European market.
This is all the more true since the EU committed

under the European Green Deal to better

protect European citizens and the environment.

Although these active substances have
no future in the EU, the phase out process is

slowed down in different ways:

1. No national substitution
in plant protection products

While substitution at national level is the

core principle, the REFIT evaluation revealed

that candidates for substitution are in practice
never substituted by safer existing alternatives
in plant protection products. No substitution
took place in 2015, in 2016, in 2017 and in 2018.
National data on authorisations suggest that the

situation has not changed positively since then.

8 For instance, a substance classified carcinogen Cat | or meet the three PBT criteria cannot be approved. All “cut off” criteria are listed in Annex Il

points 3.6.2 to 3.6.5, point 3.7 and point 3.8.2.
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https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/?event=as.details&as_id=841

https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/index.cfm?event=as.details&as_id=1214

https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/index.cfm?event=as.details&as_id=246

https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/index.cfm?event=as.details&as_id=95

https://ec.europa.eu/info/strategy/priorities-2019-2024/european-green-deal_en

https://ec.europa.eu/food/plants/pesticides/refit_en#in_depth_interviews_fol



Relevance: Candidates for Substitution

2. Prolongations of EU approval

Candidates for Substitution are the subject
of continuous extensions of their approvals
beyond the 7-year period set by Article 24(1)
of Regulation (EC) No. 1107/2009. In some
cases, this continuous extension 'by package' of
Candidates for Substitution lead to a doubling
of the approval period allowed pending the

finalisation of their assessment:

The fungicide Ziram was approved in
2004. Although there is strong scientific

evidence of its endocrine disrupting and

neurotoxic properties, its current approval
period was extended 7 times over the

years (i.e. for 7 years).

The insecticide Pirimicarb was approved
in 2007 but 6 times prolonged (i.e.
for 6 years). It is suspected of being

carcinogenic to humans (Cat. 2).

The fungicide Metconazole was approved
in 2007 but 6 times prolonged (i.e. for 6
years). Itis suspected of being toxic for

reproduction to humans (Cat. 2).

See more examples on the PAN Europe CfS
Database.

? See latest Commission Implementing Regulation (EU) 2022/378 of
4 March 2022 amending Implementing Regulation (EU) No 540/2011
as regards the extension of the approval periods of [...] Metconazole,
Pirimicarb, Ziram.
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http://Ziram

https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/?event=as.details&as_id=997

https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/?event=as.details&as_id=211

https://docs.google.com/spreadsheets/d/1Z6H2EXqVchV2VcIDlEZVct__im2hQ0hk/edit?usp=sharing&ouid=102599297997855475514&rtpof=true&sd=true

https://docs.google.com/spreadsheets/d/1Z6H2EXqVchV2VcIDlEZVct__im2hQ0hk/edit?usp=sharing&ouid=102599297997855475514&rtpof=true&sd=true

https://eur-lex.europa.eu/eli/reg_impl/2022/378/oj
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All popular fruits and vegetables

Figure 1shows that, overall, there has been a continuous upward trend in the residues of Candidates

for Substitution in popular fruits and vegetables produced in Europe. Starting with a contamination

rate of 14% in 2011, this increased by 7percentage points to 21% in 2019.

{.Jf)(:) 07
19%

= g 18%

18%

14% 17%

14%

Figure 1. Increase of the % of fruits and vegetables contaminated with Candidates for Substitution

In 2019, the EU has started to monitor progress towards achieving the 50% reduction

targets by 2030, building on a 2015-2017 baseline. Figure 1 shows +8.8% increase in the
proportion of fruits and vegetables contaminated with the most hazardous pesticides in 2019,

compared to 2015-2017.
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All popular fruits
In total, 97,170 fruit samples were included in the trend analysis for the years 2011-2019. Figure

2 shows that, overall, there has been a noticeable upward trend in the residues of Candidates for
Substitution in popular fruits produced in Europe. Starting with a contamination rate of 18% in 2011,

this increased by 11 percentage points to 29% in 2019.

On average, the trendline indicates an increase of contamination of +53%'° in 9 years (Figure 2).

0.—"0 -
26% /2\23 % —29%
28%

18% 15%

Figure 2. Increase of the % of fruits contaminated with Candidates for Substitution

Some fruits with a spectacular increasing trend of Candidates for Substitution contamination

include kiwi fruits, cherries, apples, pears and peaches, each of which will be highlighted in the

following pages.

10" Percentage based on the trendline.
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Kiwi fruit

Trend

Between 2011 and 2019, in total, 3,673 samples of kiwi fruit were tested for pesticides. Starting in
2011, only 4% of the kiwi fruit had Candidates for Substitution, but this increased steadily to 32% in
2019. According to the trendline, there was a fourfold increase (+397%) in the level of contamination
with Candidates for Substitution (Figure 3).

Figure 3. Increase in the % of kiwi fruits contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 5 different Candidates for Substitution were found in 331 samples of kiwi fruit. Most

prevalent were fludioxonil and etofenprox (Figure 4).

No. CfS Pesticide

1 Fludioxon 76
2 Etofenprox 54
3 l[ebuconazole 3
4 ~vnermethrir >
Grand Total 106

Figure 4. Candidates for Substitution found in kiwi fruit in 2019
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Fludioxonil

Fludioxonil is a broad-spectrum fungicide authorised in all 27 EU Member States. Human
health concerns include liver and kidney damages. Endocrine disrupting effects are
suspected but comprehensive data is lacking. Despite this uncertainty for consumers, 176
Maximum Residue Limits (MRLs) above the Level of detection (LOD) of 0.01 mg/kg are
established, ranging from 0.02mg/kg to 40.00 mg/kg per product.

Fludioxonil was classified as a Candidate for Substitution, because it meets two of three
criteria of Persistence, Bioaccumulation and Toxicity (PBT). It has long lasting impacts on the
soil, water, and the wider environments. It poses high risks for fish and aquatic invertebrates.
Independent studies further found that the substance holds lethal and teratogenic toxicity
for amphibians.

More information and sources are available on PAN Europe’s PAN Europe’s database.

Member States of origin

In 2019, Member States producing kiwi fruit with the highest level of Candidates for Substitution

contamination were Greece and Italy (Figure 5).

No. Country of orig.. n Avg Sum Max

1 Greece 115 0.50 5 z 41% (47)
3 Spain 21 0.00 0 0 0% (0)

Grand Tota D 525 (105)

n: samples taken Avg: average CfS per sample Sum: different CfS found  Max: maximum CfS found in one sample

Figure 5. Countries of origin with the highest contamination of Candidates for Substitution in kiwi fruit
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https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/?event=as.details&as_id=37
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Cherries

Trend BQ

4,240 cherries were sampled between 2011 and 2019. In 2011, 22% of the cherries were
contaminated with one or more Candidates for Substitution. In the next nine years, the level of

contamination increased to 50% in 2019. The identified trend shows an increase of contamination
with Candidates for Substitution of +152% (Figure 6).

16%
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Figure 6. Increase of the % of cherries contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 10 different Candidates for Substitution were found in 468 samples of cherries. Most notable are
fludioxonil, tebuconazole, fludioxonil, lambda cyhalothrin and cyprodinil (Figure 7).

No. CfS Pesticide

Tebuconazole 152
Fludioxon 66
Lambda Cyhalothrin 25
_yprodir Z3
Etofenprox 15
Pirimicarb 15
Difenoconazole 7
Cypermethrin 3
Fluopicolide 1
10 Metalaxy 1
Grand Total 238

Figure 7. Candidates for Substitution found in cherries in 2019
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Tebuconazole
Tebuconazole is a fungicide authorised in all 27 EU Member States.

Tebuconazole raises serious health concerns. It is classified as Toxic to Reproduction Cat.2,
as the fungicide is likely to harm foetal development, connected to malformations and
pregnancy loss. For example, scientists reported decreased testosterone levels in tested
male foetuses. In 2015, the EU Joint Research Centre identified the substance as an endocrine

disrupting pesticide for which no safe level of exposure exists. Still, 172 Maximum Residue
Limits (MRLs) above the Level of detection (LOD) of 0.01 mg/kg are established, ranging
from 0.05mg/kg to 40.00 mg/kg per product.

Tebuconazole is also of major environmental concern. It meets two of the Persistence,
Bioaccumulation and Toxicity (PBT) criteria and is classified as acute and chronically very
toxic to aquatic life with long lasting effects.

More information and sources are available on PAN Europe’s PAN Europe’s database.

Member States of origin

Member States which produced cherries with the highest level of Candidates for Substitution

contamination in 2019 were Spain, Greece, France, Italy and Hungary (Figure 8).

No. Country of orig.. n Avg Sum Max

74% (52)

1 Spain 18] 1 [ K 6 3

2 Greece 86 0.85 s 3 I 64 (55)
3 France 51 0.94 s 3 R - (32)
4 Italy 105 071 10+ 1NN -z (s6)

5  Hungary 24 0.54 3 2 1 0 (12)

6 Romania 44 0.30 3 2 1 25 (11)

7 Poland 52 0.3 2 1 1 13%(7)

Grand Tota R 2% (225)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 8. Countries of origin with the highest contamination of Candidates for Substitution in cherries

Some cherries grown in Spain contain as many as 5 different Candidates for Substitution.
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https://ec.europa.eu/food/plant/pesticides/eu-pesticides-database/active-substances/?event=as.details&as_id=779

https://ec.europa.eu/health/system/files/2016-11/2016_impact_assessment_study_en_0.pdf
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Apples E

Trend

17,280 apples were sampled between 2011 and 2019. In 2011, 16% of the apples were contaminated
with one or more Candidates for Substitution. In a period of nine years, this increased to 34% in
2019. The trendline shows more than a doubling (+117%) of the contamination with Candidates for
Substitution (Figure 9).

2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020
Figure 9. Increase of the % of apples contaminated with Candidates for Substitution

According to Eurostat, apples were the main fruit produced in the EU over the past few years,
both in terms of output value (about one fifth of overall fruit production) and volume of harvested

production (29% of total fruit production).
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Candidates for Substitution found

As of 2019, in 2,103 samples of apples, 13 different Candidates for Substitution were found. Most notable

|11

are fludioxonil", methoxyfenozide, pirimicarb, tebuconazole, etofenprox and cyprodinil (Figure 10).

No. CfS Pesticide

1 Fludioxon 387
2 Methoxyfenozide 111
3 Pirimicart 108
4 Tebuconazole 107
5 Etofenpro» 101
6 Cyprodin 97
7 Difenoconazole S
8 Lambda Cyhalothrin 23
9 N PR T 19
10 ebufenpyra 15
11 sopyraz: 1
12 Metalaxy 1
13 Paclobutrazole il
Grand Total 741

Figure 10. Candidates for Substitution found in apples in 2019

™ More information on fludioxonil can be found on the textbox p. 15; on tebuconazole p. 17.
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Member States of origin

In 2019, Member States which produced apples with the highest level of Candidates for Substitution

contamination are The Netherlands, Portugal, Slovenia and Belgium. The Scandinavian countries

show that it is well possible to produce apples without or with very few Candidates for Substitution

(Figure 11)

No. Country of orig.. n Sum Max Avg

1 Netherlands 33 5 4 1.06

2 Portugal 24 6 2 067 58% (14)

3 Slovenia 27z e 3 o8 I - (15)
s Belgum o sz o7 | - (10
5 Austria 23 3 2 os7 - ()
6 France 13 7 2 o5 - ()
7 Croatia 14 3 2 oso [ )

8 Poland 19¢ o 3 o35 GGG s3)

9 Slovakia 12 3 2 058

10 Czechia 20 5 3 065

11 Greece 120 8 6 058

12 Germany 227 6 4 o4 IG5

13 Hungary 104 6 3 043 N 35)

14 Italy 04 10 4 o4 |G -2

15 Spain 2 9o 3 o4 s (20

16 unitedkingdem 36 4 3 033 |GGG s (10

17 Ukraine 12 s 4 o075 |GG 3)

18 Finland 2 2 2 03 %0

19 Romania 164 7 3 019 | 15% (25)

20 Denmark 26 1 1 008 [Jls%©

21 Latvia 13 0 0 000 0%(0)

22 Norway 26 0 0 0.00 0% (0)

23 Sweden 20 0 0 0.00 0% (0)

Grand Total _ 349% (700)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 11. Countries of origin with the highest contamination of Candidates for Substitution in apples
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Pears

Trend E
Between 2011 and 2019, 9,409 pears were tested for pesticides. In 2011, 25% of the pears were

contaminated with one or more Candidates for Substitution. Contamination increased to 47% in

2019. Based on the trendline, there has been a doubling (+103%) of contamination with Candidates
for Substitution (Figure 12).

47%

21%

J| | ) ) 117 ) ]
2012 2013 201 4 2015 201 201 201E& 2019 2020

Figure 12. Increase of the % of pears contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 12 different Candidates for Substitution were found in 670 samples of pears. Most prevalent were
fludioxonil, tebuconazole, cyprodinil, etofenprox and difenoconazole™ (Figure 13).

No. CfS Pesticide

1 Fludioxon 166
2 Tebuconazole 98
3 & 77
4 E S0
5 Dife zole 31
6 La 3 t 10
P 4 ot fenozide 8

8 Pa Itrazole 4

9 ermet 3

10 Pir 2

11 ebufenpyrad 2

12 Metribuzin 1

Grand Total 319

Figure 13. Candidates for Substitution found in pears in 2019

2. More information on these substances is available in textboxes: on fludioxonil p. 15; on tebuconazole p. 17; on cyprodinil p. 29.
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Member States of origin

In 2019, Member States which produced pears with the highest level of Candidates for Substitution

contamination are Belgium, Portugal, The Netherlands, Greece and Italy (Figure 14).

No. Country of orig.. n Avg Sum Max
1 Belgium 23 139 3 3
2 Portugal 27 137 4 3
3 Netherlands 115 0.99 4 2
4  Greece 83 0.60 9 3
5 ltaly 230 0.65 9 4
6 Poland 36 047 S 2
7 Spain 53 055 6 2
8 Denmark 19 0.16 2 1
9 Hungary 34 015 4 1
10 Romania 28 Q. 2 1

Grand Total

87% (20)
85% (23)
69% (79)

539 (44)
43% (100)
42% (15)

38% (20)

16% (3)
15% (5)
11% (3)

48% (312)

n: samples taken Avg: average CfS per sample Sum: different CfS found  Max: maximum CfS found in one sample

Figure 14. Countries of origin with the highest contamination of Candidates for Substitution in pears
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Peaches

Trend

Between 2011 and 2019, in total, 9,325 peaches were tested for pesticides. In 2011, 30% of
peaches were found with one or more Candidates for Substitution. Contamination increased to 46%
in 2019. The trend line indicates an increase of Candidates for Substitution contamination of +52%

(Figure 15).
52% %
N0 46% 46%
S a1% 4% 0 v
38%
o 30%
2010 2011 2012 2012 2014 2015 2016 2017 2018 2019 2020

Figure 15. Increase of the % of peaches contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 13 different Candidates for Substitution were found in 1,584 samples of peaches. Most prevalent
were tebuconazole, fludioxonil, etofenprox and cyprodinil® (Figure 16).

No. CfS Pesticide

1 Tebuconazole 383
2 Fludioxon 239
3 Etofenprox 214
4 Cvorodir 119
5 Dife zole 66
6 La 3 3lot 61
7 ermet 35
8 et fenozide 22
9 Pirim 5

10 E e 4

a s F tha 4

12 Tebufenpyrad 3

13 Emamectin (benzoate) 2

Grand Total 738

Figure 16. Candidates for Substitution found in peaches in 2019

B More information on these substances is available in textboxes: on fludioxonil p. 15; on tebuconazole p. 17; on cyprodinil p. 29.
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Upward trend of Candidates for Substitution residues
in fruits produced in Europe from 2011 to 2019

Member States of origin

In 2019, Member States producing peaches with the highest level of Candidates for Substitution

contamination were France, Italy and Greece (Figure 17).

No. Country of orig.. n Avg Sum Max

3 Greece 152 0.91 7 4 55% (83)
4 Cyprus 17 0.53 3 2 I )
5  Spain 676 0.51 s 4 [ 7% (249)
6 Hungary 47  0.26 4 2 1 21% (10)
7 Romania 20 0.30 3 3 [ 20 ()
Grand Tota I S 4% (705)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 17. Countries of origin with the highest contamination of Candidates for Substitution in peaches

24 FORBIDDEN FRUIT





s

Pesticide
Action
MNetwork
Europe

All popular vegetables

A total of 113,431 vegetable samples were included in the analysis. 11% of the samples contained
Candidates for Substitution, while 31 different Candidates for Substitution were detected. Figure 17
shows that, overall, there has been a small upward trend in the residues of Candidates for Substitution

in popular vegetables produced in Europe, from 11% in 2011 up to 13% in 2019: a relative increase of
+19% (Figure 18).

13%

Figure 18. Increase in the % of vegetables contaminated with Candidates for Substitution

Although this is a small increase, some vegetables do show a notable increasing trend of
contamination with Candidates for Substitution, especially celery, cucumbers, spinach and lettuce.

These products will be examined more closely in the next paragraphs.
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Celery

Trend

Between 2011 and 2019, in total, 9,325 peaches were tested for pesticides. In 2011, 30% of
peaches were found with one or more Candidates for Substitution. Contamination increased to 46%
in 2019. The trend line indicates an increase of Candidates for Substitution contamination of +52%

(Figure 15).
52% %
N0 46% 46%
S a1% 4% 0 v
38%
o 30%
2010 2011 2012 2012 2014 2015 2016 2017 2018 2019 2020

Figure 19. Increase of the % of celeries contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 7 different Candidates for Substitution were found in 100 samples of celery. Most notable is
difenoconazole (Figure 20).

No. CfS Pesticide

1 Difenoconazole 55
2 T ( t 9
3 P tha 9
4 din =
5 ermet 2
6 Tebuconazole 2
7 Netalaxy 1
Grand Tota 59

Figure 20. Candidates for Substitution found in celeries in 2019

B More information on these substances is available in textboxes: on fludioxonil p. 15; on tebuconazole p. 17; on cyprodinil p. 29.
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Difenoconazole

Difenoconazole is used in broad-spectrum fungicides authorised in all 27 EU Member States.

Health concerns have been highlighted by various independent studies, showing endocrine

activity, developmental effects (e.g., malformations), and cardiovascular toxicity. However,

comprehensive data is lacking to truly evaluate the chronic health effects. Despite this

uncertainty for consumers, 264 Maximum Residue Limits (MRLs) above the Level of Detection
(LOD) of 0.01 mg/kg are established, ranging from 2.00mg/kg to 20.00 mg/kg.

Difenoconazole was classified as a Candidate for Substitution, meeting two of three criteria

of Persistence, Bioaccumulation and Toxicity (PBT). Its persistent metabolites in soil and

water have lasting harmful impacts on the environment.

More information and sources are available on PAN Europe’s PAN Europe’s database.

Member States of origin

The Member States which produced celery with the highest level of Candidates for Substitution
contamination in 2019 were Italy and Spain (Figure 21).

No. Country of orig..

1 Italy
2 Spain
Grand Total

n Avg Sum Max
41  1.24 6 4 85% (35)

69% (47)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 21. Countries of origin with the highest contamination of Candidates for Substitution in celeries
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Cucumbers \
Trend

Between 2011 and 2019, a total of 8,370 cucumbers were sampled. In 2011, 13% of cucumbers
were found with one or more Candidates for Substitution. This contamination increased to 16% in

2019. The trend line indicates an increase of Candidates for Substitution contamination of +59%
(Figure 22).

10%

Figure 22. Increase of the % of cucumbers contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 9 different Candidates for Substitution were found in 633 samples of cucumbers. Most prevalent
were cyprodinil, metalaxyl, fluopicolide and fludioxonil (Flgure 23).

No. CfS Pesticide

1 Cyprodir =0
2 t 38
3 E a 31
4 F 14
5 Dife zole 5
6 L t 4
7 ermet 1
8 Zi il
9 Tebuconazole 1
Grand Total 106

Figure 23. Candidates for Substitution found in cucumbers in 2019
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Cyprodinil
Cyprodinil is used in fungicides authorised in all 27 EU Member States.

Cyprodinil poses risk to human health, demonstrated as liver toxic, impacting reproductive

and developmental processes. It has long been suspected to be an endocrine disruptor due
to strong evidence that it disrupts human thyroid function.

135 Maximum Residue Limits (MRLs) are set above the Level of detection (LOD) of 0.01 mg/
kg, ranging from 0.02mg/kg to 40.00 mg/kg per product.

Cyprodinil also has harmful effects on the environment. It meets two of the Persistence,
Bioaccumulation and Toxicity (PBT) criteria, especially raising concerns for its persistent
metabolites. It is classified as acute and chronically very toxic to aquatic life with long lasting
effects. It was shown as toxic to birds, most aquatic life and earthworms.

More information and sources are available on PAN Europe’s PAN Europe’s database.

Member States of origin

In 2019, Member States producing cucumbers with the highest level of Candidates for Substitution

contamination were Hungary, Greece, Spain and Poland (Figure 24).

No. Country of orig.. n Avg sum Max
2 Greece 123 0.20 4 2 T o (23)
3 Spain 143 0.26 s 3 |G s (25)
4 Poland 45 0.27 5 = T s o)
5 Netherlands 49 0.14 2 2
6 Denmar 25 0.08 i 1
7 aly 62 0.06 2 1
8 Romania 22 0.09 2 Pa
9 Norway 23 0.04 1 1
10 Sweden 21 0.00 0 0
Grand Total 16% (96)
n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 24. Countries of origin with the highest contamination of Candidates for Substitution in cucumbers
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Spinach

Trend

Between 2011 and 2019, a total of 5,514 samples of spinach were tested for pesticides. Starting in 2011,
12% of the spinach had Candidates for Substitution, but this increased to 19% in 2019. This represents an
increase of +59% in the level of contamination with Candidates for Substitution (Figure 25).

200 1)
VRN, AL W §

8%

Tk b= o1a]
[V 5 B M LS

A1)
e LE

9%

19%

Figure 25. Increase in the % of spinach contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 16 different Candidates for Substitution were found in 1,119 samples of spinach. Most prevalent
were lambda cyhalothrin and fluopicolide (Figure 26).

No. CfS Pesticide
2 Fluopicc

3 Cypermeth
< Flud

5 Lena

6  Cyprod M

7 Etofenprc

8 Met fe

9 Dife az
10 Met

11 Pe et
12 ebuconazole
13 f

14 Me z
15 F

16 Propyz
Grand Total

rin 130

=N N WW W W s oD

X

Figure 26. Candidates for Substitution found in spinach in 2019
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Lambda cyhalothrin
This quick-acting, pyrethroid insecticide is authorised in all 27 EU Member States.

Lambda cyhalothrin is considered acutely highly toxic. It can have short term effects, such as

salivation, incoordination, postural abnormalities, hyperexcitability, or tremors. It is further
highly neurotoxic. Bystanders are advised to keep at least a ten-metre distance to its spraying.
Independent studies have further described interactions of lambda cyhalothrin with immune

systems, endocrine disruption, and reproductive toxicity among other health impacts.

While the Acceptable Daily Intake (ADI) and the Acceptable Operator Exposure Level (AOEL)
are set relatively lower compared to other active substances, 195 Maximum Residue Limits
(MRLs) are set above the Level of Detection (LOD) of 0.01 mg/kg, ranging from 0.002mg/kg
to 10.00 mg/kg per product.

The insecticide further raises strong concerns regarding its environmental fate and
ecotoxicity. Lambda cyhalothrin is classified as acute and chronically very toxic to aquatic
life with long lasting effects. It is also moderately toxic to earthworms. Despite these risks,

data is lacking to assess bioaccumulation in aquatic and terrestrial food chains.

More information and sources are available on PAN Europe’s PAN Europe’s database.
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Member States of origin

In 2019, Member States producing spinach with the highest level of Candidates for Substitution

contamination are France, Spain, The Netherlands, Poland and Romania (Figure 27).

©ONDGOAWN RS

B R R R R R
o b WM E O

16

. Country of orig..

France
Spain
Netherlands
Poland
Romania
United Kingdom
Austria
Belgium
Germany
Italy
Czechia
Greece
Cyprus
Bulgaria
Portugal
Latvia

Grand Total

141

122
301
10
7]
27
18
22
12

Avg

0.49
0.50
0.34
0.29
0.29
0.22
0.22
0.21
0.18
0.14
0.10
0.09
0.07
0.06
0.05
0.00

Sum Max

6
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. 2
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| B

0% (0)

19% (203)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 27. Countries of origin with the highest contamination of Candidates for Substitution in spinaches
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Lettuce

Trend

Between 2011 and 2019, 13,420 lettuces were tested for pesticides. In 2011,18% of the lettuce samples
were contaminated with one or more Candidates for Substitution. This contamination has increased to
24% in 2019. Based on the trendline, there has been an increase of +19% of the contamination with
Candidates for Substitution (Figure 28).

)

20%  20%

506 18%

[V B § cvio o

4 WL (a8 V N e LV 3 R cve

Figure 28. Increase of the % of lettuce contaminated with Candidates for Substitution

Candidates for Substitution found

In 2019, 15 different Candidates for Substitution were found in 1,660 samples of lettuce samples. Most
prevalent were cyprodinil, fludioxonil, fluopicolide, metalaxyl en lambda cyhalothrin (Flgure 29).

No. CfS Pesticide

1 prodin 165
2 135
3 uopicolide 78
2 Metalaxy 58
8 ambda Cyhalothrin 49
6 42
7 39
8 Z 37
5 - t 24
10 16
11 E 8
12 E ect enzoate 7
13 - Z0le 7
14 detribuz P
15 1
Grand Tota 427

Figure 29. Candidates for Substitution found in lettuce in 2019

" More information on these substances is available in textboxes: cyprodinil p. 22, fludioxonil p. 12.
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Countries of origin

In 2019, Member States which produced lettuces with the highest level of Candidates for

Substitution contamination were Romania, Belgium, Hungary, Italy and France (Figure 30).

No. Country of orig.. n Avg Sum Max

1 Romania 59 0.92 8 5 519 (30)
2 Belgium 46  0.48 7 2 I - (18)
3 Hungary 98  0.67 ¢ 5 I ;s (37
4 Italy 332 061 13 4 [ ;o (113)

5 France 144  0.58 o 4 [ o (29

6 Croatia 16 0.81 s+ 1 ;5

7 Poland 40 0.43 s 3 1 ;0 (12)

8 Portugal 28 0.25 4 1 I 2 ()

9 Norway 22 0.23 3 1 [ 2 (5)

10 Greece 90 0.26 6 2 1 21% (19)

11 Spain 293 0.24 10 3 | 5% (54)

12 Slovenia 36 031 3 2 1 7% (6)

13 Cyprus 33 018 4 2 1 5% (5)

14 Austria 27 0.15 3 1 T 15 (%)

15 Bulgaria 16 0.13 2 1 13% (2)

16 Germany 183 0.14 7 3 12% (22)

17 Czechia 17 0.18 3 2 12% (2)

18 United Kingdom 46  0.13 3 2 11% (5)

19 Denmark 21  0.10 3 1 10% (2)

20 Netherlands 57 0.14 4 2 9% (5)

21 Estonia 12 0.00 0 0 0%/(0)

22 Latvia 12 0.00 0 0 0%/(0)

23 Sweden 17 0.00 0 0 |0%(0)

Grand Total P 249 (a01)

n: samples taken Avg: average CfS per sample Sum: different CfS found  Max: maximum CfS found in one sample

Figure 30. Countries of origin with the highest contamination of Candidates for Substitution in lettuces
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This section reveals that European consumers are increasingly exposed to combinations of the

most hazardous pesticides in their fruit and vegetables (Figures 31 and 32).

Fruits

While 6,4% of fruits were found to be contaminated with at least two of these most toxic pesticides
in 2011, this figure has risen to 10,2% in 2019. In 2019, over a third (10,21%) of contaminated fruits
contained a cocktail (at least two) of the most dangerous pesticides. The most frequent mixture is the

combination of two Candidates for Substitution (Figure 31).

20% 19.7%
18.3%
18% 18.:8%
160% 18.0%
16% 15.4%
157[}{) CiS per S(—Jl[lp|&,‘
14% 1
2
a 11-5% H3
o 12% P
= 11.9% ms
v 9.9% 6
= L0 -
5 8.1% 3.7%
".|: Q05 I
s [ i)
= 7.8% 7.8% 7.5% 7.8%
69
56% 8%
4%
2.0%
2 1.5% — 1.2% 1.5% 1.5% N
0.7% 0.9% e —— e e iy
________________ 1.6% 1.7% 0.3%
0% = e —— e -
' 0.1% 0.1% 0.0% 0.0% 0.1% 0.0% 0.0%
2010 2011 012 2013 2014 2015 2016 2017 2018 2019 2020

Figure 31. Percentage of fruits contaminated with 1 (yellow) to 6 (grey) Candidates for Substitution between
2011 and 2019
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Vegetables

The results for vegetables are less significant than for fruits but are proportional to the level of

contamination of vegetables (Figure 18), which is also lower than for fruits (Figure 2).

While 2.2% of vegetables were found to be contaminated with at least two of these most toxic
pesticides in 201], this figure has risen to 3,1% in 2019. The most frequent mixture is the combination
of two Candidates for Substitution (Figure 32).

10% 5 9.6%
. 9.4%
8.5%
8.7%
i 8.1%
? 7.9%
7% 7.3%
7.0% CfS per sample
8 6y .
o 2
= m:
0 W4
g [ I3
& 4% ©
o
S
3% 2.60% 2.6% 2 504 2.6%
1.9%
Py,
o 0.0%  01%  0.1%  0.0% 0.0%  00%  01%  0.0%
2010 2011 2012 2013 2014 2015 2016 2017 2018 2019 2020

Figure 32. Percentage of vegetables contaminated with 1 (yellow) to 6 (grey) Candidates for Substitution
between 2011 and 2019
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Upward trend of Candidates for Substitution in vegetables
produced in Europe from 2011 to 2019

Cocktails Effects

On their own, the most hazardous pesticides already raise significant health concerns but a

combined exposure to several of them trigger harmful cumulative and synergistic effects, to

an extent which remain partly unknown.

Authorities have so far failed to uphold their legal obligation to assess the effects of
combined exposure to several pesticides (Article 4(3)(b) of Regulation (EC) No. 1107/2009
and Article 14 of Regulation (EC) No. 396/2005). Instead, regulators only consider substance-
per-substance impacts and set exposure limits per each individual substance, e.g.,, No
Observed Adverse Effect Levels (NOAELs). However, research showed that in cases where

multiple pesticides were administered below or at the NOAEL, the cocktail effect does result

in adverse effects, highlighting the insufficiencies of the officially set contamination limits.

Under the EU Chemical Strategy for Sustainability, the EU committed to better protect EU

citizens and the environment from cocktail effects.
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In the period 2011-2019, a total of 210,260
samples met the selection conditions of popular
fruits and vegetables that have been produced
in Europe and which have been objectively

sampled (Figure 33).

In these years, on average® 26% of the
97,170 fruit samples contained one or more
Candidates for Substitution, with an average of
0.37 Candidates for Substitution per sample.

The maximum number of Candidates for

Substitution found per sample is six, while in
total 28 of the 56 Candidates for Substitution

8

Pesticide
Action
Network

.......

were found. The contamination of Candidates
for Substitution in vegetables was considerably
lower; on average 11% of the 113,090 samples
containing one or more Candidate for
Substitution, with an average of O.15 Candidates

for Substitution per sample. The maximum

Candidates for Substitution found per sample
was also six, while 30 different Candidates
for Substitution were found. In fruits and
vegetables combined, 32 of the 56 Candidates

for Substitution were detected.

- . Max. Candidates
Product sémpc:'ecls Ylth %Samples with Candidates fcl>r
t Samples s f:,ra € Candidatesfor  Avg for Substituti
category Sl g e Substitution Substitution HBSTITUEIon
ubstitutio per sample detected
Fruit 97,170 25,033 26% 0.37 6 28
Vegetables | 113,057 12,633 N% O.15 6 30
Total 210,227 37,665 18% 0.26 6 32

Figure 33. Samples per product category included in the trend analysis for 2011-2019.

In 2019, 67% of European consumers reported consuming at least one fruit or vegetable per day.

5 Average of the yearly proportions.
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Average findings 2011-2019

Most contaminated fruits

Over the years, the top 5 fruits with the highest number of Candidates for Substitution were
blackberries (51% contaminated), peaches (45%), strawberries (38%), cherries (35%) and apricots
(35%). The frequency of contamination ranges between 35-51%, with an average number of O.5-1.0
Candidates for Substitution per sample. The maximum number of Candidates for Substitution found

in one sample of these five fruits ranged from 4 to 6 (Figure 34).

No. Product new grouped n Avg Sum Max

1 Blackberries 606 1.01 12 4

2 Peaches 9,325 0.68 15 6

3 Strawberries goes 067 19 <4 I ::: (3451
4 Cherries s240 o046 13 s | - (1.505)
5 Apricots 3560 048 15 5 [ - (1.239)
6 Pears 9,409 o048 17 5 |GGG 3% (3.100)
7 Table grapes gs82 053 16 6 |GG 33 (2.825)

8 Raspberries 1506 057 12 4 | > (450)

9 Apples 17280 031 23 ¢ |GGG 2> (4.256)

10 Plums 4338 032 13 4 |-/ %(1.022)

11 Blueberries 652 029 7 3 % (124)

12 Kiwi fruits 3673 020 7 2 | 19% (582)

13 Mandarins 5802 015 14 3 | 13% (756)

14 Lemons 3004 009 13 4 [Js%(237)

15 Granate apples 296 0.08 6 2 7%

16 Oranges 9203 007 14 3 [J7%(622)

17 Figs 237 0.06 3 2 [l e%(14)

18 Grapefruits 916 0.06 8 1 - 6% (54)

19 Melons 2340 o005 13 3 [JP2oe(101)

20 Mangoes 102 0.02 1 1 J2%(2)

21 Pineapples 210 0.02 1] 1 IZ% (4)

22 Watermelons 1,463 0.02 12 2 I 2% (24)

23 Bananas 1,447 0.01 4 4 |1% (11)

Grand Total B 26% (25,033)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 34. Fruits most contaminated with Candidates for Substitution in the period 2011-2019
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Average findings 2011-2019

Most contaminated vegetables

The top 5 vegetables produced in the EU most contaminated with Candidates for Substitution
were celery (50%), celeriac (45%), kale (31%), witloof (endive) (28%) and brussel sprouts (26%), with
a frequency of contamination ranging between 26 and 50%. The average number of Candidates for
Substitution per sample varied between 0.31 and O.72. The maximum number of Candidates for
Substitution per sample found in these vegetables ranged between 3 and 6 (Figure 35).

No. Product n Avg Sum Max
1 Celeries 1,349 0.72 12 5 50% (674)
2 Celeriacs 1,482 061 14 6 45% (671)
3 Kales 729 039 11 3 | 3 (225)
4  Witloofs 53 030 5 3 | 25% (149)
5 Brussels sprouts 1,067 031 8 3 | 25 (273)
6 Lettuces 13420 031 21 6 | 21%(2.7%)
7 Parsnips 428 028 8 4 | 20% (s5)

8 Parsley roots 604 022 9 s I 18% (108)

9 Escaroles 1,410 024 15 4 | 17% (240

10 Chards gzo o020 12 3 | 17%(137)

11 Cucumbers 8370 022 16 4 [ 16% (1.352)

12 Leeks 3384 018 9 3 I 15% (540)

13 Spinaches 5514 019 18 5 | 15% (s50)

14 Beans (with pods) 3,856 0.17 17 3 | 14% (538)

15 Spring onions 1,242 014 9 3 | 12% (149)

16 Peppers 9,392 0.15 18 4 12% (1,121)

17 Carrots g495 014 19 4 [ 11% (968)

18 Aubergines 5,643 0.10 16 a [ 8% (425)

19 Chinese cabbages 1,097  0.09 9 3 [l 7% (82)

20 Broccoli 4086 008 14 4 [J7%(304)

21 Peas (with pods) 649 0.08 9 3 6% 42)

22 Turnips 526 007 8 3 % (33)

23 Radishes 1,993 0.06 13 2 5% (108)

24 Head cabbages 5,235 0.07 12 4 - 5% (273)

25 Globe artichokes 691 0.06 9 a4 5% (39)

26 Garlic 656 005 6 1 5% G

27 Sweet potatoes 234 0.03 1 il . 3% (8)

28 Tableolives 435 0.03 4 2 P3w@2)

29 Courgettes 4619 003 14 2 [J3%@127)

30 Kohlrabies 650 0.02 6 2 P29 (13)

31 Pumpkins ggg 002 10 3 [J2%(17)

32 Shallots 332 0.02 3 1 2% (5)

33 Cauliflowers 4,072 0.02 10 3 Il% (56)

34 Avocados 220 0.01 3 2 Il% (3)

35 Onions 4,009 0.01 9 3 J1%(59)

36 Beetroots 803 001 6 3 J1%(20)

37 Potatoes 12,132 0.01 16 2 J1%(115)

38 Asparagus 9386 0.01 4 2 |1% (5)

39 Sweetcorn 702 0.00 1 1 0%(1)

40 Rhubarbs 266 0.00 0 0 0%/(0)

Grand Total B 11% (12,633)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 35. Vegetables most contaminated with Candidates for Substitution in the period 2011-2019
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Average findings 2011-2019

Most found Candidates for Substitution

Between 2011 and 2019, the Candidates for Substitution that were mostly found in fruits and
vegetables produced in the EU were fluxioxonil (12,579 times), cyprodinil (10,961), tebuconazole
(7,461),difenoconazole (4,418) and lambda cyhalothrin (3,774)%. In total, 39,196 residues of Candidates
for Substitution were found in the 210,260 samples analysed (Figure 36).

No. CfS Pesticide

1 Fludioxonil 12579
2 Cyprodini 10,961
3 Tebuconazole 7,461
4 Difenoconazole 4,418
5 Lambda Cyhalothrin 3,774
6 Etofenprox 3,516
7 2,965
8 Cypermethrin 2,408
9 Pirimicarb 1,973
10 Methoxyfenozide 1,692
11 Fluopicolide 45205
12 774
13 702
14 369
15 243
16 165
17 iLils,
18 90
19 69
20 66
21 44
22 31
23 23
24 13
25 12
26 9
27 7
28 Oxyfluorfen 5
29 Diflufenican 4
30 Flufenacet 3
31 Chlo ron 1
32 Diclofop i
Grand Total 39,196

Figure 36. Most prevalent Candidates for Substitution found in European fruits and vegetables in the period
2011-2019

6 More information on these substances is available in textboxes: fludioxonil p. 15, cyprodinil p. 29, tebuconazole p. 17, difenoconazole p. 27,
lambda cyhalothrin p. 24.
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Average findings 2011-2019

Member States of origin

The countries that most frequently produced contaminated fruits and vegetables samples during the
study years were Belgium (34%), Ireland (26%), France (22%), Italy (21%) and Germany (20%). The average
number of Candidates for Substitution per sample varied between 0.56 and 0.40 (Figure 37).

No. Country of orig.. n Avg Sum Max

1 Belgium 3,243 0.56 18 5 349 (1,112)
2 lIreland 980 0.40 16 4 G -<o: (253
3 France 14,544 0.31 22 s | 22 (3.159)
4 Italy 47,607 0.29 2 o |G 21 (0.522)
5 Germany 12,327 0.30 20 + R 20 (2.464)
6 Spain 38,585 0.26 26 ¢ |G 12 (7.247)

7 Netherlands 11,931 0.27 18+ 1 o (2.217)

8 Austria 2,902 0.23 15 4 |1 17 (503)

9 Czechia 1,353 0.23 14 4+ 1 7% (230)

10 Hungary 9,569 0.22 20 6 _17%{1,595)

11 Portugal 3,539 0.24 15 s | 1 (550)

12 Poland 10,041 0.22 21 s | 15 (1 516)

13 Greece 17,429 0.21 22 o GG s (2.707)

14 Cyprus 1,909 0.22 12 o G 5% (296)

15 Moldova 663 0.21 SN 000 IR

16 Croatia 980 0.23 15 ¢ NG L (149)

17 EEA 147 029 11 s | 5 22

18 Luxembourg 354 0.26 o+ I - -2

19 Norway 3,006 0.22 7 3 I 1+ (419)

20 UnitedKingdom 5,260 0.21 20 s | - (722)

21 Slovakia 807 0.18 15 s |G 13 (109)

22 Sweden 1,159 0.19 N 00 FEer)

23 Finland 1,482 0.21 8 2 1 5% (190)

24 Malta 425 0.17 NN 00 FEYGE)

25 Switzerland 33 0.8 6 3 T 12 (%)

26 Slovenia 2,210 0.16 14 4 | 1% (239)

27 Estonia 604 0.15 7 2 | 10% (63)

28 Romania 11,646 0.14 17 5 | 10% (1.182)

29 Ukraine 179 0.16 9 4 1 2% (16)

30 EuropeanUnion 58  0.09 2 1 % (5)

31 Bulgaria 1,345 0.10 12 3 s (119)

32 Lithuania 120 0.08 s 2 s %)

33 Denmark 2,871 0.11 o 3 | 7% (208)

34 Iceland 224 0.06 4 2 5%

35 Latvia 592 0.03 6 2 [J2%13)

Grand Total P 18% (37,662)

n: samples taken Avg: average CfS per sample Sum: different CfS found Max: maximum CfS found in one sample

Figure 37. Luropean countries producing fruit and vegetables with the highest contamination of Candidates
for Substitution in the period 2011-2019

The level of contamination with Candidates for Substitution per Member States differs substantially,
due to the difference in usage of Candidates for Substitution but also due to the different kinds of fruits
and vegetables they produce.
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Arise in the frequency of residues of the most hazardous pesticides

Fruits

In 2011, 18% of fruits were contaminated
with Candidates for Substitution, which
increased to 29% in 2019.

On average, the trend shows an increase of

+53% over 9 years for fruits.

Most prominent examples are kiwi fruits
(+397% increase to 30% in 2019),
cherries (+152% to 50%), apples (+117% to
33%), pears (+103% to 45%) and peaches
(+52% to 53%).

Vegetables

Vegetables produced in Europe showed
a moderate increase of contamination
with Candidates for Substitution, from
11% in 2011 to 13% in 2019 (+19% relative

increase).

On average, the trend shows an increase

of +19% over 9 years for fruits.

Most prominent were the increased
contamination in samples of celery (+68%
to 63%), cucumber (+59% to 20%),
spinach (+59% to 18%) and lettuce (+19%
to 23%).

A rise in the intensity of residues of the most hazardous pesticides

Fruits

While 6,4% of fruits were found to be
contaminated with at least two of these

most toxic pesticides in 2011, this figure
has risen to 10,2% in 2019.

In 2019, over a third (10,21%) of
contaminated fruits contained a cocktail
(at least two) of the most dangerous

pesticides.
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Vegetables

While 2.2% of vegetables were found to
be contaminated with at least two of these

most toxic pesticides in 2011, this figure
has risen to 3,1% in 2019.

The most frequent mixture is the
combination of two Candidates for
Substitution.





Key findings

A high average contamination level

In the period 2011-2019, 32 of the 56 approved
Candidates for Substitution were found in
the 210,260 samples of fruits and vegetables
produced in Europe.

* Over these years, on average 26% of fruits
and 11% of vegetables contained one or
more Candidates for Substitution, with up
to 6 different Candidates for Substitution

per sample.

* The top 5 most contaminated fruits were

blackberries (51%), peaches (45%),
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strawberries (38%), cherries (35%) and
apricots (35%).

* The top 5 vegetables which were most
contaminated with Candidates for
Substitution were celery (50%), celeriac
(45%), kale (31%), witloof (28%) and
Brussels sprouts (26%).

* Countries which produced products with
the highest frequency of contamination
were Belgium (34%), Ireland (26%), France
(22%), Italy (21%) and Germany (20%).

AN






The findings of this report highlight that EU
consumers eating fruits or vegetables produced in
the EU are increasingly exposed to a cocktail of the
worst pesticides. A growing number of products
tested every year are found to be contaminated
and concerns are particularly high for fruits.

Paradoxically, consumers are less and less
protected, at a time when the EU is committed to
delivering a production and consumption system
that is safer for human health, animal health and
the environment.

How can this trend increase in the
proportion of contaminated fruits and
vegetables produced in the EU

be explained?

This study looked at the quantity (number) of
residues of Candidates for Substitution found in
fruits and vegetables (different from the volume
used in agriculture). Therefore, if the proportion
of fruit and vegetables contaminated by the most
hazardous pesticides has increased by 8.8% in
2019 compared to 2015-2017, it is because their
use has also increased, at least at certain stages of
cultivation.

Why are these results different from those
put forward by the European Commission?

To monitor progress in reducing the use of
the most hazardous pesticides, the European
Commission relies on the sales data of plant
protection products containing Candidates for
Substitution, due to a lack of actual use data.
Building on sales, it concludes a 12% reduction in
the use of the most dangerous pesticides in 2019
compared to 2015-2017.

/8

Pesticide
Action
Network

The rationale for this report is that looking at
the quantity of Candidates for Substitution that
are found in food can provide a more accurate
overview of the actual uses on fruits and vegetable
productions, while  addressing
exposure. At the very least, it points very clearly
at the insufficiency of the current indicator, which
suggests a decline in risk to EU consumers and the
environment, while a series of uses increases and
actually puts EU citizens more at risk.

consumer

Why has the use of these most dangerous
pesticides increased, rather than remained
stable?

In conventional agriculture, pest control relies on
the use of synthetic pesticides. Over generations,
the sensitivity of a “pest” population to pesticides
is decreasing due to a genetic adaptation to the
substances used year after year. Once targeted
populations start resisting, the effects of the
pesticides become limited. To overcome this
resistance and keep control of pests, the use
of pesticides becomes more intensive, thereby
feeding further this resistance process”. At a
certain point, compensating for the increased
resistance with a higher intensity is insufficient to
maintain the same efficiency - and is very costly
for farmers and society at large®.

This phenomenon is known as the ‘Pesticide
Treadmill' and is defined by the Dictionary of
Environment and Conservation as “the tendency
of pests to become resistant to the effects of
particular pesticides, as a natural part of the
evolutionary process. New and more toxic
pesticides then have to be used, to which pests
may eventually become resistant, and the spiral
continues.”

7" Zhang J, Lopez Jimenez L, Snelders E, Debets AJM, Rietveld AG, Zwaan BJ, Verweij PE, Schoustra SE. 2021. Dynamics of Aspergillus
fumigatus in azole fungicide-containing plant waste in the Netherlands (2016 -2017). Appl Environ Microbiol 87:¢02295-20.

https://doi.org/10.1128/AEM.02295-20.

8 Gould et al, S, Wicked evolution: Can we address the sociobiological dilemma of pesticide resistance?, Science 360 (6390), 728-732.

https://doi.org/10.1126 /science.aar3780.
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https://doi.org/10.1128/AEM.02295-20

https://doi.org/10.1126/science.aar3780



Discussion

What does this mean for the next few
years? Will this trend keep going?

Without an adequate response to break down
this resistance spiral, the observed trends are very
likely to keep rising due to an ever-increasing use of
pesticides containing Candidates for Substitution.
The EU has committed itself to do precisely the
opposite and to bring this curve down in the
context of the EU Farm to Fork Strategy, which
calls for a reduced use of these most dangerous

pesticides by 50% by 2030.

How to break free from the Pesticide
Treadmill and reverse current trends?

The rising trend of the use of Candidate for
Substitution should be reversed by implementing
substitution practices as required by EU law for 11
years and by reinforcing the obligation incumbent
on the Member States with binding quantified
reduction targets (see further below in the ‘PAN
Europe recommendations’ section). Candidates
for Substitution can be replaced by preventative
alternatives  (Integrated  Pest
Management) or by other less toxic substances.

non-chemical

Why has substitution not been implement-
ed over the last 11 years?

The substitution principle has been a legal
obligation for all Member States since 2011, and

it became enforceable in 2015, In 2019, Member
States were asked why they never performed

substitution for any of the 530 times where this
could have been the case between 2015 and 2018.
They argued® that no viable alternatives existed.
In addition, they claimed that substitution would
contradict “efforts to manage potential resistance”
by depriving farmers of certain substances. The
findings of this report firmly show that this theory
of resistance is a myth.

What about alternatives?

Viable alternatives exist but they are constantly
dismissed, including in the Guidance Document

on comparative assessment and Substitution
from the European Commission. This Guidance
Document is the major factor blocking substitution
efforts and attempts to implement Integrated Pest
Management. It uncritically endorses the EPPO
standard PP 1/271 entirely based on the demands
from the agri-chemical industry. They claim that
chemical diversity (meaning the availability of a
wide range of Candidates for Substitution-based
pesticides with different modes of action) is
the right means to counter the risk of pesticide
resistance. Candidates for Substitution should
therefore not be substituted for the sake of
resistance management.

This line of reasoning stands in contrast to
Articles 50 and 55 of Regulation (EC) No.
1107/2009 and is clearly debunked by the result
of this study. In practice, the resort to different
Candidate for Substitution-based pesticides,
rather than implementing true substitution, has
increased pesticide resistance.

¥ While the criteria for identifying Candidates for Substitution came into force in 2011, a first list of 77 substances on the market meeting these
criteria was only established in 2015% For four years, the provisions overseeing substitution of Candidates for substitution could simply not

be implemented.

20 See pages 67 and 68 of the Study supporting the REFIT Evaluation of Regulation (EC) No 1107/2009.
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Discussion

Integrated Pest Management (IPM)

Integrated Pest Management is a system-based
approach geared to break with the widespread
(over-)reliance on pesticides by giving priority to
preventative measures as well as chemical-free
alternative methods. Contrary to what is often
heard from conventional farmers as well as from
officials, a plethora of tools is available: growing
pest-resistant varieties, building on cultural
practices to enhance plants' natural resistance
through healthy and fertile soils, using mechanical
control and weeding methods and physical
barriers, as well as a biological control agent.
Synthetic pesticides are only to be employed as
the last resort, when all alternatives have proven
ineffective. In 2009, it became a cornerstone of
Directive (EC) No. 128/2009 on the sustainable
use of pesticides (SUD) to emphasise “the growth
of a healthy crop with the least possible disruption
to agro-ecosystems and encourage natural

pest control mechanisms.” The directive made
it mandatory for all EU farmers to implement
Integrated Pest Management since 2014. They
must take “all necessary measures to promote low
pesticide-input pest management, giving wherever
possible priority to non-chemical methods”.

In practice, IPM, including the substitution
principle, has been poorly implemented since
2009, which explains the ongoing standard
reliance of European agriculture on pesticides. In
the current revision process of Directive (EC) No.
128/20089, it will be crucial to enable a complete
implementation of IPM, including by better
defining IPM in the EU regulatory context.

Conventional farmers who embrace high-level
IPM manage to reduce synthetic pesticide use by
more than 80% without significant reductions in
yields while maintaining good farm profits?.

Where can | learn more about
Candidates for Substitution?

PAN Europe's database on Candidates for
Substitution is publicly available and provides
an accessible overview of all the substances
in this category still approved within the EU.
Users can easily find comprehensive information
on each Candidate for Substitution: in which
Member States they are authorised, why they
are classified as Candidates for Substitution,
their approval timeframes and how often their
approval was already extended. Crucially, the
database also contains information on the risks
that these substances pose to human health and
the environment, on consumer exposure and the
state of play of independent scientific assessment
of each substance.

2 www.low-impact-farming.info
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http://www.low-impact-farming.info



This report highlights that without strong
action to reverse the current trend, the EU
will not deliver on its set reduction targets

for pesticides.

To reverse the current trajectory, PAN

recommends:

1. Implementing and reinforcing the
substitution principle to reduce the use

of the most hazardous pesticides

To break down the Pesticide Treadmill, the
EU must address the root of the problem, i.e.
the increasing use of these most dangerous
pesticides. These uses must and can be
eliminated by replacing Candidates for

Substitution with safer alternatives.

However, this substitution framework
aiming at the phase-out of these most
dangerous pesticides has already existed for
the past 11 years, and Member States have
so far refused to comply. It would be foolish
to think that things will change at Member
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States' level in the future on the sole basis
of the political impulse of the Farm to Fork

Strategy from the European Commission.

Therefore, the forthcoming proposal
from the European Commission amending
Directive (EC) No.128/2009 must reinforce

the substitution framework by:

Setting binding pesticide reduction

targets at national levels,

Requiring that Member States adopt a
binding review plan of all the existing
authorisations of pesticides containing
Candidates for Substitution by 2030.
These plans should oversee the

implementation of substitution in line
with article 50 of Regulation (EC) No.
1107/20069.

In addition, the Guidance Document

obstructing  substitution must be
independently reviewed by the end of
2022 to better consider non-chemical
alternatives and comply with Integrated

Pest Management.



https://www.pan-europe.info/sites/pan-europe.info/files/public/resources/briefings/Position%20paper%20on%20the%20revision%20of%20the%20Sustainable%20Use%20of%20Pesticides%20Directive.pdf

https://ec.europa.eu/food/system/files/2016-10/pesticides_aas_guidance_comparative_assessment_substitution_rev_1107-2009.pdf



Recommendations of PAN Europe

2. Reform the pesticide indicators to
monitor actual progress toward the

pesticide reduction targets

The findings of this report confirm that
the current focus on sales data to monitor
pesticide use does not realistically reflect the
actual use of the most hazardous pesticides
and does not give any information on the
crops concerned. It is indeed aberrant to
observe that the communications from the
European Commission on pesticide use and
those from the EFSA on pesticide residues
are opposed to the reality: people are more
and more exposed to those most toxic

pesticides!

This should be taken very seriously by the
European Commission, which needs to look
into indicators that can better reflect the
use of pesticides. As appropriate data on
pesticide use and associated health costs
are lacking, focusing on substitution is not
only the way to achieve pesticide reduction
targets but also a more reliable way to

measure progress and protect citizens.

3. Better protecting consumers

By highlighting the presence of as many as
5 Substitution Candidatesin a single product
(apples, peaches, pears) this report provides
chilling evidence of consumer exposure to a

cocktail of the most hazardous pesticides.

This finding calls for immediate action,

including:

- Implementation of a Mixture
Assessment Factor (MAF) to

immediately start assessing cumulative

effects of pesticides, as put forward
in the EU Chemical Strategy for

Sustainability.

- Adoption of a Zero residue policy in
food: by 2035, the Maximum Residue
Limits (MRLs) of all Candidates for
Substitution should all be lowered to

0.0Img/kg.

Contact: Salomé Roynel, Campaigner on the Substitution of harmful substances - Risk assessment of pesticides,
salome@pan-europe.info, +33 7 86 39 72 74
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https://ec.europa.eu/environment/strategy/chemicals-strategy_en
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Annex 1. List of selected Candidates for Substitution

Active substance Active substance (continued)

8-Hydroxyquinoline incl. oxyquinoleine | Imazamox
Aclonifen Ipconazole
Benzovindiflupyr Isopyrazam

Bromuconazole

Lambda Cyhalothrin

Chlortoluron

Lenacil

Copper Compounds

Metalaxyl

Copper hydroxide

Metam (incl. -potassium and -sodium)

Copper oxide Metconazole
Copper oxychloride Methoxyfenozide
Cypermethrin Metribuzin

Cyprodinil Metsulfuron-methyl
Diclofop Nicosulfuron
Difenoconazole Oxamyl
Diflufenican Oxyfluorfen

Dimoxystrobin

Paclobutrazole

Emamectin (benzoate)

Pendimethalin

Esfenvalerate

Pirimicarb

Etofenprox Propyzamide (aka pronamide)
Etoxazole Prosulfuron

Fludioxonil Quizalofop-P-tefuryl
Flufenacet Sulcotrione

Flumethralin

Tebuconazole

Flumioxazin

Tebufenpyrad

Fluometuron

Tembotrione

Fluopicolide

Triallate

Flurochloridone

Tribasic copper sulfate

Gamma-cyhalothrin

Ziram

Halosulfuron methyl

Bordeaux mixture
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Annexes

Annex 2. Popular fruits and vegetables

List of most sampled popular fruits and vegetables included in the analysis.

Fruits Vegetables Vegetables (continued)
Apples Asparagus Parsley roots
Apricots Aubergines Parsnips
Bananas Avocados Peas (with pods)
Blackberries Beans (with pods) Peppers
Blueberries Beetroots Potatoes
Cherries Broccoli Pumpkins

Figs Brussels sprouts Radishes
Granate apples Carrots Rhubarbs
Grapefruits Cauliflowers Shallots

Kiwi fruits Celeriacs Spinaches
Lemons Celeries Spring onions
Mandarins Chards Sweet corn
Mangoes Chinese cabbages Sweet potatoes
Melons Courgettes Table olives
Mulberries (black and white) Cucumbers Turnips

Oranges Escaroles Winter squashes
Peaches Garlic Witloofs

Pears Globe artichokes Yams
Pineapples Head cabbages

Plums Kales

Raspberries Kohlrabies

Strawberries Leeks

Table grapes Lettuces

Watermelons Onions
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IHPUJIOXKEHMUE 1

,,BbBelIcHNE

HNudopmanus, koATo TPAOBA 1a ce MPEAOCTABH, NMOJYYaBaAHe U NPeICTABsIHE HA
uHpopmanusaTa

HpeHCTaBﬂ CE A0CHUEC B CbOTBETCTBHUE C 4HaCT A, aKO aKTHUBHOTO BCUICCTBO €:

a)

6)

XUMUYHO BEIECTBO (BKJIIOUMTEIHO KAaKTO CHUTHAJIHU BEIECTBA, Taka U
€KCTPaKTH OT OMOJIOTHYEH MaTepuan), Win

MeTa6OJII/IT, MPOU3BCACH OT MUKPOOPTraHU3BbM, KOT'ATO!:
- META0OIUTHT € IMPEYNCTEH OT MUKPOOpIraHu3Ma, UJin

— METa0OJIUTHT HE € MPEUUCTEH OT MPOU3BEXKIAIL MUKPOOPTaHU3bM, KOHTO
BeYe HE € CIOCOOCH Ja ce pa3MHOKaBa WM Jla IpeHacs I'eHEeTHYeH
MaTepual.

Hpe,[[CTaBSI CC€ JOCHUEC B CHbOTBCTCTBUC C 4ACT B, adKO aKTHUBHOTO BCIICCTBO €:

a)

6)

MHUKPOOpPTraHU3bM — WM KAaTO CAWHUYCH [IaM, HWIJIHM KaTo OHIpcAciiCHa
Ka4CCTBCHO KOM6I/IHaLII/IH OT HIaMoOBEC, cCpcfmialmu Cc€ CCTCCTBCHO HIIM 4YpC3
IMPOU3BOJACTBO, NI

MUKPOOPraHU3bM — WJIM KaTO CIUHHWYEH IaM, HJIM KaTo OIpeJelicHa
KayecTBEHO KOMOWHAIMA OT IaMOBE, CpEIIAllld CE E€CTECTBEHO WM dYpe3
MPOU3BOJICTBO, M CIUH WJIA TIOBeue MeTaOOJNUTH, TMPOU3BEICHH OT
MUKpPOOPTaHHW3Ma, 33 KOUTO C€ TBBPIAU, Y€ Ca 4YacT OT JICHCTBHUETO 3a
pactuTenHa 3ammTa (T.e. KOraTo IpWJaraHeTo Ha MeTaboJauTa(TUTE),
MPEYUCTEH(M) OT MHKPOOPTaHW3Ma, HE OM MNPEAU3BUKAIO TBBPICHOTO
JICWCTBHUE 32 PACTUTEIIHA 3alIUTA).

3a HOCJIIMTC HAa HACTOAIIOTO IMPUIIOKECHUEC CC IMTpHJIarat CICAHUTE OMPCACIICHUA:

1)

2)

3)

4)

5)

»e(HKACHOCT* O3HauaBa MJpKa [0 OTHOIIEHHWE HAa LSUIOCTHOTO BB3AECUCTBHE
OT IIPUJIAraHeTO Ha MPOAYKT 3a PACTUTEIHA 3aILUTa BbPXY CEICKOCTONAaHCKATa
cucreMa, B KOSITO TOW ce Hu3moi3Ba (T.e. KOETO BKIJIIOYBA MOJOXKHUTEITHO
BB3JICHCTBUE OT TPETHPAHETO IpPH U3BBPIIBAHE Ha >KejJaHaTa ACHHOCT IO
pacTUTeNnHa 3alUTa W OTPULATEIHO BB3JACHCTBHE KaTO pa3BUTHE Ha
PE3UCTEHTHOCT, (PUTOTOKCUYHOCT WJIM HaMaliiBaHE Ha JOOMBAa MO OTHOLICHHE
Ha KaueCTBOTO WJIM KOJIMYECTBOTO);

»MMAIIl0 3HAYCHUC OHeYHMCTBaHe* O3HayaBa XHMHYHO OHCYUCTBAHEC, KOCTO
Iopaxzia OIaCCHud 3a 3paBC€TO HA YOBCKA, 3APABCTO HA XKUBOTHHUTC HJIM 3a
OKOJIHaTa Cpcaa,

,,E(l)eKTI/IBHOCT“ O3HaYaBa CIIOCOOHOCTTa Ha MMPOAYKTA 3a paCTUTECIIHA 3alluTa
Jla OKa3Ba MOJIOKHUTEIHO BBL3JCHCTBHE II0 OTHOIICHHE Ha JKellaHaTa JCHHOCT
I10 PACTUTCIIHA 3alllUTa,

»TOKCHYHOCT® O3HAauaBa CTENEHTA HAa HApaHSABAHE WM YBPEKIAaHE B
OpraHu3mMa, NPUYUHEHU OT TOKCUH WJIM TOKCUYHO BELIECTBO;

»TOKCHH® O3HayaBa BEIIECTBO, KOETO C€ MPOU3BEKIAa B KMBH KIETKH WJIU
OpraHu3MH U € B ChCTOSIHUE Jla IPUUMHU HapaHsIBaHE WIH YBPEKJaHE Ha JKUB
OpPraHU3bM.
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1.1.

1.2.

1.3.

1.4.

1.5.

1.6.

[IpenocraBenaTta nHpopmalus oTroBapsi Ha U3UCKBAHUATA, TOCOYCHU B TOUKH 1.1—
1.14.

WNudopmanusara ¢ moctaTpb4Ha, 3a Ja C€ OLCHAT MPEABHIMMUTE PHUCKOBE B
HEMOCPEACTBEHO WM MO-JAICYHO OBbJIeIIe, KOUTO OMXa MPOU3TEKIN OT yrmoTpedaTa
HAa aKTUBHOTO BEIECTBO 33 XOpaTa, B TOBA YKMCJIO YSI3BUMHUTE IPYIH, KUBOTHUTE U
OKOJIHAaTa cpela, M ChAbp)KAa Hal-Maliko WHpOpMAlUATa M PE3yATaTUTE OT
W3CJICIBAHUSTA, TOCOUCHU B HACTOSIIIOTO PUIIOKEHHE.

BkiarouBa ce BcskakBa I/IH(I)OpMaLII/I}I, BKIIIOUHUTCIHO HM3BCCTHU JaHHH, 3a
IMOTCHIUAIHO BpEIHO BL3,H€I>’ICTBHC Ha aKTUBHOTO BC€IICCTBO, HCI'OBUTEC METa0OIUTH
" CbABPKAIUTC CC B HCTO OHCUMCTBAHUA BbHPXY 3APABCTO HA YOBCKA U JKUBOTHHUTC
HJIK 34 €BEHTYAJIHOTO UM HAJIUWYHKEC B IIOA3CMHHUTE BOJU.

BkiarouBa ce BcskakBa I/IH(I)OpMaLII/I}I, BKIIIOUHUTCIHO HM3BCCTHU JaHHH, 3a
IMOTCHIUHAIHO HCIPHUEMIINBO BT;3I[CI\/'ICTBI/I6 Ha AaKTHBHOTO BC€HIICCTBO, HETOBHUTC
MCTAa0OIUTH H ChbAbpPXKAIIUTEC CC B HCI0 OHCYMUCTBAHUSA BBPXY OKOJHATA CpCaa,
pacTCHUATa U paCTUTCIIHUTC ITPOAYKTH.

Wudopmanusara BKIIOYBA BCHYKM MMM 3HAYCHHWE JAaHHU OT JOCTHITHATA
pelieH3MpaHa Hay4yHa JMTeparypa OTHOCHO AaKTUBHOTO BEILIECTBO, HMAIUTE
3Ha4YeHHe MeTabOoIUTH, KOraTo € Lesecho0pa3Ho, MPOAYKTHTE OT pasrpaxaaHe WU
peaknMss M NPOAYKTHTE 3a DPACTUTENIHA 3allluTa, KOUTO ChIbPXKAT aKTUBHOTO
BEIIECTBO, U CBBP3aHU ChC CTPAHWYHHUTE €()EeKTH BHPXY 3APAaBETO HA Xopara W Ha
KUBOTHHUTE, OKOJIHATA CpeAa U HempuuenHute Buaose. [Ipenocras ce o0oOiieHne
Ha TIOCOYEHUTE JIaHHHU.

I/IH(bOpMaL[I/IHTa BKJIFOYUBAa M IIBJICH H 663HpI/ICTpaCTeH JOKJIaa 3a H3BBPIICHUTC
H3CJICABAHM, KAKTO U TAXHOTO U34YCPHATCIIHO OIMMMUCAHUC. TakaBa I/IH(bOpMaIII/Iﬂ HE CC
HU3HCKBA, KOIraTo € NpcacraBCHa 06OCHOBKa, OT KOATO € BUAHO, 4C:

a) TS HE € HeoOXOaMMa Mopaay €CTeCTBOTO HA MPOJYKTa 33 PACTHTEIIHA 3allIUTa
WIH TIPSIBUICHUTE 3a HEr0 BHUJOBE ymoTrpeda, WM HE € HeoOXoauma OT
Hay4dHa rjicaHa To4ka; ujin

0) He e BB3MOXHO MHOpManusaTa Ja ObJie MPeAOCTaBeHa MOPagu TEXHUYECKH
MIPUYUHHU.

AKO aKTHBHOTO BEIIECTBO c€ yHoTpeOsBa €IHOBPEMEHHO KaKTO B KaueCTBOTO Ha
ooy, Taka U BbB BETepUHApHATa MEAMIIMHA, TOBA TPsiOBa /1a OB/ OTYETEHO. AKO
3asIBUTEISAT Ha 3asIBICHUETO 3a 0JI00pEHHE Ha aKTUBHOTO BEIECTBO B MPOAYKTa 3a
pacTuTeHa 3alIUTa € ChIIUAT KaTO OTrOBAaPAIIUS 32 HOTU(PHUIIUPAHETO HA aKTUBHOTO
BEIIECTBO B KAUECTBOTO MY Ha OMOLIM] WM KaTO BETEPUHAPEH JIEKAPCTBEH MPOAYKT,
ce mpenocraBsd 0000IIEHHE HAa BCHUUKM MMAIU 3HAYEHHE JIaHHU, MPEIOCTaBEHU C
orjieln Ha 0J00peHHeTo Ha OWoIMAa WM Ha BETEPUHAPHUS JIEKApCTBEH MPOIYKT.
Korato e menecroOpa3Ho, B TOBa 00O0OIIEHHE C€ IMOCOYBAT TOKCHUKOJIOTHIHHU
pedepeHTHH CcTOWHOCTH W mpemioxkenus 3a MJII'OB, karo ce B3ema mpenBun
Bb3MOXHATa KyMYJIAaTHBHA €KCIO3MIMS, IbJDKAIlla CE€ Ha pa3jIMYHUTE BUJOBE
yrnoTpebda Ha €IHO U ChHIIO BEIIECTBO, ONpe/eiieHa Bh3 OCHOBA HA HAyYHU METO[IH,
MPUETH OT KOMITETEHTHUTE opraHu B Chbi03a, KAaKTO M MHGOPMAIIHS 32 OCTAThYHUTE
BEIIECTBA, TOKCUKOJIOTMYHUTE TaHHH W ymoTrpedara Ha MPOJIyKTa 3a pacTUTETHA
3amuTa. AKO 3asiBUTENIAT Ha 3asBJICHUETO 3a 0/100peHNe Ha aKTUBHOTO BEILLECTBO B
MpOAYyKTa 3a pacTUTEIHA 3alluTa HE € ChIIUAT Karo OTroBapslus 3a
HOTHU(UIIMPAHETO HA aKTUBHOTO BEIIECTBO B Ka4E€CTBOTO MY Ha OWMOLM] WJIM KaTo

BG





1.7.

1.8.

1.9.

1.10.

BETEpPUHAPEH JIEKAPCTBEH MPOJYKT, C€ MpPeocTaBs 00001eHne Ha BCHUKU HAJTMYHU
JTaHHH.

Koraro e I_ICJICC'bO6paSHO, I/IH(i)OpMaLII/IHTa CC HU3IroTBA, KaTO CC€ U3II0JI3BAT METOAUTEC
34 U3IUTBAHC, BKIIFOUCHHU B IIOCOYCHHA B pa3JciI 6 CIIHCBK.

HpI/I JIUIICa Ha IOoAXOIAIIM HACOKH 3a H3IIMTBAHC, 0(1)I/II_[I/IaJ'IHO YIBBPJACHU Ha
MCXKAYHAPOAHO WJIM HAIMOHAJIHO paBHUIIC, CC HU3IO0JI3Ba IMPOTOKOJBT 3a
HU3IINTBAaHWs, KOHTO € O6C'BI[€H OT KOMIICTCHTHUTC OpraHu B Coro3a 1 € IpUueT OT
TX. BCHUKH OTKIIOHEHHS OT HACOKUTE 3a M3IUTBAHUATA CE OIMCBAT U 0OOCHOBABAT.

HH(bOpMaL[I/IHTa BKJIFOYBa HM34YCPIATCIHO OIIMCAHME Ha HU3IIOJI3BAHHUTEC MCTOAU 3a
MU3IIUTBAHC.

WNudopmarnusara BKIOYBA CHUCHK HA KpallHUTE TOYKH 3a aKTHMBHOTO BEIIECTBO,
KOTaro € 1eaecho0pasHo.

Koraro e nenecho0pazHo, HHPOPMAIMATA CE U3TOTBS B ChOTBETCTBUE C JIMpeKTHBA
2010/63/EC na Esponeiickus napaament u Ha Chpera'.

I/IH(bOpMaLII/IHTa 3a aKTHBHOTO BC€IICCTBO, 3a€AHO C I/IH(i)OpMaI_II/IHTa 3a €IUH HJIHN
IMOBCYC MMPOAYKTH 3a PAaCTUTCIHA 3alllMTA, CbABPIKAIIN AKTUBHOTO BCIICCTBO U, AKO €
uenec506pa3H0, C I/IH(l)OpMaI_II/IHTa 3da aHTUAOTUTEC, CHHCPTUCTUTC U APYT'U CbCTABKU
Ha IIpOAYyKTa 3a paCTUTCIIHA 3allluTa, € JO0CTaTb4YHA, 3a Aa:

a)  ce IO03BOJIM U3BBPILIBAHETO HA OIIEHKA Ha PHCKOBETE 3a XOpaTa, CBbpP3aHU C
MaHuIyJanusaTa M ynorpedara Ha MPOAYKTH 3a pacTUTENIHA 3aluTa,
ChIbPIKALIN AKTUBHOTO BEILECTBO;

0) 32 XMMHWYHHM aKTHBHH BEIECTBA: CE TO3BOJIM HM3BBPIIBAHETO HA OIEHKA Ha
PHUCKOBETE 3a 3IpaBeTO HA YOBEKAa M Ha XXUBOTHHUTE, KOMTO C€ JBJDKAT Ha
HaJM4YMETO Ha OCTAaThYHUTE BEIIECTBA OT AKTMBHOTO BEUIECTBO M HETOBUTE
UMallld 3Ha4eHne MEeTa0OJUTH, OHEUHCTBAHUS U KOIraro € 1eJechoOpa3Ho —
MIPONYKTH OT pasrpakJaHe M peakuus, KOUTO OCTaBaT BbB BOJAATa, Bb3AyXa,
XpaHata u Qypaxure;

B) 3a aKTUBHHU BCIICCTBA, KOUTO Ca MUKPOOPraHU3Mu: CC MMO3BOJIM U3BBPIIBAHCTO
Ha OIICHKAa Ha PHUCKOBETC 3a 3IPABCTO HA YOBCKa U HA JXUBOTHUTEC, KOUTO CC
AbJDKAT Ha HAJIWYUCTO Ha OCTAaThYHHUTE BCIIECTBA OT METAa0OIUTHTE C
BB3MOKCH PUCK BbBB BOJdTa, Bb3/lyXad, XpaHaTa U (pypach/ITe;

r) 3a XUMHYHM AaKTHUBHU BEIECTBA: C€ NPEIBUIU  paslpe/eTCHUETO,
CBILECTBYBAHETO U IMOBEACHUETO B OKOJIHATA CpeJja Ha aKTUBHOTO BEIIECTBO,
MeTaboNIUTUTE, MPOAYKTHTE OT pasrpaxJaHe M peaklus, KoraTto Te ca
TOKCHUKOJIOTMYHO 3HAa4YMMHU WIA MMaT 3HA4Y€HUE 3a OKOJHATa Cpena, KakTo U
CbOTBETHOTO IPOTHYAHE BbB BPEMETO;

1)  ce MO3BOJIM U3BBPIIIBAHETO HA OIIEHKA HAa BB3ACHCTBUETO BHPXY HEMPUIICTHUTE
BumoBe (ot ¢mopara u (ayHaTa), BKIIOYUTEIHO BB3ICUCTBHETO BBPXY
MOBEJCHUETO WM, TpPH KOUTO HMa BEPOATHOCT Ja MMa EKCIO3WIMS Ha
BT)SI[GI\/’ICTBI/IGTO Ha AaKTHBHOTO BC€UICCTBO, HCEIOBUTC HMaAIIKM 3HAYCHHEC
MeTaboMUTH M KOTaTro € IelechoOpa3HO — TPOAYKTH OT pasrpaxaaHe H
p€aKknusd, Koraro T€ HMaT 3HAYCHUC OT TOKCHKOJIOrM4YHa, IMaTOrCHHa WA
€KOJIOTMYHA TJeHa ToYKa. Bb3aelicTBUETO MOXe Ja HACTBIH  Cle[

Hupexrusa 2010/63/EC na EBporneiickns napiament u Ha CbBera ot 22 cenremBpu 2010 1. oTHOCHO
3aluTaTa Ha )KUBOTHHUTE, U3I0J3BaHu 3a HayuHu 1enu (OB L 276, 20.10.2010 r., ctp. 33).
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€IHOKpAaTHA, POIBIDKUTEITHA MM MHOTOKPaTHA €KCIO3HIINS  MOXKE Ja ObJe
MPSIKO WM KOTaTo € IIeIeChOOpasHO — OMOCPEICTBAHO, OOpaTUMO WIIH
HEOOpaTUMO;

€) Cce OICHH BB3ACHCTBHETO BBPXY OHUOJOTMYHOTO pa3HOOOpazwe H
eKOCHCTEMATa;

)K) CC OIPCACIIAT HCIPULCIHUTC BUIAOBC H IIOITyJallMHU, 3a KOUTO CHUICCTBYBA
PHUCK OT IMOTCHIHAIHA CKCIIO3UIIHA,

3)  ce MO3BOJHM W3BBPIIBAHETO HAa OICHKA HA PHCKOBETE B KPATKOCPOYCH U
IBITOCPOUYCH ITUIAH 3a HENPUICTHUTE BUJIOBE, TOMYJAlMd, ChOOIIECTBA U
IPOILIECH;

M) XMMHYHOTO aKTMBHO BELIECTBO ce€ KiIacu(UIMpa B 3aBUCHUMOCT OT HEropaTa
oracHocT B choTBeTcTBUE ¢ Permament (EO) Ne 1272/2008 na EBpomeiickus
napiameHT u Ha ChBeta’;

) ce ompenenasaT NUKTOIpAMHUTE, CUTHAJIHUTE JYMH U CbOTBETHUTE
IPEeSyNpeXxaIeHUs 32 OMAaCHOCT M NPEHopbKH 3a 0e30MacHOCT 3a 3aluTa Ha
3IpaBETO Ha YOBEKAa M HA KUBOTHUTE, HEIPUIIECIHHUTE BUAOBE M OKOJHATA
cpela, KOUTO CIIe[Ba [1a C€ U3II0I3BAT IIPU €TUKETUPAHETO;

K)  ce ompeneiH, KOraro € IeiaechoOpasHo, momycTumaTa aHeBHa no3a (ADI) 3a
X0pa;

J) ce OmIpeAeNir, Korarto € IeJechoOpa3Ho, MONMYyCTUMUTE paBHMINA Ha
excrio3unus Ha oneparopa (AOEL);

M)  ce ompejeiid, KOraTo € Ienecho0pasHo, octpara pedepentHa no3a (ARfD) 3a
X0pa;

H) C€ OIpeAeNsiT CbOTBETHUTE MEPKU 3a I'bpBa IOMOL, KAaKTO M IMOAXOJSALIU
JUArHOCTUYHU U TEPANICBTUYHU MEPKHU, KOUTO J1a ce MpeAnpUeMar B ciryyai Ha
OTpaBsiHE WX UH(PEKIUU IIPU X0pa;

O) 34 XHMHUWYHH QaKTHUBHH BCHICCTBA: CC€ YCTAHOBU MU3OMCPHUAT CbCTaB U
BB3MOXHAarTa MeTa0OoJIUTHA KOHBCPCHA Ha HU30MCEPHUTE, Korato €
HCJ'ICC'LO6pa3HO;

H) CC YCTAHOBAT HNOAXOAANIU 3a OLCHKATA Ha pHUCKa ONPCACICHUA 3a OCTAaThbYHU
BCIICCTBA, KOTaTo € uenec1>06pa3H0;

pP) C€ YCTaHOBAT NOJIXOJAIIM 3a IEJUTe Ha HaOJIOJIEHUETO M MPUIIaraHeTo
oTpesieNieHUs 32 OCTaThUHU BEIIECTBA, KOTaTo € 11eJechoOpasHo;

C) CC TIIO3BOJM OHLCHKAa Ha pUCKa II0 OTHOLWICHWE Ha CKCIO3UOUATa Ha
HOTpe6I/ITeHI/ITe, B TOBa 4YHUCIO, KOoraro ¢ HCJ’ICCLO6pa3HO, OICHKa Ha
KYMYJIaTUBHHA PUCK, IMPOU3THYAIl OT CKCIO3WIHATa Ha IIOBCYE OT CIHO
AKTUBHO BC€UIICCTBO,

T)  Cce MO3BOJIM OLIEHKA Ha €KCIIO3UIMATA Ha OMNepaTopH, paOOTHUIM, KUTEIU U
CllyyailHM JUIla, B TOBa YHMCIO, KOTaTo € IeNechoOpa3Ho, KyMyJaTHBHATa
€KCITO3UIUS Ha TTI0BEYE OT €/IHO aKTUBHO BEILIECTBO;

Pernament (EO) Ne 1272/2008 na EBpomeiickus nmapiament u Ha CbBera or 16 mexkemBpu 2008 r.
OTHOCHO KJIacHU(HIMPAHETO, ETUKETUPAHETO M ONMAaKOBAaHETO Ha BEIECTBA M CMECH, 32 H3MEHEHHE U 32
oTMsHA Ha aupektuBu 67/548/EMO u 1999/45/EO u 3a u3ameHenne Ha Permament (EO) Ne 1907/2006
(OB L 353,31.12.2008 r., cTp. 1).
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1.12.

1.13.

1.14.

y)  KOraTto € ILeJaechoOpa3Ho, c€ YCTAHOBSAT MaKCHUMAaJHO JOIYCTUMHTE T'PaHUIU
Ha OCTaThYHU BEIIECTBA, KaKTO u Koe(UIIMEHTHUTE Ha
KOHIIEHTpanus/pa3pexaane B cborBercTBHe ¢ Permament (EO) Ne 396/2005 Ha
EBponeiickus napnament u Ha ChBera’;

¢) ce mame BB3MOXKHOCT Jla C€ HAlpaBU OIIEHKa OTHOCHO €CTECTBOTO U CTEMEHTa
Ha pPHCKOBETE 3a 4YOBEKa, J>KMBOTHHUTE (BUIOBETE, KOHMTO OOWYaiHO ce
OTIJICKAAT OT YOBEKAa, WIM YXUBOTHUTE, OTTJIEKAAHM 3a IPOU3BOACTBO Ha
XpaHW) W Ha DPHUCKOBETE 3a OCTAHAIMTE HEMPUIEIHU BUAOBE TPHOHAUHU
KUBOTHU;

X) CC OoIpcacisAT MCPKUTC, HCO6XOI[I/IMI/I 34 HaMaJIsIBaHC Ha YCTAHOBCHHTC
PUCKOBE 3a 3paB€TO Ha XOpaTa WM Ha XHUBOTHHUTC, OKOJIHATa Cpcaa H/unu
HCIIPUICIIHUTC BUIOBE;

I[) 3a XHMUYHU aKTHBHH BEIIECTBA: CE PEIIM Jalld aKTHMBHOTO BEIECTBO Jia CE
CMSTa 32 YCTOWYUB OPTaHUYECH 3aMBPCUTE, 32 YCTOMYHUBO, OMOAKYMYIIUPAIIIO
Y TOKCHYHO BEIECTBO WJIM 32 MHOTO YCTOHYHMBO W MHOTO OMOAKyMYJUPAIIO
BEIIECTBO B CHOTBETCTBUE C KPUTEPHHTE, OTpECiieHH B mpuioxenue Il kpm
Pernament (EO) Ne 1107/2009;

4)  Ce PEeLIM JaJi aKTUBHOTO BEIECTBO J1a ObJie 0J0OPEHO, WK HE;

1) 3a XHMUYHU aKTHBHH BEIIECTBA: CE PEIIM Jalld aKTHMBHOTO BEIECTBO Jia CE
pasriiexaa KaTo KaHIuaaT 3a 3aMsHa B ChOTBETCTBHE C KPUTEPHUHUTE, TOCOUCHH
B npuiioxkenue Il koM Pernament (EO) Ne 1107/2009;

HI) CC pCIr AaJii aKTUBHOTO BCIICCTBO Jia CC pa3ryiCikK/aa KaTO aKTHUBHO BCUICCTBO

C HHUCBK PHCK B CHOTBETCTBUE C KPUTEPUUTE, OIPEIeICHU B mpuiioxenue Il
kbM Permament (EO) Ne 1107/20009;

aa) ce MocodaT YCJIOBHUSTA WM OTPAaHUYCHHSTA, C KOMTO Jla CE OOBBPIKE BCSIKO
0J100peHue.

Koraro e nenecro0pas3Ho, ce pa3paboTBaT M3MUTBAHUSA M JAaHHUTE C€ aHAIU3UpAT
MOCPEJICTBOM IiesiecboOpasHu craTucThuiecku meronu. [Ipenocrass ce nadopmarus
3a U3MOJI3BaHNUTE CTATUCTUYECKU METO/HU I10 MPO3PAYEH HAUMH.

N3uncnsaBaHeTo Ha €KCIO3UIIMATA C€ OCHOBAaBAa HA HAYYHU METOH, KOUTO ca IPUETH
ot EBpomeiickus opran 3a 6e3omacHocT Ha xpanute (,,OpraHa“), koraro TakvMpa ca
HaJIM4YHU. V311013BaHETO HA JONTBIHUTEIHN METOAU c€ 00OCHOBABA.

3a BCEKH pa3zieN OT HACTOSAIIOTO MPUIIOKEHUE Ce TPeocTaBs 00001IeHne Ha BCHUKT
NaHHW, WH(OpMalUs W W3TOTBEHU OIIEHKHM. B Hero ce BKIOYBAa MOJApoOHA M
KpUTUYHA OIIeHKA B ChOTBETCTBHE ¢ wieH 4 oT Permament (EO) Ne 1107/2009.

I/I3I/ICKBaHI/I$ITa, MMOCOYCHMU B HACTOALMIOTO IMPHIOKCHUC, CBHOTBETCTBAT HaA
MMHWHHMAJIHUA Ha6op OT IaHHH, KOUTO CC IMPEAOCTABAIT. I[’bp)I(aBI/ITe YJICHKHW MOrar aa
OMMpEaACIIAT JOMBJIHUTCIHN WM3HUCKBAHUA HAa HAIMOHAJIHO PaBHUIIC 3a HAMHPAHE Ha
peliCHUd 3a KOHKPETHU O6CTOHTCJ’ICTB&, KOHKPCTHHU CHCHApPUU Ha CKCHO3UIUA U
KOHKPCTHHU MOJCIIN Ha yHOTpe6a, pa3iindHu OT TE3H, KOUTO Ca B3CTHU IO BHUMAHHUEC
npu O,Z[O6peHI/IC. 3asgBUTEIIAT 06p1,1ua CIICOMaJIHO BHHUMAHHME Ha CKOJOIMYHHTC,

Pernament (EO) Ne 396/2005 na Epomeiickus nmapnamenT u Ha CobBera ot 23 deBpyapu 2005 T.
OTHOCHO MAaKCHUMAJHO JOIyCTHMHTE T'PaHHIM HA OCTaThYHM BEUIECTBA OT MECTHLUUAN BBB U BBPXY
XpaHu WM (ypakd OT PAacTHTENICH WIN >KUBOTHHCKM TIPOM3XOJ M 332 M3MEHeHHMe Ha JlupekTHBa
91/414/EWO na Cseera (OB L 70, 16.3.2005 r., ctp. 1).
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3.2

KIMMAaTUYHUTEC W arpOHOMHYCCKUTE YCJIOBHUA, KOrato CC€ IOATrOTBAT HU3NHWTBAHUA,
KOHUTO IIOJJICKAT Ha 0ﬂ06peHI/Ie OT Obp’KaBaTa 4YJICHKA, B KOATO € MOAAACHO
3asBJICHUCTO.

[Jo0pa n1adoparopna npaktuka (JIJIII)

W3nuTBaHMATa M aHAIM3UTE CE€ U3BBPUIBAT B CHOTBETCTBHE C IPUHLUIMNTE,
ycranoBenu B Jlupextusa 2004/10/EO na Eppomneiickus mapnamenT u Ha ChBera®,
KOIaTo M3MUTBAHETO C€ M3BBPILBA C IIeJI M10JIy4aBaHE Ha JaHHM 3a CBOICTBA WJIU 3a
0€30MacHOCTTa 1O OTHOILICHHWE Ha 3][paBeTO HAa YOBEKA WM HA >KUBOTHUTE WIIH
OKOJIHaTa cpefa.

Upes neporauus ot Touka 3.1:

a) 3a AaKTHUBHU BEUIECTBa, KOWUTO Ca MHUKPOOPraHU3MH, U3MHUTBAHUATA U
aHaJM3UTE, KOUTO CE MPABST C eI OJydaBaHe Ha IaHHU 32 TEXHUTE CBOWCTBA
1 0e30I1acHOCT IO OTHOIIECHHE Ha aCHEeKTH, Pa3jN4HU OT 3PaBETO HAa YOBEKa,
MOraT Jia € U3BBbPUIBAT OT OQUIIHATHHI WK OQUIIHMATHO MPU3HATH CTPYKTYpPH
3a M3NUTBaHUS WJIM OpraHu3allid, KOUTO OTroBapsAT Hal-Majako Ha
W3UCKBAaHUATA, YCTaHOBEHM B TOuku 3.2 u 3.3 OT BBBEACHHETO Ha
npunoxenuero kbM Pernament (EC) Ne 284/2013 na Komucusra®;

0) 32 W3NWTBAaHWSA W AaHAJIM3W, HANPABEHW C IIeN TOJy4YaBaHE Ha JAaHHH 3a
MaJIOBaXHU KYJITYPH, KOUTO C€ MU3UCKBAT 110 4acT A, TOuku 6.3 u 6.5.2:

- W3MHATBAHUATA B MTOJICBH YCIOBUS MOXE Jla Ca U3BBPIICHH OT OPHUIIHATHI
Wik O(pUIIMATTHO MPU3HATU CTPYKTYPU WIIM OPTaHU3ALUU 32 U3MUTBAHUA,
KOUTO OTTOBAPSAT HA MU3UCKBAHUATA MO TOUKH 3.2 U 3.3 OT BHBEJCHUETO B
npunokenueto kbM Pernament (EC) Ne 284/2013;

— eTabT Ha aHAJMU3, aKO IMOCICAHHUAT HE € M3BBPIICH B CHOTBETCTBUEC C
MPUHIMIIMTE HA JOOpHUTE JIabopaTopHU NpakTuku (mpuHiuny Ha JJIIT),
CE OCBINECTBSIBA OT Ja00OPaTOPUH, aKPSAUTHPAHH 32 CHOTBETHHUS METOJI B
choTBeTcTBUE ¢ eBponeickus ctannapt EN ISO/IEC 17025 ,,06mm
W3HCKBAHUS OTHOCHO KOMIICTEHTHOCTTA Ha JTa00paTOPUUTE 32 U3ITUTBAHE
U Kanmbpupane*;

B)  W3CII€[BAHUS, WU3BBPLIEHU MNpEAH MPUIAraHETO Ha HACTOSIIMS perjiaMeHT,
Makap U Ja He OTroBapsAT HambiIHO Ha npuHnunure Ha JUJIII wnim nHa
HACTOAILIMTE METOJIM Ha W3MMTBAaHE, MOraT Ja ObJaT BKJIIOYEHH B OIICHKATa,
aKO ca W3BBPLICHU B CHOTBETCTBHE C HAY4YHO BaJIUAUPAHU HACOKU 3a
U3IUTBaHUSA, C KOETO C€ IIpeMaxBa HEOOXOIUMOCTTa IOBTOPHO Ja ce
U3BBPIIBAT U3IUTBAHUA BBPXY JKMBOTHH, IO-CIELUATHO II0 OTHOIICHHE HA
KaHIEPOr€HHOCTTa U TOKCHYHOCTTa 3a penpoaykuusra. Tasu geporamust OT
Touka 3.1 ce mpuiara mo-cleUUalHO 3a W3CJIEABaHUA C IPHOHAYHM BUJIOBE
KUBOTHU.

MaTepna.n 3a U3BbPIIBAHEC HA UBNIUTBAHUATA

HupextuBa 2004/10/EO na EBpomnetickus mapinament u Ha CwvBera oT 11 depyapu 2004 r. 0THOCHO
XapMOHHU3UpaHE Ha 3aKOHOBHTE, MOJ3aKOHOBUTE WM aJIMHUHHCTPATUBHHUTE pa3nopendH, CBBP3aHU C
MpUJIaraHeTo Ha NPUHIMIINTE Ha Jo0pa aboparopHa NpakTHKAa W BEPHPHUIMPAHETO HA TAXHOTO
IpujIara’e Mpy U3NUTBaHUA Ha XuMudecku BemecTsa (OB L 50, 20.2.2004 r., cTp. 44).

Pernament (EC) Ne 284/2013 na Komucusita ot 1 mapt 2013 r. 3a ycraHOBsIBAHE Ha M3UCKBAHUSITA 32
JaHHU 32 TIPOAYKTH 3a pacTuTeNHa 3amuTta B choTBercTBHE ¢ Permament (EO) Ne 1107/2009 na
EBporneiickus mapiamenT 1 Ha ChBeTa OTHOCHO ITyCKaHETO Ha Ia3apa Ha NMPOAYKTH 3a PacTHTENHA
3amuTa (OB L 93, 3.4.2013 1., cTp. 85).
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4.1.

4.2.

4.3.

44.

4.5.

4.6.

[Ipencrasst ce moapoObHO omucanue (crenuduKamnysa) Ha U3MOJ3BAHUS MaTepual 3a
HU3BBPIIBAHC HAa U3IMUTBAHUATA. Axo 3a HU3BBPHIBAHC HA U3IMUTBAHHUATA CC HU3IIOJI3BA
AKTUBHOTO BEIECTBO, M3IMOJ3BAaHUAT MaTepHan 3a W3BBPIIBaHE HA W3MUTBAHUATA
CHOTBETCTBA Ha CHENU(UKANUITA, KOATO IIe OB M3IM0JI3BaHa IIPU MPOU3BOICTBOTO
Ha MPOJYKTUTE 33 PAacTUTENHA 3alluTa, KOUTO TPpsAOBa da Obaat onoOpeHH, OCBEH
KOraTo C€ U3MOo3BaT Oeisi3aHu ¢ PaJMOAKTHUBEH HM30TON XUMHUKAIH WIH
MPEYNCTEHOTO XUMHUYHO aKTHBHO BEIIECTRBO.

Axo 3a HU3BLPHIBAHC HA HU3CJICABAHUATA CC HU3IOJI3Ba IMPOU3BCIACHO B Ha60paTOpI/IH
WM B IIHWJIIOTHA IPOU3BOJACTBCHA CUCTEMA AKTHBHO BCIICCTBO, M3CJICABAHHATA CC
MOBTApAT € aKTUBHOTO BCIICCTBO, KAKTO € MPOU3BCACHO, OCBCH aKO 3adBUTCIIAT HC
JOKaXE, Y€ U3IOJI3BAHUAT MaTCpUall 3a U3BbPIUIBAHC HA U3IIUTBAHUATA 110 CHIIECCTBO
€ CbIIUAT 3a OcnTe Ha TOKCHUKOJIOTUYHHUTCE, IaTOJIOTUYCCKUTCE,
CKOTOCKHKOJIOTHYHUTEC WU €KOJOTMYHHUTC U3INHUTBAHUSA, U3IIUTBAHHUATA 3a ONPEACIIAHE
Ha OCTaThb4YHHU BCUICCTBA M HA OLICHKUTC. HpI/I HaJIMYHUC Ha CbMHCHHUC CC IMMPCACTABAT
AOINBJIHUTCIIHO H3BLPIICHU M3CICABAHHA, BBH3 OCHOBAa Ha KOWTO Ja C€ B3EMC
pelICHUC A € H€O6XOIII/IMO IMMOBTApAHC Ha U3CJIICABAHUATA.

AKO 3a U3BBPIIBAHE HA U3CIIEJIBAHMSATA CE M3II0JI3BA aKTUBHO BELIECTBO C YHUCTOTA,
pa3nMYHA OT 3a/ajeHaTa B TEXHUYECKaTa crienu(uKanus, Win akTUBHO BEIICCTBO,
ChABPKAILO PA3JIMYHU OHEUYMCTBAHUS WJIM DPA3JIMYHO PABHUILE HA OHEYMCTBAHUSA
CHpPSIMO CTCIH(PHUKAIUATA, WM KOTaTO aKTHUBHOTO BEHIECTBO € CMEC OT ChCTaBKH,
3HAYMMOCTTAa Ha PAa3JIMKUTE C€ OLEHsBAa C OrJeJ Ha JAaHHUTE WM HAay4HUTE
apryMeHTu. B ciiyyail Ha CbMHEHHE CE€ MPEICTABAT MOAXOIAIIN W3CIECABAHUS, TTPU
KOUTO € M3II0J3BAHO AaKTUBHOTO BEIIECTBO, KAKTO € IPOU3BEIAEHO 3a THPrOBCKHU
LIE€IM, Bb3 OCHOBA Ha KOMTO J]a CE B3€ME pELICHUE.

3a u3cneaBaHusl, IPU KOMTO CE Ha3HAYaBaT /103U B TE€UCHUE Ha ONpEAEIIeH MEePHO OT
BpeMe (HalpuMep U3CiaeIBaHus ¢ MHOTOKpaTHA J103a), CE M3I0JI3Ba ChIATa apTujia
OT aKTUBHOTO BEIIECTBO, aKO CTAOMIIHOCTTA MYy JaBa Bb3MOKHOCT 3a ToBa. Bunaru
KOraTo JaJIeHO M3Cie/IBaHe Mpearoara ynorpedara Ha pasjindiy O34, ce JOKJIagBa
Bpb3KaTa MEX]y 1032 U HEOJIaronpusTHO Bb3/EHCTBHE.

3a XMMHWYHM aKTUBHU BENIECTBAa, KOTaTO HM3MUTBAHHUATA CE IMPOBEXKIAT, KAaTO Ce
W3MOJI3Ba MPEYUCTEHO XHWMUYHO aKTHBHO BemecTBO (=980 g/kg) ¢ obOsBeHa
crierpUKaIs, 9UCTOTaTa Ha TO3W MaTEePHAaJ 3a U3BHPIIBAHE HA U3ITUTBAHUS TPIOBa
na ObJe TOJNKOBA BHCOKA, KOJIKOTO MOXE J1a C€ TIOCTUTHE ¢ MOMOIIITa Ha Hail-1o0para
HAJIMYHA TEXHOJIOTHS, U ce nokiazasa. [Ipemocrassi ce 000CHOBKA B CIIy4anTe, KOraTo
JOCTUTHATATa CTETNeH Ha YiCToTa € mo-Manka oT 980 g/kg. Tazu o6ocHOBKa H0Ka3Ba,
4e ca M3YepIiaHd BCUYKH TEXHHYECKH OCBHIICCTBHMH U ONPAaBIAHW B3MOXHOCTH 3a
MIPOU3BOJICTBOTO Ha MPEYUCTEHOTO XUMUYHO aKTUBHO BEIIECTBO.

3a XMMHUYHM aKTUBHU BEIIECTBA, KOraTO C€ M3IMOJI3Ba MaTepuai 3a U3BbpIIBaHE HA
U3MUTBAaHUATA Ha XMMHUYHOTO AaKTHBHO BEIIECTBO, KOMTO Marepuan e Oensi3aH ¢
PaZMOaKTUBEH U30TOI, PaJHOAKTUBHUTE MapKepH ce MOCTaBAT Ha MecTa (eHO WU
HSKOJIKO, aKO € He00XOJIMMO), KOMTO YJIECHSBAT M3y4aBaHETO Ha METaOOJUTHUTE
IbTUINA M [bTHINATA Ha TpaHchopMalus, KakTO U  H3CIEJBAHETO Ha
pasnpeeNeHMeT0 Ha aKTUBHOTO BELIECTBO, HETOBUTE META0OIUTH, MPOJIYKTH OT
peaKIys WK pa3rpaxaaHe.

M3nuTBanus BbPXY rpbOHAYHM KMBOTHH

W3nutBanus BbpXy rpbOHAUHU >KMBOTHU CE€ M3BBPIIBAT CaMO KOrato HsiMma Jpyru
METOJIU € JI0Ka3aHa JoCcTOBepHOCT. Cpen BB3MOKHUTE ANTEPHATUBHU METOJIU €A U
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5.2.

5.3.

MeToauTe in vitro wn in silico. Ilpu u3nuTBaHus in vivo ce HaChpyaBa M3MOJ3BaHE
Ha MCTOAHM 3a HaMaJIsIBaAaHC U OGHGK‘{aBaHC, TaKa 4€ Ja CC CBCAC 10 MUHUMYM 6pOSIT
Ha U3II0JI3BAaHUTE IIPU U3IIUTBAHUATA )KUBOTHH.

HpI/IHI_II/IHI/ITe Ha 3aMCCTBAHC, HaMaJIIBaHC H o0JIeKuaBaHe Ha M3IOJ3BAHETO Ha
l"p’b6HaLIHI/I JKHNBOTHH CJICIBa Ja 6L,Z[aT B3€TU IPEABHUJ IIPHU HM3TOTBAHCTO Ha
MCTOAUTC Ha HW3NWUTBAHC, IIO-CIICHUAIHO B CIYYauTC, KOIraTto C€ II10SABABAT
moaAXOoadmuy METOAW C JOKasaHa AOCTOBCPHOCT, KOUTO Ja 3aMCCTAT, HaMaJIAT HIIN
00JIeKYaT U3IUTBAHUATA C KUBOTHHU.

[1nanoBere 3a M3cineABaHUATA C€ pa3IekKAaT BHUMATEIHO OT €THYHA TJIe/IHa TOYKa,
KaTo ce€ B3eMarT TMpeABUJ BBH3MOXKHOCTHTE 3a HaMmalsiBaHe, OOJIeK4aBaHE U
3aMecTBaHE Ha M3MUTBAHHATA BbPXY KMBOTHH. Hampumep, upes3 mpeaBmkaaHe Ha
€JHa WIHM TIOBEYE JIOIBJIHUTEIIHUA TPYIU 110 OTHOIIICHUE Ha JO3UTE WJIM Ype3 B3eMaHe
Ha KpBBHU NPOOU B PA3IMYHU MOMEHTHU OT JaJICHO M3CIeBaHe MOXKe Ja ce n3berte
HEO0XOAMMOCTTA OT PYTO U3CIIE/IBAHE.

C uHpOpMaIIMOHHA LIET U C OIJIe]l Ha XapMOHU3ALUATAa CIUCHKBT Ha METOAMUTE 3a
WM3MUTBAaHE M HACOKUTE, KOUTO Ca OT 3HAYCHHE 3a NPHJIAraHeTO Ha HACTOSIIUS
pernament, ce nyonukyBat B Oguyuanen eecmuux Ha Eeponeiickus cvro3. To3u
CIIUCHK C€ aKTyaJIM3Upa PEIOBHO. .
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MPUJIOYKEHUE 11
JUACT B
AKTUBHU BEI[ECTBA, KOUTO CA MUKPOOPT AHU3MU
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CbABbPKAHUE

BBBEJIEHUE B YACT b

1.

1.1.
1.2.
1.3.
1.4.
1.4.1.
1.4.2.

1.4.2.1.
1.4.2.2.

1.4.2.3.
1.4.3.
L.5.

1.5.1.
1.5.2.

1.5.3.

2.1
2.1.1.
2.1.2.
2.1.3.
2.2.
2.3.

2.4.
2.5.
2.6.
2.7.
2.8.
2.9.

HI[CHTI/IIIHOCT Ha 3asaBUTCII U UACHTHYHOCT Ha aKTHBHOTO BEIICCTBO U PIH(bOpMaHI/IH
3a NpOU3BOACTBOTO

3asBUTEN

[IpousBoauren

WnentuyHoct, TaKCOHOMUS U (PHIIOT€HE3a Ha MUKPOOPraHUu3Ma

Crenundukanvsi Ha MUKpOOHUS areHT 3a 6opda ¢ BpeIUTENTe, KAKTO € MPOU3BEACH
CpabpxkaHue Ha aKTUBHOTO BEIIECTBO

I/II[GHTI/I‘-IHOCT H KOJIMYCCTBCHO OIPCACIIAHC Ha I[O6aBKI/ITe, MAIMTE 3HAYCHUC
3aMbpCiABallld MUKPOOPraHU3MH U UMalllUTE 3HAYCHUC OHCYHNCTBAHHUA

I/II[CHTI/IIIHOCT H KOJIMYCCTBCHO OMPEACIIAHC Ha Il06aBKI/IT€

WM 1eHTUYHOCT U ChABPIKaHUE HA UMAIUTE 3HAYEHUE 3aMbpCABALLN
MHKPOOPTraHU3MHU

WM ieHTUYHOCT U KOJIMYECTBEHO OINPEAEIIIHE HAa UMAILUTE 3HAYCHUE OHEUHUCTBAHNS
AnanuTtiueH npodui1 Ha MapTUIUTE

Wudopmanus 3a mporeca Ha IPOU3BOJICTBO U MEPKUTE 32 KOHTPOJI Ha aKTHBHOTO
BEIIECTBO

KoHTpos Ha Npou3BOJCTBOTO U KAYECTBOTO

[IpenopbuBaHU METOIU U IIpea3HU MEPKH BbB Bpb3Ka ¢ O0OpaBeHeTo,
CbXPAaHABAaHETO U TPAHCIIOPTA WM IIPH ITOXKAp.

[Tponietypu 3a yHHIIIO)KaBaHe WK 00e33apa3siBaHe
buonornynu cBOCTBa HA MUKPOOPTraHU3Ma
[Ipousxon, mosiBa ¥ UCTOPUS HA U3IIOJI3BAHETO
[Ipon3sxon v U3TOYHUK HA U30JIMPaHE

Bb3HukBane

Hcropus Ha U3MIOI3BAHETO

Exonorus u )Ku3HEH LHUKBJI HA MUKPOOPTaHU3Ma

MexaHu3bM Ha IEHCTBUE BbPXY MPULIETHUS OPTaHU3bM H CIIEKTBD OT
TOCTOIIPUEMHHULIHA

N3uckBanus 3a pactex

WHEKIMO3HOCT Ha MPHUILIETHHS OpPraHu3bM

Bpb3ka ¢ u3BeCTHU NaTOreHH 32 YOBEKA U MATOT'€HU 32 HENMPUILIETHU OPraHu3MHU
I'eneTnuHa ycTOMUMBOCT U (PaKTOPU, KOUTO ¥ BIUSAAT

Nudopmanus 3a MeTabOIUTUTE C BH3MOXKEH PUCK

Hanuune Ha npenaBaiiy ce reHU 32 aHTUMHUKPOOHA PE3UCTEHTHOCT

JlombnauTenHa nHGOpManus
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3.1.
3.2
3.3.
3.4.

3.5.

4.1.
4.2.

5.1.
5.1.1.
5.1.2.
5.1.3.
5.1.4.
5.2.

5.3.
5.3.1.
5.3.1.1.
5.3.1.2.
5.3.1.3.
5.3.2.
5.4.
5.5.
5.5.1.
5.5.2.

6.1.
6.2.

7.1.
7.1.1.
7.1.1.1.
7.1.1.2.

OyHKIUS U IPULIEIICH OPTaHU3bM
[IpenBunena obmact Ha ynoTpeda
3amuTeHu Wi 00paboTBaHU POAYKTH WIH KYJITYPH

Nudopmanyst OTHOCHO €BEHTYATHOTO Pa3BUTHE HA PE3UCTCHTHOCT Y
MpUIECTHUSA(UTE) OPTaHU3BM(H)

JlanHu OT uTeparypara
AHaTUTUYHU METOIN
Meroau 3a ananu3 Ha MPCA, xakTo e nmpousBeeH

MeTO,I[I/I 3a ONIpPEACIAHE Ha IINIbTHOCTTA HA MUKPOOPIraHnu3Ma U KOJIMYECTBECHO
OIpCAC/IIHC HA OCTATBbUYHHUTC BCIICCTBA

[Tocnenuum 3a 31paBeTo HA YOBEKA

MenumuHCcKY JaHHN

TepaneBTUYHU MEPKHU U MEPKH 32 ITbpBa MOMOIII
MeauuuHCcKo HaOJIIoIcHUE

HNudopmanus 3a ceHCHOMIU3AIUSA U AJIEPTHIHOCT
[Tpexu HAOMIOCHYS

OueHka Ha MOTEHIMATHATa HHPEKIMO3HOCT M MATOTeHHOCT Ha MUKPOOPTraHU3Ma 3a
xopara

W3cnensanus 3a HH(GEKIMO3HOCT U MAaTOr€HHOCT HA MUKPOOpraHu3Ma
WHEeKIMo3H0CT U TaTOreHHOCT

OpanHa HHPEKIMO3HOCT U MAaTOT€HHOCT

WuTparpaxeanHa/MHTpaHa3aiHa HHQEKIIMO3HOCT U MaTOT€HHOCT

BeHno3Ha, uHTpanepuToHeaaIHa WM MOJIK0)KHA €THOKpaTHA eKCIO3HUIINS
N3cnenBane Ha KIETHUHU KYJITYypU

CrnenanHu U3ciae1BaHus 3a HH(EKINO3HOCT U MAaTOT€HHOCT Ha MUKPOOpPraHu3Ma
WNudopmaniys u n3cienBaHnus Ha TOKCUYHOCTTA HA META0OJIUTHUTE

WNudopmanus 3a MeTaboIuTUTE

JIOIIBIHUTETHY U3CIIEBAaHUS HA TOKCUYHOCTTAa Ha METa0OJIUTUTE C Bb3MOXKEH PUCK
OcTaTbuHU BELECTBA B TPETHUPAHH NMPOJAYKTH, XpaHa U (Pypaxkul WM BbPXY TIX
OreHKa Ha €KCIO3UIIUSATA HA TTIOTPEOUTENNTE HAa OCTATHhYHU BEIIECTBA
I'enepupane Ha JaHHM 332 OCTAThYHHUTE BEILECTBA

Hannuaue na MHKpPOOpTraHHu3Ma B OKOJIHATa Cp€aa, BKIIIOUUTCIIHO ChbIIECTBYBAHETO U
IIOBCACHHUETO Ha MeTa0OJUTHUTE C Bb3MOXKEH pUcCK

Hannune Ha Mukpoopranusma B OKOJHATa cpea
[Iporro3Ha mIBTHOCT HA MUKPOOPTaHU3Ma B OKOJIHATA Cpela
TlouBa

Bona
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Excrioznnust Ha MUKpOOPraHU3MHU, 3a KOUTO € U3BECTHO, Y€ Ca NMaTOT€HHU 32
pacTeHusATa Ui 3a Ipyru OpraHu3Mu

KauecTBeHa o1ieHKa Ha €KCIO3ULMATA HA MUKPOOPraHU3Ma

JIaHHU OT EKCIIEPUMEHTH 3a EKCIIO3ULUATAa HA MUKPOOpraHUu3Ma
ChbiecTBYBaHe U MOBEJICHHE HA META00INTA(UTE) C BB3MOXKEH PUCK
IIporHo3na KOHIIEHTpALKs B OKOJIHATA CPela

KauecTBeHa o1ieHKa Ha €KCIIO3ULUATA

JlaHHU OT EKCIIEPUMEHTH 3a EKCIIO3ULUATA

EXOTOKCHKOJIOTUYHM U3CIIEABaAHUS

Bp3nelicTBre BbpXy CyX03€MHU I'PbOHAYHU )KUBOTHU

Bu3nelicTBre BbpXy BOJHU OPraHU3MH

Bw3nelictBue BbpXy pudu

Bw3neiicTBue BbpXy BOJHU 0€3rpbOHAUYHU )KUBOTHU

Bw3neiicTBrue BbpXy BOAOPACIH

Bw3aeiicTBue BbpXy BOAHH MaKpO(UTH

Bo3neiicTBrue BbpXy MUeIn

Bp3nelicTBre BbpXy HENIPULIEIHU YIEHECTOHOTH, PA3JIU4YHU OT ITYENIN
Br3aeiicTBre BbpXy HEIPULETHU ME30- U MAaKpPOOPTaHU3MH B I10YBATa
Bp3nelicTBre BbpXy HENIPULIEIHU CYXO36MHH PAaCTEHHUS
JIOBJIHUTENIHY U3CIeABaHNs HA MUKPOOPIraHU3Ma B OKOJIHATA cpeaa
WNudopmanus u u3cneBaHus Ha TOKCUYHOCTTA HA METa0OIUTHTE
WNudopmanus 3a Metabonurure

Z[OH’LJ'IHI/ITGJ'IHI/I HN3CJICABAHNA HAa TOKCMYHOCTTA Ha MeTa0OJUTHTE C Bb3MOXKEH pHUCK
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BBBEJIEHHUE B YACT b

)

ii)

HaCTOHH_IOTO BBBCICHHUE B 4aCT b JA0II'bJIBA BBBCACHHUCTO B HACTOAIIOTO IMMPUTIOKCHUC
C TOYKH, KOUTO Ca CIICHUAIHO 3a AKTUBHUTC BCIICCTBA, KOUTO Ca MUKPOOPraHU3MH.

3a nenaute Ha 9acT b ce npujiarat CJICAHUTE OMMPECACICHUA:

Oy

2)

€)

@

(C)

(6)

@)

®

®

»IIaM* O3HauaBa FeHETHYEH BAPUAHT HA OPraHU3bM OT HErOBOTO COOCTBEHO
TaKCOHOMHUYHO HMBO (BH[), KOMTO € ChCTABEH OT IIOTOMCTBOTO Ha €IMHUYHA
u30JalMs B YHCTa KYJITypa OT I'bpBOHAYajgHaTa MaTpuila (Hamp. OKoJHAaTa
cpena) U oOMYaHO ce ChbCTOM OT MOpEAUIa OT KYJITYpH, IMOJYy4YeHH B KpaitHa
CMETKA OT 'bPBOHAYATIHA €IMHUYHA KOJIOHUS;

seIuHuua, oopasyBama kojonus“ (CFU) o3nauaBa MepHa eauHUIA,
M3M0JI3BaHa 3a OIpeIelisiHe Ha Oposi Ha OaKTEPUATHUTE WIIH I'bOUYHHUTE KICTKU
B JajeHa mpoda, KOWTO HWMaT CHOCOOHOCTTa Ja C€ pa3MHOXaBaT IIpH
KOHTPOJIMPAHU YCIIOBHUS Ha PacTeX, B pe3yiTaT Ha KOETO €/IHAa WM IOBEYE
KJIIETKH C€ BB3MPOM3BEXKAAT W Pa3MHOXKaBaT, Taka 4e oOpa3yBaT €JUHUYHA
BUIMMAa KOJIOHMS,

sMexayHapoana exuHuua‘ (IU) o3HauaBa KOJIMYECTBO BEUIECTBO, KOETO UMa
XapaKTepHO BB3ACHCTBHE MPHU U3IUTBAHE B CHOTBETCTBHE C MEXKIYHAPOIHO
npueTa OMOJOTUYHA TPOLIEYPA;

»MHKpPOOEH areHT 3a 0Oop0a C BpeauTeJUTe, KAKTO € TIPOu3BeIeH*
(,,MPCA, kaKToO e npousBeieH*) 03Ha4YaBa pe3yiTarbT OT NPOU3BOACTBEHUS
Ipolec Ha MHUKpOOpraHusma(ure), npeaHazHadyeH(u) 3a ymorpeda Kato
aKTHUBHO BEIIECTBO B TNPOJIYKTH 32 pACTUTENIHA 3alUTa, CBHCTOSIIA CE OT
MHKPOOpPraHu3Ma(uTe) u J00aBKH, META0OIUTH (BKIIFOUMTEIIHO META0OJIUTH C
BB3MOXCH PHCK), XUMUYHA OHEYHCTBAHUS (BKIFOYMTEITHO MMAIIU 3HAYCHHE
OHEUYHUCTBAHMS), 3aMbpCSBAIA MHKPOOPTaHU3MHU (BKJIIOUUTEIHO HMAIU
3Ha4YCHHE 3aMBbpPCSABAIIM MUKPOOPTAaHW3MH) U M3IOJI3BaHATA Cpeaa/oCcTaThuHa
bpakiusi, TOTy4YeHH B PE3yATaT OT MPOU3BOJACTBEHHUS MPOIEC, WU, MpU
HEMPEeKbCHAT IPOU3BOJACTBEH MpOIEC, NMPH KOWTO HE € BB3MOXKHO CTPOTO
pasnensHe  MeXIy  MPOHM3BOJACTBOTO HAa  MHUKPOOpraHu3Ma(ure) H
MIPOU3BOJICTBEHHS MPOLIEC HA MPOJIYKTA 32 PACTUTEIHA 3alUTa — HEU30JIMPaH
MEXIUHEH POAYKT;

»100aBKa* 03HauaBa ChCTaBKa, 100aBeHa KbM aKTHBHOTO BEIIECTBO MO BpeMe
Ha TPOM3BOACTBOTO My, 3a Ja C€ 3ama3d MUKpPOOMOJIIOTMYHATa CTAOWIHOCT
W/WJM J1a ce yJIECHU OOpPaBEHETO C HETO;

»4UCTOTA® O3HAauaBa CHIBPKAHUETO HA MHUKPOOpPraHM3Ma, INPUCHCTBAI B
MPCA, kakTo € mpou3Be/ieH, U3pa3eHo B ChOTBETHA €AMHUIIA U MAKCUMAIHOTO
CbABpXKAaHUE Ha BEUIECTBA C BBb3MOXKEH pHUCK, B ClIy4ald 4Ye ca
UICHTUQUINPAHY;

,»AMAaII 3HAYEHHE 3aMbpCABALL MHKPOOPraHUu3bM* O3HayaBa
naToreHeH/MHPEKIN03eH MUKPOOPTraHU3bM, HENpeJHAMEpEeHO MPUCHCTBAIL B
MPCA, kakTo € Mpou3BeJICH;

»3aaC OT MOCeBKU“ O3HayaBa CTApTOBa KyJATypa OT MHUKPOOEH IIaM,
u3non3BaHa 3a npou3BoactBoTo Ha MPCA, KakTO € Npou3BElEeH, WM Ha
KpaliHus MPOAYKT 3a pacTUTEIHA 3alllUTa;

»H3pa3xoBaHa cpeaa/ocraTbyHa Gpakuus® ozHavyasa ¢pakius or MPCA,
KaKTO € POU3BE/ICH, ChCTOSIA CE OT OCTATHYHU WIIM ITPeoOpa3yBaHu U3XOAHU
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(10)

an

(12)

13)

(14)

(15)

(16)

17)

(18)

19)

(20)

21

Marepuanv, U 0e3 MHuKpoopraHuzma(ure), KOUTo(uTo) € (ca) aKTUBHO(HM)
BelecTBO(a), METAa0ONUTUTE C BB3MOXKEH pPHUCK, T00aBKUTE, HMAIIUTE
3HAYCHUE  3aMbpPCABAIIM  MHUKPOOPraHU3MH W HUMAIUTEe  3HAYCHHE
OHCUYUCTBAHMUS;

»HA3X0/IEH MaTepuaa* O3HayaBa BEIIECTBA, M3IIOJ3BAaHU B MPOU3BOJICTBEHUS
nporec Ha MPCA, kakTo e mpousBesieH, Kato cyocTpat u/uinu OydepeH arenr;

»€KOJIOTHYHA HUIIA“ 03HayaBa €KOJOTMYHA (QYHKIUS U peaHo (PU3MUecKo
MIPOCTPAHCTBO, HACENSBAHO OT KOHKPETEH BUJ B PAMKHTE Ha OOLIHOCTTA WU
€KOCHCTEeMATa;

»CIEKTBP OT TOCTONPHEMHHIM® O3HA4aBa CHEKTBPHT OT Pa3IUYHUTE
OMOJIOTMYHM BUIOBE TOCTOIPUEMHHUIM, KOUTO MOTaT jJa ObAaT MHPEKTUPAHH
OT /1aJIeH MUKPOOCH BUJ WM LIaM;

»HWH(PEKIHO3HOCT* 03HaYaBa CIIOCOOHOCTTA HA JaJeH MHKPOOPIaHU3bBM Ja
MPUYMHA UHPEKIHS,;

HHHPEKIUA® 03HayaBa HEOMOPTIOHHCTUYHO BBHBEXKIAHE WIM HaBIH3aHE Ha
MI/IKpOOpI‘aHI/I?;T)M BbBB B'I)3HpI/I€M‘-H/IB FOCTOHpI/IeMHI/IK, HpI/I KOCTO
MHKpPOOPTaHU3MbBT € B ChCTOSIHUE Ja C€ BB3IPOU3BEXK/Ia, 3a J1a 00pa3yBa HOBU
I/IH(beKLII/IO?;HI/I CINHUIIM U da CC 3aI[T)p)KI/I B FOCTOHpI/ICMHI/IKa, HC3aBUCHUMO
Jald MHUKPOOPraHU3MBT HMMa I1aTOJOTHYHO BB3JCHCTBHE, WM BOIH JIO
3a00IBaHE;

»IATOTeHHOCT* O3Ha4yaBa HEOMOPTIOHHUCTHYHATA CIIOCOOHOCT Ha JalieH
MUKPOOPraHW3bM J1a TNPUYUHSABA  HapaHsBaHE ©  yBpeXJaHe  Ha
rOCTONPUEMHUKA TP MH(DEKIINS;

»HEONOPTIOHUCTHYEH®  O3HauaBa  CBbCTOSHME, HPU  KOETO  JaJIeH
MHUKPOOPIaHU3bM MpeIu3BUKBAa WHQGEKUUS WIM BOAM A0 HapaHsABaHE WU
YBpPCKIAHE Ha TOCTOIMPHUEMHHUKA, KOratToO roCTONpUECMHHKBT HE € oTclabeH
nopaau mpejpasnoyaran; 3a ToBa (akrop (Hamp. HMMyHHaTa CHUCTeMa €
3acerHara rnopajy Jpyra npuyuHa);

»OMOPTIOHUCTUYHA WH(eKkHUsA“ o3HauaBa WHQPEKIUA, HACThIUIA B
TOCTONIPUEMHHUK, OTCIa0EH OT TMpeapas3mnoyiaran; 3a ToBa (axkTop (HAmp.
MMYyHHATa CUCTeMa € 3acerHaTa Mmopajay Apyra npu4ynHa);

,,BI/IpyJ'IeHTHOCT“ O3HadaBa CTCIICHTAa Ha IaTOI'€HHOCT, KOATO JaJCH
MaTOIrCHCH MUKPOOPTAaHNU3bM MOKC [1a YIIPAaXHHU B T'OCTOIIPUEMHUKA,

»PaKTOp Ha BHPYJIEHTHOCT® oO3HayaBa (akTop, KOWTO MOJICHIIBA
NaTOr€HHOCTTa/BUPYJICHTHOCTTA Ha JJa/IeH MUKPOOPTraHU3bM;

»MeTA00JUT € Bb3MOKEH PHCK®* O3HauaBa MeTa0OJUT, MPOU3BENEH OT
MHUKPOOpPraHu3Ma, IOMJIOKEH Ha OLEHKAa, C W3BECTHA TOKCUYHOCT HIIU
U3BECTHA CHOTBETHA aHTMMHMKPOOHA aKTUBHOCT, KOWTO npuchctBa B MPCA,
KakTO € IPOM3BEICH, HAa HUBA, KOUTO MOrar Ja IpPEeICTaBIsABAT PUCK 3a
3/IpaBeTO Ha YOBEKa, 37PAaBETO Ha JKMUBOTHUTE WJIM OKOJIHATA Cpeja, W/Hiu 3a
KONTO HEe MOXe Jja ce 000CHOBE 10 MOAXO/AII HAuuH, Y€ MPOU3BOJICTBOTO Ha
MeTaboJIuTa in situ He € OT 3HAYCHHE 3a OIICHKATa Ha PHUCKA;

»IIPOM3BOACTBO in Situ“ oO3Ha4YaBa TMPOM3BOJCTBOTO Ha METabOIUT OT
MHKpPOOpraHW3Ma CJIeJ TpWIaraHe Ha NpPOAYyKTa 3a pacTUTETHA 3alluTa,
ChIbPKAL] TO3U MUKPOOPTaHU3bM;
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(22)

(23)

(24)

(25)

(26)

27

(28)

»HHBO HA MOMYJAlMs HA MeTA00JUT* 03HAYaBa HUBO HA META0OJIUT, KOETO €
BEpOSITHO Ja BB3HMKHE B CbOTBETHATa €BpOIEHCKAa OKOJIHA cpena
(BKIJIFOUMUTEITHO M3TOYHUIIU, PA3JIMYHU OT TE€3H 3a PACTUTEIHA 3AIUTA) W/WIHA B
Xpanu W (Qypaxu (Hamp. SOUBHM YaCTH HA PACTEHUETO), KOTraTo
MUKPOOPTaHU3MHUTE ca B CHCTOSHUE JIa pacTaT, Ja c€ BB3MPOM3BEKIAT U Ja
MIPOU3BEXKIAT TAKHB META0OIUT B MPUCHCTBUETO HA TOCTOIPHUEMHHK W TIPH
HaJU4Ke Ha BBIVIEPOJ M U3TOYHHUIIM HA XPAaHUTEIHHU BEIIECTBA, KATO CE B3eMaT
1oJi BHUMAHHE TOJsIMaTa IUIBTHOCT HA TOCTONPUEMHHIIUTE M XPAHUTEIHUTE
BEIIIECTBA;

»AHTUMHUKPOOHA pe3ucTeHTHOCT® (AMP) o3HauaBa mnpuchiaTa UK
npuo0uTaTa CIIOCOOHOCT HAa JAaJICH MUKPOOPraHW3BM Ja CE pa3MHOXaBa B
MPUCHCTBUETO HA AHTUMUKPOOEH areHT B KOHIIGHTPAIMH, KOUTO ca OT
3HAQYCHHE 3a TEPANCBTUYHUTE MEPKHM B XyMaHHAaTa WIM BeTepUHapHaTa
MEIWIIMHA, KOETO IpPaBU TOBA BEHIECTBO HECPEKTUBHO OT TEpareBTUYHA
IJIeTHA TOYKA;

»AHTHMHKPOOEH areHT* O3HauaBa AaHTHOAKTEPHAIHO, AHTHUBUPYCHO,
MPOTHBOTBOMYHO, AHTEIMUHTUK WM AHTHUIIPOTO30MHO CPEICTBO, KOETO €
BEILIECTBO C €CTECTBEH, IMOJYCHMHTETUYEH WJIU CHUHTETUYEH IPOU3XOJl, KOETO
IpU  KOHIEHTpAIMK in Vivo YOHWBa WIM BB3IPEMATCTBA pacTeka Ha
MHUKPOOPTaHU3MU Ype3 B3aUMOJICHCTBHUE C KOHKPETHA LIETT;

»[IPUI00OUTAa AHTUMHUKPOOHA PE3UCTEHTHOCT® O3HayaBa HEMNPUCHINA U
HpI/I[[O6I/ITa HOBa PE3UCTCHTHOCT, KOATO IMMO3BOJIIBA HA JaJICH MUKPOOPraHu3bM
Ja olelee WIM Ja C€ pa3MHOXKaBa B IPUCHCTBHETO HA AHTUMHUKPOOHO
CpCACTBO B KOHLCHTpPALMKU, IIO-BHUCOKH OT TCE3U, KOUTO I/IHXI/I6I/IpaT JANBU
[aMOBE OT CHIIUS BHI;

»IIPUCHIA AHTUMHMKPOOHA PE3HCTEHTHOCT® O3HAauaBa BCHUYKH IPUCHIIU
CBOWCTBA Ha JaJeH MHUKPOOEH BHJ, KOUTO OrpaHMyaBaT JAEHCTBHETO Ha
AHTUMHKPOOHH areHTH, KaTo 10 TO3M HAUYMH MY MO3BOJISIBAT Ja OLENEe U J1a ce
pasMHOXaBa B MPUCHCTBUETO HA AaHTUMHUKPOOHU areHTH NMpPHU KOHLEHTpAIHH,
KOUTO ca OT 3HAuYeHUE 3a TEXHHUTE BUJOBE TEpaleBTHYHA YIOTpeoa.
IIpucemure cBOMCTBA Ha MUKPOOPraHU3MHUTE CE CUMTAT 3a HEBB3MOXKHO 1a
ObJaT MpenajieHd W MOraT Ja BKJIKOYBAT CTPYKTYPHH XapaKTEPUCTUKU KaTo
JIMIICa Ha MUILIEHHU Ha JIEKApCTBOTO, HEMPOMYCKIMBOCT Ha KJIEThYHH OOBUBKH,
aKTUBHOCT Ha MHOTOTEpPANEBTUYHU €QIIYKCHU MOMIM WIA aKTUBHOCT Ha
METa0OJUTHU €H3UMH. ['eHBT 32 aHTUMHUKPOOHA PE3UCTEHTHOCT CE€ CUMTA 3a
IIPUCBHIL, AKO C€ HaMHpa BBPXYy XpOMO30Ma IIpU JMICaTa Ha IOJBUKEH
TCHETUYEH E€JIEMEHT U € HAJIMYEH IIPU NIOBEYETO JUBU IIAMOBE OT ChIIUA BUL;

»AMalla 3HAYeHHe AHTHMHUKPOOHA JelHOCT® O3HauaBa aHTUMHUKpOOHATa
JEHHOCT, MPUYMHEHA OT UMAIM 3HaYeHHEe aHTUMHUKPOOHH CPE/ICTBA;

»AMAIM 3HAYeHHe AHTUMHKPOOHHM CpeacTrBa® oO3Ha4yaBa BCHYKHU
AaHTUMHUKPOOHH CpPEACTBa, KOUTO Ca BXKHU 3a TEpaleBTHYHATA yrmoTpeda mpu
YOBEKa HMIIM JKUBOTHHMTE, KAKTO Ca ONHCAHH B MOCJICIHUTE TEKCTOBE, HATHIHHU
KBbM MOMEHTA Ha II0JaBaHe Ha JIOCUETO:
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iii)

Vi)

vii)

— B CIIUCHK, pHeT cbriaacHo Permament (EC) 2021/1760 va Komucusra® s
cboTBeTcTBUE C wieH 37, maparpad 5 ot Permament (EC) 2019/6 na

Esporneiickus napiaamMeHT 1 Ha ChBeTa’, nim

— or CBeroBHaTa 3/paBHa opraHH:;am/I;I8 B CHUCBLUTE HA KPUTUYHO
BOKHUTEC AHTUMHKPOOHH CpEACTBA, MHOTO BaXXHUTE AHTUMHKPOOHU
CpE/CTBa U BaXXHUTE aHTUMUKPOOHH CPEJICTBA 32 XyMaHHAaTa MEIMUIINHA;

(29) ,.,Bupoua“ o3HauaBa KaTeropusi HHPEKIIMO3HN areHTH, ChCTOSIIHN C€ OT MAJIKO
komyectBo PHK, kosito He e cBbp3ana ¢ 6entok. PHK He onpenens koga Ha
OENTHINUTE U HE Ce TPAHCIUPA; TSI Ce BB3MPOU3BEXKIA UpPE3 PEIUIMKALIMS Upe3
€H3MMUTE Ha KJIETKAaTa TOCTOIPUEMHUK;

(30) ,,mporHo3Ha MIBTHOCT B OKOJIHATA cpeaa‘ o3HayaBa KOHCEPBATHMBHA OlLICHKA
Ha IUIBTHOCTTAa Ha TIOIIyjJalusaTa Ha MHKpPOOpraHM3Ma B II04YBATa WU
MOBBPXHOCTHUTE BOAM NpU MpuUjaraHe B CHOTBETCTBUE C YCJIOBUATA Ha
ynorpeba, HallpaBeHa Bb3 OCHOBA Ha MaKCHUMallHaTa HOpMa Ha IpWIaraHe u
MakKCUMaJgHHUs Opod MPUIOKEHHUS TOJIUIIHO HAa MPOAYKTa 3a pPacTUTEIIHA
3aIuTa, ChIbpIKAIl MUKPOOPraHU3Ma.

Nudopmanudara ot perieH3upaHa HaydHa JTUTEpaTypa, KaKToO € MPEeIBUIECHO B TOYKA
1.4 oT BBBEIEHUETO, CE€ NPENOCTaBI Ha CHOTBETHOTO TAKCOHOMHUYHO HHMBO Ha
MUKpoOpranusma (Hamp. Imam, Bufa, pona). [IpemoctaBs ce oOsicHeHHE 3alllo
n30paHOTO TAaKCOHOMHYHO HHBO C€ CYHMTa 3a MOIXOAAIIO 33 pPas3TIeKTAHOTO
M3HUCKBaHE 32 JIaHHU.

Jlpyry HaTMYHU U3TOYHUITM Ha HHPOPMAIHS, KaTO HAaIPUMEP MEIUIMHCKH JTOKJIA N,
CBIIIO MOTAT Ja ObJIaT MPEIOCTABEHH U MPEJCTABEHU KaTO PE3IOME.

Korato € ymecTHO WM U3PUYHO I[IOCOYEHO B W3UCKBAHUATA 3a JaHHU, 3a
HACTOSIIaTa 4acT C€ M3II0JI3BaT HACOKUTE 3a M3IUTBAHUS, OIKMCAHU B 4acT A, cliel
KaTo OBbJAaT aJalTHPAaHU MO TaKbB HAYMH, Y€ J1a Ca MOIXOJAIIN 32 XUMHUYECKUTE
cbenHeHus1, HanuuHu B MPCA, KakTo € mpou3Be/ieH.

Korato ce mpaBAT wW3NUTBaHMs, CE€ TPENOCTaBI TMOJAPOOHO  OMHUCAHUE
(cmeuudukamnys) Ha W3MOJ3BaHUS MaTepual M HETOBUTE OHEYHCTBAHHS B
CHOTBETCTBUE C Touka 1.4. AKO wH3cCienBaHHATA Ca HM3BBPIIEHU C J1aOOPATOPHO
MPOU3BEICHU MHMKPOOPraHM3MHM WJIM B IWIOTHA CHUCTEMA 3a IIPOU3BOJICTBO,
u3cleABaHMsATa ce MOBTapsT, kato ce usnonssa MPCA, kakTo e npous3BeieH, OCBEH
KOrarTo MOXE Ja Ce€ JOKa)Xe, Y€ M3MOJI3BAHUAT MaTepual 3a HU3BbPIIBAHE Ha
W3MATBAaHUATA B OCHOBATa CH € CBIIMAT KaTO M3MOJ3BAHUS 3a IEJIUTE Ha
W3IMTBAHETO U OLICHKATA.

AKO aKTMBHOTO BEHIECTBO € TE€HETHMYHO MOJIU(DHUIIMPAaH MHUKPOOPTAaHU3BM, CE
MPeIOCTaBsl KOMUE OT OlleHKaTa Ha JaHHUTE OTHOCHO OIIEHKaTa Ha PUCKa, KaKTO €
nocoueHo B wieH 48 ot Permament (EC) Ne 1107/2009.

Henerupan pernmament (EC) 2021/1760 na Komucusta ot 26 mait 2021 r. 3a gombiHeHne Ha Permament
(EC) 2019/6 na EBpormeiickust napmamenT u Ha ChbBeTa MMOCPEICTBOM YCTAHOBSIBAHE HAa KPUTEPHH 32
OTIpEeNIEIITHETO Ha aHTUMHUKPOOHHU CPeNICTBa, KOUTO TPsOBa Ja OBIAT 3aIMa3eHH 3a JICYCHUETO Ha HIKOU
nHbpekn npu xopata (OB L 353, 6.10.2021 ., cTp. 1).

Pernament (EC) 2019/6 na EBponeiickust mapinament n Ha CoBera ot 11 nexemBpu 2018 r. 0THOCHO
BETEpHHApHHUTE JIEKAPCTBEHU NMPOAYKTH M 3a oTMsiHa Ha [Jupextua 2001/82/EO (OB L 4, 7.1.2019 .,
ctp. 43).

https://www.who.int/publications/i/item/9789241515528.
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viii)

OneHkata Ha MAaTOr€HHOCTTa M HWH(MEKIMO3HOCTTa HAa MHUKPOOPTaHU3MHTE Ce
OCHOBaBa Ha MOAXOJl, OCHOBAaH Ha 3HAYMMOCTTa Ha JI0OKa3aTeJicTBaTa, KaTo Ce UMa
MIPe/IBU]I, Ye:

— M3IUTBAHUATA BBPXY JKMBOTHH MOXE HEBUHAruM Ja ca IOAXOAAIM 3a
eKCTpamoyials 3a Xopa IOpaad pas3jiMuusg MEXKAY Xopara W OIMTHUTE
KUBOTHHU (Hamp. UMyHHA CUCTEMa, METareHOM), U

—  MHUKPOOPraHW3MHUTE MOTraT Ja UMaT TeCEeH CIEKThP OT TOCTONPHEMHUIIH, B
pe3yaTaT Ha KOSTO HeBHHATM MOJXKE Jla CE MPHeMeE, Y€ MUKPOOPTaHU3bM, KOHTO
HE TpUYHMHSBA 3a00JIIBaHE TPU H3MUTBAHUTE JKUBOTHHU, I WMa ChHIUSL
pe3yJiTat npu xopara 1 00paTHO.

HH(bOpMaL[I/ISITa 3a MUKpOOpraHusmMa € AoCTaTrbdHa, 3a Ja IIO3BOJIM Jia C€ HallpaBU
OIICHKA Ha pHCKa, CBbpP3aH C aHTI/IMI/IKpO6HaTa PE3UCTCHTHOCT.

HO mpeaoCTaBAHETO HA METOAM C JOKa3aHa JOCTOBCPHOCT 3a M3IIMTBAHE HA KOXXHA U
pecrupaTropHa CCHCI/I6I/IJII/1321HI/I$I, IIpUuiruHCeHa OT MHKPOOpPraHuiMu, BCHYKU
MHUKPOOPraHHU3MH CC€ CUUTAT 3a NOTCHIHUAJIHU CCHCI/I6I/IJ'II/I38.TOpI/I.
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1.1.

1.2

1.3.

NIAEHTUYHOCT HA 3ASIBUTEJISA, WAEHTUYHOCT HA AKTUBHOTO BEIIECTBO M
HNH®OPMANNUA 3A TPOU3BOACTBOTO

3agaBuTe

Hpel[CTaBHT CC HAUMCHOBAHHUCTO U aApCCHhT HA 3adBUTCIIA, KAKTO W HMC, aJpccC,
Teﬂe(bOHeH HOMEPp U aAp€C HaA CJIICKTPOHHATA I10IIa Ha JIMIE 3a KOHTAKT.

IIpousBoauTen
IIpencrass ce caenHaTa HHGOPMALHSL:
a)  HME U aJipec Ha IPOU3BOJUTENS HA aKTUBHOTO BEIIECTBO;

6) HME U aJIp€C Ha BCAKO IIPOU3BOJACTBCHO IMMPCAIIPHUATUE, B KOCTO CC IIPOU3BEKIA
HJIK 1€ CC MPOU3BCIKIAa AKTUBHOTO BCUICCTBO,

B) 3BEHO 3a KOHTAaKT (3a MpEANOYHTAaHE IIEHTPAJIHO 3BEHO 3a KOHTAaKT),
BKITIOYUTEITHO UME, TeJIe(OHEH HOMEP U a/IpeC Ha eIEKTPOHHA MOIIA.

Koraro cien ogo6psiBaHeTo Ha MUKPOOPraHU3Ma HACTHIIAT MPOMEHH 10 OTHOILICHHUE
Ha ajgpeca WM Opos Ha NMPOU3BOJMTENINTE, M3UCKBaHAaTa MHGOpMANUs ce I0J]aBa
HaHOBO.

I/IHeHTI/I‘lHOCT, TAKCOHOMUA U (])m]oreﬂesa Ha MUKpoOOpraHuima

IIpenocraBenara wuH(OpMaLUs TMO3BOJSIBA €JHO3HAYHA MJAEGHTHU(QUKALUA U
XapaKkTepu3upaHe Ha MUKPOOpraHU3Ma.

1)  KbM MOMeHTa Ha nojaBaHe Ha JJOCHETO, MHUKPOOPraHU3MbBT Ce€ JENo3upa B
MEXIYHapOAHO IpHU3HaTa OaHKa 32 MUKPOOPTraHW3MM M KJIETBYHHM KYITYpPH.
ITogaBaT ce naHHM 3a KOHTAKT C KOJIEKLUATA 3a KyJITYpU U HOMEPA 3a JOCTHII.

i) B®3 ocHOBa Ha Hali-akTyajHaTa HaydYHa WH()OPMAIHS MHKPOOPTaHH3MBT CE€
OmnpeAessl Karo HEIBYCMHUCIIEHO NPUHAIJIEKAI] KbM OIPEAEIEH BHUI U CE
yKa3Ba HAMMEHOBAaHUETO HA HUBO II[aM, BKJIIOYUTEIHO C JAPYyro o003HAYCHHE,
KOETO MOXeE Jla € OT 3HAYEeHHEe 3a MUKPOOpraHu3Ma (Hamp. HUBO Ha HU30JaTH,
ako TOBa MMa OTHOIIEHHE KbM BHpycuTe). [locouBar ce HEroBOTO HAay4YHO
HaUMEHOBAaHME M TAaKCOHOMHYHA Tpyna. ToBa BKIIOYBA TpPaJULIMOHHATA
TakcoHOMHMsI Ha JIuHeW (KpajcTBo, THI, KJac, pell, CEMENCTBO, POJ, BUA U
[aM), KakTo U YCTAaHOBEHU (PUIIOTEHETHYHU TaKCOHHM 0€3 paHT Cpejl paHTOBETe
Ha JluHeld u nOpyro HAaMMEHOBAaHME, CBBP3aHO C MHUKpPOOpPraHu3Ma (Harp.
CEpOTHII, MaTOJIOTUYHA PA3HOBUAHOCT, OMOBAp).

ii1) IlocoyBaT ce BCHYKM W3BECTHHM CHHOHUMHH, QITEPHATHBHH, MOJMEHEHH
HaMEHOBaHMA. AKO 10 BpeMe Ha pa3paboTKara ca W3IMOJI3BaHU 3aKOJUPAaHU
HaMMEHOBAHMUSI, T€ CHIIO CE€ MOCOYBAT.

iv) IlpemocraBs ce (GUIOTEHETHMYHO ABPBO, BKIIOYUTEITHO W MHUKPOOPTAaHU3MA.
MamabsT Ha (UIOTEHETMYHOTO ABPBO C€ MOAOMpa Taka, 4Ye Ja BKIIOYBA
MMalInTe 3HAa4YeHUE IaMOBE M BHJOBE (HAmMp. MPH HM3MOJI3BaHE HA MOAXO0a
read-across MeXJy CBBP3aHH [IaMOBE WJIM BHJIOBE 3a HW3MBJIHCHHE Ha
W3UCKBaHMATA 3a JAaHHU). [logMeHeHUTe HaMMEHOBAHWS Ha BKIIOYEHU
MI/IKpOOpFaHI/ISMI/I NN TAKCOHOMHWYHU prrII/I Morart aa 6T)JIaT IIOCOYCHU BHB
(UIOTEHETUYHOTO IHPBO.

v) IlocouBa ce gaiM MUKPOOPraHU3MBT € TUB THUI, MYTaHT (CIIOHTaHEH WJIU
MHAYLMPaH) UM TeHETHYHO MOAU(PHUIMpPaH. AKO MUKPOOPTaHU3MBT € MYyTaHT
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1.4.

1.4.1.

1.4.2.

1.4.2.1.

1.4.2.2.

1.4.2.3.

wim ¢ Own MoauduIMpaH, ce€ TOCOYBAT BCHYKH W3BECTHH PAa3IIUKH B
CBOWCTBaTa, BKIIOYMTEIHO TEHETHMYHH PA3IMKH, MEXIy MOAUDUIIUPAHUSL
MHUKPOOPTaHU3bM M POJMUTEICKHS JuB Imam. [locouBa ce TEXHHKATa,
W3MOJI3BaHa 332 MOU(UKALIUATA.

Crnenudukanuss Ha MHUKPOOHHSI areHT 3a 0Oop0a ¢ BpeauTeMTe, KAKTO €
npou3BeeH

debp:)fcaﬂue HA aKkmueHomo eeujecmeo

MUHUMAJIHOTO ¥ MaKCUMAJIHOTO ChAbpXkKaHHe Ha MUKpoopranusma B MPCA, kakrto
€ MPOU3BEJIEeH, ce NOJy4yaBa OT aHalIM3a Ha NET MPEeICTaBUTEIHM MapTUAU, KaKTo €
nmocoueHo B Touka 1.4.3, u ce noknaasa. CbAbpKAHUETO CE€ M3pPa3siBa B MOIXOAIIA
MHUKPOOHA €IMHMIIA, KOSATO OTpa3sBa Hall-TOYHO ACHCTBUETO 32 PACTUTENIHA 3alUTAa,
Karo Hampumep Opoil akTHBHM €IMHULM, OOpa3yBally KOJIOHWS EIMHUIM WU
MEXJIYHApOAHU €IMHUIM Ha 00eM WM TErJI0 WIM IO JAPYr HAauyWH, KOWTO € OT
3HAUEHHE 3a OLICHKaTa Ha pUcKa 3a MUKpoopranusma. [IpenocraBs ce 000CHOBKaA 3a
3HaYMMOCTTa Ha MUKpPOOHATa €IUMHMIIA, U3M0JI3BaHa B KOHTEKCTA HA M3MUTBAHUATA,
KouTo TpsiOBa npa ce mposenar. Ta3u eauHuna TpsAOBa Ja € U3IMOJI3BaHA
[IOCJIEIOBATEIHO B IPEJOCTAaBEHUTE M3CIEABAHUSA W JMUTEpaTypHH AaHHU. [lpu
MIPEIOCTaBsIHE Ha JIUTEPaTypHU JaHHU C Pa3JIMYHU EOUHUIM Cce Ipejyiara
IIPEU3YHUCIICHUE B U3IOJI3BAHUTE AUHULIY.

AKO ce yTOYHSBa, Y€ MOHE eauH OT Meradonutute, Hamuuaun B MPCA, kakTo ¢
MPOU3BEJICH, € YacT OT JICUCTBUETO 3a pacTUTEIHA 3alluTa, ChAbPKAHUETO Ha TE€3U
MEeTa0OJIUTH C€ MTOCOUBA, KAKTO € MPEIBUICHO B YacT A, Touka 1.9.

Hoenmuunocm u xonuuecmeeno onpe()eJmHe Ha 6066167{141’716, umauwjume 3Ha4eHue
samvpciasauiu MUKPOOPSARUSMU U UMAWUME 3HAYEeHUEe OHEYUCMBARUA

Jlanaute 3a J00AaBKUTE, HMAIIKUTE 3HAYCHHE 3aMbpPCSBAIId MHKPOOPTaHM3MH,
MMAaNINTe 3HAYCHUE OHEYHCTBAHUS M META0OJIWTHUTE C BH3MOXKEH PHUCK, HAJTWYHU B
MPCA, kxakTo € mpou3BeAEH, ce Mojy4daBaT IUPEKTHO OT aHalIW3a Ha TMeTTe
MPEACTaBUTETHHU MAPTU/IU, KaKTO € TOCOUeHO B Touka 1.4.3, u ce ToKJaBar.

M aeHTHYHOCT M KOJIMYECTBEHO OIIPCACIISIHC Ha I[O68.BKI/IT6

[TocoyBaT ce MAEHTUYHOCTTA, MUHUMAIHOTO U MaKCUMAaJIHOTO chibpxkaHue B g/kg
Ha Bcska 1o0aBka B MPCA, kakTo € mpou3BesieH.

I/II[CHTI/I‘IHOCT u CbAbpPKaHUEC Ha HUMaNiuTe 3HA4YCHUEC 3aMbpCABaIln
MHKPOOpPTaHNU3MU

ITocouBa ce HACHTUYHOCTTAa U MAKCUMAJTHOTO CBHABPIKAHUEC HAa MMAIIUTC 3HAUCHUC
3aMbpCiABallli MUKPOOPraHU3MH B MPCA, KakTO € TMPOU3BCACH, H3PA3CHU B
noaxogdia €AuHuIa.

W aeHTHYHOCT M KOJIMYECTBEHO OIPCACIIIHC HAa UMAIIIUTC 3HAYCHUEC OHCUYNCTBAHUA

I/I)IGHTI/I‘IHOCTTa U MAaKCUMAJIHOTO CBABPKAHUEC Ha XHMHUYHHUTE OHCUYUCTBAHUA,
HaJIM4YHU B MPCA, KaKTO € IPOU3BCIACH, KOUTO MMAT 3HAYCHUC TTOpaJqu HCKCIIaHU
TOKCHKOJIOTHYHH, C€KOTOKCHKOJIOTMYHH WM CKOJIOTMYHH CBOfICTBa, C€ OTUHUTAT B
g/kg, BKJIIOUMTEIIHO M META0OJIUTUTE C BB3MOXKEH PUCK, TPOU3IBCIACHU OT
MHUKpOOpTraHu3Ma, KaTO HAIIPUMEP OHCUYUCTBAHUSA B ITPOU3BOACTBECHATA MMapTHUAA.
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1.4.3.

1.5.

1.5.1.

Ananumuyen npogun Ha napmuoume

AHanuzupar ce Hall-MajKo IET MPEACTaBUTEIHU MapTUIU OT CKOPOIIHO U TEKYILO
IIPOM3BOJICTBO Ha MUKPOOpPraHu3Ma. BbpXy BCHUKHM IpeAcTaBUTENHU MapTHIU UMa
orOens3aHa jJara OT IOCICIHUTE HET TOAMHU Ha IPOM3BOACTBO. YTOUHSBAT ce
JaTUTE Ha IPOU3BOJCTBO HA IPEJCTABUTEIHUTE MAPTUIN U Pa3MEPBT Ha ApTUAUTE.

Korato axkTMBHOTO BELIECTBO C€ MPOU3BEXKAA B PAIMUYHU IIPOU3BOJICTBEHHU
IpeanpusaTys, THGOopMaLUATa, U3UCKBAHA I10 Ta3u TOYKA, CE MIPEIOCTaBs 3a BCSIKO OT
HNPEANPUATUATA TTOOTAEIHO.

Korarto mnpemocraBenata wuWHQOpManusi ce OTHacs 1O THJIOTHA CHUCTEMa Ha
MIPOU3BOJICTBEHO MPEANPUATHE, TS C€ MPEIOCTaBs OTHOBO, KOTaTO OKOHYATEIHO CE
YCTQHOBSIT METOJUTE M TPOICIYyPUTE 32 IMPOHM3BOJCTBO B IPOMHUILICHH YCIOBUSI.
Koraro ca HaimuuyHu, ce MPEACTaBIT JaHHU 3a MPOW3BOJICTBOTO B MPOMHIIICHH
ycinoBus nipeau onoopenuero cerimacHo Permament (EO) Ne 1107/2009. Koraro He
ca HaJIMYHU JIaHHU 32 MPOU3BOJICTBOTO B MPOMUIILICHU YCIOBHUS, C€ TPEIOCTaBS
000CHOBKa.

HNudopmanus 3a mpomeca Ha NPOU3BOACTBO H MEPKHTEe 3a KOHTPOJ Ha
AKTHBHOTO BEIIECTBO

KOHmpOJZ Ha npouaeodcmeamo u Kkawecmeomo

3a BCHMYKM €Tanmy Ha IMPOU3BOACTBEHHUS INPOLEC Ce MpenocTaBs HHpopMmalnus 3a
HauYMHA Ha MPOMUIIJICHO NPOHM3BOJCTBO HAa MHKpoopraHu3ma. Tasm wmHbopmarms
BKJIFOYBA CbOTBETHUTE ONKMCAHKS HA:

— W3XOJHU MaTepHalI;
— CTepUJIM3aIUs Ha CPeIUTE 3a KyJITUBHpaHE (HAIp. aBTOKJIAB),

— I'bPBOHAYAIHO PABHMILE HA MHOKYJIyMa 3a cpejara 3a KyJATUBUpaHE (HaIp.
Opoii Ha KOHUIMNU/E CyXa cpefia 3a KYJITHBUPAHE),

—  ycloBHA 3a KyiITypute W cpenara (Hamp. pH, Temmeparypa, akTHBHOCT Ha
Bojata (aw)),

— (a3a Ha KpuBaTa Ha pacTeX U €Tal Ha pacTeX Ha MUKPOOPraHM3Ma IO BpeMe
Ha IPOU3BOACTBEHHUSI IIPOLIEC,

— CHhOTHOILIEHUE BEr€TallMOHHU KIIETKU/(€H/10)CTIOpH,

—  mporec Ha epMeHTaIus,

—  MPEeYMCTBAHE U KJIEThYHA JIeXUapaTalius,

—  Jpyr¥ TEXHUYECKH MapaMeTpu (Hamp. IPOTOKOJH 3a LIEHTpOopyrupaxe).

[TocouBa ce BUIBT Ha MPOU3BOJCTBEHUS NpolleC (HAIp. HENPEKbCHAT UM NapTUJIEH
mpotiec).

OCI/Iprlea CC TIOCTOAHCH KOHTPOJ BBPXY KAUCCTBOTO Ha IPOU3BOJACTBCHHA
MCTOI[/HpOL[CC U TOpoAyKTa MU CC MNpCACTABAT KPUTCPUU 3a OCUTYPSABAHC Ha
Ka4deCTBOTO. HO-CHGHI/IaJ'IHO Ha6J'IIO)IaBa C€ BB3MOKHOTO BB3HHKBAHC Ha CIIOHTaAHHH
IMPOMCHH B XaPAKTCPUCTHUKUTC HAa MUKPOOPraHU3Ma. ITocouBa ce Kbae B mnmpomneca ce
npujarat CTbIIKUTC 3a OCUTYPsSIBAHC HAa KaduCCTBOTO M CC€ OIIMCBA KaK CC€ B3€MaAT
HpO6I/ITe 3a IIPOBCPKA 3a OCUTYPABAHC HAa KaUYCCTBOTO.

IlocouBatr ce m ce ommcBar TEXHUKUTEC, U3IMOJ3BAHH 3a OCUTYPSABAHC HAa CIUHCH
MNPpOAYKT, U MCTOAUTEC 3a U3CJICABAHC 3da HCTOBOTO CTAHAAPTU3UPAHEC, MMOAAPBXKKA U
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1.5.2.

1.5.3.

YHUCTOTA, 3a Ja C€ IPENOTBPATH HAIUYMETO HA MMAILWTE 3HAYEHUE 3aMbpCABAILH
MUKPOOPraHW3MM M HUMalmuTe 3HaueHue oHeuncTtBaHus B MPCA, kakto e
IIPOU3BEIEH.

[IpenocraBs ce uHopMarys 3a eBeHTyalHaTa 3aryda Ha aKTUBHOCT Ha U3XOIHUTE
KYITYypU 3aeHO CbC CBOTBETHUTE METOJU 3a HEHHOTO oOleHsBaHe. AKO €
1eJIeChOOpa3HO, OMMCBA CE€ BCEKH METO[, YHMSTO 1LIeJ € J1a Ce MPeJoTBpaTu 3arybara
Ha e(pUKACHOCT Ha MUKPOOPraHMU3Ma M0 OTHOUICHHE Ha MPULIETHHUS OPTaHUu3bM.

Ilpenopvusanu memoou u npeonasHu MepKu 6b8 6pwv3ka ¢ OopaseHemo,
CHXPAHABAHEMO U MPAHCNOPMA UL NPU NOAHCAD.

B cwotBerctBue ¢ uneH 31 or Permament (EO) Ne 1907/2006° 3a MPCA, kaxto e
MIPOU3BEICH, CE MPeNOCTaBs HH()OPMAITMOHEH JIKCT 32 0€30I1aCHOCT.

IIpoyedypu 3a ynuwodrcasane unu obezsapazseane

Omnucear ce meroauTe 3a O0e3omacHo ooe3Bpexkaane Ha MPCA, kakTo € mpou3BecH,
WJTU, KOTaTo € He0OXOAMMO, 3a JIa CE€ HAPaBU MUKPOOPTaHU3MBT HEKUZHECTIOCOOCH
npeau ooe3BpexaaneTo Ha MPCA, kakTo € mpousBe/eH, (Harp. XUMAYHH METOIN
WIM C aBTOKJIAB) M METOJU 3a O0E3BpPEKIaHE HA 3aMbPCEHU OINMAKOBKH U JIPYTH
MaTepHaJIH.

[IpenocraBs ce mHpOpPMAIUs, KOITO IMO3BOJISIBA JIa CE YCTAaHOBU €(DEKTHUBHOCTTA W
0€30MMacHOCTTa HA TE3U METOMH.

Pernmament (EO) Ne 1907/2006 na EBpomeiickus mapiameHnT u Ha CobBera oT 18 mekemBpm 2006 T.
OTHOCHO PETHCTpAIHsTa, OIEHKATa, pa3pemaBaHeTo W orpaHnuaBaHeto Ha xuMukamu (REACH), 3a
cb3naBaHe Ha EBporeiicka areHuus mo XMMHKaid, 3a u3MeHeHue Ha [lupektuBa 1999/45/EO wu 3a
ormsaHa Ha Permament (EMO) Ne 793/93 na CwBeta u Permament (EO) Ne 1488/94 na Komucusra,
kakTo M Ha [lupekrusa 76/769/EVO na CwBeta u aupektusu 91/155/EMO, 93/67/ENO, 93/105/EO u
2000/21/EO na Komucusita (OB L 396, 30.12.2006 r., cTp. 1).
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2.
2.1.

2.1.1.

2.1.2.

2.1.3.

2.2,

BHOJIOr'MYHU CBOMCTBA HA MUKPOOPIAHU3MA
IIpousxoa, nosiBa ¥ HCTOPHUS HA U3M0JI3BAHETO
1Ipou3xo0 u usmouHux Ha uzonupaue

ITocouBat ce reorpa)cKOTO MECTOIOJIOKEHHE U KOMIIOHEHTUTE Ha OKOJIHATa cCpefa
(mamp. cyOcTpar, OpraHu3MH TOCTONPHEMHHMIIM), OT KOUTO € H30JIMpaH
MUKpOOpranu3MbT. ChoOIIaBa ce METOIBT 3a U30JIMPaHE U MpoleypaTa Ha Moa0op
Ha MUKPOOpPraHU3Ma.

Ilossa
OmucBa ce kKakBo € reorpad)cKOTo pa3npeaesieHne Ha MUKpOOpraHru3ma.

OnmcBar ce KOMIIOHEHTHUTE Ha OKOJHATa Cpela, B KOUTO MHUKPOOPTaHU3MBT CE
mpeArnojara, 4e Bedye ce cpema (Hamp. IModvBa, Boja, pusocdepa, duiochepa,
TOCTONPUEMHHUK).

Koraro e nenecro0pa3Ho, ce ONMUCBAT XPAHUTEIHU WK (PypaXkHU CTOKH, B KOMTO C€
IIpeaIoiara, 4¢ MUKpOOPraHU3MbT BEUE Ce Cpella.

Wudopmanusara, mnocoyeHa B HacTosmlaTa TOYKa, C€ TMpeJocTaBs Ha Hai-
MOIXOJAUIOTO HAll-BUCOKO TAKCOHOMMYHO HHMBO (HAIIp. IIaM, BHUJ, POJ) U HU300pBHT
Ha MOAXO/AIIOTO Hali-BUCOKO TAKCOHOMUYHO HUBO € 0OOCHOBABA.

Hcmopwl HA U3noJjaszearemo

[TocoyBar ce mpuMepu 3a MpeJWIIHA W HACTOSIIA HM3BECTHAa yrmoTrpeba Ha
MHUKpOOpranu3Ma (Hamp. 3a HayYHH H3CJICABAHMSA, THPrOBCKa yrmoTpeda, ynorpeoda,
Ha KOSTO € HalpaBeHa OLIEHKAa 3a INpernopbyuBaHe Ha CTaTyc MO KBainupuuupana
npesymnuus 3a 6esomacHoct!'®). Onmcanuero BKIIOYBA yrmoTpeba 3a pacTHTEIHA
3alMTa M JIpYyrd NpUMEpH 3a ynoTpeda (Hampumep ymorpeda HW/WiM OLEHKa B
CHOTBETCTBUE C JPYIM 3aKOHOJATETHU YypenOu, OWOJOTMYHO BBH3CTAHOBSBAHE,
yrnoTpeda B XpaHH U Gpypaxku).

Nudopmanusra, mocoyeHa B HaCcToOfAIlIaTa TOYKA, C€ TNPENOCTaBs Ha Hai-
MOAXOIAIIOTO HA-BUCOKO TAKCOHOMUYHO HHMBO (HAmp. 1am, Bui, poa). M300psT Ha
MOIXOJIUIOTO HAl-BUCOKO TAKCOHOMHYHO HUBO C€ 0OOCHOBABA.

ExoJyorns u ;kM3HeH HUKbJI HA MHKPOOpraHuimMa

Onwucsa(T) ce U3BECTHUAT(UTE) KUZHEH (M) IUKBJI(JIM) HA MUKPOOPTraHU3Ma, HETOBUS
HauMH Ha >XHMBOT (Hamp. NapasuTeH, canpoduTeH, eHAO(QUTEH, MAaTOTeHEeH) U
Heroparta(uTe) ekosoruyHa(u) Huma(u), 3aeH0 ¢ BCUYKU (POpMHU, KOUTO MOTaT Jia ce
MOSIBAT, U BUIBT HA PA3MHOKaBAHETO.

3a Oaktepuodarute ce TpeaocTaBs HUHPOpMaALMs, aKO € TMPUIOKKUMO, 3a
JTU30T€HHUTE ¥ TUTHYHUTE CBOWCTBA.

3a rpOMuUkM M OakTepuH ce MpeaocTaBs HHGOpMalUs, aKo € MPUIIOKUMO, 3a
CJIEAHOTO:

- BBHIIIHUA YCJIOBHS 3a (pa3ure Ha TOKOH, WH(pOpMaIus 3a yCTOMYMBOCTTA Ha
CIIOpU Cpelly HeONarompusiTHU YCJIOBUS Ha OKOJIHATa cpela, BpeMmMe 3a
OlIeJISIBaHE Ha CIIOPUTE U YCIOBUSA 3a KbIIHAEMOCTTA, U/UIIN

10

https://www.efsa.europa.eu/en/topics/topic/qualified-presumption-safety-qps.
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2.3.

24.

2.5.

2.6.

— oOpasyBaHe Ha OHOGUIIM.

MexaHu3bM Ha [JelicTBMe BBPXY HNPHLEJHUS OPraHW3bM M CHEKTBP OT
rocTonpHeMHUIH

[IpenocraBs ce 1sIara HATMYHA HHPOPMAITUS 32 MEXaHU3MUTE Ha JEHCTBHUE CpeIy
MPUIICTHUSA(TE) OPTaHU3BM(H).

IIpy maroreHeH WM Mapa3sUTEH MEXaHU3bM Ha JCHCTBUE BBPXY IPHULEITHUI
OpraHu3bM ce IpefocTaBs MH(pOpMalMs 332 MACTOTO Ha MH(EKIMITa U HaYMHA HA
MOCTBIIBAHE B TPHUIETHHUS OpPraHu3bM, HH(EKIHO3HAaTa J03a M CTAAUUTE Ha
BB3IIPUEMYMBOCT HA NPULEIHUS OpraHu3bM. OT4YUTaT Cce€ pe3ylaTaTUTe OT
€KCIICPUMEHTAIIHUTE U3CIICIBAHMUSL.

[Ipu MexaHu3bM Ha JIEHCTBUE, B OCHOBATa HA KOWTO € METa0OJIUT C Bb3MOXKEH PHUCK,
MPOM3BEICH OT OIEHSBAaHUS MHUKPOOPTaHM3bM U WACHTU(DUIMPAH CBIIIACHO
M3HMCKBaHUATA Ha Touka 2.8, ce mpenoctass MH(GOpMalKa OT peleH3upaHa Hay4dHa
IuTepaTypa Wiu JIPYyr HaJeKJACH M3TOYHUK 32 BEPOSTHUS MEXaHU3bM Ha JICHCTBUE
Ha MeTa0oIuTa C BB3MOXKEH PHUCK M 3a BB3MOXHHS IBT HA EKCIO3ULUSA Ha
MIPUIIEITHUS OPraHU3bM Ha METa00JINTa C Bb3MOXKEH PUCK.

Bcuuku uzBecTHH OpraHu3mMu roCTolpueMHHUIIM Ha MUKPOOpraHmnima cc I/136p05IBaT
Ha CHOTBECTHOTO TAKCOHOMHYHO HHBO. HpeI[OCTaBﬂ CC€ HaJIM4YHa I/IH(bOpMaIII/Iﬂ 3a
BCpoATHATA IINIBTHOCT HA OpPraHu3MHUTC TOCTOIIpUCMHHIM B IIOAKPCIIA HaA
IOKa3aHusATa 3a €CTCCTBCHATA I104BAa HA MUKPOOPraHUu3MHU.

HN3uckBaHus 3a pacrex

OnmcBar ce ycnoBusATa, HEOOXOAWMH 3a pacTeX M Pa3MpOCTpaHEHHE Ha
MUKPOOpraHu3Ma (Harp. TOCTONPHEMHUK, XPAaHUTEIIHU BeliecTBa, pH, ocMoTHueH
MOTEHIMAJ, BIAXHOCT). JIoKIaBa ce MUHUMaJIHATa, ONTHMAaIHATAa U MaKCHMaJlHATa
TeMmIeparypa, HeoOXoIuMa 3a pacTexa U pa3npocTpaneHuero. JlokiaaBa ce BpeMeTo
3a TeHepHUpaHe Npu OJArONPUSATHU YCIOBHUS HA PACTEX.

NHpeKuno3HOCT HA IPULIETHUA OPraHU3bM

B cnyyaii ye B croTBeTCTBHE € TOUKa 2.3 e(ca) onucaH(1) MaToreHeH(Hu) HauuH(1)
Ha JIHCTBHE BHPXY MPHIETHHUS OpPraHU3bM, C€ I1OCOYBAT U OMMUCBAT (aKTOPUTE HA
BUPYJEHTHOCT M (aKO € MPHIOKHUMO) (PaKkTOpUTE Ha OKOJIHATA Cpela, KOUTO TH
3acqaraT. OTynTaT Cc€ PE3yATaTUTe OT BCHYKH CBOTBETHH EKCIEPUMEHTAIHU
u3cneABaHus W/MIM JaHHW/MH(pOpMalus OT ChIIECTBYBAllaTa JHUTEpaTypa Ha
CBHOTBETHOTO TAKCOHOMUYHO HUBO.

Bpb3ka ¢ M3BeCTHH NAaTOreHM 3a 4Y0BeKA M € NATOTeHU 32 HeNpPHULEJTHH
OPraHu3MH

Koraro MHUKPOOPTaHU3MBT € TACHO CBHBpP3aH C H3BCCTHU IIATOICHU 3a YOBCKa,
JKUBOTHHUTC, KYJITYPUTC WK APYTrd HCIIPUTICTITHA BUIOBEC, 3aABUTCIIAT:

- I/I36pO$IBa IIaTOr€HUTEC U BUJa HA U3BCCTHUTE 60.]'IGCTI/I, KOWTO Ca MPUYUHCHH,

- OMHCBa W3BECTHUTE (AKTOpH HA BUPYICHTHOCT, MPHUHAJICKAIIN KbM
MMaTOrCHUTE,

— ONKCBAa U3BECTHUTE (DAKTOpPM HA BUPYJIEHTHOCT, MPHHAJIEKAINA KbM
MHUKpPOOPTraHnu3Ma, KOUTO € aKkTUBHOTO BEIIECTBO,

- OIIMCBa (I)I/IHOFCHCTI/I‘-IHaTa BpPBb3Ka MCKAY MHUKPOOPraHu3Ma H PA3MO3HATHUTC
CBBbpP3aHU C HETO IMaTOT'CHHU,
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2.7.

2.8.

2.9.

- OIMKMCBa HAa4YMHa MWW CpCACTBATa 3a pasrpaHu4aBaHC Ha AKTHUBHUA
MHUKPOOPTaHU3BbM OT NATOIMCHHUTC BUIOBC.

I'eHeTn4yHa yCcTOWYMBOCT U GAKTOPHU, KOUTO U BJIHSSIT

Korato MHKpPOOpPraHu3sMbT € HEBHUPYJICHTEH BapUaHT Ha IIATOICHEH pacTUTEJICH
BUPYC, C€ JOKJIaJBa BEPOSTHOCTTA OT BBH30OHOBSIBAHE HAa BUPYJIEHTHOCTTA upe3
MyTalys cjie] MpuiIarane npy MpeyioKeHUTEe YCIOBHS Ha yHoTpeda, BKIOYUTEIHO
uHpopMalusa 32 MEpKUTE, KOUTO Morar Ja ObJaT MpealpueTd 3a HaMalsgBaHe Ha
BEPOSITHOCTTA OT TaKaBa MosiBa U €PEeKTUBHOCTTA HAa TE€3U MEPKHU.

Nudopmanus 3a MeTad0JIUTHTE C Bb3MOKEH PUCK

3a$IBI/ITeJ'I$IT Ha6eJISI3Ba 158 1/136p0;113a II0 Ta3u TOYKa MeTa6OJII/ITI/IT€ C BB3MOXCH pI/ICK,
MPOM3BEJICHH OT MHUKPOOpPraHM3Ma, BKIIFOUHTEIIHO 0000mIeHHe Ha MH(pOpMAaIUsTa,
nogazeHa mo tTouku 5.5.1, 8.8.1, 6.1, 7.2.1 u 7.2.2, u3non3zsana 3a HaOeaI3BaHE UIIU
M3KJIFOYBaHE Ha METAOOJMTH KaTO METa0OJIMTH C BB3MOXKEH PHCK, OCBEH KOraTo
MHKPOOPraHUu3MbT € BUPYC.

Metabonuture ¢ BB3MOXKEH PUCK Morar jaa ObAar HabOensi3aHW Bb3 OCHOBAa Ha
HayYHAaTa JIMTEepaTypa Wi Ha HaOJIr0IeHNE Ha TOKCUYHOCTTA, EKOTOKCHYHOCTTA FITH
AHTUMHKPOOHATa aKTUBHOCT B HM3CJICJIBAHUS, NMPOBEXKIAHN C MUKPOOpPraHU3Ma WIH
TACHO CBBp3aHu ¢ Hero miamoBe. CuuMra ce, Y€ OTChCTBUETO Ha TIeH(H),
HeoOXoauM(HM) 32 TIPOU3BOACTBOTO Ha Halems3aHus(Te) MeTaboaUT(M) C BH3MOKEH
PHCK, JOKa3aHO Ype3 H3IMOJI3BAHETO Ha IOAXOSIIIM TeHOMHYHU METOAM (Hamp.
[[EJIOTCHOMHO CEKBEHUPAHE), COYM 3a OTCHCTBUETO HA TaKaBa OINACHOCT 3a
TO3H(TE31) METAOOTUT(H).

lsanara nHanmuyaa wuHpopMmalus (Hamp. Hay4dyHa JHUTepaTypa, EKCIEpPUMEHTATHH
W3CJIE/IBAHMS) OTHOCHO META0OJIMTUTE U CBBP3aHUTE C TAX HAOENsI3aHU OMACHOCTH
(Hamp. TOKCHKOJIOTHYHO XapaKTepU3MpaHE) W KOraro € IelechboOpasHO —
eKCIIO3MITUATa HAa MEeTabouTa, Ce MojaBa MO ChOTBETHHUTE TOYKHU (T.€. TOUKHU 5.5,
6.1, 6.2 u 7.2, ako € OT 3HaUYE€HHE 3a 3/IpABETO HA YOBEKA U HA KUBOTHHUTE, U TOUKU
7.2 u 8.8 — aKko € OT 3HauUeHue 3a HEMPULIETHUTE OPIraHU3MHU).

Hanau4ywue Ha npeaaBaiim €€ reHu 3a aHTI/IMI/IKp06Ha PE3UCTEHTHOCT

Koraro MukpoopranusmbsT € Oakrtepus, HH(OpMaluATa 3a PE3UCTEHTHOCT KbM
CbOTBETHUTE aHTUMHKPOOHU areHTH ce JOKJaJBa Ha HMBO IllaM, KaTo ce JIOKJIajBa
nH(popMalys 3a TOBA JaJIU T'€HUTE 3a aHTUMHUKPOOHA PE3UCTEHTHOCT ca MpUI00UTH,
crocoOHM Ja ce mnpenaBar W ¢yHkuuoHanmHu. IlpenoctaBenara uHdopmarus e
JOCTaThb4HA 33 M3BBPIIBAHE HAa OLIEHKA Ha PUCKOBETE 3a 3/pABETO Ha YOBEKa U Ha
KUBOTHHUTE, IBJDKALIM CE HA EBEHTYaJHO IPENaBaHE Ha CHOTBETHUTE I'EHU 3a
AHTUMHKPOOHA pPEe3UCTEHTHOCT.
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3.2

3.3.

34.

3.5.

JIOIIbJIHUTEJIHA UHOOPMALIUS
DYyHKUIUA ¥ TPUIleJIeH OPTaHU3bBM
buonornunarta QyHKIHS ce onpeens KaTo:
— KOHTPOJI Ha OaKTepHH,

— KOHTpPOJI Ha I'bOH,

— KOHTPOJI Ha BUPYCH,

- KOHTPOJI Ha HACEKOMH,

— KOHTPOJI Ha aKapH,

- KOHTPOJI Ha MEKOTEJIH,

— KOHTPOJI Ha HEMaTOIH,

- KOHTPOJI Ha PACTCHHUS,

— npyro (yTouHere).
IIpexBuaena odaact Ha ynorpeda

[TocouBa(T) ce HacTosAMIOTO(MTE) M TPEIIOKEeHOTO(UTe) mosie(Ta) Ha ymorpeba Ha
MPOAYKTA 3a PACTHTEIIHA 3alllMTa, ChIbP)Kalll MUKPOOPTraHU3Ma, KaTo ce M30upa oT
CIIEAHOTO:

— yHOTpe6 a4 Ha IO0JCTO, HalpuMEep B 3CMCACIUCTO, TI'PaauHAPCTBOTO,
JICCOBBACTBOTO M JIO3apCTBOTO,

—  3aIIUTEHH KyATYpH (HAmp. B KyATHBAMOHHU CHOPBKECHUS),
— HeoOpabOTBaHU TUIOIIH,

—  JIMYHY T'PaJIuHH,

—  JIOMAaIllHU pacTeHUs,

— XpaHu/Qypa’ku Ha CbXpaHEHHe,

— 00paboTKa Ha CEMeHa,

— apyro (yrouHere).

3ammTeHu WM 00padOTBAHU NPOAYKTH MU KYJATYPH

IIpenocraBs ce moapoOHa WHGpOpMalMs 3a ChIIECTBYBaIlaTa M MpeABHXKAAHATA
ynotpe0a 1Mo OTHOUIEHHE Ha 3alUTEHUTE KYIATYpPH, TPYNU KYIATYpH, PaCTEHUS WU
pacTUTEIHU NPOLYKTH.

Nudopmanuss OTHOCHO €BEHTYAJIHOTO PpPa3BUTHE HAa PE3UCTEHTHOCT Yy
NnpuleTHusI(UTe) OPraHu3bM(m)

[Ipencrass ce HanmmuHata wWHGOPMAIUS OT pEICH3MpaHa HAaydHa JUTEpaTypa WiIN
JpyT HaJIeXKICH U3TOUYHUK Ha HH(OpMAaIHs 32 Bb3MOXKHATA TOSIBA HA PE3UCTEHTHOCT
WU KPbCTOCAHA PE3UCTEHTHOCT Yy TpulenHus(ute) opranusbpm(u). Kbpmerto e
BB3MOXKHO, CE€ ONMKUCBAT NOJXOAAIIMNTE CTPATETUN HA YIIPABIICHHE.

daHHu ot JIMTEpaTypara

[IpenocraBs ce pe3toMe Ha CHUCTEMAaTUYHUS MpEryie]l Ha peleH3upaHaTa HaydHa
JUTepaTypa, U3M0JI3BaHa 3a IPEIOCTaBsIHE Ha TAaHHUTE, U3UCKBAHU ChITIacHO 4acT b,
BKJIFOUMTETHO TIOCOYBAaHE Ha M3MON3BaHUTE Oubmuorpadcku 0a3u NaHHU, KPUTESPUH
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3a OOCHKa Ha OTHOCHMOCTTAa W HAACKIHOCTTAa BBB BpPbh3Ka C H3UCKBAHHATA 34
AAHHUTC U CTPATCTUUTC 34 TBPCCHE U JP.

B PE3IOMETO CC H36p0${BaT I1030BaBaHUATA, U3IIOJI3BAaHHU 34 CbCTABAHCTO HA AOCUCTO,
1 3a KOU TOYKH CC OTHACAT CbOTBCTHHUTC ITIO30BaBaHU.
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4.1.

AHAJIUTUYHU METOIA
BbBenenne

AHAIMTHYHUTE METOM C€ M3MOJI3BAT B KOHTEKCTA Ha aHAJIM3a Ha ChOTBETCTBHETO HA
IMPOU3BOJACTBCHUTC naprTuau C AOTroOBOpCHATa CHGI_II/I(i)I/IKaI_II/ISI, KoraTro [
nesecboopasHo (pasaen 1), 1 Ha TEHEPUPAHETO Ha JIAHHM 33 OLIEHKATa Ha PUCKa IO
OTHOIICHHE Ha TOKCHUKOJIOTHSTa TPH XOpara WM EKOTOKCHKOJIOTHSTA.
AHAIIMTUYHUTE METOAM CBIIO Taka Mie ObJaT B MOJKpENa Ha eTaluTe Clel
0JI00pEHHETO, HampuMmep 3a HaOJIOJICHHE Ha OCTaThbUHUTE BEUIECTBA BBPXY
Kyntypute (paszen 6), ako € npruiokumo. [laBa ce 00OCHOBKa 3a W3IOJI3BAHHUTE
METO/IH.

[IpencraBs ce onucanue Ha METOAMTE, KATO C€ BKJIIOYBA MOApoOHA HHpOpMAIIHS 3a
U3II0JI3BAHOTO 00Opy/BaHe, MaTepuaiu U ycinoBus. OTpassBa ce IpUIOKUMOCTTA Ha
BCEKH MEXAYHAPOIHO MPU3HAT METO/.

3a aHAIUTHYHUTE XMMHYHU METOJM, M3MOJI3BAHU 3a aHAJIW3 Ha MUMAIUTE 3HAaYeHUE
OHCUMCTBAHUS, METAOOJIUTH C BB3MOXKCH PUCK M A00aBKuTe, BKItoueHu B MPCA,
KaKTO € IMPOW3BEACH, C¢ M3WCKBAT W JaHHHW 3a CHEIU(PUIHOCTTA, JIMHEHHOCTTA,
TOYHOCTTA U MOBTOPSEMOCTTA, KAKTO € TOCOUYEHO B ToukH 4.1 1 4.2 ot yact A.

[To nckane Ha AbpKaBaTa WICHKA JOKJIAIUUK CE MPEIOCTaBS CIEAHOTO:
1)  mpobu or MPCA, kakTo e npou3Be/cH;

il) aKo € TeXHWYCCKU BH3MOXKHO, AaHAIIMTUYHUTE CTAHIAPTH HA METAOOIUTUTE C
BB3MOKEH PHUCK M Ha BCUYKH JPYTH CbCTaBKHU, BKIIOYCHU B OMPEICICHUETO 3a
OCTaThYHO BEIIECTBO (aKO TakaBa mpo0a HE ce MPEJOCTaBs, C€ IMPEICTaBs
000CHOBKA);

ill) ako MMa HaJIWYHH, NMPOOM HAa ETAJIOHHHM BEIIECTBA 32 MMAIUTE 3HAUCHHE
OHEYMCTBAHMUSL.

Metoau 3a anaan3 Ha MPCA, kakTo e npou3sBejieH
OrnucBar ce MOoCOYEHUTE MO-A0Ty METOAM, Mpejlaraily JaHHU 33 BaJIUUPaHE:

a)  METOJM 3a WACHTH(HIMpPAHE HA MUKPOOPTaHW3Ma, U3UCKBAHU B CHOTBETCTBHE
c Touka 1.3, moaToYkM 1i) W 1V), BKIIOYHTEIHO HAN-TIOJXOISIINTE
MOJICKYJISIPHA aHATUTUYHU WU (DEHOTHITHH METOJM, OCHOBAaHU Ha YHHKAIHH
TeHOTUITHU Wi (EHOTUITHH MapKepH 3a pasrpaHruaBaHe Ha Iiama OT APYTU
IamMoBe, MPHHAUICKAIN KbM CBHITUS BUI, ¢ WHGOPMAIIUS 33 IOJIXOISAIINTE
MpOLEAYPH U KPUTEPHH 3a M3MUTBAHUS, W3IMOJI3BaHH 3a HJICHTU(DUIIUpPaHE
(Hamp. Mmopdosnorus, OMOXUMHUSL, CEPOJIOTHS U MOJIEKYJISIpHA UACHTU(DUKALINS);

06) MeroaM 3a XapakTepu3MpaHe Ha MMKPOOPraHM3Ma, BKJIIOUUTENHO Hai-
MOAXOJAUINTE MOJIEKYJIIPHU AHAJUTHUYHA METOAM WM (PEHOTUITHU METOMM,
KaKTO Ce M3HMCKBa B pasfel 2, ¢ uHpopManus 3a MOAXOSAIUTE MPOLEAYPU U
KpUTEpUM 3a M3NUTBAHUS, W3MOJI3BaHM 3a WAEHTU(UUUpaHe (Hamp.
MopdoJorusi, OMOXUMHUS, CEPOJIOTHS U MOJIEKYJIIpHA UICHTU(UKAIHU);

B)  METOJAM 3a IpeJoCTaBsHE Ha MHQOpMaIMs 3a Bb3MOXHATa M3MEHYHMBOCT Ha
3amaca OT TOCEBKM/aKTUBHHUS MUKPOOPIaHHW3bM M HEroBaTa CHOCOOHOCT Ja
ObJe chXpaHsSBaH (BKJIIOYMTENHO 3aryda Ha aKTUBHOCT M HeWHaTa OIIEHKa),
KaKTO C€ U3UCKBa B pa3zen 1;
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4.2.

1)

)

METOJIM 3a pasrpaHMyaBaHe Ha CIOHTAHEH WIM HMHAYLIUpaH MYTaHT Ha
MHUKPOOpPraHu3Ma OT POJUTEICKHS [UB INAM, HAmp. BKIIOYHUTEIHO HaM-
MOAXOJAUINTE MOJEKYISAPHU aHAIUTUYHU METOJM, KAaKTO C€ H3UCKBa B
paznen 1;

METOJIM 33 YCTAHOBSIBAHE HAa YHMCTOTAaTa Ha 3amaca OT IOCEBKH, OT KOHMTO Ce
MPOM3BEXKIAT MAPTHANUTE, U METOAM 3a KOHTPOJ HA Ta3u YUCTOTA, HAIIp.
BKJIFOUMTEITHO HAN-ITOAXOISIINTE MOJICKYJIIPHU aHATMTUYHA METOJIU, KaKTO Ce
M3HUCKBa B pazzen 1;

METOAM 3a ONpeAeissHE Ha ChAbPKAHUETO HAa MHUKPOOpPraHuW3Ma B
MIPOU3BOJICTBEHATA MMAPTHUA U METOJHU 32 OTKpUBAHE M M30pOsBaHEe HA MMAIU
3Ha4eHUE 3aMbPCABAIM MUKPOOPIaHU3MHU, KaKTO C€ U3UCKBa B pa3zen 1, 3a na
ce  Jaxe  BBb3MOXKHOCT 32 IIpOBEPKA HAa  CHOTBETCTBUETO  Ha
MaTepuaja/mapTuiaTa ¢ MaKCHUMaJHMs Ipar Ha MMalus 3Ha4YeHue
3aMbpCsBalll MUKPOOPIaHU3bM;

MCTOAH 3a OIPCACIIHC HAa HMMallld 3HAYCHHUC OHCYHMCTBAHM, META0OIUTH C
BB3MOXKCH PUCK H IIO6aBKI/I, KOoraro TC€ HNpUCHCTBAT B IIPOU3BOJACTBCHUA
MaTCpHrall, KaKTO CC U3UCKBA B pa3acil 1.

MeToau 3a onpeaecjasine Ha IJMIbTHOCTTA HA MUKPOOPraHusMa U KOJUYECTBCHO
onpeaecjJassHe HA OCTATHYHHUTE BelIeCTBA

Omnucaar ce MCTOAUTEC, U3IIOJI3BAHU 3a OMPCACIIAHC U USMCPBAHC HaA!

IUTBTHOCTTa HA MHUKPOOPraHU3MHUTE, KOraTo € IIeJeChOOpa3HO, KaKTO Ce
M3UCKBa B Touku 5.3, 5.4, 6.1 u 7.1.4 u B paznen 8§,

OCTAaThYHHUTE BECINECTBA OT META0OJUTH C BB3MOXKEH PHCK, KOraro e
1enecr00pa3Ho, KakKTo ce M3MCKBA B TOUKH 2.8, 5.5 u 8.8 u pazuen 6;

BbPXY W/WIN B KYyITypUTE, XpaHWUTEe, (QypakuTe, >KUBOTMHCKUTE M YOBELIKUTE
TEJIECHU ThKaHU U TEYHOCTU U B CbOTBETHUTE KOMIIOHEHTH Ha OKOJIHATA CpeJia.

Koraro e nenecbo6pa3Ho, ce onucBaT METOAUTE 32 MOHUTOPHHT CJell OJ00OPEHUETO.
JIOKOJIKOTO € W3IBJIHUMO, METOJIUTE CIlel OJOOpEHHEeTO ca BB3MOXKHO HaM-
OTPOCTEHH, CBBP3aHU Ca C Bb3MOXKHO HAl-HUCKHU Pa3XOJY U 3a MPUJIAraHETO UM Ce
M3HUCKBA OOIIOIOCTHITHO 000PY/IBaHE.
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ITOCJIEAUILIM 3A 3IPABETO HA YOBEKA

BbBenenne

i)

iii)

[IpenocraBenara undopmanus, 3aeaHO ¢ HHPOpMaIUATa, MPEJOCTaBEHA 3a
[IOHE €UH MPOAYKT 32 PacTUTEJIHA 3allUTa, ChABPXKAL] MUKPOOpraHU3Ma, €
J0CTaThUHA 32 U3BBPIIBAHE HA OLIEHKA HAa PUCKOBETE 3a 3[PaBETO Ha Xopara u
KUBOTHHUTE (T.€. BHUJIOBETE, KOMUTO OOMKHOBEHO C€ XPaHAT M OTIVICKAAT OT
X0pa, UM KUBOTHH, OTTJICKIaHH 32 MPOU3BOACTBO HA XPaHH):

a) IOpAKO W/WIM KOCBEHO CBBpP3aHHM C OOpaBEHETO C MPOAYKTH 3a
pacTuTenHa 3aluTa, ChAbPIKALIM MUKPOOPIaHU3Ma, U C yHoTpebara um;

0)  cBbBp3aHU ¢ OOPABEHETO C TPETUPAHU IPOAYKTH; U

B) IMOJIY4YCHH OT OCTaTbYHH BCHICCTBA HIJIM OHCYMCTBAHUA, OCTAaHAIU B
XpaHaTa 1 BoJaTa.

OcBeH TOBa npeaocraBeHara I/IH(I)OpMaI_II/IH € J0CTaTbh4Ha 3a CICAHOTO:

- BB3MOXKHOCT Jla CE€ B3eME pCIICHHE Al MUKPOOPTaHU3MBT Ja Oble
0JI00peH, UK HE,

— MOCOYBAHE HA MOAXOMISIIN YCIOBUS WIH OTPAHHYCHUS, C KOUTO Ja ObJe
00BBp3aHO 0JJ00pPEHHUETO,

—  YTOYHsBaHE Ha (POPMYJIUPOBKHU HA TEKCT OTHOCHO PUCK M OE30IMACHOCT C
IIeJT Ola3BaHE Ha 3JIpaBETO Ha YOBEKA, )KUBOTHUTE M OKOJHATa Cpeia,
KOUTO Ja ObJaT OTOENsI3aHM Ha ONIaKOBKaTa (KOHTEHHEPUTE),

— orpezelNisiHe Ha ChOTBETHU MEPKH 32 OKa3BaHE Ha MI'bPBa IMOMOIIl, KaKTO U
Ha TMOAXOSIIM JUArHOCTUYHU W TEPANeBTUYHU MEPKH, KOUTO J1a Ce
cra3Bar mpu UHGEKIHsS WU APYro HeOIArompusITHO BB3JCHCTBHE MPHU
YOBEKa.

OTuuTaT ce BCHMYKH BHUJOBE HEOIAroNpHUSATHO BB3JCHCTBHE, YCTAHOBEHO IO
BpeMe Ha TmpoyuyBaHusTa. Moxe Ja € HEoOXOJMMO Ja Ce€ HampaBsT |
MPOYYBaHUSA, 32 J1a OBbJAEe OTKPUT BEPOSTHUAT MEXaHH3bM Ha BB3ACHCTBUETO,
KaKTO U 3a J1a C€ OLIEHU 3HAaYMMOCTTa My.

3a BCHYKM H3CIIEJBaHMA CE€ OTYMTA JAECHCTBUTEIHO JIOCTUTHATaTa Jj03a Ha
MHUKPOOPTaHW3MHUTE WM Ha MeTa0oJHWTa C BB3MOXKEH PHCK B CHOTBETHHU
enunui Ha kg tenecHo Terno (Hamp. CFU/kg) wnm B ApyrH ChOTBETHH
enununu. [lpencrass ce o60ocHOBKa 3a M30paHaTa eAMHUILIA.

Hannynara nHdopManus 3a MACHTUYHOCTTA M OMOJIOTMYHHUTE CBOMCTBA Ha
MUKpooprannsma (pazzenu 1 u 2), KakTo W 3ApaBHUTE M MEAUIMHCKHUTE
JOKJIaqi MoraT Ja ca JOCTaTbYHM 3a OLEHKa Ha NOTEHUIuana 3a
MH()EKIMO3HOCT U NMaTOTeHHOCT Ha MUKPOOpPraHU3Ma.

Moxe ga ca HCOGXOI[I/IMI/I OIIC MU3CJICABAHUSA, 3a Ja CC 3aBbPIIM OLCHKATA Ha
BLSﬂeﬁCTBHeTO BBpPXY 3ApaBE€TO Ha YOBEKA, KAaTO KaKbB € BUIABT Ha TE3H
AOIBJIHUTCIIHU HU3CJIICABAHUSA CC€ PpCllaBa BB3 OCHOBA Ha HWHAUBUAYAJICH
moaAXOo0Jd, OCHOBAH Ha CKCIICPTHO PCHICHUE, B 3aBUCUMOCT OT HNPEAO0CTaBEHATA
HaJIn4yHa I/IH(I)OpMaI_II/IH, Io-CIICHMaJIHO II0 OTHOIICHHUC Ha OMOJIOTUUHHTE
CBOICTBa Ha MHKpOOpTraHu3ma. 210 MMPUEMAHCTO Ha CICHUAaIHU HACOKH Ha
MCKIAYHAPOAHO HUBO, U3MUCKBAHATA I/IH(i)OpMaI_[I/IH ciacaBa Ja C€ M3roTB:A, KaTo
CC M3M0JI3BAT CHIICCTBYBAIIUTE HACOKHU 3a U3BHPIIBAHEC HA U3TTUTBAHUS.
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5.1.
5.1.1.

5.1.2.

5.1.3.

vi) M3BbpmIBar ce MOMBIHUTEIHU M3CIeABaHUA (BXK. TOUKa 5.4), ako HaJIW4YHATA
uHpopmanusa (BX. Touka 5.2) WIM M3MNMTBAHUATA MO TOYKa 5.3 M3UCKBAT
JOMBIHUTETHO MPOYYBAHE WM Ca MOKa3ald HEeONarompusTHO BB3JCHCTBHE
BBPXY 3IpaBeTo. BUabT Ha M3CieqBaHETO, KOETO TpsAOBa Ja ce HM3BBPIIH,
3aBHCH OT HaOJII0AaBaHOTO Bb3/ICHUCTBUE.

MeauuMHCKH JaHHU
Tepaneemuynu mepKu u MepKu 3a NbpP8a NOMOU,

OnucBar ce TEpaneBTUYHUTE PEXKUMU U MEPKUTE 3a I'bpBa MOMOII, KOUTO C€
npujlaraT I[pU IONIBIIAHE, BAWIIBAHE WM 3aMbpPCSIBAHE HAa OUYMUTE U KOXKaTa.
[IpenocraBs ce HanmuyHaTa HHPOPMAIUS Bb3 OCHOBA HA MPAKTUYCCKHs OTUT WA Ha
TEOPETUYHHU [TO3HAHHUS.

KbieTo e BBb3MOkKHO U Oe3 fa ce 3acara uned 10 or Jlupektusa 98/24/EO!, ce
TIPEOCTABAT TIPAKTHYECKH TAaHHU M MHGOPMALMS OT 3HAYEHHE 33 PA3NO3HABAHETO
Ha CUMIITOMUTEC Ha I/IH(beKHI/Iﬂ " IIaTOI€HHOCT, KaKTO U JaHHHU 3a e(beKTI/IBHOCTTa Ha
TepaneBTHYHATE MEPKH.

3a MUKpPOOPIaHW3MH, C M3KIIOYEHHE Ha BUPYCH, c€ H30posSBaT aHTUMHUKPOOHU
areHTH, TMpH KOUTO MMa e(eKTHBHOCT cpelly Mukpoopranusma. [lpu
uAeHTUGUIIPaHe HAa METa0OMUT(M) ¢ BB3MOXKEH PHUCK, KaKTO CE M3MCKBA B TOYKA
2.8, ce oruMta e(PEKTUBHOCTTA HA M3BECTHUTE AHTAarOHUCTU Ha TO3HU(TE3N)
MeTabonut(n).

Meouyuncko nabnooenue

[IpeacraBsaT ce HAMMYHUTE TOKJIAIU 3a MPOTpaMUTE 3a HAOJIOICHUE Ha 3JPAaBETO Ha
pabotHoTO MscTo. Te3u mokiIaaM Morar Ja ce OTHAcAT 10 ljama, Ha KOHTO ce
M3BBPIIBA OLIEHKATAa, /10 TSCHO CBBbP3aHU IIAMOBE WJIM JI0 META0OJMTH C Bb3MOXXEH
PHUCK U ca IOJKpeneHu ¢ uHopmarys 3a IiaHa Ha Iporpamara, 3a U3MOJI3BaHeTO Ha
MOAXOAIINTE 3alUTHU MEPKH, BKIIOUMTETHO JMYHM TPEANa3Hu CpeACTBa, 3a
€KCITO3UIUATAa Ha MUKPOOPTaHU3Ma U Ha METa0OJIUTHTE C BH3MOXKEH puck. KoraTto
ca HaJWYHHU, Te3W JOKJIAAW BKIIOUBAT JaHHU 3a BB3JEUCTBHETO BBPXY JIHIATA,
W3NIOKEHW Ha BB3JCHCTBHETO HA MHUKPOOPTaHM3Ma WJIM Ha METa0OJUTHTE C
BB3MOXXEH PHUCK B TMPOU3BOJICTBEHHUTE MPEANPUITHS WJIM CJeJ TMpUIaraHeTo Ha
MHUKpPOOpTaHu3Ma (Hamp. CEJCKOCTOMAHCKM PAa0OTHUIM WJIM HAyYHU DPAOOTHHIIN).
Korato ca HamuyHm, Te3M JAOKJIagM oOXBamar ChHIIO Taka JaHHU 3a
CEeHCHOMIM3aIUATa W/UIIK allepTUYHHU PeaKInu.

[Ipn HeOnaronmpusTHO BB3JEHCTBUE ce€ OOpbIla BHMMAHME Ha TOBa Jald
BB3IPUEMUYMBOCTTa Ha JIMIETO MOXK€ Ja € Oujia TMOBIUSHA OT HIKaKBU
IpeApas3noiaraliy 3a TOBA CHCTOSHUS — HAIpPHUMEpP ChIIECTBYBAIla NPEId TOBA
6oecT, MEAMKaMEHT, KOMIPOMETUPAH UMYHUTET, OPEMEHHOCT WJIM KbpMEHE.

Hnghopmayus 3a cencubunuzayus u arepeuyHocm

Hpe,Z[OCTaBHT CC HAJIMWYHUTEC OT PCUHCH3UPAHA HyGHI/IKyBaHa HaydHa JIMTCpaTypa
AOKJIaaAn 3a MUKPOOpPraHru3sMa WM 3a TSACHO CBBP3aHU YJICHOBC HAa TAKCOHOMHUYHATA
rpymna, KakTo U 3a CCHCI/I6I/IJII/I38.I_[I/ISIT3 npu xopa. Hopann JIUIICaTa Ha IHNOAXOIAIN
METO/J 3a OIICHKa Ha CeHCI/I6I/IJ'II/ISI/IpaHII/IH MMOTCHIMa]l Ha MUKPOOPraHUu3MUTE, TC CC

Hupextusa 98/24/EO nHa CobBera ot 7 ampuin 1998 r. 3a onasBaHe Ha 371paBeTo W 0€30MAaCHOCTTA Ha

pa60THI/IHI/ITC OT PHUCKOBC, CBBpP3aHU C XUMHWYHHU Aarc¢HTU Ha pa6OTHOTO MACTO (‘ICTI/IpI/IHaﬂeCCTa

crelraiHa AUPEKTHBA 10 CMUCHIA Ha dieH 16, maparpad 1 ot Jupextusa 89/391/EMO) (OB L 131,
5.5.1998 r.,, ctp. 11).
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5.14.

5.2.

5.3.
5.3.1.

CUMTAT 3a TOTCHIIMAIHA CEHCHOMIN3aTOPH, TOKATO HE OBbJEe MPOBEACHO BATHIUPAHO
W3MHUTBAHE U CE JIOKAXE CBEHTyaJIHATa JIUIICA HA CEHCHOWIM3UpAI MOTEHIHAT 3a
BCEKH OTJICJICH CITyJail.

Ipexu nabarooenus

[IpenocTtaBsaT ce HANIMYHHUTE OT pELEH3MpaHa MyOJMKyBaHAa HaydHa JIUTEparypa
JOKJIa¥ 32 MUKPOOpPraHU3Ma MJIM 32 TSCHO CBbP3aHM WICHOBE Ha TAKCOHOMHUYHATa
rpyna 4 3a CBbP3aHU C KIMHUYHHM Cly4yal Ha WH(QEKIHH MPH XopaTa 3aeJHO C
JOKJIaA OTHOCHO MpPEIIPUETH U3CIEABAHMUS 3a IIOCIEABAILO HAOJOJICHUE.
JlokilaguTe BKIJIIOUBAT OINKCAaHUWE HA €CTECTBOTO M PABHHUIIETO Ha EKCIIO3UIUSATA,
HaO0JIt0/IaBaHUTE KIMHUYHU CHMIITOMH, TPUIOKEHUTE MEPKH 3a IbpPBA MOMOI H
TeparneBTUYHUTE MEPKH, KAKTO U HAIPAaBEHUTE U3MEPBAHUS U HAOJIIOICHUS.

[Ipu HeOmarompusATHO BB3ICHCTBUE ce€ O0OpbIla BHUMAHME HA TOBa Jalik
BB3IIPUEMUYMBOCTTa Ha JIMIETO MOK€ Ja € Ouia IMOBIUsAHA OT HIKaKBU
IpeApas3noiaraiy 3a TOBA CbCTOSHUS — HAIPUMEpP ChIIECTBYBAlla MpPEeIud TOBa
6oJiecT, MEAMKAMEHT, KOMIPOMETUPAH UMYHUTET, OPEMEHHOCT WJIH KbpPMEHE.

OneHka Ha TOTEHHNHAJHATA HWH(PEKIHMO3HOCT M  NATOFeHHOCT  Ha
MHKPOOPraHnu3Ma 3a xopaTta

N3cnenpanusTa 3a onpeelissHe HAa MOTSHIMATHATA WHPEKIMO3HOCT W MaTOTCHHOCT
Ha MHKPOOPTaHHM3Ma C€ M3BBPIIBAT, KAKTO € MocoueHo B Touku 5.3.1 u 5.4, ocBeH
KOTaTO 3asiBUTENIAT JI0OKa3Ba upe3 MpujlaraHe Ha MOJXOJl, OCHOBAH HAa 3HAYMMOCTTA
Ha J0Ka3aTeJICTBaTa, Y€ HE MOXKE Jla ce OYaKBa TakoBa Bb3jciicTBue. Ilogxonmsrt,
OCHOBAaH Ha 3HAYMMOCTTAa Ha JOKa3aTejCcTBaTa, MOXE Ja Ce OCHOBaBa Ha
nHpopManuaTa, mpeaocTaBeHa cbrimacHo touku 2.1, 2.3, 2.4, 2.6 u 5.1, u/wim na
ObJIe MOJIYYCH OT IPYTH HAJACKIHU U3TOUHUIM (HATP. KBATH(PUIIMPAHA TPE3yMITIIHS
3a 6e3omacroct!?). Tasu MHpOpMAIMS ce B3eMa MOoj BHUMAHHE B PE3IOMeE, 33 /1 Ce
JOKaKe JIMIcaTa Ha MH(EKIMO3HOCT M MAaTOTEHHOCT Yy XopaTa, 3a Jia ce 000CHOBE
HEIpEACTaBsSHE Ha U3CIIEIBAHUATA, U3UCKBAaHU B ToukH 5.3.1 u 5.4.

H3caenpanus 3a l/lH(l)eKIIH03HOCT H MATOr€HHOCT HA MUKPOOPraHuismMa
HH(peKL!MOS’HOCWl U namocerHHocn

OcBeH Korato 3asBUTENSAT MOXE Ja JOKaxe JuIca Ha HWH(EKIHO3HOCT W
MaTOreHHOCT Bbh3 OCHOBA HA MOJIX0/a, OCHOBAH Ha 3HAYMMOCTTA Ha JI0Ka3aTeJICTBaTa,
KAaKTO € IOCOYEHO B TOUKa 5.2, ce MPeAoCTaBAT U3CIeABaHMs, TaHHU U HHPOpMaIus,
KOHUTO C€ IoJjlaraT Ha OllcHKa, KaKTO ce M3uckBa oT Touku 5.3.1.1—5.3.1.3. Te ca
JIOCTaThUYHU 3a OMNpEJeNsiHE Ha BB3JCUCTBHETO OT €JHOKpaTHA EKCIIO3WIMS Ha
JNEHUCTBUETO HAa MHMKPOOPTaHM3Ma, M MO-CIEHHMAHO, 3a Ja C€ YCTAaHOBAT WIIU
rmocoyar:

- I/IH(I)GKI_II/IO?»HOCTTa 1 MaTOICHHOCTTAa HAa MUKPOOPIraHU3Ma,

- Pa3BUTUETO BbBB BpPEMETO W XaAPAKTCPUCTHUKUTE HaA BLSJICP'ICTBHGTO C
HU3YCPIIATCIIHO OIMMCAHUC Ha Ha6JIIO,Z[aBaHI/ITe HU3MCHCHUA (KHI/IHI/I‘-IHI/I H Ha
HOBC}IGHI/IeTO) 1 Bb3MOXHU MAKPOIIaTOJIOTMYHHW HAXOJKH IIPpU HIpEricaa CICH
HACTBIIBAHC HAa CMBbPTTA,

- CHOTBETHUTEC OIMMACHOCTHU, CBHP3aHU C PA3JIMYHUTC HAYMHU Ha CKCIIO3ULIUA, U

12

https://doi.org/10.2903/j.efsa.2021.6377.
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5.3.1.1.

5.3.1.2.

5.3.1.3.

- aHAJIM3U [IPU U3BBPILIBAHE HA U3CIIEBAHMATA, 32 ]a CE OLEHU JIMMUHUPAHETO
Ha MUKPOOPTaHU3Ma.

Axo Te3u H3CJICABaHWA CC U3BBPIIBAT, 3aABUTCIIAT!:

- ajantupa TMepuoja Ha HaOMOJIEHWE KbM OHOJIIOTUYHUTE CBOMCTBA Ha
MpUJIaraHusi MUKPOOPTaHWU3bM, MO-CICIHAIIHO MHKYOAIIMOHHOTO MYy BpeMe,
CTCTCHTa Ha CIIMMUHUPAHE W BPEMETO 3a HaOJII0/ICHHE Ha HEOJIaronpusTHOTO
BB3JCHCTBUE,

— [0 BpPEME Ha HM3CJICBAHUATA 32 MH(EKIMO3HOCT W MAaTOTEHHOCT TOH MpaBH
OIICHKa Ha CJIMMUHUPAHETO HAa MHUKPOOPraHW3Ma B OpPraHuTe, KOUTO ca OT
3HAUEHUE 33 MHKPOOHMOJOTMYHOTO HW3CIeABaHe (HAmp. YepHUs Jpoo,
ObOpernuTe, nanaka, OenuTe JpoOOBE, MO3bKa, KPBBTa M MSICTOTO Ha
IIPUIIOKEHHUE),

— B3eMa I0J] BHUMaHUE MOTEHIMATHaTa Au(epeHaiia Bb3IpUueMYnBoCT (T.€.
3HAYMMOCT Ha M30paHMsl 32 M3MUTBAHE BHUJ) CIPSIMO MUKpOOpraHuU3Ma (Harp.
Bb3 OCHOBa Ha JHMTEpaTypara), KOraTo ce MpaBH OLEHKAa Ha Pe3ylTaTUTe OT
U3CIIEABAHETO U TSXHOTO 3HAYEHHE 3a XopaTa.

Opa_nHa I/IH(1)CKI_II/103HOCT H IaTOIrCHHOCT

Oruura ce opajiHaTa I/IH(l)eKIII/IOSHOCT M IMaTOIrCHHOCT CJIe] €AHOKpaTHa CKCIIO3HUINA
Ha MUKPOOpPraHu3ma.

BT)pxy OIMUTHUTC JKWUBOTHU CC€ MH3BLPHIBA MU3CICABAHC B CBOTBETCTBUC CbC
CbOTBECTHUTC HACOKH, OCBCH KOI'aTO 3ajdBUTCIIAT MOXKC Ja JOKAXKC JIMIICA Ha OpallHa
I/IH(i)eKLII/IO?;HOCT " IIaTOIrCHHOCT BB3 OCHOBaA Ha I10AXO0Ja, OCHOBAaH Ha 3HAYMMOCTTaA
Ha J0Ka3aTcICTBaTad, KAKTO € IIOCOYCHO B TOYKa 5.2.

WuTpaTpaxeanna/maTpaHa3zaiHa HHPEKIIMO3HOCT U MATOT€HHOCT

OTtunta ce MHTpaTpaxearHaTa/MHTpaHa3alHaTa HHPEKIMO3HOCT U MAaTOTEHHOCT CIe
€IHOKpaTHa EKCIO3UIUs Ha MHKpoopranm3ma. OreHkara Ha TOBa KOW OT JBaTa
HayMHa Ha eKCIO3UIUs € HaW-MoAXOAAll 3a NpOoydYBaHE Bb3 OCHOBA Ha
OMOJIOTMYHUTE CBOMCTBA HA MUKPOOpPraHU3Ma M HaJlM4HaTa WH(OopMalusi, OnrcaHa B
ToukH 5.1 u 5.2, Moxe a ObJe MOAKPETIEHO C €KCIIEPTHO pellIeHuE.

W3BbpuiBa ce u3cieBaHe Ha ONUTHHU JKUBOTHH B CHOTBETCTBHE ChC CHOTBETHHUTE
HAaCOKHM, OCBEH KOraTo 3asBUTENAT MOXKE Ja JIOKaXe OTChCTBHE Ha
MHTpaTpaxeajlHa/MHTpaHa3alHa WHQPEKIHO3HOCT M MATOT€HHOCT Bb3 OCHOBAa Ha

nmoaxoJa, OCHOBAH Ha 3HAYMMOCTTA Ha A0Ka3aTCJICTBATa, KAKTO € ITIOCOYCHO B TOYKa
5.2.

BeHO3Ha, HHTpAINEprUTOHCAaIHA UJIN TTOAKOXKHA €AHOKpPATHA CKCIIO3ULIUS

IIpuema ce, 4e H3CIEOBAHETO C BEHO3HO, MHTPANEPUTOHEATHO WM IIOAKOKHO
IIPUJIOKEHUE CE€ CYUTa 3a BHMCOKOUYBCTBUTEIIHO H3CIIECJBAHE, IO-CIECLUAIHO 3a
paskpuBaHe Ha HH(pekunosHocT. Korato MMa HeoNpeneneHoCT, 3a OLEHKa Ha
pe3yaTaTuTe OT OPAIHO U MHTpATPaXEaTHO/MHTPAHA3aJIHO M3MUTBAHE MOXKE Ja ce
U3MO0JI3Ba HAU-JIOMHUAT Caydail — MUKPOOPraHU3bM, KOMTO 3a00MKais JepMaiHaTa
Oapuepa U BIM3a B TSJIOTO BbB BUCOKA KOHIIEHTPAIIHSL.

N360pbT Ha TOBa KOW € HAN-TIOMXOASIIUAT HAYMH HA €KCIIO3UITNS, KOUTO TpsOBa 1a
ObJie IPOyUYeH, Ce OCHOBaBa Ha OMOJIOTMYHUTE CBOWMCTBA Ha MUKPOOPTaHW3Ma U Ha
HaJMyHaTa MHQOpMaIKs, U3UCKBaHa B TOUKHU 5.1 u 5.2.
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5.3.2.

5.4.

5.5.

5.5.1.

5.5.2.

I/I3B"pr_IBa C€ H3CJICIBaHC Ha OIIMTHH KHMBOTHH B CHOTBETCTBUEC CBHC CHOTBCTHHTC
HACOKH, OCBCH KOI'aTO 3asiaBUTCIIAT MOXC Ja JOKaXC OTCbCTBHC Ha BCHO3HA,
HHTpANCpruTOHCAIHA WM IIOJAKOXXHA I/IH(i)eKHI/IOSHOCT N IIaTOIrCHHOCT BB3 OCHOBA HaA
nmoaxoJa, OCHOBAaH Ha 3HAYMMOCTTA Ha A0Ka3aTcCiICTBATa, KaKTO € IIOCOYCHO B TOYKA
5.2.

Hscneosane na knemvunu Kyaimypu

Tasu wuHpOpMamMsi Cce M3HMCKBA 3a MHKPOOPTAaHM3MHU C  BBTPEKICTHYHO
BB3MPOU3BEXKIAHE KaTO BUPYCH, BUPOUIU WM, KOTATO € IeNecho0pa3Ho, OaKTepuu
Y MPOTO30M, OCBEH KOraTo WH(OpMaIusATa, PeI0CTaBeHa B ChOTBETCTBUE C Pa3/Iein
1, 2 u 3, sicHO MOKa3Ba, Y€ ChOTBETHUSAT MUKPOOPTaHU3bM HE CE€ BBH3MPOU3BEXK/IA B
TOIJIOKPBBHHU OPTaHU3MH.

AKo Tazu I/IH(bOpMaI_[I/ISI CC H3HUCKBA, HU3CJICABAHCTO Ha KICTHbYHU KYITYypH CC
U3BBPIIBA BHPXY KYJITYPH OT YOBEUIKH KJICTKH WIA ThKAHHU KYJITYpPH OT Pa3InYHU
opranu. [logbopbT MOXKE Ja ce OCHOBaBa Ha IPEINOJIOKCHHS 3a TOBAa KOM ca
3acerHaTUTe OpraHu cjie] WHPEKTUpaHeTO. AKO HsAMAa HaJHIIEe YOBEIIKUA KICThYHU
KyITYpU WIM TBKaHHU KYyJITYpU OT KOHKPETHHM OpraHd, Morar Ja ce€ M3I0I3BaT
KICThYHH KYJITYPH WU THKAaHHU KYITYpPHU OT Jpyrd Oo3aiiHHUIM. 32 BUPYCHTE CE
o0OpbIIa 0COOCHO BHMUMAaHHME HAa CIIOCOOHOCTTA 3a B3aMMOJCHCTBHE C YOBEUIKUS
TEHOM.

CnenuajHu  W3CJeIBaHUs 32  HMH(PEKIUO3HOCT M  MATOreHHOCT  HAa
MHKPOOPraHu3Ma

[Ipu HIKOM ciy4ad, Bb3 OCHOBA Ha €KCIEPTHO peIlIeHHe, HaJudHaTa HWH(OpMaIms
(BK. TOuka 5.2) wiM BB3IACHCTBHETO, HAOMIOJABaHO NPU HU3CIEABAHUATA Ha
MH(PEKIMO3HOCTTa W TMATOreHHOCTTAa NpH €JUHWYHa jao3a (BX. Touka 5.3.1), ce
Hajara JOIBJIHUTEIHO NpPOY4YBaHE, MPOBEXKAAT CE CIEIHATHU H3CICABAHUS 32
MHQPEKIMO3HOCT W/WIM TAaTOTEHHOCT, MO-CIEIHaTHO TpU TICHA BpB3Ka C
MHUKPOOPIraHU3MHU, KOUTO ca NMAaTOTeHHU 32 XOpaTa U KUBOTHUTE.

Axo Te3n m3clenBaHUS ca HEOOXOAMMH, T€ Ce pa3paboTBaT Ha WHIMBHUIyaTHA
OCHOBA, C OIJIe]] HA KOHKPETHHUTE MapaMeTpH, KOUTO ce MPOyuBaT, U LEJIUTE, KOUTO
TpsiOBa J1a ce MOCTUTHAT.

HNudopmanus u n3cjieBaHUsI HA TOKCUHYHOCTTA HA MeTa00JIMTHTE
Ungopmayus 3a memaborumume

IIpencrassa ce nnpopmanus (Hamp. HayyHa JUTepaTypa, pe3yaTaTd OT U3CIEIBAHNUA)
32 TOKCHKOJIOTUYHOTO XapaKTepU3MpaHE Ha META0OJUTHTE M CBBP3AHUTE C TAX
UACHTUGUIIMPAHU OMACHOCTH 3a 3/IpaBeTO HAa YOBEKAa M >KUBOTHUTE, ChbOpaHa MU
U3rOTBEHa C LeJd HWACHTU(UIMpaHE Ha METa0OJUTUTE C BB3MOXKEH PHUCK WIHU
M3KJIFOYBAHETO UM KaTO TAKUBA C Bb3MOYKEH PUCK.

3a MeTaboJUTHUTE, 3a KOWTO € YCTAaHOBEHA OMACHOCT 3a 3pPaBEeTO HAa YOBEKA WIIH
KUBOTHUTE, CE TIPEOCTaBsI OLIEHKA HAa €KCIO3UIIMATA Ha YOBEKA CHhIIIACHO TOYKH 6.1
n772.1.

Honvanumennu uzcneo8anus Ha MOKCUYHOCIMA HA Memaboaumume ¢ 6b3MONHCEH
PUCK

3a wmerabonuTa(UTe) C BB3MOXKEH PHCK, HACHTHHIMpaH(M) BbH3 OCHOBAa Ha
nmpejocTaBeHaTa WHQpOpManMs OTHOCHO omacHocTra (BX. Touka S5.5.1) wu
excrioumusATa (Bxk. Touku 6.1, 7.2.1 m 7.2.2) Ha 4YOBeKa WIH KUBOTHUTE H
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BKJIIOYEH(M) B TOYKa 2.8, TOKCHKOJIOTHYHATa(uTe) pedepeHTHa(H) CTOMHOCT(M) ce
orpenens(T) Bb3 OCHOBAa Ha HaJMYHATa TOKCHKOJOTMYHA HMH(OpMaIus 3a BCEKU
MeTa0OJUT ¢ Bh3MOXKEH PUCK. PeepeHTHHTE CTOHHOCTH MO3BOJISIBAT U3BHPIIBAHETO
Ha OIICHKM HAa PUCKA IO OTHOIIECHHE Ha OIepaTtopw, pabOTHUIM, CIyJailHH JIUIIA,
KHUTEIH W TOTPEOUTENH, CIIOPE]] CIIydas, OCBEH KOraTo OIlEHKa Ha PHUCKa MOXE Ja
ObZie HampaBeHa MO Pyl HA4YMH (HAIp. KaueCTBEHa OICHKA WM HM3MOJI3BaHEe Ha
MOHATHUETO 3a Mpar Ha TokcukojoruyHa 3arpmwkeroct (TTC).

AKO pedepeHTHHTE CTOMHOCTH HE Morar jJa ObJaT 3a/laZicHd Bb3 OCHOBA Ha Beue
ChllleCTBYBalla MH(OpMalLMA WM aKo 3a JIOKJIaJBaHOTO BB3JICHCTBUE CE Hajara
JOIBJIHUTEIHO IPOYYBAHE, MOXE Ja CE HU3UCKBAT HU3CJIEIBAHMS, KOUTO Ja Ce
U3BBpIIBAT C MpuiaraHe Ha TOAXOJ 3a BCEKH OTIEJeH Ciydail (Hampumep
n3cieABaHMs 3a KPAaTKOCPOYHA TOKCUYHOCT M H3CJEABAaHUS 3a I'€HOTOKCUYHOCT).
AKO ce M3BBpLIBAT HM3CIECABAHMS 32 TOKCUYHOCT Ha METaOOIHMTHUTE, C€ CIa3Bar
M3HUCKBAHUATA, IOCOYEHH B YacT A 32 KOHKPETHUS THUII U3CIIEABAHE.

3a opraHu3Mu, KOMTO He ca Omin 00CTONHO M3CieBaHy, T.€. KOraTto MmyOJuKyBaHaTa
uHpopManMsg HE € [JOCTaThbuHA, 3a Ja C€ HalpaBH 3aK/IIOYEHHE OTHOCHO
IIPOM3BOJICTBOTO HAa METa0OJIMTH C BB3MOXEH PHCK, CE€ MPOBEXJa H3CIEBaHE 3a
TOKCHYHOCT TPY TIOBTAPAIIH C€ J03U BBPXY CbOTBeTHHUTE Ppakuuu or MPCA, kakTo
€ MPOU3BEJICH, B CbOTBETCTBUE C PA3MOPEAOUTE, TIOCOUYEHU B YacT A 3a ChIIUS THII
nscnensane. Peniennero na ce M3MCKBAT NONBIHUTEIIHU U3CIECIBAHUA € Bb3 OCHOBA
Ha BMJIa HA TOKCUYHOTO Bb3/EHCTBHE, HAOII01aBaHO IO BpeME Ha M3CJIEIBAHETO 3a
TOKCHUYHOCT IIPH ITOBTAPSIIM CE JI03H, KAKTO ¥ Bb3 OCHOBA Ha €KCIIEPTHO pELICHUE.
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6.1.

OCTATBHYHU BEUIECTBA B TPETUPAHU MPOJAYKTHU, XPAHA U ®YPAKU WU BHPXY
TAX

BLBegenune

[IpengoctaBsaT ce MaHHU 3a OCTAaThUHUTE BEHIECTBA, KAKTO CE€ M3MCKBAa B TOYKa 6.2,
OCBEH KOrarTo:

—  BB3 OCHOBAa Ha MOJXOJa, OCHOBAaH Ha 3HAYMMOCTTA Ha JOKA3aTeJCTBATa, IO
OTHOIIIEHHE Ha MH(POPMAIUATa, NOJaeHa B ChOTBETCTBUE C pazfenu 2, 3, 5 u
7, MOXKE Ja ce JOKaxe, uye EBEHTYAIHUTE HACHTH(QHIHUPAHU METabOJIUTH C
BB3MOKEH PHUCK (BX. TOuka 2.8) HE ca OIAacHH 3a XopaTa B pe3yiTaT OT
mpeBHIeHaTa yroTpeoa,

— Yype3 OICHKA Ha €KCIIO3UIMATA Ha MOTPEOUTETUTEe HAa OCTaThbUHU BEIIECTBA OT
MeTabOoINTH, 32 KOUTO € YCTAaHOBEHO HAJIMYME Ha OMACHOCT 3a 3ApPaBETO Ha
yoBeka (BXK. Touka 5.5.1), MOXke /1a ce HampaBU 3aKIIOYEHHUETO, Y€ PUCKBT 3a
MOTPEOUTEITUTE € IPUEMITUB, WIIH

— MHUKPOOPTaHU3MBT € BUPYC.
OneHka Ha eKCNMO3ULIUATA HA HOTpeﬁlflTe.ﬂl/lTe Ha OCTAThb4YHH BeIIECCTBA

[IpencraBs ce olleHKa HAa EKCIO3UIMATA HA MOTPEOUTEIUTE 32 META0OIMTUTE, 3a
KOUTO € YCTAaHOBEHO HAJMYMe Ha OMAcCHOCT 3a 3/IpaBETO Ha YOBEKa BH3 OCHOBA Ha
uHpopMaluiTa, MoJajJicHa B ChOTBETCTBHE C TOYKa 5.5.1, Karo ce wMma MpeaBHI
KakBa € MpeABueHaTa yrnorpeoa.

3a MeTaboauTUTE, 3a KOUTO € YCTAaHOBEHO HAJM4YMEe Ha OMACHOCT 3a 3/paBeTo Ha
YOBEKa OLIEHKATa BKJIIOUBA U3YUCIIEHNE HA OYaKBAHUTE CTOMHOCTH HA OCTAaTBLMUTE OT
Te3d MeTaboJIMTH BBbPXY SJUBHUTE YacTU Ha TPETUPAHUTE KYJITYpH, KaTo ce
M3IIONI3BAT OLIEHKM 3a HAW-JIOMIMA CIIydad, KaTo C€ OTYUTAT KPUTHYHHTE HOOpH
CEJICKOCTOIIAHCKM NIPAKTHKH, €KOJIOTHATa Ha MMKPOOpPraHW3Ma, KaTo HalpuMeEp
HEroBHs HauMH Ha JKUBOT (Hamp. canpoTpodeH, mapa3uteH, eHA0(QUTEH), CHIEKTbPBT
Ha TOCTONPUEMHHULIUTE, JKU3HEHUAT LUKBJI, HW3MCKBaHMUATA 3a pacTeX Ha
MOMYJALMATA U YCIOBUATA, KOUTO NMPEAU3BUKBAT MPOU3BOACTBOTO, U CBOMCTBAaTa Ha
MeTa0O0JINTa, 32 KOWTO € YCTAHOBEHO HAJIM4Ke Ha OMACHOCT 32 37paBeTO Ha YOBEKA.

OneHkata Ha €KCIO3MIIMATA HAa OCTAaThYHU BEIIECTBA OT METAa0OJUTH, 3a KOUTO €
YCTAaHOBEHO HAJMYME HAa OMACHOCT 3a 3/IpaBeTO Ha YOBEKa, MOXKE CBILO Ja Obje
MOJIKpENieHa OT MPEKH H3MEepBaHMs Ha MeTaboynTa, HAapUMep, 3a Jla ce IMOKaxe
OTCBHCTBHETO Ha METAabOINTa BbPXY SJUBHUTE YacCTH IO BpeMe Ha MpUOUpaHETO Ha
pekostata. [lpu onpeznensHe Ha HEOOXOIUMOCTTA OT MPEKU U3MEPBAHUS CE€ B3eMaT
NpeIBU BB3MOXKHOCTTa M 3HAYMMOCTTAa HA EKCIO3UIMATa Ha MeTaboiuTa,
MIPOU3BEIEH CJe]l IPUIaraHeTo BbPXY SIMBHUTE YacTu (IIPOU3BOJICTBO in-situ). ToBa
MOK€ J1a BKJIFOUBA CpaBHEHHE MEX1y (POHOBOTO HUBO Ha METa0OJIUTA U TTOBUIIEHOTO
My HHBO B pe3yJITaT Ha TPETHUPAHETO C MPOAYKT 3a paCTUTENIHA 3aIIUTa, ChIbpPIKAIIl
aKTHUBHOTO BellecTBo. J[aBa ce 000CHOBKa Ja moaxoaute read-across.

OrneHkara Ha €KCIO3ULUATA HAa METa0OJIMTH, 3a KOUTO € YCTAHOBEHA ONAacHOCT 3a
3/IpaBETO Ha 4YOBEKa, MOXKeE Ja ObJe IMOJKperneHa OT MNPEeKd H3MEpBaHHUA Ha
IUTBTHOCTTa HA MUKPOOPIaHU3Ma BBPXY SIAMBHUTE YACTH HA TPETUPAHU KYJITYPH —
HampuMep aKo He MOXKE JIa ce JJOKaXKe M0 HEOOXOJUMMS HAYMH, Y€ MPOU3BOICTBOTO
Ha MeTa0oJuTa in-situ He € OT 3HaueHHe 3a norpedutenute. Te3n u3MepBaHUs ce
U3BBPIIBAT NMPH HOPMAIHU YCJIOBUS Ha ymoTpebda W B CHOTBETCTBHE C Jo00para
CEJICKOCTOIIAHCKA MTPAKTHUKA.
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6.2.

Crnopen ciydass mpH OIlEHKaTa ce B3eMa I0J] BHUMaHHE LEIHs JKU3HEH IUKBJI Ha
KyITypuTe (HampuMmep Npeau NpuOMpaHe Ha peKodTara W ciel NpubupaHe Ha
pekositaTa), 3a Jla ce Jdaae BB3MOXKHOCT 3a IMpaBUJIHA OLIEHKA Ha pHCKa 3a
notpedurenute. [Ipunara ce moaxo/, OCHOBAH HAa 3HAYMMOCTTA Ha JOKa3aTeJCTBaTA.
Koraro e nenecro0pasHo, ce mpenoctassi moaxoasima o00CHOBKa 3a mojaxoja read-
across (Hamp. MeXAy pa3ju4yHH BEIIEeCTBa, MPEJACTaBUTENM Ha JaJaeH BUJ,
KJIIMMaTUYHU YCIIOBUS).

B®3 ocHOBa Ha olleHKaTa Ha €KCIIO3UIUATA Ce HU3BbpPLIBA MIPUMEPHA OLICHKA Ha pHUCKa
3a HOTpe6I/ITCJ'H/ITe, 3a Aa CE€ OOKaxKe, Y€ O4YaKBaHaTa C€KCIIO3HMIIUA Ha MeTa6OHI/ITI/ITC,
3a KOUTO € YCTAHOBCHO HAJIWYMUC Ha OINACHOCT 3a 3JpaB€TO HAa 4YOBCKA, HC
npeacTaBjisiBa HCIIPUCMJIIMB PUCK 3d l'IOTpe6I/ITeJ'I$[ upe3 XpaHarta.

FeHepnpaHe Ha JaHHHU 34 OCTATBbYHHUTEC BEIICCTBA

3a MoCOYCHUTE METAaOOIMTH C BB3MOXKEH PUCK, HaOeIs3aH! B TOYKa 2.8 ¥ 3a KOUTO
HE € J0Ka3aHO MO MOAXOMAI HA4YWH, Y€ BBH3 OCHOBA Ha WH(OpPMAIUITA,
IPeIOCTaBeHa B TOYKa 6.1, PUCKBT 3a MOTPEOMTEIMTE € MPUEMJIMB, CC H3HMCKBAT
CBOTBCTHUTC H3CJICABAHUA Ha IIaKET C AAHHHU 3a OCTAaTBbUHUTC BCILICCTBA, KAKTO €
MPEIBHICHO B YacT A, paszzen 6. M3cienBanusara ce U3BBPINBAT C MPEACTABUTEICH
MPOAYKT 3a pACTUTEIHA 3alluTa C IeJl aHAIM3UPaHe U aKo € BBh3MOXKHO,
KOJIMYECTBEHO OMNpEACIsIHe Ha pa3IMYHUTe METaOOJMTH C BB3MOXKEH pHCK,
HaOeJIsI3aHM, KaKTO € OIMKMCAHO B TOYKa 2.8.

AKO ce M3UCKBa ITaKeT C JaHHH 3a OCTaThbYHUTC BCIICCTBA:

— MOJIOBMHATa OT HAOJIOIAaBaHUTE H3MUTBAHUS 32 OCTAThYHM KOJMYECTBAa ca
W3MUTBAHUA 32 MPOMSHA HA CTOMHOCTTa HAa OCTAThYHUTE KOJIMYECTBA, KOUTO
BKJIIOUBAT Hal-MaJIKO €HO M3MEpBaHE clie] NpuOHpaHe Ha PEeKoITaTa, OCBEH
KOraTo MOe Jla ce JIOKa)ke, e B MOMEHTa Ha MpUOHpaHe Ha peKojTara huMa
HaJIMYMe CaMO Ha HEXKU3HECIIOCOOHU MUKPOOPTaHU3MHU;

—  mpenoctaBs ce MHGpopMalus 3a HMBaTa Ha  MHMKpOOpraHusma |
KOHIEHTPALMUTE Ha METa00IUTA(UTE) C BB3MOXKEH PUCK,

—  Bb3 OCHOBA HA M3IMUTBAHE 3a OCTAaTbYHHU KOJIMYECTBA CE€ MU3BBHPIIBA OLEHKA Ha
pHCKa 3a IOTPEOUTEINTE, 3a Jja C€ JOKaXkKe, ue eKCIO3HULUATA He NIPE/ICTaBIIsABA
HENpPUEMIIUB PUCK 32 TIOTPEOUTEINTE.
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7.1.
7.1.1.
7.1.1.1.

7.1.1.2.

7.1.2.

HAJIMYUE HA MHUKPOOPTAHU3MA B OKOJHATA CPEJA, BKJIOYUTEJHO
CBIIECTBYBAHETO M IOBEAEHUETO HA METABOJIMTUTE C Bb3MOXKEH PUCK

BLBegenune

1) B HacTosmms paszen ce OnpenessiT M3MCKBAHUATA, KOMTO MO3BOJISABAT Ja Ce
ONpPEAEAT EKOJOTMYHUTE IMOCIETUIM OT MHUKPOOpraHu3Ma, Karo ce HMa
IIPE/IBUJT HErOBaTa M05Ba B CbOTBETHUTE KOMIIOHEHTH Ha OKOJIHATA CPENla U ce
MpaBy OILICHKa Ha NOTEHIMAJHATa EKCIO3MLUA 3a XOpa M HEMpULETHH
OpraHu3MH Ha aKTHBHOTO BEIIECTBO M KOTaTo € IeNlechoOpa3HO — Ha
MeTaboIUTH ¢ Bb3MOXKEH puck. OcHOoBHAaTa MH(pOpPMAIUs, KOSITO € HaJl4YHa, €
32 OMOJOTMYHHTE CBOWMCTBA M EKOJOTHTa HA MHKPOOpraHH3Ma, KakTO M 3a
Heroeara TMpeABHACHA YyroTpeda, T.e. uHPOpManuUsATa, IpelIOCTaBeHa B
CbOTBETCTBUE C pa3fenu |—6, karo Hampumep IHosBara B €Bpollelickara
oKoNiHaTa cpena. Ts mMoxe Ja Oblie NOMbIHEHA C JAaHHU OT JHUTepaTypara,
n1a00opaTOpPHU MPOYUYBAHUS WU TIOJIEBH U3MEPBAHUSI.

ii) IIpemocraBenata MH(POPMAIKA 32 MEKPOOPraHM3Ma M 3a [TOHE €IUH IIperapar,
ChIBpIKAI] MUKPOOPraHW3Ma, € JOCTaThb4yHAa, 3a Jla CE IO3BOJM OIICHKAa Ha
SKCITO3UIUATA HA HEIPHUIICTHUTE OPraHu3MH Ha MUKpoopranu3ma. OCBeH TOBa
Ce IpeaOoCTaBsl AOCTaThYHO HHGpOpMalus, OnarogapeHre Ha KOSTO Ce JaBa
BB3MOKHOCT 3a OIICHKAa Ha METaOOJIMTHUTE C BB3MOXEH DPHCK, aKo Te ca
Ha0esI3aHy ChIVIACHO TOYKa 2.8.

iii) IlpemocraBeHara mH(poOpManUs € JOCTaThb4yHA, 33 Jla CE€ ONMPEACIAT MEPKHUTE,
HEOOXOIUMHU 33 HaMasIBaHE JI0O MUHUMYM Ha BB3JICHCTBHETO BBPXY
HETIPUIICITHUTE BUJIOBE M BHPXY OKOJIHATA CPEJIa.

Hajmumne Ha MUKPOOPraHU3Ma B OKOJIHATA cpeaa
HpOZHOBHCl NJ1BbMHOCM HA MMKpOOpZClHMSMa 6 OKOoJlHama cpe()a
TlouBa

[IpaBu ce oreHKa Ha MPOTHO3HATA TUIFTHOCT Ha MUKPOOPraHU3Ma B OKOJHATa cpe/ia
M0 OTHOUICHWE Ha IoYBaTa CIlieJ TPETHpaHe C MPOIYKTa 3a pacTUTENHa 3allluTa,
ChIIbPIKaIl] TO3U MUKPOOPTaHU3bM, IIPU MPEATOKEHUTE YCIOBUS Ha yIIOTpeOa, OCBEH
KOTaTo 3asBUTENAT € OOOCHOBaJ HAJUICKHO JIMICaTa Ha OMACHOCT CBIJIACHO
paznen 8.

Bonma

[IpaBu ce oreHKa Ha MPOTHO3HATA TUIFTHOCT Ha MUKPOOPraHU3Ma B OKOJHATa Cpe/ia
M0 OTHOIIIEHHE HA TIOBBPXHOCTHHUTE BOJH CJIeNl TPETHPAHE C TPOIYKTA 3a pacTUTEITHA
3aluTa, CHABPKAN] TO3M MHUKPOOPTaHHM3bM, IMPU MPEAJTIOKEHUTE YCIOBHUS Ha
yroTpeda, OCBEH KOTaTo 3asiBUTEIST € 000CHOBAJI HA/JICKHO JIMIICATa HAa OIMMACHOCT
CBIJIACHO pazzen 8.

Excno3uyus Ha MuKpoopeanusmu, 3a KOUMO € U3BEeCMHO, Ye Ca NAmO2eHHU 3d
pacmeHusma uau 3a Opyeu OpeaHusmu

3a MUKpPOOpPraHU3MH, KOUTO HE CE€ CPelIaT B CbOTBETHATA €BPOIIEHCKA OKOJIHA Cpela
Ha CHOTBETHOTO HaN-BUCOKO TaKCOHOMHUYHO HUBO U 3a KOWTO € M3BECTHO, Y€ ca
MAaTOTEHHU 3a pacTEHUsTa WU 3a JAPYrd OpraHu3Mu (BX. Touku 2.2 u 2.3), ce
[I0COYBAT OPraHU3MUTE I'OCTONPUEMHHUIIM, B KOUTO CE€ OYAKBA Pa3lIPOCTPAHCHHUE Ha
MHKPOOpPraHu3Ma. AKO NpH HENPUILEIHH OpPraHU3MH, IOCOYEHU B pas3aen 8, e
BB3MOKHO J]a UMa €KCIO3ULUsA HAa OPraHU3MMUTE TOCTOIPUEMHHULIH, KOJIOHU3UPAHU
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7.1.3.

7.1.4.

7.2.
7.2.1.

OT MaToreHa, ce MpeAocTaBs MHGOpPMAIUs 3a BEPOSITHOCTTA U aKO € MPHUIIOKUMO —
3a CTETEHTA Ha €KCIO3ULIUA.

Ta3u unbopmanus Moxe na ObJe MpeaocTaBeHa Bb3 OCHOBA Ha OWMOJIIOTWUYHUTE
CBOWMCTBAa (BX. pa3jien 2), JHUTEPATYpHH [aHHU W/WIM W3CICIBAaHUS, W3UCKBAHH
ChIJIacHO pazjen 8.

Kauecmeena OYEHKA HA eKcnosuyuima Ha MUKpoopcasusma
KauecTBenara OIICHKA Ha €KCIIO3UIUATa Ha MUKPOOPraHu3Ma C€ U3BbpPIIBaA, aKO:

—  ce HaOmoaBa HEOIArOMPHUATHO BB3CHCTBUE BBPXY HEMPHUICTHU OPTaHU3MHU
(Bx. paszen 8) ciiesl eKCIO3UIHS Ha KOHIICHTPAIMH, KOUTO MMaT 3Ha4YCHHE 3a
OKOJIHATa Cpesia, Bb3 OCHOBA HA MPOTHO3HATA ITBTHOCT HA MUKPOOPTaHNU3Ma B
OKOJIHATa Cpe/ia, M3UKCIIeHa ChIVIACHO MPEABHICHOTO B Touka 7.1.1, mim Hama
JOCTaThYHO MH(OpPMALHS, 32 []a Ce HAIIPaBH 3aKJII0UYEHHE 33 TOBA, HIIH

— clie]] pa3riiexaane Ha HHpopMaIusaTa, IpeIBUuIeHa o ToYKa 7.2, € yCTAaHOBEH
MOTEHIMAJICH PUCK 3a XOpaTa WM HENpHUIECIHUA(Te) OpraHu3bM(M) WU
uH(popMauaTa He € JOCTaTh4uHa, 32 /1a C€ HAlpaBU 3aKJIIOUYEHHUE 32 Hero.

Axo e HeoOXO0qMMO J1a ce MPeNoCTaBu MOAKpensma nHopMamus 3a OleHKaTa Ha
pHUCKa, ce MPEeIoCTaBsl KaueCTBEHA OLIEHKAa HA €KCHO3MIIMATa HAa MHKPOOPraHH3Ma,
KaTo ce M3I0JI3Ba MOJXOJ, OCHOBaH Ha 3HAUYMMOCTTAa Ha Jokazarteinctsata. [lpu
TakaBa KauyeCTBEHa OIICHKAa C€ B3eMa 0] BHMMAaHHE IPOTHO3HATa IUTBTHOCT B
OKOJIHATa cpena, u3uuciaeHa mo touka 7.1.1, m TS MoOXke Ja € Bb3 OCHOBa Ha
€KOJIOTUSITa Ha MUKPOOPraHU3Ma, KaTo HalpuMep HEroBUs HAYMH HA KUBOT (HAIp.
canpoTpodeH, TMapa3uTeH, CHAOPUTEH), CIEKThpa OT TOCTONPUEMHHUIM H
IUTBTHOCTTA Ha BB3MOXXHHUTE TOCTONPUEMHUIIH, )KU3HEHUSI LIUKbBII, U3UCKBAHUATA 32
PacTCiK Ha HOoIIyJIaguiaTa WM HAJIWYHUTC JaHHKW OT MOHHUTOPHMHI Ha CBHOTBECTHOTO
Hal-BUCOKO TaKCOHOMUYHO HHBO. IIpemoctaBs ce mnonaxopnsiia 0OOCHOBKa 3a
M3MOJI3BaHETO Ha MoJ1xo/a read-across (Harp. cpej aMoBe Ha €IMH U ChIIl BU).

ﬂaHHM Oom eKCnepumennmu 3a eKcnosuyuiama Ha MUKpoopeanusma

AKO 1pu pa3riiexaane Ha HHpopMmalusTa, npeaocrasena mo touku 7.1.1, 7.1.2,7.1.3
u 7.2, Oble ycTaHOBEH MOTEHIMAJEH PHUCK 3a XOopaTa WIH 3a HENpHILETHUTEe
OpraHM3MHU WIHM MH(POPMAIUITA HE € JOCTaThuHa, 3a Ja C€ HAIpPaBH 3aKIIOUCHHE 3a
HEero, IUTBTHOCTTa Ha TMONyJalMsATa HAa MHUKPOOpraHM3Ma ce OIpenens B
ChOTBETHUS(TE) KOMIOHEHT(M) HA OKOJHATa cpeja (Harp. [o4sa, BOJAA, PACTUTEIHH
MIOBBPXHOCTH).

EKCHepI/IMeHTaHHI/ITe JaHHW BKIIIOYBAT IUITBTHOCT Ha IOIIYyJIalUATa, U3MCPCHA BLB
BPEMCTO, BKIIFOUUTCIIHO NPCAU MPUIIAraHCTO U HETIOCPECACTBCHO CIICA MPHUJIAraHeTo,
C OCJI 1a C€ JOKAXXC CBCHTYAJIHOTO HAMAJIABAHE HA INTbTHOCTTA HA MOITyJIalluATa.

ChblecTByBaHe U NMOBeJeHNE HA MeTA00IUTA(UTE) ¢ Bb3MOKEH PUCK
IIpocnosua konyenmpayus 6 okoanama cpeoa

AKO MeTaboJMTH, KOUTO Ca OMACHM 3a XOpaTa WIM 3a HENpHUIETHUTE OpPraHU3MHU
(Bx. Touku 5.5.1 u 8.8.1), npucwctBaT B MPCA, KakTo € mpou3BeaeH, ce MocoyBa
MIPOTHO3HATa KOHIIEHTPALUMsl B OKOJHATa Cpela Ha METAaOONUTUTE B ChOTBETHUS
KOMITOHEHT Ha OKOJIHaTa cpeja (T.e. MoYBa, MOBBPXHOCTHU BOJIH, MOA3EMHH BOAM
WIK BB3AYX). AKO He MoXe Ja ObJe JJA0Ka3aHO IO TMOAXOIAIl Ha4YMH, Ye
IIPOU3BOJICTBOTO HA METAaOOJINTHUTE in Situ HE € OT 3Ha4EeHUE 3a OLICHKATa Ha PUCKaA,
ce cra3BaT pa3nopenouTe, IOCOYeHU B Touka 7.2.2.
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7.2.2.

7.2.3.

He ca HeoO6xoaumu mporHO3HU M3YUCIIEHUSI HA KOHIEHTpAaIUsATa B OKOJHATa cpeaa
3a METa0OJUTHTE, 32 KOUTO € YCTAHOBEHA OIMACHOCT 3a 3[paBEeTO HA YOBEKA WM 3a
HEMpPUILIETHUTE OPraHU3MU U KOHMTO ca MPOU3BEACHU in Situ, HO HE MPUCHCTBAT B
MPCA, kakTo € npou3Be/IcH.

Kauecmeena OYEHKAa Ha excno3uyuiama

Ako ObnaT Habensi3aHu MEeTa0OJIUTH, 32 KOUTO € YCTAHOBEHO HAJMYKMe Ha OMAcHOCT
3a 3/[paBETO Ha YOBEKAa WJIM HEMPHIICIIHUTE OpraHu3Mu (Bx. Touku 5.5.1 u 8.8.1), ce
U3BBpIIBA KAYECTBEHA OIICHKA Ha EKCIIO3WIUATa Ha TE3W METaboIHMTH, KOrato
uH(popmMaluaTa, npegocTaBeHa no touka 7.2.1, He e AocTaTbyHa, 3a /1a C€ HAIpPaBU
3aKJIFOYCHHUE 32 TIPUEMIIMB PHUCK 33 HETIPUIICIIHUTE OPTaHU3MU WIIH 32 JIUIICA HA PUCK
3a 3/IpaBeTO Ha YOBEKA.

Axo ¢ HGO6XOI{I/IMO, OIICHKATa MOKC 1a € Bb3 OCHOBA HAa ChbIICCTBYBAIIUTEC IMO3HAHUA
OTHOCHO:

— MI/IKpOOpFaHI/I3Ma, KaTto HaHpI/IMCp HEroBaTra C€KOJIOIrusa, Ha4YuWH Ha XUBOT,
CICKTBhP Ha TOCTONPHEMHHIIUTE, H3HEH IUKBJ, M3UCKBAHUS 3a PAcTekK Ha
HOHy.]'IaIII/IFITa, HaJIMYHHU OAaHHU OT MOHI/ITOpI/IHF Ha CBOTBCTHOTO Haﬁ-BHCOKO
TaKCOHOMHYHO HUBO WJIH YCJIOBHUSATA, KOUTO NPEAU3BUKBAT MPOU3BOACTBOTO HA
MeTadoIuTa, NN

— MeTabonuTa, Karo HampuMep (QU3MYHM U XUMHYHU CBOMCTBa WM (DOHOBH
HUBA.

[Tpunara ce moxxoja, OCHOBaH Ha 3HAYMMOCTTA Ha JloKa3arencTBara. [Ipemocrass ce
noaxojsnia 0oOOCHOBKA 3a IpUJIAraHeTo Ha mnoaxona read-across (Hamp. Mexay
pa3IMYHU BEIIECTBA, IPEICTABUTEIH Ha JaJIeH BUJI, KIIMMATUYHH YCIIOBUS).

,ZZCZHHZ/{ om eKcnepumenmu 3a eKxcnosuyusianma

[IpenocTtaBsaT ce NaHHU OT EKCIEPUMEHTH 3a EKCHO3MUIIMATa 3a METa0OIUTUTE C
BB3MOXKEH PHCK, HaOEMsA3aHH 10 TOoYKa 2.8, 32 KOUTO MH(GOpMAIIUATA, MPETOCTaBEHA
1o Touku 7.2.1 u 7.2.2, He € 1OCTaThuUHA 3a /1a CE€ HAMPABH 3aKJIFOUEHHE 3a IPUEMIIUB
PHUCK 32 HEPULIETHUTE OpraHU3MU WIIX 32 JIMIICA HA PUCK 3a 3IpaBETO Ha YOBEKA.

B takmuBa ciyyau M ako € TEXHUYECKH BB3MOXKHO, C L€J 1a C€ JaJe Bb3MOXKHOCT 3a
W3BBpPIIBAHE HA OICHKA, C€ TMPeAoCTaBs JOCTaThbuHO HHPOpMaIMs 3a
KOHIIEHTpalMATa Ha METa0OInTa C Bb3MOXKEH PUCK B CHOTBETHUTE KOMIIOHEHTH Ha
OKOJIHATa cpefa (Hamp. movyBa, MOBbPXHOCTHU BOJH, TTOJI3EMHU BOJIH, BB3/IyX, IIBETS,
JUCTa, KOPEHW, OpPraHu3MM TrocTonpueMHHIM). HM3cnenBaHeTo ce mnpoBexkaa B
CHOTBETCTBHE CBHC CBHOTBETHUTE pa3mopeadn Ha YacT A 3a CBHOTBETHHUS BUJ
HU3CIIEBaHE.
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EKOTOKCUKOJIOTMYHU U3CJEIBAHUSA

BbBenenne

i)

iii)

B HacToA1uA pasacia Cc€ OIpCACIAT M3MCKBAHUA KbM JAaHHUTE, 3a Jla CC Jaac
BB3MOXHOCT 3a:

—  OLEHKA Ha EBEHTYAJIHOTO HEOJArONpHATHO BB3JICHCTBHE BBPXY
HETIPHULICIIHUTE OPraHU3MHU, IIPU KOUTO € BEPOSITHO Jla MMa EKCIIO3UIIHS
Ha MHUKpOOpraHM3Ma ¥ Ha HMalld 3HAa4YCHHE CBBP3aHH C HEro
METa0OJIUTH C BB3MOXKEH PUCK, U

- olpeieNIsIHE Ha ChOTBETHUTE U3IIUTBAHU, KOUTO TpsAOBa /1a ce U3BbpILIAT
BBbPXY KOHKPETHH HETIPHULIETHA OPraHU3MH, Bb3 OCHOBA Ha MH(pOpMALUs
OTHOCHO XapaKTEPHUTE CBOMCTBA, TaKa Y€ M3IMUTBAHETO J1a CE OTPAHUYU
JI0 HEOOXOAUMOTO 3a U3BBPIIBAHETO HA OLIEHKATa HA PUCKA.

CrnenuanHo BHMMaHHE ce OoOpblla Ha MHUKPOOHUTE BUIOBE, 33 KOUTO HE €
U3BECTHO Ja C€ cpemar B CbOTBETHATa €BpOIECIiCKa OKOJIHA Cpeaa.
IIpenocraBenara wuHpopmanus € JOCTaThb4yHA 3a  OINpeJeNsHE Ha
(GU3MONOTHYHUS W EKOJIOTWYHHSA CIIEKThP Ha TOCTONPUEMHHIUTE (B
CbOTBETCTBUE C aHAJIM3a HAa OCHOBHUTE OWOJOTMYHU XapaKTEPUCTUKU Ha
MUKpPOOPTaHHW3MMTE), 3a Jla CE€ HalpaBU OLIEHKAa Ha BbB3JECHCTBUETO BBPXY
HENPULETHUTE OPraHU3MHU.

Wudopmanusara, mpenocraBeHa HAa  HAW-TIOAXOISAMIOTO  HAi-BHCOKO
TaKCOHOMHYHO HHUBO, 3aeAHO ¢ HHpopManusaTa 3a €IWH WKW T[OBeYe
ChIbpKalll MUKPOOpPraHM3Ma IpenapaTd € JOoCTaTbyuHa, 3a Ja I03BOJIU
W3BBPIIBAHETO HA OLIEHKA HA BH3/ICHCTBUETO BHPXY HEMPHIIETHU BHUIOBE, IIPH
KOUTO EKCHO3MIMATAa Ha MHKPOOpPraHM3Ma € BB3MOXHO Ja € puckona. Ilpu
MpEeJICTaBIHEeTO Ha Ta3u uHPOpMalus 3asBUTEISAT B3eMa NPEIBUI, 4e
BB3JICHCTBUETO BBPXY HENPUILIETHUTE BUAOBE MOXE Ja c€ AbDKM Ha
€IHOKpaTHa, MPOIbJKUTEIIHA WIIM MTOBTAPSINA Ce eKCIO3ULUSA U MOXKe /1a ObJie
oOpatuMo uim HeoOpatumo. [IpenocraBenara uHpopmalus € 10CTaThyuHa, 3a
CIIEHOTO:

— Jla c€ B3eME PEIICHUE JTaJli MUKPOOPTaHW3MBT MOXE Ja ObJe 0J100peH,
WJIH HE,

—  J1a ce OMNpPEIENAT MOIXOASIINTE YCAOBUSA WM OTPaHUYCHHUS, C KOUTO Ja
0bJ1e 00BBP3aHO 0I00PEHUETO,

—  J1a ce TO3BOJIM OIIEHKa Ha PUCKOBETE B KPATKOCPOUYCH U JIBITOCPOYCH
IUIaH 32 HETPHIICTHW BUIOBE — TOMYJAlUU, ChOOIIECTBA W MPOIECH,
criopes ciryvasi, 1

- Jda C€ onpCAC/IAT MPEANTa3HUTEC MCPKH, KOUTO CC CUUTAT 3a HCO6XOI[I/IMI/I
3a 3aliyTa Ha HEIIPUIECITHUTEC BUOOBEC.

Karo 1ms10 mnpoabKUTENTHOCTTa Ha EKCIIEPUMEHTAIHUTE W3CIENBAHUSA €
JOCTaThbUYHO ABJTa, 3a J1a C€ OCUTYpU BpeMe 3a HHKyOanusi, MHpEeKuus u
IposiBa Ha HEOJArompusATHO BB3JEHCTBHE NMPH HENPUIETHUTE OpPraHU3MH B
3aBUCUMOCT OT OWOJIOTHYHUTE CBOWCTBA HAa MHKpOOpraHumsma. 3a
IIPEIOCTABEHUTE W3CJIEABAaHUS CE€ B3€Ma II0J BHHMAaHHE KaKBO €
NpenopbYaHOTO MAKCUMAJTHO [IMpHJIaraHo KOJIHMYECTBO HJIM OYaKBaHaTa
KOHIIEHTpAaLUsl B OKOJIHATA CPefa, EKCIO3UIUATA, KOSITO MOXKE /1a Bb3HUKHE OT
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8.1.

Vi)

vii)

MPEABUICHUTE BUAOBE yMoTpeda, W MOTEHIIUAThT Ha MHUKPOOpPraHU3Ma Ja Cce
pa3npocTpaHsBa B OKOJIHATa CpeJa WM B TOCTONPUEMHHKA.

3a ga ce HampaBu pa3rpaHUYEHUE MEXAY I[aTOTCHHOCTTa Ha JKUBUS
MUKpPOOPTaHU3bM MU TOKCUYHOTO BB3ICHCTBHE, MPEAU3BUKAHO OT HETOBUTE
MeTaboIUTH C BB3MOXKEH PUCK, KbM KOHTpOJIHATa Tpymna 0e3 Jo3upaHe, KaTo
Harp. UHAKTUBHPAHU (POPMHU HA KUBHUTE MUKPOOPTAHW3MHU W/WIH KOHTPOIHHU
npodu OT cTepuwieH (uiaTpar/cynepHaTaHT, C€ BKJIIOYBAT MOJIXOSAIIN
KOHTPOJIH.

AKO 3a HIKOSI OT HEMPHUIEIHUTE TPYIH OPraHU3MH, TOCOYEHH B TOYKH 8.1—
8.6, ce M3MCKBAT M3CIICABAHUS 33 MATOreHHOCT/MH(PEKIMO3HOCT, MOA00PHT Ha
MOJIXOSIIUTE BUIOBE OT Ta3W HEMPUIIEITHA TPyIla OPraHU3MHU € Bb3 OCHOBA Ha
OMOJIOTMYHUTE CBOWCTBA HA MUKPOOpraHu3Ma (BKIIOYHTEIHO crenudukara Ha
CIIEKThpa Ha TOCTONPUEMHHUIIUTE, MEXaHW3Ma Ha JICHCTBHEC W CKOJIOTHSITA),
npeaoxeHusi(Te) Moaen(1) Ha yrnorpeda Ha MPOAYKTa 3a pacTUTEIIHA 3aIUTa
(Hamp. TpeTUpaHU KYyIATYpH, YECTOTa, CPOKOBE, MOJCIH Ha yIOTpeda Karo
MNPBbCKAHEC WJIM IIpHJIaraHe ¢ quKa) H OTYUTAHEC Ha ChOTBECTHUTC HACOKH, AKO
Ma TaKHBa.

Moske na ObaaT IPOBENCHU NOIMBIHUTEIIHA U3CJIEC/IBAHMS, aKO U3IMTBAHUSATA,
MOCOYeHH B TOoYkHM 8.1—8.6, ca ToKazaid HaIWYMe HAa HEOJIArompHUsITHO
BB3/ICHCTBUE NIPH MOHE €AWH HEMPUIICSICH OPraHU3bM U MOXKE J1a BKJIIOYBAT
W3CcleABaHMS BbPXY JAOM'BIHUTEIHHU BUIOBE.

CpoOmaBa ce 3a BCAKO H3BECTHO HEOJIArONMpHAITHO BB3ACUCTBHE BBPXY
OKoJIHAaTa cpea. Moske /1a ca He0OXOIMMH JOIIBIHUTEITHH U3CIIEBAHNUS, 3a J1a
6”I)IlaT OTKPUTHU BCPOATHUTC MCXAaHU3MH Ha BB3I[€I>'ICTBI/ICTO, KaKTO MU 3a Ja C€
HalpaBH OLICHKA Ha 3HAYNMOCTTa MY.

Moxe na e HeoOXOAMMO Ja ce MpOBEAAT OTAEIHM H3CIeIBaHUS 3a
MeTaboIUTUTE C BBH3MOXKEH PHUCK, Ha0eNns3aHu IO Touka 2.8, KOUTO
nNpeaAcCTaBjIABaT wMMall 3HAYCHHUEC PUCK 3a HCIOPULOCIHUTEC OpraHUu3MU.
W3cneaBaneTo Ha HEMPULIETHUTE OPraHU3MU C€ TIPOBEXKIA B CbOTBETCTBUE ChC
CHOTBETHATa pa3nopeada Ha yacT A.

3a Jda CC YJICCHU OILICHKATa Ha 3HAYMMOCTTA HAa PE3YJITATUTC OT U3BBPUICHUTC
HU3NWUTBAHUSA, B PA3JIMYHUTC U3BBPUICHU M3IMUTBAHUA CC U3IOJI3BA CAUH U CHIIL
BUJ, BITMCAH IMTPOU3XO/ WA IO Bb3MOKHOCT IIIaM OT BCCKH HCIPULICIICH BU OT
3HA4YCHHC.

Bb3aeiicTBHE BBPXY CyX03eMHH IPHOHAYHH KHBOTHH

[IpenocraBs ce 0000IMIeHNE HA MOTEHIIMATHATA WH(PEKIIMO3HOCT U MAaTOrC€HHOCT Ha
MHUKpPOOPTaHHW3Ma 3a CYXO3€MHH TpBOHAYHU >KUBOTHH (Hamp. OO03aliHUIM, MTHUIH,
BJIEYYTH U 36MHOBOJIHH) Bb3 OCHOBA Ha BeY€ MpeJocTaBeHaTa mo pasaenu 1,2, 3, 5 u
7 urpopMmanus U Ha UHPOpPMAIUATA, KOSATO MOXKE Ja ObJe MOIy4eHa OT APYT
HAaICKIACH N3TOYHHUK.

W3BbpmIBaT ce ChbOTBETHHUTE HM3CIEABAHUS 33 MATOT€HHOCT/MH(EKIMO3HOCT, OCBEH
KOTaTO 3asBUTENIAT JTOKa)ke, KaTO Ipuiiara MojaxoJ, OCHOBAaH Ha 3HAYMMOCTTA Ha
JI0Ka3aTescTBaTa, 4e MaTOreHHOCTTA/MH(EKIMO3HOCTTa Ha MHUKPOOpPraHu3Ma 3a
HENpPUILIETHU CYX03eMHH IpbOHAuHN KUBOTHU MOKeE Ja ObJie OLlEHEHa Bb3 OCHOBA Ha
IIPEIOCTABEHOTO PE3IOME.

AKo0 ca HE0OXOINMH TaKHUBA U3CJICABAHUSI:
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8.2.
8.2.1.

8.2.2.

8.2.3.

—  UW3BBPIIBA CE MAKPOCKOIICKA AyTOIICHUS H

- 3a MUKPOOPTraHU3MHU C MATOTCHCH MCXAaHU3bM Ha I[ef/'ICTBHe HJIM BUPYCHU (Hanp.
SHTOMOIIaTOT€HH), KOUTO CIIeJl MpHJIaraHe ceé OYakBa Ja CE pPa3mpOCTPaHST
3HAQUUTEITHO B OKOJIHATa Cpejia, IepopalHaTa [03a, I[PHIOKEHA MpU
M3CIIeIBAaHUATA, MOXKE J1a Obae 00OCHOBaHAa Bb3 OCHOBAa Ha HMH(OPMAIUATA,
npenocraBeHa 1o touku 7.1.1 u 7.1.2.

Bb3aeiicTBUe BbPXY BOJAHH OPraHU3MH
Bw3zoeticmeue evpxy pubu

[TpenocraBs ce 0000OUIIEHNEe HA MOTEHIMATHATA WHPEKIMO3HOCT U MAaTOTeHHOCT Ha
MHUKPOOpraHu3Ma 3a puOu Bb3 OCHOBA Ha Beue IpeJocTaBeHara mo pasaenu 1, 2, 3 u
7 wmHpopManma U Ha HHPOpMANMATA, KOSATO MOXKE Ja ObjAe MOIydeHa OT ApYyr
HA/IeXK/IeH U3TOYHHUK.

I/I3B"pr_IBaT C€ CbOTBETHHUTEC H3CJICIBAHHA 3a HaTOFeHHOCT/I/IH(beKHI/IOSHOCT, OCBCH
KOorato 3asdBUTCIIAT AOKaXXC, KaTo CJac€IBa IIOAXO0J, OCHOBAaH Ha 3HAYUMMOCTTa Ha
JOKa3arcjICcTBarTa, 4c:

- Ha MaTOTeHHOCTTa/WH(EKIIMO3HOCTTa HA MUKPOOPTraHU3Ma MPU PUOUTE MOXKE
na ObJie HalpaBeHa OIICHKAa Bh3 OCHOBA Ha MPEAOCTABEHOTO PE3IOME; HIIU

—  BB3 OCHOBa Ha MH(pOpMAIMiTa, MPEAOCTaBEHa B pas3jies 7/, HE CE OYaKBa
HaJINYME Ha €KCIIO3ULMS 32 pUOUTE HA MUKPOOPraHU3MA.

Koraro npu TakuBa m3cienBaHus ce HaOJtogaBa HEOIArONPHUATHO BB3ACHCTBHE, C€
W3BBPIIBAT JIOMBJIHUTEIHU MOAXOSIIN M3CIeABaHUS (HAMp. MPHU NPEICTaBUTEIIHU
YCJIOBHS B CHOTBETCTBHUE C MIPEIJIOKEHUTE YCIOBHS Ha yroTpeOa).

Bw30eiicmeue 6vpxy 600HU Oe32pbLOHAYHU HCUBOMHU

ITpenocraBs ce 0000IIEHNE HA MOTEHIMATHATA WHPEKIIMO3HOCT M IaTOTEHHOCT Ha
MHUKpPOOpraHu3Ma 3a BOJHM O0e3rpbOHAauHM JKMBOTHM Bb3 OCHOBA Ha Beue
npenocTaBeHara no paszenu 1, 2, 3 u 7 undopmanust ¥ Ha UHGOpPMALIUATA, KOSATO
MoKe J1a Ob/ie OJTy4YeHa OT APYT HaJEeKACH U3TOUHHK.

I/I3BT)pHIBaT C€ CbOTBECTHHUTC H3CJICIBAHHA 3a HaTOFeHHOCT/I/IH(1)6KHHO3HOCT, OCBC€H
KOoraTto 3adBUTCIIAT AOKaXXC, KaTo CJac€IBa IIOAXOJ, OCHOBAH Ha 3HAYUMMOCTTa Ha
JoKasaTciicTBara, 4uc:

—  HA TMAaTOreHHOCTTa/MH(EKIMO3HOCTTa Ha MMKpPOOpraHM3Ma IpH BOJHHUTE
0e3rpbOHAYHU KMBOTHH MOXKE Ja ObJie HalpaBeHa OlIEHKa Bb3 OCHOBa Ha
IIPEJOCTaBEHOTO PE3IOME; UK

—  Bb3 OCHOBAa Ha HMH(pOpMalMATa, NPeJocTaBeHa B paslien 7/, HE ce OYakBa
HIMYME Ha eKCHO3MIMA 3a BOJHMTE Oe3rpbOHAYHM >KUBOTHHU Ha
MHUKpPOOPTraHu3Ma.

Koraro IIpU TaKrWBa HU3CJICABAHUA CC Ha6J'IIOI[aBa HC6J'Ial"01'IpI/I}ITHO B’LB,Z[CI‘/JICTBI/IG, Cce
HU3BBPIIBAT JOMNBJIHUTCIIHU TOAXOAAIIU HU3CJICIABAHUSA (Hanp. npu OpeaACTaBUTCIITHU
YCJI0BUA B CbOTBETCTBUC C IPCATIOKCHUTC YCIIOBUA HA yHOTpe6a).

Bw3oeticmsue 6vpxy sooopaciu

IIpenocraBs ce o0oOIIeHne HA MOTEHIMAIHATa WHPEKIMO3HOCT U MAaTOT€HHOCT Ha
MHUKPOOPIraHU3Ma 3a BOJOPACiIM Bb3 OCHOBA Ha Bede IpeAOoCTaBeHara 1o pasjient 1,
2, 3 u 7 undopmanus 1 Ha HHPOPMALIUATA, KOSITO MOXKE Ja ObJe MOIydyeHa OT APYyr
HAJEKJEH U3TOYHHK.

42

BG





BG

8.2.4.

8.3.

CbhOoTBETHUTE H3CICABAHUSA HA MATOTEHHOTO/MH(EKIIMO3HOTO BB3JACHCTBUE BBHPXY
pacTexka Ha BOAOpACIUTE U CKOPOCTTa HAa pacTeX Ce€ U3BBPIIBAT, aKo 3a
MHKPOOpPraHu3Ma € H3BECTHO, Y€ UMa XEePOHITUICH MEXaHU3bM Ha JICHCTBUE WIIH Y€ €
TSCHO CBBp3aH C PACTUTEJICH MaTOreH, OCBEH KOraTo 3asBUTENIAT JOKaxXe, Karo
clelBa IIOAX0J, OCHOBAH Ha 3HAUMMOCTTA Ha TOKA3aTeJICTBATA, Ye€:

— Ha TATOTeHHOCTTa/MH(EKINO3HOCTTa HA MUKPOOPTaHW3MA MPHU BOJOPACITHUTE
MOKe Ja ObJie HampaBeHa OLIEHKa Bb3 OCHOBA Ha MPEJOCTABEHOTO PE3IOME;
W

- Bb3 OCHOBA Ha HH(bOpMaHI/ISITa, nmpeaocraBeHa B pas3acia 7, HE C€ oOYakKBa
HaJINMYUC Ha CKCIIO3UILIMA 3a BOAOPACIIUTEC HA MUKPOOpPraHru3Mma.

Koraro mpu TakuBa u3cienBaHus ce HaOMI0AaBa HEOIArOMPUITHO BB3JICHCTBUE, CE
M3BBPIIBAT JONBIHUTEIIHA MOAXOSAIIN U3CIAeABAHUS (HAIp. MPU MPEACTaBUTEIHU
YCIIOBUS B ChOTBETCTBUE C MPEJIOKEHUTE YCIOBHS Ha yIoTpeda).

Bw3zoeticmeue 6vpxy 600Hu makpogdumu

[IpenocraBs ce 0000IMIeHHEe HA MOTEHIMATHATA WHPEKIIMO3HOCT M MMAaTOI¢HHOCT Ha
MHUKpPOOpPraHuzMa 3a MakpopuTH Bb3 OCHOBA Ha BeUe€ MpeJOoCTaBeHaTa 1o pasjuenu 1,
2, 3 u 7 undopmanus 1 Ha uHGOPMALIKUATA, KOATO MOXKE J1a ObJe mojydyeHa OT JpyT
HaACKJCH U3TOUYHHK.

CboTBeTHUTE H3CIEIBAHMS HAa IMATOI€HHOTO/MH(EKIMO3HOTO BB3IECHCTBHE BBPXY
BOJIHM Makpo(puTH ce M3BBPIIBAT, aKO 33 MHKPOOPraHM3Ma € W3BECTHO, 4e UMa
XepOMLMACH MEXaHU3bM Ha JACWCTBUE WIM Y€ € TICHO CBBp3aH C pacTUTENIeH
[IaTOT€H, OCBEH KOraTo 3asBHUTENAT JIOKaXke, KaTo cCllefiBa IIOJXOJ, OCHOBaH Ha
3HaYMMOCTTA Ha J0Ka3aTeJICTBaTa, ye:

— Ha TATOT€HHOCTTAa/MH(EKIMO3HOCTTa HAa MHKpPOOPraHW3Ma IPH BOJHHUTE
Makpo(puTH MoXke Aa ObJie HallpaBeHa OLIEHKa Bb3 OCHOBA Ha MPEAOCTABEHOTO
pe3roMe; UiIu

- Bb3 OCHOBa Ha uHoOpMaIusATa, MPEJAOCTaBeHa B paslen /, He ce OuyakBa
HaJU4Me Ha €KCMO3UIIUS 32 BOJHUTE MAaKPO(PUTH HA MUKPOOPTaHU3MA.

Koraro IIpU TaKrWBa HU3CJIICABAHUA CC Ha6monaBa He6ﬂar0HpI/IHTHO BL3I[€I>1CTBH€, Cce
HU3BBPIIBAT JOMNBJIHUTCIIHU TOAXOOAININA H3CJICABAHUA (Hanp. Ipu npeaACTAaBUTCIIHU
YCJI0BUA B CbOTBETCTBUC C IPEATIOKCHUTEC YCIIOBUSA HA YHOTpe6a).

Bn3neiictBue BbpXy nmueju

IIpenocraBs ce o0oO0IIeHne HA MOTEHIMATHATa WH(PEKIMO3HOCT M MaTOreHHOCT Ha
MHUKPOOPIraHU3Ma 3a IYEIUTE Bb3 OCHOBA HA Bede MpelocTaBeHara 1o pasaent 1, 2,
3 u 7 unpopmanys U Ha UHOPMAIUATA, KOATO MOXKE Ja ObJe MOoIydyeHa OT JApYT
HaJEKJCH U3TOYHHK.

I/I3B’pr_HBaT CC CBOTBCTHUTC HM3CICABAHHUA 3a IIaTOI CHHOCT/I/IH(I)CKI_II/IOBHOCT,
BKIIFOYUTCIIHO Ha 3pCJii MHAUBHUIN WU HAa UHAWBUIWU B JIAPBCH CTa)IHﬁ, OCBC€H KOTrarTo
3adBUTCIIAT JOKaXC, KaTro CJIc€aBa II10axXxod, OCHOBaH Ha 3HA4YUMOCTTa Ha
JoKaszaTeciiCTBara, 4uc:

- Ha MaTOreHHOCTTa/ I/IH(l)eKI_II/IO3HOCTTa Ha MHUKpPOOpPraHu3iMa Mnpu Mm4YCJIUuTeC MOKE
Ja 6’[)}16 HaIlTpaBC€HaA OLICHKA Bb3 OCHOBA HAa MPEAOCTABCHOTO PE3FOME; UIITN

- Bb3 OCHOBA Ha PIH(bOpMaLII/I}ITa, npeaocraBcHa B pPaszacit 7, HC C€ OYakBa
HAJIN4YHEC Ha CKCIIO3UIIUA 3a MUCIIMTC HA MUKPOOPraHmnu3Ma.
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84.

8.5.

Koraro npu TakuBa m3cienBaHus ce HaOIltoJaBa HEOIArONMPHUATHO BB3JICHCTBHE, CE
HU3BBPIIBAT JOMBJIHUTCIIHU MOAXOLANIIN HU3CICABAHUSA (HaHp. n3cieaBaHus B II0JICBA
O0OCTaHOBKa TPU MPEICTABUTEIIHU YCIOBUS B CBOTBETCTBHE C MPEIIOKCHUTE
yCIJIOBUSI Ha ynotpe0a).

Bb3aeiicTBue BbPXY HellpHIEJIHU YJIEHECTOHOTH, PA3JIUYHU OT M4YesIn

[IpenocraBs ce o0oOIIeHNe HA MOTEHIMATHATA WHPEKIIMO3HOCT M MaTOTEHHOCT Ha
MUKPOOPIraHW3Ma 32 HETIPHUIICTHH YWICHECTOHOTH, Pa3JIMYHU OT ITYEd, Bb3 OCHOBA Ha
Beue MpejocTaBeHaTa mo pasnenu 1, 2, 3 u 7 uadpopmanus u Ha UHPOPMAIIUATA,
KOSITO MOXe Jja ObJIe TOTydeHa OT IPYT HA/ICXKICH H3TOYHHUK.

I/ISB'prHBaT C€ CbOTBCTHHUTC H3CJICIBAHHA 3a HaTOI‘eHHOCT/I/IHq)eKLII/IO?;HOCT, OCBCH
KoraTto 3asBUTCIIAT AOKaXE, KaTo cj€aBa IIOAXO0J, OCHOBaH Ha 3HAYMMOCTTa Ha
JoKa3zaTciicTBara, 4uc:

- Ha HaTOFeHHOCTTa/I/IH(beKHI/IOSHOCTTa Ha MHKPOOpraHuiMa 3a HCEIIPULCIHU
WICHCCTOHOTH, pa3JIM4YHU OT IMYCIIM, MOKC [a 6”[)116 HallpaB€Ha OLICHKA Bb3
OCHOBA Ha IMIP€AO0CTaBCHOTO PE3IOMC; UJIN

—  BB3 OCHOBa Ha MH(pOpMAIMITa, MPEAOCTaBEHa B pas3jies 7/, HE CE OYaKBa
HaJINYME Ha €KCIIO3UIMS 32 HEMPULIETHU WIEHECTOHOI'M Ha MUKPOOPraHU3Ma.

AKO ca HEOOXOIUMH M3CJICABAHUS, TE€ C€ U3BBPILIBAT BHPXY JABA BHUJIa YICHECTOHOTH,
pa3IMYHUA OT MY, KOUTO HMMaT pojis B OMONOrMYHUTE Mepku 3a Oopba u ce
CBCTOST OT PA3IUYHU TAaKCOHOMHUYHHM TPyNH (pa3peau), KOraro € Bb3MOXKHO, 3a
KOUTO HMMa ChIJIACYBAaHM MPOTOKOIU 32 H3MHUTBAHUS, U 3ASBUTENST MPEACTaBS
00OCHOBKa 3a Oposi M TaKCOHOMHSTA Ha BHJOBE, KOUTO ca TOJIOKEHH Ha
m3nuTBaHua. OCBEH TOBa € BBH3MOXKHO 32 TE3M H3MMTBAHUSA Jla ca HEOOXOAUMHU
YCJIOBHS, BIMSEIIN BbPXY pacTexka WIH KU3HECITOCOOHOCTTa HA MUKPOOPTaHU3Ma.

Koraro mpu TakuBa u3cnenBaHus ce HaOIOaBa HEOMArOMPUITHO BB3JICHCTBUE, CE
V3BBPIIBAT  JOMBIHUTEIHH  TOAXOMSIIM  HW3CIeABaHUSA  (Hamp. paslIupeHu
nabopaTopHU W3MHUTBAHMUS WM M3CIEJBAHUS B TMOJeBa OOCTaHOBKAa MpHU
MPEACTABUTEIHHN YCIOBUS B ChOTBETCTBUE C MIPEJIOKEHUTE YCIOBUS HA yroTpeoda).

Bb3aeiicTBHe BbPXY HENIPHIECJIHH Me30- H MAKPOOPTaHU3MH B II0YBaTa

IIpenocraBs ce 0000IIEHNE HA NOTEHIMAIHATa WHPEKIUO3HOCT U MATOI€HHOCT Ha
MHUKpPOOPTraHNW3Ma 3a HENPULEIHU ME30- U MAaKpOOPIaHW3MH B IIOYBATA Bb3 OCHOBA
Ha Beue MpejocTaBeHata 1o pasjnenu 1, 2, 3 u 7 undopmanus u Ha uHbOpMausAITa,
KOSITO MOXe Jja ObJie MOoIydeHa OT IpyT Ha/leXkK1eH U3TOYHHUK.

I/I3B’I)pHIBaT C€ ChbOTBECTHHUTC H3CJICIBAHHA 3a l'[aTOFeHHOCT/I/IHq)eKHI/IO?:HOCT, OCBC€H
KOorarto:

— Ha NATOreHHOCTTa/MH(EKINO3HOCTTa Ha MHUKPOOPTaHHW3Ma 3a HENpPULIETHU
MOYBEHH MeE30- U MaKpOOPraHM3MHU MOXe Ja ObJe HalpaBeHa OIIEHKAa Bb3
OCHOBA Ha NPEAOCTaBEHOTO PE3IOME; N

- Bb3 OCHOBA Ha HH(pOpMaL[I/I}ITa, npeaocrtaBcHa B pPaszacit 7, HC C€ OYakKBa
HaJIM4YMUEC Ha CKCIO3UIUA 3a IMOYBEHM MCE30- HW MaKpOOpraHu3MH Ha
MHKpOOpTraHnu3Ma.

AKO ca HeoOXOJIUMU U3CJE/IBaHUS, T€ C€ M3BBPIIBAT BbPXY JBa HEMPUIIETHU BUA
Me30- U MaKpOOpraHW3MHM, W30paHH Bb3 OCHOBa Ha OMOJIOTMYHHUTE CBOICTBa Ha
MHKPOOPraHnu3Ma, MOJUIOKEH Ha OILEHKa, KOraTo TOBa € Bb3MOXHO, 3a KOUTO MMa
CBITIACYBaHU IIPOTOKOJIU 32 U3IIUTBAHE.
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8.6.

8.7.

8.8.
8.8.1.

Korato npu TakuBa m3cneaBaHus ce HaOJt0gaBa HEOIArONMPHUATHO BB3NIECHCTBHE, CE
M3BBPIIBAT JOMBJIHUTEIHA MOAXOIAIIN H3CIAeABAaHUS (HAIp. MpU MPEACTaBUTEITHU
YCJIOBHS B CHOTBETCTBHUE C IIPEJIOKCHHUTE YCIOBHS Ha yIoTpeba).

Bn3geiicTrBue BbPXY HENIPUIEJTHU CYX03€MHHU PACTCHUA

[IpenocraBs ce 06001IeHNe HA MOTEHIIMAIHATA WH(EKIIMO3HOCT U MaTOreHHOCT Ha
MUKpPOOPIraHHW3Ma 3a HENpPULETHU CYXO3€MHM pacTeHUs Bb3 OCHOBAa Ha Bede
npenocTaBeHara mno pasaend 1, 2, 3 u 7 undopmanus U Ha uHGOpPMALIUATA, KOATO
MO’Ke Ja Ob/ie M0JIy4€Ha OT APYT HAJEKEH U3TOUHUK.

ChoTBEeTHUTE HU3CJICABaHU Ha HaTOFeHHOTO/I/IH(l)CKI_II/IOSHOTO B’b3I[CI>iCTBH€ BbpPXY
HCIIPUICIIHN CYXO3C€CMHH pPAaCTCHUA CC HU3IBHBPIIBAT, AKO 34 MHUKPOOpPraHuimMa ¢©
HU3BECTHO, Y€ MMa XCp6I/II_[I/II[€H MCXaHU3BM Ha ,Z[efICTBI/Ie WK Y€ € TACHO CBBpP3aH C
PACTUTCIICH IIAaTOICH, OCBCH KOI'aTO 3adBHUTCIIAT HOOKaAXE, KaTo CJICABa IOAXOM,
OCHOBAH Ha 3HAYMMOCTTaA Ha JOKa3aTrejcTBara, 4e:

— Ha TAaTOT€HHOCTTA/MH(PEKIIMO3HOCTTa Ha MHUKPOOPTaHM3Ma 3a HEIPUIEITHU
CYX03eMHHU pacTeHHs MOKe Ja ObjJe HalpaBeHa OLIEHKAa Bb3 OCHOBa Ha
IIPEIOCTABEHOTO PE3IOME; UITU

— Bb3 OCHOBA Ha I/IH(l)OpMaI_[I/IHTa, npeaoCTaB€Ha B pas3acia 7, HEC CC€ OYakKkBa
HaJIM4YUC Ha CKCIO3HMOUA 3a HCHOPULOCIHU CYXO3CMHU PpPaCTCHUA Ha
MHUKPOOpPIraHnu3ma.

Koraro npu takuBa m3cienBaHus ce HaOt0ogaBa HEONIAroMpHUATHO Bb3JIEHCTBHE, Ce
W3BBPIIBAT JIOMBJIHUTEIHU MOAXOJSAINN M3CICABaHUs (HAIP. MPH MPEICTABUTEIIHU
YCJIOBHS B CHOTBETCTBHUE C IIPEJIOKECHUTE YCIOBHS Ha yIoTpeoa).

I[OH'I)JIHI/ITGJIHI/I H3CJIC¢ABAHUA HA MUKPOOPraHuiMa B OKOJIHATa cpeaa

Moske f1a € HeoOX0aUMO Ja ce MPEACTABAT JIONBJIHUTEIIHUA JaHHU 32 MOTEHIUATHATA
MaTOTEHHOCT/MH(MEKIIMO3HOCT HAa MHUKPOOpPTaHM3Ma 3a HENpUIENIHU BHJIOBE,
pa3IMyHU OT BHUJOBETE, 3a KOWUTO € HalpaBeHa OIeHKa 3a W3MbJIHEHHE Ha
W3UCKBaHMATA, IOCOYCHU B TOUKH 8.1—8.6.

JlaHHUTE MOTAaT CHIO TaKa Ja CE ChbCTOAT OT PE3IOME, BKIFOUUTEITHO HH(POPMAIIHTA,
KOSTO B€YE € MPEA0CTaBeHa ChIVIACHO pa3Aenu 2, 3, 5 u 7, U TaHHUTE, KOUTO MOXKE
na ObJaT MOJYYeHH OT JAPYT WM3TOYHUK, WIW OT JOMBJIHUTEIHU W3CIEIBAaHUS 3a
MH(DEKIIMO3HOCT U NMaTOTeHHOCT.

HNudopmanus u u3ciieIBaHus HA TOKCHYHOCTTA HA MeTa0oJIMTUTE
Hnghopmayus 3a memaborumume

[IpencraBs ce ungopmanus (Hamp. HayyHa JIUTEpaTypa, pe3yaTaTH OT U3CIICABAHUS)
32 TOKCHKOJIOTMYHOTO XapaKTepU3UpaHe Ha MeETabOJIMTUTE M CBBP3aHUTE C TAX
UICHTUQUIMPAHU OMACHOCTH, KOMTO ca OT 3HAUYEHHE 332 HEMPULIETHUTE OpraHU3MH,
cbOpaHa MM U3TOTBEHA C I1e HISHTHU(PULIMpPaHe Ha METaOOIUTHTE C Bb3MOXKEH PHCK
WM U3KJIIOYBAHETO UM KaTO TaKMBa C Bb3MOXKEH PHCK.

3a MeTaboIUTUTE, 32 KOUTO € YCTAaHOBEHA OMACHOCT 3a HETPUIIEIIHUTE OPTaHU3MH,
Ce TPEIOCTaBs OICHKA Ha CKCIO3UIUATA HAa CHOTBETHHTE HEIPHUICIIHA OPTaHU3MH
o Touka 7.2.1.
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8.8.2.

Jonvanumennu uscneosanusi Ha MOKCUYHOCMMA HA Memaboiumume ¢ 8b3MON*CEH
puck

3a wmertabonuTa(MTe) C BB3MOXKEH PHCK, HACHTHUGUIMpaH(M) BH3 OCHOBA Ha
npenocTaBeHara nH(opMalus 3a onacHocTTa (BK. Touka 8.8.1) u ekcno3unusra (Bx.
Touku 7.2.1 m 7.2.2) Ha HENPUIIECTHU OPTaHM3MH M BKIIOYCH(M) B TOYKa 2.8, ce
MPEOCTaBs JOMBIHUTEIHA HHPOPMALIKS 32 TSIXHATa TOKCUYHOCT 32 HEMPHULIECTHUTE
OpraHM3MH, KOUTO ca OT 3HAUeHHE (Hamp. Bb3 OCHOBA HA EKCIO3UIUS U MOKa3aHHE
32 TOKCUYHOCT) cpell onucanuTe B Touku 8.1—=8.6. B cinyyaii 4e e HeoOxomumo aa ce
reHepupaT eKCIePUMEHTAIHU JaHHH, C€ MPENOCTaBAT MOJIXOSANIMTE HU3CIeABAHUS
Ha €eKOTOKCHUKOJIOTHSI, KAKTO € MPEJIBUICHO B YacT A, paszen 8.
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1. Introduction

-

~

Directive 2000/29/EC

\_

PLANT PASSPORT for
specified species of plants
and seeds, and certain
types of plant material

J

-

Regulation (EU) )
2016/2031

PLANT PASSPORT extended to
all plants for planting and a larger
range of seeds

+

Provisions to strengthen the
system

J

/ Article 79(6), by 14 December 2019: \
report on the experience gained from the
extension of the plant passport system to all
movement of plants for planting within the Union
territory including a clear cost-benefit analysis for
the operators, accompanied, if appropriate by a

\ legislative proposal. /






1. Introduction

Lack of public

available data

(December 2019 -
February 2021)

o

\_

No overall
reporting
obligations for
the MSs

)

i

No results yet
from audits

5

EUROPEAN
COMMISSION

Brussels, 10.12.2021
COM(2021) 787 final

REPORT FROM THE COMMISSION TO THE EUROPEAN PARLIAMENT AND
THE COUNCIL

to present the experience gained from the extension of the plant passport system to all
movement of plants for planting within the Union territory

-

~
Questionnaire

Validated by MSs and
EU associations

)

24

9 Certification CAs from 7 MSs

43
44
50

7 EU-level associations

................ —— g

NPPOs

operators from 10 MSs
national associations from 13 MSs
replies from citizens from 5 MSs

JRC — DG SANTE
TECHNICAL REPORT

Enforcement, effectiveness, cost and
benefits of the phytosanitary
measures related to the Plant Passport
system






1. Introduction

Limitations of the report

1. Limited contribution from Certification CAs, operators, associations and
citizens and as such, the analysis cannot be conclusive for these

stakeholder groups;

2. Short time between the entry into application of the different provisions and
the feedback request;

3. The impact of COVID-19 pandemic on trade and activities related to the
scope of this report.
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2. Extension of the PP system

Article 79 | Introduced obligation for all plants for planting, other than |
ricle | > | seeds, to be accompanied by a PP for their
movement within the Union territory. Py
/

[ Aims of the extension of the PP system }

/ * increasing the effectiveness of protection against Union QPs, \
« improving the preparedness for the identification of new plant pests of EU concern,

* having a uniform application of the policy,

\ * having a better understanding and awareness of relevant stakeholders.
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2.

Extension of the PP system

The extension of the PP was perceived

as positive because it }

-

N

Increased the traceability of the plants (by half of the respondents)

J

N

QP (by majority of the respondents)

N
(Increased or didn’t change the effectiveness of protection against

J

Improved or didn’t change the preparedness for the identification
of new plant pests of EU concern (by most of the respondents)

{
{

Improved or didn’t change the understanding and awareness of
relevant stakeholders (by most of the respondents)

ommission





2. Extension of the PP system

[The extension of the PPJ

=

Perception in relation to:
- Transition
- Implementation
Complexity of issuing/replacing P

P

/

—

-~

burdensome and difficult
(2/3 of the stakeholders)

~

manageable or no changes

—

(1/4 of the stakeholders)

=

/

-

-

Perception of the changes related, apart from certain specific aspects, to
a short period of time between the application of the new rules and the
evaluation exercise for this report (December 2019 — February 2021).

~

J
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2. Extension of the PP system

Aim:
[- identify the groups of plants that triggered the most technical difficulties }

Ask stakeholders to list up to 3 plants/groups of plants for which
due to the extension of the PP to all plants for planting they had:

- experienced the most technical difficulties
- experienced the greater technical ease

i

[The same groups of plants were listed in both cases, }

"

but with lower number of replies in the second question.






2. Extension of the PP system

[Changes In the staff and the workload J

\

[ NPPOs

J

[ Operators

~

J

Bigger impact on the workload than in the staff.

Institutions reached maximum staff ceiling and increased workload

/- No uniform impact on the staff

.

More than half declared no changes or no opinion
others declared both, increases or decreases

Increased the workload

More than half of the operators that replied

~

European
Commission





3.1. Harmonised format of PP

-
Introduced _
[ Article 83 J [ S Common format for the PP to ensure uniform

\conditions for the implementation of the Regulation

~N

{ Stakeholders views:

J

( )

—| Transition: manageable or easy for most of the stakeholders

- J

4 )
Implementation and complexity: rated quite positively, as there were more positive

\than negative replies

J

[ Changes in the staff and workload }

(" N

— Similar impact on the staff and workload for operators
-

European
Commission
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3.2. Attachment of the PP to the trade unit

Article 88 J | v professional operators to the trade unit

Introduced | Opligation of the PP to be attached by the

[ Aims J
«increase the traceability of the plants,

*reduce the risk of movement of plant pests, and

increase the recognition of the EU plant health system amongst stakeholders )

~

A4

N

one of the most difficult changes introduced by the Regulation

one of the reasons why most of the stakeholders considered the extension of the
PP system to all plants for planting as burdensome and difficult.

> Kk
x0T
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3.2. Attachment of the PP to the trade unit

General stakeholders' views: }

4 )

Transition: burdensome or very burdensome by 65% of the stakeholders

g J

[Implementation: complicated or much more complicated by 81% of the
_stakeholders )

(Complexity process to issue or replace the PP: more difficult by 50% of
_the stakeholders. )

Difficulties: attachment to some types of plants (turf in rolls, logs of wood), consignments
_ with multiple small lots, lots with multiple species or multiple species in a single pot )

European
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3.2. Attachment of the PP to the trade unit

[ Differences between NPPQOs and operators ]

'NPPOs: useful and contributed to an increased prevention }

Operators: not useful and not contributed to increased prevention}

suggested to allow the PP to be included in the delivery
documents, such as invoices and to introduce an electronic
version of the PP

European
Commission






3.2. Attachment of the PP to the trade unit

[ Changes In the staff and workload }

[Bigger Impact on the workload of NPPOs than operators }

[ Operators }

Additional costs and time for operators and supply chain (some types
of materials, need of IT systems, equipment)

[Administrative burden }

Need for intensive communication to inform operators due to the transition
to the new PP rules. |






3.3. Requirements on authorised operators

New :> « ensure uniformity in the application of the PP system
requirements * increase the credibility of the information contained in the PP

~

/For the operators issuing PP:

* rules to ensure the traceability of the plants (Art 69)

« conditions for the examinations (Art 87)

« conditions for the authorisation of professional operators to issue PP (Art 89)

\ obligations of these authorised operators (Art 90) )

For the NPPOs, detailed rules:
» for the registration of professional operators (Art 65 and 66)
« for the authorisation of professional operators to issue plant passports (Art 89)

European
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3.3. Requirements on authorised operators

[ PP should generally be issued by authorised operators }

:>£

24 MSs } g In 12 MSs, PP is issued by authorised operators

replied

* In 6 MSs, PP is issued by Competent autorities

R

* In 3 MSs, PP is issued by both

* In 3 MSs, PP issuer depends on the commodity y

e L
general agreement (more than 70% of the respondents) that It IS not

necessary that the competent authority issues the PP for

\certaln plants

J

|

Only in a minority of Member States, 7 out of 24, fees are charged by public
authorities to operators to authorise them to issue PP.






3.3. Requirements on authorised operators

[Delays regarding the registration of the professional operators in some MSs
(Art 65)

Up to the date when the questionnaire was replied:

K iIn 13 out of 23 MSs that replied to the question, all the professional \
operators were already registered

« work was still ongoing in the other MSs

* the delays are because there are new operators that were not
Issuing PP before, the need to set a new IT system for registration
\ or lack of information on distance sellers. /

European |
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3.3. Requirements on authorised operators

Article 89 on the authorisation of professional operators to issue PP has
been supplemented by (Eg)mmission Delegated Regulation (EU) 2019/827

Article 2 - competent authorities to ensure that professional
operators have access to a technical guidance on the criteria to
be fulfilled in the examinations relating to the issuance of PP.

NPPOs

half have already provided
that technical guidance,

Regulation 2019/827 applicable from 14/12/2020, questionnaire launched in 02/2021.

s N

perators

\ 4

« Higher percentage of those who has already received the
technical guidance than of those who have not received yet

« The quality of the guidance provided was rated insufficient
only by a minority of the respondent operators, the other

\ replies rating it mostly average or good. / |






3.3. Requirements on authorised operators

The possibility to identify pests since the operators are responsible
for the examinations in order to issue the PP has improved

« almost half of the operators declared that they use their own
expertise to ensure the detection of QPs in their premises

» 44.2% of the operators replied that they outsourced it.

[ Changes In the staff and workload }

[Increased workload for both, operators and NPPOs }
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3.3. Requirements on authorised operators

Data of the total number of registered operators and authorised
operators subjected to the PP for the years 2018, 2019 and 2020
16 NPPOs w
7 1 )

- since 2019 the total number of registered operators have
Increased by 17%.

- the total number of professional operators authorised to issue PP
g have more than doubled between 2019 and 2020.

/
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3.4. Distance sales — PP for final users

/exception of the requirements of PP for final user,
[ Article 81 }:> but not for the plants received by means of sales
\through distance contracts P

KHaIf of the respondents: appropriate \

« About 40% of respondents: unnecessary or burdensome
« NPPOs: more than half considered appropriate,

« QOperators: only one quarter considered appropriate, more than
half considered it unnecessary or burdensome.

In some specific sectors, e.g. in plant varieties conservation
activities, the impact of the provisions was considered as

Kdisproportionate to their capacities. /






3.4. Distance sales — PP for final users

"Enforcement of PP to final users receiving plants by means of sales through

distance contracts: evenly distributed between appropriate and inappropriate
(_(@bout 40% no opinion on this issue). )

-

J

Clarity: insufficient (half of the NPPOSs), different approaches by MSs

& J

Need for more harmonised approach: evenly distributed between necessary
and unnecessary (about a quarter of the respondents expressed no opinion on this issue)

[ Changes in the staff and workload }

( N

—1 few changes in the staff of NPPOs and operators

( N

— Increase workload of NPPOs

- J
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3.5. Electronic PP

[ Article 83(8) J:> to set the technical arrangements for the issuance of an
electronic PP

/introduces the possibility, by means of implementing acts,\

/

[feasible and useful by more than half of the respondents }

The PP should allow the differences among

specific plant to be traceable the groups of
to its place of origin stakeholders
Not feasible: Not useful:
1 out of 24 NPPOs * no NPPO
14 out of 43 operators « 12 out of 13 operators

reasons by the operators replying not feasible and not useful:
* new burdens and costs, mostly for small professionals.
* |t was proposed that if an electronic PP is introduced, to keep also the paper version






3.6. Regulated non-quarantine pests

-

&

PP

~

—> {Guarantee freedom of QPs and also now of RNQPs J

J

p
Need for more coherence between the PHR and PRM legislation
\(fruit propagating material and fruit plants and vine propagating material)

J

"No Impact on the efficiency of the official controls for RNQPs as most NPPOs A
and CA were already carrying out the controls for QP and RNQP together

_before P

8 No significant impact on the number of official controls from RNQPs )

_- No increase in non-compliances

J

|

In case of non-compliance: inform MSs and reject the consignment,
(but case by case analysis is done)

L






3.7. General awareness of PP

at the business level

[Over half of respondents knew that plants have to be accompanied by a PP

|

-~

-

Only about a third of respondents knew that plants bought online need to
be accompanied by a PP.

~

"

(Although most of them were not aware of the PP requirements for plants

bought online, more than half considered this requirement as a good idea
compared with only about a third who believed it is counterproductive

2N
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4. Conclusions

Gerall, the extended PP system has contributed towards achieving\
the objectives of Regulation (EU) 2016/2031, in particular towards:

e an increased effectiveness of protection against QPs,

* Improved preparedness for the identification of new plant pests of EU
concern,

« Improved understanding and awareness of relevant stakeholders on the
plant health importance and

\increased possibility to identify pests. /






4. Conclusions

[Extension of the PP to all plants for planting] — [burdensome and difficult J

4 )
e transition not always smooth

* the new rules not always clear
NS J

—> [Difﬁcult Implementation in the beginning }

ﬁ\lo significant cost were declared, but there were additional administrative \
burden and associated costs that outweigh the perceived additional benefits:
- the need to attach the PP to each single trade unit
- the provisions governing distance sales.

Overall:
Q\o significant change in the functioning of the plants for planting and seed sectoL/






4. Conclusions

/
To enhance the effectiveness and practical implementation of the extended PP

~

system and to achieve better usefulness, more discussions are needed in order to

\define what targeted improvements might be necessary. These concern:

-

(

-~

J
8
(1) the provisions for the attachment of PP to trade units
> .
(2) the arrangements for distance sales
- J
-
(3) electronic PP, without increasing administrative burden on small
Kproducers and without loosing the traceabillity to the trade units )

|

Any putative amendment of the PP regime, however, should be limited in scope,
as it would mainly relate to adjustments to the existing system.

|
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Meeting of the AGRIFISH Councill
21-22 February 2022
Information point

COPHs Meeting
2-3 February 2022
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COPHs Feb 2022 - Document by FR Presidency

Discussion of the report on the extension of the Plant Passport system — focus on:

» Attachment of the plant passport to a trade unit — Art.88
» Distance sales — Art.81
 Electronic Plant Passport — Art.83

Result of the discussion:

« Confirmed the focus to be on the 3 elements — Art. 88, 81 and 83
* Member States invited to provide comments and any additional suggestions in writing

Written comments from MSs (9)

« Comments provided on the 3 elements in focus
» Additional suggestions

Follow-up discussion
* Informal COPHs meeting: 5-6 May 2022
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5. N

ext steps / way forward — for discussion

{(1) The

provisions for the attachment of PP to trade units

-

» Modification of Art 88 of PHR — to allow for derogations

&
e

» Specific commodities to be specified for which a derogation will allow
a plant passport to be part of accompanying documents

J
DY

J
~

-

-~

» Commission technical working group to discuss the details (specify
derogations, link between the document and the plants, etc.)






5. N

ext steps / way forward — for discussion

{(2) Distance sales

-

&

» Possible modification of Article 81 of PHR

J
~

» To discuss whether regulate distance sales within the Union in the

same way as normal sales, I.e. a Plant Passport NOT to be required

. for final users

N

» Also to discuss — concerns of specific sectors — e.g. plant variety
conservation groups

ommission





5. Next steps / way forward — for discussion

{(3) Electronic Plant Passports (“ePP”)

-

» Empowerment available in Article 83(8) of the PHR

&

-
» Added value, feasibility, technical details & timing require further

discussion in a Commission technical working group

-






Proposed way forward - Summary

Attachment of a PP

« Amendment of PHR — Art.88 » To evaluate pros & cons » Possible amendment of PHR —

- Derogations for limited list of « In case of steps forward — Art.81
specified commodities allowing for a sectors/stakeholders to be involved  For discussion which direction to go
PP to be included in accompanying in the discussion « Specific concerns — plant variety
documents conservation activities/organisations

* Technical details to be discussed
with MSs

35
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FOOD SAFETY: EFSA postpones conclusions on glyphosate re-evaluation by one year



Brussels, 11/05/2022 (Agence Europe)

[bookmark: _GoBack]

The European Food Safety Authority (EFSA) will postpone its final scientific opinion on the re-evaluation of glyphosate by one year, it announced on Tuesday 10 May. This scientific opinion was initially expected this summer for a decision on the possible renewal of the authorisation or its refusal before the end of the year.

EFSA is citing too many responses to the public consultation it launched in September 2021 on the initial assessment, in conjunction with the European Chemicals Agency (ECHA), which is responsible for the classification of this controversial pesticide, authorised in the EU until 15 December 2022 (see EUROPE B12798A14).

It also refers to the large number of responses received from the industrial applicants for renewal (the Glyphosate Renewal Group) to its requests for further information and “which need to be carefully considered”.

EU Commissioner for Health Stella Kyriakides, “deeply concerned by this delay”, has “asked the agencies to do their utmost to complete their work as soon as possible, while ensuring the highest standards of scientific integrity expected of (these) agencies”, according to the Commission services.

Pointing out on Wednesday 11 May that the one-year postponement means that the European Commission and the Member States could try to decide on a one-year extension of the authorisation of glyphosate, the NGO PAN Europe warned the Commission against such a possibility.

“EFSA has received more than enough evidence to quickly produce a statement on the unacceptable risk to human health and the environment. The independent science is clear: glyphosate is genotoxic, a probable carcinogen, and has unacceptable negative effects on the environment”, according to the NGO.

 ECHA’s Risk Assessment Committee will discuss the hazard classification of glyphosate at the end of May. It will examine carcinogenicity, genotoxicity, reproductive and developmental toxicity and environmental classification. EFSA indicates that it will consider the opinion published by ECHA between the end of July and mid-August 2022. (Original version in French by Aminata Niang)
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HNPHJIOXKEHUE

[Tpunoxenue Il keM Pernament (EO) Ne 1107/2009 ce uzMeHs, KakTo clieaBa:

1)

2)
w34,

34.1.

3.4.2.

3.4.3.

3.4.4.

3)
w3.5.

3.5.1.

3.5.2.

Touka 3.1, OykBa 0) ce 3aMeHs, KaKTO CJIe/[Ba:

,0) JlaBa HaJEeKJHA MPOrHO3a 32 OCTATHYHUTE BEUIECTBA B XPAaHUTE U (ypakuTe,
BKJIFOUUTEIIHO CJIEJBAINTE KYJITYpPH, Bb3 OCHOBA Ha HH(POPMAIHUITA, IPEAOCTaBeHA B
CBOTBCTCTBHEC C UI3BMCKBAHUATA 34 JAHHUTC 3a aKTUBHUTC BeIJ_ICCTBa;“;

Touka 3.4 ce 3aMeHsI CHLC CIIEIHOTO:
CbCcTaB HA AKTHBHOTO BEleCTBO, AHTUA0TA WJIN CHUHEPTUCTA

3a XMMUYHHUTE aKTUBHU BEIIECTBA, aHTHJIOTHTE U CHUHEPIUCTUTE crieuuduxanusata
onpezenss MUHUMAalHAaTa CTENEH Ha YUCTOTa, WACHTHUYHOCTTa M MaKCHMAaJIHOTO
ChIbp)KaHME Ha OHEYMCTBAHMA M  KOraro € IeJecboOpasHO — Ha
M30MEpH/ANacTepeon30MepH 1 100aBKH, KaKTO M ChABPKAHHETO HA OHEYHCTBAHUS C
Bb3MOXXEH TOKCHUKOJIOTMYEH, EKOTOKCUKOJOTMYEH WM €KOJIOTMYEH PHUCK B
MIPUEMJIUBU TPAHUIIH.

3a XMMUYHHUTE AaKTUBHHM BELECTBA, AaHTHJIOTUTE M CHUHEPIUCTHUTE, CIIOPE] clyyas,
cnenuuKanusaTa OTTOBaps Ha ChOTBETHATa crenudukanys Ha OpraHuszanusara 3a
npexpaHa U 3eMe/ielie, KoraTo ChIIeCcTByBa TakaBa cneuudukanus. Korarto obaue e
HE0OX0MMO, OT ChOOPAKEHHS 3a 3aIIUTA Ha 3/[PaBETO Ha XOpaTa MU Ha )KUBOTHHUTE
WIM 3a OnasBaHEe Ha OKOJIHATa cpeJa MOrarT Ja ObJaT NpPUETH IO-CTPUKTHH
crienu(puKaIum.

AKTUBHU BEILECTBA, KOUTO Ca MHUKPOOPTraHU3MH, C€ AEMNO3UPaT B MEXIYHAPOIHO
npu3HaTa 0aHKa 3a MUKPOOPTraHU3MHU U KJIEThUHHU KYJITYpU U IOJIy4aBaT HOMEpP Ha
BlucBaHe. HammeHoBaHMeTO Ha BHMJAa Ha MHUKPOOpPraHHU3MUTE ce 0003HauaBa
HE/JIBYCMHCJICHO BH3 OCHOBA Ha Haii-akTyallHaTa Hay4YHa uHpopMmanus, a
MUKPOOPTaHU3MHUTE C€ HAaMMEHYBaT Ha HMBO IlaM, BKJIIOUYHUTEIHO C JpYyro
0003Ha4YeHHE, KOETO MOJKE J1a € OT 3HaueHHUe (HaIlp. Ha U30JIaTUTE, aKO € PUII0KHUMO
3a BupycH). [locouBa ce gamum MHUKpPOOPTaHU3MHUTE ca OT JUB BUJ, €CTECTBEHU WU
Mpen3BUKaHU MYTAaHTH, UJIM TEHETUYHO MOIU(GUIIUPAHN OPTaHU3MHU.

3a aKTHUBHH BCIIIECTBA, KOUTO Ca MHUKPOOPraHHU3MH, CHCI_II/I(l)I/IKaI_II/IHTa Ompeacisa
MHWHUMAJTHOTO U MAKCUMAJIHOTO CHbABPKAHHUEC HAa MHUKPOOpTraHHU3Ma, HICHTUYHOCTTA
U CBABPKAHUCTO HAa HUMANIUTEC 3HAYCHHUEC 3aMbpCsABaAllli MHUKPOOPraHU3MU,
METAa0OIUTH C BBH3MOKEH PUCK W OHCYUCTBAHUA C BB3MOXKCH TOKCHUKOJOTHUYCH,
CKOTOKCHKOJIOTUYCH HUJIM €KOJIOTMYCH PUCK B IIPUCMIIMBU FpaHI/II_II/I.“;

Touxka 3.5 ce 3aMeHsI CbC CIIETHOTO:
Metoau 3a aHajau3

MetoauTe 3a aHanuM3 Ha XMMHMYHUTE aKTUBHU BEIIECTBA, AHTUIOTUTE WIH
CUHEPIUCTUTE, KAaKTO ca IPOU3BEIEHU, M 3a OINpEAEIsHE Ha OHEYHUCTBAaHUS C
Bb3MOXEH TOKCHUKOJOTHYEH, EKOTOKCHKOJOTHYEH WM €KOJOTUYEH PHUCK WIH
OHEUMCTBAHMS, YMATO KOHILIEHTpAalMsl B AaKTUBHOTO BEILECTBO, AHTUJIOTA WIH
CHUHEpPrucTa, KakTo ca Ipou3BeleHH, € no-roisiMa oT 1 g/kg, ca Bamuaupanu u e
JI0Ka3aHO, Y€ ca JIOCTaThUHO CIEIHATU3UPaHH, MPABUIHO KaIUOpUpaHHU, TOYHU U
MIpPELU3HU.

MCTOI[I/ITC 3a a”HaJIM3 Ha OCTaThbiHHM BCIICCTBA OT XMMHWYHHU AaKTHBHH BCIICCTBA U
nMalinu 3Ha4YCHHUEC METAa0OINTH B PACTUTECIIHN U ) KUBOTHHCKU MaTpHUI U MaTpUIIU HA
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3.5.3.

3.54.

3.5.5.

4)
,3.6.6.

5)
5.2,
5.2.1.

5.2.2.

OKOJIHATa cpejia W NMUTCHHA BOJA, CIOpei ciydas, ca BaJWJUpPaHU M ca JIOKa3aHH
KaTo AO0CTAaThbYHO ‘IYBCTBI/ITGJIHI/I 110 OTHOIIICHHUEC HA CTCIICHTA HAa pI/ICKa.

OmneHkara ce W3BBPIIBA B CHOTBETCTBHE C CIWHHUTE NPUHIMIIMA 33 OILCHKA |
paspelaBaHe Ha MPOJYKTH 3a PACTHTENIHA 3alIMTa, IOCOYCHHU B WieH 29, maparpad
6.

3a aKTUBHHU BCIICCTBA, KOUTO Ca MUKPOOPraHu3iMnu, MECTOJUTEC 3a aHAJIN3 3a TAXHOTO
I/IIIGHTI/I(bI/II_[I/IpaHe U KOJIHUYCCTBCHO OIIPCACIAHC, KAKTO H HMAIIUTC 3HAYUCHUC
3aMbpCiABallli MUKPOOpPTraHU3MHU, Ca BAJIMAWPAHHU U € NOKA3aHO, Y€ Ca JOCTATBbYHO
ClICHUaJIN3upaHu, IIPaABHUIIHO KaJ'II/I6pI/IpaHI/I, TOYHU U IMTPCIHU3HU.

3a aKkTUBHU BELIECTBA, KOUTO Ca MHUKPOOPTraHM3MH, METOJMTE 3a aHaliu3 Ha
METabOoIUTUTE C BB3MOXKEH PHUCK M HMalIUTe 3HAYECHHE OHEYHMCTBAaHUS ca
BAJIMUpPAHU U € JO0Ka3aHo, Y€ ca JIOCTaThb4YHO CIEHHAIU3UPAHU, TPABUIHO
KaMOpUpaHu, TOYHU U MPEIU3HU. ;

Cien Touka 3.6.5 ce mobass ciegnara Touka 3.6.6:

AXTHBHH BC€IICCTBA, KOUTO Ca MUKPOOPIraHU3MHU, CC OI[O6p$IBaT CaMO aKoO Bb3 OCHOBaA
Ha OLCHKAaTa, M3BbpUICHA Ha MPEAOCTaBCHATa B CbOTBCTCTBHUEC C HM3UCKBAHHATA 3a
JaHHUTC I/IH(I)OpMaI_[I/IH, CC HaIlpaBH 3aKJIKOYCHHUCTO, Y€ IMAaMbT Ha MHUKPOOpPraHHu3Ma
HC € IaTOI'CHCH 3a Xopara.

OcBeH TOBA:

a)  BHUpYCUTE c€ OJO0OpSBAT CaMO aKO Bb3 OCHOBA Ha OIICHKATa, W3BBPILICHA Ha
MPEOCTaBeHATa B ChOTBETCTBHE C M3MCKBAHMATA 32 TJAaHHUTE HUH(MOpMAIHS, Ce
HaIpaBy 3aKII0YEHUETO, Y€ N30JIaTHT Ha BUpYca HE € MH(EKIINO3EH 3a X0parTa;

0) 1mamoBe OakTepuu ce OJ0OpsBaT caMO aKoO Bbh3 OCHOBA Ha OIICHKATa,
M3BBPIICHA Ha MPEIOCTABCHATa B CHOTBETCTBHE C M3UCKBAHUATA 3a JAHHUTE
uHpopMalnsg, Cce HampaBd 3aKIIOYCHHETO, Y€ T€ HsAMaT H3BECTHO,
(YHKITMOHATTHO W TIPEIaBalio Ce TeHHO KOJWPAHE 3a PE3MCTEHTHOCT KBbM
CHOTBETHUTE AaHTUMUKPOOHU areHTH, KaKTO € OMpEAENIEHO B CHOTBETCTBHUE C
M3UCKBAHMATA 32 JaHHUTE.;

Touka 5.2 ce 3aMeHsI CbC CIETHOTO:
Mukpoopranu3mu

AXTHUBHO BCIIECCTBO, KOCTO € MHUKPOOPIraHU3BbM, PA3JIMYCH OT BHUPYC, MOKC Oa CC
CUyrTa 3a aKTUBHO BCHICCTBO C HUCHBK PUCK, OCBCH KOT'aTO HECTOBAaTa BE3NIPUEMYNBOCT
KBM IIOHC JBa Kj1aca aHTI/IMI/IKpO6HI/I ar¢HTH € J0Ka3aHa.

AXTHUBHO BCIICCTBO, KOCTO € BUPYC, MOXKEC Oa CC€ CUMTa 3a aKTUBHO BCHICCTBO C
HHUCBK PUCK, OCBCH KOI'aTO TOBaA €:

a)  0axkyJoOBHPYC C JIOKa3aHO HEOJArompUATHO BB3ACUCTBHE BBHPXY HEMPHUIICITHU
HACEKOMH; HIIN

0) HEBUPYJCHTEH BapUaHT Ha PACTUTEJICH MAaTOreH ¢ JOKa3aHO HEOIAaromnpusTHO
BB3/ICHICTBUE BbPXY HENPUIIETHUTE PACTEHUSL. .
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		„3.4.  Състав на активното вещество, антидота или синергиста

		3.4.1. За химичните активни вещества, антидотите и синергистите спецификацията определя минималната степен на чистота, идентичността и максималното съдържание на онечиствания и когато е целесъобразно — на изомери/диастереоизомери и добавки, както и съ...

		3.4.2. За химичните активни вещества, антидотите и синергистите, според случая, спецификацията отговаря на съответната спецификация на Организацията за прехрана и земеделие, когато съществува такава спецификация. Когато обаче е необходимо, от съображе...

		3.4.3. Активни вещества, които са микроорганизми, се депозират в международно призната банка за микроорганизми и клетъчни култури и получават номер на вписване. Наименованието на вида на микроорганизмите се обозначава недвусмислено въз основа на най-а...

		3.4.4. За активни вещества, които са микроорганизми, спецификацията определя минималното и максималното съдържание на микроорганизма, идентичността и съдържанието на имащите значение замърсяващи микроорганизми, метаболити с възможен риск и онечиствани...



		„3.5.  Методи за анализ

		3.5.1. Методите за анализ на химичните активни вещества, антидотите или синергистите, както са произведени, и за определяне на онечиствания с възможен токсикологичен, екотоксикологичен или екологичен риск или онечиствания, чиято концентрация в активно...

		3.5.2. Методите за анализ на остатъчни вещества от химични активни вещества и имащи значение метаболити в растителни и животински матрици и матрици на околната среда и питейна вода, според случая, са валидирани и са доказани като достатъчно чувствител...

		3.5.3. Оценката се извършва в съответствие с единните принципи за оценка и разрешаване на продукти за растителна защита, посочени в член 29, параграф 6.

		3.5.4. За активни вещества, които са микроорганизми, методите за анализ за тяхното идентифициране и количествено определяне, както и имащите значение замърсяващи микроорганизми, са валидирани и е доказано, че са достатъчно специализирани, правилно кал...

		3.5.5. За активни вещества, които са микроорганизми, методите за анализ на метаболитите с възможен риск и имащите значение онечиствания са валидирани и е доказано, че са достатъчно специализирани, правилно калибрирани, точни и прецизни.“;

		„3.6.6.  Активни вещества, които са микроорганизми, се одобряват само ако въз основа на оценката, извършена на предоставената в съответствие с изискванията за данните информация, се направи заключението, че щамът на микроорганизма не е патогенен за хо...

		„5.2. Микроорганизми

		5.2.1.  Активно вещество, което е микроорганизъм, различен от вирус, може да се счита за активно вещество с нисък риск, освен когато неговата възприемчивост към поне два класа антимикробни агенти е доказана.

		5.2.2. Активно вещество, което е вирус, може да се счита за активно вещество с нисък риск, освен когато това е:
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AGRICULTURE: mirror clauses can be considered “on a case-by-case basis”, according to a draft version of report from European Commission



Brussels, 05/05/2022 (Agence Europe)



According to a draft of the European Commission’s report on ‘mirror clauses’, to be adopted in June, there is “policy space” to apply reciprocity of EU environmental and health standards to imported agricultural products, in compliance with World Trade Organization (WTO) rules.

In this version of the report, obtained by EUROPE, the European Commission issues a number of warnings, such as on the EU’s ability to control the measures it imposes or the risks of retaliation from third countries. 

There is thus indeed scope for applying health and environmental (including animal welfare) requirements “relating to the processes and production methods of imported products in a manner consistent with WTO rules”.

[bookmark: _GoBack]However, the European Commission points out that before such measures can be considered, efforts must be made at the multilateral level, and provisions can be negotiated in bilateral free trade agreements. In addition to questions of compatibility with WTO rules, the European Commission’s services also indicate that the technical and economic feasibility of control mechanisms in third countries must be taken into account: “Since it is the production or processing methods in the third country that are regulated, the feasibility and proportionality of adequate means to control and enforce their application must be assessed against the costs and benefits of doing so”.

Retaliation? “Some measures taken by the EU autonomously to regulate the global environmental or ethical aspects of imported products, even if fully compliant with WTO rules, may be challenged under the dispute settlement system”, the European Commission said. And pending a WTO ruling, the EU could face the risk of retaliation.

The EU will continue its efforts at the multilateral level to build support and ideally reach a global consensus on the need to act and adopt internationally agreed standards. Objective: to intensify and improve coordination to raise standards in health, environment and other aspects of sustainable development.

Other possibilities to be exploited are trade agreements and bilateral cooperation with chapters on trade and sustainable development, provisions on cooperation on animal welfare and antimicrobial resistance, and the inclusion of a chapter on sustainable food systems in any future agreement. The EU has already agreed such a chapter with Chile, and discussions are underway with Australia, New Zealand and Indonesia.

Initiatives are already underway. Stand-alone measures, such as mirror clauses, can be considered “where necessary to address global environmental concerns or animal health issues”, according to the draft.

The proposed regulation on imported deforestation falls into this category.

The European Commission indicates that it will consider, in the proposal for the revision of the animal welfare legislation, “the introduction of rules requiring that imported products were obtained under conditions that are equivalent to the EU’s animal welfare rules, or some of them, and/or a labelling requirement”.

Environmental aspects will be “taken into account when assessing applications for import tolerances for pesticides that are no longer allowed in the EU, while respecting WTO standards and obligations”, the draft report states.

The proposed framework law on sustainable food systems (end 2023) will provide for common definitions and principles for sustainability of food produced or placed on the market in the EU (including a possible sustainability labelling scheme).

The French Presidency of the Council of the EU could organise a debate on this important issue of reciprocity at the Agriculture Council on 13 June in Luxembourg.

Link to the draft report: https://aeur.eu/f/1ir (Original version in French by Lionel Changeur)
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Introduction — Main changes in import regime

RNQPs
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Introduction — Fulfilment of legal obligation

Technical Technical Technical Technical Report to EP
report on report on report on report on PH and Council
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Import procedures - RNQPs

Overall — effective
Implementation (effective for
38% vs ineffective for 29%)

Lack of coherence between the

PRM and PH legislation (25% of
NPPOs, 41% of operators, 5 out
of 6 Certification CAS)

__\

mm\\\\\
T 4

ommission

—






Import procedures - RNQPs

Divided views as to whether
compliance with RNQP
measures should be included
‘ in Additional Declaration or not





Import procedures - RNQPs

Increase In efficiency
of Iimport controls (2/3
started QP and
RNQP controls
simultaneously, 1/3
already doing so)

Lack of clarity on
actions in case of
non-compliance (no
full iImplementation of
Art 66-67 of OCR)
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Import procedures — Art 49 — Newly identified risks

51% did not express an opinion
28.6% - not to be used
20.4% - to be used

Feedback too poor - Not possible
to make an assessment






Phytosanitary certificate — PC extension

- Increased traceability, protection against pests, awareness about
plant health

Non-EU NPPOs:
- Increased accountability, improved capacity to detect pests during
pre-export checks

Operators:
- No change in level playing field

- Increased awareness, equal rules, increased controls, increased
level of trust

- Decrease in fraudulent practices, and in overall risk
- Improved capacity to monitor contracts

- Increased administrative burden and associated costs
- Increased workload
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Phytosanitary certificate - PC extension

Capacity to make
long-term
Investments or
strategic decisions
not majorly impacted

Increased time and
costs to carry out
controls to additional
commodities
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Very few rejections
of additional
commodities due to
incomplete or
missing PC

In line with the
analysis of the
limited data
available, that the
change in legislation
has had a negligible
effect on overall
trade of plants

Phytosanitary certificate - PC extension

No major change in
volumes of imports
to the EU, EU
production or prices
for the new
commodities

1% compulsory
check: no difficulties,
or difficulties to
distinguish the new
commodities from
the old commodities
for which a PC was
already required

.
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Phytosanitary certificate —Art 71(2) - Full wording

~
>50% - rather clear
32% - rather unclear

J

EU NPPOs — clear A

non-EU NPPOs — clear
Operators - unclear y
~

Operators

Non-homogenous
Implementation






Phytosanitary certificate — Passengers’ luggage
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Overall beneficial

80% - Increased
protection against
pests

Replies from general
public too few to make
an assessment.

However those who
responded were
aware of their
obligation






Prohibitions — Derogations from Art 40 prohibitions

47% - procedure satisfactory

Reasons for dissatisfaction:
Lack of transparency
Limited scientific basis
Lengthy procedures
Increased admin and financial efforts

30% - procedure unsatisfactory
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Prohibitions — Art. 42 — High Risk Plants

Art. 42 — effective (61%)

- Increased protection

- Increased preparedness

- Increased awareness

List of HRP and procedures - clear
Stringency of ban — adequate

Transparency not adequate
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Prohibitions — Art. 42 — High Risk Plants

Increased admin burden
due to complexity of
controls, inspections and
surveillance, lack of
transparency in listing of
plants

Increased capacity to trace HRP
commodities
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Prohibitions — Art 42 — High Risk Plants

19

No significant impact on domestic
market

- Production

- Prices

- Sales

- Capacity to export and to invest

Operators and associations:

- HRP trade more complex due to the
need for new suppliers —
successfully replaced

- In line with trade data analysis

Non-EU NPPOs with dossier:

- Process complex

- Information requested — too specific
- Detailed guidelines — not available

- Inspections complex (addressed by
training)

ropean
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| Prohibitions — Art. 8 and 48 — Material for scientific and other
purposes

Majority of respondents:
- Provisions simplified

1/3 of respondents (3
laboratories)

- Provisions more complex
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| Prohibitions — Art. 8 and 48 — Material for scientific and other
purposes

LoA unsatisfactory

- Endorsement by non-EU NPPOs

- Administrative burden

- Lack of clarity

- Lack of harmonization amongst MS

- Repeated request to the same
consignor
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" Prohibitions — Art. 60-64 — Quarantine stations and confinement
facilities

Provisions satisfactory

Procedure for release of material clear
and effective
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Official Controls

No conclusions on
level of
effectiveness and
harmonization of
import controls

Based on guestionnaire:
>50% effective and harmonized

Based on 5 audits:

- Min requirements at BCP and CP are not
yet met

- Audit and verification procedures,
documented procedures, monitoring plans,
sampling plans at different stages of
development

- Shortcoming of TRACES-NT with personal
2 consignments and WPM

European
Commission





Official Controls

Risk Based controls Rules for sampling
TRACES-NT at BCP/CP and physical checks

e ™ r D f+ a
Important - Important
improvement Controls efficient lmprovement

_ _ Sample size
Functionality to N ) .decided uniformly
notify non- p -
compliances -
effective (80%)
. Disproportionate
Interconnection size for small
with other quantities
systems
\- J
User-
friendliness = )
Availability of
24 information No impact on %’- European
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Official Controls
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No increase in staff or workload
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BTSF training

Very limited changes in number of
BCPs and CPs
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Official Controls

26

No impact in capacity to
Import plants/plant
products (47%)

Reduced capacity to import
plant/plant products (25% of

operators and associations)
Justification:

Now goods are cleared based
on PC, before based on
transport document which
Included several PCs

- Increased costs of controls (1
out of 3 — private sector)






Official Controls

NoO Increase In costs for
consumables (>50% of
NPPQOs)

Time to undertake
controls either remained
the same

or increased by less than
10% (67% of NPPOs)

27





Official Controls

~

Control of passengers’
luggage:

-Risk based

- Delegated to customs

- Few facilities needed
upgrade

/

28

-~

E-commerce:

- Controls are not the same
as those on goods supplied
through the traditional
supply chain

.
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Official Controls - Post-import checks

In force since only
half a year

. 22.3% - effective
61.6% - no opinion ’

Organization of checks - simple

50% of NPPOs found tracing of
commodities imported via other MS
complex

Important share found organization
of checks not easy at all

No conclusions on
Impact on costs -
too few data

29
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Conclusions

_ » Risk-based, transparent approaches
Spladclplen Gle s cle llsliEefislss . Provisions that provided clarity and enhanced

objective of enhanced protection

:  EU and MS level associations: against provisions that
protection and preparedness changed already established procedures of trade

SEISTo[oF2Tel el g Wl Elgle [N (o M =IO - Benefits outweigh the costs
o UEE e e RleN@lei =8 - Training dissemination activities

and temporary ban of HRP
Analysis of available data

« EU and non-EU authorities — benefits
* Private operators — shortcomings in implementation/
Import procedures - RNQPs BUEEERURLERTYI)

-an
[mission






Conclusions

31

Improvement
of coherence
of RNQP
provisions
and their
controls

Reinforcing
transparency
on HRP
procedures

Procedures
for granting
derogations
from import
prohibitions
under Art. 40

Official
controls on
commodities
through e-
commerce

é

7
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Meeting of the AGRIFISH Councill
21-22 February 2022
Information point

COPHs Meeting
2-3 February 2022
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COPHs Feb 22 - Document by FR Presidency

« Coherence
« Compliance wit RNQP requirements on PC (Additional Declaration)
* RNQP non-compliances in IMSOC

« Difficulties distinguishing between commodities of Part A and Part B of Annex Xl of Regulation (EU) 2019/2072
* 1% controls of Part B commodities — when and how
* Article 71(2) — full wording on PC in case of requirements with options

Import prohibitions

» Procedures for derogations from Art. 40 prohibitions
« Transparency in selection of high-risk plants
» Material for scientific and other purposes - Letter of Authority

Official controls

* Improvement of legal framework for distance sales
* Facilitation of post-import checks

4

7
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COlPHs Feb 22 — MS comments on FR document

» Support harmonization

« Sampling, laboratory testing not at the same level as QPs

» Experience with RNQP controls to e discussed in PAFF

* Review RNQP list

 Unclarity in import of seeds (OECD schemes, lack of equivalence)

RNQPs -Coherence

* In favour (necessary to know the measure applied)

R N Q PS — Ad d |t| O n al » Against (AD already too long, guarantee already in certification label)
- * Proposal for a generic text
Declaration

* In favour
» Concerns about duplication of work with Marketing Directives

R N Q PS - I M SOC » Actions not at same level as for QPs

4
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CO‘PHS Feb 22 — MS comments on FR document

Part Avs Part B
commodities

1% controls of Part B
commodities

When - How

1% controls of Part B
commodities

How (3 proposals)

35

« Some MS - no difficulties

« Some MS - some difficulties with CN codes

» Proposal for more specific CN codes

» Proposal for creation of import database in IMSOC

» When part of mixed consignment
» Risk based

» When for other official controls

* When market surveys

 Proposal to record controls in IMSOC

* Proposal to submit reports and discuss in PAFF annually

 Proposal to include controls in MANCP report — MANCP not for imports

* To be discussed only when risk.

* No need for action. Interceptions are notified via IMSOC and discussed in

PAFF.

7 4
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COlPHs Feb 22 — MS comments on FR document

« Some MS - no difficulties
* Some MS - some difficulties

Fu ” WO rd | ﬂg On PC » Proposal for a simple and standardized wording

« Support for a procedure
» Proposal for a flexible procedure involving more actors (e.g. EFSA)

Derogations from Art  geeiies
40 |mp0rt pl’OthItIOI’]S » Proposal for a generic commaodity risk assessment

Art 42 - H|gh-R|Sk - Elaborate on criteria

» Procedure for selecting high-risk plants

Plants - Transparency

36 ; § i





COPHs Feb 22 — MS comments on FR document

* Issues with period of validity of LOA, countersignature, multiple consignments,
IMSOC reference number

- * Proposal to extend validity of LOA
Letter Of AUthO rlty * Proposal to develop a simple, illustrated guidance document

* Proposal to abolish the endorsement/signature by non-EU NPPO

* Need for clarification/ dedicated controls based on PRA

I m p rove m e nt Of Ieg al * Problems with registration of postal consignments in TRACES and non-registered

: operators in TC
* Proposal to address first postal consignments and planting material
fra‘m eWO rk for d ISta‘n Ce * Proposal to clarify test purchases
S al e S » Proposal to develop an info webpage/ guidelines/ procedures
* Proposal to develop rules after IPPC standard is adopted?

* Tracing difficult in consequent trade steps after import

SO  ICT RSO ST Tasing possieforoperators nhesamecouniy
faClIltathn O.I: COﬂtI’OlS racing possible for plants moved from other ased on country of origin

mentioned on PC

* Proposal to evaluate usefulness of measure after a representative number of
controls

S Ul sion






Proposed way forward — Amendments of PHR

 Amendment of PHR and PRM
legislation so that RNQPs only
SN @2 under PHR

coherence






Proposed way forward — Amendments of PHR

* Include RNQP requirements in

RNQPs — Additional Declaration when

Additional options (dependent on decision
for full wording in general)

Declaration






Proposed way forward — Amendments of PHR

 Explicitly cover notification of
RNQP non-compliances






Proposed way forward — Amendments of PHR

=1 000 ==, * Include legal basis for the
for development of such
procedures

derogations
from Art 40
prohibitions






Proposed way forward — Amendments of PHR

 Elaborate on the selection
Art 42 HRP criteria for HRP and

== oztiepe .+ Develop procedure for
preliminary assessment






Proposed way forward — Other actions

* Improve/ensure correct implementation

DlStan ce Sales - Empowerments available for specific control provisions (e.g.

Art 53 and 77 OCR)

* CN codes is an ongoing work
* Import database is under construction

* How to improve implementation?
» Keep or simplify?
« Work is ongoing in expert group

 More info to facilitate controls, needed or not?






Proposed way forward - Summary

« Amendment of PHR and  Legal basis for procedure  Selection criteria * Improve/ensure correct
PRM legislation — RNQPs « Procedure for preliminary implementation
only under PHR assessment - Empowerments available
 Full wording in Additional for specific control
Declaration provisions (e.g. Art 53 and
« Cover explicitly 77 OCR)

notifications in IMSOC

Part A part B 1% controls of Part S

* CN codes is an * How to improve » Keep or simplify? e Work is  More info to
ongoing work implementation? ongoing in facilitate

» Import database expert group controls,
is under needed or not?

construction
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