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MPOBJIEMU IIPABOBOI'O PET'YJIIOBAHHS CITPOIIEHOI PEECTPAILIL
BETEPUHAPHUX MPENAPATIB B YKPAIHI

1. A. Bepe3oscbka, KaHo. 10. HAYK, C. H. C.

[HcTUTyT Mi>KHApPOIHUX BiTHOCHH KHIBCHKOTO HAIlIOHATBHOTO YHIBEPCUTETY
imeni Tapaca llleBuenka,
Byl FO. Innenka, 36/1, m. Kuis, 04119, Ykpaina

Cmammio npucesueno 00CHIONCeHHI0 0COONUBOCMEN NPABOBO2O Pe2YIIO8AHHL CHPOUEHOT
peecmpayii  6emepuHapHuUx npenapamie y ceimiai eapmouizayii 3aKoHooaecmea Ykpainu i3
3akonodaecmeom €C. Biosnaueno, wo y 38’A3Ky 30 CKIAOHICMIO Ni020MOBKU HNOBHO20
PeECmpayitinoco 00Cb€ 6 3AKOHO0ABCMBI 0azamvox KpaiH, 6 momy uucii kpain €epocoro3y
nepeodaueHo HU3Ky MOANCIUBocmel OJisi CNpOuleHoi peecmpayii 6emepuHapHux npenapamis uisixom
no0aui CKOpoYeHo20 nepeiKy Mmamepianie peccmpayitinio2o 00ChHE.

3oiticneno ananiz 6ionosionozo 3akonooascmea €C, 30Kkpema nonodiceHv Jupexmusu
2001/82 wooo cnpowenoi peecmpayii eemepunaprux npenapamis. Buznaueno, wo 6 npasi €C
nepeodayeHo MOJNCIUBICIb NOOAyl HEeNOBHO20 O00CbE ) GUNAOKAX peecmpayii 2eHepudHux du
2IOpUOHUX ~ 8emepUHApHUX npenapamis, 6emepuHapHux npenapamié 3 000pe BUBUEHUM
BEMEPUHAPHUM  3ACTOCYBAHHAM, 6eMEPUHAPHUX npenapamis 3 (HIiKco8anow KOMOIHayiero,
6emepuHapHUx npenapamis, Wo peccmpylomuvcs 3a iHgopmosanoio 3200010. Jloeederno, wjo Ha
CbO20OHI NPasose pe2ynt08anHs maxkoi peecmpayii 6 Yxpaini nompebye 600CKOHANEHHS.

KaouoBi caoBa: EBPOIIEMCBKMI COIO3, BETEPMHAPHI IIPEITAPATH,
I'APMOHIBALIA 3AKOHOJABCTBA, PECCTPALIA BETEPUHAPHUX IIPEITIAPATIB,
CITPOLIEHA PEECTPAILIIA.

CporogHi 0a30BOI0 OCHOBOIO 00Iry (apMaleBTUYHHUX 3ac00iB y OUIBIIOCTI KpaiH CBITY €
HEOOXIJHICTh iX JepkaBHOI peecTpallii, sK 000B’s3KOBa MepelyMOBa JIETAbHOI MMOSIBM Ha PUHKY.
Meroro Takoi peecrtpaiii € HagaHHA BUPOOHWUKOM iH(OpMaIlli, M0 03BOJSE OLIHUTH
CMIBBIAHOIIEHHS KOPUCTH/PU3HK IO KOKHOMY Npenapary Ui BUPILICHHS MUTaHHS Ipo HOro T0MmycK
B 00Ir.

Briepuie 3akoHOaBYa BUMOTa MiATBEPAKEHHS KOMITaHIIMU-BUPOOHUKAMH O€3MeKH IXHbOi
MpOoAYyKIIii 10 i mosiBu y mpoaaxy Oyna npuitasata Koarpecom CILA B 1938 pomi y BianmoBias Ha
MacoBe OTpY€eHHs enikcupoM cynbdaninaminy [1]. [Ipotsrom 20-ro cTONITTS Taka peecTpariis Oyna
3arpoBa/i’KeHa B 3aKOHOABCTBO OLIBIIOCTI KpaiH cBiTy. Hapa3si BoHa nepenbaydae nmogayy 3aiBHUKOM
1 OIIHKY KOMIIETEHTHHUMH OpraHaMH MaTepialiB peecTpalifHOro JO0ChE,  MIATBEPKYIOUHX
e(eKTHUBHICTb, O€3MeKy 1 SIKICTh (papMalleBTUYHHX MpenapartiB K I JIIOAeH, Tak 1 As TBapuH. [Ipu
IIbOMY BUMOT'H JI0 3MICTY 1 JeTani3alii peecTpaliiHuX J10Ch€ B PI3HUX KpaiHax BIPI3HAIOTHCS 5K B
LIJIOMYy, TaK 1 CTOCOBHO DPI3HUX BHIIB Ta THIIB IpernapaTiB. MakcUMallbHO CyBOpl BHUMOTH 0
(bapMarieBTUYHOI POMHUCIIOBOCTI iIOTh B KpaiHax €BpOCOI03y, a TAKOXK 1HIIMX PO3BUHYTUX KpaiHax
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cBiTy. [IpoBeneHHs peectpariii npenapaTiB B HUIX BUMArae BiJi BAPOOHUKIB 3HAYHHUX (PiHAHCOBUX Ta
opraHizamiifHuX pecypciB, a TAKOK TPUBAJIOL IMATOTOBKA HEOOX1THUX JAOCTIHKCHb.

Ha npaktuni Tectu, MOKIIHIYHI 1 KIJIIHIYHI BHIIPOOOBYBAaHHSA, MOB’S3aHI 3 PEECTPALIEIO
BETCpUHAPHUX IIpenapariB, MOTPeOyIOTh BiJ KOMMaHIi-BUPOOHHUKIB MacIITAaOHMX 1HBECTHIIH. Y
3B’S3Ky 3 IIMM, B 3aKOHOJABCTBiI 0araTbOX KpaiH, a TakoX B €BpOCOI03i, mepeadavyaeTbcss HU3KA
MOKJIMBOCTEH CIIPOLIEHOI peecTpallii BeTepUHAPHHUX MpenapaTiB IUILXOM I[0Jadyi CKOPOYEHOTO
NEpeNTiKy MaTepialliB peecTpaIiiiHoro 10Che.

3aKOHOJABCTBO YKpaiHM TakoXK Iependadyae MOXJIMBICTh CHPOIIEHOI  peecTparii
BETCpUHAPHUX IMIperapariB, OJHAK YMOBM Ta MpPAaKTUKAa 1i 3acTOCyBaHHS Ha CHOTOAHI €
HEOJAHO3HAYHUMH Ta HE TIOBHICTIO BIIMOBIIAIOThH MPOBIIHOMY CBITOBOMY JOCBiAy. 3 ypaxyBaHHSM
3MIHM MiJXOMIB /O 3/iMCHEHHS HAI[lOHAIBHUX PEECTPALIWHUX MPOLEAYp, L0 BiOYBaIOTHCS
OCTaHHIM YacoM, 3a3HayeHa TeMa HabyBae OCOOJMBOI aKTyaJbHOCTI AJis 3a0€3MeUeHHs] PO3BUTKY
BITYM3HSHUX IMAMPUEMCTB BeTepHHAPHOI papMarrii.

Y  BITUM3HSHIA  JOKTPUHI MHTAaHHA MPABOBOTO  PEryJIIOBaHHS  (apMaleBTUYHOI
npomucioBocti B €C Ta rapMoHi3amii BiJIOBIJHOTO 3aKOHOJABCTBA YKpalHH TOCIIIKYIOTHCS
MEPEBAXKHO CTOCOBHO T'YMaHHOi MEIUIIMHH, 30KpeMa B poOoTax Takux BuYeHHX 5K 3. [nmamyH,
I. 3ynanenp, O. Ilaceunuk, O. Tepexos, FO. Xom’sxo Ta inmi. [IpakTuyHi acmekTu peectparii
BETEPUHAPHUX TMIpenapaTiB BHUCBITIIOIOTHCS B POOOTaX HAyKOBIIB — (haxiBIiB BeTEpPUHAPHOI
meaunuan: 1. Komrombaca, 1O. Kocenka, /I. SIHoBuya ta inmmx. B To# e yac poOOTH, IPUCBAYCHI
aHaJi3y IpaBOBUX 3acajl peecTpallii BeTepuHApHUX MpernapariB B YKpaiHi, MOKH 1110 BiACYTHI.

Mertoro 1i€i pobOTH € aHami3 OCHOBHHX MpOOJIEeM MPAaBOBOTO PETYNIOBAHHS CIIPOIICHOT
peecTpallii BeTeprHHApHUX MpenapariB B YKpaiHi y CBITIII rapMOHi3allii BITYN3HSIHOTO BETEPUHAPHOTO
3aKOHOJIaBCTBA 13 3aKOHOJIABCTBOM €BPOCOI03Y.

s Vkpainu, ska BHACIIIOK MiAMMCAaHHS YToaM Ipo acomiamito 3 €Bpocorosom [2]
3HAXOJIUTKLCS B IIPOIeci peopMyBaHHS HAI[IOHATLHOTO 3aKOHOAABCTRA [ 3], HA3BHUAHHO BaXKIIMBUM
€ BUBYEHHS JJOCBi1ly €BPOCOIO3Y JAJIsl HOT0 ONTHUMAaIbHOTO BUKOPUCTAHHS.

OCHOBHHMM JIOKyMEHTOM, IO Hapasl peryiroe oO0Ir BETEepUHAPHUX IpenapariB Ha piBHI
€Bpocoro3y, € lupextua €sponelicekoro [lapaamenty Ta Panu npo Konexc CniBroBapucTBa 1010
JKapChKUX 3ac001B i BeTepuHapHoro 3actocyBanHs Ne 2001/82/€C Bin 6 nucronaaa 2001 poky
[4].

BianosigHno no ct.5 HupextuBu 2001/82/€C xoneH BeTepuHapHUM JIKApCHKHUM 3aci0 He
Moyke OyTH po3MillleHHH Ha pUHKY JiepkaBu-uwieHa €C, K10 yTOBHOBaXEHUN OpraH L€l 1epKaBu-
yiieHa €C He BUJaB peecTpalliiiHe MOCBIYEHHS B IOPSIKY, BU3HAaU€HOMY 3akoHoAaBcTBOM €C. Ilpu
IIbOMY €BPOINENUChKE 3aKOHO/IaBCTBO YITKO PETJIAMEHTYE MepeNiK BUMOT 10 CKJIaJaHHs TOKyMEHTIB
peecTpariitHoTro 0ChE, 10 HATAETHCS 3asIBHUKOM.

Bumorn 110 3asiBKM Ha OTpUMaHHS peecTpaLifHOro MOCBITYEHHS Ha BETEPUHAPHI MTpenapaTu
(3MicT peecTpaiiitHoro nocke) Bu3HaueHi B cT.12 JupexktuBu Ne2001/82/€C. 3asBka moBHHHA
BKJIFOUATH BCl aAMIHICTPAaTUBHI BIiJJIOMOCTI Ta HAyKOBY JIOKYMEHTAIlll0, HEOOXiAHYy s
MIITBEPHKEHHS SKOCTi, O€3MeYHOCTI Ta €()EeKTUBHOCTI BIJIMOBITHOTO BETEPHHAPHOTO Tpemapary.
[epenik JOKYMEHTIB, 110 TOJAIOThHCS A0 3asBKHM Bu3HaueHo B Jloxatky I no Jupextusu. Ha monan
20 cTopiHKax IIbOTO JOKYMEHTY JACTAIbHO BUKJIQICHI BUMOTH JI0 3MICTY PEECTPAIlIHHOTO JOChHE.

[ToBHE peecTparliiiHe 10ChE HA BETEPUHAPHUI IpenapaT BKJIIOYA€E Taki 4 YaCTHHH:

- Pes3tome (kopoTka XapakTepHCTHKa Mpernapary, BIAMOBIAHO 10 BUMOT CT. 14 [upextuBu
Ne2001/82/€C);

- Sxicte (PpapmaneBTiuHi ((i3UKO-XiMiyHiI, Ol00riyHI a60 MIKpOOIONOriuH1) JaHi Mpo
aKTHBHO-/11}04Yl PEUOBHHHU Ta MPO KIHIEBUI BeTepUHAPHUI JiKapchKuil 3acid, B T.4. BIIOMOCTI TPO
nporiec BUPOOHUIITBA, HATEKHY BUPOOHHUY IMPAKTHKY, XapaKTEPUCTHKH Ta BIACTUBOCTI, TPOIETypH
Ta BUMOTH JI0 KOHTPOJIIO 3a SIKICTIO, CTa0UIBbHICTIO, @ TAKOXK OMMC CKJIAAy Ta OCTATOYHOTO BUTIISAY
BETEPUHAPHOTO Mpenapary);
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- besneunicTth (B T.4. pe3yabTaTu JOCHIKEHb Ha OE3MEYHICTh Ta HASBHICTH 3aJUIIKIB, a
TaKOXX OIIIHKU MOTECHI[INHUX PU3HUKIB, II0 MOTO CTAHOBUTH JIIKAPCHKUN 3aCi0 JJI1 HABKOJIHUIITHHOTO
CEpEeIOBHUIIA);

- EdexTuBHICTh (B T.4. hapMaKosioris, pe3yabTaTd JOKIIHIYHUX Ta KIIIHIYHUX JOCIIKEHb;
HaJIe)KHA KIIIHIYHA MPAKTHKA).

[Ipy w©poMy MoOAaya TMOBHOTO [JOChE€ 1 MPOBEIACHHS BCHOrO 00CATY JOCTIIKEHb
nepeadavyaeThCsl JIMIIE I HOBHX a00 «OpHUTiHAIBHUX» IpEnapaTiB, B TOH Yac sSK Ui pEIITH
npernapariB nepedayaeTbcsi HU3Ka MOXKIIMBOCTEH CIIPOIIEHOT peecTpallii BeTepuHAPHUX MpEnapariB
[UIIXOM I0/Ia4i CKOPOUYEHOTO MEepelliKy MarepiaiiB peecTpaiiHOrO OChe (HEMOBHOTO JIOCHE),
30KpeMa, y BHMAaJKaX TIEeHEpUYHUX YW TIOpUIHMX BETEPUHAPHUX IIpernapariB, BETEPUHAPHHUX
npernapariB 3 100pe BHBUEHHUM BETEPHHAPHMM 3aCTOCYBaHHSM, BETEPHHAPHUX IpenapariB 3
(hikcoBaHOIO KOMOIHAIIIEI0, BETEpUHAPHUX IIPEMApaTiB, 110 PEECTPYIOTHCS 32 1HPOPMOBAHOIO 3T0/I00
(ct.13, 13a, 13b, 13c Aupektusn).

JIupekTrBa 4YiTKO 3aKpIIUTIOE MEXaHI3M peeCcTpallii nmpernapaTtiB-reHepukiB. Tak, BiIIOBITHO
1o c1.13 JIupeKTHBH TeHEPHK BETEPUHAPHOIO JIKAPCHKOTO 3ac00y PO3MIIIYETHCS HA PHUHKY, HE
MEHIIIe, HIXK Yepe3 AeCsSITh POKIB MiCIis MEPIIOi peecTpallii eTaloHHOro 3aco0y (Ta 13 pokiB y BUMAIKy
BETEPHHAPHUX JIKAPCHKUX 3ac00iB uisi pubw, Ok abo IHIIWX BHIIB TBapWH, BU3HAYCHHUX
Kowmiciero €C).

B 1iii ke cTarTi 3aKpiIUICHO BU3HAYCHHS TOHATTS «TCHEPUK BETCPUHAPHOIO JIIKAPCHKOTO
3ac00y», MiJl AKUM PO3YMIIOTh JIKapChbKUi 3aci0, IKUW Ma€e TaKui e SKICHUN Ta KUTbKICHUNA CKIIaJ
aKTHUBHOJIIOYMX PEYOBHH Ta TaKy X JIKApChKy (popmy, 10 i eTaJoHHUH JIIKapChKuii 3aci0, Ta HOTo
010€KBIBAJICHTHICTh 3 €TAJIOHHUM JIIKAPCHKUM 3aCO00M JIOBEJICHA BIIIMOBIIHUMH JOCIIKEHHSIMU
6iomocrymraOcTi. Coui, edipu, ckiagHi edipu, i30MepH, CyMillli i30MepiB, KOMIUIEKCH a00 MOXiTHI
AKTUBHOIIOYHX PEUOBUH BBKAIOTHCSA TAKOK CAMOIO aKTHUBHOIII0YOI0 PEYOBHHOIO, OKPIM BHUIAKIB,
KOJI BOHM 3HAYHO BiJPi3HAIOTHCS 32 BJIACTUBOCTSAMH, O€3IEUHICTIO Ta/a00 e(heKTUBHICTIO. Y TaKMX
BUIIAJKaX, 3asSBHUK TMOBUHEH HAJaTH JIOAATKOBY iH(OpMAaIlil0 3 METOI JOBEIEHHS Oe3Me4YHOCTI
Ta/ab0 M1€BOCTI PI3HUX COJIeH, CKIaAHUX edipiB ad0 MOXITHUX 3apEeECTPOBAHOI AKTHUBHOIIOUOT
PEUOBHHI».

[Tpu ubomy B myHkT1 1 crarti 13 Hupexktuu €C 3a3Haua€eTHC, 1O «...3asBHUK HE TOBUHEH
HaJaBaTH pe3yJbTaTH JAOCHTI[DKEHh Ha OE3MEYHICTh Ta HAsABHICTh 3AIUIIKIB ab0 pe3ynbTaTu
JOKJTIHIYHUX 1 KJIHIYHUX JTOCTIIKEHb, SIKIO BIH MOKE JIOBECTH, 110 JIIKAPCHKUH 3aci0 € TEHEPHUKOM
€TaJIOHHOTO JIIKapChKOro 3aco0y, KW Mae J103BU1 Ha BUKOpucTaHHA B [lepxkasi-uneni €C abo y
CriibHOTI BIAMOBIIHO A0 CTaTTI 5 HE MEHIIIE BOCBMH POKIBY.

3a3HayeHi MOJIOKEHHs BUCBITIIIOIOTH CYTh 3ampoBajpkeHoro B €C miaxoay 10 peecTparii
npenapariB - TeHEPHKIB, 110 Tiepeadayae, 3 0JHOTO OOKY, 3aXUCT €TaJOHHOTO MperapaTy Ha mepioj
He MeHIe 10 pokiB, a 3 IHIIOTO — CIPOIILYye MOPSI0K peecTpauii mpenapaTiB - T€HEpUKIB Micis
3aKiHUEHHSI 3a3HAYCHOTO MEePi0/Ty 3aXHCTYy.

BinnoBigHo 10 cydacHOi MIXHApOJHOI MPAaKTUKH, «iJ€abHUI» TeHepUK MOBMHEH MAaTH
aHaJIOT1YH1 OpUTIHAIILHOMY IpenapaTy e(eKTUBHICTb 1 0e3leKy IpH NpoBeACHHI (papMakoTeparlii,
TOOTO OYyTH OJJHAKOBUM B TeparneBTUUHOMY IutaHi [5]. Perynsropni opranu (BcecBiTHst opranizartis
OXOpPOHH 3/10pOB’ s, €Bporelicbke areHTCTBO 3 Jikapcbkux 3aco0iB (EMEA), Yrpasninus 3 Harasay
3a SIKICTIO Xap4yOBUX MPOAYKTIB 1 JiKapchkux 3aco0iB (FDA)) BBakatoTh JOBEACHOIO TEPANIeBTUYHY
€KBIBAJIGHTHICTh  Tpernapary, sKIo oOIpyHTOoBaHa (apmaleBTHUYHAa  E€KBIBAICHTHICTh /
aJIbTEPHATUBHICTH 1 IPOBEJICHO OHE 3 JIOCIIJKEHb!

- BH3HaueHHS 010€KBIBAJIEHTHOCTI (OPIBHSAJIbHE (PapMaKOKIHETUYHE JIOCIIHKEHHS);

- TIOPIBHSUTbHE JOCHIKEHHS (papMaKOIUHAMIKH;

- TOPIBHSUIbHI KJIHIYHI BUIPOOYBaHHS;

- TEeCT pO34MHEHHs IN Vitro.

[Topsimok TpOBEACHHST TaKUX OCTIKEHb B €BPOIEHCHKOMY 3aKOHOIABCTBI TAaKOX UiTKO
BPETYJbOBAHO 3aBJSIKM MPUUHATTIO CHeliadbHUX HacTaHOB. Cepesl 1HIIOro, OKPEMO BU3HAYAIOTHCS
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BUMAJIKH, B SKUX BU3HAUCHHS O10€KBIBAJICHTHOCTI HE nepeadayeHo, 30KpemMa MpH BUTOTOBJICHHI
PO3YMHIB U1l TTAPEHTEPAILHOTO BBEICHHS, Ta3iB, JIKAPChKUX 3aC00IB MICIIEBOT [ii, IHTATALIHHKX,
Ha3aJIbHUX CTIPEIB y (hopMi BOJHHUX PO3UUHIB, ByITHUX Ta OYHUX BOJHUX PO3UHHIB, BOAHUX PO3UHHIB
IUIsl PEKTaIbHOT0 a00 BariHaJIbHOI'O 3aCTOCYBaHHS.

PerynaropHi BAMOTH CTOCOBHO IPENapariB 31 «CTApUMU» MOJIEKYJIaMH JeIO 1HIIT, OCKITBKU
Ul LMX THUIIB BETEPUHAPHUX IpernapaTiB MPOBOIUTHCS MEHIIMM IUKJI PO3POOKH IOPIBHSIHO
3 IHHOBALIHHUMHU Ta TCHEPUYHUMH JIIKAPCHKUMH TipenapaTamu. Jlokasu ix eeKTUBHOCTI 0a3yroThCs
MEPEBAXHO HAa JAaHUX JITEPATypHUX JDKEpES Ta JOCBIAY 3aCTOCYBaHHS B KIIHIYHIA MPaKTHIN
MPOTITOM KUJIbKOX JecATUpiub [5].

3okpema, B 11. 1 crarTi 13a Jupektuu €C Ne2001/82 3a3HayaeThCs, MO «... BiJl 3assBHUKA HE
BUMAraloTh HaJaHHSA pe3yJbTaTiB JOCHI[KeHb Ha OE3MeYHICTh Ta HAsBHICTh 3aJHIIKIB a00
pe3yabTaTiB JOKIIHIYHUX a00 KIHIYHUX JOCIIKEHbB, KO BiH MOKE JJOBECTH, 110 aKTUBHI (J1it041)
PEUOBHHU BETEPHUHAPHOTO JIIKAPCHKOTO 3aco0y mepeOyBalid y HalaroHKEHOMY BETEPUHAPHOMY
BUKOpHUCTaHHI y CrinbHOTI HEe MeHIe 10 pokiB, Oyiu BU3HAHI €()EKTUBHUMU 1 TAKUMH, [0 MAOTh
NPUAHATHANA piBE€Hb OE3MEYHOCTI BIAMOBIAHO A0 yMOB, BcTaHoBieHux y MHomarky 1. V takomy
BUII/IKY 3asBHUK 3000B’A3aHUI HaJJaTH BIJNIOBIIHY HAYKOBY JIITEPATYPY».

CrieriaibHUMH  TIOJI0KEHHAMU CT. 13D Ta 13C JlupekTuBH BCTAHOBIIOETHCS MOPSIOK
CIPOIIEHOT BETEPUHAPHUX IpernapartiB 3 (PikCOBaHO KOMOIHAIlIEID Ta BETEPUHAPHUX IperapaTis,
0 PEECTPYIOTHCSA 32 IHPOPMOBAHOIO 3T0JI0F0.

Cnix TOKpecnWTH, M0 BiANOBIAHO g0 mnpuitHATO KabiHeTom MiHICTpiB YKpaiHu
Bceoxormrorouoi crparerii immiemenTamii ['masu IV Yrogu mpo acomiamiro dupextua 2001/82
Majia OyTH IMIUIEMEHTOBaHa B YKPaiHChKE 3aKOHOIaBCTBO Bixke mpotsirom 2018 poky [6]. Onnaxk,
craHoM Ha cepenuHy 2019 poky TaKy iMIUIEMEHTAIIi0 BCe IIe He OyI0 31iHCHEHO.

Bapro Bi3HauMTH, 1110 IPOTATOM OCTaHHIX POKIB B camoMy €BporneiicbkoMmy Coro31 TpuBaja
MiArOTOBKA /10 pe)OpMHU 3aKOHOJABCTBA PO BETEpUHAPHI Mpenaparu. SIK BiqoMo, 10Ci cTaHAapTH
iX BUpOOHMIITBA TaM OyJIM aHAJIOTIYHUMH 31 CTaHAApTaMH BUPOOHHUIITBA JIIKAPCHKUX MpEenapariB Jis
moneil. OgHak, 3 ypaxyBaHHSIM HU3KM apryMEHTIB CTOCOBHO CYTTEBUX BIJIMIHHOCTEH MIXK LIUMHU
rpynamu npenapartiB, 30Kpema I10J10 CIIOCO0iB BXKMBAHHS JIIOJICBKUX Ta BETEpUHAPHUX Mpenaparis,
a TakoXX y 3B’SI3KYy 13 CIaJOM Yy PO3BUTKY BETEpHUHApHOI (papMarlii MpOTArOM OCTAHHIX POKIB B
€BpOCco1031 BUHUKIM aKTUBHI JUCKYCIi MPO HEOOX1IHICTh MOCIAa0JIEHHs! CTaHapTiB BUPOOHUIITBA
BETIIpenapaTiB.

Bpeurri micist yotupbox pokis neperosopiB 11 rpyans 2018 poky €sponelicekuii [TapaamenT
ta Paga cxBammin Pernament Ne 2019/6 mono BeTepuHapHUX JIKapChbKUX 3ac001B Ta CKacyBaHHS
Hupextusu 2001/82 €C [7]. IlepenbauaeThbcsi, M0 MICHS 3aKiHYEHHS TPUPIYHOTO TEPEXiTHOTO
nepiofy Leld JOKYMEHT Ma€ BCTYyNUTU B cuiy 3 28 ciuHs 2022 poky. PersameHT oxoruitoe Bci
HanpsMKHU 31HCHEHHS peecTpallii BeTepuHapHUX npenapatriB y Coro3i - SK Ha IEHTPai30BaHOMY
COI0O3HOMY, TaK - 1 Ha HalllOHAJIbHOMY PIBHI.

Sk 1 unnHa [upextuBa 2001/82, HoBuii PermameHT 30epirae MOXJIUBICTb CHPOIIEHOI
peectparii. 30kpeMa, Horo po3aun 5 mictuth OcoOMMBI BUMOTH 10 T€HEPUYHHX, TIOpUIHUX 1
KOMOIHOBaHMX BETEpHUHAPHHMX IMPENapariB, a TaKOX 3aiBOK Ha OCHOBI 1H(QOPMOBAHOI 3rojau i
010morpadgiyHIX JaHUX.

Binnosinno o mpeamOynu, npuilHATTS PernameHty mae Ha MeTi 30UIBIIUTH KUTBKICTh
1HHOBAIlM y ranmysi, 3a0e3MeUnuTH JOCTYMHICTh BETEPUHAPHUX MpPErapariB LUISIXOM CIPOLICHHS
PEryJasSTOPHOTO THUCKY Ta aJMIHICTPaTUBHOI'O HABAaHTa)KEHHS Ta 30UIBIIUTH KOHKYPEHLIIO Y
(bapMarieBTHUYHO-BETEpPHHAPHOMY CeKTOpi. KpiM TOTO, KIIFOYOBMM 3aBIaHHSM IHOTO JTOKYMEHTY €
MOCUJICHHSI YUHHOTO 3aKoHOAaBcTBa €C 111010 MPOTUMIKPOOHOI PE3UCTEHTHOCTI.

[TpoBenenuii aHai3 CBIAYUTH PO HASIBHICTH AETAIBLHOTO MPABOI0 perjaMeHTyBaHHs Ha PiBHI
€C peecTpanifHuX TpoIeyp, HANIPAaBIEHUX Ha 30epekeHHs OanaHcy Mik 3a0e3MedeHHsIM O0e3MeKu
1 eeKTUBHOCTI BETEPUHAPHUX IpenapariB Ta MOXIUBOCTEH ISl PO3BUTKY (hapMalieBTUYHOTO
BHUPOOHMIITBA.
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AHaJIi3yl041 CTaH MPaBOBOT'O PETyJIOBAHHS BKAa3aHUX MUTAaHb B YKpaiHi, BApTO BiI3HAYNTH,
110 Ha CbOTOJIHI IIPABOBI OCHOBU peecTpallii BeTepUHAPHUX IMpernapaTiB B YKpaiHl BU3ZHAYAIOTHCS
3akonom «IIpo BerepuHapHy MmeauiuHy» (cT.63-65) [8]. 3Bokpema, 3rimHo 3 m.3 cr. 63 mis
3/iliCHEHHs JIepKaBHOI peecTpalii 10 OmHOro 3 yrmoBHoBaxeHHX Jlemapramentom® nepikaBHEX
HAyKOBO-JOCTITHUX KOHTPOJBHUX IHCTUTYTIB TOJAEThCS 3asiBA Pa3oM 3  BIAMOBIIHUMHU
CYIIPOBIIHUMHU JIOKYMEHTaMH, Iepelik SKux Bu3Hauae JlemaprameHt. [lonoxeHHS mpo Jep>kaBHY
peecTparlito BeTepruHapHUX IpenapartiB yctaHoBioe Kabdiner MinicTpiB Ykpainu.

be3nocepenHbo cripolieHiit peecTpailii MpucBsUeHa OKpeMa CT.64 3a3HaueHOTo 3aKOHY, sKa
nepeabavae, M0 A OKPEMHX BETEpUHAPHUX MpenapaTiB MOXKE 3alpoBaPKyBaTUCS Jep)KaBHA
peecTpariis 3a CHPOIICHOI0 TPOLEAYPOIO.

[TyaktomM 2 cT.64 YTOUYHIOETHCS, IO CHPOIICHA PEECTPAIlisi 3aCTOCOBYETHCS OO
npenapariB, SKi € «3HAa4YHUM YHHOM CXOXKHMH, MICTATH PIBHY KUIBKICTh OJIHAKOBO JIIFOYHX
cyOcTaHIiil B OHIM 1 Tiil camiil popmi, pe3ynbTaTH BIATIOBIAHUX JOCIIIKEHD SKHUX IiITBEPKYIOTh
iX 1IEHTUYHICTH 1010 010I0CTYIMHOCTI Ta 010€KBIBAJIEHTHOCTI, @ TAKOX Te, 110 1X TepaneBTUYHUIMA
BIUIMB € I10 CYTi OJJHAKOBHM 3 TE€PAIeBTUYHHM BIUIMBOM NMATEHTOBAHUX IpEMapariB (IperapariB-
OpeHiB), 3apeecTpOBaHUX B YKpaiHi Ta B IHIIKUX KpaiHaX, a TAKOX II0JI0 MpernapaTiB, BU3HAYCHUX
JlemapTaMeHTOM SK TaKi, 10 MalOTh OJTHAKOBI KPUTEPIT ISl peecTpariin.

[Ipu upomy 3akoH MOKIana€ (QYHKIIO 3IHCHEHHS OI[HKU (EKCHEePTHU3HM) MOXKIMBOCTI
peecTpalii BeTepUHApHUX TpenapaTiB 3a CIPOIICHOI Mpoueayporo Ha HarioHanbHe areHTCTBO
BETEPUHAPHUX TMpenapariB Ta KOPMOBHUX J100aBok abo HarioHanbHE areHTCTBO BETEPUHAPHHX
iMyHOOI0JIOTIYHUX TpeTapariB, HaJAl04X Ha 11€ CTPOK MpoTsAroM 90 QHIB micist OTpUMaHHS TOBHOTO
KOMIUIEKTY pEECTpalliiHUX JOKYMEHTIB Ta MpOBeACHHA BiAnoBinHOI omatu (m.4 c1.64 3V «llIpo
BeTepUHApHY MenuuHy»). [Ipu iboMy BU3Ha4YeHO, 0 JlenapTaMeHT BU3HAUAE MOPSIOK Ta MEPETIiK
JOKYMEHTIB, SIKi OJIAl0ThCA JJI1 OTPUMAHHS PILICHHS PO MPOLEAYPY CHPOIIeHO1 peecTpaltii (1.5
c1.64 3Y «lIpo BerepuHapHy MeauiuHy») [8].

3aTBepKeHe Ha BUKOHAHHS BUMOT CT. 63 3akoHy noctaHoBoto Kabinery MinicTpiB Ykpainu
BiJ 21 nmuctomnana 2007 p. N 1349 [TonoxeHHs po JepKaBHY peecTpallilo BETepUHApHUX MpenapaTiB
neramizarii [9].

SIK B1IOMO, OCHOBHHMM CII€Liali30BaHUM MiJJ3aKOHHUM aKTOM, 1110 nounHarouu 3 2008 poky
peryioe mopsaoK (GpopMyBaHHS PEECTPAIlifHOTO JOChE Uil BETEpUHAPHUX mpemnapatiB, € Haka3z
Jlep>kaBHOTO KOMITETy BeTepuHapHOl MeauuuHu Ykpainu Nel33 Big 14.07.2008 poxy «IIpo
3aTBEpKEHHS (OpM 3asB, MEpeiKy MaTepiayliB PEECTPAIITHOTO JIOChE Ta TMOPSAIKY HOTro
dbopmyBanus» [10]. Haka3 BcTaHOBIIOE mMepenik MarepianiB PEeCTPAllifHOTO OChE i BCIX
3araJbHMUX BUJIB BETEpUHAPHUX IMpENapaTiB, OKPIM THUX, BUMOTH Ha SIKl PEryIIOI0THCS 0COOINBUM
YMHOM: Ha BETEpHUHApHI IMYHOOIONOTiYHI NMpenapaTH, HAa TOTOBI KOPMM JUIs HEMpPOAYKTUBHHX
TBAapUH, a TAKOX Ha MPEMIKCH 1 KOPMOBI J100aBKHU. BiAMOBIIHO 10 HOro MOJOXKEHb peecTpalliiiHe
JOChE Ha 3arajbHi BETEPUHAPHI IpernapaTh CKIaJaeTbcs 3 4YOTUPbOX wvacTuH: YactuHa [
AnminictpatuBHa; Yactuna II. XimiuHa, ¢papmarieBTHuHa 1 O1osoriuHa qokyMeHTanis; Yacrtuna I1I.
JIOKyMeHTallis, 0 MiATBEpKye OE3MEeUHICTh Ta JOMYCTUMHUI piBEHb 3aJMILIKIB Ipernapary B
npoaykTax TBapuHHUIITBA;, YactuHa [V. JlokniHIgHA 1 KIiHIYHA JOKYMEHTAITIS.

Bapro Bim3Hauntu, mo nependaueHa Hakazom Nel33 crpykrTypa peecTpaliifHOro J0Che i
MepeNTiK TOKYMEHTIB, [0 MAlOTh O HHOTO BXOJUTH B IIJIOMY BiJIMIOBI/Ia€ CTaHAApTaM, IO JiIOTh B
€BporneiicbkoMmy Coro3i BianoigHo 10 ymoB Jupexktusu 2001/82. OgHak, Mo cyTi MM HaKa3oM
nepe0avyeHo MoIaHHs MOBHOTO KOMIUIEKTY JOKYMEHTAIlli 3 yciMa MOXJIMBUMH BUJaMH HEOOX1JHUX
JOCIIJKeHb, TOOTO MOBHOTO PEECTPALIIMHOrO J0Che 0e3 MKOAHOTO 3rajlyBaHHS MPO MOXKIHBICTh
CIPOIIEHOT peecTpallii HUIAXOM M0Aaul CKOPOUEHOTO PEECTPALIIHOTO J10CHE.

¥y 3p’s3ky 3 peopramizamiero Hapasi nepenbadeni 3akoHOM (QyHKUii JenapTamMeHTy TOKIaJeHo Ha
JlepKIIpoaCTIORUBCITY KOy — IPUM. aBTOpa.

421



BUCHOBKMH

1. TakuM 4MHOM, IO CYTI HA CbOTOJHI JIFOUYUM 3aKOHOAABCTBOM YKpaiHM INependadaeThes
MOJKJIMBICTB CIIPOIICHOT peecTpallii BeTepuHApHUX IpenapaTiB JIUIIE y ABOX BHUIAIKaX.

Ilo-nepiie, CTOCOBHO TeHepMuHMX npenapariB!! mpu yMmMoBi HagBHHX JOCHimKeHb iX
IICHTHYHOCTI 00 O010IOCTYIMHOCTI Ta Oi10E€KBIBAJICHTHOCTI 3 OpPHTIHAJIBHUMH IpenapaTaMu
BH3HAYCHUMHU B 3aKOHI 5K «rpenapatu-operan» (4.1 m.2. ct.64 3Y «lIpo BeTepuHapHY MEAUITTHY ).
BincyTHiCTh y YMHHOMY 3aKOHOJABCTBI YITKOTO BHM3HAYEHHS HEOOXITHHX TEPMIHIB, BUMOT JO
MPOBEACHHS TMepea0aYeHnX AOCTiHKeHh Ta OQOPMIICHHS BIIMOBIIHOT MOKyMEHTAIlll, a TaKOX
He3MlICHEeHHsT AuQepeHIianii MK pI3HUMH BHJAMHU BETEpPUHAPHUX IMpernapariB (30kpema, 3a
TBapUHAMM TIPU3HAYEHHS, BHUJAMH JIIOYMX PEYOBHMH Ta (OpPMOIO mpernapaTiB) € ICTOTHOIO
MPOTAIMHOI0 B IPABOBOMY PETYyJIOBAaHHI, 10 HETaTHBHO BIUIMBA€ HAa JisUIbHICTH BUPOOHHUKIB
BETEpUHAPHUX IIpENapariB Ta HE CIPUSAE MPO30POCTI peecTpauiiHux mnpoueayp. O4eBHIHO, IO
HasiBHA [TPaBOBA HOPMa BUMAarae BJIOCKOHAJICHHS.

[To-npyre, cTocOBHO mpemapariB, BH3HAUEHHX KOMIIETEHTHMM Yy c¢epl BETepHHAPHHUX
IpernapaTiB OpraHoM sIK Taki, 110 MalOTh OJJHAKOBI KpuTepii s peectpanii (4.1 m.2. cr.64 3Y «lIpo
BETEpUHApHY MeAMLUHY»). OfHAK, 3 MOMEHTY NPUHHATTSA BIAMOBIJHOI 3aKOHOJABUOi HOPMU 1 10
TENepilIHbOTO Yacy BiAMOBIAHI HOPMATHUBHI aKTH KOMIIETEHTHUM OPTraHOM HE PO3pPO0JICHO.

2. 3 ypaxyBaHHSM BiJCYTHOCTI Ha CHOTOJHIIIHIA JIeHb Oy[b-SKHX IHIIUX JIOKYMEHTIB,
MPUMHITUX Ha BUKOHAHHA ¢T.63-64 3V «lIpo BeTepuHapHy MEAULIMHY» MOKEMO CTBEPIKYBATH PO
ICHYBaHHs CYTTE€BHMX IPOTaJMH B IIPABOBOMY PETYJIOBAaHHI CHPOILEHOI peecTpallii BeTepuHapHUX
IIpernaparis.

3. Xoua B 3arajbHUX pHcax yKpaiHChbKa cHCTEMa peecTpallii BeTIpenapariB HabIMKkeHa 10
€BPONEHCHKOI, OJIHAK PIBEHBb MPABOBOTO PETYIIIOBaHHS Takoi peectparii B €C € 3HAYHO BHIIUM.
[Tomanpiia rapmoHizaliisi noTpedye yxBaJleHHsS HEOOXIJHUX HalliOHAJIBHUX IMPABOBHX AaKTiB, IO
peryaioloTh 00Ir BETEpUHAPHHUX MpENapariB Ta BIOCKOHAJICHHS ICHYIOUMX I1HCTUTYLIHHHUX
MexaHi3MiB. BpaxoByrounm oOMexeHicTh pecypciB (hapMBUPOOHHKIB y BETEPHUHAPHOMY CEKTOpi
MOPIBHSIHO 3 TyMaHHOIO (apmalli€ro, caMe JIMIIE MiABUIIECHHS PEryJlaTOpHUX BHMOI JI0 PIBHA
3akoHojaBcTBa €C, 0e3 BpaxyBaHHsS HasBHUX B HbOMY CIpOIIEHb 1 IEpeBar, a Takox 0e3
KOMIUIEKCHOTO BHpILIEHHS MpobjeM o0iry BeTHpemnapaTiB B YKpaiHi (BWIIYYEHHS 3 PUHKY
HE3apeeCTPOBAHUX INpenapaTiB, 3a00pOHM BUKOPUCTAHHS Yy TBAapUHHUITBI (apMalleBTUUHUX
cyOcCTaHIIi# TOII0) MpU3BE/IE 10 3HULICHHS BITUM3HSIHOI BETEpUHAPHOI (papMalieBTUUHOT 1HAYCTPIi.

4. 3okpema, noTpedye HarajabHOrO BPETYJIIOBAHHS MUTAaHHS BU3HAYEHHS BMUIAJKIB, y SKHX
MO>KJIMBE MPOBEACHHS JIEP>KaBHOI peecTpallii BeTepUHApHUX IperapariB Ha MIJCTaBl JaHUX HAsIBHOL
HAYKOBO{ JliTepaTypH 6€3 J0AaTKOBOTO HaJlaHHs 3asBHUKAMH PE3yJIbTaTiB BIACHUX JOCIIIKEHb Ha
HasBHICTb 3JIMILIKIB aKTUBHO JIF0YHX PEUOBHH.

5. AZIeKBaTHOTO BPETYJIOBaHHS NOTPEOYIOTh 1 BUMOTH JI0 3/11iICHEHHS 010KBIBaJIEHTHOCTI Ta
0100CTYIHOCT] 1 MIIXOAM A0 IepepeecTpalii BKe MPOTArOM TPUBAJIOTO Yacy 3apeecTpOBAHHUX
BeTepUHApHUX npemnapatis. [Ipu iboMy Mae OyTu 3HaIEHO OalaHC MK HEOOX1HICTIO 3a0€3MeUnTH
BUCOKY SKICTb, €(eKTHUBHICTh 1 O€3meKy MNpoIyKiii Ta 30epeKeHHSM MOKJIMBOCTI AiSITBHOCTI
JerajJbHUX BITYU3HAHUX BUPOOHMKIB BETEPUHAPHUX IIpenaparis.

Xoua B Tekcri cT.64 3Y «IIpo BeTepuHAPHY MEIUIMHY» LIEH TEPMIH HE 3rajJyeThCs, aje 3MICT Horo
B 3araJibHUX PHCax BiAIOBiAa€ MOHSITTIO «I'€HEpUKay, Bu3HaueHoro JupextuBoro 2001/82 — mpum. aBTopa.
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PROBLEMS OF LEGAL REGULATION OF THE SIMPLIFIED REGISTRATION
OF VETERINARY MEDICINAL PRODUCTS IN UKRAINE

I. A. Berezovska

Institute of International Relations of the Kyiv National Taras Shevchenko University,
36/1, Y. lllyenko st., Kyiv, 04119, Ukraine

SUMMARY

The article is devoted to the legal regulation study of simplified registration of veterinary
medicinal products in the light of harmonization of Ukrainian legislation with EU legislation. It is
noted that due to complexity of preparing a complete registration dossier, legislation of many
countries, including EU countries have a number of possibilities for simplified registration of
veterinary medicines by submitting a shortened list of registration dossier materials.

The analysis of the relevant EU legislation has been carried out, in particular the provisions
of Directive 2001/82/EC of the European Parliament related to simplified registration of veterinary
medicines. It is determined that the EU law provides for the possibility of incomplete dossier
submission in cases of registration of generic or hybrid veterinary medicinal products, veterinary
medicinal products with well-studied veterinary use, veterinary medicines with a fixed combination,
and veterinary medicinal products, that are registered with informed consent.

It is noted that as a result of EU-Ukraine Association Agreement signing a new stage in the
development of Ukrainian legislation regarding the turnover of veterinary medicinal products has
begun, which is characterized by the increased impact of EU law on the legal regulation of this
industry. It is proved that today legal regulation of simplified registration in Ukraine needs to be
updated. Although Ukrainian system of veterinary medicinal products registration in general is
similar to European system, level of legal regulation in EU is much higher.Further harmonization of
veterinary legislation in Ukraine requires adoption of essential legal acts for regulation of veterinary
medicines’ trade and improvement of existing institutional mechanisms. At the same time, a balance
between high quality, efficiency and safety of products with guaranteed business opportunities for
legal manufacturers of veterinary medicinal products must be established.

Keywords: EUROPEAN UNION, VETERINARY MEDICINAL PRODUCTS,
HARMONIZATION OF LEGISLATION, REGISTRATION OF VETERINARY MEDICINES,
SIMPLIFIED REGISTRATION.

MMPOBJIEMBI TIPABOBOT'O PETYJINPOBAHUS YITPOIIEHHOM PETUCTPAIIUN
BETEPUHAPHBIX ITPEITAPATOB B YKPAUHE

U. A. bepe3zosckas

HNHCcTUTYT MEXTYyHApOIHBIX OTHOIIEHU KNEeBCKOro HalMmoOHAJIBHOTO YHUBEPCUTETA
nMmenu Tapaca IlleBueHko,
yi1. 0. Unbenko, 36/1, r. Kues, 04119, Ykpauna

AHHOTALONA

CraThsi IOCBSIIIEHA UCCIIEOBAHUIO 0COOEHHOCTEH MPaBOBOTO PETYIMPOBAHUS YIIPOLICHHOM
perucTpalnyy BeTEpUHAPHBIX MPENapaToB B CBETE€ apMOHHU3ALMU 3aKOHOJATENbCTBA YKpPAWHBI C
3akoHoaarenscTBoM EC.

OTMedeHo, YTO B CBA3HM CO CJIOKHOCTBIO MOJTOTOBKHU MOJHOTO PETHCTPALIMOHHOTO JJOChE B
3aKOHOJAATEIBCTBE MHOTUX CTPaH, B TOM YHUCIIe cTpaH EBpocoro3a penycMOTpeEH psii BO3MOKHOCTEN
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JUTSl YIIPOIIEHHOW PErucTpalliyi BETEPUHAPHBIX MPENapaToB MyTEM M01a4u COKPAIIEHHOTO NEePEeUHs
MaTepUajIoB PETUCTPALIMOHHOTO JIOChE.

Ocyl1iecTBIIEH aHaIu3 COOTBETCTBYIONIETO 3akoHoAaTeNbcTBa EC, B 4aCTHOCTH MOJIOKEHUHN
JupektuBsl 2001/82 kacaromuxcsi YIPOIIEHHOW PETUCTpallid BETEPUHAPHBIX TPENapaToB.
Ompeneneno, uto B npase EC npegycMoTpeHa BO3MOKHOCTD MOJa4M HETIOJHOTO JJOChE B CIydasix
perucTpallii TEeHEPUYECKHX WM TUOPUIHBIX BETEPUHAPHBIX IIPENapaTtoB, BETEPUHAPHBIX
MpenapaToB ¢ XOPOIIO M3YyYEHHBIM BETEPUHAPHBIM MPUMEHEHUEM, BETEPUHAPHBIX IPENapaToB C
¢bukcupoBaHHOW  KOMOWHaIUEll,  BETEPUHAPHBIX  MpENapaTroB,  PErHUCTPUPYEMBIX IO
nH()OPMHUPOBAHHOMY coryiacuio. J[oka3aHO, 4YTO CETrOAHsS TPaBOBOE PETYJIUPOBAHUE TaKOH
peructpanuu B YKpauHe HyK/1aeTcsl B COBEpIICHCTBOBAHUU.

KaoueBbie ciaoa: EBPOIIEMCKHII CONO3, BETEPUMHAPHBIE IIPEITAPATHI,
I'’APMOHU3ALIUA 3AKOHOJATEJIbCTBA, PETUCTPALIA BETEPUHAPHBIX
[TPETIAPATOB, YIIPOILLIEHHAS PETUCTPALIMAL.
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