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II
(He3aronodamennu armose)
PE[TIAMEHT 3A VIBITB/THEHME (EC) 2021/16 HA KOMUCUATA
or 8 snyapu 2021 roguna
3a ompenensgHe Ha HeOOXOIMMMTe MePKM M Ha NpPaKTHMYecKara ypenda OTHOCHO Gazata pmaHHM 3a
BeTepUHAPHMTE JIeKapcTBeHu npoxykTu Ha Cbro3a (6a3a maHHu 3a npomykrure Ha Cbro3a)
EBPOITEVICKATA KOMUCHS],

Karo B3e pensuy [Jorosopa 3a GpyHKUMOHMPaHEeTo Ha EBpOMeNicKus Cbio3,

karo B3e npemsun Permament (EC) 2019/6 na Espomeiickmst mapiament u Ha Coeera or 11 mekemspu 2018 r. oTHOCHO
BETePMHAPHITE JIEKAPCTBEHN IPOLYKTH U 32 OTMsHA Ha [{upextusa 2001/82/EO ('), u mo-crewmanyo 4ieH 55, maparpad 3 ot Hero,

KaTo MmMa Inpenasum, ve:

(1)

B unen 55, maparpad 1 or Pernament (EC) 2019/6 or Esporieiickara areHuyst 1o Jekapcrsara (,AreHumsra“) ce M31cKBa ia
CBHCTABY M B CBTPYIHMYECTBO C TbpXKABUTE WICHKM [d NOMIbpKaA 0a3a IaHHM 3a BETEPUHAPHMUTE JIEKAPCTBEHM NPOLYKTH HA
Cnro3a (,0a3a manHy 3a npomykrute Ha Cpro3a“).

B unmen 55, maparpa¢ 3 or Permament (EC) 2019/6 or Kommcusra ce m3ucksa [a mpueme, MOCPENCTBOM aKTOBE 3a
VM3IIbIIHEHNE, HeOOXONMMUTE MEPKM M IPAKTUUECKUTE YCIIOBMS 33 ChCTABSHETO M IMOAIbPXKaHeTo Ha (asaTa JaHHM 3a
nponykmure Ha Cplo3a.

Llenra Ha 6a3ata gaHHM 32 npofykTute Ha Chio3a € [1a ce MOToOpY GYHKIMOHMPAHETO Ha eMHHIS 1a3ap, KaTO Ce MPEIOCTaBst
MHGOPMALS 33 BETCPUHAPHUTE JIEKAPCTBEHM MPOMYKTY, HAIMYHY B [IBPXKABUTE WICHKM, M CE OCUIYPSBA BB3MOXKHOCT
MEIIMIUMHCKMTE CIICUMANMCT A TONMyYaBaT TakaBa MHQOPMALMs, KOSTO Ia MOTaT [a M3MON3BAT MpPU pa3paboTBaHETO Ha
TNOTEHIVANHY ANTePHATMBHI JIEUEHNMs, KOTaTo B IbPXKaBaTa WICHKA, B KOSITO MPAaKTUKYBAT, HE € Pa3pelicH MOPXOMSI]
BeTepyHapeH J1eKapCTBEH IIPOLIYKT.

Ype3 6azata maHHM 3a npouykTure Ha Chbio3a CrielBa Ia ce yBermuuy oOLaTa MPO3PavHOCT, KaTO Ce MPENOCTaBU Bb3MOKHO
HAJf-IIMPOK JOCTBII 32 OBLIECTBEHOCTTa O ChIbpXAL[aTa ce B GasaTa HaHHM MHPOPMALMS, CIIE KATO KOMIIETEHTHUTE
OpraHy 3aJIMYaT MOBEPUTENHATA ThPrOBCKA MHGOPMALIVS U TMUHNUTE TaHHM.

basata manHu 3a npomyktute Ha Cpbio3a criefBa Ja ChIbpKa XapMOHM3MPAHM ¥ TOCIENOBAaTEIH) KauyecTBeHM NaHHM, Ja
pasnonara ¢ BB3MOXKHOCTM 3a OCUTYpSIBAHE HA OIEPAaTVMBHA CHBMECTUMOCT C APYTM MHGOPMAUMOHHM CUCTEMM Ha
HalMOHAJIHO PaBHMILE M Ha paBHMLIETO Ha CbI03a, B KOMTO CE M3IION3BAT JaHHM 33 BETEPUHAPHUTE JIEKAPCTBEHM NPOIYKTH,
¥ [1a MOKe [1a Oblie MHTerpupaHa B AEHHOCTUTE Ha PErynaToOpHaTa Mpexa.

Ocsen ToBa B Permament (EC) 2019/6 ce mpensikma ma Gbmar ch3mamenn u apyru Oasu manmm. C Len ma ce OCUIypu
OTIepaTVBHA CbBMECTMMOCT Ha 0a3ata IaHHM 3a nponykTute Ha Cbio3a ¢ Te3u 6a3y NAHHM, KaKTO M Bb3MOXKHOCT 33 CBbP3BAHE
MEXIy TSIX, CTPYKTypaTa Ha JaHHWUTE B Pa3IMdHMTE CHCTEMN CIeBa 1a Obe XapMOHM3MPAHA, KATO CE M3MON3BAT CIVH U
CBUM TUI pedepeHTHI JaHHMU.

Basara manHu 3a npomykrute Ha Chro3a CIIe[IBa [1a 3aMO4He 1A GYHKIMOHMPA M [a Ce BbBee B eKCIUIOATALMS OT [aTaTa Ha
npwiarane Ha Permament (EC) 2019/6 (28 smyapu 2022 r.), 3a ma ce OCUIYpU BB3MOXHOCT 33 PEM3UPAHETO Ha
TIpelBUICHNTE B HETO perynaTopHyu npouecy. OcBeH ToBa Ts CrleBa Ia MOXe J1a Ce ajaNTipa KbM BCAKAKBB BUI 3MEHEHMS
B PaMKMUTE Ha PErynaTopHaTa MpexKa, la OTTOBaps Ha HyKIIMTe Ha Pa3BUBAILITE Ce PETyIaTOPHM ONeEPaTHBHI MOTENN U [Ia ce
YCbBBPLIEHCTBA B CHOTBETCTBME C JOCTVIKEHMATA Ha HAayuyHO-TeXHMYecKus mporpec. ToBa M3MCKBA TOETaNeH MOMIXON Ipy
CB3[ABAHETO M MIONIbPKaHeTo 1. [Jo matara Ha npwiarane Ha Permament (EC) 2019/6 Arenumsita criensa ma rapantupa, ue

() OBL4,7.1.2019 ., cTp. 43.
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(10)

(11)

(12)

0azara aHHY 3a mpomykTuTe Ha ChI03a OTTOBAPS HAll-MANKO Ha PYHKLMOHAIHNTE U3MCKBAHMSL, IPOUBTUYALIM OT [IOCOUEHMST
pernament. Criesf ToBa ATEHIIMSTA CITe[[Ba Ia IPOIBIIKM [a pa3paboTBa JOMbIHUTENHY (GYHKIINMM, BKIIOUNTEIHO TAKMBA, YPe3
KOWMTO AIMMHMCTPATMBHATA TEXECT MOXe [1a Oble NOMBIHUTEIHO HAMAleHa, a XapMOHM3MPAHETO HA NpOLieCUTe B
perynaTopHaTa Mpexa — YChbBbPIIEHCTBAHO.

C 1en o0reKyaBaHe Ha AIMUHICTPATHBHATA TEKECT HA KOMIIETEHTHUTE OpraHH CliefiBa 1a M Obie pa3pelieHO ITbPBOHAYATIHO
[1a BbBEXKIAT [I0CTAMHO KbM ATeHLMATa MHPOPMALIMSTA 32 BCUUKI BETePUHAPHM JIEKAPCTBEHI TIPOLIYKTIL.

Basata maHHu 3a mpomyktute Ha Cbio3a crierBa fa Obe ChCTABEHA OT B3aMMOCBBP3AHM KOMIIOHEHTH, 4pe3 KOUTO [ia Ce
OCUIYpM LSNOCTHO ¥ eMHHO YNpaBlieHMe Ha CbXpaHsiBaHaTa MHQpopMarys. OcBeH ToBa B 0asata IAHHM CrielBa Ha ce
NpefBUIM BB3MOXKHOCT 33 MONyYaBaHe HA aKTyalHa MHQOPMAIMS OT CHLICCTBYBAIIMTE TEPMUHONOTMYHM KaTayosw,
TOMUIbPKAHM OT AreHuusta. Eto 3amo 6asata nanuu 3a npomykrure Ha Chio3a TpsiGBa fa ce B3IpMEMa KaTo CHCTEMa OT
a3y JaHHM, a He KaTO CAMOCTOSITENHO MHQOPMALIMOHHO-TEXHOJIOTMYHO PELICHIE.

Basata nannu 3a npomykrute Ha Chblo3a crensa ga 6bue paspaboTeHa ¢ Ler 1a ce u30srBa MyOnupaHo BhBEKIaHe Ha TAHHNU B
pasimuHuTe cucteMyn Ha Cbio3a. ITo To3M HaumMH creBa Ia ce TapaHTUpa, ue BCeKM TUI MHPOPMALMS MPOU3XOKNIA OT eIVH
M3TOYHMK, KaKTO 1 Ye HAaHHMUTE Ce BbBEXKIAT CaMO BEAHBX C LTI HAMAJIsIBaHe Ha PEKOMepHATa aIMMHMCTPATIBHA TeXKeCT 1
Ha PMCKa OT HernocnenosatenHoct. Habopure ot maHHy, chIbpaxaim ce B 6asara maHHY 3a npomykTute Ha Cbio3a, CrelBa na
ObIaT akTyalHy ¥ BepHX. 3a Ta3u Ler B Oasata maHHM 3a mpomykTute Ha Cbio3a CreBa [a ce MPEeIOCTaBst JOCTBI 0 Hail-
HOBUTE HAabOpYM OT NAaHHM, 3a JId Ce Jane Bb3MOKHOCT Ha KOMIETCHTHMTE OpraHM Na MOAIbPXKAT ChOTBETCTBUETO HA
HALMOHAITHUTE cUcTeMM ¢ 6azaTa NaHHM 3a mpomyKtuTe Ha Cbio3a M 1a TM CMHXPOHM3MPAT ¢ Hest. OCBeH TOBA CrielBa 1a €
BB3MOXHO KOMIIETCHTHUTe OpraHy, KoMmcusra 1 nputexatennte Ha pa3pelieHus 3a THPIoBYs [1a M3MOM3BAT COOCTBEHUTE CU
CHCTeMI, 32 1 aKTyanu3upar Oa3ara maHHY 3a mponykrute Ha Cbo3a, aKO € He0OXOMMMO.

Bb3MOXKHO Hali-MHOTO IaHHM M TOKYMEHTH, ChIIbPXAIIM ce B 0a3ata IaHHM 3a mpomyktuTe Ha Cblo3a, CriefiBa ia ObIaT B
MalIMHHOYeTHM popMar. BbaMOXHO e 0baue He BCUUKM JOKYMEHTH, M3MCKBaHM cbrilacHO Pernament (EC) 2019/6, na ca
HAIIMYHY B TaKbB GOpMAT — 0COOEHO Te3u, KOMTO TpsiGBa a OBbIAT MONAIEHM OT KOMIICTEHTHUTE OPTaHM MPY HAYaITHOTO
BbBEXKIaHe B 6a3aTa maHHM 3a mponykrute Ha Cbio3a. 1o Tasy mpyunHa crensa 1a ObOAT IPUETV KOHKPETHN pasnopentu mo
OTHOILICHME HA JOKYMEHTHUTE, KOUTO TpsiOBa Ha ObIAT MPENOCTaBeHNM OT KOMIICTEHTHMTE OPraHM MO BpeMe Ha HAYaIHOTO
BbBCXK[IAHE HA NaHHNUTE 33 BeTePUHAPHITE JIeKAPCTBEHM IPOMYKTH OT IbPKABUTE UTIEHKM.

B crotsercTue ¢ Permament 3a m3mbisenne (EC) 2021/17 na Komucusta (%) HIKOM IPOMEHN B YCIOBMSITA Ha Pa3pelCHNE 3a
THPIOBYSL, 33 KOMTO He € HeoOXOmMMa OlleHKa, Ouxa HOBeny [0 M3MeHeHMst B Habopure OT fAaHHM B 6a3ata IaHHM 3a
npopyktute Ha Cbi03a, OKATO APyrM He Oyxa MMany TakbB egekT. VM 3a mBaTa BiIa IPOMEHNM MOXe [ia e HeOOXOmMMO Nia ce
TIEJICTaBy NPUIpyXKaBalia TOKyMeHTalysl. Beuuky mopoGHM nmpoMeHu criefBa fa ObIaT BIMCAHM OT IpUTEXKATeNuTe Ha
paspelleHMs 32 THPIOBUA ¥ [a ObIAT permcTpupanyu B GasaTa maHHM 3a mpomyktute Ha Chro3a 3a OmOOpeHMe MM
OTXBBPJISIHE OT CTPaHa Ha KOMIIETCHTHMTE OPraHM, KakTo e mpemsuieHo B wied 61 ot Pernament (EC) 2019/6. Ocse ToBa B
6aszata maHHM 3a nmpomykTute Ha ChEO3a CIIEBA 14 Ce OCUIYPY BB3MOXKHOCT MPUTEXKATENNTE Ha Pa3pelieHNs 32 ThPIoBuUs Ha
BIVCBAT IOCIENBALM M3MEHEHMsI, MIPENy KOMICTeHTHUTE OpraHy fa ca 00paboTMIy M3MeHEHMSATa, BIMCAHM B [O-PaHEH
MoMeHT. Hellio moBeue, perymaTopHusIT IpoLec HaBa Bb3MOXKHOCT [1a Ce NOJaBaT eIHOBPEMEHHO U 1a ce 00paboTBaT HAKONIKO
3asBIICHMS 32 TIPOMEHM, 33 KOUTO € HeoOXOmMMa OLIeHKa, KaKTO U [Ia Ce TPYIMPAT 3asBIICHNS ¥ [Ia e CIomeNis paboTara mo
ax. [Topamm ToBa Gazara maHHM 3a mpomykTuTe Ha ChI03a CIelBa 1a MOIIOMOTHE paboTaTa Ha KOMIIETEHTHUTE OPraHM upes
TIapanesHOTO MOJTyYaBaHe Ha POMEHNTE B YCIIOBIUATA Ha Pa3pellieHyie 3a ThProBysl.

Pa3iMuHUTe YUaCTHUIM CreNBa a MMaT PasiMYHM HKMBA HA JOCTHI IO 0a3ata maHHM 3a mpomykrtute Ha Cbi03a, KaKTO €
npeasuaeHo B wien 56 or Pernament (EC) 2019/6. Cremosatento mpemn Gasara maHHm 3a mpomykrute Ha Cbiosa mia
3amouHe 1a GYHKIMOHMPA, ATeHINATA, B CHTPYIHNYECTBO C KOMIIETEHTHNTE OpraHy 1 ¢ Komucnsra 1 cren mposexmaHe Ha
KOHCYITALMI C TPUTEKATEINTe HA Pa3pellleHns 3a ThProBKs, CIelBa [Ia M3rOTBY M NIa MPUIIOXM MONPOOHA MOIMTUKA 3a
noctbi. C Hest crefBa [1a ce Jafe Bb3MOXKHOCT Ha yYaCTHMUMTE 1a M3IbIIHSABAT 3albIKEHMATA CH, ONpenierieHy B PernamenT
(EC) 2019/6, KaTo eNHOBPEMEHHO C TOBA C& OCUTYpsIBA 3aLUMTA HA MOBEPUTEITHATA THPIOBCKA MHQPOPMALS M HA JIMUYHKTE
[IAHHU, TIOPaJM KOETO CIIefBa fa Ce MPETOCTABST Pas/IMYHIM HYBA Ha JOCTBI 10 Ipowecute B 6a3aTa TaHHM 3a IPOYKTUTE Ha
Crpro3a.

() Pernamenr 3a m3msnrenne (EC) 2021/17 na Komyucusra ot 8 syapu 2021 r. 3a ycTaHOBSIBaHe Ha CIMCBK Ha IIPOMEHMTE, 33 KOMTO He Ce
M3VCKBA OLICHKA, B choTBeTcTBIE C Pernament (EC) 2019/6 Ha EBponeiickust napraMeHT 1 Ha ChbBeta (BX. cTpaHuua 22 ot Hactosiuus 6poit Ha
OduumarneH BeCTHMK).



11.1.2021 1. Oduumanen BecTHUK Ha EBporiefickus cpro3

(14)  3ambIXMTENHO € [a Ce TapaHTHpa HeMPEKbCHATOCTTA Ha paboTara, Korato 0a3ata gaHHM 3a MPOAyKTUTe Ha CbI03a MM HSIKON
OT HeilHWTEe KOMIOHEHTM He ca HanmuuHu. CrefoBaTelHO ATeHUMATA CrefBa a M3TOTBM M [a HPUIOXM afeKBaTHU
pasnopenOu 3a M3BbHPETHN CUTyaLu, pemy 6a3aTa JaHHM 3a npomykTyte Ha ChI03a [1a 3aM0YHe 1a PYHKIMOHMpA.

(15) Mepkute, npenBUIeHN B HACTOAIUMS PEITIAMEHT, Ca B CHOTBETCTBME ChC CTAHOBMIIETO Ha IlOCTOSHHMA KOMMTET IO
BeTepPMHAPHNTE JIeKapCTBEHN IPOIYKTH, I0COYeHO B uieH 145 ot Pernamenr (EC) 2019/6,

[TPVIE HACTOALLUNA PETTIAMEHT:

PA3MIEI 1

OB PA3IIOPENIBU

Ynen 1

Onpepnenenus

3a HemyTe Ha HAaCTOSIMA PErNIAMEHT Ce IpUIIarar CIeIHNTe ONpeNeneHns:
a) ,morpebuTen” 03HaYaBa BCSKO MMLIE, KOETO B3aMMOeIICTBa ¢ 6azaTa JaHHM 3a pofyKTuTe Ha Chi03a upe3 HefHuTe GyHKLMY;

6) ,cynmeproTpe6buTen 03HauaBa eIMH MOTpeOUTEN, ONpENeNieH OT BCeKM HpUTEKaTell Ha paspelieHye 33 ThProBusi, KOMIETeHTeH
opraH, AreHimsTa wi KOMICHSTA M YITbIIHOMOIIEH OT ATeHIMSITa 1a M3BbpIIBA [eNCTBIs B (a3aTa MaHHM 3a IPOIYKTUTE HA
Cbi03a B CHOTBETCTBHE C IIPABATa 33 JOCTDII, OMpEIENeH! B IOTPeGUTENCKUTE MM POy,

B) ,KOHTPOJIMPAH NOTpeOUTEN O3HAUABA BCEKM MOTPEOUTEN, YITHITHOMOLLEH OT CyneproTpeGuTeN 1a M3BbpLIBA [elicTBus B Gazata
[AHHN 3a MpofykTute Ha Chi03a OT MMETO HA TO3M CYMeprmoTpeOUTeN M B ChOTBETCTBHME C IIpaBaTa 3a IOCTHII, ONMPEHETIeHN B
noTpeGUTeNICKIs TPOdUIT Ha TO3M CYNeprOTpeduTer;

) ,0TBOpeH popMar” 03HauaBa OTBOPEH QOPMAT CHITIACHO ONpEeNeHIeTO B WieH 2, Touka 14 ot Jupekrusa (EC) 2019/1024 Ha
Esponeiickus naprnameHT 1 Ha CbBeta (*);

I) ,MalMHHOYETHM QOPMAT* 03HAUABA MALIVHHOYETIM (l)OpMaT CBITIACHO olpefeneHneTo B wieH 2, Touka 13 or [dupektusa (EC)
2019/1024;

€) ,CTPYKTypUpaHM NAaHHM“ O3HAauaBa NAHHM B IPEOBAPUTEIIHO ONpENeNeH M CTAHIAPTM3MPaH YOpMAT, KOMTO MOrar ga Obuar
AHATIM3VMPAHIL, OPTAHM3UPAHU 1 0OPaBOTBAHM OT KOMITIOTPI;

X) ,cncremn Ha Cpro3a“ o3HauaBa MHOOPMALMOHHM CMCTeMM Ha EBPONEICKMS CHIO3, KOMTO Ca MOJ KOHTPONA Ha ATEHIMSATA,
KomucnsaTa unm rppxasute YieHKY;

3) »OIPaHNYEHN HaHHM® O3HayaBa BCMYKM JAHHM, KOUTO He ca Knacmd)mumpaﬂm Kato Hy6HI/I‘IHI/I CBbITIACHO M3JIOKEHOTO B
MOJIUTUKATA 33 HOCTHII, IIOCOUeHa B urieH 13 OT HacTosIus periaMeHT.

Unen 2
Pa3zpaGoTBane, moyrbpKaHe U HAICTPOIiBaHe Ha 0a3aTa aHHU 3a nponykrute Ha Cbro3a

1. Hait-xbcHo mo 28 siHyapyu 2022 1. AreHimsra pa3paboTBa 1 BbBEXKIA B eKCIUIOaTauys 6a3a JaHHM, KOSTO OTIOBapsl Hait-
MAJIKO Ha M3VICKBAHMSATA, IPEIBIACHN B HACTOSIINS PeISIaMEHT.

2. Cren 28 siyapu 2022 1. AreHumsTa HafCTpOiBa ChlUeCTByBaIMTe yHKIMM Ha GasaTa gaHHM M pa3paboTBa BCIKAKBU APYTH
dyHKLMM, cueTeHN 32 MONXOMSIIM OT KOMIIETEHTHUTE OPraHu i oT KOMICHSTA 1 CITIACYBAHY MEXKITY TSIX.

Hait-kbcHo o 28 snyapu 2022 1. AreHumsTa, cilell IIPOBEXIAaHE Ha KOHCYITAaUMM C ObpXKaBuTe wieHKM, ¢ Kommcmsira u ¢
TPUTEKATENINTE HA Pa3pellieHNs 3a ThPIOBYS, ChCTaBs MITAH 3a NO-HATATBUIHO Pa3paboTBaHe M HANCTPOViBaHE Ha 6a3aTa MAaHHM 3a
nporykTute Ha Chro3a. ATeHUMSATA aKTyalIM3Mpa TO3M IUIAH Ha BCEKM IIBE TONMHY C OIJIEN Ha MOCTUTHATYS HAMPETbK, Ha HYXKIINTe,

() Hupextusa (EC) 2019/1024 Ha Epomeiickusi mapnament u Ha CbBera or 20 toHu 2019 . OTHOCHO OTBOPEHMTE JAHHU Y IOBTOPHOTO
M3M0I3BaHe Ha MH$opMaLmsiTa ot obwectserus cektop (OB L 172, 26.6.2019 r., ctp. 56).
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YCTAHOBEHM OT PerynaTopHaTa Mpexa, nocoueHa s riasa X ot Permament (EC) 2019/6, kakro 1 Ha obpaTHata Bpb3Ka, IpeIOCTaBeHa
ot norpebuTenute Ha 6azata HaHHM 3a NpofyKruTe Ha Cbio3a.

3. Tlpu cb3pasaHeTo Ha 0a3ata JaHHY 38 IPOOYKTUTe Ha ChrO3a ATEHIMSATA U3MONI3BA, HOKOIKOTO € Bb3MOXKHO, PELIeHNs, KOUTO
Beue CHIIECTBYBAT, KOMTO Ca B IPOLIeC Ha pa3pabOTBAHE B PAMKITE HA PErynaTOpHaTa Mpexa I KOUTO ce Ipefiarar Ha nasapa, Ipy
YCIOBHE e OTTOBAPSAT Ha LienuTe Ha 6a3aTa aHHM 3a mpomyKTuTe Ha Chro3a.

Ynen 3

Iomasane Ha MHGOPMAIMs 32 BeTepMHAPHM JIEKAPCTBEHN MIPOIYKTH OT KOMIETEHTHUTE OPraHy MPH HAYATTHOTO
BbBeXMaHe B 6a3ara maHuu 3a npopykrute Ha Cbio3a

1. KommereHTHMTe OpraHu IOJaBaT MHPOPMALMSTA, M3MCKBAHA ChIacHO wiieH 155 or Permament (EC) 2019/6, B enekrpoHHa
dopma, BbB popMaTa 32 HAUATTHOTO BbBEXMNaHe B 6a3aTa JaHHM 3a MPofyKTUTe Ha ChI03a, IPEMINCAH OT ATCHLMSATA.

AreHimsita npefmyicsa GopMAaTa HA TAHHNTE Y HA OKyMeHTHUTE (,HAOOp OT MAHHN"), ChCTABISBALIM 3aETHO MH(OPMALINAITA, KOATO
TpsibBa [1a Gbiie MpenocTaBeHa, He N0-KbcHO 0T 21 sHyapu 2021 r.

2. Tlpemy na nogagar B ATeHUMATA JaHHUTE 33 BETEPMHAPHUTE JIEKAPCTBEHM IIPOAYKTH, KOMIIETEHTHUTE OPraHy I ChIIOCTABAT C
nopobHuTe crietmduranym, npensueHn B npytoxerus I vt [l KbM HACTOSILIIVS peTTTaMeHT.

AreHImsATa rapanTupa, ue H€06XO]II/[MI/IT€ KOHTPOJIMpaHy TEPMUHM, B TOBA YMCIIO TEPMMHUTE OTHOCHO BEUIECTBATA M TAaHHUTE 3a
Opranm3aumumnTe, Ha KOUTO Ca IPUCBOCHN YHUKAIIHN I/IHeHTIA(])MKaTOp]/I Ha TEpMMHUTE U Ha NAHHUTE, YMUTO CTOVMHOCTM MOTaT fa
6’bHaT I/I36I/IpaHI/I CaMO OT IIPEOBAPUTEIIHO OIPENENIEH Ha6op oT CTOI?IHOCTI/I, MOCOYEHN WM TOOObPXKaHM OT AI"CHLII/[}ITa, Ca Ha
pasnornoxeHye 3a CbIIOCTaBAHETO Ha HaHHUTE.

3. Koraro Habop OT [IaHHM 3a KOHKpPeTeH BETEPMHApPEH JIEKAPCTBEH NMPOIYKT € HEMbIIeH N0 MCTOPUUYECKM MPUUMHU (IOpamm
JINIICA Ha TaHHM WM TOKYMEHTH, KOUTO He ca OJIM M3MCKBAHM OT KOMIETEHTHUTE OPraHM JWIK OT IIPUTEXKATENNTe Ha Pa3pelleHys
3a THProBus Ipemy npunaraxero Ha Permament (EC) 2019/6), KoMieTeHTHUTE OpraHy MOCOYBAT SICHO B HAOOpUTE OT AHHM, KOUTO
TIPEHOCTaBAT, BCMUKY OTIETa, 32 KOUTO HAMA HaJIMYHA CTOMHOCT M0 BpeMe Ha HayalHOTO BbBEXJIAHE.

4. KoMmIeTeHTHMTe OpraHM MOJABAT HAIMUYHKMTE [OKYMEHTM B OTBOPeH (OpMAT, a Bb3MOXKHO HAil-rojsiM Opoit oT TX — B
MalIMHHOYETUM (YOPMAT, KOJTO MOAIbPIKA [TBITOCPOUHO APXUBMPAHE.

5. KommerentHuTe OpraHy MOaBat MHPOPMALIMATA HAJI-MAJIKO HA eIVH OT oduimanHuTe e3yiy Ha Chro3a.

6.  He mo-xbcHo o 28 romm 2021 1. AreHisira ocurypsisa Heobxomymara cpera 1 UT momapbkka, KOUTO a ObIAT U3MON3BAHN
OT KOMIIETEHTHUTE OPTaHM 3a TECTBAHE HA MACOBOTO KauBaHe HAa MH(OPMALISITA IIPU HAUAJIHOTO BbBEXMaHE B 6azaTa aHHM 3a
nponykture Ha Cpro3a.

Ynen 4

CPOKOBC 3d roJgaBaHe Ha TaHHU 3a pa3JINYHU BUTOBE BETEPUMHAPHU JIEKAPCTBEHU NPOOYKTU NP HAYAITHOTO BbBEXKIaHe

1. B pombiHeHMe KbM M3UCKBAHETO, IPeBUIEHO B wiieH 155 or Pernamenrt (EC) 2019/6:
a) Haii-kbCcHO 10 28 stHyapy 2022 r. KOMIIETEHTHUTE OpraHy MOIaBaT B AreHIysTa MHPOPMALINS B eNIEKTPOHHA PopMa 3a:
i) BCHMYKM XOMEOTIATVYHY BeTEPMHAPHM JIEKapCTBEHN TPOIYKTH, PETMCTPUPAHN B TAXHATA IbPXKaBa WIEHKA IO TOBA BPEME;
ii) BCMUKY BeTepMHAPHM JIEKAPCTBEHM NMPOIYKTH, NapasesIHO ThPTyBaHy B TSXHATA IbPXKaBa UIleHKa 110 TOBA BPEME;
6) Haii-kbCHO 10 28 siHyapu 2024 r. KOMIETEHTHITE OPraHN [OJABaT B ATeHINATa NHPOPMALINS B €NEKTPOHHA $OpMa 33 BCUUKM

BETEpMHAPHU JIEKAPCTBEHM IPOOYKTH, KOUTO IO TOBa BpEME Ca OCBO60]1€HI/I B TAXHaTa Obp2KaBa YlI€HKa OT pasnopen6me
OTHOCHO Pa3pelIeHMETO 38 THPrOBUA.
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2. KowmmereHTHMTe OpraHM M3MONM3BAT (OpMATa, MOCOYEH B wieH 3, maparpa¢p 1, u mompobHure crelmdukamm Ha
uHpOpMaLWsITa, KOATO TPsiOBa 11 Objie npeocTaBeHa, npensuueny B npustoxkerist [T I1I KbM HACTOSIUMS perlaMeHT.
Ynen 5

Pen Ha CTapIIMHCTBO

Hp]/[ HECHOTBETCTBMSA MEXIY Ha60pI/ITC OT JaHHM, KOUTO BE€UE€ CHLIECTBYBAT B CUCTEMUTE Ha IbPKaBUTE YIIEHKN, U Gazata OaHHM 32
NMPOOYKTUTE Ha Cbr03a MociieIHaTa uMa NpeaMMCTBO IO OTHOLICHNME Ha ChIbp2KaliaTa C€ B HEs I/IHC])OpMaIII/IH.

ToBa He M3KITIOUBA Bb3MOXKHOCTTA [IbPKABUTE WICHKN 1a CUHXPOHM3MPAT Oa3aTa MaHHM 3a mponykrute Ha Chio3a C Hail-aKTyanHara
vHpOPMALIS 32 BeTEPUHAPHMUTE JIEKAPCTBEHN MPOIYKTH, KOATO € CIENCTBME OT TEKYUIMs PErynaToOpeH MpOLec M Ce ChIbPXA B
HalMOHAITHUTE MM CHCTEMM.

PA3JIEIT 2

TEXHUYECKU CIIELIMPUKALIMN HA BA3ATA TAHHU 3A IPOOYKTUTE HA CbIO3A

Ynen 6

Motpedurencku unrepdeiic

1.

Basara manHM 3a npomykrmre Ha Cbro3a BKOuBA rpaduuHy moTpebuTenckyu MHTEpdeEiicH, KOUTO OCHIYpsBAT Ha

HOTpC6V[TCJ’IV[TC HOCTBIT B CbOTBETCTBME C TEXHUTE I1paBa 3a HOCTDII, YCTAHOBEHM B UIIEHOBE 12m 13.

2.

AreHumsTa rapantupa, 4e paspa60TBaHeT0, €KCIUI0aTalMATa M NOOIpbXKKaATa Ha GazaTa JIaHHM 3a ITPpOOYKTUTE Ha Cpro3a ce

M3BBPILBAT [10 HAUMH, ChOTBETCTBALY Ha M3uckBanmsTa Ha [Jupexrusa (EC) 2016/2102 na EBporeiickus maprnament u Ha Chpera ().

3.

4.

T'paguunusr norpeburencku nnTepderic Ha Gasata maHHM 3a HponykTuTe Ha ChIO3a MOITbPXKA AANTHBEH yeb AM3aitH.

[paguunysar morpebutencku uuTepdeiic Ha Oazara maHHM 3a mpomykture Ha Cbio3a, KOMTO € MpemHA3HAaueH 3a

O6HICCTB€HOCTT3, C€ npenyiara Ha BCUYKN O(l)I/IIH/IaJ'IHI/I e3uim Ha Cproza.

5.

Tpaduunnusr norpeburenckn nutepdeiic Ha 6azata maHHM 3a mpomykTyre Ha ChIO33, KOMTO € IPeNHA3HAYEH 3a CyIeproTpe-

OuTenure 1 3a KOHTPOJIVIPaHUTE l'IOTp€6IATeJ'lI/l, Ce npepyiara IoHe Ha AHIJIMIICKY €3MK.

Ynen 7
KoMnonenTn

basaTa maHHu 3a IIpOOYKTUTE Ha Cblo3a ce CbCTOM Hall-MaJIKO OT CIIEMHNTE KOMIIOHEHTH:

) KOMIIOHEHT 3a YIpaBlieHMe Ha JOCTBIIA, upe3 KOHTO C IOMOIITA Ha MpOLECH 3a YHOCTOBEpsIBAHE HA ABTEHTMUHOCTTA U
paspelliaBaHe Ha JOCTBIIA Ce YIPABIIsiBa KOHTPOITHT Ha AOCTBIIA 10 HAHHM MK GYHKLMM U Ce FAPAHTHPA, Ue CyTeprnoTpebutenmre
¥ KOHTPOIIMPAHUTE IIOTPeOUTENN PasIoNarat ¢ MOIXOMSLY JOCTI 0 PECYPCUTe, IPENOCTaBsIHM OT Ga3aTa IaHHM 3a IPOIYKTHTE
Ha Cpr03a, KakTO M C NPaBMIIHUTE Pa3pelleHys 3a U3BbPLIBAHE Ha NEJICTBUA B Hes;

6) KOMIIOHEHT 3a [OfABAHE Ha IAHH I IOKyMEHTH, Ype3 KoiiTo B 6a3aTa maHHM 3a mpomykruTe Ha Chi03a ce OCUrypsiBa MONaBaHe Ha
IaHHM M JIOKYMEHTM, CBbP3aH} C HOBM BETEPUMHAPHM JIEKAPCTBEHM NPOIYKTH, C NMPOMEHM B YCIOBMATA HA paspelieHMe 3a
TBPIOBUSL M C JPYrM MPOMEHN, M3BBPIUIEHN CIel IPENOCTABSHETO HA paspellieHne, B HaOopute OT HaHHM, KOMTO Bede
CBLIECTBYBAT B 6a3aTa aHHM 33 BeTepUHAPHUTE JIeKapCTBeHN IponykTy Ha Cbio3a;

B) KOMIIOHEHT 33 XpaHWIMIIE Ha JAHHM U JOKYMEHTHM, Ype3 KOWTO ce YIpaBIIsiBaT BCUYKM NAHHM M DOKYMEHTV, MOCTHIIBALIM B
Gazara maHHY 3a mponykruTe Ha ChI03a, HAIl-MAIKO CbC CIEHNUTE (YHKIIMI:

(*) Hupextusa (EC) 2016/2102 Ha Esporneitckus mapinameHt u Ha CbBera 0T 26 okToMBpu 2016 I. OTHOCHO IOCTBIIHOCTTA Ha yeOcaiiToBeTe 1
MOOWITHUTE PUIIOKEHNUS Ha opraHuTe oT obwecrsenus cexrop (OB L 327, 2.12.2016 ., c1p. 1).
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1) (byHKL[I/IH 3a BIIMCBAHE Ha TaHHM, YPE3 KOATO C€ yIpaBIisiBa Bb3MOKHOCTTA 3a BIIMCBAHE Ha TAHHM, BKITIOUUTEITHO Ch3IaBaHETO
Ha BEpCum;

11) (l)yHKIH/IH 3a IMPOBEPKA HAa KAYECTBOTO Ha HAHHUTE, UPE3 KOATO CE€ M3BBPIIBA aBTOMATNYHO YIIPABIIEHNE Ha TEXHNYECKOTO
BaJIMaMpaHe 1 Ha IIpOBEpPKaTa Ha KA4YECTBOTO Ha JaHHUTE ITpEOy BIIMCBAHETO UM B Oasara HaHHU 3a NPOOYKTUTE Ha Cp1o3a;

iii) ¢yHKuMs, cBbp3aHA C MCTOpPUSITA HA NAHHMUTE, Ype3 KOSATO Ce YIPABIISIBAT PETMCTHPBT 3a IPOBEPKA U IPOCIEAMMOCTTA Ha
VIBMEHEHMATA, 3BbPILIEHN B JAaHHUTE;

iv) (yHKuMs 3a ynpaseHne Ha TOKYMEHTH, 4pe3 KOSITO Ce YIPABIISIBAT ChbXPAHEHNETO, Ch3IABAHETO Ha BEPCUM HA ChXPaHEHUTe
IOKYMEHTH C Lie7 Pa3rpaHNvaBaHe Ha HAl-HOBMTE OTOOPEHN BEPCUM OT BEPCHUTE, NMOMYUMIN OJOOpEHNe, HO 3aMEHEHN C
TO-HOBY, Y OT BCUYKM BEPCUYL, OTXBBPIICHY [IOPANM OTXBbPILSIHE Ha IPOMEHH, 32 KOUTO He e HeOOXOMMMa OLICHKA, KaKTO U
IIOCTBITBT [I0 IOKYMEHTUTE;

noprai Ha 0azaTa HaHHU 3a MPOOYKTUTE Ha Cbio3a, upes KOMTO NOCpenCTBOM HY6J'II/IKyBaHe, TbpCEHE, MPETIICH, EKCNOpTUPaHe 1
daHaJlM3 Ha TaHHM CE€ IPENOCTaBs I/[H(i)OpMallI/IH Ha HOTp€6I/IT€HI/IT€ M C€ ocurypsiBa IIOJII3BAaHE Ha OIIPENENICHN (l)yHKIH/I]/I B
CbOTBETCTBUE C IpaBaTa MM 3a OOCTBII;

KOMIIOHEHT 34 yIIpaBlieHMe Ha [IPOMEHM, 33 KOUTO He € HeoOXONMMa OLIEHK, C IIOMOLITA Ha KOMTO CHOTBETHUSIT KOMIICTEHTEH
oprad mnu Komucusra, Kakro e MPUIIOKMMO, MOXE [a TONydyaBa yBEOMICHIS U [a OmOOpsiBa MM OTXBBPIIS IPOMEHM, 3a
KOMTO He € HeoOXOMIMMa OLeHKa, IIPe[y M3BbPLIBAHETO Ha aKTyamm3aiys B 6azata MaHHM 3a npomykTute Ha Cbi03a, KaKTO U 1a
aKTyanu3upa CbOTBETHNTE HAOOPY OT HAHHM M [1a CbXPAHsIBA ¥ AKTYaIM3MPa CBbP3AHATA C TSIX JOKYMEHTALIS;

MOJIYTI 33 OOLIECTBEHOCTTA, JIO KOTO e IOCTHUTA Ype3 nopTana Ha 6asaTa JaHHM 3a MpofykTute Ha Chi03a M Upe3 KOIITO ce JaBa
BB3MOKHOCT Ha ODIIECTBEHOCTTA [1a TPErTIEXNa U 1 M3BBPIIBA THPCEHNs BbB BCUUKM IyOIINYHO TOCTBIIHY JAHHN U JOKYMEHTH
3a BeTepyMHAPHMTE JIEKapCTBEHY IPOIYKTH, OCcoYeHU B wiieH 56 ot Pernament (EC) 2019/6.

Ynen 8

Qynxumnu na 6azara pannu 3a npogykrute Ha Cbro3a

B Gazara manHu 3a mponykrute Ha Ch03a ca BKITIOYEHM HAll-MaJIKO QyHKLMNTE, M30pOCHN B PUIIOKeHMe 1.

UYnen 9

MexaHu3bM 32 efIeKTpoHeH 00MeH Ha JaHHU M JOKYMEHTH, IIpeJHa3HaueH 32 M3BbPLIBAHe HAa 00MEH ¢ IPyTH CUCTeMH

AreHLMATA rapaHTypa, Ye:

a)

MEXaHM3MBT 3a €NIEKTPOHEH OOMEH Ha JaHHM U JOKYMEHTH € B ChOTBETCTBUE ChC ChBPEMEHHWTE NPU3HATH MEKIyHAPOIHU
CTAHJAPTU 33 MOCHTMUKALMS HA JEKapCTBEHM MPONYKTH ¥ 3a 0OMeH Ha MHOPMALMs 33 JIEKAPCTBEHM IPOIYKTY WIM HA
CHOTBETHWTE MM OJIMHOXKECTBA, JIOTONKOBA, JIOKOJIKOTO ONTHUMAJTHATA paboTOCIIOCOGHOCT Ha 6a3aTa IAHHM 3a MPOIYKTUTE HA
Cbro3a He OKa3Ba HEONATOMPUSTHO BH3IENCTBIE BbPXY Ipyru cuctemu Ha Chro3a;

CTPYKTypaTa Ha IaHHuTe B 6a3aTa IaHHM 3a npofykTute Ha Cbio3a ¥ B Ipyrute cucteMy Ha Chl03a € MOCIIENIOBATENHA U B Hesl Ce
VM3ION3BAT CMIVH ¥ CBLIY TUI pedepeHTHI JaHHIA;

6azara maHHY 3a npofykTuTe Ha ChI03a QYHKIMOHMPA KATO XPAHMITHLIE HA OCHOBHUTE TaHHM Ha Cbi03a, KBIIETO Ce PErUCTpUpa
MHPOPMALATA 33 BETEPUHAPHNUTE JIEKAPCTBEHN NPOLYKTI;

B 0a3ata maHHu 3a npoykTyte Ha ChI03a Ce MPETOCTaBst PYHKLMS, Ype3 KOSTO Ce OCUIYpSIBA ONEPATHBHA ChbBMECTMMOCT C IPYTH
CHUCTEMM;

B 6azata maHHM 3a mpomykture Ha Cb03a Ce M3NON3BaT pedepeHTHM NAHHM OT OPYIM ChLIECTBYBAlM (asu HaHHM MIM
MH)OPMAIIMOHHM MHCTPYMEHTH C Lel [a ce u30srsa IyOnmyupaHo BbBeXIaHE HA NaHHM Ha paHuilero Ha Cbioza M da ce
TapaHTMpa KayeCTBOTO Ha HaHHUTE;

B 0a3ata maHHN 3a npoiykTuTe Ha Chi03a MOZKe [1a C€ M3IION3BAT CTPYKTYPUPAHM TAHHM, IPENOCTABEHN B XOA HA PeryIaTopHuMs
TIPOLIEC, B 3aBUCUMOCT OT CITy4as;

0asara maHHM 3a mpomykTuTe Ha Ch03a MPETOCTaBS HEOOXOMMMIUTE TaHHY Ha (asata IaHHM 32 papMaKOIOTMYHA OIUTENTHOCT Ha
Cpio3a;

6&33Ta TTaHHM 33 MPOMYKTUTE Ha Cbro3a e CBbp3aHa ¢ 63.33Ta HaHHM 3a POV3BOICTBO, BHOC M THPrOBMS Ha €IPO Ha Cp1o3a;
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) B Gasata maHHM 3a mpomykTuTe Ha CbI03a € BKITIOUEH OPVMEHTMPAH KbM YCIIyIuTe MpUIOXHO-Tporpamer uutepderic (API) 3a
o6MeH Ha [JaHHN M TOKYMEHTM ChC CUCTEMMTE, M3IOJ3BAHM OT MPUTEXATEINTE Ha Pa3pelleHNs 3a ThPIOBUsI, KOMIIETEHTHUTE
opranu, AreHuysTa u Komucusra.

Ynen 10
(I)opMaT 3a eJIEKTPOHHO Mo/IaBaHe B 0a3aTa maHHU 3a npoaykTure Ha Cbro3a

AreHLMATA rapaHTHpa, Ye:

a) ($opMaThT 3a €IEKTPOHHO NONABAHE CE ChCTOM OT NOKYMEHTM M CTPYKTYPUPAHM NAHHM 3a BETEPUHAPHUTE JIEKAPCTBEHU
IIPOIYKTH, KAKTO ¢ IPMUIIOXKIMO;

6) dopMaThT Ha TaHHMUTE:

i) e B CHOTBETCTBIE ChC CHBPEMEHHNTE IIPU3HATY MeXIyHAPOIHY CTAHIAPTH 38 MACHTUUKALMS Ha JIEKAPCTBEHN IPOIYKTH U 33
obMeH Ha MHQOpMAIMS 3a NEKAPCTBEHM NPOLYKTH MIIM HA CHOTBETHMTE UM IOIMHOXKECTBA, JOTONKOBA, MOKOIKOTO
ONTMMAITHaTa paboToCIoco6HOCT Ha 6azaTa MaHHM 3a MPOAYKTUTE Ha ChI03a He OKa3Ba HEOIArONPYATHO Bb3NEICTBUE BHPXY
npyru cuctemu Ha Cbro3a;

11) J3I10J13Ba, MOKOJIKOTO € Bb3MOXKHO, CTPYKTYpUpaH/ HaHHM M KOHTPOIMpPAHU TEPMVHM, BKIIIOUUTEIIHO TEPMMHU OTHOCHO
BEILLECTBaTa M MaHHU 33 OpraHM3alMnTe, C €Tl 1a C€ rapaHTypa KauyeCTBOTO Ha JaHHUTE;

B) MOKYMEHTITE Ce [IPEJOCTABAT B OTBOPEH Y MALUMHHOYETUM (OPMAT, KOMTO MOMIbPKA IbITOCPOYHO APXMBUPAHE.

PA3[IEIT 3

MPAKTUYECKA YPEIBA 3A QYHKLIMOHUPAHETO HA BA3ATA TAHHM 3A ITIPOIYKTUTE HA CbIO3A

Ynen 11

3auMTa Ha MOBEPUTETHATA THPTOBCKA MHPOPMALIMA

HaHHI/ITC 3a TOOMIIHNA o0eM Ha HpO]Ia)K6I/ITC Ha BETCPMHAPHUTE JICKAPCTBEHM IIPOOYKTU B Gazata TaHHM 3a IIPOOYKTUTE Ha Cpro3a ca
BUIVMHA CaMO 3a CbOTBETHUTE KOMIIETEHTHM OpraHu, Komucusra u AreHumsTa, KakTo u 3a NPUTEKATEIIUTE Ha Ppa3pelIeHNs 3a
THPIoByA, 3a YMNUTO BETEPMHAPHMU JIEKAPCTBEHN IIPOOYKTI CE OTHACAT TE€3W JaHHN.

Ynen 12

CurypHoct Ha 00MeHa Ha uH$OpMaLA

1. AreHumsaTa, B CHTPYOHMUECTBO C KOMIETEHTHMTe opranu M ¢ Kommcusara M crel NpoBex[aHe Ha KOHCYNTALMM C
TMpUTEKATEINTE HA Pa3peLIeHyLs 32 ThProBuLsl, MOAIara 6a3ara JaHHM 3a mponyktute Ha Cblo3a Ha M3IIMTBAHE HA CUTYPHOCTTA, IIPEIyt
Il g IyCHe B eKCIIoaTamms.

2. AreHumsTa rapaHTHpa, de KOMIOHeHTUTE Ha 6a3aTa TaHHM 32 MPOIYKTUTE Ha CbIO3a, HOCTHIIHM IPE3 MHTEPHET, Ca 3alUMTEHN B
JIOCTATBYHA CTEIIEH CPELLy PUCKOBE OT KMOEPIIPECTBIIEHNMS TPe3 LieTisl eKCIIOATALMOHEH K1BOT Ha 0a3aTa IaHHM.

3. AreHumsTa 3a[bIKaBa CymepnoTpeGUTENUTe M KOHTPONMPAHUTE NOTPeOUTENM [1a MPEMUHABAT MPe3 MPOLEmypu 3a
YHOCTOBepsIBaHE HA aBTEHTMYHOCTTA M pa3pelliaBaHe Ha [OCTBMA BCEKM BT, KOTATO M3MOJ3BAT 0a3aTa IaHHM 3a NMPORYKTMUTE HA
Cpro3a.

4. AreHuMATa rapaHTHMpa CUTYPHO CbXpaHeHue M oOMEH Ha BCUMUKM JaHHM, CbXpaHsBaHM B 6azaTa IaHHM 3a MPOIYKTUTE HA
Cp103a, KaTo M3MON3Ba IPOTOKOMM 33 CUIYPHOCT M IIPaBMIIa 33 CBBP3AHOCT OT HENATEHTOBAHM OTBOPEHM CTAHHAPTM, Ch3[alleHu OT
MEXIYHAPOIHN OPTaHyM UIIM OpTraHM3aLMM MO CTaHAAPTU3aLMs.

5. AreHIMATa OTPaHMYaBa HOCTBNA JO BUIOBeTe MHPOPMALMS, HO KOMTO CAMO CYIEpPIOTPeOMTENMTe M KOHTPOIVMPAHUTE
MOTpeOUTENN MOraT 1a MMAT IOCTIL, U N0 (YHKIMNTE, YMETO M3IbIHEHME € Pa3pelleHo CcaMo 3a TiX. B mommtukara 3a mocrbm,
npeBieHa B wieH 13, Tpsa6Ba 1a ce OCUIypu CHOTBETCTBHE C KITACUPUKALIMATA 32 CUTYPHOCT Ha NOKA3aHUTe JaHHM ¥ [1a CE CI1a3BaT
VI3MCKBAHMATA 33 CUTYPHOCT Ha ATeHLMATA, KATO Ce TapaHTMpa pasleNisiHe Ha OTTOBOPHOCTUTE M OTpaHMYaBaHe Ha HOCTBIA [0
IIaHHUTE.
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6.  AreHuusira rapaHTipa, ye B 6a3ata naHHM 3a npofykTute Ha Cblo3a ce OCUTYpsIBA PETUCTDP 3a MPOBEPKA ¥ MPOCIEAMMOCT Ha:
@) perynaTopHuUTe IefCTBISL, M3BBPIIBAHN B Hesl OT CYNIEPIOTPEONTENI MV OT KOHTPOIIMPAHH OTpebuTeNys; 1

0) u3MeHEHMSITA B CHIbPXKALMTE Ce B Hesl HAOOPM OT JAHHM, M3BbPLIBAHYM OT CYIEepHOTPeOUTENM WM OT KOHTPONMPAHM
norpeGuren.

Ynen 13

IonuTuka 32 JOCTHII 32 CYNEPIOTPeOUTENM 1 32 KOHTPOIIMPAHH MOTPeduTEIN

1. AreHImsTa paspa60TBa V1 1TogabpKa IOJIMTHKA 33 TOCTBII B CBTPYIHNUYECTBO C KOMIIETEHTHUTE OpraHny U € Komumcusra u cnen
NpoBeXKaHe Ha KOHCYNITallMM C IIPUTEKATEIINTE Ha pa3pelIeHNs 34 TbPrOBUS.

2. B monwuTMKaTa 3a TOCTBII Ce ONMPENENST HUBATA HAa NOCTBII, Pa3pelleHy 3a CyNeproTpeOuTenuTe, Taka, e Ia ce rapaHTMpa
TMPaBUITHOTO (YHKLMOHMPaHe Ha 0Oazata maHHM 3a mpomyktute Ha Cbl03a, KATO CHLIEBPEMEHHO CE 3aLIMTABAT MOBEPUTEIHATA
THProBCKa MHPOPMALWAS M JIMYHMTE JAHHU M CE TAPAHTUPA ChOTBETCTBUE ChC crelmdukanyute Ha 6asata JaHHM 33 POLYKTUTE Ha
Cpb103a, IPeIBUICHN B HACTOSIILNS PEINTaMEHT.

3. AICHIMATA HOCM OTIOBOPHOCT 3 YIPAaBIEHMETO HA IIpaBaTa HA [OCTBI Ha cymeprmoTpeburenute no 0Oasata maHHM 3a
nponyKtute Ha Cblo3a Cioper PeNBUIEHOTO B OTUTMKATA 33 HOCTBIL

4, Cyl’lepHOTp66I/IT€]’lMTe HOCAT OTIOBOPHOCT 3a YIIPABIICHMETO Ha IIpaBaTa 3a MOCTBII Ha KOHTPOJIMpPaHUTE HOTpe6I/ITeJ’II/I o

OTHOLICHME Ha HabOpWUTE OT [AHHM 33 BETEPUHAPHNUTE JIEKAPCTBEHM MPOIYKTH, 33 KOMTO OTroBapsr. ToBa He 0cBOGOXIaBa
CyMepIIoTpeOUTeNNTE OT 3aKOHOBA OTTOBOPHOCT.

UYnen 14

TocThbH 3a 001IeCTBEHOCTTA
1. OO6uecTBEHOCTTa MOXKe J1a IIPerIiexiia MyOIMyuHO NOCThIIHATA MHGOPMALINS ¥ [1a M3BbPILIBA PA3LIMPEHM ThPCEHNS 1O EMH WA
1oBeue KpI/ITepI/H/l B 3aBUCHMMOCT OT IIOJIeTaTa 3a HaHHMU, C'b]]'bp)KaH.[I/I CE B 6a3aTa IOaHHU 3a HpO]IyKTI/ITe Ha C’I)}O?)a, KaTo € Hajmmue n

Bb3MOZKHOCT 3a €KCIIOPTVPAHE Ha PE3YJITATUTE OT ThPCEHETO.

2. Or o0uiecTBeHOCTTa He Ce M3MCKBA PEriCTpaLisl, paspeliaBaHe Ha JOCTBIIA WM YIOCTOBepsiBAHE Ha aBTEHTUHOCTTA 33 JOCTBIT
110 00LeCTBEHO HOCThITHA MHPOpMaimst. OCBEH TOBA TO3M IOCTHII € Oe3MiaTeH.

PA3JIETT 4

MOAPOBHU CIELIMPUKALINU HA UHPOPMALIMSATA I TAHHUTE, KOUTO TPSIGBA JIA FbIAT BKITIOUEHHU,
AKTYAJIM3BUPAHU U CITIOJETIAHU B BA3ATA TAHHM 3A ITPOTYKTUTE HA CbIO3A

Ynen 15

Monpo6uu cienmduranmu Ha MHPOPMALMSATA, KOATO TPsOBa Na Gbe BKIIIOUEHA, AKTYAIM3MPAHa M CIIOJEIsIHA

1.  Basara manHu 3a mpomykrtute Ha Cblo3a ChIbpXKa CHOTBETHATA MH(OPMALVs B 3aBUCUMOCT OT [AHHWUTE U IOKYMEHTHTE,
TOJJaLleH N ChITIACHO wieHose 8, 58, 61, 62, 87 u 102 or Pernament (EC) 2019/6 u ¢ npusioxenue 11T kbM Hero.

2. B Gasara maHHu 3a mpomyktute Ha Cbr03a Ce TeHepMpa IOCTOSIHEH M YHUKANeH MHEeHTU(UKATOP 33 BCEKM BETEPUHAPEH
JIeKapCTBEeH MPOMYKT. VIeHTUuKaTOpsT ce paspadoTsa MOIPOOHO 10 HUBO Pa3Mep Ha OMAKOBKATA.

ITpurekatenyre Ha pa3pelleHns 33 THPIOBUS CE [030BABAT HA Ta3y YHMKAIHA MICHTMUKALMS PY BCIKO MOCTENBAIIO TOJABAHE,
CBBP3aHO ChC ChLINA BeTepUHapeH JIeKapCTBEH POJIYKT.

3. Basara manHuM 3a nmponykrure Ha Cbio3a mueHTMUIMPA BEeTEPUHAPHNUTE JIEKAPCTBEHNM IMPOIYKTY, PaspelieH B HSKOJIKO
ITbP2KaBY YJIeHKM 110 efHa M ChLIA MIPOLIEAYpa 3a M3aBaHe Ha pa3pelleHie 33 ThProBus.

4. TlommbpxaT ce MOIXOMAIM IPENpPaTKM 33 Ch3[aBaHE Ha BPB3KM MEXIY ChOTBETHMTE HAaHHM M HOKYMEHTM, ChXPaHABAHMU B
6azara aHHY 3a mponykTuTe Ha Chio3a.
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5. ATCHIVSATA TapaHTUPA, Ue MPEIPaTKuTe KbM BeTEPHHAPHUTE JIEKAPCTBEHM MPOIYKTH U IOKYMEHTUTE OCTaBaT CTAOMIIHM IIpe3
LIENMS XKU3HEH IMKBIT Ha IPOIYKTHUTE.

Ynen 16

Wndopmauns, nocoyena B wien 55, naparpa¢ 2 ot Pernamenr (EC) 2019/6

AreHImsITa rapaHTHpa, Ye 6azaTa JaHHM 3a mpomyktuTe Ha Cbio3a ChIbpKa MONeTaTa 3a TAHHM, OCOYeHM B npumoxenue I, 3aemHo
C TeXHNUTE OMUCAHNS U POPMATA HA TAHHMUTE, B KOUTO CE BINMCBA MHQPOPMALIMSITA, IOCOUEHA B WiieH 55, maparpad 2 ot Permament (EC)
2019/6.

Ynen 17

Haxuu, Kouto TpsiGBa Ma GbNAT BKIIOUEHH B 6a3aTa MaHHM 3a IPONYKTUTE Ha CHI03a B IOMbIIHEHME KbM
unpopMaimTa, ocoueHa B wieH 55, maparpad 2 ot Pernamenr (EC) 2019/6

ATeHIMsITa FAPaHTIPA, Ue B JOIbIIHEHNME KbM MHPOPMALIISTA, I0COUeHa B wieH 55, maparpad 2 ot Permament (EC) 2019/6, suucana
B [IOJIETATA 33 IAHHM, MPeNBUIeHM B uneH 16, Gasara maHHM 3a mpomykrute Ha ChIO3a CHIbPXKA HAil-MaJKO MONETaTa 3a JaHHH,
nocouern B npwioxenye 111, 3aenHo ¢ TexHute omvcanyst u fopMaTa Ha JaHHUTE.

Ynen 18

OTroBOpPHOCTH, CBbP3aHM C BKITIOYBAHe, AKTyaIM3MpPaHe U CIIOfe/IsHe Ha MHpopMaLus

1. Cunrano or 28 anyapu 2022 r., B pamMkute Ha 30 OHM CII€Ml NOJTYYaBAHETO HA IOTIOKMTEJIEH PE3yJITaT OT IIpoLefypara 3a
M3MaBaHE Ha paspelleHye 33 TbproBusi B choTBercTBue ¢ rmasa III or Permament (EC) 2019/6, 3a perucrpupane B CbOTBETCTBIUE C
rmasa V ot Pernament (EC) 2019/6, 3a paspelueHyie 3a M3MO3BaHe B ChOTBETCTBHE C WileH 5, maparpad 6 ot Permament (EC) 2019/6
WJIM 33 pa3spelleHye 3a apasieliHa ThproBust B crotBercTBye ¢ wieH 102 or Permament (EC) 2019/6, KOMIIETeHTHUTE OpraHM MM
KoMmcusTa, KakTo e NpuioxiMo, Ch3asar B 6a3arta IaHHM 3a MPOIYKTUTE Ha Chi03a HOBYM MM BPEMEHHI 3aIliCH, B 3aBUCHMOCT OT
CITyyas, 3a IIPONYKTUTE, 33 KOMTO OTTOBAPAT, KaTO IIPEHOCTABAT HAHHUTE ¥ IOKYMEHTUTE, TIONalleHy OT 3asBUTENNTE B €IEKTPOHHA

dopma.

CBOTBETHUAT KOMIIETEHTEH OpraH uim Komucusra, kakro e NPpWIOKNMO, aKTyalM3npar T€3M 3alncy € IO0KTIala 3a OLCHKa BEIHara
1IoOM 6’17)16 HaJIMYEH, CIIETI KaTO 3a/IMyar LisjaTa OBEPUTENTHA ThPTrOBCKa I/IH(l)OpMaLII/I}I, ChIbpXKala c€ B HETO.

2. AreHUMATA, B CBTPYOHMUECTBO C IbPXKABUTE WICHKM M KoMucusra, rapaHTipa, ye ce ONpefenaT mpasuia 3a pabora u ce
IIPEOCTABAT HACOKY 32 YIIeCHSBAHE HA CBIJIACYBAHETO HA IaHHUTE MeXIy HALMOHAIIHUTE CUCTeMY ¥ 0a3aTa IaHHM 33 MPOHYKTUTE
Ha Cpro3a.

3. Kowmmerentaute opranu, Kommcusita 1 AreHumsTa rapaHTMpar, de DaHHMTE, BbBeIeHN B 6a3aTa JaHHM 3a MPONYKTUTE HA
Cbio3a, ca B CHOTBETCTBIE ¢ GOpMATA U CHeLMQUKALMITE, IPEIBULEHI B HACTOSIINS PEITIAMEHT.

4. Akryanmzaumute Ha Gasata JaHHM 3a mpomyktute Ha Chro3a, ocoueHn B wieH 67, naparpad 4 ot Pernament (EC) 2019/6, ce
M3BbPIIBAT B paMKuTe Ha 30 [IHM CIie[ MPUKIIOYBAHETO HA MpOLENyparta, MpefBuieHa B umeH 67, maparpad 1 oT mocoueHnms
pernaMeHT.

5. HpI/ITC}KaTCHI/ITC Ha pa3pelieHns 3a Tbpropys BIVICBAT BCUUYKN VIBMEHEHMS B HAIIMYHOCTTA HA BCEKM BETEPVHAPEH JIEKAPCTBEH
NPOOYKT BbB BCSIKA CbOTBCTHA Ibp2KaBa U/ICHKA BEIHAra oM y3HasiT 3a TAX.

6. HpI/ITe)KaTeJ'II/ITe Ha pa3pelieHns 3a Tbpropys BIVICBAT HATUTE Ha BCAKO CIIMPaHE Ha HEICTBMETO UM OTMSIHA Ha ChOTBETHUTE
pa3pemenys 3a Tbpropys BEIHara oM HaCTBIIAT TaKMBa IBMEHEHVA.

KoraTo nmpurexartenar Ha pa3peunieHyeTo 3a ThProBus He M3IBIIHY TOBA 3aIbIKeHMe B paMKuTe Ha 30 IHM, KOMIIETEHTHUTE OPraHy
v Komucusita, KakTo e IpUIIOXKMMO, BIMCBAT M aKTyalu3UpaT Tasu UHPOPMALIMSL.

B cnyqaﬁ[ Ha pasnnyms 3almcuTe Ha KOMIETEHTHUTE OpraHy B 6333.Ta naHHyu Ha Cblo3a umar NIpeInMCTBO.
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7. KommnerentHuTe Oprany Ha ObpzKaBaTa 4YjI€HKa 10 MECTOHa3HAY€HME HOCAT OTTOBOPHOCT 3a BIMCBAHETO Ha HCO6XO]1V[M8.T3
I/IH(l)OpMaHI/ISI OTHOCHO IIapajie;IHO ThbPIryBaHNUTE BETEPMHAPHM JIEKAPCTBEHU NMPOOYKTY, 3a KOUTO OTIOBAPAT.

8.  TlputexaTenmre Ha pa3pelleHMs 3a THPIOBMS HOCAT OTTOBOPHOCT [ia TapaHTMpaT, 4e JaHHWUTe M JOKYMEHTUTE 33 TeXHMTe
BETEPUHAPHI JIEKAPCTBEHM MPOIYKTH, KOMTO BIMCBAT B HAOOpMTE OT NAHHM, ChLIECTByBAIIM B 0a3aTa JAHHM 33 MPOIYKTUTE HA
Cpl03a, ca BepHU M aKTyaIlHM.

9.  Koraro mpurexarenute Ha paspelieHye 3a ThPIOBUs, M3NANEHO B cboTBerctsue ¢ rmasa 11l or Permament (EC) 2019/6, Ha
PeTVCTpalys 33 XOMEONaTHYHM BeTePUMHAPHM JIEKAPCTBEHNM MPOXYKTH, M3HalieHa B choTeeTcTBMe ¢ Iasa V oT Permament (EC)
2019/6, Ha BeTepMHApHM JIEKAPCTBEHM IPOOYKTM, NOCOYEHM B wieH 5, maparpadp 6 or Permament (EC) 2019/6, wm Ha
paspelleHye 38 MapaneiHa ThPIOBMS C BETEPUHAPHI JIeKapCTBEHI IPOIYKTH B ChOTBETCTBHE C wieH 102 ot Pernamenr (EC) 2019/6
YCTaHOBSIT POOIEMM, CBBP3aHM C KAYECTBOTO HA JAHHUTE WM NOKYMEHTUTE B 3aIMCHUTE, Ch3[afeHM 33 TEXHUTE BETEPUHAPHY
JIeKapCTBEHM HPOIYKTH B COTBETCTBHE C Maparpad 1 mim akTyanusupaHu B CBOTBETCTBUE C maparpad 4, Te yBemoMssar He3abaBHO
CBHOTBETHUTE KOMIIETEHTHM Opranm wim Kommcusara, KakTo € IPWIOXKUMO, KOMTO KOPMIMPAT JAHHMUTE CIle[l M3BbpLIBAHE Ha
TpOBepKa Ha 0OOCHOBAHOCTTA Ha MCKAHMSTA.

10.  AreHImMATa TapaHTMpa, 4Ye OTTOBOPHOCTHTE, MNpPEBMICHM B HACTOSIIMA WIEH, MOTaT 13 Ce M3IBIHABAT WM OT
CyneproTpeOUTeny, MM OT KOHTPONMPAHM NOTPeOMTENM, MM Upe3 CUCTeMM, BBHIIHM 1O OTHOIICHMe Ha 0asata JaHHM 3a
nponykrute Ha Cbio3a. [IOCTBITBT Ha Te3u cucTeMu 10 0a3ata DaHHM 3a mpomykrute Ha Cbio3a ce 00pabOTBa 1O HAUMHA, IPEIBMUIEH
3a CyneproTpeduTeIN MM KOHTPONMPAHU MIOTPeOUTENI.

Ynen 19

(I)ym(uuu Ha Ga3aTa TaHHM 3a IPOOYKTUTE Ha Cb103a, O3BONISABAIIU N3BbpUIBaHE HA UIBMEHECHUS B TaHHUTE 3a
NPOOYKTUTE CJ1e[] NPETOCTaBAHETO Ha pa3pelieHne

1. AreHuysra rapaHTypa, ye B 6a3zata maHHM 3a pOHyKTHTe Ha ChO3a:

a) ce maBa BH3MOXHOCT Ha KOMIIETEHTHMTE OpraHM, Kommcmsara y mpurexatennre Ha paspelleHNs 3a TPropys Ha M3BbPLIBAT
Vi3MeHeHMs B HabOpuTe OT IaHHY Hali-MalKo B CIICIHNUTE CITy4al, 33 KOUTO OCBEH TOBA € Bb3MOXKHO IApaJlelIHO BbBEXKIIaHe:

i) mpoMeHy B yCrOBMSITA Ha paspelleHyte 3a THPIOBHS, 32 KOUTO He € HeoOXOmyMMa OLIeHKa;
ii) mpomennu, 3a Kouto e HeoOXOMMa OLIEHKa;

iii) Bcyuky mpyrn mamenenus, npemsumery B Permament (EC) 2019/6, u mo-cieuyanzo M3MeHeHuMs: Ha TOQMIIHNS 0OeM Ha
nponax6uTe 1 Ha MHPOPMALMSTA 30 HAMYHOCTTA, TIyCKAHETO Ha [1a3apa ¥ CTATyCaHa Pa3pelleHNeTo 3a ThPrOBIS;

6) €€ JaBa Bb3MOXKHOCT Ha KOMIIETCHTHUTE OpraHn 1 Ha Komucusita ma M3BbpIIBAT BCAKAKBM OPYTV IIPOMEHN C LIENT aKTyalIn3npaHe
VTN NOOIbP2KAaHE Ha Kau€CTBOTO Ha Ha60pI/IT€ OT DaHHY, ChIbpXKally Ce B GazaTa TaHHM 33 IPOOYKTUTE HA Cplo3a;

B) Ce 1aBa Bb3MOXHOCT Ha IPUTEXKATENNUTe HA paspelleHys 3a THPLOBMs Na IPYIMpAT M3MEHEHNUsTa B HaOopuTe OT HaHHU 3a
BETEPMHAPHNUTE JIEKAPCTBEHM NPOIYKTH, KATO HAIPMMEP Ja BBBEXNIAT €OHO ¥ CBIIO M3MEHEHME 3a HAKOJIKO BETEPMHAPHM
JIeKapCTBEHM IIPOIYKTa MIIM [Ia BBBEXKIAT HSAKOMIKO M3MeHEeHVs B Habopa OT HaHHY 3a elVH HPOLYKT;

I) ce BOOM IHEBHMK HA BIMCAHMTE IPOMEHM, 33 KOMTO He € HeoOXOIMMA OLEHKA, M Ha PesyNTaTUTe OT TAX, CBBP3aHM ChC
CHOTBETHNUTE BETEPMHAPHM JIEKAPCTBEHM MPONYKTH, a CHINO M [HEBHUK HA CyNeprnoTpeOuTenuTe Wi Ha KOHTPOIMMPAHUTE
TOTPEOUTENH, KOUTO Ca BIMCANM, ONOOPUITM UM OTXBBPIMIIA Te3U POMEHM, 3a€IIHO C BPEMETO Ha M3BbPIIBAHE HA IE/CTBIATA;

]1) C€ HaBa BBb3MOXKHOCT Ha NPUTEXKATEIINTE Ha pa3pelleHNs 3a TbpProBuA Ha BIMCBAT B KOMIIOHCHTA 3a IIOHABAHE HA HAHHU U
IOKYMEHTI HCO6XO]II/IMaTa npouenypHa I/[H(l)OpMaIH/IH 3a IIPOMEHNTE, 34 KOUTO HE € H€O6XOHI/IMa OL€HKA, KAKTO € OIIMCAHO B
CbOTBETHUTE I10JI€TA, BKITIOUEHN B NPUIIOKEHME [l KkbM HacTOAIIMS perinaMeHT, KakKTo " J1a BbBEXKIAT YEPHOBM HA M3MEHEHMATA
B JAaHHUTE, CbObpKaIlN CE B 0azata TIaHHM 3a IIPOOYKTUTE Ha Cmosa, VM [a KauBaT aKTyalM3npaHy BEPCUM Ha HOKYMEHTUTE,
CbXpaHsBaHU B Gasata JTaHHM 32 IMPOIYKTUTE Ha C'b}OSa, B MOMEHTA Ha BIMCBAHE Ha IIPOMEHUTE B HES;

€) ce maBa Bb3MOXKHOCT 3a MOTBbPXKMABaHe Ha YEPHOBYM HA M3MCHEHMATA B JAHHMTE MM 3a TOKa3BaHE HA HAli-HOBMTE BEpPCUM Ha
[OKyMEHTHUTE, KAKTO M 3a MapKMpaHe ¥ CbXpaHsBAHE HA NpEMIIHNTE ONOOpEHM BEpCUM HA IOKYMEHTUTE B KaTeropus
,OcTaperu” crer onoGpeHye Ha IPOMEHN, 32 KOUTO He ¢ HeoOXONMMa OLICHKA, HO BCIIECTBYE Ha KOUTO CE M3MEHST HabopuTe OT
[IaHHM, Beue CIICCTBYBAIIY B 0a3aTa aHHM 3a IpomykTuTe Ha Chi03a;

X) ce JJaBa Bb3MOXKHOCT 33 BIIMCBAHE HA OTXBBPILSHMS Ha IIPOMEHH, 33 KOMTO He ¢ HeoOXONMMa OLICHKA, HO BCIIEACTBIUE Ha KOUTO B
IPOTHBEH CITyuail Gyxa ce MaMeHI HabopuTe OT JaHHM, Beue ChLIECTBYBALIM B 0a3aTa JaHHM 3a MpomykTute Ha CbIO3a, Upe3
BIVCBAHE HAa YEPHOBUTE HA M3MEHEHVATA B JAHHUTE MIIM Ha aKTyalM3MpaHuTe BEPCUMM Ha KaueHMTe TOKYMEHTU B KATeropus
»OTXBBDIIEHM
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3) ce IaBa Bb3MOXKHOCT 33 aKTyaIIM3MPaHe Ha ChOTBETHNUTE TAHHMU MM IOKYMEHTH, ChXpaHsABaHM B 0a3aTa IAHHM 3a POIYKTUTE HA
Cbio3a, B crtydail Ha ooOpeHne Ha IPOMEHN, 32 KOMTO ¢ HeOOXOIMMA OLIEHKA U BCIENCTBIE HA KOUTO CE M3MEHST Habopute OT
[IAHHI, Beue ChLIECTBYBAlM B Ga3aTa gaHHM 3a mpomyktute Ha Cbio3a, M ce BONM MHEBHMK HA CymeproTpebuTenute wim Ha
KOHTPOJIMPAHUTE TOTPeGMTENIN, KOMTO Ca BIMCATIN Te3M IIPOMEHI, 3a€[HO C BPEMETO Ha M3BBPIIBAHE Ha NE/CTBUATS;

M) Ce M3MpaLaT HeOOXOMMMMTE aBTOMATHUHI M3BECTHUSI B CHOTBETCTBHUE C PyHKIMM 4.1 u 4.2, mpenBuaeHn B npuoxerue I.

2. AreHuMATa yCTaHOBsBA IIPMHUMIINTE Y TIONXONA 3a YNPaBIIeHME HA PETYTIATOPHMS MPOLIEC B CITyYail Ha NapaiesiHy MPOMEHY B
CBTPYIHMUYECTBO C KOMIIETEHTHITE Opranu 1 ¢ Komucusara v crel npoBeXnaHe Ha KOHCYTTaLMK ¢ NPUTeXaTeuTe Ha pa3pelieHus 3a
THPIOBUA.

PA3[IEIT 5

PA3IIOPE[IBU 3A U3BLHPETHU CUTY ALY, KOUTO CE IIPUITATAT, B CJTYYAN YE HAKOSA OT QYHKUMUTE HA BA3ATA
JAHHU 3A IPOOYKTUTE HA CbIO3A HE E HAJIMYHA

Ynen 20

PazmopenOu 3a M3BHLHPEIHU CUTYALMH B CITyYail Ha HEM3IPABHOCT MIIM HEHAIMYHOCT Ha Ga3aTa JaHHM 3a MPOYKTHTE
Ha Cpro3a

1. AreH1msTa rapaHTyipa, 4e€ KOraTto CraBa BBIIPOC 3a CITy4ay, BbpXY KOUTO TS MMa KOHTPOII, IIEPUOANTE, KOTATO Gazata JaHHM 3a
NPOOYKTUTE Ha Cbr03a He € HaJIMYHA, HSIMa Ja HagBMIIaBaT 3 pa6OTHI/I THN.

2. Koraro 6azata nannu 3a npouykrute Ha Cbio3a He € HAJIMYHA, ATEHLMATA TAPAHTUPA, Y€ BCUUKM [IOTPEOUTENN BUKIAT SCHO
cboOILIEHNe 3a TOBA.

3. AICHIVATA TapaHTUpa, ye TAHHUTE U OKYMEHTHUTE, CbXPAaHsIBAHM B 0a3ata JaHHM 3a mpofykTute Ha ChIO3a, MOTaT f1a ObIar
Bb3CTaHOBEHIL.

4. AreHumaTa, B CBHTPYOHMYECTBO C KOMIETEHTHMTe opraHm M ¢ Kommcusara u cref NpopeXnaHe Ha KOHCYNTALMM C
TpUTEXATEIINTE HA Pa3pelleHNs 3a ThProsusi, pa3paborsa mompobHy pasnopenOyt 3a M3BBHPEIHM CUTYALMY, KOUTO Ce MPUIIATaT B
ClTyyail Ha POIBIIXUTENICH NePUO HA HeM3MPABHOCT MM HEHATIMYHOCT Ha 0a3aTa HaHHM 3a mpomykTute Ha Chro3a MMM Ha HeJtHU
KOMIIOHEHTH Wi QYHKLIM 1O IPUYMHI U3BBH KOHTPONA Ha ATCHLMATA.

5. B HO]I[p06HI/I pa3nope}16m OTHOCHO M3BBHPEIHUTE CUTYalVIM CE€ ONMCBAT IPOLENYPUTE, KOUTO TpH6Ba I1a ce cJjiedBar, 3a Ja ce

OCHUTYpY HEPEKbCHATOCT Ha PErynaToOpHuUTE MPOLeCH, NOLAbPKAHU OT 6a3ata NaHHM 3a nponykTute Ha Chbi03a, KATO CE M3IIO3BAT
TOIXOISIIY AJITePHATUBHY eTIEKTPOHHM CPEICTBA.

Ynen 21

Hacrosmmsr pernamMeHT BiM3a B Cila Ha [BameceTyist AeH Cref JeHs1 Ha mybmykyBaHeto My B Ouyuanen secmuur Ha Eeponeiicrus
CB103.

Hacrosimmsr PErmmaMenT € 3aIbIIKUTENIEH B CBOATA LSAJIOCT M CE Ipyiara MpSAKO BbB BCMYKM TbpKaBU
YJICHKHN.

CpcraBeno B bprokcen Ha 8 sayapu 2021 ronmna.

3a Komucuama
Tpedcedamen
Ursula VON DER LEYEN
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TIPMITOKEHME I

@Qynkuuu Ha 6azara nanuu 3a nponykrure Ha Chro3a

. Ne Ha
dyHKumsTa

Oynxuns

Omyicanye Ha QyHKUMSATA

1.

HoBu mannm 3a NpPOOyYKTUTE

1.1.

Cp3maBaHe Ha HOB 3aIliC 3a
BeTepUHAPEH JIeKapCTBEH
TPOIYKT

CBOTBETHMAT KOMIIETEHTEH OpraH uimy Komucnsra, KakTo e IpUIoXMMO, MOTaT
Jla Ch3[IaBaT HOBM 3aMMCH 3a BETEpPUHAPHM JTIEKAPCTBEHM IIPOIYKTH CIIef TOMy-
yaBaHe Ha TOTIOXKUTENEH Pe3yINTar OT MpolleflypaTa 3a M3[laBaHe Ha pa3pelleHye
3a Thpro.ust B cootBercrsye ¢ riasa II ot Permament (EC) 2019/6, 3a perncrpa-
uust B chotsercTBye ¢ riaga V ot Pernament (EC) 2019/6, 3a pasperenue 3a
M3MON3BaHE B CHOTBETCTBNE C WieH 5, maparpad 6 or Permament (EC) 2019/6
WM 33 pa3pelieHye 3a MapanerHa ThProBus B CHOTBETCTBME C unieH 102 o
Pernament (EC) 2019/6.

Te3u 3amMCH CHIbPKAT ONETATa, IIPEIBULIEHN B HACTOSIIMA pernament. Ocury-
psiBa ce BH3MOXKHOCT MHPOpMaLmsTa 1a Obe KaueHa OT HabOp OT HAHHM BbHB
dopmara, mocoue B ureH 10 OT HACTOALIMS PEIAMEHT, Ype3 MOTPeGUTENCKIS
HTepeiic, PeBIUIeH B UlleH 6, UM Upe3 IPUIIOXKHO-TIPOrpaMHILs MHTepelic,
TOCOYeH B uiieH 9, OyKBa 1) OT HACTOSIIVS PEITIAMEHT.

1.2.

Chb3[aBaHe Ha BpeMeHeH 3aIlic 3a
BeTepyHAPEH JIeKapCTBeH
TIPOIYKT

HokaTo ce OyaKBa M3[ABaHETO Ha pa3pelleHMe 33 TLPrOBUA B ONPENENeHM
ITbPKABY YIIEHKM, pedepeHTHATa IbpKaBa WICHKA MOXKE 13 Ch3NANIE, 32 BCUUKY
3aCErHaTy IbPKABY YIICHKM, BPEMEHHM 3alCK 3a BETEPMHAPHITE JIEKaPCTBEHM
IIPOIYKTU C KOHTPOJ Ha BEpPCUMUTE B CIyyali Ha IIOJIOKMTENEH PE3ynTaT OT
JIeLeHTPa/M3MpaHaTa poLeypa 3a U3[aBaHe Ha PaspelleHye 3a ThPIOBUs, OT
IIpOLeNypaTa 3a B3aMMHO IIPM3HABAHE HA PaspeumleHys 3a THProBUA IO
HalMOHAJIHATa NPOLEAypa MM 3a MNOCIeNBallo IPU3HABaHe 10 MPOLeypaTa
3a B3aMMHO IIPM3HABAHE 11 110 PENIa 3a PENOCTaBAHE Ha Pa3PEIeHNs 3 THPTOBIA
N0 JelEeHTpaM3ypaHaTa npouenypa, HpemsuueHy cboteTHO B rmasa I,
pasmenu 3, 4 u 5 ot Pernament (EC) 2019/6. [lo To3u HauuH ce MOMNOMArat
IIPOLENYpUTE 3a NPOMAHA B YCIOBMATA Ha paspeuleHye 3a TLProsus B
OIpeeNieHy IbpKaBy WIEHKM IPENM HEroBOTO M3[aBaHE M Ce TapaHTupa
KauecTBOTO Ha HaHHmTe. Te3y 3ammucy ChObPXKAT IOJETaTa, IPEABULIEHM B
Hacrosums pernameHT. Ocurypsisa ce Bb3MOXKHOCT MHQpOpMalmsita a Obie
KaueHa OT Habop OT JaHHM BbB GOPMATA, MOCOUEH B UiieH 10 OT HacTOALS
pernaMenrt, upe3 norpeOuTenckust nHTepesic, NPeNBUICH B WIEH 6, WK Upe3
PUITOKHO-IPOrpaMHIs MHTeperic, ocoueH B wieH 9, OyKBa i) OT HACTOSILINS
peInamenT.

1.3.

[lopaBaHe Ha JTaHHM 1 [IOKYMEHTU
3a BeTepUHAPHM JIeKapCTBEHN
TIPOLYKTY IPY HAYaITHOTO
BbBeXTAHE Ha TaHHN

KomnerentHute opranu mwim KoMmucusra, KakTo e IPUIIOXMMO, MOTAT i
TOIaBAT [JAHHY U [IOKYMEHTH B €JIeKTPOHHA OPMa KaTO HAYaITHOTO BhBEXKMIaHE
B 6asata gaHHM 3a npopykrute Ha Cblo3a B CHOTBETCTBUE C M3MCKBAHMATA,
NMpeNBUIEHN B HACTOSLIMS periameHT. ToBa MOXe fa cTaa Ioj ¢opmara Ha
IPYIIOBO KauBaHe upes MOTpeGUTENCKM MHTepEiic Ui upes NPEXBBPIISHE Ha
daitrose.

1.4.

Tonasane Ha nEGOPMALINS 32
TapaneNnHo ThPryBaHu
BeTEPUHAPHN JIeKapCTBEHN
TPOIIYKTH

B cr1yuaii Ha naparnenHa ThproBus, KakTo e o0sicHeHo B uiier 102 ot Pernament
(EC) 2019/6, KOMmETEHTHMSIT OpraH Ha [IbpKaBaTa WIEHKA IO
MECTOHA3HaueHNe MOXe 1a MONafe B eNeKTPOHHA popma MHOpMAUMs 3a
TapanesiHo ThpIyBaHUTe BeTEPUHAPHM JIeKAPCTBEHM NPONYKTH B 0a3aTa JaHHMU
3a npomykture Ha Cbro3a B ChOTBETCTBUE C M3MCKBAHMATA, NPEOBUOCHU B
HaCTOSALIMS PEITIaMeHT.

1.5.

M3nonspane Ha KOHTPOIMPAHU
TEPMUHM, TEPMUHYU OTHOCHO
BEUIECTBATA U TAHHM 3a
OpraHM3aLMuTe

B Gasara mannm 3a mpomykture Ha Cbio3a ce M3MON3BAT KOHTPOIMPAHU
TEPMVUHM, BKIIIOUMTENTHO TEPMMHM OTHOCHO BelIeCTBaTd M HaHHM 3
OpraHM3aLMuTe.

11.1.2021 r.
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Mn. Ne Ha
- Oynkumsa Omycanye Ha GyHKUMATA
1.6. M3nom3sat ce nocregoaTesiHn B Gasara mamHM 3a mpomyktute Ha CblO3a Ce MpEOBMKIAT CPENCTBA 3a

[IaHH 3a TIPONYKTHUTE B CIIy4ail | OCUIypsiBaHE Ha IOCIIENOBATENIHOCT Ha [AHHNUTE, KOUTO ca OOLM 33 HSKOJKO
Ha MONIOKMUTEIIEH Pe3ynTaT OT 3amica  Ha NPOOYKTH, B CIyyail Ha TONOXWTEIeH Pe3yNnTarT OT
IeleHTpaNM3MpaHara npoueaypa | JAeLeHTpanu3yupaHaTa Mpolelypa 3a U3aBaHe Ha paspelleHue 3a ThProBys, OT
3a M30aBaHe Ha pa3pellieHne, 32 | NpoueAypaTa 3a B3aMMHO IpYU3HABAHE HA pa3pellleHus 3a ThPIosus IO
B3aMMHO IIPY3HABaHE Ha HallMOHaJIHATa MPOLEAypa MM 3a MOCIeNBallo IpU3HaBaHe 10 MpoLeypaTa
HalMOHAJIHUTE Pa3pelleHys 3a 3a B3aJ)MHO IIPM3HaBaHe V1 110 pefa 3a PeoCTaBsIHe Ha Pa3pelleHyis 3a ThPToBys
TBPTOBYISL MITH 33 IOCTIENBALIO IO MHELEHTPANM3NpaHaTa MpOLedypa, NpemBUIeHNM ChOTBeTHO B Tmasa III,
IIpU3HABAHE Py IIpouenypara 3a | pasgernm 3, 4 u 5 or Pernmament (EC) 2019/6. Ilo To31 HaumH ce NOMIIOMAra
B3aMMHO IPV3HABaHe 11 IIPU TOIABaHETO Ha MPOMEHN B YCIIOBMSITA Ha paspelieHye 3a Thpropus. Tyk He ce
TeleHTpanmu3upaHaTa BKJTIOUBAT TAHHUTE U IOKYMEHTUTE, IPEAOCTaBEHN TIPY HAYaIIHOTO BbBEXHAHE.
TIpolLeypa.

1.7. Banunypane Ha IaHHU B Gasara ganHy 3a npomyktute Ha Cbio3a ce M3BBPIIBA BAIINIMPAHE HA HOBUTE
[IAHHI 3a BETEPUHAPHNTE JIEKAPCTBEHM MPOIYKTH CIPSIMO HAGOP OT CTOMHOCTH
¥ TIPaBIIIa, TOTOBOPEHM OT KOMIIETEHTHNUTE Oprany, Kommcnsra u AreHumsra.

1.8. Tpenocrassite Ha HabOpH OT Ha xommereHTHMTE OpraHM ce IIpelOCTaBs BB3MOXKHOCT [Ia MONy4YaT

[IAHHM C LIeJT aKTya/M3UpaHe Ha | aKTyalM3upaHuTe HaOOpy OT JaHHM OT 0asara [AHHM 3a IPOIYKTUTE HA
0Ga3ure DaHHM Ha KoMIteTeHTHMUTe | Cbi03a BB OPMAT, KOITO MM IIO3BONISBA A AKTYalM3UpAT COOCTBEHUTE CH
opraHu 6a3n naHHM.

1.9. TpucBosiBaHe Ha yHUKAIIEH B Gazara pmaHHm 3a mpomyktuTe Ha CbrO3a Ce TNPUCBOSIBAT YHUKAIHM

MICHTU(UKATOP Ha IPOIYKTa MICHTUQUKATOPY HA BETEPMHAPHNUTE JIEKAPCTBEHM MPOMNYKTH, 3a Ha Ce Mafe
BB3MOXHOCT 33 OCBIICCTBSBAHE HA ABTOMATM3MPAH OOMEH Ha [aHHM MeXMIy
6azara maHHY 3a npofykTute Ha Cbro3a 1 npyry Oasy nanHy Ha ChiO3a WM Ha
KOMIIETEHTHUTE OpraHM.
1.10. Ipemocrassite Ha aHHy B Oasata | B Gasara mammm 3a mpomykrure Ha Cbio3a € IPEOBUICHA Bb3MOXKHOCT
[IaHH! 3a papMaKoJIOrnyHa CbOTBETHNTE NaHHY 33 BETEPUHAPHUTE JIEKAPCTBEHU IIPOLYKTH (BKITIOUMTEITHO
OmurernHocT Ha Chio3a 3a obema Ha mnpomaxOure) ma ce MpemocTaBaT Ha 0Oasata IAaHHM 3a
dapmakonornusa GrurenHoct Ha Chro3a.
2. V3MeHeHNs B JaHHUTE 3a BeTepUHAPHUTE JIeKapCTBEHN NPOTYKTH, U3BBPLIEHM CIIeN] NPeT0CTaBSIHEeTO
Ha pa3pelieHue
2.1. BrycBane Ha mpoMsiHa, 3a Kosito | Korato mapeHa MpoMsiHa € BKIIIOYEHA B CIVICBKA, CBCTaBEH B CHOTBETCTBME C
He € HeoOXOIMMa OLIeHKa Pernament 3a y3mbisenve (EC) 2021/17, npurexaressar Ha paspeLleHieTo 3a
THPIOBMS MOXKE 1 s1 BIIMIIe B 6a3aTa HaHHM 3a npogykTute Ha Chio3a.
2.2, [penocrapsHe Ha IaHHMU 3a Tputexatenyre Ha pa3pelleHNs 3a ThPrOBILS MOTAT 1a 130epaT KOiTo 1 iia 6uIto
TIPOLYKTH C LieJl Ch3[IaBaHE Ha OT CBOMTE Pa3pelieHy BeTePUHAPHM JIEKAPCTBEHM MPOIYKTH M 1a eKCIIOPTUPAT
TIPOLIEAYPU BbB BPb3Ka C CBOTBETHUTE OCHOBHM JAHHY, KOMTO liie GBIAT M3MEHEeHH, aKO € IIPUIOKIMO.
U3BBPLIBAHETO Ha IPOMEHM B
YCIIOBUSTA Ha pa3pelleHie 3a
THProBus
2.3. OnoGpsiBane wivt OTXBbpILsiHE Ha | OnOOpSIBAHETO WM OTXBBPIIHETO Ha IPOMEHM, 32 KOUTO HE ¢ HeoOXOmMMa
TIPOMEHM, 33 KOMTO He € OLIeHKA, Ca Bb3MOKHI Hail-MaIKo 4pe3 NoTpeOuTencKus nHTepdeiic, mpenBuieH
HeoOXOMMa OLIEHKa B WJleH 6.
2.4. Hokan OTHOCHO M3MeHEHMATa, | KommereHTHuTe oOpraHu MoOraT fa IIOJy4aT [OKJIaf 3a MCTOpMATA Ha
M3BbPIICHN B HA0Opa OT aHHM | M3MEHEeHMsITa B HAOOpUTE OT HaHHM, KOUTO Beue ChIIECTBYBAT B 0a3aTa JAHHM
3a npoayktute Ha Cbiosa. [IpuTexarenuTe Ha paspeleHys 3a ThPIOBUS MOTaT
[1a [IOJTy AT OKIAf 33 MCTOPISITA HAa M3MEHEHISITa B HAOOPUTE OT TaHHU, KOUTO
Beue ChIIECTBYBAaT B 0a3aTa [JaHHM 3a mpomykTute Ha Cbio3a, 3a cBOMTE
BETEpVHAPHM J1€KAPCTBEH MPOTYKTH.
2.5. AkTyanusupase Ha 6azata naHHM | CHOTBETHMTE KOMIICTEHTHY OPIaHM MOTAT [a aKTyanuaupar 0asaTa HaHHM 3a

3a nponyKrute Ha Cbro3a cieln
U3BBPIIBAHE HA IPOMEHN, 33
KOUTO € HeoOXOoMMMa OLICHKA,
VM CTIe[I PeXBBPIISHE Ha IpaBa
BBPXY paspellleHNs 3a ThProBus

nponykrute Ha Cbl03a CIIeT M3BBPIIBAHE HA IPOMEHN, 33 KOUTO € HeoOXommMa
OLICHKA, KOraTo NPOMEHNMTE OKA3BaT BIMSIHUE BbPXy Habopure OT HaHHM,
CBIUIECTBYBAILY B Ta3y 0a3a IAHHW, 3a BETEPUHAPHNUTE JIEKAPCTBEHY HIPOIYKTH,
32 KOMTO OTroBapAT. TyK ce BKIIIOYBA M MNpPEXBBPIISIHETO Ha IIpaBa BBPXY
paspelieHns 3a ThPIOBMUSL.
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Mn. Ne Ha
. Oynkumsa Omycanye Ha GyHKUMATA
dyHKUMSITA
2.6. Brincsane Ha obema Ha [Tpurexarenute Ha pa3pelieHMe 3a ThPIOBYA, NPENOCTABEHO B ChOTBETCTBUE C
npopax0ure masa III or Permamenr (EC) 2019/6, Ha perucrpaums 3a XOMeONATHYHU
BETEPMHAPHY TIEKAPCTBEHM MPOIYKTH, M3NalleHa B CLOTBETCTBME C INaBa V OT
Pernament (EC) 2019/6, Ha BeTepuHapHH JIeKapCTBEHN TPOIYKTH, [IOCOYEHN B
uted 5, maparpad 6 ot Permament (EC) 2019/6, morar ma Brmcar B 6azata
maHHM 3a mpomykrure Ha Cbroza rogmuHus obeM Ha mpogaxOure Ha
NIOAXOAAUIOTO HUBO 33 BCEKM OT CBOMTE BETEPMHAPHM JIEKAPCTBEHM IPOIYKTH.
2.7. Tpenocrassite Ha oGema Ha B 6asara pmaHHM 3a mpomykrtute Ha Cblo3a e IpedBuMICHA BB3MOXHOCT 3a
nponax6uTe ¢ IieN U3BbPIIBAHE | IONyYaBaHe Ha MHPOPMALMS OTHOCHO AaHHMTE 3a ofeMa Ha mpomaxOure Ha
Ha aHanms3 BETEPMHAPHNTE JIEKAPCTBEHM MPOIYKTH C LeTI M3BbpUIBAHE HA aHANIM3.
2.8. BrivicBaHe Ha MHGOpMaLs 3a [Iputexatenure Ha paspelleHMs 3a THPIOBMS MOTaT [a BIMCBAT M 1A
HalnM4HOCTTa akTyanu3upar MHOPMALMAITA 33 HATMYHOCTTA Ha BCEKU OT CBOWTE Pa3peleHy
BETEPMHAPHM JIEKAPCTBEHM MNPOINYKTY Ha MOIXOMAIIOTO HMBO BBB BCAKA
CBOTBETHA IbpKaBa wieHKa. OCBeH ToBa KOMIIETEHTHMTE OpTaHM MOTaT [1a
BIVCBAT Y [Ia aKTYaNM3UpaT Ta3y MHYOpPMALMS 3a BeTePUHAPHUTE JIeKapCTBEHN
IIPOIYKTH, 33 KOWTO OTTOBAPAT B ChOTBETHATA IbpKaBa UIIeHKa.
2.9. BricBaHe Ha cTaTyca Ha KomneTeHTHUTe OpraHM MOTaT [1a BIMCBAT M Ja aKTyalIM3upar cTaTyca Ha
PaspeleHneTo 3a ThProByA paspeuleHMATa 3a THPIOBMA HA BeTEPMHAPHUTE JIEKAPCTBEHM IPOHYKTH, 3a
KOMTO OTroBapAT. IlpuTexaTenmre Ha paspelleHMst 3a ThPrOBMS MOTaT [1a
aKTyanu3MpaT CTaTyca Ha pa3pelleHMsATa 33 ThPIOBUA Ha CBOMTE BETEPUHAPHU
TIEKapCTBEHM MPOHYKTU B CIIy4ail Ha CTIMpaHe Ha JEMCTBUETO MM OTMSHA Ha
CBOTBETHUTE Pa3pelleHNs 3 ThPTOBMS.
2.10. Tapanento obpaborsane Ha B 6asara maHHu 3a mponykruTe Ha Chl03a ce MOMIbP2KA apajieNiHO 00paboTBaHe
U3MEHEHMATA, U3BLPIUEHN CIIell | Ha M3MEHEHMATA, U3BBLPLIEHM CTIel NPENOCTaBAHETO Ha pa3pelieHme.
TIIPENOCTaBAHETO Ha pa3pelieHne
2.11. CBbp3BaHe Ha IPOMEHN C B Gazara maHHu 3a npomyktute Ha Chro3a ce IaBa Bb3MOXKHOCT 33 CBbp3BaHe Ha
HAKOJIKO pa3pelleHns 3a €/IHa IPOMSIHA C HEOTPaHMUeH OPOIl PasmyyHM Pa3peLieHILs 3 ThPIOBIL
TBPIOBUS
2.12. BbBexgaHe Ha UepHOBY Ha Koraro BIMCBAaT IPOMEHN, 32 KOMTO He € HeOOXOIMMa OLICHKA, IPUTERATEIINTE
U3MEHEHMATA B TAHHUTE Ha paspelleHys 3a THPIOBMs MOTAaT fa BbBEXIAT YEPHOBM Ha M3MEHEHUATA B
HabopuTe OT [AHHN 33 CBOMTE BETEPUHAPHN JIEKAPCTBEHM IPOIYKTH, KOUTO
Beue ChUIECTBYBAT B 6a3aTa MAHHM 3a MPOAYKTUTE Ha Chbio3a.
3. YnpasieHue Ha JOCTbIIA
3.1. TyGmmuen mocTbit OO61eCTBEHOCTTa MOXKE [1a M3BBPILIBA THPCEHMS B IyONMUHO HOCTHITHUTE TAHHN
¥ [1a T TIpernexna.
3.2. Hocrs 3a npurexatenuTe Ha [Iputexarenute Ha paspellieHMs 3a THPTOBMS MOTAT MIa IMONyYaT IOCTHI (3a
paspeleHNs 3a ThproBus ueTeHe) MO IsUiata MHGOPMALMs 3a CBOMTE BETEPUHAPHM JIEKApPCTBEHU
IIPOIYKTH CTIefl 3aIMTEHO YIOCTOBEPSABAHE HA ABTEHTMYHOCTTA I pa3pellaBaHe
Ha mocrsrna. OCBeH TOBa Te MOTAT a MOJTyyaT SOCTHII (3a MucaHe) 00 130paHa
MHQOpPMALMsl 3a CBOI BeTePUHAPEH IIEKAPCTBEH MPOMYKT CIell 3alUTeHO
YHOCTOBEPsBaHE Ha aBTEHTUYHOCTTA M pa3pellaBaHe Ha JIOCThIIA, 3a 1a V3IIBIIHAT
BCUUKY 3a[IBIIKEHIS CTIef] ITyCKAHeTOo Ha Na3apa, npensunenn B Permament (EC)
2019/6.
3.3. HocrsIl 3a ueTene 3a CynepnoTpeOuTeNuTe WM KOHTPOIMPAHUTE OT KOMIETCHTHUTE OpraHu

KOMIIETEHTHUTE OpraHn

norpebuTeny Morar [a MOIy4aT HOCTBII (32 YeTeHe) [0 Lsiata MHpOpMaIms,
chbpxama ce B 6azaTa maHHM 3a mpomykTure Ha Cbi03a, CIIEH 3aLUMTEHO
YHOOCTOBEPABAHE HA aBTEHTMYHOCTTA M pa3pelliaBaHe Ha I0CThIIa.
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. Ne Ha
dyHKUMSITA

Qynxums

Omycanye Ha GyHKUMATA

3.4.

[TocTpII 3a mycaHe 3a
KOMIIETEHTHUTE OpraHu

CynepnorpeOutenure WM KOHTPONMPAHUTE OT KOMIIETEHTHUTE OPraHu
norpeOuTeNy MOraT @A MOJY4aT JOCTBHI (3a INCAaHe) IO HAHHUTE 34
BETEPUMHAPHNTE JIEKAPCTBEHM MPOLYKTH, 38 KOUTO OTFOBAPSAT, CIIEN 3aIUMTEHO
YIOCTOBEpsIBAHE HA aBTCHTUYHOCTTA 11 pa3pelllaBaHe Ha JOCTHIIA.

3.5.

YpasrneHue Ha PaBoTo 3a
IOCTBII Ha KOHTPOJIMPaHUTE
norpebutenu

CyrepniorpeOuTenuTe MOTaT [1a yIIPaBIsBaT HOCTHIIA HA KOHTPOIMPAHN NOTPe-
OuTen, KOTO MM e IPEOCTABeH C LielT yIpaB/eHne Ha HAHHNUTE 33 BeTepUHAap-
HUTE JIEKapCTBEH! IPOIYKTU OT MMETO Ha CyIeproTpedutemnmre.

l'[peuocm‘almﬂe Ha TaHHU Ha cynepnmpe6u’renu " KOHTPOJIMPAaHU IIOTpeﬁMTeIIM

YBenomsiBaHe Ha KOMIIETeHTHUTE
Oprany 3a M3BbPIIBAHETO Ha
M3MECHCHUA

KomneTeHTHNUTE OpraHM MOITy4aBaT aBTOMATIYHO YBEJOMIIEHME 3a:

— BCUYKM M3MEHEHNs, M3BBPIIEHM OT NpUTEXATeNuTe Ha paspelieHus 3a
THPIoBUsl B HAOOpUTE OT IAHHM, KOWTO CHIIECTBYBAT B 0Oa3ata MaHHM 3a
npoykture Ha Cbl03a, OTHACAIM Ce 3a BeTepMHApHUTE JIeKapCTBEHM
IIPOIYKTH, 33 KOWTO OTTOBAPAIT;

— INPOMEHMNTE, 32 KOUTO He € HeOOXOMMA OLICHKA, BIMCAHY B 6a3aTa TaHHM 3a
nponykrure Ha Cpbio3a IO OTHOUIEHME Ha BETEPMHAPHUTE JIEKAPCTBEHM
IIPOLYKTH, 33 KOWTO OTTOBAPIT;

— pe3yNTaTMTe OTHOCHO IPOMEHMTE, 33 KOMTO He € HeoOXOmMMa OlLleHKa,
BIMCAHM OT peepeHTHMTE [bPXKABM WICHKM [0 OTHOMIEHME Ha
BETEPMHAPHUTE JIEKAPCTBEHM POIYKTH, 3a KOUTO OTrOBApAT;

— BCAKAKBY aKTyanu3alyy, HAPABEHY OT IIPYTY KOMIIETEHTHM OPTaHy Uiy OT
AreHuyATa KaTo YacT OT MEpKMTE 3a IIPMKIIIOYBAaHE Ha HPOUEypM IO
IIPOMEHY, 32 KOMTO ¢ HeoOXOmMMa OlleHKa, B Habopure OT HaHHY,
chluecTByBauy B 6asara maHHY 32 nponykrute Ha Cbi03a, 3a BeTepMHAPHUTE
TIeKapCTBEeHM MPOAYKTH, 3a KOUTO OTrOBApSAT; U

— BCMUKM M3MEHEHMA IO OTHOLIEHME Ha TPONYKTH, paspelieHy 110
LIeHTpaNyM3MpaHaTa IpoLenypa.

4.2.

YBemoMsiBaHe Ha PUTeKaTeIITe
Ha pa3perleHys 3a ThProBus 3a
VM3BBPIIBAHETO HA M3MEHEHNS

[lputexarenure Ha paspemleHus 3a TbPIOBMA IIOTy4YaBaT aBTOMAaTM4HO
YBEAOMITEHME 3a BCAKO U3MEHEHVE, U3BbPUIEHO OT CHOTBETHUTE KOMIIETEHTHU
oprany, AreHumsra wnu Kommcusra, Kakro e MpUIoxumo, B Habopute OT
[HHI, ChIIECTBYBAIy B GasaTa maHHM 3a mpogykrute Ha Chbi03a, 32 TEXHUTE
BeTepPUHAPHM JieKapcTBeHy TnpomykTu. OcBeH ToBa INpuUTeXaTenuTe Ha
paspelenns 3a ThProBys IIOyYaBaT aBTOMATIYHO YBENOMIIEHNE 3a PE3YIITaTUTE
OT IPOMEHNTE, 33 KOUTO He e HeoOXOIMMA OLCHKA, BIMCAHU OT ChOTBETHIS
KOMIIETEHTeH Opran mim oT Komucnsra, KakTo € IPUII0KNMO, [0 OTHOLIEHME
Ha CBOMTE BETEPUHAPHM 1IEKAPCTBEHY MPOIYKTH.

4.3.

Tppcene Ha maHHM € OrpaHNYeH
IIOCTBII

CyrepniorpeOuTenuTe 1 KOHTPOIIMPAHUTE OTPEOUTENN MOTAT [1a THPCST HAHHN
C OTpaHMYeH IOCTBI B 6a3aTa IaHHU 3a PONyKTHTe Ha (hIO3a B CHOTBETCTBUE C
TIpaBaTa Cit 3a JJOCTBII M [Ia EKCIIOPTUPAT Pe3yITaTUTE OT THPCEHETO.
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TIPMITOKEHME 11
Ionera 3a nanHu 32 BuMcBaHe Ha MHPOPMALMATA, IOCOYEHA B WieH 55, maparpad 2ot Pernament (EC)
2019/6
/n. Nenanonero
[Torne 3a nanHHN Onucanne (Bopmar
33 JaHHU
1. 3a BCMYKM BeTepMHAPHU JIEKaPCTBEHU MPOTYKTU
1.1. Cdepana npomykTa Hekmnapanus, ye BIMCBAHETO Ce OTHACA 3a BeTepyuHapeH | KoHTpommpanu TepMuHn
TIeKapCTBeH MPOAYKT, C LN pasrpaHMyaBaHe Ha
BETEPUHAPHMTE  JIEKAPCTBEHM  HPOIYKTM  OT
JIeKapCTBEHNTE IIPOIYKTH 32 XyMaHHA yroTpeba.
1.2. Bun nponykT Pasrpannuenne MexXmy paspemieny BerepuHapHy | KoHTtpormpanm repMyHM
TIeKapCTBEeHM MPOAYKTH, PErUCTPUPAHN XOMEONIATUUHM
BETEPUHAPHM JIEKAPCTBEHM TPOINYKTH, BETEPUHAPHI
JIEKApCTBEHM TPOMYKTH, paspelleHy 3a ymorpeba B
OIIpefeNieHa JIbpXKapa ulleHKa B CHOTBETCTBYE C WIleH 5,
naparpad 6 ot Permamenr (EC) 2019/6 umu ocsoGomern
oT pasnopenOute Ha uineHoBe 5—8 ot [upekTusa
2001/82/EO B cporBetcTBHeE C uneH 4, maparpad 2 ot
ChblIATa AMPEKTHBA, KAKTO € NPUIIOXKMMO, U MApareHo
ThPTryBaHM BETePMHAPHY JIEKAPCTBEHN IPOMIYKTIA.
1.3. Hanmenosanve Ha ipo- | HaumeHoBaHmeTo Ha  BeTepuHapHuMsi JekapcTBeH | CBOOOHEH TeKcT
IIyKTa npofykT, ogobpeHo B Chro3a MM B JajieHa TbpKasa
4JIeHKa.
1.4. AxTusHo(n) BemectBo(a) | HamMeHOBaHMETO Ha aKTMBHOTO BEIIECTBO MITU Bellle- Konrponupanu TepmmHu
CTBa. OTHOCHO BELIECTBATa
1.5. KoHuenTpaumsi/cberas CoobpKaHMETO HAa aKTMBHM BEINECTBA B ChcTapa Ha | CTpyKTypmpaHM maHHK
BeTEpPMHAPHMS  JIeKapCTBeH  MPOAYKT,  M3Pa3eHO
KOJIMMECTBEHO 33 CMMHMIA [03d, eNMHMIA 0beM mim
eIMHNMIA TeIIO B 3aBUCUMOCT OT (apMaleBTHYHATA
dopma.
BuonornuHa akKTMBHOCT, CUNa MIIM TUTBP B cydait Ha | CTPYKTypupaHM  HaHHM
VIMYHOTIOTMYHM BeTePYHAPHY JIEKAPCTBEHV IPONYKTI. | WIIM, KOTaTo TOBa He €
Bb3MOXKHO 10 OCHOBATeITHN
IIPUYMHY, CBOOOIEH TEKCT.
1.6. Ipoussopcteeny obextn | ComcbkbT Ha ObekTHTE, B KOMTO Ce IpousBexma | KoHTpormmpanu maHHuM 3a
BETEPMHAPHYAT JIEKAPCTBEH IIPOHYKT. OpraHm3anysaTa
1.7. HokymenTu okymeHTHTE, KOUTO TPsibBa M1a 6bIAT pyokeHu kKbM | KoHTpommpaHu —TepMuHM
BIVICBAHETO Ha BETEPMHApHMA JIEKAPCTBEH HPOMIYKT, | OTHOCHO BUTIOBETE
BKIIOUMTENIHO M300p Ha TexHms BUI (KpaTka | IHOKYMEHTH n
XapaKTepyuCTUKa Ha NMPOIYKTa, JIMCTOBKA C YI'BTBAHMA B | IOKYMEHTUTE, KaueH! BbB
OIAKOBKATa, ETMKETVPAHe U HOKJIAJl 33 OLEHKA). dopmara, mpemBumeH B
HACTOAIUMA PErNIaMEHT
2. Camo 3a pa3penieHM BeTepMHAPHU JIEKaPCTBEHU MPOTYKTH
2.1. Hatm Ha myckane Ha | [laTuTe Ha IyCKaHeTO Ha BeTepyHApHMS JekapctseH | [lata
nasapa IIPOIYKT Ha Ma3apa BbB BCAKA IbPXKapa UIIeHKa.
2.2, Tomumen  obem  Ha | Topgmummsr obem Ha npopaxOute Ha BerepuHapHute | CTPYKTypHMpaHy IaHHM
nponax6ure TIEKAPCTBEHN IIPOIYKTHL.
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Mn. Nenanonero
[one 3a nannn Onucanne (Bopmar
3d HaHHU
2.3. Hata Ha craryca Ha | [laTaTa Ha cTaTyca Ha IyCKaHETO Ha la3apa. Hata
HanM4HOCTTa
2.4. Cratyc Ha HammuboctTa | CTaTyc Ha IyCKaHETO Ha I1asapa: Hpemocrasade Ha | Konrponmupanm tepmuHu
TIPOMIYKTa Ha Ma3apa Mo JbPXKaBy YIEHKM.
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TIPMITO2KEHME 111

Ionera 3a janHu, KOMTO TPsAOBa Na GbIAT BKIIOUeHM B Ga3aTa aHHM 3a npoxyKkTuTe Ha ChI03a B
[OIbIIHeHNEe KbM MHPOPMaUsATa, TOCOUeHa B wieH 55, maparpad 2 or Pernament (EC) 2019/6

Wn. NeHanonero

[Torne 3a naHHN Onucanne (Qopmar
3d HaHHN
3. 3a BCMYKM BeTepMHAPHU JIEKAPCTBEHU MPOTYKTU
3.1. Tocrosnen YHUKANHUAT — MgeHTMUKATOP Ha  BerepuHapHusi | CTPyKTypupaHy IaHHM
MICHTUPUKATOP JIeKapCTBeH MPOMyKT B 6a3aTa NaHHU 3a IPOLYKTUTE Ha
Crro3a
3.2. Vnentndukatop Ha npo- | YHMKAnmHMAT — MpeHTMMKATOp  3a  emHaksute | CTPyKTypMpaHM JaHHM
IIyKTa BETEPMHAPHYM JIEKAPCTBEHM MPOIYKTM BBB  BCUUKM
IIbp2KaBUTe UIIeHKM, KOJTO MO3BOJIABA Aa e Ipymypar
BeTepMHAPHUTE JIEKAPCTBEHN MPOIYKTH, PaspeuieHy 1o
TelleHTpaM3Mpanara npouedypa, 1o MNpouenypara 3a
B3QMMHO MpM3HABaHE MM IO MPOUEIypaTa 3a
NOCNeNBAllo  NPU3HABAaHE, WM  YMNTO  KPaTKM
XapaKTePUCTUKM Ha IPOIYKTA ca OUITM XapMOHM3UPAHI.
3.3. CobcrBenyk Ha mporykta | IIpurexarensiT Ha paspelleHMeTo 3a Tbprosusi Ha | KoHTponmpanm naHHM 3a
BETEPUHAPEH JIEKAPCTBEH NMPOIYKT, Ha PETMCTpauMATa | OpraHu3auusaTa
32 XOMeoNaTu4eH BETEPUHAPEH JIEKApCTBEH IIPOMYKT,
Ha BETEPUHAPEH JIEKApPCTBEH IIPOMNYKT, IIOCOYEH B
wien 5, maparpad 6 or Permament (EC) 2019/6 mm
0cBOOOIeH OT pasnopenbure Ha uieHOBe 5—8 OT
Iupekrusa 2001/82/EO B crotBercTBME C uneH 4,
naparpa 2 OT ChIATa IMPEKTHBA, KAKTO € IPUIIOKIMO.
3.4. Craryc Ha paspemennero | CraTyc Ha pa3pelieHMeTO 32 THProBUs Ha BeTepuHapHusa | KoHrpormpany tepMyHu
TIeKapCTBeH POMIYKT.
3.5. Hara Ha m3pbpmBane Ha | [laTata Ha M3BbpLUIBAHE Ha M3MeHeHMe B cTaTyca Ha | [lata
U3MEHEHME B CTaTyCa Ha | PaspeuleHyueTo 3a ThProBys.
PpaspeleHneTo
3.6. Hauun na npunoxenne | Haumnute Ha mpuioxenmue. KonTponpanu TepmMuan
3.7. (apmauestnuna opma | (Dapmaueptiunata dopma Ha go3ata. KonTtponupanu TepmuHn
3.8. Bunose KMBOTHH, 3a BupoBeTe XXMBOTHY, 32 KOMTO € NpeHa3HaueH NponyK- | KoHTpormpany tepMyHu
KOMTO € IpeIHa3HaueH TBT.
IPOIYKTHT
3.9. ATCvet Code BeTepuHapHMAT JIEKApCTBEH aHATOMO-TepaneBTHueH | KoHTpommpanu repMyuHu
KO
3.10. Kapenren cpok KapeHTHMAT cpok 10 BUHOBE KMBOTHM, 0 HaumH Ha | CTpyKTypupaHu  IaHHU
NpWIOXEHUEe M MO XpaHuTeneH npomykr. Camo 3a | wnm, KOraTo ToBa He €
BETEPUHAPHM JIEKAPCTBEHM MPOIYKTH, NPENHA3HAUEHN | BB3MOXKHO II0 OCHOBATENIHM
32 ymorpeba mpM  XKMBOTHM, OTIIEKIAHM 3a | IPUUMHY, CBOGOMIEH TEKCT.
TIPOU3BOIICTBO Ha XPaHIL.
3.11. Howmep B PSMF (') PedepentHuaT HOMep Ha OCHOBHata HOKymeHTauws B | CBOGOmEH TekcT

cycTeMarTa 3a papMakosIornuHa OnurenHoct. ChbXpaHsisa
ce B Gasara maHHm 3a mpomyktute Ha Cbiosa u ce
chollaBa Ha 6azaTa Ha MaHHM 33 apMaKOIOrMYHA
OnurenHoct Ha Cbi03a MOCPEICTBOM MEXIYCUCTEMHNTE
BPB3KM, KAKTO € IIPeMBUIIEHO B wieH 74, maparpad 2 ot
Pernamenr (EC) 2019/6.
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3.12. Msicto Ha cbxpaHeHye Ha | MscToTo B cicTemara 3a papmakonorndHa Ogurensoct, | KoHTpormpanu maHHM 3a
OCHOBHaTa HOKyMEHTa- KBIETO Ce HaMMpa OCHOBHaTa MOKYMEHTalMsl. | OpraHM3aumsTa
uyst 3a papMakonornyHa | CbxpaHsisa ce B 6a3aTa gjaHHM 3a mpomykrute Ha Chbio3a
omurernoct (OLPB) ¥ ce choblIaBa Ha 0a3aTa Ha JaHHM 33 GapMaKonornyHa

OnurenHoct Ha Cbi03a MOCPEICTBOM MEXIYCUCTEMHNTE

BPB3KM, KAKTO € IIPEHBUICHO B wieH /4, maparpad 2 ot

Pernamenrt (EC) 2019/6.

3.13. Ume Ha KIIQB () ViMeTo Ha KBaIMQUIUMPAHOTO e, orroBapswo 3a | CBoGomeH TekcT

dapmakomnornysara bmurenHoct. ChxpaHssa ce B 6azara

[aHHY 3a pofykTuTe Ha Chr03a 1 ce cbobIaBa Ha Ga3ara

MaHHM 3a QapMakonornuHa OpmuTenHocT Ha Cbro3a

TIOCPENICTBOM MEKIyCHCTEMHIUTE BPB3KM, IPEABUICHM B

wiieH 74, maparpad 2 or Perniament (EC) 2019/6.

3.14. Mecrononoxenue na MsicToTo, KbeTO ce Hammpa KBamuQuuupaHoto ymue, | KoHTponupanu maHHY 3a
KBTMQUIMPAHOTO JILE, | OTTOBApsIO 32  (QapMaKoOJOTMYHaTa  OHMTENHOCT. | OpraHm3aiysra
otroBapsiio 3a gapmako- | Cbxpamssa ce B 6azaTa jaHHM 3a mpomykrute Ha Chbio3a
JIOTMYHATa OIUTENTHOCT ¥ ce cboOmaBa Ha 6azata IaHHM 3a (PapMaKOIOTMUHA

OnurenHoct Ha Cbi03a MOCPEICTBOM MEXIyCUCTEMHNTE
BPB3KM, KAKTO € IIPeMBUIEHO B WwieH /4, maparpad 2 ot
Pernamenr (EC) 2019/6.
3.15. Onmcanye Ha onakoBKaTa | Pasmepy Ha omakoBkara. CBobomeH  TekcT  3a
OINMCAHUETO n
CTPYKTypUpaHu JaHHM 3a
pasMepuTe Ha OIaKOBKATa

3.16. TpaseH cTatyc BBBBpB3Ka | Kacuukammsira Ha  BeTepuHapHMTe JleKapcTBeHM | KoHTponmmpaHu TepMuHM

C Pa3npoCTPaHEHNETO TIPOMYKTH: IATIM C€ OTITYCKAT 110 JIEKAPCKO MPEIMCcaHue
WIN He.

4. IpouenypHa uHpOpMALMs BBB BPb3Ka C ITbPBOHAYATTHOTO pa3peleHne

4.1. Bun Ha mpouenypata 3a | Bumbr Ha mpouemypata 3a npenocTaBsHe Ha paspelleHne | KoHTponpanu TepMuHM
TpefocTaBsHe Ha | 3a ThprOBUSL.
paspelueHue

4.2. Homep nanpouenyparasa | Homepsr Ha IbpBOHauaHara npouenypa 3a npenocta- | CTpykTypupanm — OaHHM
TIpefocTaBsHe Ha | BsIHE Ha paspelleHMe 3a ThPTOBML. WM, KOTaTo TOBA He €
paspelueHue Bb3MOZKHO 10 OCHOBATEITHN

TPUYNHY, CBOOOMIEH TEKCT.

4.3. Hara Ha pa3pemennero 3a | [latata, Ha KOATO € IIPEAOCTaBeHO MbPBOTO paspewenye | [lata
THPIoBUs 3a THPIOBMSL.

4.4, HbpKaBa Ha IpeOCTa- IbpxaBa, B KOSTO € NMPENOCTaBEHO paspelleHneTo 3a | KoHTponupaHu TepMuHK
BSIHE Ha Pa3pelIeHNETO TBPrOBUS,  BKIIIOUMTENIHO, aKO €  IPUIIOKIMO,

EBponeiicku cbio3.
4.5, PedepentHa rppkasa ViMero Ha pedepertHaTa mbpxasa wienka. Camo mpu | KoHTpomupanu tepMutm

YJICHKA

MellEHTpaNM3MpaHa Ipouelypa 3a MU3[aBaHe Ha
paspellleHMe 3a THPrOBMS, HA IpOLeEypa 3a B3aUMHO
NpyM3HaBaHe Ha pa3pellleHuss 3a  THProBus IO
HAalMOHAIHATA MPOLlllypa WM 33  MOCIEABALIo
IIPU3HABaHe IO NPOLIEIypaTa 3a B3aUMHO IPU3HABAHE I
TIO Pefia 3a IIPeMIOCTaBsHE Ha pa3pelleHNs 3 ThProBus Mo

IelLleHTPaNM3/paHaTa IpoLenypa.
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4.6.

3acerHaTyt IbpXasu
UIIeHKU

JimeHaTa Ha 3acerHatuTe Ibpxkasy wieHKN. CaMo mpu
NeLeHTpalM3ipaHa Tpouedypa 3a M3[aBaHe Ha
paspeleHne 3a THPIOBMS, Ha MPOLENypa 33 B3aMMHO
IpU3HaBaHe Ha paspelleHMs 3a THPropus IO
HallMOHANIHATA ~TIpOLEAypa MMM 33  MOCTIENBALIO
TIpU3HABaHe 10 NPOLEypaTa 3a B3aUMHO NPU3HABAHE I
110 pefa 3a IPeNOCTaBsHe Ha Pa3pelleHyis 33 THPIoBus 1o
TLIeHTPaIIM3MPaHaTa POLeNypa.

Konrponmpanu tepmyan

4.7.

[IpaBHO ocHOBaHME

TpaBHOTO OCHOBaHMe Ha Pa3peLIeHUETO 38 THPIOBHS, B
TOBA YMCIIO HANPUMEP 3a TEHEPUUHM, XMOPUIHM WMIIN
KOMOMHVPAHN BETEPUHAPHY JIEKAPCTBEHM MPOLYKTH,
3asIBTICHMSI Bb3 OCHOBA Ha MHPOPMIUPAHO ChITIACHE WIN
Ha Ombnmorpadeka CpaBka, KaKTO M paspelieHus 3a
THPIOBIUSL 3 OTPaHMYEH [a3ap M NPY M3KITIOUMTENHN
06CTOSITENCTBA.

KonTponupanu Tepmuan

4.8.

Homep Ha paspemennero

— HoMepbr Ha paspelieHMeTo 3a THPIOBUS 3a
paspelLeHNTe BETePUHAPHI JIEKAPCTBEHM ITPOIYKTH.
HoMepsT Ha perucrpaiysrta 3a perucTpupaHute
XOMEONIATMYHM ~ BETEUHAPHM  JIEKApCTBEHM
TMPOIIYKTIL.

HoMepsT Ha meKiapaumsra 3a BeTepUHApHUTE
JIeKAPCTBEHY [IPOIYKTH, Pa3pellieHyt 3a U3ION3BaHe
B ONpefeieHa [IbpXaBa WieHKA B ChOTBETCTBUE C
wien 5, naparpad 6 or Permamenr (EC) 2019/6
W OCBOOOMIEHM OT pasnopenOmTe Ha WiIeHOBE 5
—8 or [Mupekrusa 2001/82/EO B choTBETCTBHUE C
uiieH 4, naparpad 2 OT cbluaTa NMPEKTHBA, KAKTO €
IPUIIOKIMO.

HomepsT Ha 0moOpeHNeTo 33 MapasneHo Thprysa-
HUTE BETCPUHAPHY JIEKAPCTBEHN IPOIYKTH.

CBoGomeH TeKCT

4.9.

Vnentndukarop Ha

pedepeHTHIS mPOLIyKT

VimeHTnduMKAaTOPST HAa  paspelieHMs — pedepeHTeH
IPOIYKT, aKO NOJIeTo ,[IpaBHO OCHOBaHME" ce OTHACs
33  reHepuuHu, xuOpuoHM WM KOMOMHMpAaHM
BCTCPUHAPHM JIEKAPCTBEHM INPOMYKTH, KAKTO M 3a
3asIBIICHMS Bb3 OCHOBA HA MH(OPMMPAHO ChITIACHE.
Tlpy mapanenHo THPryBaHU BeTepPUHAPHM JIeKAPCTBEHN
IPOIYKTH TOBA € MIEHTUPUKATOPHT Ha BETEPUHAPHUS
JIeKapCTBeH MPOIYKT C OOWI [POM3XON B [bpiKapara
YiIeHKa [0 MECTOHA3HAUEHIE.

Vnentndukarop

4.10.

Vnentudukarop Ha
IIPOJYKTA IO IIPOU3XON

[Ipy mapanenHo THpryBaHy BETEPUHAPHM JIEKAPCTBEHN
IIPOAYKTA TOBA € MACHTUPUKATOPLT HA BETePUHAPHIS
JIeKapCTBEH MPOIYKT C 00LI IPOM3XON B [IbpKaBaTa
4JIeHKa 110 TPOU3XOLL.

Vnentndukarop

Mpouenypua wunpopma
paspelienue (HAR0ARO Ha Opoii, HAli-MAARO 34 6cARA NPOMAHA, 34 ROAMO He

M, CBbpP3aHa C W3MEHEHMATa,

M3BBbPUHIEHN Cl1e[ TPEOOCTaBAHETO Ha

e HeoOxoduma ouera)

5.1.

Vnentudukarop
T0JJABaHETO

Ha

VimeHTHUKATOPST,
IOaBaHe.

TeHepUpaH OT CHUCTeMaTa  3a

CTpyKTypupaHyu JaHHU

5.2.

Howmep Ha mpoueaypara 3a
TIpelocTaBsHe Ha
paspelueHue

HomepbT Ha LeHTpanmusyupaHaTa, AeleHTPaNM3yMpaHara
WM HAaUMOHANHATAa TMpoleaypa 3a M3NaBaHe Ha
pa3peleHne 3a THProBys, Ha MPOLENypPaTa 3a B3aMMHO
NpM3HaBaHe HAa pa3pellleHMs 3a THProBus IO
HalMOHATIHATA ~TIpoueAypa MM 33  MOCIIENBALIO
TpM3HaBaHe IO NPOLEIypaTa 3a B3aMMHO NPU3HABAHE U
110 pefia 3a IIPefloCTaBsHE Ha Pa3pelleHNs 33 THPIoBHUsl 110
TILIeHTPAIIM3MPAaHAaTa IPOLENypa.

CTpykTypupanu  JaHHM
um  cBOGOIEH  TeKCT,
KOTaTo TOBa He € Bb3MOKHO
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5.3. OrtroBopen opran IbpKaBaTa WileHKa ¥ KOMIIETEHTHUAT OPraH. Konrpompanu tepmyan
5.4. Kon 3a kmacuduimpare | Kombr 3a Kimacuduimpare Ha IpOMSHATA. Konrpommpanu tepmyan
Ha IIpOMsHAaTa
5.5. Komenrap BbB Bpb3ka ¢ | KoMeHTap oT coOcTBeHNMKa Ha NMpOMyKTa, BrmcaH kato | CBOOOMEH TEKCT
TI0[IaBaHETO 4acT OT II0JIABAHETO.
5.6. Hara Ha npunarane Hatata Ha mpwiaraHe Ha NPOMsHATa, 3a KoATO He ¢ | lata
HeoOXOmyMa OLIeHKa.
5.7. Hata Ha nonasane Harata Ha nopasaHe, reHepupaHa OT cucremara 3a | Iara
TOfaBaHe.
5.8. Pewenne 3a opobpeHye MM 32 OTXBBPIISHE. Kontponupanu TepmMumn
5.9. Hara Ha pemennero HaTaTta Ha B3eMaHe Ha PEILEHNETO. Ilata
5.10. ABTOp Ha peleHneTo Komnerentaumar opran my KomucusAra, konto ca B3em | Konrpormpany repMyuHn
PpelLeHKeTo.
6. Camo 3a mapanenHo ThPryBaH! BeTepUHaPHU JIeKapCTBEHN NMPOTYKTH
6.1. HuctpubyTop Ha empo B | IuctpubyTopbT Ha empo, KOilTo mocTasst mapaneiHo | KoHTpomupadm maHHM 3a
IbpKaBaTa WIEHKAa IO | TbPIyBaHMS BETEPUHAPEH JIEKApPCTBEH MPOOYKT B | OpraHM3auysATa
IIPOM3XON, II'bpKapara uJieHKa 110 IIPOM3XOL.
6.2. Hucrpubyrop Ha egpo B | uctpubyropbr Ha  €Ipo, KONTO — OCHLIECTBsBA | KOHTpoNmpaHm OaHHM 3a

JbpKaBaTa YJICHKa II0
MECTOHAa3HAUCHME

TmapanelHa THProBUS C BETEPUHAPHUSA J1eKapCTBEH
IIPOIYKT B IbPKaBaTa WIEHKA 110 MECTOHA3HAYCHME.

opranmsanmusara

(") PSMF = OcHOBHa TOKyMEHTALWsl B CUCTeMaTa 32 GpapMaKOIOrnyHa GIMTENHOCT.
() KIIQB = KsanmnuumpaHo nuue, OTroBapAIwo 3a fapMaKoONOrMHaTa OIMTEIHOCT.
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