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HOEITETMPAH PEITIAMEHT (EC) 2021/578 HA KOMUCUATA
ot 29 sinyapn 2021 roguHa

3a mombiiHenue Ha Pernament (EC) 2019/6 Ha EBpomneiickusa mapnaMent u Ha CbBeTa 110 OTHOLIEHME HA
M3MCKBAHMATA 32 ChOMpaHe Ha JaHHM 3a o0emMa Ha mpomaxOuTe M 3a ymorpebara Ha aHTMMMKpPOOHM
NeKapcTBeH! NPOTYKTH MpU XKUBOTHUTE

(Tekct ot 3Hauenue 3a EUII)

EBPOTIEMICKATA KOMMCH,
Karo B3e npensuy [JoroBopa 3a GpyHKuMOHMpaHeTo Ha EBporeiickust cbio3,

kato B3e npemsun Permament (EC) 2019/6 na Espomeiickmst maprmament u Ha CoBera ot 11 mexkemspyu 2018 r. oTHOCHO
BETEPUHAPHITE JICKAPCTBEHM IIPOIYKTH U 32 oTMsiHA Ha [upektusa 2001/82/EO ('), u no-creunasizo unex 57, naparpad 3 ot Hero,

KaTo MmMa Inpefasun, ve:

(1)  OmpenernsHeTo Ha BH3MOXKHNTE PUCKOBU (GaKTOPH 32 OOLIECTBEHOTO 3IPABE U 3IPABETO HA XKMBOTHUTE € OT ITBPBOCTENICHHO
3HaueHue 3a pa3pabOTBAHETO Ha LIENICHACOYEHM MepKy 3a 6opba ¢ aHTUMMKpPOOHATa pe3UCTEHTHOCT. BeremctBue Ha
MICHTUUIMPAHETO HA CHOTBETHUTE TEHIEHINMM B o0eMa Ha IpofaxO6uTte 1 B ynorpebara Ha aHTUMUKPOOHM CPENCTBA IIPU
KMBOTHUTE HA HALMOHAIHO PaBHMIIE M Ha paBHMIIeTO Ha Chlo3a creMBa fa ce Jaje Bb3MOXKHOCT 33 MICHTU(UILMpPaHe Ha
TaKMBa PUCKOBM (aKTOPM CIiel| ynorpeGara Ha aHTUMMKPOOHM CPEICTBA NPV KMBOTHMTE. [10 TakKbB HAuMH ClIefBa Ha ce
TIOCTaBY OCHOBATa 3a YCTAHOBSBaHE HA MOAXONSIUM INPMOPUTETM 3a YIpPaBIeHNE HA PYUCKA, ONpelesisHe Ha leeHacoueHn
MepKu 33 00pOa ¢ aHTUMUKPOOHATA PE3UCTEHTHOCT M HaOMiomaBaHe Ha edeKTa OT TsX. B cpoTBeTcTBMe ¢ momxoma Ha
EBponerickus miax 3a meficrsue ,EnHO 3mpase” cpelity aHTMMUKPOOHATA Pe3UCTEHTHOCT (%) Upe3 Te3y MPUOPUTETH M MEPKU
CIIelBa [ c¢ YICCHM V3BBPUIBAHETO HA MHTETPUPAH aHAIM3 HA CHOTBETHUTE TEHICHUMM B oOeMa Ha mpopmaxOute u B
yrorpe6ata Ha aHTMMUKPOOHM CPENCTBA TPV KUBOTHNUTE C TEHIEHLMNTE [0 OTHOLIEHNE Ha yroTpebaTa Ha aHTUMUKPOOHM
CPEfICTBA TPV XOpaTa M ChC CHOTBETHM [AHHM 33 OPIAHM3MMUTE C AHTUMMKPOOHA PE3UCTEHTHOCT, OTKPUTM B KVBOTHUTE,
XpaHaTa, XOpaTa 1 OKOJIHATa CPea, KOraTo ca HaM4HM.

(2)  Cren cw3maBanero Ha mpoekTa ,EBporneiicko HaOoneHye Ha ynorpebaTa Ha aHTUMMKPOOHM CPENCTBA BBB BETEpMHAPHATA
memmmaa“ (ESVAC) (°) mpe3 2010 r. or EBpomefickara areHums mo jieKapcrsata (,ATeHImaTa“) mo nckaHe Ha Kommcmsira
[aHHWTe 3a 0OeMa Ha MpoIakOuTe Ha BeTepUHAPHUTE AaHTMMUKPOOHM CPECTBA 32 ynoTpeba Ipu KMBOTHUTE ce CHOMpAT 1
JIOKJIafBaT CBIJIACHO XaPMOHM3MPAH IOJXOH Ha €BPOIENiCKO paBHMILE. Bcumuku abpKasu uneHky, kakto u Hopserus,
Vcnaugmst m [llBejiuapus B3exa yuacTue B TO3M [POEKT. YYacTBALUMTE [XbPXKABM HOKIIANBAT JOOPOBONIHO IAHHMTE 3a
IpofaxOuTe Ha BeTepUHAPHITE JIEKAPCTBEHN MPOIYKTH, KITACUUIMPAHH KATO AHTMOMOTHIIN M AHTUIIPOTO30IHM CPEICTBA C
aHTMOMOTHYEH eeKT, B HauMoHaneH mnaH. ChOpaHMTe JaHHM U M3BbPIICHNTE aHATIM3M TPENCTABIABAT COMMIHA Oa3a 3a
CpaBHEHME C OTTIe IIPMEMAHEeTO Ha HALMOHAIIHY IITAHOBE 3 JEMCTBIUE CPElly AHTUMMKPOOHATA PE3UCTEHTHOCT MITM Ha IPYTH
MepKJ 32 HachbpyaBaHe Ha pa3yMHATa i OTTOBOPHA ynoTpe6a Ha aHTUMMKPOOHU JIeKapCTBEHY IIPOIYKTH.

(3)  Bompexu ue ¢ MOMOLITA HA CHIIECTBYBALINTE CHCTEMM 3a CbOMpaHe Ha IAHHN 3a 0OeMa Ha MPOIaxOMTe Beue € HAmpaBeH
BaXKEH IPYHOC KbM 3HAUNTETHOTO HAMAIsIBaHe Ha MPOfaxOuTe Ha aHTUMUKPOOHM CPEICTBA 3 yIoTpeDa pyt KMUBOTHUTE B
sa Espona or 2011 1. mo 2018 r., kakto ce Bykma ot mpoekra ESVAC, chliecTByBa HEOOXOMMMOCT OT IOMBITHUTEITHN
[IAHHM C Le]l MepKUTe 3a YIpaB/eHye Ha pycKa Ia ObIaT HacoueHM Mo-gobpe 1 epeKTUBHOCTTA MM f1a Gbe HONBIHUTENHO
nosuueHa. [Topamm ToBa e wenecho0pasHo [a ce yBemuuy OPOST Ha BUIOBETE AHTUMMKPOOHN JEKAPCTBEHM MPOMYKTH, 3a
KOWTO Ce CHOMpaT JaHHM 3a 0beMa Ha pomaxoute, 1a ce pa3paboTi cpOMparHe Ha HAHHM 3a yrnoTpeOaTa Ha aHTUMMUKPOOHM
JIeKapCTBEHM MPOAYKTH 10 BUNOBE M KATETOPMM XMBOTHM, KAKTO M [A Ce Cb3[afaT MONXONSIIM HALVOHATHI CHCTEMN 33
cpOMpaHe Ha DaHHM 3a ynorpebara.

(4)  TlpropuTu3MpaHeTO Ha BMIOBETE AHTMMMKPOOHM JEKapCTBEHM MPOMYKTHL, 33 KOUTO IbPXKABUTE UIICHKN TPsiOBa 1a crOupar
IIaHHY 33 obeMa Ha mpomnaxG6uTe ¥ 3a ynorpebara, CriefiBa I ce M3BBPILN, KATO Ce B3eMaT MPEIBU Hali-106puTe HANMMYHM
HayuHM N0KasaTencTa. OCBEH TOBa, 3a J1a Ce OCUMTYpY BL3MOXKHOCT 3a M3BbpUIBAHE HAa MHTETPMPAH aHAIM3 HA NaHHUTE 3a
yrorpe6aTa Ha AHTMMUKPOOHM CPEIICTBA 11 32 PE3UCTEHTHOCTTA KbM TSX B CEKTOPUTE Ha OOLIECTBEHOTO 3[IPaBe 1 Ha 3[PaBeTo
Ha KMBOTHWTE, OPYT KPUTEpHil, KOATO TpsOBa 1a ce B3eMe MpEMBUI, € HAMMUMETO HA JAHHM 3a PESVUCTEHTHOCT IpU
KMBOTHMTE ¥ XOpaTa.

() OBL4,7.1.2019 1., cTp. 43.

() COM (2017)339

() https://[www.ema.europa.cufen/veterinary-regulatory/overview/antimicrobial-resistance/european-surveillance-veterinary-
antimicrobial-consumption-esvac
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C momolra Ha KPUTEPUITE, IOCOUEHN B ChoOpakeHue 4, CrelBa [ia ce olperen Jam JaHHNUTe 33 obeMa Ha pofax6uTe u
3a ynorpe0aTa Ha aHTUMMKPOOHMTE CPEICTBA CIe[BA A ce CHOMpAT Ha 3aTBIKUTENIeH WM Ha JOOPOBONIEH MPYHLMIL
Hanpumep ch0upaHeTo Ha TaHHM 10 OTHOLICHNE HA AHTUMUKPOOHNTE CPENCTBA, KOUTO Ce M3IOI3BAT [IPY OCHOBHHTE BUIOBE
KMBOTHM, OTITIEKIAHM 33 TIPOM3BOICTBO HA XpaHM, Ha paHuileTo Ha Cbio3a, cremsa fa 6bme 3ambkurento. Ot apyra
CTpaHa, 10 OTHOLIEHME Ha aHTUMMKPOGHUTE CPENCTBA, 32 KOUTO He Ca HATMUHY TaHHU 33 PE3UCTEHTHOCT Ha PABHUIIETO Ha
Cbi03a, JTAHHWTE MOTAT [1a e ChOMpaT Ha 10OpoBoieH npuHuui. CrenoBaTenHo TbpXKABKUTE WICHKM MOTAT 1 COMPAT HaHHU
OTHOCHO JIPYTY BYJIOBE AHTUMUKPOOH! CPELICTBA OCBEH Te3M, 33 KOUTO B HACTOSILYVS PEITIAMEHT € OIPeNieNieHO, Ye ChOMpaHeTo
Ha [JAHHU € 3a{b/IXUTEIHO. B TakyBa cirydan Ha AreHuMsTa 32 aHaIM3 Ce [IOIABAT CAMO NAHHUTE OTHOCHO aHTUMMKPOOHMTE
CPEMICTBa, 33 KOUTO B HACTOSIIINS PETTIAMEHT € OIPeleNeHo, Ye ChOMPaHeTo Ha IaHHN € TOOPOBOITHO.

3a nmeHTHUIMpPaHE HA AHTUMUKPOOHNTE CPEMCTBA, 32 KOUTO CIe[IBa MM MOXKe [ Ce ChOMpAT HaHHM, CTelBa 1a Ce M3MON3Ba
BIMIHA ¥ IIPU3HATA KIACUUKALMOHHA ccTeMa. Ype3 MOIOOHA CHCTeMa CIIelIBa f1a Ce OCUIYPY BB3MOKHOCT 32 M3BbPLIBAHE
Ha 00110 CpaBHEHME MeXMy ynoTpeOara Ha JIeKapcTBa B CEKTOPHUTE Ha OOLIECTBEHOTO 3IpaBe U Ha 3[IPABETO Ha XKUBOTHUTE.
Tasn wen ce M3MBMHSBA upe3 AHATOMO-TepaneBTMUYHO-XuMuuHaTa Kiacuduraums (ATC) () m AHAaTOMO-TepamneBTHYHO-
XMMUYHATA KnacuyKauys Ha BeTepuHApHUTE JiekapcTBeHy nmpouyktu (ATCvet) (°) Ha CBeToBHaTa 3[paBHA OpraHM3ALNS
(C30). Komosere mo Te3n kmacuduraumonny cucremn Ha C30 cremBa ma ce M3MON3BAT 3a MOEHTUOUIMpAHE Ha
AHTMMVKPOOHNUTE JIeKaPCTBEHY MPOIYKTH NPY CHOMPAHETO Ha NAHHU, HE3aBUCUMO OT TePaIleBTUYHNUTE IOKA3aHWs, CBbP3aHU
C KOTIOBETe.

B cpoterctsue ¢ wieH 57, maparpad 3 or Pernament (EC) 2019/6 mbpxaute uneHKM M AreHuMsTa CIeABa A BbBETAT
MEpKI1 32 OCUTypsIBAHE HA KauecTBOTO C Ll FAPAHTHpAHe Ha KaueCTBOTO M CHIIOCTABMMOCTTA HA ChOpPaHMTE U OKIATBAHN
IIAHHN. 3a 1A ce TAPAHTUpa, Ye ChOTBETHMTE M3MCKBAHMS 33 KAuyeCTBOTO HA NAHHMTE CA M3ITbIIHEHM HA BCHUKM €Tary OT
paGoTHMSI TpoLIeC 110 YNpaB/eHNe Ha TAHHMUTE, TbPXKABMTE WICHKM CIIEBA [1a M3TOTBST IUIAH 3a YIPABIeHNE HAa KaueCTBOTO
Ha [JAHHNTE, CHIbPXKALI OMMCAHME HA OCHOBHMTE MPOLEIYPHM 3a YIpAaBIEHME HA KA4eCTBOTO HA NAHHMTE IO BpeMe Ha
pasnMuHuTE eTamy oT paboTHust npouec. OcBeH ToBa ATeHIMATA CIie[iBa [a M3rOTBY TPOTOKON 1 IIA6MOH 3a JOK/IaNBaHe Ha
IAHHM, KaKTO M Aa paspabory yeb mHTepdeiic, yIecHsBall CBOCBPEMEHHOTO ENEKTPOHHO MOKIIANBaHe OT CTpaHa Ha
IbpKaBUTEe UIEHKM Ha o0OOLIeHM MaHHM 3a o0eMa Ha mpomaxOute M 3a ynoTpebata Ha aHTUMMKPOOHMTE CpELCTBa,
TIOCOYEHN B HACTOSILMS pernameHT. Korato e HeoGXomumo, AreHIusTa CreBa a IPeIOCTaBs Ha IbPXKaBIUTE YICHKN TOMOLL
TPV YNIPaBIEHNETO Ha KaueCTBOTO Ha JAHHUTE.

Thit KaTO € BB3MOXKHO M3TOUHMIMTE U JOCTABUMIMTE HA JAHHM, KOMTO Ce ChOmpar 3a mpomaxGute u 3a ymorpebara mo
BMIOBE [d CE Pa3lNyaBaT 3HAYMTEIIHO B OTHENHMTE TbPKABM UIEHKM, M30OPHT HA TAKMBA M3TOMHMIM M NOCTABUMIN HA
[IAHHM, KAKTO € Lenecbobpa3Ho, ciefBa ga Gble M3BbPLIBAH C L]l OCUTYpsIBAHE HA IIOyYaBAHETO HA ITBIIHMS OOXBAT Ha
[AHHWTE M0 BpeMe Ha To3u mpouec. OCBEH TOBA IbPXKABUTE WICHKM CIIefBA 1a BbBEIAT HEOOXOMMMITE MEPKIL 32 KOHTPOII C
Lien u30sTBaHe Ha JIBOIHO OK/AJBaHE.

B m3uckBaHmsTa 3a chOMpaHe Ha maHHM 32 obema Ha mpomaxOure TpsOBa ma ce oruere (akTHT, Ye MHOTO BETEPUHAPHM
AHTMMMKPOOHN JIeKAPCTBEHY MPOIYKTH, NpEIiaraHy Ha [1a3apa, ca paspelleHu 3a ynoTpeOa Ipy [Ba WM [OBede BIIA
xkuBoTHN. CIeNOBAaTeNHO NPY TAKMBA AHTMMMKPOOHM JIEKAPCTBEHM MPOIYKTM HE € Bb3MOXKHO MICHTUQUUMpAHE HA
NpOIANeHNTe KOMMYECTBA 3 BCEKM BIUI KMBOTHM. B TakmBa ciyyam gaHHmTe 3a oOummre NmpopaxOy Ha BeTepUHAPHUTE
AHTMMMKPOOHM JIEKApCTBEHM MPOLYKTH CIleABa [ MPEICTABST NPONAXOUTe 3a CHOTBETHATA MOMNYNALMs OT XUBOTHU B
[OK/TA[IBALLIATA [TbPKABA UIIEHKA.

(10) Tlpu moknamBaHe Ha CHOpaHMTE OT TSIX JAHHM HAa AreHIMSTA TbpKABUTE YIECHKM CIIEIBA [1a IPEIOCTABST I KPATKO OMMCAHME

Ha HAalMOHAJIHATA CH MONMTMYECKA paMKa 3a 60pba ¢ aHTUMUKPOOHATA PEUCTEHTHOCT, KAKTO U yKa3aHye 3a MHULMATUBNTE,
IPOBEXIAHM B PAMKUTE HA [bPXKABaTa WICHKA, M 3a CHOTBETHNUTE CIELMPUUHM (aKTOPM, Upe3 KOUTO MOrar ma Obaar
OGsICHeHN pe3ynTaTute, HAaOMIONABAHYM HA HALJIOHAIHO PABHMINE, BKIIOYMTENIHO BH3MOXHNTE IPOMEHM HA MOJeNa u
TeHneHuyuTe. ToBa 61 CIIOMOTHAIO 3a alIeKBATHO THIIKYBAHE M CPABHEHME HA TAHHNUTE Upe3 OCUTYPSBAHETO HA Bb3MOXKHOCT
3a 110-106po pasbupaHe Ha HALVMOHAIHIS KOHTEKCT, B KOIITO Ca [IOJTyYeHI Te3) JaHHI.

(11) IbpxaBuTe WIEHKM CIIeMBA 1a pa3pabOTAT MOIXOMSIIN HALMOHAIHY CUCTEMM 3a ChOMpaHe Ha JaHHY C Liefl OCUTYpPsIBaHE Ha

ITbJIeH 00XBaT Ha OAHHUTE M HA BUCOKOKAUYECTBCHM MAHHU 3a yHOTpe6aTa Mo BMMIOBE XKMBOTHU. B ToBa umcio cnemsa ma
6'b]1&T BKJIIOUEHN YaCTMYHO WIIM HAITBIIHO aBTOMATU3MpPaHU CUCTEMM 3a HENPEKBCHATO c1>61/1paHe Ha JaHHU, 4Ype3 KOUTO ce
OCUTypsiBa BB3MOZKHOCT 3a M3BbPIIBAHE HAa MVPEKTHA OLIEHKA Ha yHOTpC6aTa, 3a IIPETIIET Ha MOCIIENOBATETHOCTTa HA HAHHUTE
U 3a TapaHTMpaHe Ha BaTIMIHOCTTA MM 110 BMIOOBE KMBOTHM.

WHO Collaborating Centre for Drug Statistics Methodology, Guidelines for ATC classification and DDD assignment 2020 (Hacoku 3a
aHATOMO-TePAIIeBTMYHO-XMMUYHATA KITaCUPUKALIS M NPENNMCBAHe Ha ompeferieHaTa IHesHa nosa (IM[) 3a 2020 r.) Oslo, Norway, 2019;
ISSN 1726-4898, ISBN 978-82-8406-046-0.

WHO Collaborating Centre for Drug Statistics Methodology, Guidelines for ATCvet classification 2020 (Hacoku 3a aHaToMO-
TepaneBTUYHO-XMMIYHATA KiacuQuKalms Ha BeTepMHAPHMUTE JiekapcTBeHy mpomyktyt 3a 2020 r.). Oslo, 2020 r.; ISSN 1020-9891, ISBN
978-82-8406-047-7.



9.4.2021 r. Oduumanen BecTHUK Ha EBporiefickus cpro3 L 123/9

(12)  3ama ce ocurypy MOAXOMALIO pa3bupaHe 1 THIKyBaHe Ha CHOpaHNUTE OT IbPXKABUTE WIEHKM TaHHM 3a 0beMa Ha mpomaxOuTe
¥ 3a ynorpe6ara, Ipu M3BHPIIBAHETO HA AHAIM3M Ha NAHHUTE OT CTPaHA Ha ATEHLATA € OT CHLIECTBEHO 3HAUeHMe 1a Ce
B3EMAT IIPeMBII ChOTBETHITE MOMYITALI OT KMBOTHM 3a BCSIKA IbPXKABA UIIEHKA.

(13) B uen 8, naparpa¢ 4 or Pernament (EC) 2019/6 e npenpuaeHa neporawuis 3a pa3pelieHnsTa 3a THProBust Ha BETepUHAPHN
JIeKapCTBEHM IPOIYKTH, IIPeIHA3HAUCHN 33 IHOKOIMTHY KMBOTHM, 32 KOUTO € OOSIBEHO, Ue He Ca [PelHA3HAYeHN 3a KIlaHe
C LleNT KOHCYMalmsl OT YoBeKa. Harmmuuure craTvcTiuecKy JaHHY 38 MOIYNALMsITa OT XKMBYM KOHe 0Oaue 0OXBAlIaT BCUUKM
KOHE, He3aBMCUMO [Ny Ca [PeNHA3HAYeHN 3a KIaHe C LNl KOHCYMaLust OT Y0BeKa uiy He. Cle[oBaTeNHO Ipy COMpaHeTo
Ha JIaHHM 3a ynoTpebara Ha aHTUMMKPOOHN JIeKapCTBEH MPOIYKTY TPV KOHe CllefiBa [ja Oble BKIIIOUEHA 1 ynorpebara Ha
AHTUMMKPOOHN JIeKapCTBEHN MPOIYKTH, Pa3pelIeHN 3a KOHE, 33 KOUTO ¢ OOSIBEHO, e He Ca IPeIHA3HAYeHN 3 KIaHE C Ll
KOHCyMalys OT YOBeKa.

(14) HacrosuysT perameHT cresa oa ce npusara ot 28 stayapu 2022 r. B ChOTBETCTBIE C wieH 153, naparpad 3 or Permament

(EC) 2019/6,

[TPVIE HACTOALLUMA PEITIAMEHT:

ITIABA I
BUITOBE AHTUMMKPOBHU JIEKAPCTBEHU ITPOIIYKTU, 3A KOUTO CE CbBUPAT TAHHU 3A OBEMA HA ITPOTAKBUTE U 3A
YIIOTPEBATA U CE TOKJTAJIBAT HA ATEHIIUAITA
Ynen 1

BerepunapHu aHTUMMKPOOHM lIEKapCTBEHN MPOTYKTH, 33 KOMTO ce ChOMpar maHHu 3a 00eMa Ha mpomaxGure u ce
TOKJIagBaT Ha AreHIusTa

H'LP)KaBVITe YJIEHKU C'l:-6l/lpaT JaHHM 3a obema Ha HpO]Ia)K6I/ITe Ha BETCpMHApHUTE aHTI/IMI/IKpO6HI/I JICKapCTBEHN ITPOOYKTH, I/l36p0€HI/l
B TOUKa 1 OT MPUITOKEHMETO, M NOKIIABAT TE3M HAHHN Ha AreHIMATA.

Ynen 2

BerepuHapHu aHTMMMKPOOHN JIEKAPCTBEHN IPOLYKTH, 33 KOMTO MOKe 12 ce ChOMpaT IaHHM 3a 00eMa Ha poaxOuTe u
[1a ce JOK/IABaT Ha ATeHIMsATa

IIbpkaByTE YICHKM MOXeE [a ChOMpar DaHHM 3a obemMa Ha MpomakOute Ha BeTepUHAPHUTE AHTUMUKPOOHI JIeKapCTBEHI HIPOIYKTH,
130pOEHI B TOUKA 2 OT NPUIOKEHUETO, 1 [ TOKITAMIBAT Te3M JAHHN Ha AreHuusTa.

Unen 3
AHTHMUKPOOHN JIeKapCTBEHM NPOIYKTH, 32 KOMTO Ce ChOMpPAT JaHHM 32 yOTpebara u ce JOKIIaIBaT Ha AreHuuATa

H'Lp)KaBI/ITe YJIEHKU c1>61/1paT HaHHM 3a yHOTpe6aTa npy KMBOTHUTE Ha aHTI/IMI/IKpO6HI/ITe JIEKapCTBEHN ITPOOYKTH, M36poe}m B TOUKa
3or MPUITIOKEHMETO, M NOKIIABAT TE3M HAHHN Ha ATreHIMATA.

Ynen 4

AHTHMUKPOOHM JIEKapCTBEHN NPOIYKTH, 32 KOMTO MOXKe 12 ce ChOMpAT JaHHM 32 ynoTpebara u Na ce HOK/IIaIBaT Ha
AreHmusTa

[Ibp:kaBuTe WIEHKM MOXKe [a ChOMpar OaHHM 3a ynorpe0ata Npy >KMBOTHMTE HA AHTMMUKPOOHWTE NEKApCTBEHM IPOIYKTH,
130pOeHI B TOUKA 4 OT NPUIOKEHUETO, 1 [a TOKITAMBAT Te3M [AHHN Ha AreHuusTa.
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Ynen 5

Knacudukaumonnu cucremu 3a uxeHTHPMKALMS Ha AHTUMUKPOGHUTE JIEKapPCTBEHU MPOIYKTH, 32 KOUTO ce ChOmpar
[aHHM U ce TOKITaBAT Ha ATeHLMATa

3a MmeHTMMKALMS HA BUIECTBATA C AHTUOMOTMUEH eQeKT, MPOTMBOTbOMYHMTE, MPOTMBOBMPYCHUTE ¥ aHTUIPOTO3OIHMTE
JIeKapCTBEHM HPOIYKTH, KOUTO Ca OT 3HAaUEHME 33 COMPAHETO HA IAHHMUTE, TbPXKABKTE UIEHKM U ATCHLMATA M3MON3BAT AHATOMO-
TepaNeBTHYHO-XUMIYHATA KIIACUQUKALMS HA BeTCPUHAPHUTE JiekapcTBeHM npomyktu (ATCvet) M AHATOMO-TepaIeBTUYHO-
xummyHata Krnacudukaums (ATC), KakTo e IPUIOKIMO.

ITIABA 11

OCUTYPABAHE HA KAYECTBOTO

PA3JIEIT 1

3adeaskenud Ha dspsRAsUME UNEHRU

Ynen 6
U3ucKBaHMA 32 Ka4eCTBOTO Ha MAHHUTeE

IlanHuTe, KOUTO Ce c1>6mpaT U DOKIIaAgBaT OT IbpP2KaBUTE UIICHKN Ha AreHIIMATA, Ca TOYHM, ITHIIHM U MOCTeaoBaTennHu. Te OTTOBapAT
Haif-MaJKo Ha CTIe[THUTE M3MCKBAHMS 32 KaUeCTBO:

a) BaTIMAVPAHETO ¥ MOKJIAIBAHETO Ha MAHHUTE CE€ M3BHPIIBA CBITIACHO CTaHHAPTU3VPAHUTE CIICHI/[(])I/IKaHI/II/I Ha Hall-HOBUTE
NpOTOKOIN " 06pasu1/[ 3a JOKJ1ajiBaHe, IMPEoCTaBEHN OT ATeHIMATA, B ChOTBETCTBUE C UJieH §;

6) cmen mOKIamBaHEeTO HaHHMTE ce 06pa0OTBAT upe3 ABTOMATM3MPAHM IPOBEPKM HA BXOIHMTE NAHHM, M3IBIHSBAHU OT
yeOunTepdeiica Ha AreHumsTa, KaKTo e ocoueHo B wieH 10;

B) 1pn yCTaHOBsIBaAHE HA ITPOITYCKM, TPCILKM MUIT HECHOTBETCTBIUA C€ BHACAT KOPCKIMN B JTAHHUTE;

1) naHHMTe 32 oOeMa Ha IpogaxOuTe 0OXBALIAT BCUUKM NPONAXKOM 32 KOHKPETHA AbpXKaBa UIeHKA [IOHe Ha aHTMMMKPOOHMTE
CpefcTBa, M30POEHN B TOUKA 1 OT MPIMIIOXKEHMETO, KOMTO LIe Ce M3MOJ3BAT Ha TEPUTOPUSTA HA IbPKABA WICHKA, BKITIOUMTEITHO
nponax6ute Ha AHTUMUKPOOHMTE CPENCTBA, BHBENCHN OT NPYTM TbPXKABM UIEHKM 3a yNoTpeba Ha TepPUTOPWSATA Ha ITbpxKasa
WIeHKa, M C M3KITIOYEHME Ha MPOIaxOuTe Ha aHTMMUKPOOHMUTE CPEICTBA, M3MPATEHN 10 IPYTM TbPXKABM WIEHKM 3a ynotpeba
U3BBH TEPUTOPHUATA Ha IbpKaBa UlleHKa;

[) NaHHMTe 3a yroTpe0aTa OOXBALAT BCHYKM BMIOBe YHoTpeba Ha TePUTOpMSTA HA KOHKPETHA [IbPXaBa WIEHKA MOHE Ha
AHTMMVMKPOOHNTE CPeNCTBa, M30POCHN B TOUKA 3 OT NIPUIIOKEHNETO, NPY BCHUKI BAIOBE KMUBOTHU U 38 BCHUKM KATETOPUM WITN
erany, u30poeHy B uiieH 15.

Ynen 7

IInan 3a ynpasiieHM€ Ha Ka4e€CTBOTO Ha IAHHUTE, HAIITMOHAITHO 3B€HO 33 KOHTAKT U MEHUI2K'bPU Ha TAHHU

1. C uen ocurypsiBaHe Ha CHOTBETCTBME C M3MCKBAHMATA 3a KAaueCTBO Ha JAHHWUTE, M3OPOCHNM B WieH 6, IbPXKABUTE UIEHKM
M3TOTBAT IJIaH 3a yTpaBlieHyue Ha KauecTBOTO Ha aHHMUTE, KOMTO ChIbpXKa MOIXOMSIIM TIPOLENypy 3a yIpaBlieHMe Ha KauecTBOTO
Ha JaHHWTE, BKIIOYMTEITHO POLIEAYPU 33 OCUTyPABAHE Ha KaUeCTBOTO Ha JAHHMTE, BaJIMAMPaHe ¥ KOHTPOII Ha KaueCTBOTO.

2. ]:['bp}KaBI/ITC YIEHKM IIOCOYBAT HAUMOHAIIHO 3BEHO 3a KOHTAKT M MEHMIIXBPU HAa TAaHHM B CHOTBETCTBME C IPOLEOYPUTE 3a
ynpapjIiCHME Ha Kau€CTBOTO Ha TAaHHUTE, ONPENCIICHN B IlIaHa 3a YNpaBJICHME Ha Ka4€CTBOTO Ha TaHHUTE. HaumoHanHoTo 3BeHO 3a
KOHTAaKT I MEHUIIXbPUTE HA DAHHU:

a) rapaHTupar, 4e CHCHI/I(])I/IK&HI/II/ITC 3a JOKJIalBaHE Ha MaHHM OT [OCTABUMIMTE HAa TaHHM KBbM TAX Ca CBITIACYBaHU CBbC
CHCIII/I(])VIK&HVII/ITC 3a [OKJIafBaHe Ha IAHHU OT TAX KbM ATEHLIMSTA;

6) rapaHTMpaT, Ye ca MPMETH MEPKM 3a OCUTYpsIBAHE HA KAYECTBOTO M 32 KOHTPOI Ha Ka4eCTBOTO M e JaHHMTe, KOUTO TpsibBa m1a
Obaar 06001aBaHY ¥ IOKIIAJBAHY Ha ATEHISITA, Ca BATIMIVPAHY 1 ONOOpEHM;
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B) M3MON3BAT HAJl-HOBUTE IPOTOKONM ¥ 0Opa3uy 3a JOKNIANBaHe, NMPEIOCTABEHN OT ATEHINSATA, KAKTO € MOCOYEHO B WieH 8, 1
B3eMar IIPeMIBUI OCTaHaJIMTe CbOTBETHY PHKOBONICTBA, M3TOTBEHM OT ATEHLMATA, KaTO HAPBHUHMLM MM HACOKM, 3 [Ia C€ OCUTYPU
BB3MOKHOCT 33 CHOMpaHe Ha CTAHOAPTU3MPAHN Y XaPMOHM3MPAHN TaHHNU U JOKIIAIBAHETO UM Ha ATCHLSITS;

I) [pegocTaBsT He3a0aBHO Ha AreHIMSATa MOOXOMSLIM KOPEKUMYM HA JOKITANBAHMTE HAHHM, OLEHEHM OT ATEHIMSTA KaTo
HEOTIOBApsILY Ha HeOOXOMMMMTE M3MUCKBAHMS 33 KAYeCTBOTO Ha HaHHuTe. Kopurympanure maHHM Morat ga ObaT MONIydYeHM C
TIOMOIIITA Ha TOCTABYMIIY HA HAHHU, KOTaTO € HeOOXOMMUMO;

) MpOBepsBAT M BNMAMPAT DAHHWUTE 34 CHOTBETHUTE MOMYNALMM OT XKMUBOTHY, COPAHN OT ATEHINSTA, U [Py HEOOXOMMMOCT It
KOPUIMPAT, KAKTO € TI0COYEHO B uiieH 16, maparpad 5;

€) NPEIOCTaBsT IO BpEMe Ha ITbPBOTO JOKNAIBAHE M aKTYalM3MpAT 3a CIIeABALINTE IePHOIIM Ha OKITAlBaHe, KOraTo ¢ HeoOXOIMMO,
KPAaTKO OINMCAHME HA HAIMOHAIIHATA MONMTMYECKA PAMKA JIM HAa OCHOBHMTE [IeiicTBalM WMHMUMATMBM 32 Gopba c
AHTUMMKPOOHATA PE3UCTEHTHOCT ¥ 33 HAaMalsBAHE HA Hepa3yMHATa 1 Ge30TrOBOPHA ymoTpeba Ha aHTUMUKPOOHN CPeNcTBa Mpy
KMBOTHITE B CLOTBETCTBHE C wieH 12, maparpad 3, Gyksa r) u unen 13, naparpad 4, 6yksa 1);

) OKa3BaT IIOMOLL 32 GBP30TO paspelaBaHe Ha TEXHMYECKH BBIIPOCH, Bb3HMKHAIM BbB BPb3Ka C JAHHUTE 3a 00eMa Ha ponaxOure
¥ 3a yrotpebara Ha aHTUMMUKPOOHM JIEKapCTBEHNM IPOIYKTH, HOKITANBAHN Ha AreHuysTa upe3 yeb untepdeiica;

3) OKa3BaT CHHEVCTBME Ha ATEHLMATa M Ha Opyrn areHunm Ha C'I)IOB&, KOraTro € MpuioXkuMo, 3a fa c€ OCUIrypyu KadyeCTBOTO Ha
AHAJIN3UTE HA MAHHUTE, H€06X0]]I/IMI/[ 3a M3TrOTBAHETO U Hy6J'II/IKyBaHCTO Ha MOKJTauTe Ha ATEHIMATA 3a obema Ha HpO]Ia}K6VITC
" 3a yHOTp€6aTa Ha aHTI/IMI/IKpO6HI/I JICKapCTBEHM ITPOOYKTU IIPU KUBOTHUTE.

3. H"bp)KaBI/lTe YIEHKM aKkTyaJIM3npaTr CBOS IUIAH 3a YIpaBIICHME Ha Ka4€CTBOTO Ha HAHHUTE, IMOCOYEH B naparpad) 1, kakTO €
HeHCC'bO6p3.3H0, 3a [1a ce B3eMe IPENBUI HAyUHO-TEXHNUECKNAT IIPOIpec B obracrTa.

PA3JIEIT 2

3adeaskenud Ha Azenyudama

UYnen 8

IIpoTokon 1 06pa3uy 3a HOKIIaIBaHe Ha AHHYU OT IbPKABUTE YIEHKH

AreH1msATa NpenocTass IMPOTOKOIN 1 06p3.31_[l/[ 3a JIOKJIafiBaHE Ha JaHHM, 3a [a IOOIIOMOTrHE Ibp2KaBUTE YIICHKU IPY NPUIIaraHETO Ha
¢0pMaTa Ha TaHHUTE, KOUTO ObPKaABUTE YICHKU TpH6Ba Ha NoyjiaBaT B AreHuusITa.

Ynen 9

Hpenocranﬂﬂe Ha oMol Ha TbPKaBUTE WICHKM NPU YIIPABIICHUETO HA KaUeCTBOTO Ha TaHHUTE

1. AreHImsATa BajIMapa NaHHUTeE, CT)6I/IpaHI/[ VI TOKTIaIBaHV OT IbP2KaBUTE WIEHKY, CIIET KATO IIPELEHN, Y€ TAHHUTE OTTOBAPAT Ha
U3NCKBAHMATA 32 KAaUE€CTBO, ITOCOYEHN B YJICH 6.

2. Ako AreHnysTa IpeneHy, Ye YacT OT JOKIIafBaHNTe TAaHHM VITY BCYUKM JOKIIafIBAHY HAHHM He OTTOBAPAT HA M3MCKBAHMATA 33
KauecTBO, IIOCOYEHM B ujieH 6, AreHuusTa:

a) MHQOPMMPA CHOTBETHNUTE IBPKABM UIEHKM 32 HEOOXOMMMMUTE HEfCTBISI, KOUTO CIIefBa [a MpEIpUeMar C Lel OCUTypsBaHe Ha
CBOTBETCTBYE C Te3M MBMCKBAHNS;

6) M3UCKBA OT BBIIPOCHUTE Ibp2KaBy WICHKM T1a BHECAT CbOTBETHUTE KOPEKLUMM B TIOKIIAIBAHUTE JaHHM, TaKa Y€ Jia C€ OTCTPAHAT
MPOMYCKUTE, TPELIKUTE M HECHOTBETCTBYATA B TAHHUTE.
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3. AreHIMATA OpraHM3upa oOyueHNs BbB BPb3KA C MBMUCKBAHITA 3 KAYECTBOTO HA IAHHUTE U YMPABICHMETO HA KauecTBOTO Ha
manHute. [Ipy HeoOXOMMMOCT ATeHIMSATA IIPEOCTaBs LieJleHACOUeHA IIOMOI HA OHe3) IbPXKaBYM WIEHKM, KOUTO Ch3[ABAT HOBU
cucTemMyt 3a chOMpaHe Ha TaHHYM OTHOCHO aHTUMMKPOOHMUTE CPECTBA, IO TSXHO MCKAHE.

Ynen 10

Ye6 unrepdeiic 32 moknaxsaHe Ha 00001eHM TAHHU OT THPKABUTE WICHKU
1. AreHuusra paspaboTBa ¥ OIbPKA ye MHTePQEIiC, Upe3 KOMTO Ha AbPKABMUTE WICHKN Ce [JABA BH3MOXHOCT [0 eNIeKTPOHEH
BT VI CBOEBPEMEHHO M1a:

a) JOKJIaJIBaT Ha AreHIusTa 0000MeHNTe TaHHN 3a 0OeMa Ha POIaXOuTe Ha BeTepUHAPHI AHTYIMUKPOOHH JIeKapCTBEHN POLIYKTH
Vi JAHHNUTE 33 YIoTpebara Ha aHTUMUKPOGHN JIEKAPCTBEHM IPOIYKTH IPY KMBOTHITE [10 BUIIOBE KMBOTHIL;

6) Nojiy4yaBaT IMpyu [OKJIaIBaHE Ha JTaHHU He3a0aBHU NpeOBApUTEITHM OLEHKM 3a KaueCTBOTO Ha TaHHUTE B 3aBMCUMMOCT OT
dBTOMATU3MPAHUTE IIPOBEPKYM Ha BXOTHUTE JaHHN;

B) MIpEoCTaBAT KOPEKUMM Ha HOKIIAIBAHUTE NaHHM, YMETO BHACSHE € H€06XOIII/IMO C LIeJT OTCTpaHsIBaHE Ha IPOITyCKY, T'PpEIKN U
HECHOTBETCTBIIS,

I) NPOBEpSBAT ¥ BATMIMPAT HAHHNUTE 33 ChOTBETHUTE MOMYNALMI OT KMBOTHY, CHOPAHM OT ATeHUMST, M TPV HEOOXOIMMOCT I
KOPUIHMpAT, KaKTO € M0COUeHO B wieH 16, maparpad 5.

2. Yeb untepdeiichT € HalMUeH MOHe Ha AHIIMICKY €3UK.

3. AreHIMATAa M3BBPLIBA [EMHOCTM [0 BAIMIMPAHE, 3a Aa Ce rapaHTHpa, ye yeO MHTepeiiChT OTrOBapsi HA MMHMMAITHUTE
V3MCKBAHMSI OTHOCHO TOCOYEHOTO NPUIIOKEHIE ¥ IIPEIBUIeHATa yoTpeba.

4. AreHumsTa OpraHM3Mpa pemnoBHY oOyueHMs 1, KOTaTO TOBA € LeNech0OPasHo, MPEIOCTaBs TOMbIHUTEIIHA KOHKPETHA TTOMOLLL
Ha IbPKABUTE YIIEHKM BbB BPb3Ka C U3IION3BAHETO Ha yeb MHTepdelica i IOMBIBAHETO HA CHOTBETHMTE OOPA3LIM 32 [IOKIAMIBAHE.

[TIABA 11

METOIM 3A CbBUPAHETO HA TAHHM U 3A TOKITATIBAHETO UM HA ATEHIUATA

PA3JIEIT 1

[annu 3a 06ema na npodaskGume

Ynen 11

MeTonyu 3a cbOMpaHe Ha JaHHM 3a 00eMa Ha MPOIAKOUTE Ha BeTePUHAPHI AHTUMMKPOOHM TEKAPCTBEHN IPOTYKTH

1. C uen chbupaHe Ha HAUVMOHATIHY JaHHM 3a oOeMa Ha MPOIAXKOMTE HA BETEPUHAPHU AHTUMMUKPOOHN JIEKApCTBEHY HIPOIYKTH,
KAaKTO € TIOCOYEHO B unleHoBe 1 U 2, IbpKaBUTE UICHKM B3eMAT IPEIBMI CIIEHHNUTE JOCTABYMIM Ha TAHHMU, KAKTO € LenecbobpasHo:
IPUTEXATEIN Ha Pa3pelieHyst 3a ThPIOBUs, THPrOBLM Ha €po, THPIOBUM Ha APeOHO, PypaxKHM 3aBONM, AITEKHM WM BETEPUHAPHU
TIeKapu.

2. [Ipp:KaBuTe UNEHKMU M3MONI3BAT, JOKOIKOTO € Bb3MOXKHO, TaHHUTE 3a 06eMa Ha IpofaxOuTe, MOIaeHN OT NpUTeKaTeNuTe Ha
paspelLeHys 32 THProBust B 6a3aTa DaHHM 3a IpofykTuTe Ha CbrO3a, KATO OCHOBEH M3TOYHNUK Ha IAHHM 33 0OeMa Ha mpomaxOnte Ha
AHTUMMKPOOHNMTE BeTEPMHAPHM IIEKAPCTBEHM MPOMYKTH, PETMCTPUPAHM OT NPUTEXATENMTE HA paspelleHus 3a Tbprosus. Te
KOPMUIMPAT Te3) NaHHU B 3aBUCHMOCT OT IBVIKEHMETO Ha IIPOIYKTY IIPe3 TeXHUTe IPaHMULM KAaTo YacT OT IapalielHa ThProBys U I
JOITBIIBAT C Te3U Ha JPYI¥ IOCTABUMIIM HA IaHHM, KOTATO TOBA € LerlechoOpasHo. Te rapaHTMpar, ue GopMaTbT Ha Te3u NAHHM ¢ B
CBOTBETCTBHE C M3UCKBAHIATA, BKIIOUEH B IIPOTOKOJNTE 1 00pa3LuTe, IPEIOCTaBeH M OT ATeHIMSITA 38 IOKJIafBaHe Ha JaHHM.
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Ynen 12

MeTopu 3a HOK/TagBaHe Ha ATeHUMATa HA JaHHM 32 00eMa Ha poiaxG6uTe Ha BeTepUHAPHN AHTUMMKPOOHM
NeKapcTBeH! MPOTyKTH

1. [IbpxaBuTe UNeHKM JOKJIAfBAT Ha ATeHINsTA HaHHMTE 32 0OeMa Ha MPOmaxOWTe Ha CHOTBETHMUTE aHTMMMKPOOHM CpelcTBa
upe3 yeb uHTepdeiica, KaTO M3IMONM3BAT NMPOTOKONMUTE M WIAOTOHMTE, MPEIOCTABCHM 32 Ta3y LET OT ATEHIMATA M KATO B3eMar
TIPeIBUI OCTAaHANIMTE CHOTBETHM PBKOBOACTBA, M3IOTBEHM OT AreHuusta. Korato JOKNIamBaT cBOMTe JAHHM Ha ATeHUMSATA,
[(bp2KaBUTE YICHKM M3MONI3BAT IOCTOSIHHMS U YHUKAJIeH uieHTHuKaTop or 6asara gaHHU 3a mponykrute Ha Cbio3a 33 CHOTBETHUTE
TPENCTABSIHIS HA BETEPMHAPHM aHTMMIUKPOOHM JIeKapCTBEHM MPOAYKTH, KAKTO € MOCOUEHO B wiieH 15, naparpad 2 ot PermameHr 3a
uabisenve (EC) 2021/16 na Komucusra (6).

2. To 30 roHu BesIKa TOMMHA [THPKABUTE UIIEHKM MIOKITAIBAT IaHHUTE 3a 00eMa Ha MpoIaxkGuTe Ha ChOTBETHHUTE BETEPUHAPHU
AHTUMMKPOOHN TTEKAPCTBEHM MPOIYKTH, KOMTO Ca OWIM MpONAIEeHM Ipe3 NPEAXOmHATA KaleHIapHa OfMHA ¢ Len ymorpeba B
PaMKMTe Ha CbOTBETHUTE HALMOHATIHM TEPUTOPUM, B CHOTBETCTBME C wiieH 6, OykBa r). [IbpxKaBuTe WIEHKV WM3IPALAT IbPBYS
nokman Ha AreHuusara g0 30 roun 2024 1.

3. OcBeH TOBa IbPKABUTE WICHKM JOKIIANBAT Ha ATEHIJISITA CleHATa MHPOPMALIVS Upe3 HALMOHAIIHNITE CY 3BEHA 32 KOHTAKT U
MEHMIXbPUTE HA TAHHY U C TIOMOIITA Ha yeb uHTepdeitca:

a) BUmA NOCTABYMIM HA NAaHHM, OT KOMTO ca cbOpanmy HaHHMTe 33 ofeMa Ha mpomaxOmre, 3aeIHO C KPaTKO OINMCAHUE HA
HalMOHAJTHNTE CUCTEMM 3a PasNPOCTpaHeHNe Ha BeTepYHApHNTE JIEKaPCTBEHN TIPOIYKTI;

6) o6xBaTa M TOUHOCTTA Ha TaHHNTE 32 00eMa Ha IpomaxkOyTe, 3a€HO C B3CTUTE MEPKY 32 M30STBAHE Ha IBOIHO JOKJIaf[BaHe;

B) VHULMATUBUTE, NPOBEXKOAHN B PaMKUTE Ha Obp2KaBaTa, MM CbOTBETHUTE cneundmmn (l)aKTOPI/I, Upe3 KOMTO MOrat a 6’LHaT
00SICHEHN pesynraTure, Ha6HlOJIaBaHI/I Ha HalMOHAIIHO pPaBHMILE, BKIIIOUMUTEIIHO BB3MOXKHMTE IIPOMEHM Ha Mopena u
TCHOCHUUUATE;

I) KpaTKO OMMCAHME HA HALMOHATIHATA IONMTMYECKA pPaMKa WM HA OCHOBHMTE [eMCTBAILM MHMLMATHBM 3a Oopba c
AHTMMMKPOOHATA PE3NCTEHTHOCT 1 32 HAMaNsABaHe Ha Hepa3yMHaTa 1 0€30Tr0BOpHa yrmoTpeOa Ha aHTVMUKPOOHM CPELCTBA TPH
KUMBOTHHTE.

4. TIbpxaBure WIEHKM [PENOCTABAT MHPOPMALMATA OTHOCHO IIbPBUSL HOKIIAL C NaHHM, ocoueHa B nmaparpad 3, no 30 roHu
2024 r. v crief TOBA 51 AKTYanM3MPar 3a CIeABALINTe IepMONy Ha OKITA[BaHe, KAKTO € MPUIIOKIMO.

PA3]JIE]T 2

Hannu 3a ynompebama

Ynen 13

MeTonu 3a cbOMpane Ha JaHHM 3a ynoTpeGaTa Ha AaHTUMMKPOOHM TIEKapCTBEHM IIPOIYKTH M TOK/IABAHETO UM Ha
AreHmusTa

1. 3apmace ynecHy C5OMPAaHETO Ha CTAHIAPTU3MPAHN U XapMOHM3MPAHI TAHHI 32 yoTpebaTa Ha aHTUMUKPOOHHTE NIEKAPCTBEHN
TPONYKTH, IOCOYEH B WIEHOBE 3 U 4, ITbPKAaBUTE UIICHKN CBOMPAT Te3U TaHHM:

a) OT CIIEOHUTE HOCTAaBUMIM Ha HAHHU, KAKTO € uenec1>06pa3H0: BETEPMHAPHU JIEKApU, ThPTOBUM Ha HPC6HO, aIllITEKN, (l)ypa}KHI/l
3aBOIN " Kpa]?[HI/I HOTpe6VIT€HV[, BKJTFOUNUTEITHO 3€MEIETICKM CTOIIAHU UIIN 2KMBOTHOBBI;

6) Bb3 OCHOBa Ha CJIICIHUTC M3TOYHMUM Ha TAHHU, KaKTO € I.[CJ'[CC'])06p213HOI 3paBHa HOKYMEHTalMs, THEBHMLM 3a JICYCHUE,
pa3nucky 3a IOCTaBKa, (l)aKTpr OT CTOITAHCTBA, PELENTV], TOKYMEHTALIVS Ha AlITEKN VI Ha BETEPMHAPHU IIPAKTUKIL

B) C IOMOIITA Ha CHCTEMNTE 32 CHOMpaHe Ha TaHHM 3a yroTpebara, MOCOYCHN B wieH 14.

() Permament 3a mambnaenne (EC) 2021/16 na Kommcnsra ot 8 syapu 2021 r. 3a ompenensHe Ha HeoOXOTMMUTE MEPKIL 1 Ha IPAKTIHYECKATa
ypenba OTHOCHO 6asaTa JaHHM 3a BETCPUHAPHMTE JIEKAPCTBEHM MpofyKT Ha Cbroza (0asa mawHu 3a npomykrure Ha Chroza) (OB L 7,
11.1.2021 r., c1p.1).
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2. [IppxKaBuTe UNeHKU TOKITANBAT NTAHHUTE 38 yMoTpebaTa HA CHOTBETHNUTE BETEPMHAPHY AHTUMMKPOOHM JIeKAPCTBEHNM MPOLIYKTH
¥ Ha aHTUMMKPOOHH JIEKAPCTBEHN IPOYKTY 33 XyMaHHa yIoTpeGa, KOUTO [10 M3KITIOUEH)E MOTAT [1a Ce M3MOM3BAT [IPY KMBOTHI, 32
BCEKM BUJ IIPOAYKT, 33 ChOTBETHUTE BUIIOBE JKMBOTHM U 34 ChOTBETHUTE KATETOPMM MIIM €Tarm, onmcany B unieH 15. Te rapanTupar,
ye [aHHWTe 0OXBAalaT BCUUKM BMIOBE yroTpeba Ha CHOTBETHUTE AHTMMUKPOOHM JIeKAPCTBEHM IPOIYKTM Mpe3 IpelXomHaTa
KaJleHIapHa TOIMHA B PAMKNUTE HA CHOTBETHUTE TePUTOPUM Ha IbPKABUTE WICHKU B CHOTBETCTBHUE € WiieH 6, OyKsa ).

[TbpBusT MOKIAT ce u3npaiia Ha AreHuusta 1o 30 centempu 2024 r. u o6XBaia JaHHNUTE OTHOCHO AHTUMMKPOOHNTE JIeKapCTBEHN
HPOMyKTH, U3ION3BaHM [Ipe3 MPEIXOHATa KaJleHIapHa TO1HA IIPY CbOTBETHUTE BUIOBE KMBOTHY, KATETOPUM MU €TaIlN.

ﬂOKHa]II/ITC, cregBamy IIbpBys HOOKIIaM, €€ M3npauiaT Ha AreHimara mo 30 roHM BCSKa TOOMHA U O6XBaHIaT JAaHHUTE OTHOCHO
aHTI/lMI/IKpO6HI/ITC JIEKapCTBEHN ITPOAYKTH, M3IIOJI3BAHM IIPE3 NMPENXOIHaTa KajleHIapHa TonHa Mnpy CbOTBETHUTE BUIOBE 2KMBOTHM,
KaTteropum mim eTamnm.

3. H'LPFKE[BI/ITQ YJIEHKN MNOKJIA[IBAaT HAaHHUTE 3a yHOTpe6aTa Ha CbOTBETHUTE aHTI/lMI/le06HI/I CpencTBa upes ye6MHTep<])eI71ca, KaTo
M3IOJI3BAT IIPOTOKOIINUTE U O6paSIII/[T€, MPEmOCTaBEHN 3a Tasy LEN OT AFCHIIMHT&, VI KaToO B3€MAaT IIPEOBUI OCTAHAIINTE CHOTBETHU
PpBKOBOIOCTBA, M3TOTBEHN OT AreHnmsTA.

4. OcBeH TOBa IbPKABUTE UIEHKN TOKIABAT Ha ATCHIMATA Ce[HATA MHPOPMALIMS Upe3 HALMOHAIHUTE CU 3BeHA 34 KOHTAKT U
MEHUKbPUTE Ha AHHM ¥ C [IOMOLLTA Ha yeb unTepdeiica:

a) BMIA OCTABYNMIIM HA TAHHM Y MI3TOUHMIM HA JAHHM, OT KOUTO Ca ChOpasy IaHHMTE 3a ynoTpeara, 3aeIHO C KPATKO OMICAHME Ha
OCHOBHMTE XapaKTePUCTUKM HA HALMOHAITHUTE CHCTEMM 3a ChOMpaHe Ha NaHHM 3a ynorpebata Ha aHTMMMKPOOHM NEKapCTBEHM
TNIPOIYKTHU NPY KUBOTHUTE;

6) 00XBaTa 1 TOYHOCTTA Ha JTaHHUTE 3a yHOTpe6aTa, 3a€[HO C B3CTUTE MEPKU 3a u30sArBaHe Ha IBOVHO MOKJIABaHE;

B) VHMIMATUBNTE, POBEXNAHN B PAMKMTE HA IbPXKABATA, WIIM CHOTBETHUTE CIELMQUUHN (AaKTOPH, Ype3 KOMTO MOrar ma Obaar
OOSICHEHN pesynTaTiTe, HaOIONaBAaHM HA HALMOHAIIHO pABHMILE, BKITIOYMTENIHO Bb3MOXKHMTE MPOMEHM Ha MOJena u
TeH[IEHIMNTE;

I‘) KpaTKO oOnMcaHme Ha HalMOHAJIHATa IIOJIMTMYECKa paMkKa WM Ha OCHOBHUTE HeiCTBalllM MHULMATUBY 34 60p6a C
élHTI/IMI/leO6HaTa PE3NCTEHTHOCT M 32 HaMmaJlBaHE Ha HEpa3yMHaTa 6630TTOBOpHa yHOTp€6a Ha aHTI/lMI/IKpO6HI/I CpeacTBa 1mpu
2KMBOTHUTE.

5. JIpp:kaBuTe YICHKM IPENOCTABST MHPOPMALINATA OTHOCHO IThPBISI JOKNIAN C NAHHM, onucaHa B maparpad 4, no 30 centemspu
2024 r. m e ToBa A aKTyanM3ypaT 3a CrelBalliTe NEPUOIM Ha IOK/IaIBaHe, KaKTO € IIPUIIOKMMO.

Ynen 14

Cucremu 3a cb6upaHe Ha JaHHY 32 ynoTpebaTa Ha AHTUMMKPOOHM JTEKAPCTBEHN MIPOTYKTH

1. [IspxaBurte WieHKM paspabOTBAT YaCTMUYHO MIM HAITBIIHO ABTOMATM3MPAHM CHCTEMN 3a HEMPEKbCHATO CHOMpaHe Ha NaHHM C
Len ChOMpaHe Ha NaHHM 3a yroTpe6aTa Ha aHTMMIKPOOHM JIeKAPCTBEHNM MPOLIYKTH IPU KUBOTHUTE.

2. Mbpxasute 4eHKN pa3paboTBAT COPTYEpHN PELICHNS 3a yIeCHsBaHe Ha CHOMPAHETO HA Te3U NAHHM U 33 MOIOMATaHe Ha
TIPOLIECHTE TI0 OCUTYpsIBaHE Ha KaueCTBOTO, BaJIMIMPaHe 11 KOHTPOJI Ha KauecTBOTO.

(3)  Karo B3ema mpensua pasHoobpasyero oT mpakTiky B Chl03a M PasMuMsTa B HAUMOHATHMS NPaBeH KOHTEKCT, ATEHIMSTa,
3a€[HO C [bPXKABUTE WIEHKM, OPraHM3Mpa, KOTATO TOBA € LEechoOpasHo, MEitHOCTH 33 OOMeH Ha Hail-HoOpM NMPaKTUKM C Le
OKa3BaHEe Ha IOMOL Ha AbP2KABUTE YICHKM NPV pa3pabOTBAHETO Ha TEXHUTE CHCTEMN 3a ChOMpaHe Ha IaHHN 3a ynorpe0ara.

4. JIbpxaBuTe WICHKM OPTaHM3MPAT PETOBHM OOYUMTEIHN CECHM WM OPYTYM MHPOPMALMOHHM KAMIIAHNH 3a TOCTABYMLIATE HA
JIAHHY OTHOCHO HAuVMHA 3a JIOKITaBaHe Ha JIAHHN 3a yIoTpeOaTa HA aHTMMMKPOOHM CPENCTBA MPYU KMBOTHUTE Upe3 ChOTBETHUTE
HALIOHAITHY CUCTEMM 33 CHOMPAHe Ha JaHHM.
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Ynen 15

BunoBe KNBOTHI, KATETOPUM U €TaNH, 33 KOMTO Ce ChOMpAT U TOKIANBAT JAHHM 32 YIOTpedaTa Ha AHTUMUKPOOHU
NleKapCTBeH! NPOTYKTH

1. IspskaBuTe UneHKHM CHOMpAT DaHHM 3 ynoTpebaTa Mpyu CleTHUTE BULOBE KMBOTHM, OTITIEKIAHN 33 IPOM3BOICTBO HA XPAaHM,
BKIJTIOUMTEIIHO 3a BCUYKY KaTErOpMy M €Taru, 1 eXeTOHO JOKIIafBaT JaHHUTe Ha AreHumsaTa, cauraHo ot 30 cenremspy 2024 r.:

a) embp porar HOOMTHK, KaTo Ce MPABY PasrpaHiyeHye MeXIIy MeCOaiHMTE TOBEIa M MIIEKOJAiHMTE TOBEIA M OTHEIHO Ce [T0COYBa
ynorpebara mpy roBefa Ha Bb3PACT MOJ e[lHa TOIMHA, KOTaTo MPOM3BOMICTBOTO HA MECO OT TOBENa, 3aK/aHy Ha Bb3PAcT MOJ eHa
romuHa, Hagpumasa 10 000 t romuiHo;

6) mpacera, KaTo ce I0COYBA ynoTpedaTa Mpy Mpaceta 3a yrosiBaHe;
B) IWleTa, KaTo ce I0couBa yrorpebara mpy Opoitiepy 1 KOKOIIKY HOCAUKY;

I) IyJiKuy, Kato ce MocoyBa ymorpebara mpy IMyiiKy 3a YrosiBaHe.

2. IIbpKaBuTe WIeHKM ChOMPAT IAHHU 34 YIOTpeOaTa Py CIIEMHMTE BUIOBE KMBOTHM, OTIJIEXIAHN 33 IPOM3BOMICTBO HA XPaHM,
BKJIIOUMTEIIHO 33 BCUUKM KaTEeTOPMUM M €TaIlM, M €KETOHO NOKIIaBaT HaHHUTe Ha AreHuusTa, cuutato ot 30 tonu 2027 r.:

a) [pyry BUIOBE OMAIIHM NTULM (IATULIM, IBCKM);

0) oBIE;

B) KO3M;

1) pubM C mepKy (aTIIaHTMYeCKa ChOMIA, [IbIOBA IIbCTHPBA, LMITYPa, JIABPAK, LIAPaH);

) KOHE (BKIIOUMTEITHO KOHE, 33 KOMTO B YHVMKAIIHNS HOXMBOTEH MACHTU(UKALIOHEH TOKYMEHT, [I0cOueH B wieH 114, maparpad
1, 6yksa B) ot Pernament (EC) 2016/429 na Esponeiickus napnament u Ha Cpeta ('), € 00sBeHO, e He ca IpeHa3HAYeH! 3a
KJIaHe C 1Ie7T KOHCYMALsl OT YOBEeKa);

€) 3aiiuy (OTITIeXIaHN 3a IPOU3BOIICTBO Ha XPaHM);

)K) BCSAKAKBY OPYIM BUIIOBE 2KMBOTHM, OTITIE2KNIAHM 34 ITPOM3BOICTBO Ha XpaHM, KOUTO Ca OT 3HaUCHME 33 TAX.

3. IspekaBuTe WICHKNM CHOMpAT HAHHM 3a ynoTpebaTa mpyt CIIEMHUTE BUIOBE KMBOTHIL, KOUTO HE Ce OTINIEXKMAT 32 IPOU3BOICTBO
Ha XpaHH, U eXerofiHO JOKIIafBaT IaHHMTe Ha ATeHMATa, cuntaHo ot 30 roumn 2030 r.:

a) Kydera;
0) KOTKI;

B) KMBOTHMU 3a TOOMB Ha KOXU (HOPKU U JIMCULIN).

PA3JIEIT 3

Iornad om Azenyuama 3a 06ema na npodask6ume u 3a ynompebama

Ynen 16

[aHHM ¥ aHATM3M, KOUTO TPAOBa a GbIAT BKIIFOYEHM B TOK/IaNa OT AreHIMsATa 32 oGeMa Ha npopaxOuTe Ha
BeTePMHAPHU aHTUMMKPOOHN JIeKapCTBEHU MPOIYKTH U 3a yIOTpeGaTa Ha aHTUMMKPOOHY TIeKapCTBEHU IPOTYKTH

1. AreHuusra BKITFOUBA B IOKITalia CH TAHHM 33 00eMa Ha POTaxOuTe Ha BeTePMHAPHI aHTUMMKPOGHI JIEKAPCTBEHM POIYKTH
¥ 3a ynorpeGara Ha aHTUMUKPOOHN JIEKAPCTBEHM NPOMLYKTH 1O BUIOBE KMBOTHM, KAKTO € IOCOYEHO B uieH 12, maparpad 2 u
urten 13, maparpad 2.

2. [laHHuTe, BKIIOYEHM B [OKNafa Ha AreHIpsTa 3a oOeMa Ha NPOHAXOMTE HAa BeTEPMHAPHM aHTUMUKPOOHM JIeKapCTBEHU
TIPOJIYKTH, Ce CPABHSBAT C TAHHMTE OT PEIXOIHNUTE MIEPUOAM Ha JOKIIaf[BaHe, BRIFOUMTEIHO C TaHHUTE 3a 0OeMa Ha mpomaxGurte,
nokransanyu no npoekra ESVAC, koraTo ToBa e 1enecho0pa3HoO 11 TOKOJIKOTO € Bb3MOXHO B 3aBUCUMOCT OT KauecTBOTO U popmata
Ha JaHHMTE.

() Pernamenr (EC) 2016429 Ha Eponeiickus napnamert i Ha CbBeta or 9 Mapt 2016 T. 3a 3apasHuTe GOIeCTI 10 KUBOTHUTE U 32 M3MEHEHNe I
OTMSIHA Ha ONpeJIeNieHy aKToBe B 0ONIACTTA HA 3[PaBEONa3BaHETO HA KMBOTHMTE (3AKOHONATENICTBO 3a 3[PAaBeoNasBaHeTo Ha xXuotHUTE) (OB
L 084,31.3.2016 r., cTp. 1).
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3. [auxHuTe, BKIIOUEHN B IOKITANa Ha ATeHIMATA 3a YIIOTpeOaTa Ha AHTUMMKPOOHN JIeKapCTBEHN POIYKTH, KAaTO Ce 3alo4He OT
BTOpJS HOKJIAMI, KOJTO TpstOBa na 6bie myOnumkysaH o 31 gexemspy 2025 T., ce CpaBHSBAT C JAHHUTE OT IPEIXOIHNUTE NIePUONY Ha
IIOKJIa[IBaHe.

4. AreHumsTa aHanmmM3Mpa JaHHMTE 3a 0OeMa Ha MpoOmakOurte Ha BETEPMHAPHM AHTMMMKPOOHM JIEKAPCTBEHM MPOIYKTM U 3a
ynorpe6ara Ha aHTUMMKPOOHM JIeKapCTBEHM NPONYKTH M MACHTMPUUMPA TeHIEHLMUTE M IPOMEHNTE HA MOLENA C TeueHue Ha
BPEMETO KAKTO Ha HALMOHAIHO paBHMIIE, TaKa M Ha papHMuIETO Ha Chbioza. Teay aHAnmu3y ce M3BHPLIBAT B CHTPYIHMYECTBO C
ITbpKaBUTE UIIEHKM M C Opyry areHumy Ha Cbl03a, KAKTO € LenechoOpasHo, M ce BKIIIOYBAT B JOKNANMTe HAa AreHUMsTa C
YCTAHOBEHNTE TEHMEHIMM ¥ [POMEHMTE Ha MOMENA, 3aeMHO ¢ MH(OPMALVATA, NPEIOCTABEHA OT IbPXKABUTE WICHKM, KAKTO €
nocoueHo B wieH 12, maparpad 3 v wien 13, maparpad 4.

5. Tlpu M3BBPIIBAHETO HA AHANM3M HA HAUMOHANIHWTE JAHHM 33 o0eMa Ha MpONAXXOMTe Ha BETEPUHAPHNM AHTUMUKPOOHM
JIeKapCTBEHM IPOIYKTM U 3a ymorpe0aTa Ha aHTUMMKPOOHM JIEKAPCTBEHM MPOAYKTM ATCHIMSITA B3eMa MPENBUI ChOTBETHUTE
TOIyTALMK OT KMBOTHY 33 BCSIKA [IbPKABa WIEHKA. 33 Ta3y LNl AreHIysITa MIeHTHUIMpPa HeOOXOIMMITE TaHHM 33 CHOTBETHHTE
MOIIyNIALMY OT XMUBOTHY 3a BCSIKA AbPXKABA WICHKA UPe3 MyONMUYHO JOCTBIHNUTE ChilecTByBamm 6a3u nanuy Ha Cbio3a M M3MCKBA OT
ITbp2KaBUTE YICHKN 1A IV POBEPST U BAMAMPAT. B ciyyait ye HeoOXomMMMTe NTaHHM 32 CBOTBETHUTE MOMYIALIMM OT XKMBOTHY He ca
HAJIMYHY B Te3u 6a3y maHHM Ha Cblo3a WM Ye JAHHUTE He OTIOBAPAT HA M3VUCKBAHMSATA 33 KaueCTBO HA JAHHWUTE, YCTAHOBCHU B
wileH 6, AreHIMsITa M3MCKBA OT TbPXKABHTE WICHKM 13 IPEIOCTABST MM KOPUTMPAT Te3U TAHHM upe3 yed nHtepdeiica.

6.  [Tlpu moknanpaHeTo Ha 0beMa Ha MPOIaxO6NUTe HA BeTePUHAPHU AHTUMUKPOOHN JeKapCTBEHN POMIYKTH ATeHIMsTa TOK/aaBa
IAHHUTE 33 CBOTBETHUTE NOMYJIALMM OT XMBOTHY, KOMTO BEpOSTHO Lie OBIAT TPETMPAaHM C Te3U NPOHYKTU B JOKJIAIBALINTE
IIbPKaBY WICHKM. [JOKITaiBaHeTO Ha JAHHMTE Ce M3BBPIIBA MOOTHEIHO 3a KVMBOTHY, OTITIeXIAHN 3a IPOM3BOLCTBO HA XPaHU, U 33
IIPYTY OTITIEXIAHM UM Pa3BbXIAHU XKMBOTHIL

7. AKO IIpu JOKIIA[BAHETO Ha yNOTpeOaTa Ha aHTMMUKPOOHM JIeKapCTBEHU IPOIYKTHU 10 OTHOLICHNME Ha BULOBE, OTITIEKIAHN 33
TPOMB3BOLCTBO Ha XPaHM, JIMIICBAT JAHHN 34 ONpEMleNieHy [IOMyIaliy OT KMBOTHY Ha HALMOHAIIHO PABHMILE [IOPAIy TBBPIE HUCKN
HMBA Ha IIPOM3BONICTBO, TOTaBa NaHHMTE 33 ynorpeGara IIpy Te3M NOMYIIALMM OT KMBOTHM MOTar [a GbIAT OKJIAfBAHM B IpyIara
KMBOTHH, TIOCOYeHA B wieH 15, maparpa 2, Gyksa x).

UYnen 17

IlyGmmKkyBaHe Ha TOK/Iana Ha ATeHUMATA 32 00eMa Ha NPOfaKGyTe Ha BeTePMHAPHU AHTUMUKPOOHM JTeKapCTBEHN
NPOIYKTH U 3a ynoTpeGaTa Ha aHTUMMKPOOHY NIEKapCTBEHN IIPONYKTH

1. IIbpBusr mokman 32 obeMa Ha MpomaxOuTe Ha BETEPUHAPHM AHTMMMKPOOHM IEKapCTBCHM MPOMYKTH U 3a YIOTpebata Ha
AHTUMMKPOOHY JTeKapCTBEHY IIPOIYKTH 10 BUIOBE KMBOTHM ce IyOnmKyBa oT AreHuusra fo 31 Mapt 2025 I. i BKIIIOYBA CIEHOTO:

a) IaHHM 3a oOeMa Ha IpomaxkOuTe Ha BeTePUHAPHUTE aHTMMUKPOOHM JIeKapCTBeHM MPOAYKTH, BKIIOUBAIM gaHHuTe oT 2023 .,
TofafieHy oT Ibpxasure uneHky 0o 30 roam 2024 1,

6) naHHM 3a ynorpe0ata Ha aHTMMMKPOOHM JTeKAPCTBEHNM MPOMYKTH NPV ChOTBETHUTE BUIOBE KMBOTHM, KATETOPUM WM €Tally,
BKJIIOYBalM HaHHute ot 2023 ., nopameny ot mbpxasure uieHku oo 30 centemspu 2024 .

2. Or 2025 r. Arenuwsira ny6nukysa go 31 mekeMBpy ClICOHNUTE TOKIIAMM CTIEf TbPBIS MOKJIAJ, B KOUTO CE BKIIOUBA CIIETHOTO:

a) JaHHM 32 obema Ha HpO]Ia)K6I/ITC Ha BETCPUHAPHUTE aHTI/IMI/IKpO6HI/I JIEKApCTBEHU MPOMYKTY, KOUTO Ca IMONANEHN OT IbpXKaBUTE
yrieHKY 10 30 10HM BCsAKa TOIMHA U 06XBaI.LIaT HaHHUTE OT NMPEOXOIHaTa KaJleHOapHa TOIMHA;

6) JaHHM 3a yHOTpe6aTa Ha aHTI/IMI/le06HI/I JICKapCTBEHN ITPOAYKTU MNP CbOTBETHUTE BUIIOBE 2KMBOTHM, KaTeropum MM €Tamnmy,
KOHNTO Ca MOJaneHy OT IbpXKaBUTE UIIEHKM 1O 30 1o0HM BCsIKa roguHa n 06XBaHIaT OaHHUTE OT NpEOXOonHaTa KaJICHOapHa rOdMHa.

Ynen 18

Bnu3zane B cuna u npunarabe

Hacrosimmsr perimaMenT BiM3a B CMJIa Ha ABaICCETMA TIE€H CIIET ICHA Ha 1'ly6J'[I/[KyBaHeTO My B O(i)uu,ua/leH B8ECMHUR HA Esponeﬁazug
Co103.
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Toit ce mpunara or 28 stnyapu 2022 rogmHa.

Hacrostmmsr PEITIaMenT € 3aIbJIKUTEIIEH B CBOATA LSAJIOCT M CE Npuiiara MpAKO BbB BCMYKM TbpKaBy
YJICHKI.

CncraeHo B bprokcen Ha 29 anyapu 2021 rogmHa.

3a Komucuama
[pedcedamen
Ursula VON DER LEYEN
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I1PMTTIOKEHUE

1.  BETEPMHAPHU AHTUMMKPOBHU JIEKAPCTBEHUM IIPOOYKTHU, 3A KOUTO CE CBBUPAT TAHHU 3A OBEMA HA
MMPOTAXKBUTE U CE DOKJIATIBAT HA ATEHIIUATA, KAKTO E IIOCOYEHO B YUJIEH 1

(1)  AHTHIVMAPWYHM, YPEBHY TIPOTUBOBB3IATIUTENHI M AHTUMHPEKUMO3HM JIEKAPCTBEHM POITYKTI:
a) QAO07AA; QAO7AB;
0) QA07AX03;
B) QA07AX04.

(2)  T'muekomoOryMuHy, aHTUMHQEKIMO3HY JIEKAPCTBEHI IPOLYKTH Y AHTUCEITHLIA:
a) QGO1AA;
6) QGO1AE;
B) QGO1BA;
1) QGO1BE.

(3)  AuTnnHQEKUMO3HM JIEKAPCTBEHN HIPOIYKTH ¥ aHTUCENITHIY 33 BbTPEMATOYHA yoTpela:
a) QG51AA;
6) QG51AG.

(4)  AntnGakTEpMANHM IEKAPCTBEHNM MPOIYKTH 3a CUCTeMHO npustoxerne: QJO1.
(5)  AnrmbaxTepuarHy IeKapCTBEH IPORYKTH 32 MHTpaMaMapHo npumoxenne: QJ51.
(6)  AHTMIIPOTO30IiHM JIeKaPCTBEHN NMPOMyKTH (c anTnOaKTepuaneH edext): QP51AG.

(7)  AnTnMyKOGaKTEpUAIIHN NEKapCTBEHM IPOIYKTH 33 MHTPaMaMapHo mpuioxenue: QJ54.

2. BETEPMHAPHU AHTUMMWKPOBHU JIEKAPCTBEHU MPOOYKTH, 3A KOUTO MOZKE JA CE CbBUPAT JAHHU 3A OBEMA
HA TIPOTAXBUTE U A CE DOKJTIATIBAT HA ATEHUUATA, KAKTO E IOCOYEHO B YJIEH 2

(1) Antumporosolinu jekapcTBeHy npomyKy (pasmmanan oT QP51AG): QP51.
(2) TporuBOrsOMYHM JIEKAPCTBEHN TIPOLYKTH 3a JIOKAIHO mpwioxenne: QDO1A.
(3) TIpoTmBOrbOMUHM JIeKAPCTBEHM MPOIYKTH 3a CUCTeMHO puioxerne: QDO1B.
(4)  AHTMMMKOTMYHM JIeKapCTBEHM IIPOIYKTM 3a CUCTeMHO npumoxenue: QJ02.
(5) AntnmykobakTepuanHy jekapcTBery nponykri: QJ04.

(6)  ITpormBOBMPYCHM IeKapcTBEHM MPOIYKTH 3a CUCTeMHO mpuroxeHue: QJ05.
(7)  AnTuOMOTMLM M XMMMOTEpANeBTHIM 3a IepManHoO npuioxenne: QDO6.

(8)  Hpyru HazanmHM mpemaparTis:
a) QRO1AXO06;
6) QRO1AXO08.
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(9)  OdranmonornyHn aHTUMHPEKLMO3HY IEKAPCTBEHN IPOIYKTHL:
a) QSO1AA;
6) QSO1AB;
B) QSO1AD;
1) QSO1AE;
m QSO1CA;
e) QS01CC.

(10) Oromnornyuy aHTMMHQEKIIMOZHN TTEKAPCTBEHI IPOLYKTH:
a) QS02AA;
6) QS02CA;
B) QSO03AA;
1) QSO3CA.

3. AHTMMMKPOBHU JIEKAPCTBEHU MPOOYKTH, 3A KOUTO CE CbBUPAT TAHHM 3A YIIOTPEBATA ITPM 2KUBOTHUTE U
CE TOKJIAIBAT HA ATEHIIUATA, KAKTO E IOCOYEHO B YIEH 3

(1)  AHTHIMApUYHY, YPEBHU IPOTHBOBL3IANMUTEIHI 1 AHTHMH(EKIMO3HI IeKapCTBEHI IPOIYKTIL:
a) QAO7AA, AO7AA;
6) QAO7AB, AO7AB;

B) QA07AX03, AO7AXO03;
1) QA07AX04, A07AX04.

(2)  TmHexOMOIrMYHM, AHTUMHPEKLIMO3HN JIeKAPCTBEHI IPOIYKTY ¥ AHTHCENTHLI:
a) QGO1AA, GO1AA;
6) QGO1AE, GO1AE;
B) QGO1BA, GO1BA;
1) QGO1BE, GO1BE.

(3)  AHTHMHQEKIMO3HM JIEKAPCTBEHN MPOLYKTHI M aHTUCENTHLM 32 BhTpeMaTouHa yrorpeda: QG51AA.
(4)  AntnGaxTepuanHy NeKapCTBEHM MPOIYKTH 3a cUcTeMHO npuitoxerue: QJ01, JO1.
(5)  AnrmbaxTepuasIHy IeKapCTBEHY IPOIYKTH 32 MHTpaMaMapHo npuoxenne: QJ51.

(6)  AHTMIIPOTO30JIHM JIeKapCTBeHN MPORyKTH (¢ aHTHOaKTepuaneH egext): QP51AG.

4. AHTUMMKPOBHU JIEKAPCTBEHU ITPOJYKTH, 3A KOUTO MOZXKE JA CE CbBUPAT JTAHHU 3A YIIOTPEBATA IIPU
2KVBOTHUTE U JA CE JOKJIAIIBAT HA ATEHIUATA, KAKTO E IIOCOYEHO B YJIEH 4

(1)  AnTHOMOTHMLM M XMMMOTepANeBTHULM 32 AepManHoO punoxerne: QD06, DO6.

(2)  Hpyrm HazanHu npenaparu:
a) QRO1AXO06, RO1AXO06;
6) QRO1AX08, RO1AXO08.

(3) AnTnMMKOGAKTEpUATIHN NIEKaPCTBEHM IPOIYKTH 33 MHTPaMaMapHo mpuioxenne: QJ54.

(4)  OdranmonornyHN aHTUMHPEKLMO3HY IEKapCTBEHN IPOIYKTIL:
a) QSO1AA, SOTAA;
6) QSO1AB, SO1AB;
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QS01AD, SO1AD;
QSO1AE, SO1AE;
QS01CA, SO1CA;
QS01CC, S01CC.
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(5) Oronornuuy aHTMMHGEKIMO3HN NIEKAPCTBEHM IPOTYKTH:
a) QS02AA, S02AA;
6) QS02CA, S02CA;
B) QSO03AA, SO3AA;
1) QSO3CA, SO03CA.

(6)  AHTMIpOTO30J1HM JleKapcTBeHM HponykTy (pasmmunu oT QP51AG): QP51, PO1.

(7)  TpoTmBorsOM4HM JleKAPCTBEHNM MPOLYKTH 3a JTOKAHO npunoxenne: QDO1A, DO1A.
(8)  IIpormBOrbOMUYHM JIeKAPCTBEHN POIYKTH 32 cucTeMHO puioxenye: QDO1B, DO1B.
(9)  AHTMMMKOTVMYHM JIEKapCTBEHM IPOIYKTH 3a CHCTeMHO npunoxenne: QJ02, J02.

(10) AnrnmykoGakTepuarHy nekapcrsery npogykru: QJ04, J04.

(11) TIpoTMBOBMPYCHM JIeKAPCTBEHM HPOMYKTH 3a CiCTeMHO npunoxenue: QJ05, JOS5.
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