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Ha Ne BIJT

Jlep;kaBHA peryJsiTopHa
ciay:k0a YKpainu

MiHicTepCcTBO OXOPOHH 37I0POB’ YKpaiHU HAJCHIIa€ HA PO3TJISLL MMPOEKT HAaKa3y

MinictepcTBa 0XOpoHH 370poB’st  Ykpainu «lIIpo

3aTBepkeHHsa  [lopsaky
ceptudikaiii SKOCTI JIKapChKUX

3ac00iB  JII  MDKHApOJHOI TOPTiBIl  Ta

MIATBEPAXKEHHS 111 aKTUBHUX (DapMalleBTUYHUX 1HTPEIIEHTIB, IO EKCIIOPTYIOTHCS»

Ta MaTepiaJ'II/I A0 HbOTI'O, Ta IIPOCUTDL IIOT'OAUTH Horo y H&ﬁKOpOTHIi TepMiHI/I.

Jlonatku (B €IEKTPOHHOMY BUTJISIAI):

1. ITpo€exT aKkTa Ta 1OJaTKU /10 HHOTO (Ha 33 apk.).
2. IloscHioBanbpHAa 3anmucka (Ha 5 apk.).

3. AHai3 peryasiTopHOro BIUIMBY (Ha 17 apk.).
4. Tame (1 apk.).

3acrynuuk MiHicTpa 3 nMTaHb
€BPOINEiCHLKOI IHTerpamii Oaexcanap KOMAPIIA

Harans TAXTAVJIOBA (044) 422 55 80
Tanna PAJIKEBUY (044) 200 06 85
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MIHICTEPCTBO OXOPOHM 3/I0POB’S YKPATHI
HAKA3

Kuis Ne

IIpo 3aTeepmxenns Ilopsaaxy cepTudikanii sixocti mikapchkmx 3acofiB s
Mi’KHAPOAHOI TOPriBai Ta MTBEPIKEHHS NSl AKTHBHAX (apManeBTHIHNX
iHrpeieHTiB, 110 EKCIOPTYHOTHC

Bigmosinmo o crateii 11, 13, 14, 18 3axony Yrpainu «IIpo mikapchki 3aco6my,
mignynkTy 1, 2, ab3amiB JMBagIsTh APYroro, ABANIATH II'STOTO, COPOK I’ SITOTO
mignyskry 12 nynkry 4, myakty 8 IonoxeHHs mpo MiHicTepcTBO 0XOPOHH 3710pOB’ s
VkpaiHu, 3aTBepkeHoro nocranosoro Kadinery Minictpis Vxpainu Big 25 6epesns
2015 poxy Ne 267 (y penaxuii mocranoeu Kabinery Minictpis Vkpainu Bix 24 ciums
2020 poxy Ne 90), mynkris 1 Ta 4 ITonoxerus npo depxkasHy cuyx6y Ykpaian 3
JIiKapChKUX 3ac00iB Ta KOHTPOIIO 32 HAPKOTHKAMH, 3aTBEPIYKEHOT'O IIOCTAHOBOIO
Kabirery MiHicTpiB Ykpainu Big 12 cepmus 2015 poxy Ne 647, 3 MeTor0 361IbIIeHHS
€KCIIOPTY BITUM3HIAHUX JKApCHKUX 3aC00iB

HAKA3YIO:

1. 3arBepauru  Ilopsmox ceprudikarmii sSKOCTI JIKapCchKUX 3aco0iB  JUIf
MDKHAPOZHOI TOPTiBNi Ta IIATBEPIUKCHHS U AaKTHBHUX  (DapMarleBTHYHUX
IHTPENi€HTIB, MO EKCIIOPTYIOTHCH, IO AOHACTELCH.

2. BusHaTH TakwM, IO BTIPAaTHB YMHHICTH, Haka3 MiHICTEpCTBA OXOpOHM
3gpopos’st Ykpaiuu Bix 07 rpyams 2012 poxy Ne 1008 «IIpo 3atBepmxents Ilopsaaky
ceprubikanii gKOCTI JiKapchKUX 3aco0iB 11 MDKHApOXHOI TOpriem Ta
MIATBEPIKEHHA 1711 aKTUBHUX (DapMalleBTHIHHX iHTPEIi€HTIB, 0 EKCIIOPTYIOTHCSY,
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3apeccTpoBarmit B MiHictepetsi roctunii Yipaimm 28 rpymms 2012 poky 3a
Ne 2218/22530.

3. lupexropatry  dapmanenTuunoro 3aGesmeuenns  (3amsoprmx I C.) B
YCTaHOBIECHOMY IODAAKY 3a0€3MeYnTH IIOJNAHHA IBOTO HAKA3y HA JEpKABHY

peectpaniro 1o Minicrepcra rocTHIil Yipainn.

4, KOHTPOHB 34 BUKOHaHHAM ObOT'0 HAaKa3y 3aJIMHIAK0 3a c00010.

5. Ileii HaKa3 HaOMpae 9MHHOCTI 3 THs fforo ohilifHOTo OMy6ITiKyBaHI.

MinicTp ﬂ/&i/‘/ Bikrop JSAIIKO



3ATBEPI)XEHO
Haxa3 MinicTepcTBa 0X0opoHU
3I0pOB’s YKpaiau

Ne

IHOPAJOK
ceprudikanii sxocti dikapceKuX 3aco6iB Ui MixkEapoaHoi Toprisii Ta
MiATBEPIKEHNS I AKTHBHUX (apMaleBTHYHUX iHrpeaicHTIB, 1Mo
eKCNOPTYIThCS

I. 3arananui mosro:xennst

1. Tle#t Tlopsinox Bu3Hawae IpoUeRypy cepTUdiKamii AKOCTi JKApCHKUX
33c00iB M1 MIKHAPOAHOI  TOpTiBimi, MIATBEPIKCHHS IS aKTUBHHUX
(apManeBTUYHIX {HIPERIEHTIB, MO EKCIIOPTYIOTHCS.

2. Iett Iopsanox pospobieno BixmoBinHo Ko 3akony Ykpainm «IIpo mikapchki
3acobm», Ilomoxemms mpo MiHICTEPCTBO OXOpOHH  3mOpoB’s  YkpaiHu,
3aTBep/KeHoro ImocranoBoro Kabimery MinictpiB Vkpainm Binm 25 6Gepesns
2015 poxy Ne267 (y penmaknii mocraHoBu KaGimery MinictpiB Vkpaiuu
Bif 24 ciaus 2020 poky Ne 90), TTonoxerrs mpo epskasHy ciyx6y Yipainu 3
JTKApCBKUX 3ac00iB Ta KOHTPOIIO 3a HAPKOTHKAMH, 3aTBEPKEHOTO MOCTAHOBOIO
Kabinery MinictpiB Vkpaiam Bixm 12 cepmus 2015 poxy Ne 647, mocranoBu
KaGinery MinicTpis Vkpaiau Bin 28 xoBTHs 2004 poxy Ne 1419 «Jlesxi 3axomm
o0 3a0e3lEYCHHA AKOCTI JIKAPChKMX 3aco0iB», 3 ypaxyBaHHAM BHMOT
Hupextusu 2001/83/€C Esponeiicekoro IlTapmamenty Ta Pagu €Bpomeiicbkoro
Corosy Bin 06 mucronana 2001 poky «IIpo Kozeke crilbHOTH BiTHOCHO MiKapChKUX
IPENapaTis, NPU3HAYEHUX [ CIOKMBAHHA IFOABMH» (31 3Mimamm) (mami —
HupektuBa 2001/83/€C), Hupextusu Komicii 2003/94/€C Bim 08 xostHI 2003
POKY, 5IKa BCTAHOBIIIOE IIPMHITUIINA 1 MPaBHIIa HAJIEXXHOI BUPOOHUIOT IPAKTUKH IIOI0
NKapCHKUX 3ac00iB, MPU3HAYEHNX JULT 3aCTOCYBAHHS IIFOUHOI0, Ta JOCIIKYBAHAX
JKapCBKUX 3ac00iB, MPU3HAYEHMX UI1 3aCTOCYBAHHS IFOAMHOK Ta AOKYMEHTIB




BeecBiTHROI opramizanii oxoponu 31opoB’s (mani — BOO3) (WHO TRS Ne 823,
1992, TRS Ne 863, 1996, TRS Ne 908, 2003). ‘

3.IMeit Ilopsmok MOMMPIOETECA Ha yCiX Cy6’eKTiB TroOCmOaprOBAHHSA
HE3aJIEXKHO BIN iX (GopM BmacHOCTI 1 MiAMOPAIKYBAHHSA, sAKi MAOThH JHICH3II Ha
BUPOOHUITBO JIIKapCHKUX 3ac00iB B YKpaiHi, a TAKOXK 0Ci0, YIOBHOBAXKEHIX HUMHY,
B YCTaHOBJIEHOMY 3aKOHOZABCTBOM TIOPSIKY.

4. Ceprudikamis sgKoCTi JKapChKHX 3ac00iB Uil MiKHAPOIHOI TOPriBIi
3MIACHIOETECA 3 METOI0 CTBOPEHHS HAJIEKHHUX YMOB IS €KCIOPTY BiTUM3HSIHUX
JIKapChKHUX 3ac00iB MIIIXOM MiATBEP/LKEHHS BiMOBIIHOCTI IXHLOI SKOCTI T4 YMOB
iX BUpOOHHMIITBA YHMHHIM B YKpaiHi BUMOTaM HAJIEKHOI BUPOOHWYOI IPaKTHKH, SKi
eKBIBJICHTHI BUMOTaM HalleXXHOI BUPOOGHUYO] pakTHKU €Bporeiickkoro Coro3y.

5.1linTBEpIKEeHHS JUI1 aKTHUBHHUX (hapMaleBTHYHMX iHIPENi€HTIB, IO
EKCIIOPTYIOTECH, 3AIHCHIOETECSA 3 METOI0 CTBOPEHHS HANCKHUX YMOB I EKCIIOPTY
BITYM3HAHMX aKTHBHUX (apMalleBTUYHHX iHrpenienTis no €sporneiicskoro Comosy
Ta iHIIUX KpaiH AT TiKapChKUX 3aC00iB, MPU3HAUCHUX I CIIOKUBAHHA JIOIUHOIO,
BimoBiaHO 10 crarti 46b(2)(b) dupexrusu 2001/83/€C mumsxoM miaTBepAKeHHS
BiJIIIOBIAHOCTI iXHBOI SAKOCTi T2 YMOB iX BUPOOHHITBA YAHHUM B YKpPaiHi BUMOTraM
HAJIEXKHOI BUPOOHMYOI PAKTHKY, SAKi €KBIBaJIEHTHI BUMOTaM HAJIEKHOI BUPOOHIUOT
mpakTUKH €Bpornelicbkoro Coro3y.

6. CepTudikanis SIKOCTi NIKapCbKUX 3aco0iB A MDKHApPOXHOI TOPriBdi Ta
MiATBEPKCHHAS 711 AKTUBHNUX (hapMaIleBTHIHAX iHTPEi€HTIB, [0 EKCIIOPTYIOThCS,
3aifcHIoEThCA JlepKiikcIy:k00k0 BiIIOBIIHO MO 3asBY 3asiBHUKA Ha JOGPOBIIBHUX
3acajax.

7. 3rizno 3 muM Ilopsanxom Jdepximikeny:x6a BUaae Taki JOKYMEHTH:
ceprudikaT ITKapceKOro 3aco0y 3a (opMOr0, HABEAEHOW B HOJaTKy 1 10
nporo Ilopsnky (BumaeThes Ha OkpeMy KpaiHy-iMmopTepa abo Ha JeKiIbKa KpaiH-
IMITOpTEPIB 3TiHO 3 MOJAHOIO 3a4BOI0, B MEXaX OJJHOTO CepTHU(IKANIHOIO JOCKE);
3adBy IPO JINEeH31MHUM cTaryc mikapcekoro (-ux) 3aco0y (-iB) (mami — 3agBa
Tpo JileH31MHNH cTaTyc) 3a GopMOI0, HABEAEHOIO B IOAATKY 2 /10 1koro Ilopsauky;
IiTBEP/KEHHS AN aKIMBHUX  (apMaleBTHYHUX  IHTPENicHTiB, 10
eKCIIOPTYIOThCA 10 €Bponeiicekoro Corosy (€C) Ta iHmMX KpaiH, A TKapCHKUX
3ac00iB, IPU3HAYCHUX IJI CIIOKMBAHHS JIIOAWHOIO BiANoBimHO 1o crarri 46b(2)(b)
Hupextusu 2001/83/€C (mami — migTBep/UKEHHS I aKTUBHUX (DapMalleBTHUHIX
IHTpENI€HTIB, MO EKCIIOPTYIOTHCS) 3a (HOPMOIO, HABEACHOK B HOMATKY 3 HO LHLOTO
ITopanky (BumacThCcd Ha OKpeMy KpaiHy-immoprepa abo Ha Jekimbka KpaiH-
iMIIOpTEpiB 3riZHO 3 MOJAHOK 3a4BOIO0, B MEKaX OJHOTO cepTudikaniifHoro 1ocke);



ceprudikar cepii mikapcekoro 3aco0y (MICTHTH JaHi PO OKpeMy cepiro
nikapcekoro 3aco0y). CeprudikaT cepii iikapchkoro 3acoby MoKe BHIaBATHCH
Hepxmnikcryx600, Hampukian, I BaKI{H, CHPOBATOK Ta IHIMNX OiOJOTiYHHX
nixapchkux 3aco6iB. [l meoro Hepsximikemyx0a 3aiticHioe 1abopaTopHuii aHami3 1X
AKOCTI IMUISXOM HANpPaBICHHS BimiOpaHuMX 3paskiB JIKapchKHMX 3aco0iB 10
YIOBHOBaXeHOI TabopaTopii, sKa Ipoiila rary3eBy atecramnito JlepKiIikcryx6oro
BigmoBinHo 10 Ilopsaaxy nposeneHHA ramy3eBol atecranii 1a6opaTopiif 3 KOHTPOITIO
AKOCTi Ta Ge3mekw IKapchKHX 3aco0iB, 3aTBEpIDKEHOTO HakasoM MimicTepcrpa
OXOPOHU 3710pOB’st Ykpainu Bix 14 ciums 2004 poky Ne 10, 3apeectpoBasoro y
Minicrepersi roctunii Ykpaiau 30 ciurs 2004 poxy 3a Ne 130/8729. Ceprudikar
cepii, Bunanuit JepKIiKciryx6010, TOTAETHCS IO KOKHOI cepii TiKapchkoro 3acoby.

8. ¥V upomy Ilopanky TepMiHHE BXXUBAIOTHCS Y TAKOMY 3HAYEHH]:

BUPOOHUK JIKApCHKUX 3ac00iB — CyO’€KT roCIOmaproBaHHsd, SKWil 3IiMCHIOE
xoya 6 OmMH i3 eramiB BHPOOHMIITBA JIiIKAPCHKUX 3acO0iB Ta Mae JIIEHRIIO Ha
BHUPOOHUIITBO JMKAPCHLKIUX 3aC00iB;

3a4Ba IPO IINEH3IMHWH CTAaTyC JKapchKOro 3aco0y — MOKYMEHT, BHIAHHI
Hepxmikcryx60l0 3adBHUKY, SKMH MiITBEpIpKye, IO IIKapChKui 3aci6 €
3apeECTPOBAHUM Ta MA€ peecTpaliiHe MOCBIMUYEHHS B YKpaiHi;

3a4BHUK — BIIACHUK PEECTPaliiiHOrO MOCBimMYCHHA Ta/abo mineHsii Ha
BUPOOHMITBO IKapchKoro 3aco0y B VYkpaiui, skuit momae no JepKuikcmyxOm
0co0ucTO abo dYepe3 YMOBHOBAXEHOTO HHMM IIPE[CTaBHUKA 3asiBYy NPO BHAAdY
ceprudikara Iikapcskoro 3aco0y /3asBH Hpo JileH3ifHHWM cTarTyc/ ceprudikxara
cepii JIKapCBKOrO 3acoOy/IiATBEp/KEHHS M aKTHBHUX (PapMalleBTUYHHX
IHrpefieHTIB, MO EKCHOPTYIOTHCS Ta SKWil BIANIOBiZa€ 3a MOCTOBIPHICTE HAaHOI
iH(popMarii Ta JOKyMEHTIB;

METOAM KOHTPOM0 skocTi (Jami — MKSI) — 3aTBepkeHa B yCTaHOBICHOMY
HOPSAAKY HOPMAaTHBHA JOKYMEHTAIlisl, AKa BH3HAYA€ METOIWKHM KOHTPOJIIO SKOCTI
JiKapChKUX 3aC001B, YCTAHOBIIIOE SIKiCHI i KiTbKiCHI HOKA3HUKH JIKApCHKOro 3ac00y
Ta iX JOMyCTMMI MeEXi, BUMOTH IO YIAaKOBKH, MapKyBaHHS, YMOB 30epiraHud,
TPAHCIOPTYBaHH, TEPMIHY IPUAATHOCTI, II0 OYNH 3aTBEPIUKEHI MpH AepiKaBHIiM
peecTpauii (epepeecTpallii) TiKapchKoro 3acoby;

HalexHa BUpoOHUUa mpaktuka (Good Manufacturing Practice, gami — GMP) —
JacTUHA VIPAaBIiHHA SKICTIO, fAKa TapanTye, IO JiKapchbKi 3aco0M MOCTIHHO
BUPOOIIIIOThCS 1  KOHTPONIOIOTHCA BIAMOBIHO JO CTaHIAPTIB AKOCTi, AKI
BIATIOBialOTh IX NMPHU3HAYCHHIO, & TaKOX BiANIOBITHO JO BUMOT PEECTPAIUHOrO
JOCBE, TOCHE IOCIIHKYBAHOTO JIKapChKOTO 3acO0y UIA KINHIYHMX BUIPOOYBaHb
abo cenudixarrii Ha IO TPOAYKIIIFO;

IiATBEPIKEHHS U1 aKTUBHUX  (DapMaleBTUYHHUX  IHIPEMI€HTIB, IO
EKCIOpTYIThea A0 €Bpormelickkoro Corozy (€C) Ta iHmMMX KpaiH IS TKapChKUX
3ac00iB, IPU3HAYCHUX IS CIIOKUBAHHS JIOMHOIO, BiAIOBIAHO 10 cTarTi 46b(2)(b)
HupextuBu 2001/83/€C (mami — migTBepIPKEHHSA A aKTHBHUX (hapMarieBTHIHUX



IHrpeIieHTiB, IO EKCIOPTYIOThCA) — IOKYMEHT, BumaHuM Jlepirikciryx06oto
3aABHUKY, SKHMH 3aCBITIY€ BIANOBIAHICTE BUPOOHUIITBA aKTUBHUX (apMaIleBTHIHUX
1HTpEi€HTIB, IO PO3TAIOBAHE HA TEPUTOPL YKpalHU, YNHHUM B YKpaiHi BUMOTaM
GMP, sxi exsiBanenTHi BuMoramM GMP €C;

TIPEICTABHUK 3asBHUKA (HMPEACTABHUK, IO 3HAXOAWTHECA B VYKpaiHi Ta
BUCTYIIA€ Bijl iMEHI 3asBHMKA) — IopUauIHA abo ¢izndHa ocola, sKa Jie Ha MifcTaBi
BIJIIIOBIAHOTO IOPYYECHHA (IOBIPEHOCTi), y SKOMY 3asBHUKOM HAJaHO IIPaBo
IPENCTAaBIATH HOTO -iHTEpeCH NpH IIPOBEIEHHI Ipoueayp cepTudikamii sxocTi
JKapChKHUX 3aCO0iB I MIKHAPOAHOI TOPriBIL Ta HMiATBEPIKEHHS JJII aKTUBHUX
(hapMaIleBTHUHUX IHTPEIIEHTIB, IO EKCIIOPTYIOTHCS;

cepis JKapchKoro 3aco0y — BH3HAUeHa KUIBKICTh BUXITHOI CHPOBUHH,
MaKyBaJbHUX MaTepianiB abo mpoAykuii, mo miggaeTses o0pobui B oxHOMY ab0 B
PO MOCHIMOBHUX TEXHOJOTiWHMX MpoIlecax TaKuM YHHOM, OI0 MOXKHA
PO3paxOBYBAaTH HA OJHOPITHICTE MPOIYKIIII.

JIns 3aBepiIcHHS MEIKUX €TalliB BUPOOHMIITBA iHOII HEOOXiNHO PO3IIIUATH
cepii Ha TEBHY KUIBKICTh MiAcepiil, sKi Mmi3HilIe 00’€THYIOTh I OIepKaHHS
0CTaToOYHOI OgHOPIMHOT cepii. ¥V pasi Oe3mepepBHOro BUPOOHUIITBA Cepil BiAmOBiae
TICBHA YacTHHA BUPOOISHOI MPOIYKIIii, 0 XapaKTePU3yETHC OTHOPIAHICTIO.

[Tpu xoHTpONi TOTOBOI MPOAYKINI BBAXKAETHCS, IO JO cepii T'OTOBOTO
TKapChKOTO 3aco0y HajexaTh BCi OIMHMIN JaHOI JIKapchkoi (opmMu, SKi
BUTOTOBJICHI 3 OJHIi€] BHUXiAHOI KUIBKOCTI Marepialy i Nmpodnum Ty caMmy Cepiro
BUpOOHMYMX omepauif abo omepariro 3i crepuiizamii, abo mpu Oe3ynuHHOMY
TEXHOJIOTIYHOMY IIPOIIECi BCI OJUHMUIII, BUTOTORJIEHI y el IPOMIXOK 4acys;

cepTudikaT Jikapchbkoro 3aco0y — NOKYMEHT, Bumanumit Jlepkmikxcmyx06oro
3aBHUKY JJI1 KOMIIETCHTHOTO OpraHy KpaiHH-iMIiopTepa Ui Horo iMHOpTyBaHHS
Ta MPOIAXKY;

ceptudikar  cepii  Jikapcekoro  3aco0y —  JOKYMEHT, BHIaHUH
Jepximikcnyx0010 TICiis MOBHOTO SKICHOTO Ta KIUIBKICHOTO aHami3y UL BCiX
JII0YMX PEYOBHH Ta iHIIHUX BiNIOBIIHUX i{HTPEAi€HTIB JJISA rapaHTii TOT0, IO SAKICTh
JTiKapChKUX 3ac00iB BiAMOBia€ BCIM BUMOTaM peecTpamiifHoro gocbe. CepTudikat
cepii JIiKapCLKoro 3ac00y Mae 3acBidyBaTH, IO cepisd BiAIOBifae crenudikamisam
Ta BUpOOJICHA BIiOIOBITHO IO peecTpalliiiHoro Aoche; y cepThdikaTi MaioTs OyTH
HaBeIcHI MeTanbHi crermdikaii Ha JTikapchbkuif 3aci0, MOCHIaHHSI Ha aHATITHYHI
METOJIM, OTPUMaHi pe3ybTaTH aHaliTHYHIX BHIPOOYBaHb, a TAaKOXK 3asBa IIPO Te,
IO IPOTOKOJIH BUPOOHUIITBA, TAKYBAHHS T4 KOHTPOJIO SKOCTI cepil NeperiiHyTo, a
TaKOK MiITBEPKEHO BiAnoBigHicTh BUMoraM GMP;

cepTrikariifine JOChe — KOMIUIEKT JOKYMEHTIB Ha JIKapChKUH 3aci0, A €
HeoOximuuM Mg Bugayi 3riguo 3 muM [opsakom ceprrdikaTa Iikapchkoro 3aco0y,
3a5BU MPO JIIEH3IHHWIA cTaTyc JiKapchKoro 3aco0y, cepTudikaTta cepii MKapChKOTo
3aco0y, MATBEp/DKEHHS U1 aKTUBHEX (hapMalleBTUYHMX 1HTPENIEHTIR, IO
EKCIIOPTYIOTHCS;



crienikaris — nepenik BUNpoOyBaHb, MOCHIAHD HA aHATITHYHI METOAUKH Ta
KpHUTEPiiB MPUIHATHOCTI, MO SBIAIOTH COOOKH YHMCIOBI MeXi, iHTEpBanM 4M iHII
KpUTEPIi AT BiIOBITHUX BUMTPOOYBAHb.

[HIIi TEpPMiHU BKUBAKOTECS Y 3HAYCHHAX, HABEACHHUK y 3akoni Ykpainu «IIpo
MKapChKi 3200 Ta iHMINX HOPMATHBHO-IIPABOBHX aKTax.

IL. ETamm npoBenenns ceprudikanii stkocti JikapcbKux 3aco6iB 115
MIizKHApOXHOI TOPriBJI Ta MiATBePI:KEHHS /I AKTHBHUX dpapmaneBTUYHUX
InrpenienTis, 110 EKCNOPTYIOTHCH

1. Ceprudikamis SKOCTi JTiKapchKUX 3aco0iB [Uisi MiKHAPONHOI TOpPriBIi Ta
HiATBEPIUKEHHS [ aKTHBHIX (hapMalleBTHYHUX {HTPEi€HTIB, IO eKCIOPTYIOTHCH,
3AIACHIOETECA JepAKITiKCIyK0050 NIIIXOM IPOBEACHHS EKCIEPTU3H 3agBH IO
BUIaYy  cepTudikata  JiKapcekoro  3aco0y/3asBH  Tpo  IrileH3idHWMi
craryc/cepTudikata cepil JikapchKoro 3acoOy/HmiATBEp/KEHHS I aKTHBHHX
(apMareBTHYHMX IHTPEIi€HTIB, IO EKCIOPTYIOThCA (mami — 3asgBa), 3rigHO 3
gonatkoM 4 mo neoro Ilopsaky Ta IOKyMEHTIB, 3TiIHO 3 MEPEIiKOM, BU3HAYCHUM
IyHKTOM 3 NLOro po3ainy (mam — cepTudikauifine IOCbE), Ta MPOBENECHHS
1a60paToOpHOTO aHamsy AKOCTI JIKapChKHUX 3ac0o0iB y BHIIAAKaX, Nepef0aueHux
M [opsnkom.

2. Ilponiemypa cepTudikarii BKIFOYAE TaKi €TAIIN:

nomanHs  po  Jepxmikenyx6u  3asBum  Ta  cepTHUdiKamiFHOrO  OCHE,
IEepeN0aveHoro IYHKTOM 3 IHOTO PO3MIAY, Ta 33 HEOOXiZHOCTI NHCHMOBE
3BEPHECHHA 3asBHHUKA INOJO BiNOOpy 3paskiB y HoBiNbHIM dopmi (v pasi momanns
3a4BH [IPO BUIATy cepTUdikaTa cepii IKapchKoro 3aco0y);

EKCIIEpPTH3a IMOoNaHOi 3asgBH, O(GOPMIECHOI 3TiMHO 3 JOAATKOM 4 10 IBOIO
ITopsanxy, ceprudikamiiiHoro Kocke Ta 3a HEOOXiTHOCTI BHMAaYa HAIMPABICHHS Ha
BIZOIp 3pa3KiB A JIAOOPATOPHOTO aHAIIRY;

BiOip 3pa3KiB Ta 3MiliCHEHHS JabOpaTOPHOTO KOHTPOIIO Y BUIMAIKax,
nepeabageHnx M [opsukom;

obopMiIeHHS Ta BUIada ceprudikaTa Jikapchkoro 3acoly, abo 3asBU IIPO
mHeH3IHHUN cratyc, abo ceprudikara cepii JIiKapCLKoro 3acoly, abo
IiATBEPDKEHHA I aKTHUBHHUX (bapMaueBTHqHHX IHTpEeMiEHTIB, 10 CKCHOPTYIOTBC}I
abo iHpopMyBaHHS 3asBHUKA IIPO BiIMOBY V BHIAYi.

3. 3agBa, odopmieHa 3rigHO 3 HOAATKOM 4 1o 1BOro IIOpsAmKy, mOmacThes
3aBHUKOM a00 NpENCTaBHHKOM 3aiBHUKA. [lo 3asBu momaerbest cepThdikariiine
JIOChE, SKE CKIANAETHCS 3 TAKUX JOKYMEHTIR:

1) xomis inen3ii Ha BUPOOHHUIITBO JIIKAPCHKUX 3aC00IB, 3aCBiUeHa 3aIBHUKOM
a00 MpeACTaBHUKOM 3asBHUKA (TIOJAETHCS ISl BAPOOHUYIMX HiITBHULD PE3HICHTIB);



2) xomis peecTpallifHOro IOCBiNYEHHA Ha JIKapchKuil 3acib, 3acBimueHa
3asBHUKOM a00 IPeACTaBHUKOM 3asIBHUKA (32 HAIBHOCTI);

3) 3acBimueHa 3ajABHUKOM ab0 NPEICTABHHKOM 3asiBHUKA KOIMis ceprudikara
BiAMOBIMHOCTI BuUMoraMm GMP Ta/abo BHCHOBKY MIONO  MiATBEPIKCHHS
BiamoBifHOCTI BUMoraM GMP (y Tomy uwwmcmi mmst nposykuii «in bulky), Bumasoro
Hepxiikcayx0050 3riIHO 3 3aKOHOAABCTBOM YKpaiHW;

4) TexHiuHE pe3toMe, GopMa SIKOTo HaBeAeHa B JOAATKY 5 10 mboro ITopsnky,
3aCBITICHOTO 3assBHUKOM a00 TPEACTaBHUKOM 3asIBHHKA;

5) IoBifka IPO Pe3yNbTaTH IEPEeBIpOK, MPOBEIACHUX OpTaHAMH IEPKaBHOTO
KOHTpOIItO, (hopMa sxoi HaBeleHa y nomatky 7 mo meoro Ilopsaky. CTpok Mix
IaTOIO MOJAHHS 3asiBH Ta JaTOO CKIIAIaHHA JOBIIKU HE MIOBUHEH IepeBUIyBatu 30
KaJICHJIAPHUX THIB;

6) IoBifKa PO AKICTH JIKaPCHKUX 3aco0iB, MO BHPOOIAIOTHCI, hopMa SKOI
HaBejieHa y poxaTtky 6 go mporo Ilopsaky. CTpok Mik JaToro MOJaHHS 3asdBU Ta
JIaTOFO CKJIaJIaHHS JOBIJIKY He TTOBMHEH TepeBUnTyBaTi 30 KaJleHIapHUX JIHIB;

7) obopMieHa B YCTAaHOBICHOMY 3aKOHOHABCTBOM TOPSIKY MJOBIPEHICTH
BIIACHUKA PEECTPAIifHOrO IOCBIAYEHHS Ha IIKAapCHKUU 3acid Ha OTpHUMaHHS
cepTudikara Jikapcbkoro 3aco0y, abo 3adBu 1mpo miNeH3iHHUE craryc, abo
ceptudikata cepii mikapchkoro 3aco0y, abo TiXTBEpIKEHHS M aAKTUBHUX
(apManeBTUYHHUX IHTPENI€HTIB, MO €KCIOPTYIOTHCS (MOJAETHCS, KO 3asBHUK HE
€ BIIACHUKOM PEECTPALITHOTO TTOCBIAUEHH);

8) 3acBigueHa 3adBHUKOM a00 NpeACTaBHMKOM 3asgBHUKA komis MKS Ha
JikapchbKuit 3acid (moAaeThes TPH TIOAAHHI 3asBH TIPO BHIady cepThbikara cepii
JKapcBKOTO 3ac00Y);

9) 3acBimueHa 3ajdBHUKOM KOIliA cepTudikara cepii Ha NiKapChKHi 3acid,
BHAAHOTO BUPOOHUKOM (IIOJAEThCA NPH IIOJIaHHI 3asABU NPO BUAAdy cepTudikata
cepii JikapchKoro 3acoly);

10) 3acBigUeHa B YCTAaHOBIIEHOMY IIOPSIKY KOIIisl CBiOUTBA IPO PEECTPAIIO
3HaKa I TOBapiB 1 MOCIYT B YKpaiHi (32 HAIBHOCTI).

JlokymeHTH, 3a3HaueHi B MAOyHKTax | Ta 3 I[bOrO ITyHKTY, MOAAIOTHCA JUIA
KOXKHOI'0 BHpOOHWKA, 3a3HAYCHOI'O B PEECTpAIlifHOMY ITOCBIUEHH] Ha JIKApCHKUN
3acif.



HoxymMmeHTH, 3a3Ha49eH] B NiAMYHKTaX 4 Ta 7 IOT0 MYHKTY, MOJAKTLEC TIIBKH
IUIA 3apEECTPOBAHNX B YKpaiHi TiKapChKUX 3aCO0IB.

V pasi, K0 y CKIafi TKapChKOro 3aco0y, o 3allaHOBAHHI [0 peecTparlii B
KpaiHi-iMroprepi, € gesAki BiIMIHHOCTI Bifl CKIagy JiKapcekoro 3acofy, IO
3apeecTpOBaHuil B YKpaiHi, peecTpalliiiHe IIOCBi[4CHHS MOBMHHO OYTH IOJAHO
3a4BHHKOM 10 3asdBH Ta 3a3HA4YCHO y BiamoBimHill rpadi 3aseu mpo HassHi
BIAMIHHOCTI BiJ{ IIFOYOTO B YKpaiHi PeeCTPaIiiiHOro HOCBi JUeHHs.

4.3asBa Ta KOMIIIEKT JOKYMEHTIB 10 Hel MOXYyTh OyTH IOJaHi HapodHO,
HOINTOBUM BiJIPaBIICHHAM ab0 — 3a HasBHOCTI 3aMpOBa/IKEHOTO EIEKTPOHHOIO
noprainy Ha odiniiHOMy BeOcaiTi Jepiikciry0u — B €IeKTPOHHOMY BHTJISI

3asgBa Ta MOKYMEHTH, SKi IOJAIOThCS HAPOYHO, MPHUHUMAIOTECH 33 OIMCOM
3riqHO 3 JojaTkoM 8 1o mporo Ilopsaky, OfMH eK3eMIUIApP SKOTO BHIAETELCS
3asdBHUKY a00 IPEACTABHUKY 3asIBHUKA.

Ilpu peectpamii 3asgBu Ta JOKYMEHTIB, IO HAICIaHi IMOIITOBUM
BINIIpaBIICHHSM, 3aTIOBHIOETHCS OJMH €K3eMIUIAP OMMCY 3TiAHO 3 JOJATKOM 8 10
uporo Ilopsaaky. Homep 3asgBu Ta mata peecTpallil CIIOBIMIAETHECS HA ENEKTPOHHY
IIOUITY 3asBHUKA a00 MpeIcTaBHUKA 3aIBHUKA, KA 3a3Ha4YeHa B 3asBl.

5.Bci JOKyMeHTH, L0 MJONAIOTHCA MO 3asBM, MOXYTh OyTM NOJaHi B
CKaHOBaHOMY BHIUIANI Ha €NEKTPOHHOMY Hocii iHpopmarii. ¥ pasi MOmaHHsS TaKOro
KOMIIIEKTY JOKYMEHTIB 10 3asdBH B OIHCI 3a3HAYAETHCA THII EIEKTPOHHOTO HOCIS,
AKUH KOJA€ThCS; Ha3BU Ta KilbKiCTh CTOPIHOK CKAHOBAHMX IOKYMEHTIB IIPH LIOMY
B OIHCI HE 3a3HAYAFOTHCA.

6. BinmoBigna 3asBa Ta KOMIUIEKT AOKYMEHTIB MO HeEl, JNUCTH 3asBHHUKIB,
BiAmoBiAHI Jucth Jlepxkmikeayx0u, cepTudikaTti JIikapchKoro 3aco0y, 3asBH PO
nineH3iHHuN cTaTyc, ceprudikaTti cepii JKapchKOro 3acoly, MiATBEPMIKEHHS I
aKTUBHUX (hapMalleBTUUHUX IHIPENIEHTIB, [0 EKCIIOPTYIOTHCA, MOXKYTh HalaBaTHCS
B €JIEKTPOHHOMY BHIJIAII 32 HASBHOCTI 3aIIPOBA/KEHOT0 EIEKTPOHHOIO IOPTATy
Hepxmikemyk0u s MOAaHHS TaKUX JTOKYMCHTIB.

7.Y pasi HEKOMIUIEKTHOCTI JOKYMEHTIB Ta/a00 BHSBIICHHS HEBIIIOBITHOCTEH
IIiJ1 9ac MPOBENCHHS €KCIEPTH3H 3TLIHO 3 BUMoramMu boro [lopsaky, 3asBHUKY abo
IPEACTaBHUKY 3asiBHUKA HamaeThes 30 KaleHAapHUX MHIB I iX YCYHEHHS, TIPO L0
Hepxmikcmyx6a MHUCAMOBO IOBIIOMIIAE 3asBHMKA ab0 MPEACTABHUKA 3asSBHUKA.
Yac, HeoOXimHmWi I yCyHEHHS 3asiBHUKOM a00 TPEACTaBHUKOM 3asBHHKA
BUSBIICHUX HEBINITOBiTHOCTEH Ta/abo Ui HagaHHS HEOOXITHUX JOKYMCHTIB, HE
BKITFOUAETHCS JIO CTPOKIB MIPOBEIEHHS EKCIIEPTU3H.

VY pasi HeoOXiTHOCTI MPOIOBKHUTH CTPOK HamaHHs iH(opmamii 3agBHHK abo
IIPEICTABHUK 3asiBHUKA ITOBUHEH HaAaTH 10 Jepxiikcayx6u BifIOBiIHE IUCEMOBE
OOIpYHTYBaHHA 13 3a3HAYCHHSIM TPHYHH JOJATKOBOTO CTPOKY, SKHH HE MOXE



nepesunryBatd 90 kaneHmapHuX IHiB. Taxe OOIDYHTYBaHHS MOKe OyTH HajaHe
OJTHOPA30BO.

8. SIxmo 3asgBHUK a00 MPEACTaBHUK 3aiBHUKA MPOTIToM 30 KaleHIapHuX NHiB
TiCJIA OTPHMAHHA JIMCTA Ta TOJaTKoBuX 90 KaJeHAapHWX JAHIB HE YCYHYB BHABJIEHI
HEBINNOBINHOCTI Ta/ab0 HE HaxaB HEOOXINHMI KOMIUIEKT JOKYMEHTIB 0
Hepxmikcmyx06u BiANOBiTHO g0 BHUMOr 1poro Ilopsaky, 3asBHHKY abo
IPEACTABHUKY 3a4BHHWKA IHUCHMOBO IIOBIIOMIISETHECSA IIPO BiIMOBY y BHaadi
ceprudikaTa Iikapcekoro 3aco0y, abo 3asBM npo JiueHsifiHW craryc, aGo
ceprudikata cepli JiKapcbkoro 3aco0y, abo WIATBEPKEHHS i1 aKTUBHHX
(hapManeBTHYHUX IHTPERIE€HTIB, MO EKCIOPTYIOTHCS.

3asBHUK a00 NPEICTaBHUK 3asBHUKA MOXE BXXUTH 3aXOIiB IIOJ0 YCYHECHHA
BUABIICHUX HEBIATIOBIAHOCTEH, fKiI CTalM IIJCTaBOIO JUIS BiIMOBH Yy BHAAdi
ceptudikara Jikapcpkoro 3acoly, abo 3afBH Ipo JIIeH3iiHUA craryc, a6o
ceptudikaTa cepii Jikapchkoro 3aco0y, a0o0 TiATBEp/KEHHS I AKTUBHUX
(apMarieBTUYHUX IHTPENIEHTIB, IO EKCIOPTYIOTHCS, T MMOBTOPHO MMOAATH 3asiBy Ta
cepTudikariiine nocke 1o JepxiikcmyxOu, 3rigao 3 uuM [lopsakom.

9.V pa3si BUABIEHHS IiJ{ Yac MPOBEACHHS EKCIEPTH3H 3TiAHO 3 BHMOraMH
nporo Ilopsnky HEXOCTOBIPHOCTI NOAAHMX JaHUX, JlepKImiKcIy)0a MTHCHMOBO
IOBioMiI€ 3asBHHKA a00 IIpeACTaBHUKA 3asdBHHKA IPO BiAMOBY y Bumadi
ceptudikara nikapcekoro 3aco0y, afo 3agBM Ipo IHeH3idHWI craryc abo
ceptudikara cepii mikapcekoro 3aco0y, a00 MiATBEPKEHHS OIS aKTHBHUX
(bapMaleBTUIHNX IHTPEHIEHTIB, IO EKCIIOPTYIOTHCS.

10. YV pasi, AKIO IIiJ 9ac IPOBENEHHS EKCIIEPTH3N JOKYMEHTIB € inpopMaris
PO IPOBEAEHHS 1HCIEKTYBaHHS 3TifHO 3 IlopsakoM MpoBeAeHHS MiXTBEPIKCHES
BIATIOBIZHOCTI YMOB BHpPOOHHIITBA IIKapCBKUX 3acO0iB BHMOTraM HAIEKHOT
BUPOOHMYOI HPAKTHKH, 3aTBEPIKCHUM HakazoM MiHiCTEpCTBA OXOPOHH 3I0POB’S
Vxpaiau Bixg 27 tpymasa 2012 poky Ne 1130, zapeectpoBanuM B MiHicTepCTBI
foctumii Ykpainu 21 ciuas 2013 poxy 3a Ne 133/22665 (y penmaxiii Hakasy
MinicTepcTBa 0XOpoHH 340poB’s Ykpainu Big 09 uepBHa 2020 poxy Ne 1346)
Ta/ab0 3ax0my Hep KaBHOTO HArJLIy (KOHTPOIO) BiAMOBiAHO 1o JlineH3ifiaux yMoB
IPOBAKEHHS TOCHONAPCHKOI JISUIBHOCTI 3 BUPOOHUIITBA JKAPCHKUX 3ac00iB,
OIITOBOI Ta po3ApiOHOI TOPTiBII JIKAPCHKUMH 3aco0aMu, IMOOPTY JKapChKHUX
3aco0iB  (kpiM akTUBHMX (apMaleBTHYHUX IHTPEHIEHTIB), 3aTBEPIKECHUX
noctaHoBoto Kabimery Minictpie Yipainu Bix 30 mucromama 2016 poky Ne 929,
eKCIepTH3a MoXe OyTH MpU3yNHUHEHA 0 NPUHHATTS pimeHHS J{epXiikemy)00t0 3a
pe3yIpTaTaMi TEPEBIPKU BiAMOBIMHOCTI YMOB BUPOOHHMIITBA JiKapChKUX 3aco0iB
BuMoram GMP abo 3axony nepkaBHOTO HArmsaAy (KOHTPOJIIO).



11.Y pasi BiZMOBH y BUZa4i cepTUdiKaTa TiKapCEKOro 3aco0y, abo 3asABH IIPO
mueHsiiHmii  cratyc, abo ceprudikara cepil mkapcekoro 3acoby, a6o
HIATBEPIKEHHS 111 aKTUBHUX (HhapMalleBTHIHUX {HIPEMi€HTIR, [0 eKCIIOPTYIOThCH,
BPaXOBYIOUM 1H(QOPMAII0 IpPO pe3ylbTaTH MEPEBipKU BiAMOBIAHOCTI YMORB
BUPOOHHUIITBA HiKapceKkux 3aco6is BuMoram GMP aGo 3axoy aepkaBHOro HATISIy
(kouTpONIO), HepKmiKcayx06a Moke HaAICIaTH MACEMOBE MOBIIOMIIEHHS IPO L€ 0
KpaiH-IMIOpPTEPiB, AKi OyIM 3a3Ha4YCHI B 3asBi, Ta IOBIJOMUTH IIPO L€ 3aIBHUKA 260
IPEICTaBHMKA 3aIBHHKA. ‘

12. 3a nucepMOBMM 3BepHEHHAM 3asBHUKA ab0 TPEACTABHMKA 3agBHUKA IO
Hepxiikemyx6u 3agBa mpo BuAady cepTudikaTa JiKapChKoro 3aco0y, abo 3as1Bu
npo JiNeH3ifHuA cratyc, abo ceprudikata cepii mikapchkkoro 3aco0y, aGo
HiATBEpIKEHHA I aKTUBHUX (apMalleBTUUHUX IHTPEiEHTIB, 110 CKCIIOPTYIOTLCH,
MOJKe OYyTH 3aJHIIeHa 6e3 PO3TIIsy.

13. Ceprudikar mikapcekoro 3aco0y, 3asBa Tpo JHNeH3iMHMA craryc,
cepradixaT cepii JiKapcbkoro 3aco0y, TATBEPIUKEHHS s  aKTHUBHUX
(apMalleBTUYHUX IHTPEAi€HTIB, IO €KCIOPTYIOTHCS, 0OQOPMIIAIOTECA YKPAiHCHKOI0
Ta aHTIiMCHKOI0 MOBaMIL.

14.V pasi Buzgaui Ha AeKibKa KpaiH-iMITOPTEPIB, 3TiTHO 3 IIOJAHOI0 3asB0I0,
cepru(ikara Jikapcbkoro 3aco0y, 3asBU PO IIeH3iHWIA craTyc, ceprudikary
cepii mikapcekoro 3aco0y, MATBEPUKEHHSA NI AaKTUBHUX (hapMalleBTHIHHUX
IHTPEMI€HTIB, 0 EKCIOPTYIOTHCS, BOHH O(QOPMIIIOTECS B KiTBKOCTI IPUMIPHHKIE,
10 BIAIOBia€ KUTHKOCTI KpaiH-iMIIOpTEpiB.

15. JInt mnOpoBefeHHS eKCHEPTH3M, J1Ia0OpaTOPHOTO KOHTPOIO  SAKOCTI
HMKapchKuX 3acobiB  JIepKIKCIyK00I0 MOXYTH 3alydaTHCS YCTAaHOBH Ta
oprasizarii, 1o Hajexatsh 0 cepn ynpapiiHas Jepximikciyx0u, okpeMi BUeHI Ta
daxismi (3a IX 3ro010).

16.V pasi BIACYTHOCTI peecTpamiifHOTO HOCBITUEHHS Ha JIKAPCHKHI 3aci® B
Vxpaini, npuuuHa 3a3HA4a€ThCA 3adBHUKOM Yy 3asBi IIpo Buaady cepTudikara
JiKapchKOTo 3aco0y BiAMmOBiHO 10 noxatky 4 usoro [lopsaky.

ITpu mpoBeneHHI eKcepTU3H cepTUdIKaIIHOTO NOChe Ha JIKapChKUil 3acil,
KUl He 3apeecTpoBaHUM B YKpaiHi, [epxkiikcmayxba abo ycTaHOBa, opraHizariis,
o Hanexats 1o chepu ynpaBmiHag JepKiIikcny:x0u, MOKe 3allUTATH B 3asBHUKA
abo npexcTaBHUKa 3asgBHMKA JOJATKOBI MaTepiand, JOKYMEHTH IIOAO SKOCTI,
ximiunoi, papmarneBTHOI Ta GionoriuHoi iHGOpMamii Npo JiKapchKUi 3acid, 10
MICTATh XiMiuHi Ta/ab0 OiomoriuHi mifo4i pPEYOBUHW, 3 METOI0 MPHHHSTTS
MONaNbIIOr0 pIIIEHHS INOA0 Bumadi abo BIGMOBH y BuOadi ceprudikara
nikapcekoro 3acoOy. JloKyMeHTH, OOJATKOBI MaTepiaiu TOBHHHI OyTH HamaHi
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nporsroM 60 kaneHIapHMX [HIB INCIA HAIpaBISHHS TakKOro 3amury. dac,
HEOOXITHUI T HAJaHHS JOJAaTKOBUX MaTepialliB 3asBHHKOM a0 MPeACTaBHUKOM
3as4BHHUKA, HE BKIIIOYAETHCA 10 CTPOKIB IPOBEACHHS €KCIIEPTH3H.

VY pasi BCTaHOBICHHA Mif Yac EKCIEPTHU3U CEepPTUDIKAIiMHOrO J0oChE Ha
TiKapchKUH 3acib, AKuil He 3apeecTpoBaHuMil B Ykpaiwi, dakTis, sxi cBiguaTs mpo
MOXKIIMBI PU3WKH IOJIO0 AKOCTi iHIMKX IKapChKUX 3ac00iB, M0 BUPOOIAIOTHECT Ha
i1 BUpoOHMYilt qinbHUII Ta/abo BUpOOHMUIH iHil, 1Ka Binmosimae Bumoram GMP
Ta Ji¢ 3aIUIaHOBAHO BUPOOHMIITBO HE 3apeecTPOBAHOTO B YKpalHi JIKapCHKOIo
3aco0y, PU3MKIB OO0 BUHWUKHEHHS IIEPEXPECHOi KOHTaMIHAIl IpX BUPOOHMIITEI
IBOT0 JIIKapChKOro 3acoly, Jepxilikcayx000 Moxke OyTH TpUHHSTO pilICHHS
1010 BiIMOBH Y BHJadi cepTrudikara JiKapchKoro 3acooy.

17.Y pasi K10 IPOTATOM CTPOKY Iii peecTpamiiHoro mocBiqueHHS B YKpaiHi
Ha JIKapchKUil 3aci0 BHOCATHCSA 3MiHM, 3aSBHUK a00 MPEACTABHUK 3asBHUKA MOXKE
3BepHyTHCS J0 Jlepxiikcay:xO6M 3 BiATIOBiIHOW 3adBOI0 Ha OTPHUMAHHS
ceptudikara JKapchKoro 3aco0y, abo 3asBM mpo JineHsilimumii craryc abo
ceprudikara cepii Jikapcekoro 3aco0y, abo IATBEpIKCHHSA IS aAKTUBHUX
(apManieBTUIHUX iHTPEMIEHTIB, 0 €KCIIOPTYIOTHCAL.

18. 3asBEMK a00 IpEeNCTaBHUK 3afBHMKA B pa3i HEOOXIAHOCTI MOXYTh
3BepHYTHCS 10 Jlepxiikcny:k0u 13 3asgBOI0 Ha BUAaYy cepTHdiKaTa TiKapChKOTO
3aco0y, abo 3asgBU IIpo JineH3iiiHuii crtaryc, abo ceprudikata cepii NTKapCHKOro
3aco0y, ab0 MiATBEPIKCHHSA AN aKTHBHUX (apMaleBTHYHHX IHTPENi€HTIB, IO
EKCIIOPTYIOThCA, I JIKapCchKOro 3aco0y, Ha sSKuil Bxke OyJo BUHaHO cepTUdikar
JiKapceKoro 3acody, abo 3asBy npo ileH3iliHuii craryc, abo ceprudikar cepii
JIKapchKOro 3aco0y, abo WiATBEpPKEHHS [UIs AaKTHBHHUX (apMareBTHUHIX
IHTpEAI€HTIB, IO EKCIOPTYIOThCA, U1 BH3HAYCHOI y 3asBi KpaiHU-iMIoOpTepa, He
paHiliie, HiXX 4epe3 TPU POKHU Bifl JaTH BUIAYi IONIEPEIHBOTO.

19.Y pasi BTpatH cepTudikara Jikapcekoro 3aco0y, a0o 3asBH PO
JmimeH3iMHWE cratyc, abo ceprugikata cepii Jikapcekoro 3acoby, a6o
IiATBEpKEHHS Il aKTUBHUX (hapMalleBTUUHUX IHTPEIiEHTIB, IO eKCIIOPTYIOTHC,
Hepxmmikcmyx60r0 Moxe OyTH BumaHWii AyONikaT 3a 3amuTOM 3ajiBHHKA abo
KOMIIETEHTHOT'O OpraHy KpaiHu-iMIIopTepa.

20. BupoOHuk InikapchKoro 3aco0y, pO3TamloBaHWN Ha TepUTOpil YKpaiHw,
HEepIIOro YHcia KOXKHOrO MiBpiyds IPOTATOM YChOTO TepMiHy nii ceptudikara
AKOCT1 JIKapChKUX 3aco0iB JJI1 MIKHApOJIHOI TOPTiBIi Ta HiATBEPKEHHS JUIST
aKTUBHHUX (hapMalleBTUUHUX IHTPEJIEHTIB, M0 EKCIOPTYIOTHCA, HAMa€ JI0
Hepxmikcryx0u iHQOpMaIlito IPO BUBE3EHH: JTiKapChKUX 3ac00iB Ta BUPOOHUIITBO
3 METOIO EKCIIOPTY JiKapChKUX 3aco0iB (iX Ha3Ba, HOMEpHU cepiii, KpalHU-IMIIOPTEPH
TOIIO).
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III. CTtpoxu nposexeHHs Npouexypn cepTudikamii sikocTi JikapehbKux
3ac00iB 17151 MIDKHAPOHOI TOPTIBJIi Ta HiATBEPIKEHHS IS AKTHBHUX
dapmaneBTHYHUX IHIPeRi€HTIB, 110 eKCIOPTYHTHCH

1. Excriepri3a JOKYMEHTIB, IO IPOBOAMTECS JIEpKIKCIY)KO0I0 3 METOIO
HEPEBipKM  IOJAHHSA IIOBHOTO KOMIUICKTY JIOKYMEHTIB, BIiAHOBimHOCTI ix
3aKOHOZABCTBY, B TOMY YHCII BUMoraM 1boro Ilopsaky, cranosuts He Ginbme 30
KaJICHOApHUX IHIB MicIA AaTH peecTparii BiamosigHoi 3assu. Yac, HeoOXiqaui s
YCYHEHHS 3aSBHUKOM a00 MpeCTaBHUKOM 3asBHIKA BHIBICHUX HEBiANOBiIHOCTEH
Ta/abo 171 HamgaHHA HeoOXiMHMX IOKYMEHTiB, HE BKJIIOYAIOTh IO CTpPOKIB
IIPOBEICHHA CKCIIEPTU3H.

2. Ilpouexypa Binbopy 3pa3kiB Mae CTaHOBHUTH He Oirbire 10 poGounx muis 3
matu peecrparii Jlepaurikcny:x00i0 NHCHEMOBOTO 3BEPHEHHS 3asIBHUKA OO0
BiIOOpY 3pa3KiB.

3. JIabopaTopHuit aHami3 3paskiB, mo Oymu BimibpaHi, Mac CTAaHOBUTU HE
Oinpme 30 KaneHAApHUX JHIB 3 JHA HaJXOJKCHHs BigiOpaHMX 3paskiB M0
naboparopii abo cTpoKy, mepenbdadeHoro BigmoBixamMu MKSI mikapchkux 3aco0iB.
ITpu 11pOMy HasABHICTH HEOOXITHUX CTaHAAPTHUX 3pa3KiB 3abe3meuye 3asBHUK. Yac,
OTP1OHMH 3asBHUKY AT 3a0e3MeUeHHS CTaHAapTHUMHM 3Pa3KaMH, HE BKIIOYAIOTh
110 CTPOKiB BUKOHAHHS JIA00PaTOPHOTO aHai3y.

4. OdopmireHHS TPOEKTy cepTHdikara JKapcEKOro 3aco0y/3asBH  IIPO
mineH3iMHUN cTaryc/cepTudikara cepii IKapchKOTo 3acO0Y/MATBEPIKEHHS IS
aKTUBHHX (hapMalleBTUYHUX IHTPENIEHTIB, IO €KCIIOPTYIOTHCS, Ma€ CTAHOBUTH HE
Oinbnie 5 poGOYMX AHIB IHCHA EKCIEPTH3U JOKYMEHTIB a00 OTPHMAaHHS PE3yIbTaTiB
1a60paTOpHOTO aHATI3Y.

5.1Ipoexkt ceptudikata IiKapcEKOTO 3aco0y/3asBU Mpo- IIIeH3iMHui
craryc/ceptudikara cepii JITiKapchKOTO 3aco0Y/HMiATBEPMKEHHS IS AKTMBHMX
(bapMaleBTUYHNUX IHTPENI€HTIB, [0 E€KCHOPTYIOTHCS, HANICHIAETHCS 3aIBHUKY abo
IIPECTABHUKY 3assBHHUKA eIIEKTPOHHOIO IIOIIITOXO abo 3acobamu
TEIEKOMYHIKaIMHOTO 3B’A3Ky Ha Y3TOMKEHHS pENakilii Ta pPEeKBIi3UTIB. 3asgBHUK
3acBiIUy€e MiIMUCOM MPOEKTH IHX JOKyMeHTIB. Yac, MOTpiOHWI 3asiBHUKY IS
MIOTOKEHHS IPOEKTY, HE BKIFOUAIOTH JI0 CTPOKIiB OOPMIIECHHS Ta BUIAYI.

ITicns oTpuMaHHS MOTODKEHHS 3 OOKY 3asBHMKA a0 IpeAcTaBHUKA 3asBHUKA
ceptudikaTa NiKapcrKoro 3aco0y/3asBy Npo IiINeH3iHHMA cTaTyc/cepTudikaTa cepil
JTKapCHKOTO 3aCO0Y/MIATBEPIKSHH I aKTUBHUX (hapMaleBTUYHUX 1HIPEIIE€HTIB,
IO EKCIOPTYIOTHCA, CTPOK O(OPMIIEHHS IOKYMEHTY CTaHOBHUTHL He Ouibme 5
pobouMX JTHIB.
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Y pasi BigcyrHocTi mporsroM 30 KaleHIapHUX [HIB IIOTOMXKEHHS 3 GOKy
3ajdBHUKa a00 IIPeACTaBHUKA 3asBHMKA IPOEKTY ceprudikata ITKapCHKOro
3aco0y/3asBM Tpo  JIeH3ifHWE  cTaryc/ceprudikara  cepii  IKapcHKOTO
3aco0y/MIATBEPIKECHHA AJIA - aKTUBHUX (apMaleBTHYHHUX IHIPENIEHTIB, IO
eKCIIOPTYIOThCA, JlepXmiKciny:k0a MOBIIOMISIE 3asBHMKA a00 IIpeJCTaBHHKA
3asBHUKA JJIS1 3HATTA 3asSBH 3 PO3TIAAY.

IV. O6oB’sa3km 3asBHUKA Ta JlepKiIikcay:xon

1. 3agBauK 30008’ A3aHWMIL:

1) roTpuMyBaTHCA BUMOT MPOIENypH cepTUdiKaIii TKOCTI JIIKapCHKUX 3aC00iB
IUIL MDKHApOJHOI TOPTiBIi Ta HiATBEpIKCHHS M aKTHBHHX (DapMaleBTHYHMX
IHTpEi€HTIB, L0 EKCIOPTYIOThCSA, B TOMY UHCII CTPOKIB HaJaHHA BilmoBimei,
HaJlaHHA KOMi{ JOKyMEHTIB, JOBIIOK, BilloMoCTeil Ta 3pa3KiB JIiKapChHKUX 3ac00iB Ha
3amuT Jlepxiikciyx0OM, YCTaHOBHM Ta oOpraHizamii, IO HalexaTs 10 chepu
ynpaBiiaag Jlepxmikcayx6u, mo MOXyTh 3aIydaTHCs IO MIPOBEIECHHS eKCIEePTH3H,
71a60paTOPHOTO KOHTPOJIIO SIKOCTI JIIKapCHKUX 3ac00iB;

2) HamaBaTH MOSCHEHHS, JOBIJIKH, TOKYMEHTH, MaTepialii, BiTOMOCTI 3 IHTaHb,
IO BUHUKAIOTH IiJ Yac mpoueaypu cepTudikamii SKOCTi MiKapchKuUX 3aC00iB It
MIKHApOAHOI TOPTIBII Ta IATBEPIDKEHHA I AaKTUBHUX (apMalleBTHIHUX
1HTPEIIEHTIB, II0 EKCIOPTYIOTHCS;

3) 3abe3medyBaTy J1abopaTopii CTaHTAPTHUMH 3pasKaMé IS IPOBEICHHA
abopaToOpHOro aHalidy, y pa3i MoJaHHSI 3asiBM Ha Bumady ceprudikata cepil
JiKapChLKOTro 3ac00y.

2. Hepxiikcnyx0ba, yCTaHOBH Ta OpraHizamii, mo Hajgexars X0 cdepu
ynpaBmiHHA J{epxmiKciryx01, okpeMi BUeHi Ta ¢axiBii, 0 MOXKYTh 3aIy4aTHCS 0
MIPOBEICHHA EKCIIEPTU3H, J1abOPaTOPHOTO KOHTPONIO SKOCTI JIIKapChKUX 3aco0iB,
3060B’3aHi: '

1) noTpuMyBaTHCA CTPOKIB IPOBEACHHSA €TalliB Mpoueaypu cepTudikamii
AKOCTI JIKApCHKUX 3aco0iB NI MDKHAPOTHOI TOPTiBNI Ta MiATBEPDKEHHS I

aKTUBHUX (hapMalleBTUYHUX {HTPEIEHTIB, 0 EKCIIOPTYOTHCS;

2) He po3roJoITyBaTH KoHGiAEHIiHY indopMariito Ta iHdopMariro, mo €
KOMEPIHTHOI0 TAEMHUIIEIO 3asBHUKA Ta/ab0 BUPOOHUKA.

3. 3agBHUK Hece BIINOBIMAJIBLHICTS 34:



13

1) KOMITIEKTHICTE (IIOBHOTY) IOAAHOTO KOMIUIEKTY JOKYMEHTIB, B TOMY YHCII
AKIIO JOKYMEHTH IIOZaHI B CKAaHOBAHOMY BHIVIAII Ha €JIEKTPOHHOMY Hocii Ta/abo
BHECEHI JI0 €NIEKTPOHHO] 3asBH BiJ[TOBIHOT0O OPTAIlY TOAAHHS TAKUX JOKYMEHTIB;

2) nOCTOBIpHICTH HamaHoi iHpOpPMAILlii, B TOMY YMCIH AKIO JOKYMEHTH IIOJaHi
B CKaHOBaHOMY BHIJLANI Ha €IEKTPOHHOMY HoCil Ta/abo BHECEHI /10 €IEKTPOHHOI
3aBU BiAMIOBIJTHOTO ITOPTAITy OJAHHS TAKUX JOKYMEHTIB.

4.3asBHUK Ma€ TPaBO OCKAPXKHUTH pilieHHs, aii abo Ge3misuIbHICTH
Hepxmikeimy:x0u Ta if HocamoBUX 0ci0 Y BCTaHOBJICHOMY 3aKOHOAABCTBOM MOPIIKY
IOJI0 NPOBEACHHA NpoLeAypr cepTUdikamii AKOCTi JiKapchKUX 3acobiB i
MIKHApo#HOI TOPIiBIi Ta MiATBEPUKEHHS JUII aKTHBHEAX (apMaleBTHYHHX
IHTPEAi€HTIB, 0 EKCITOPTYIOTHCA.

B.o. renepansnoro aupexropa {upexropa

(papmaneBTHYHOIO 3a6e3neYeHHs Isan 3A/IBOPHUX



Hoparox 1

1o Ilopsanky ceprudikarii skocti

TKapchKHUX 3ac00iB IS MIXKHAPOHOT
TOPTIBII Ta MiATBEPIKEHHS IS AKTHBHUX
(hapMalleBTHYHUX IHTPEIIEHTIB,

IO EKCIIOPTYIOThCA
(mysKT 6 posuimy I)

Nt ceprudikara:

Kpaina-excnoptep:

Kpaina-imnoprep/kpainn-imnoprepn:

CEPTHO®OIKAT
JIIKAPCBKOI'O 3ACOBY!

Leti cepmucgpixam gionosioae popmamy, pexomenoosanomy

Bcecsimnvorw opeanizayiero oxoponu 300pog’s (BOO3)

1. Hazga Ta nikapcbka ¢opma JIiKapceKoro 3acody:

1.1. AxtuBHmii(i) iHrpexieHT(M)* Ta iX KiMBKiCTH Ha

OJTUHUITIO JO3YBAHHS’:

[loBHMIT cKIIa]], BKIIOUAIOUH JOIIOMiXHI pEUOBHHU*:

1.2. Yu mae neit nixapcrkuit 3acid peecTpartiiine Tax [ HiE
[IOCBIMEHHS [UIS PO3MIIIEHHS Ha pUHKY JJIs

BUKOPHUCTAHHA HOT0 B KpaiHi-eKcopTepis?

1.3. Yu 37iifcHIOEThCS peaizalis JiKapchKoro 3aco0y Tax {1 Hip

Ha PHHKY KpaiHH-eKkcropTepa?

Sx1mo BiANOBiAR Ha IYHKT 1.2 «Tax», 3alI0BHITH PO3IiT 2A Ta mpomycTiTh po3main 2B.

SIKII0 BiIOBiAR Ha ITYHKT 1.2 «Hi», IPOILyCTiTh po3/in 2A Ta 3al0BHITE po3xin 2B¢.

[TOCBIUEHH’ Ha iKAPCHKUH
3aci0 Ta faTa BUOadi:

Po3gin 2A Pozzain 2B
2.A.1. Homep 2.B.1. 3asBHUK cepTudikara
[peecTpatiitnoro (HaltMeHyBaHHS Ta

MiCI{€3HAX OJ[KCHHS )

2.A.2. BracHuk
peecTpamiiiHoTo MOCBiIYCHHS
Ha JTiKapChKUi 3aci0
(maliMeHyBaHHA Ta

MiClle3HaX OJKECHHS):

2.B.2.Cratyc 3asBHUKA!
(mosicCHEHHS 1A
BiIITOBIAHOT KaTeropii
3a3HAYCHO B NIPUMITII §)

ail

cL
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2.A.3. Craryc B1acHUKa
[peecTpaltiiinoro
MOCBiMeHHS"; (TTOSCHEHHS
911 BIZTIOBiAHOT KaTeropii
3a3HAYEHO B IPHMITI §)

all | bl ¢

2.B.2.1. Ins xareropiii bic
HalMEHYBaHHS Ta Micue/s
[IPOBaKEHHS JisUTLHOCTI,
BUPOOHNKA JiKapCHKOTO
3acioy’:

2.A.3.1. lns xateropiit b ta ¢
HaliMeHYBaHHS Ta Micie/s

2.B.3. 3 sxoi npuunHM
BIZICYTHE peecTpaliiine

[IPOBAJKEHHS JiSILHOCTI,

rocBigueHHA? (He

Tinensiit?

He manano [}

BHPOOHHKA JTIKAPCHKOTO BUMaraeTbes / He

3aci0y’: 3BEPTANUCS / Ha PO3TIIAMi /
BiJIMOBJICHO)

2.A.4. Un magane noromxene| Tak [J HiQd [2.B.4. Ipumitku®;

TEXHiYHE pe3tome’?

2.A.5. Yu € nazana Tax

(H(OopMaIlis Ipo JIiKapCEKM

3aci6 IOBHOIO Ta BimoBinae Hi

2.A.6. 3asaBHuK cepTudikara,
SKIIO0 BiH HE € BIACHUKOM
[peECTpalifHOTO ITOCRITUEHH S
(HaiiMeHYBaHHA Ta

MiCIIe3HAX OJPKEHH )":

3. Yu opranizoBye cepTudikaiiiamii opras
epioTuyHi nepeBipky (IHCTIEKTYBAHH)
HiNPUEMCTBA - BUPOOHUKA JIKapChKOTo 3aco0y™?
(ko Hi, MEpelTH M0 TYHKTY 4)

Tax Hif

He notpibuo 7

3.1. IlepionuunicTh MIaHOBUX MEPEBIPOK Y (POKAX):

3.2. Uu iHCIIeKTyBaIOCh BUPOOHUIITBO IHOTO BHIY
mixapceskoi opmu?

Tax [~

Hi[f

3.3. Uu BiAIOBINAIOTH OCHAIIECHHS Ta TPOICCH
BAMOT'aM HaJIEXXHOT BUpoOHIYOI npaktuku (GMP),
NPUIHATAM B YKpaiHi, sIKi BpaxOBYIOT
pexkomengosani Bumoru GMP BOO35?

Tax |7 Hif

He notpibro*7] |

4. Un 3a10BONBHSE HaJaHA 3asIBHUKOM iH(hOpMaIis
opras, 110 BHaB cepTU(ikaT, 3a BciMa aclieKTaMu
BUPOOHUITBA IPOIYKILIi*:

Hi [

K10 Hi, TOACHUTH:
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bynp-sxi oOMexxeHHs ab0 MOACHEHHS, 110 MAIOTh
BITHOLIEHHS JI0 IBOTO CepTHdikara;

HaiiMeHyBaHHs Ta MiCIIe3HAXOKCHHS OpraHy, 0 BUAAB cepTudikar:

Tenedon:
~Paxkc:

Iocana, Brache im’s IIPI3BUIIIE BinmosizansHOi 0co6H Oprany, mo BAAaB cepTHhiKaT:
Iligmuc, gata

MII

Ceprupixar Ne, aara

Mpumitka

1. Lei ceprudixar, hopma sxoro pexomenosana BOO3, ycTaHOBIOE CTATYC MKapchKoro 3aco6y i 3a1BHUKA B
KpaiHi-excioprepi. Bin npusnadenuit TITBKH 1T 0IHOTO J1iKapcEKOTro 3ac00y, OCKIUTBKY U Pi3HAX TKapchKuX hopM i
pisHOI crny Hii yMOBY BUPOGHUITRA Ta IIOrODKEHA IHGOPMALis MOXKYTE GYTH pisHEMH.

2. BaxkaHo BUKOPHCTOBYBAaTH MiXKHapo/Hi HenaTenTosai Hazen (MHH) a60 HalioHANBHI HeNATEHTOBAHI HA3BH.

3. Jlonaerses Mepenik i KibKicTh Ail09MX PEYOBHH, a TAKOX Nepelik IHIMX iHrpeAieHTIB, SKi BXOAATH 0 CKIazy
roToBo{ JlikapchKkoi hopMuL.

4. Jleranbua indopManis mpo KixsKicHMi cKiIaf € GaxaHo0, ale BOHa Mae GyTH IIOTOIKEHA 3 BIACHHKOM
peecTpauiiiHoro oCBigIeHH.

5. 3a noTpe6H XOATKOBO HABEJITE MOAPOOHIL Pi3HAX 0GMEKEeHS 3 IIPOJAXY, POIMORCIOKEHHS a60 3aCTOCYBAHHS
TiKapCHKOTo 3ac00y, YKa3aHOTO B PEECTPAifioMy HOCKE.

6. Posminu 2A i 2B BUKIIFOIRIOTE OLUH OQHOTO.
7. 3a notpebu 3a3nauTe, MO peecTpaniifHe MOCBINIEHHI THMYACOBE a60 3HAXOUTHCA Ha POITILLL.
8. 3asHauTe XapaKTep ALIBHOCTI, KA 3AIHCHIOETECA 0c06010, BIMIIOBIALHO0 33 PO3MIIEHHS TKAPCHKOTO 3aC06y

Ha PHHKY:
1) BEpOGHHUIITBO FOTOBHX JHKAPCHKHUX HOpM;

2) maxyBaHHs Ta/ab0 MapKyBaHH:I FOTOBHX NiKapchKux (opM, ski BUpoOiise Hezanexkna dipma;
3) He 3azigHe B XOJHOMY 3 BHINE3a3HAUCHUX BUIIB AiATLHOCTI,

9. s indopmantia Moxxe OyTH HajlaHa TiNEKH 3a 3TO0K0 BIACHHKA PEECTPALIHHOTO MoCBiX4eH s 260 y pasi
BiJICyTHOCTI 3apeeCTPOBAHNX JiKAPCHKUX 3ac06iB 3aspHNKa. HesamoBHEHNH pO3iN BKasye, IO 3aiHTEpecOBaHA
CTOpOHA He MOroUiIacs Ha BKIoYeHH: Hiel indopmanii. Crix 3asHagnTH, mo indopMauis npo Miciie BUpoGHIITBA €
YaCTHHOR Iilensii. Skmo micne BupoGHMITRA 3MiAMIOCS, Tilica3in Mae GyTH oHOBIEHa 260 BoHA GiNbINe He AilicHA.

10. ITe nocunanys Ha TEXHITHE pe3loMe, AKE € CKIaJ0BOI0 JACTHHOI cepTU(iKaliHHOro J0Cke.

11. Ie mamexuth Jio inopManil Ipo MPOAYKT, 3aTBEPIKEHII KOMIICTEHTHIM HAIIOHALHAM PETYIIATOPHAM
opraHoM, Takoi 1k KopoTka XxapakTepHcTHKa IPOIYKTY.

12. V Takomy pasi Bif BIacHHKa PeecTpaliifHOTO MOCBiAueH s (Toprogoi Jrilensii) na mikapcekuif 3aci6 (aKmo He
BiH € 3aABHAKOM) BUMAara€ThCA O3BIT HA OTPHMaHHA cepTHbikara. Ilelf mo3Bin Mae 6y Haganuil B Opraf 3aABHUKOM,

13. BraxiTs OpHYNHY, 3 KO 3asIBHUK He 3pOOHB 3aIUT Ha PEECTPALIIFO:
a) MiKapchKuii 3acib 6yB po3poCiIeHN BUKITIOYHO I NiKyBaHHS CTAHIB, 30KpeMa TPONTYHKX 3aXBOPIOBalh,
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HEeeHJEMIUHNX JJI1 KpalHHA-eKCIopTepa;

b) mixapceknit 3aci6 6ye MepeTBopEHuit 3 TOYKH 30Dy MiJBUINEHHS H0T0 CTabiTEHOCTI B TPOMIYHMX YMOBAX;

¢) JikapCrKuif 3aci6 OyB epeTROPEHMIL AT BUITYYEHHS JIOTOMIXKHUX PEHOBKH, HE ZO3BOJEHHX JUIT BUKOPUCTAHHS B
JikapCchKUX 3ac00ax B KpaiHi-iMIopTepi;

d) mikapcekuii 3aci 6y mepeTBOPEHUif MIst OTPUMAHHS iHIIOT MAKCHMAJBHO NOIYCTHMOT 103K if040i PeUOBHHY;
€) 3 inmoi mpu4uHK, 6yb JacKa, BKAXITH.

14. «He motpibro» 03Ha4aE, MO BUPOOHUNTRO BiXOYBaEThCA B iHIIIi KpaiHi, Hix BHIaua cepTudikaTa Ha
TikapchKnii 3aci6, 1 mepeBipka NPOBOAUTECA M ETiI0K0 KPalHU-BUPOGHHKA.

15. Bumoru Harexxrol BEpoOHIYO! ipakTrku (GMP), npuitaari B Ykpaixi, mo sigmosigatots sumoraM GMP BOO3
ta GMP EC.

16. 11 yacTyHA 3aI0BHIOETHCA, AKIIO BIACHHUK PEECTPALIIHHOTO [TOCBIYEHHS Ha TiKapPCHKMi 3aci6 abo 3aIBHAUK
Binmosizae crarycy «b» abo «c», K orucano B mpumMiti 8. Lle 0co6IHBO BaXXIMBO, AKIMO NpK BUPOGHHUNTRI
TiKapchKOro 3aco0y 3aiidni iHo3eMui hipMu, AKi IPALIOIOTE 38 KOHTPAKTOM. Y TAKOMY pasi 3aiBHHK IIOBHHEH HAZATH B
ceprdikanitinmit opras indopmariro, y AKill BHSHAYAIOTh YIACHHKIB KOHTPAKTY, BiAOBINANEHIX 32 KOKHY CTA/III0
BHPOOHHMIITBA TOTOBOTO JiKapCHKOro 3aco0y, Ta BKa3yIOTh CTYIHG i XapaxTep IHIINX BUAIB KOHTPOIIIO, IO
3{HCHIOIOTECH KOKHIAM YIaCHHKOM.

HaiiMenyBaHHS Ta MiCIIe3HaXO0/KEHHS OpraHy, IO BHAAB cepTH(IKar:

Tenedon:

daxc:

IMocana, Bnacue im’s IIPI3BHUIIIE BixnorinamsHoI oco6u oprany, oo BHaas cepTudikar:
ITigmuc, nata

MIL

No. of certificate: Exporting (certifying country):

Importing (requesting country):

CERTIFICATE OF A PHARMACEUTICAL PRODUCT"
This certificate conforms to the format recommended by the World Health Organization (WHO)

1. Name and dosage form of the product:

1.1. Active ingredient(s)* and amount(s) per unit
dose?:

For complete composition including excipients,
see attached*:

1.2. Is this product licensed to be placed on the Yes O No [C
market for use in the exporting country?s

1.3. Is this product actually on the market in the Yes [ NoC




5 [Ipomosxenns nomarka 1

exporting country?

If the answer to 1.2 is yes, continue with section 2A and omit section 2B.

If the answer to 1.2 is no, omit section 2A and continue with section 2B¢:

Section 2A Section 2B
2.A.1. Number of product 2.B.1. Applicant for certificate
licence’ and date of issue: (name and address):
2.A.2. Product licence holder 2.B.2. Status of applicant: aC|bl|c
(name and address): (Key in appropriate category
as defined in footnote 8)

2.A.3. Status of product licence | a[1| b[J | ¢ [2.B.2.1. For categories b and ¢
holder®: (Key in appropriate the name and address of the
category as defined in note 8) manufacturer producing the
dosage form is:®

2.A.3.1. For categories b and ¢ 2.B.3. Why is marketing

the name and address of the authorization lacking? (not
manufacturer producing the required / not requested /
dosage form is’: under consideration / refused)

2.A.4. Is a summary basis for YesC | No[d [2.B.4. Remarks®:
approval appended?:

2.A.5. Is the attached, officially Yes O
approved product information
complete and consonant with the No I
licence?™

Not provided 3

2.A.6. Applicant for certificate,
if different from licence holder
(name and address)

3. Does the certifying authority arrange for periodic Yes[Z | Nol] | Notapplicable i1
inspection of the manufacturing plant in which the dosage
form is produced?®

[f not or not applicable, proceed to question 4.

3.1. Periodicity of routine inspections (years):

3.2. Has the manufacture of this type of dosage form been Yes ] No
inspected?

3.3. Do the facilities and operations conform to GMP as Yes[CT | No[d | Not applicable ]
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recommended by the World Health Organization?*

4. Does the information submitted by the applicant satisfy Yes ] No [J
the certifying authority on all aspects of the manufacture of
the product:

[f no, explain:

Any restrictions or clarifying remarks related to the scope
of this certificate:

Name and address of certifying authority:
Telephone:

Fax:

Position, name of authorized person:
Signature and date:

Stamp:

CPP No. dated 2019

Explanatory notes

1. This certificate, which is in the format recommended by WHO, establishes the status of the pharmaceutical product
and of the applicant for the certificate in the exporting country. It is for a single product only since manufacturing
arrangements and approved information for different dosage forms and different strengths can vary.

2. Use, whenever possible, International Nonproprietary Names (INNs) or national nonproprietary names.

3. The formula (complete composition) of the dosage form should be given on the certificate or be appended.

d. Details of quantitative composition are preferred but their provision is subject to the agreement of the product-licence
holder.

5. When applicable, append details of any restriction applied to the sale, distribution or administration of the product
that is specified in the product licence.

6. Sections 2A and 2B are mutually exclusive.

7. Indicate, when applicable, if the licence is provisional, or the product has not yet been approved.

8. Specify whether the person responsible for placing the product on the market:
a. manufactures the dosage form;

b. packages and/or labels a dosage form manufactured by an independent company; or
c. is involved in none of the above.

9. This information can only be provided with the consent of the product-licence holder or, in the case of non-registered
products, the applicant. Non-completion of this section indicates that the party concerned has not agreed to inclusion of
this information. It should be noted that information concerning the site of production is part of the product licence. If
the production site is changed, the licence has to be updated or it is no longer valid.
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10. This refers to the document, prepared by some national regulatory authorities, that summarizes the technical basis
lon which the product has been licensed.

;

- {11. This refers to product information approved by the competent national regulatory authority, such as Summary
Product Characteristics (SPC)

12. In this circumstance, permission for issuing the certificate is required from the product-licence holder. This
permission has to be provided to the authority by the applicant.

13. Please indicate the reason that the applicant has provided for not requesting registration.

a. the product has been developed exclusively for the treatment of conditions - particularly tropical diseases - not
endemic in the country of export;

b. the product has been reformulated with a view to improving its stability under tropical conditions;

. the product has been reformulated to exclude excipients not approved for use in pharmaceutical products in the
country of import;

d. the product has been reformulated to meet a different maximum dosage limit for an active ingredient;

e. any other reason, please specify.

14. Not applicable means the manufacture is taking place in a country other than that issuing the product certificate and
inspection is conducted under the aegis of the country of manufacture.

15. The requirements of good manufacturing practice (GMP) adopted in Ukraine and equivalent to the requirement of
'WHO GMP and GMP in the EU.

16. This section is to be completed when the product-licence holder or applicant conforms to status (b) or (¢) as
described in note 8 above. It is of particular importance when foreign contractors are involved in the manufacture of the
product. In these circumstances the applicant should supply the certifying authority with information to identify the
contracting parties responsible for each stage of manufacture of the finished dosage form, and the extent and nature of
any controls exercised over each of these parties. .

Name and address of certifying authority:
Telephone:

Fax:

Position, name of authorized person:
Signature and date:

Stamp:




Homarok 2
1o Ilopsaaxy ceprmdikarrii skocTi
TiKapchKUX 3aCO0iB UL MIKHAPOIHOT
TOPTIRTI Ta MiATBEPIKECHHS IS aKTUBHIX
(hapMaleBTUYHUX {HTPEIEHTIB,
10 EKCIOPTYIOTHCS
(mynKT 6 po3mimy I)

bnanx Hepoicnixcnyocou

3ASBA
npo JiteHsiifHuii craryc Jikapcbkoro(-ux) 3aco6y(-iB):

Ne 3asBu npo Jinensiiianii craryc:

Kpaina-excnoprep:

Kpaina-immoprep:

114 3as1Ba NMUIIE CBIOYUTS, IO 3a3HAUCHI JiKapChKi 3acO0U 3apeccTpoBaHti B YKpaiHi.

3agBHNK (HaliMeHyBaHHS/MicI{e3HAXOZKEHHST):

Hazga nixapcekoro 3acofy Jlixapceka dopma AxruBHI iHTpenieHTH’ Ta X Howmep i nata sunaui
KiNBKiCTh HAa CTAHAAPTHY peecTpaniiinoro
o3y noceimuenus®

Hepxnixcryx6a 3000B’S3yeThcs HagaBaTd Ha [OpOXaHHS 3asBHMKa (abo BIacHUKA
peecTpaliifHoro moceigyeHHs) okpeMuil i moBHmH CeptudikaT Iikapcekoro 3acoby v ¢opmari,
" PEKOMEHJIOBaHOMY BcCecBITHBOIO oOpragizari€lo oxopoH: 3mopo’s (BOO3) mig koxmoro i3
TiKapchKUX 3ac001B, IepepaxOBaHUX BHUIIE.

MicuesnaxomxeHHs J{epKITikCTy:Kou:

ITocama, Biacue im's ITPISBUIIE nocamosoi oco6u Jepximikemyxou:

Tenedon/paxc:
Iionuc:
Lama, M.I1.:

L5 3aa6a 6ionosioae opmamy, pexomendosarnomy Bcecsimmubor op2anizayicio 0xoponu 300poe s
(BOO3).

TIpumiTk:
1. I1a 3agBa mpU3HAYEHa I BUKOPHUCTAHHA IMIIOPTEPaMH T Yac po3rIsSAy IPOIMO3HIH [ yuacTi B
MiXHApoJHOMY TEHEpi, B ILOMY BUIANKY TaKa 3asBa M€ 3alIUTYBATHCS K YMOBA YYaCTi B TEHAEpI.
3asBa CBIAUUTS, MO 3a3HAUCH] MKAPCEKi 3aCO0H NO3BOIETLHCS POIMINLYBATH HA PUHKY AT
BHKOPHCTAHHA B kpaiHi-ekcroprepi. Ceprudikart nikapcrkoro 3aco6y y hopmarti, peKoMeHI0BAHOMY
BOO3, 6yae HamaHo 32 3BEPHCHHSM 3asBHAKA i, SKIIO0 BiXPI3HAETHCA, - BIACHAKA PeccTpauiiiHoro
TIOCBi4EHHS [ KOXKHOTO i3 MepepaxoBaHyX JiKapCHKUX 3acobiB.
2. BUKOPHCTOBYBaTH, KOIH 1l MOXKIIMBO, MixkHapoHi HenaTeHTORaH] Haseu (MHH) aGo nanionanemai
HETaTCHTOBaHI HA3BH,
3. SIKmo BiZICyTHE peecTpaliiiHe HOCBiIeH A, HeoOXiXHO 3a3HAYHTH BiAMOBIAHY iH(bOpMaTIifo «He
BHMAracThCA», «HE 3BEPTAIUC», «HA POMILALAD a00 «BIIMOBICHOY.
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bnanx [lepoicnixenyacou

STATEMENT OF LICENSING STATUS OF PHARMACEUTICAL
PRODUCT(S)"

No. of statement:

This statement remains valid until;

Exporting (certifying) country:

Importing (requesting) country:

This statement indicates only whether or not the following products are licensed to be put on the
market in Ukraine. :

Applicant (name/address):

Name of product Dosage form Active ingredient(s)? and |Product-licence No. and date
amount(s) per unit dose: of issue?

State Service of Ukraine on Medicines and Drugs Control (SSUMDC) undertakes to provide,

at the request of the applicant (or, if different, the product-licence holder), a separate and complete
Certificate of a Pharmaceutical Product in the format recommended by WHO, for each of the
products

listed above.

Address of the SSUMDC:;

Position, name of authorized person:

Telephone / fax numbers:

Signature:
Stamp )and date:

This statement conforms to the format recommended by the World Health Organization.

Explanatory notes:
1. This statement is intended for use by importing agents who are required to screen bids made in
response to an international tender and should be requested by the agent as a condition of
bidding. The statement indicates that the listed products are authorized to be placed on the
market for use in the exporting country. A Certificate of a Pharmaceutical Product in the format
recommiended by WHO will be provided, at the request of the applicant and, if different, the
product-licence holder, for each of the listed products.

2. Use, whenever possible, International Nonproprietary Names (INNs) or national
nonproprietary names.

3. If no product licence has been granted, enter «not required», «not requested», «under
consideration» or «efused» as appropriate.




Honatok 3
1o Iopaaky cepTudikaii akocTi
JKapCHKHX 3ac001B UIs MIXKHAPOJHOT
TOPTIBII Ta MiATBEPKEHHS 1 aKTHBHUX
¢hapManeBTHIHAX IHTPEiEHTIB,
IO SKCIIOPTYIOTHCS

" (mmyBKT 6 po3mimy I)

FBnanx Jepoicnixcnyorcou

MIATBEPAXEHHS 111 AKTUBHUX ®APMAIIEBTUYHNX
IHT'PEJICHTIB,
0 eKCIOPTYIOThes 0 €Bponeiichbkoro Coroszy (€C) Ta iHmmx kpain
IS JTIKapPCBLKAX 3ac00iB, NPU3HAYEHNX VI CIIOXKUBAHHSA JIOANHOIO,
Bigmosigno go crarti 46b(2)(b) AupexTnsu 2001/83/€C

Higreepmxenns Ne:

1. HaliMeHyBaHHS, MiCIIe3HAXO/KCHHS Ta MicIle IPOBAKEHH ASIIEHOCTI BUPOOHUYOT JNiTHHHLI
(Bxmrouarour Ne OyIMHKY, AKII0 HEOOXITHO):

2. Homep(u) minensii(if) Ha BUpoGHUITBO JTiKapchKUX 3ac06iB:

[HOOPMALILSI CTOCOBHO BUPOBHUKA, KW BUTOTOBJIAE AIIOYY (D)
PEUOBUHY(I), 1[0 EKCIOPTYETBCA(IOTHCS) JI0 €C TA THIINX KPATH JIJIA
JIIKAPCBKHX 3ACOBIB, ITPUSHAUYEHUX JUJIA CTIOXKUBAHHA JITOAMHOIO

I_[iloqé.(i) pedosuHa(M)’ TIpouec (onepartii)?
p

IIEPJKABHA CJIVKBA YKPATHH 3 JIIKAPCHKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU ITLATBEPJDKYE, IITO:

CTaHAapTH HallexHol BUpoOHUYoi npakTuky (GMP), 110 3aCTOCOBYIOTECA JI0 IIHOTO BUPOGHHKA,
eKBIBAJICHTHI THM, SKi BCTaHOBJIeHI B €C;

BHUPOOHUK HiyIArae peryisipuiil, cyBopiif Ta po3opii mepepipili Ta eeKTUBHOMY 3MiHCHEHHIO
BHMOT HAJIEXHOI BUPOOHIYOI IIPAKTHKY, B TOMY YHCIi IIOBTOPHHM Ta I03aIUIaHOBUM IIEPEBipKaM
(iHCTIEKTYBaHHAM), 3 METOIO 3a0e3ITeUeHHs CUCTEMH OXOPOHH 3710POB Sl HACEIEHHS, CKBIBAICHTHO]
npuitaatii y €C;

Ta B pa3i IPUIHATTS PilICHHS IOX0 HEBIAMOBIXHOCTI BUPOOHUIITBA iHQOPMAITis TIPO Take PIINCHHS
HazmaeTsea depxnikenyx6ot0 6e3 3arpumku o €C.° :

Jlata octaHHBOI IIEpEBIpKU:

CHpapXHiCTh LLOTO IATBEPIKEHHS MOXe 6yTH nepenipena y Jlepamikciyxoi.

Micnesnaxomkenas epximikciryxou:

Buracse iM's TIPI3BUILIE Ta mocaja BiAmoBigansHOI ocobn:

Iligmmc JHara M.IL
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E-mail, Tenedon, paxc:
!InenTuikanis KOHKPETHUX JIOUMX PEIOBHH Uepe3 MIKHAPOLHO-Y3TOKEHY TEPMIHONOTi0
(6axaHO MDXKHApOAHA HEATCHTOBAHA Ha3Ba).

*Hanpuxial, «xiMidHH#A CHHTE3», «EKCTPAKIA (BUTDKKA) 3 IPUPOIHUX JDKEPEN», «Biooridmi
mpolecuy, «(hiHAIBHI omepartii».

qdefect@ema.europa.eu.

Bnanx Jepocnixcnyocou

WRITTEN CONFIRMATION FOR ACTIVE SUBSTANCES
exported to the European Union (EU) and other countries for medicinal

products for human use, in accordance with Article 46b(2)(b) of Directive
‘ 2001/83/EC

Confirmation no.:

1. Name and address of site (including building number, where applicable):

2. Manufacturer’s licence number(s):

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING ACTIVE
SUBSTANCE(S) EXPORTED TO THE EU AND OTHER COUNTRIS FOR MEDICINAL
PRODUCTS FOR HUMAN USE

Active substance(s):! Activity(ies):?

State Service of Ukraine on Medicines and Drugs Control (SSUMDC) HEREBY CONFIRMS
THAT:

The standards of good manufacturing practice applicable to this manufacturing plant are equivalent
to those laid down in the EU;

The manufacturing plant is subject to regular, strict and transparent controls and to the effective
enforcement of good manufacturing practice, including repeated and unannounced inspections, so
as to ensure a protection of public health equivalent to that in the EU;

and

In the event of findings relating to non-compliance, information on such findings is supplied by the
exporting third country without delay to the EU.?

Date of inspection of the plant under:

The authenticity of this written confirmation may be verified with the SSUMDC.
Address of the SSUMDC:
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Name and function of responsible person:

Signature Stamp of the SSUMDC and date

E-mail, Telephone no., and Fax no.:

* Identification of the specific active substances through an internationally-agreed terminology
(preferably international nonproprietary name).

? For example, «Chemical synthesisy», «Extraction from natural sources», «Biological processes»,
«Finishing steps».

3 gdefect@ema.europa.cu




Honarox 4

Jo Iopanxy ceprudixarii skocti
JMKapCHKUX 3aCO0IB ISt MIXKHAPOIHOT
TOPriBII Ta IMiATBEPDKECHHS I aKTHBHIX
(GapManeBTHIHUX {HTPERICHTIB,

IO EKCIIOPTYIOTHCS

(mynxr 1 po3ainy II)

(maliMeHyBaHHS Jep:KaBHOTO OPraHy)

3ASIBA
PO BUAAYY

(3a3nHauumu HeobXxione).
ceprudikaTa NiKapchkoro 3acoby
3asBU NP0 JIIEH3IIHUN cTaTyC

ceptudikaTa cepii JikapchKOro 3aco0y

0O O O

MIATBEPIUKEHHS I aKTHBHUX (apMaleBTHIHUX {HTPEAIEHTIB, 10 EKCIIOPTYIOTHCS

Hara peectpamii: « __ » 20 poky

3apeecTpoBaHo 3a Ne

Ha3zpa nikapcekoro 3aco0y 3riqao peecTpaniiinoro moceixyenns B Yxpaini (8 pasi sincyrsocri
peecTpaniiHoro IoCBiAYeHH B YKpaiHi BKa3aTh NpU4nHy
BIJICYTHOCTI):

Kpairna(au)-immoprep(n):

Ha xoxny kpainy okpeMuii JOKYMEHT

10O

OxuH noKyMeHT Ha BCi 3a3HadeHi KpaiHu

3a9BHUK

MicnesHaxomKeHHs

Bnacne im's ITIPI3BUILE, niocania kepiBHAKa

KonTtaktHuit Tenedon e-mail
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BupoOnux/kn (HaliMeRyBaHHA Cy0’€KTa/TiB TOCIIOAAPIOBAHHS Ta HA3BHU CTalii BUPOOHHYOrO
IIUKILY, IO BiH 3/iil{CHIOE/BOHY 3MiHICHIOIOTE, KOX 3rinHo 3 €J[PIIOY)

Micue3HaxopkeHHS BUPOOHMKA/KiB

Micne/iis mpoBamKeHHS JisILHOCTI

Bunacre iM'st IIPI3BUIE, nocana xepiBHuKA(iB)

ITpocuMoO MPOBECTH EKCIIEPTU3Y HANAHOTO KOMIUIEKTY JOKYMEHTIR Ta Y pa3i MO3UTUBHOTO
BUCHOBKY HaJaTH (3a3Ha9uTH HEOOXiIHE):

cepTudikar TKapcbKOro 3aco0y
3asBy IIpO JiIEH3IMHUIH cTaTyC

cepTudikar cepil IiKapchKkoro 3acoby

N I R I A

HiATBEPKEHH UL aKTUBHUX (hapMareBTHIHIX {HTPETi€HTIB, 0 EKCIIOPTYIOTECS

JlocToRipHiCTs HagaHOi iHpOPMAITil rapaHTyio:

[

(mocana ocobw, sixa Ioxana 3asBy) (mimmic) (Bnacue im's ITPI3BUILE)
«__» 20___ poky
(mocana ocobu, sAKa MpuiHAIa 3a:1BY) (i mmc) (Bracue iM's ITPI3BUIIIE)

«_» 20 poxy




Honarox 5

1o Iopsaaxy ceprudikartii skocTi
TIKApCBKMX 3ac00IB A1 MiXHApOIHOT
TOPTiBIIi Ta MiATBEPAKCHHS I aKTUBHIX
(bapMareBTHYHUX IHIPEMIEHTIB,

IO EeKCIIOPTYIOTHCS

(mipmysxT 4 myHKTY 3 posginy IT)

BUMOT'A
1o Texuivnoro pesrome

TexniuHe pe3roMe MiCTHTH Taky iHdopMariio:
TOProBelIbHA Ha3Ba JIiKapchKOro 3acofy;
MUDXHapOJHA HeMaTeHTOBaHa Ha3Ba,
HaliMEeHyBaHHS 385 BHUKA;

azpeca MiCIIe3HaXO/KEHHS 3aIBHUKA;

HalMEHYBaHHS, afpecH MICHE3HAXOIKEHHSI Ta aApecd MICIll NPOBAKEHHS NisIEHOCTI
BUPOOHYKA/BUPOOHNKIB (i3 3a3HAYEHHAM cTafiil BUPOGHMNTBA JIKapCHKOTO 3aC00y MO KOKHOMY
BHPOOHUKY);

AKICHUH Ta KiIbKiCHMM CKJajg IKapchKoro 3aco0y i3 3a3HAYEHHSM JiIOYMX DPEYOBHH Ta
JOIOMIKHHIX PEUOBHH;

nixapceka opMa;
(bapMakoJIOTi4Hi BIACTHBOCTI Ta (papMaKkOKiHETHHHI XapaKTePUCTHKHY;

KIIHI9HI XapakTEepUCTUKH (TepaleBTHYHI IIOKa3aHH], UPOTUIIOKA3aHHA, MOGIUHI peakiii,
oco6mmBi 3amo0iXKHI 3aX0[M IPH BUKOPHCTAHHI Ta B pasi iMyHOGIONOr9HAX IiKapCEKUX 3aco6ip -
3amo0ikKHI 3aX04u U1 0ci0, sSKi IpaIolOTh 3 TAKUMH TKAPCBKMMH 3ac00aMM Ta BBOIATH iX
TallicHTaM, a TAKOX 3aII00DKHI 3aX0/IH, AKMX IOBHHHI JOTPUMYBATHCS MAIi€HTH, 3aCTOCYBAHHS T
Yac BariTHOCTI Ta FOXyBaHHA IPYAbMH, JTIKAapChKi B3a€MOJIii, TO3YBAHHS Ta CIOCIO YBENEHHS IUIA
JopocamxX Ta 3a HOoTpeOH JUIA JiTel, mepeno3yBaHHS, CHEMianbHi 3amobixkmi 3axomu) (HE
3asHauaeThes I ADI);

dapManeBTHYHA XapaKTepUCTHKa (HECYMICHICTh, TEPMIH HPHAATHOCTI, 0c000Bi 3amoGixHi
3ax04u IpH 30epiraHHi, THII Ta BMIiCT IEpBUHHOI YIIaKOBKH) (He 3a3HaYacThes it ADI);

OITHC TEXHOJIOTIIHOTO npouecy 3 OITOK-CXEMOTO IIpoOUECY.

Jara ckimagansas «_ » 20__ poky

KepiBHUK MiqnpreMcTBa-BHPOOHUKA
Ta/abo YmoBHOBaXXeHa 0co0a, AKa (mocana) (miznuc) (Bnacre im's
BHECEHA J0 JTileH3ii Ha BUpOGHUIITBO TIPISBUILE)
TiKapchKUX 3ac00iB




Homarok 6

1o Ilopaaxy ceptudikartii sxocti
NKapCHKUX 3ac00IB IS MIKHAPOIHOT
TOPriBiIi Ta IIi,Z[TBCplI}KeHHSI TSt AKTABHUX
¢apmMareBTHIHAX IHTPEIIEHTIB,

Mo CKCIIOPTYIOTECA

(migmyskT 6 nyHKTY 3 posainy II)

JTOBIIIKA
NPO AKICTH JiKapcbKHUX 32c00iB, 1[0 BAPOGIAIOTHCS
Ha
(maliMeHyBaHHS BUPOGHHYOI JiNBHUII, 110 BKa3aHA B 3as1Bi)
(naiiMeHyBaHHS 33IBHAKE)
320__ mo20__ poxm
(naBecTy MaHi 32 OCTaHHI TPH POKHU, PaXyIOUH BiJl JATH MOJAHHS 3a5IBH)
Ne 3/m Binomocrti npo mperensii 1 BiAKITUKaHHS TPOAYKIT Ycsoro Tlepenik
HaWMEHYBaHb 1
HOMEpIiB cepiit
TKapChKIX
3aco0iB

1. KinekicTh 06IpyHTOBAHUX NPETEH31H JO SKOCTI MPOIYKIIIl:
1) 3a Pe3yJIbTaTaMH JECPIKABHOT'O KOHTPOIIO
2) 32 3BEPHEHHSIMU CIIOXHUBAYIB
2. KinbKiCTh BiIKIHMKaHb MPOXYKIIl 3 MEpexi peanizamii B

[Vxpaini: '
1) 3a IIPUIHCAMH JepKaBHUX OpraHiB KOHTPOIIIO
2) 3a pimeHHsM 3agBHUKA
3. KibKiCTh BiIKITHKAHOT MIPOIYKIII 3 Mepexki peaJIi3aLti'i

KpalHU, e PO3TAIlIOBaHe BUPOOHHUITBO (IS HEPEIUACHTIR):
1) 3a IPUITHCAMH JepPKaBHHUX OPTaHiB KpalHw, e PO3TalIOBaHe

BUPOOHUIITBO
2) 3a PIIIEHHM 3asBHUKA
4. KinsKicTs BiIKIHKAHOI IPOAYKIIL 3 Mepexi pearmizaiii B

IHIIMX KpalHax:
D 3a IPUIIMCAMH BiIIOBITHMX AepKaBHUX OpraHiB KpaiH, Ae

3IifiCHIOBANIACS pealizalisd IPOLYyKIil
2) 3a PIlICHHIM 3asBHHUKA

Jara cknajgaHHI «__ » 20 poky

KepiBHuK mignpreMcTBa-BUpoOHIKA
Ta/ab6o YnoBHOBaxk¢Ha 0co0a, SKa (mocana) (migmc)
BHECEHA 10 JIilleH31] Ha BUpOOHUIITBO
JKapChKUX 3ac00IB

(Brnacue im'st
TIPI3BUIILE)
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1o Hopsaaky ceprudikarmii sKocTi
TKapChKUX 3ac001B A MIKHAPOAHOT
TOPTiBII Ta MIATBEPAKEHHS A1 aKTUBHUX
(apManeBTHYHUX IHTPERiEHTIB,

MO EKCIIOPTYIOTHCA
(mignysKT 5 myHKTY 3 poszimy II)

TTOBUIKA
IIpo pe3yabTaTU HepeBiPOK, IIPOBCACHUX OPraHaMu ACPKaBHOTO
KOHTPOJJIX0
Ha
(maiiMeHyBaHHs BUpOOHAYOT AIMBHAILI T2 HAlIMEHYBAaHH 3aTBHHIKA)
320 mo20__ poku
(yKa3aTH 32 OCTaHHI TPH POKH A0 HATH HOJAaHHT 3a9BH)
Ne HaiiMeryBaHHA Bup nepepipku | Ilepioz, 3BiT/aKT PesynpTar
3/m YIIOBHOBaXEHOro oprany  |(incmekrysamna)|  nmara(w) Bix HepeRipkn
(nmanosa, TEPEBipKH (nata) (aaBecTH
TI03aIlIaHOBa) TIOCHTIAHHS Ha
Ne JOKYMEHT Ta
HaJaTh KOpOTKi
BHUCHOBKH,
HaBelleHi y
3BITI/aKTi)
[{enTpansumii OpraH BUKOHABYO1
L BIaqy, MO peanisye AepKaBHy
MomTUKY ¥ chepi KOHTPOIIO
axocTi Ta Ge3neKn JIKapChbKUX
3aco0iB
VosHoBaXkenuil opras y cdepi
2. KOHTPOIIO JIIKApCHKHX 3ac00iB
Kpaldy, e pO3TalioBaHe
BUPOGHHITBO (A
HEPE3HICHTIR)
'VnosHOBakeHi oprau y cdepi
3. KOHTPOIIK) TKAPCHKHX 3ac06iB
kpail — wienis €C, Bemuxoi
bputanii 460 xpainu, Mo MarTh
yroLy PO B3aEMHC BU3HAHHS 3
€C abo 3 YkpaiHoIO
'YropHOBaXeHI opranu y cdepi
4. KOHTpOJIIO JHKAPCHKUX 3ac00iB
[irmmx xpain
JaTa ckiIaiaHHg «___ » 20 __ poky,
KepiBrux mmignpreMcTBa-BUpOOHIKA
ta/abo YnosHoBaxeHa ocoba, sKa (mocana) (riprivac) * (Buacue iM's

BHECEHA 0 JileH3ii Ha BUPOOHUIITBO
TiKapChKUX 3ac00iB

TIPI3BUILIE)
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1o Iopsanky ceprudikarii skocti
NIKApCHKUX 3aCOGIB M MiKHAPOIHOT
TOPTIBII Ta MATBEPIPKCHHAS IS aKTHBHUX
(hapManeBTUYHAX {HTPENiEHTIB,

IO EKCITOPTYIOTHCS

(mysKT 4 po3nimy II)

(HaliMeHyBaHHS Oprafy JileH3YBaHHS)

OlIiC
AOKYMEHTIB, 1[0 JOAAI0THLCSH A0 3a8BH IPO BUAAYY

ceprudikaTa TiKapchKOro 3acoby*
3asBH PO JieH3idHmi cTaTyc™

ceptudikaTa cepii IikapcpKoro 3acoby™

I B I B

T ITBEPDKEHHS U aKTHBHUX (hapMalleBTAIHIX iHIPEIIEHTIB, IO €KCIIOPTYIOThCS *

BiX

(HaitMeHyBaHHS 3asSBHUKA)

Hasgsa nixapcrkoro 3acody

Jara i HoMep peecTpallii 3asBU «___ » 20 poxy Ne

Ne s/m HaiimeryBaHHS OKyMeHTa Kimkicts Binmitka npo HassHicts {[IpumiTkn
apKyIIiB y IOKyMeHTIB (HasBHi,
JIOKYMEHTI BIACYTHI)
[Tputinas JIOKYMEHTIB
(updpamu 1 cnoamu) (Bnacue im's [IPI3BUIIE, mimmic yroRHORAKEHOT

ocanoBol 0cobn)

«_» 20 _ poky

. . "5k
Apyruil NPUMIPHAK OIHCY OTPIMAB (Bnacue iM's TIPI3BUIIE, migmuc ocodu, sKa

TI0/1ajIa 334BY)

«_» 20__ poky

* 3a3HaynTH HeoOXigHe

** 3aMOBHIOETHCS Y pasi MOJaHHA JOKYMEHTIB HApO4IHO




INOSICHIOBAJIBHA 3AIINCKA
JI0 MPOEKTY Haka3y MiHicTepcTBa 0XOpPOHH 3X0POR’sT YKpainn
«IIpo 3areeprkenns Hopaaxy ceprudikanii sikocTi Jikapcbkux 3acodiB qis
MIZKHAPOXHOT TOPTIBJII TAa MiATBEPAKEHHS NI aKTHBHUX (PapMaLeBTHIHNX
IHrpenieHTiB, M0 EKCHOPTYIOTHC

1. Meta

Ilpoekr makasy MimictepcTBa OXOpoHH 3m0poB’st  Ykpaimm «IIpo
satBepikennd Ilopanky ceprudikamii sxocti mikKapchkux 3acobiB It
MDKHApOJHOI TOPIiBIi Ta MiATBEPIKCHHS [UIs AKTHBHUX (hapMalieBTUIHHX
IHTPEMIEHTIB, MO EKCIOPTYIOTHCA» (Halli — IPOEXT Hakasy) po3polbieHmil y
3B’A3KY 3 HasIBHOIO IOTPeOO0 YCYHEHHS 3aCTapiliuX PeryIIATOPHUX HOPM, IO Ha
CHOTOMIHI CTBODIOIOTH JefAKi Oap’epH ULl HPOBAKEHHSA cepTUdIKalii SKOCTI
JKapCchKUX 3ac00iB I MDKHAPOIHOL TOPTIiBII T MiATBEPKEHH I aKTHBHUX
(bapManeBTHYHHX ~iHTPENi€HTIB, IMO EKCIOPTYIOThCA. IIpPOEKTOM Hakasy
IPOTIOHYETHCS BUKIIOYUTH HOPMH, AKI IPUITYCKAaIOTh PO3NIMPEHE TIYMAaYeHHs Ta
IPUSBOIATE JO «IOTYYHOIO» ITOJOBKEHHA CTPOKIB OJACPIKAHHSA HEOOXITHHMX
JIOKYMEHTIB;, CTBOPHTH YMOBM JUIS IOJNINIIEHHS EKCIOPTHOTO IIOTEHIliamy
BITYM3HAHMX BHPOOHMKIB JiKapchKMX 3acofiB. Peamizaris mpoekTy Hakazy
3a0€3MeYNTh YOOCKOHANCHHS Ta CIPOINEHHS Upomexypu ceprudikalii sxocTi
TiKapChKUX 3ac00iB I MIXXKHAPOIHOI TOPTIiBIi Ta MiATBEPIKEHHS I AKTHBHUX
(hapMaleBTHYHUX IHTPEIEHTIB, IO EKCIIOPTYIOTHCS.

2. O0rpyHTYBAaHHS HeOOXITHOCTI MPHITHATTA aKTA

IIpoexT Hakasy po3pobieno BiamosigHO mo crarteit 11, 13, 14, 18 3akomy
Vxpainu «lIpo mikapceki 3acobm», miamyskry 1, 2, ab3amiB aBagusTs APyroro,
ABaJUATE IIAITOTO, COPOK II’ATOTO MIANYHKTY 12 myskty 4, nyukry 8 [lonoxenns
po MiHiCTepCTBO OXOpOHM 310pOB’s YKpaiHH, 3aTBEPIKEHOTO IIOCTAHOBOIO
Kabinery Minictpip Vkpainu Bim 25 Gepesus 2015 poky Ne 267 (y pemaxmii
noctanosu KaGinery MinictpiB Vkpainu Bin 24 ciuns 2020 poky Ne 90), nmyHKTiB
1 Ta 4 ITonoxenna npo [lepxaBHy ciryx0y YKpailu 3 Iikapchkux 3acobiB Ta
KOHTPOITIO 32 HAPKOTHKaMM, 3aTBEPIKEHOro IocTaHoBor Kabinery MinicTpis
VYxpainu Bix 12 cepmus 2015 poky Ne 647.

Hesxi wopmu Ilopsanmky ceprudikamii skocTi JTiKapchKMX 3acobiB i
MiXHAPOAHOI TOPTiBIi Ta MIATBEPIKEHHS U1 aKTUBHHUX (hapMaleBTUYHHX
IHrpedicHTIB, IO EKCIOPTYIOThCS, 3aTBEPMKEHOro HakaszoM MiHicTepeTsa
OXOpOHH 370poB’s  Ykpaimm  Binm 07 rpymEs 2012 poky Ne 1008,
3apeecTtpoBanoro B MinictepeTsi roctunii Ykpainm 28 rpymus 2011 poky 3a
Ne2218/22530 € 3acTapinumu, MiCTATh TOCHIIAHHS HA aKTH, SKi BU3HAHO TaKUMH,
II0 BIPATHIM YWHHICTH, Ta HIOTPEOYIOTH IPHUBEICHHS V BiMMOBIOHICTE 0
9UHHOTO 3aKOHOIABCTBA.



IlpuitHATTA TPOEKTYy Hakaly Ta 3aTBep/UKEHHI HoBoro Ilopsaky
cepTudikamnii SIKOCTI MIKapChKUX 3ac00iB AN MIKHApOMHOI TOPTIBIL Ta
TMiATBEPIKEHHS AN aKTUBHUX  (apMalleBTMYHUX  IHTPEHIi€HTIB, IO
EKCIIOPTYIOTBCS, 3arajoM CHpPUATAME IORANBIIOMY PO3BUTKY TOCHOAAPCHKOT
NIATBHOCTI B KpaiHI Ta CTUMYJIOBaHHIO BUPOOHWITBA  (hapMaleBTHIHOI
OpOAYKWii Uil  eKCIOPTY, 3a0€3MeYNTs YCYHEHHS OKPEMHX IUTYYHHX
peryniaTopEuX Oap’epiB U1 IPOBAIPKEHHS cepTH]iKamii SKOCTI TiKapChKUX
3ac00iB  UI1  MIDKHAapOIHOI TOPTiBII Ta TIATBEPUKCHHS IS AaKTHBHHUX
(apManeBTHYHNX IHTPENI€HTIB, IO E€KCIOPTYIOTHCS, 3a0€3MEeUNTh HOCITHEHHS
GaaHCy iHTEpeciB MiANPUEMHUIITBA Ta JepkKaBU. PesympTaToM peaimisamii akra
Oylle yIOCKOHAIICHHS IpPOLENYpH cepTUdiKaIii AKOCTI JIHKapChKUX 3aco0iB i
MIXHapOIHOI TOPTiBII BinnoBigHO A0 BuMor BOO3, sSKy MOKHA 3aCTOCYBATH IS
OyIp-SIKMX BUIAJAKIB TOPTIBII JIKapChKUMM 3aco0amu, Ta IITBEPIKCHHS IS
A®I, mo excnopryrothes xo €C g TmiKapchbKUX 3aco0iB, MPH3HAYCHUX I
CTIOXKUBAaHHA JIOAWHOI0, BIONOBITHO 10 cTaTTi 46b(2)(b) Jupextusu 2001/83/€C
CBpomneiicskoro napinaMenty ta Panu Bix 06 muctonama 2001 poky.

3. OCHOBHI I0JIOKEHHS TPOEKTY aKTa

IIpoexToM Hakazy IpoOIOHYEeThCs 3aTBepAuTH [lopsmok ceprudikamii sKoCTi
JiKapchKUX 3ac001B JUIT MIXKHAPOIHOT TOPTIBIIL Ta IMATBEPKEHHS [T aKTHBHUX
(GapManeBTMYHKMX IHTPeMicHTIB, IO ekcnopryroThea (mam — [lopsmox).
IlopsaxoM KOHKPETH30BAaHO CTPOKH OJEpPXKAHHI OKpPEeMHUX JOKYMEHTIB
(ceptudikara JikapchbKOro 3aco0y/3asBU Mpo JIEH3IMHUN cTaryc/ceprudikara
cepii JKapCBKOTO 3acOOY/MiATBEPIKEHHS IS aKTUBHHX (apMaleBTHUHUX
. IHTpEHI€HTIB, L0 EKCHOPTYIOThCS), YTOUHEHO IIJCTaBH BIiAMOBH y BUAAdUi
ceprudikara JikapchbKoro 3aco0y/3adBH PO JiUEH3iWHWI craryc/ceptudikara
cepii JKapCHKOTO 3acOoOY/IiATBEPIUKEHHS M aKTUBHHUX (PapMaleBTHIHIX
iHTpeMi€HTIB, IO EKCHOPTYIOTHCA, KOHKPETHU30BAHO IIACTaBH M1 3HATTI 3
pO3TIIAY 3asB, YMOBH YCYHEHHS HEAONIKIB y TOJAHUX MOKYMEHTax Ha eTali iX
eKCIIEpTU3H, TepenbadueHo MOXKIMBICTHE BHAaui nyOmikarta cepTudikarta,
OHOBIICHO TEPMIHOJIOT0, 4 TAKOXK BUKIIFOUSHO TIOCHIIAHHS Ha aKTH, sSKi BTPaTHIN
guHHICTh. OKpeMi HOPMHU TPHUBEACHO V BIiANOBITHICTHE 10 YHHHHUX HOPM
3aKOHOJABCTBAa YKpaiHHU.

4, IIpaBoBi acuexkTH

Ha croroani B YkpaiHi y JaHiil cdepi IpaBOBOTO peryIIOBaHHA MiFOTh Takl
HOPMAaTHUBHO-IIPABOBI aKTH: ,

3akon Ykpainu «IIpo mikapchki 3aco0u», mocranoBa Kabinery MinicTpiB
Vkpaiuu Bix 28 sxoBTHS 2004 poxy Ne 1419 «/leski 3axoau momo 3abe3nedeHHS
SIKOCTI  Jikapchkux  3acobiB», [MupektuBa 2001/83/€C  €rpomeiichkoro
[MapmamenTy Ta Panu €sponeiicskoro Coro3y Bin 06 micromana 2001 poky «lIpo
Kozmexc CHITBHOTH BiJHOCHO IIKApCBKUX IIpenapariB, IPU3HAYCHUX MJIA
CIIOXMBAHHA MOAEMEY (31 3Mmimamm), JdupekxtuBa Kowmicii 2003/94/€C Bim 08



x0BTHS 2003 pOKy, fKa BCTAHOBIIOE PUHIIAIH 1 TPABMIA HATEKHOI BHPOOHIYOT
IIPAKTUKK MO0 JKAPChKUX 3ac001B, IPU3HAUYEHUX IS 3aCTOCYBAHHS JIIOAUHOIO,
Ta JOCHIIPKyBaHMX JIKapCBKUX 3aco0iB, NpPU3HAYEHHUX M 3aCTOCYBAHHS
MIOAWHOI0 Ta JOKyMeHTiB BcecriTHBOI oprasizamii oxoporm 3mopor’s (WHO
TRS Ne 823,1992, TRS Ne 863, 1996, TRS Ne 908, 2003).

S. DinaHCOBO-CKOHOMIYHE 00IPYHTYBAHHS
Peamizamiga mpoexty HaKasy He norpebye (QiHaHCYBaHHA 3 ACPKABHOTO
Ta/a00 MiCIIEBUX OIOMKETIB.

6. Ilo3unis 3aiHTepecoBaHUX CTOPIH

ITpoekt Hakasy morpedye TIpOBENeHHA MyONIYHUX KOHCY/IBTAIl 3
TPOMAJICHKICTIO.

IIpoexT Hakazy HE CTOCYeTbCcid NHUTaHb COLIANBHO-TPYAOBOI ChepH,
(yHKI[IOHYBaHHS  MICIIEBOTO  CaMOBpANYBaHHS, TIpaB Ta  IHTEpeCiB
TEePUTOPIiaIbHUX TpOMak, MICIIEBOTO Ta PEriOHAILHOIO PO3BUTKY, IpaB ocib 3
IHBAIHICTIO, (QYHKI[IOHYBaHHA 1 3aCTOCYBaHHA YKpaiHCHKOI MOBH K
JepKaBHOI.

IlpoexkT Hakazy He 1OTpedye TOTOPKEHHS 13  YIIOBHOBAKEHUMMU
IpEJICTaBHUKAMU BCEYKPaTHCHKUX acoriaii OpraHiB MICIIEBOTO
CaMOBpSIyBaHHS 4YM BiANOBIAHUMM OpraHAMH MICIIEBOTO CaMOBPSAYBaHHS,
VIIOBHOBLKEHMMM  TIPEACTaBHUKAMM  BCEyKpaiHCRKuX  mpodcmiiok, — ix
00’eTHAaHHIMU Ta BCEYKPalHCHKUMH 00’ €qHAHHIMHU Oprafizamiii poOoTomaBIIiB,
VYnoeHoBaxxeHuM Ilpe3umeHta VYxpaiHW 3 TIpaB JIIOAEH 3 1HBAJIIOHICTIO,
YpsaoBUM YIIOBHOBAXKEHUM 3 IPaB OCIi0 3 1HBANIIHICTIO Ta BCEYKPaiHCHKUMU
TPOMAJICBKUMHU  OpraHizamisMd oci0 3  iHBamigHicTIO, iX  CHiIIKaMHu,
YTIIOBHOBR)KEHUM 13 3aXUCTY JeP:KaBHOI MOBH.

IIpoekT HakKa3y HE CTOCYEThCS C(EepH HAYKOBOI Ta HAYKOBO-TEXHITHOI
JUSITEHOCTI.

[MpoexT Hakazy moTpedye NOTromKkeHHS 3 JlepkaBHOIO pETYISTOPHOIO
cnyx6oto Ykpainm, MinicrepctBoM 1mdpoBoi TpaHchopmariii YkpaiHm,
HepxaBHOIO CIIy’x6010 YKpalHM 3 JIKapchbKMX 3aco0iB Ta KOHTPONO 3a
HapKOTHUKaMU, Y IOBHOBaXXeHUM BepxoBHOI Panu Ykpainu 3 npas JIFOAUHU.

ITpoexT Haxa3y nmoTpedye 3aiicHeHHs nep:kaBHOI peecTpamnii B MiHicTepcTsi
OCTULI] YKpaiHu.

7. Ouinka BiANIOBIAHOCTI

[Ipoext Haka3y HE MICTHTH IOJIOKEHb, IO CTOCYIOTBCA 3000B’A3aHB
Vkpainu y cdepi eBpomeiichkoi iHTerpailii, mpaB Ta cB00OH, TrapaHTOBAHUX
KoHBeHIIi€10 TIPO 3aXUCT IIPaB JIFOJUHU 1 OCHOBOIOJOXKHUX CBOOOJI, BIUIUBAIOTh
Ha 3a0e3MeUYCHHs PIBHUX IpaB Ta MOXIMBOCTEHM KIHOK 1 YOJIOBIKIB, HE MICTATH
pPU3WKH BYMHCHHA KOPYIIIMHMX IpaBONOPYIIEHh Ta IIPaBOIOPYHICHS,
II0B’SI3aHKX 3 KOPYIIIIi€0, HE CTBOPIOIOTH MIJCTAB JIJIS JUCKPUMIHAII.



AHTHKOpYNIiNHA, TpOMaJIChKa aHTUKOPYIIiiHA, rpoMaaChKa
aHTUJUCKpUMiHANIfHA Ta TpPOMaAChKa TeHICPHO-IPABOBA EKCIIEPTH3H HE
IIPOBOJMIINCE.

8. Ilporuo3s pe3yabTaTin

Peaiizanis mpoekTy Haka3y IIO3UTHUBHO BIUIMHE HA Cy0’€KTIB FOCIONAPCHKOT
IiSIBHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB sl IOAANIBIIIOTO EKCIIOPTY TAKUX
JiKapChKUX 3aco0iB.

Peamizanis mpoekTy Hakasy He MartvMe BIUIMBY Ha PO3BHTOK DPErioHiB,
IIiIBUIICHHS YM 3HWKCHHS CIIPOMOXKHOCTI TEPUTOPIaAILHIX TPOMa.

Peaiizarfis MpOEKTy Hakasy He MaTWMe BIUIMBY PHMHOK Mpali, piBeHb
3af{HATOCTI HACEJICHHS; IPOMAJChKE 3M0pOB’S, TOKPAIICHHS YM TOTIiPIICHHST
CTaHy 3[I0pOB’S HaceleHHA abo HOTo OKpeMUX TPYIT; €KOJOTII0 Ta HABKOJIMIIHE
IIPUPONHE CEPElOBUIIE, OOCAT IIPHUPOJHUX PECcypCiB, PIBEHL 3a0pYIHCHHS
aTMOC(EpHOro IOBITPHA, BOIM, 3€MEINlb, 30KpeMa 3a0pyIHEHHS YTBOPCHUMHU
BIJIXOJIaMH, 1HIII CYCIIiJIbHI BiTHOCHHU.

3ainTepecoBaHa Bnans peanizanii akta | IlosicHenHs1 ouikyBaHOro
CTOPOHA Ha 3aiHTEepecoBaHy BILINBY
CTOPOHY
I'pomansuu ITo3uTnBHMI 3abe3neueHHs MpaBa Ha

OTpUMaHHS SKICHUX,
e(hEeKTUBHUX Ta
Oe3neyHUX JTIKapChKUX
3a2c00iB — 32 PaXyHOK
CHIBIIpaIl 3 HITUMHI
KpaiHaMU CBITY B paMKax
B32€M0320€3TEUCHHS
JTiKapChKUMH 3aco0amu,
TpOMaJiiHU YKpaiHu
TaKO0X MaTUMYTh
MOXKJIUBICTL OTPHMYBATH
TUTBEKU AKiCHI, €)eKTUBHI
Ta Oe3IeyH] TKapChKi
3aco0u, 1o BupobIeHI
BIZMOBITHO 10 BUMOT
CTaHJIapTIB

Cy0’exTn Ilo3utuBHMIA Y I0CKOHANEHH: Ta

TOCIIOIaPIOBAHHS CTIPOIIEHHS MPOIETYPH




cepTudikarii SKocTi
JIKApPCHKUX 3ac0o0iB A
MIXHapOIHOI TOPTiBII Ta
T ATBEPIKEHHS IS
aKTUBHUX
(apmarieBTHIHUX
IHTPEIiEHTIB, SIKi
EKCIIOPTYIOTHCA, III0
HaJacTh
MOKJIMBICTE CY0’€KTaM
rocIIoAapchKoi TiIBHOCTI
3 BUPOOHUIITBA
JTiKapCHKUX 3ac00iB
OTPUMYBaTH
aJIMiHICTPATHUBHI ITOCITyTH
Ha HaJEXXHOMY PiBHI

Hepxaa

IozuTuBHMIA

Po3BuTOK TOCTIOAAPCHKOT
JISTRHOCTI B KpaiHi Ta
CTUMYITFOBAHHS
BUPOOHUIITBA
hapmareBTHIHOI
IIPONYKIIT IS €KCIOPTY,
3OUIBIIICHHS EKCIIOPTY
BITYM3HAHUX JIIKAPCHKUX
3ac00iB, a TAKOX B I1IOMY
3a0e3IIeUYeHHS JOCITHCHHS
GamaHcy iHTEepeciB
MiIIPUEMHUIITBA Ta
JepKaBu

MinicTp

OXOPOHH 310POB’°s YKpaiHu

« »

20 p.

BixTop JIAIIIKO



AHAJITI3 PETYJATOPHOI'O BILUINBY
NpoeKTy Hakasy MiHicTepcTBa 0XOPOHU 310POB’° ST YKpaiHu
«IIpo 3aTBepmkenns Ilopsaaky ceprudikauil sskocTi JikapcbKux 3ac00iB Aas
Mi’KHAPOXHOI TOPTiBJI Ta MiATBEP/KeHHS AJISl AKTUBHUX (apManeBTUIHHUX
INrpexieHTiB, M0 eKCIIOPTYHThCI»

I. BusHayenHs npodjemMn

3 16 Bepecus 2014 poky €porneliceknii mapnaMeHT Ta BepxoBaa Pama Yxpainu
patudikyBanu VYroay Hpo acoljiamiro MK YKpaiHolo, 3 OfHi€i CTOpPOHH, Ta
CeporneliceckuMm Coro3oM, €ppornelicbkkum CrHiBTOBAPUCTBOM 3 aTOMHOI eHepril i
iXHIMU IepKaBaMU-4IeHaMH, 3 1HIIOI CTOPOHU (faii — YTojia Impo acomiallio). Yroaa
PO acOMialilo 33 CBOIM OOCSITOM Ta OXOIUICHHSM cTaja HalGiahImuM MiKHAPOIHO-
IIPaBOBHM JOKYMEHTOM 3a BCIO ICTOpiI0 YKpaiHHW, Ta HalOUILIIUM MiXKHAPOIHUM
JOTOBOPOM 3 TPETHOIO KpaiHolo, ykiaaeHuM EpponeiicekuMm Corozom (€C). Bona
cTaja ACKPaBOK JEMOHCTPAI€l0 AKiCHO HOBOTO (hOpPMATy BiTHOCHH Mix YkpaiHoro
Ta €C Ha IPUHIOUIIAX «IOJITUYHOI acOMIallli Ta EKOHOMIYHOI IHTETpaIiii».

IapMomizania yKpalHCBKOTO 3aKOHOJABCTBA Ha BIANOBimHICTH mnpaBy €C €
3aropykoto HabmmkenHs Ykpainu 1o €C. Iopsmok cepTudikamii SKOCTI TIKapChKUX
3aco0iB Ui MDKHApOZHOI TOPTIBII Ta IIATBEPIKCHHA i1 aKTHBHHUX
dapMalleBTUYHUX IHTPEMIEHTIB, IO EKCIOPTYIOTHCS, 3aTBEPIKCHUH HaKa30M
MinicTepcTBa OXOpOHM 310poB’s  Ykpainu Bix 7 rpymas 2012 poxy Ne 1008,
3apeecTpoBaHMi B MiHicTepcTBl IocTumii VYikpaimm 28 rpymas 2011 poky 3a
Ne2218/22530 (manmi — Ilopsamox), Oymo po3pobieHO BiAMOBIZHO A0 JAOKYMEHTIR
BOO3 WHO TRS Ne 823, 1992, TRS Ne 863, 1996, TRS Ne 908, 2003 ta Hamae
MOXKJIMBICT OTPUMAHHS BITYM3HIHUMHU BuUpoOHMKaMu B JlepxkaBHiH cayx6i 3
JKapChKUX 3ac00IB Ta KOHTPOJIO 33 HAPKOTUKAMU TIPW IMOAAHHI BIJIMOBIAHOI 3asSBU
Ta KOMILUIEKTY JOKYMEHTIB 10 Hel BiamoBiaHo mo [lopsaky ceprudikara IikapCchKoTo
3aco0y/3asBM  mpo  JineH3iifHmit  craryc/ceptudikara  cepii  IKapchKOIrO
3acO0Y/IMOTBEPUKCHHS  UIT  aKTHBHUX  (DapMaleBTUYHHWX  IHTPEHI€HTIB, IO
eKCIIOPTYIOThCS, 3 METOI0 IOJANBINOI peecTpallii BIaCHUX JIKapCHKUX 3acobiB 3a
KOPJIOHOM.

BiTunznsHi BUpOOHUKM JiKapChKUX 3aCO0iB B YMOBaX €KOHOMIYHOI KPU3H, TIO
o0yMoOBIIeHa MaHIEMi€l0, IO OTOJIOMIEHAa BCEeCBITHBOIO OpraHi3alliclo OXOPOHU
3mopor’s (mam — BOO3), moB’s3aH01 31 CHATaXOM Ta CTPIMKUM PO3IIOBCIOIKEHHIM
roctpoi pecmiparopHoi xBopo6m COVID-19, copuumsHeHOi KOpOHAaBipycoM
SARS-CoV-2, npomoBxXyioTh BUPOOHUIITBO JIKAPCHKUX 3ac00iB, B TOMY YHCH 3
METOI0 EKCIOPTY.

BumesazHaueHi JOKYMEHTH BUMAaraloThCS B KOMIETCHTHMX OpraHax IepiKaB-
yieHie €C Ta iHIMX KpaiH CBITY HIpH peecTpallii JNiKapchKUX 3aco0iB iHO3EMHOIO
BAPOOHUINTBA. BiACYTHICTP IMX MOKYMEHTIB YHEMOXJIMBIIIOE IIPOILEC peeCTpariil
JiKapchKUX 3ac0o0iB 32 KOPAOHOM, B TOMY YHCII B JepkaBax-kpainax €C. Bixrax,
JiTKa TpoIle/lypa Ta BYACHE OTPUMAHHS BITUM3HIHUMH BUpOOHUKaMu cepTH(dikara
JTiKapcpKoro 3aco0y/3asBU MPo JileH3iitaui craTyc/cepTudikara cepii NiKapcCbKOro
3aCOOY/MiATBEpIKEHHS Uil aKTUBHMX  (apMalleBTUYHWX  I1HTPENIEHTIB, IO
. EKCTIOPTYIOTHCS, HAJa€ MOXKIUBICTE 30iNBIIYBATH KINBKICTh 3apeeCTPOBAHUX
NiKapchKUX 3aco0iB 3a KOPIOHOM Ta B IIOAANbIIOMY HAIpOHIyBaTH OOCATH
BUPOOHUIITBA 3 METOO EKCIIOPTY.
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KinbkicTe 3298 Ha 0TpuMaHHA cepTH(ikaTa nikapchkoro 3acoly (3assu Ha CPP) Ta
HIATBEPIPKEHHS 1A aKTUBHHUX (hapMaleBTHYHUX IHIPEHIEHTIB, 10 EKCIIOPTYIOTHCS

(migTBepmxenHs ADI)
Pix 2015 2016 2017 2018 2019 01.01-
01.06.2020
CPP  (magidinuio 235 209 406 439 601 193
3asB)
IlinTBEepmXEHHS 0 12 1 12 3 5
A®I (magiitioio
3a5B)

Kpainn, Ha fKi moxaHi 3as1BH Ha OTpUMaHHA cepTrdikara iikapcsKoro 3acoly (3assu Ha CPP)

Kpaina 2017 2018 2019 01.01-
01.06.2020
Amxup 2 1 11 10
Adranicran 6 29 36 5
Bocnis i I'eprieropuna 4 4 11 0
Ipax 38 121 173 12
Kazaxcran 7 12 19 3
Cynan 0 1 15 0
Maraitzist 0 0 12 11
baxpeiin 0 0 7 3
Karap 0 0 7 0
B’etHam 80 39 132 9
OwmaH 0 0 3 5
Ipan 0 0 14 10
| Cayniscpka ApaBis 2 0 14 9
€runet 2 0 2 3
Enp-CanbBagop 11 4 9 5
Bpasumis 0 0 1 5
Tymnic 0 0 7 6

Ilepenix BiTIM3HAHNX BUPOOHHUKIB, SKHMHU GYJH IOAaHI 3asBM HA OTPUMAHHI cepTudikaTa
TiKapchKoro 3aco0y (3as8u Ha CPP) Ta minTBepIKeHHS OIS aKTHBHAX (apMalleBTHYHIX
IHTPEeNi€HTIB, IO EKCIIOPTYIOThCA (TiaTBepmKerns ADI)

Bupo6uux 2015 2016 2017 2018 2019 01.01-
01.06.2020

AT "®apmak" 60 27 65 43 158 39
IIpAT"JIexxim- 28 2 19 66 12 15
Xapkis"
IIpuBarHe 22 6 16 42 8 4
aKIioHepHE
TOBAaPHCTBO
"TexHoor"
TOB "BIO®APMA 1 18 92 27 46 30
IIJIASMA"
TOB "®3 0 12 20 7 26 1
"BIOOAPMA"
ToBapuCTRO 3 0 7 0 1 3 2




Bupob6uux

2015

2016

2017

2018

2019

01.01-
01.06.2020

00MEKEHOIO
BiANOBINaIBHICTIO
"XapkiBcbke
(apmaneBTUUHE
iJITPAEMCTRO
"3nopos's Hapoxy"

ToapuctBo 3
00OMeXEHOI0
BiTOBiNANLHICTIO
"®apmareBTUIHA
KOMIIaHiA
"3IIOPOB'5I"

16

20

31

22

IIpuBatHe
aKIlioHepHE
ToBapuctso "T10
BUPOBHUIITBY
THCVIJIIHIB
IIIHIIAP "

17

46

54

24

97

62

TosapucTBo 3
00MEXEHOIO
BiATIOBigaNLHICTIO
"HOpis-®apm"

41

27

40

20

84

11

AT

"Kuismeanpenapar"

13

13

ToBapuctso 3
00MeEKEHOIO
BiIIOBiAANBHICTIO

Hayxoro-BupoOHHIa

bipma
"MIKPOXIM"

TorapucTro 3
00MEXECHOIO
BIJIIIOBITAILHICTIO
"®APMEKC
TPVYII"

ITAT HBII
"BopmiariBcpKuii
Xd3",

22

15

60

37

AT "Tanmuuadapm”

TOB "KYCYM
®APM" ( TOB
“THEAOAPM

JITI")

11

31

33

Tosapucrso 3
00MEXEeHOI0
BIIIOBINATEHICTIO
"Tocmiguuii 3aBox
"THIJIC",

IIpAT
"®apmarieBTHYHA

17

28




Bupoonux 2015 | 2016 2017 2018 2019 01.01-
01.06.2020

dbipma "Hapuuirs”

My6miame 0 2 0 0 0 0
aKIioHepHE
TOBApPUCTBO
"Kuiscbkuit
BiTaMinHuit 3a801"

TOB "HBK 0 0 0 1 14 0
"Exodapm"

@i13: 0 0 0 0 4 0
YKPaiHCBEKO-
iCIIaHChKe
HiATPUEMCTBO
"Crepko Ykpaina"

Tosapuctso 3 0 0 0 9 7 2
00MeXKEHOI0
BIAMOBIHATBHICTIO
"®apmMa Craprt",
(TOB "ACIHO
VKPATHA™)

Bonnouac, napasi Ilopanok Mae HU3KY HOPM, SIKi TOTPeOYIOTh YIOCKOHAIEHHS
Ta akTyalisamii I CHPOLISHHS IPOLEAYpPH OTPUMAaHHS cepTUdiKaTa NKapChKOIo
3aco0y/3agBM  IIpo  JNeH3idHWE  craryc/ceprudikara  cepii  IKapCcHKOTO
3aco0y/MINTBEP/DKEHHS  JUIA AaKTUBHUX  (DapMaleBTMUYHMX iHIPENi€HTIB, IO
eKCTIOPTYIOThCS. € HeoOXimHICTh YCYHYTH OKpeMi IITYYHI pEryIaTopHi 6ap’epu s
IPOBEAEHHs cepTU(IKaIii SAKOCTI IiKapChKUX 3ac0o0iB AJIs MiXKHAPOIHOI TOPIriBii Ta
HiITBEPAKEHHA I aKTUBHUX (apMalleBTUYHAX {HTPEMIEHTIB, 10 EKCIOPTYIOThCH,
Ta BUIYYUTH HOPMH, SIKi IIPU3BOMATH 0 HEOOIPYHTOBAHOTO ITOMOBXKEHHS CTPOKIB
OZIEpKAaHHA JOKYMEHTIB, TaKMX SK CepTH(]IKaT JiKapChKoro 3aco0y/3asea IIpo
ninensiiHmMi cTaryc/cepTudikar cepii JIKapchKOro 3aco0Y/MiATBEPIKEHHS I
aKTMBHMX (apMalleBTUYHHX iHTPENi€HTIB, IO EKCIIOPTYIOTHCS, 10 B CBOIO 4EpPry
YHEMOXIIMBIIOE BYACHE TIOJAHHA IIPEICTAaBHWKAMH BITUH3HAHUX ITiAIPHEMCTE
JIOKyMEHTIB 3 METOIO peecTpallii JiKapchKUX 3ac00iB 3a KOPIOHOM.

VY Ilopsaaxy Hapasi BiICYTHI YiTKi IiJCTaBM BIAMOBHM y BuAaui cepT(dikaTa
NIKapchKOro 3aco0y/3asBU IPo JNeH3iMHuM cTaTyc/cepTrdikara cepii JiKapchKkoro
3aco0y/miTBEPIKEHHA JUI1 AKTUBHAX  (apMaleBTUYHMX IHIPENi€HTIB, IO
EKCIIOPTYIOThCSA, BiICYTHI WiTKi WiACTAaBH IS S3HATTS 3 pO3LIALY 3adB, HE
KOHKPETH30BAaHO YMOBM YCYHEHHs HENONIKIB y ITOJIaHMX JOKYMEHTaX Ha eTami iX
eKCIIEpPTU3H, M0 CIOPUYMHSAE, y pa3l HAABHOCTI 3ayBaKEHb NpPH CKCIEPTH3I
JOKYMEHTIB, HEOOXiTHOCTI NOJaHHA BUPOOHMKOM HOBOI 3afBM Ta IIOBHOIO
KOMIUIEKTY JOKYMEHTIB, a He (JopMyBaHHS TLTBKY BiATTOBII HA 3ayBaKEHHI,

Oxpim nporo, aitounM Ilopsnkom He mnepexbadueHo Bugada cepTudikara
TiKapCchKOro 3aco0y Ha JIiKapchKi 3acobu, ski He 3apeecTpoBani B Yipaini, BogHO9ac
npouexypa BOO3 Ta 3atsepmxena BOO3 dopma ceprudikara jikapcbkoro 3acoby
BIIMOBIZIHO Nepenbadae Taky MoXnmBicTs. Hapasi BincyTHiCTh MexaHismMy BHmadi
ceprudikara IiKapchbKoro 3aco0y Ha JIKapchKi 3aco0wW, SIKi HE 3apeecTpoBaHi B
Vkpaini, BOZHOYAC, SKi MOXYTh BHPOOIISATHUCS BIATIOBIAHO J0 MIKXHAPOJHHAX BHMOT



HanexxHOol BupoOHwW4oi mnpaktuku (GMP) Ha dapmareBTHuHOMY IimIpPUEMCTEI
VYxpainu 3rigHO 3 JiIEH31€0 Ha BUPOOHUIITBO JIKAPCHKHMX 3aCOOIB BiAIOBimHO 1O
noctanoBu Kabinery MinicTpiB Ykpainu Bix 30 mucromama 2016 poxy Ne 929 «IIpo
3aTBEpIKCHHA JIIEH3IMHUX YMOB TMPOBAKEHHS TIOCIOAAPCHKOI [TiSNBHOCTI 3
BUPOOHMITBA TiKapChKUX 3aco0iB, ONTOBOI Ta po3apiOHOI TOPTIiBII MiKapChKAMHU
3acobamm, IMIIOPTY JHKApChKMX 3aco0iB  (KpiM aKTHBHHX (apMaleBTHIHHX
IHTPEIIEHTIB)», HE Ja€ MOXIHUBOCTI PO3BUTKY BITYH3HIHOTO KOHTAKTHOI'O
BHPOOHUIITBA 3aCO0IB 3 METOIO EKCIIOPTY.

Taxox y unaHOMy IlOpsiiKy HasiBHa 3acTapilia TEPMIHOJOTIS Ta MOCHUIIAHHS Ha
aKTH, SIKi BTPATHIM YAHHICTb.

3aTBepILKEHHS 3allpOIIOHOBAHOTO OHOBJIEHOTO NpoekTy Ilopsinky ceprudikaiii
SIKOCTI JIKAapChKMX 3aco0iB Ui MiKHApOOHOI TOPTIBM Ta MiATBEPDKEHHS IS
aKTUBHUX (hapMalleBTUYHUX IHTPEIIEHTIB, IO €KCIOPTYIOTHCS 3arajioM CIPHUSITUME
MOJTANBIIOMY PO3BHUTKY TOCIOAAPCHKOI MiSNTBHOCTI B KpaiHi Ta CTHMYIIOBAHHFO
BHPOOHUITBA (apMalleBTUIHOI TIPOAYKIIi IS €KCIIOpPTy, 3a0e3MeuuTh YCYHEHHS
3aCTApUINX PETYIATOPHUX HOPM, IO Ha CHOTONHI CTBOPIOIOTEH JA€AKi Oap’epm s
IPOBAKEHHS cepTU(iKalii SKOCTi MKapChbKUX 3ac001B AN MIKHAPOIHOI TOPTiBIi Ta
MiATBEPIKCHHS [ aKTUBHUX (hapMalleBTHUHUX IHIPEHI€HTIB, O EKCIOPTYIOTHCA,
3a0€3MeYnTh TOCATHEHHS OaIaHCy IHTEPECIB IMiANPHEMHNIITBA Ta ACPKaBH.

PesynsraToM pearizartii onoBieHoro Ilopsanky Oyae yXoCKOHAIEHHS IPONEAYypH
ceprudikarlii SKOCTI IIKapchbKUX 3aco0iB JuIg MDKHApOAHOI TOPTIRIL Ta
HMigTBEPUKCHHAS I aKTUBHUX (apMalleBTUYHHUX iHTPEAIEHTIR, M0 EKCIIOPTYIOTHCS
o €C, mua IiKapChKHX 3aco0iB IpHW3HAYEHWX i CIOKUBAaHHS JIFOJIUHOKO
BimmomimHo mo ctarti  46b(2)(b) Hupextmsu 2001/83/€C  E€BpomelchKOro
IMapmamenTy Ta Pagu €sponeiicskoro Coro3y Bin 06 smcronana 2001 poxy «IIpo
Kopekc CIiTBHOTH BITHOCHO JIKAPCHKUX IPEapariB, MPU3HAYESHUX I CHOKHUBAHHS
moasMmy (31 3Minamu) (mani — Iupextusa 2001/83/€C) ta pexomenpnariit BOO3.

3atBepmxeHHa IlopsAaky 3MEHIIUTHL TeXHIUHI Oap’epu JUIS BITUMIHIHUX
BUPOOHUKIB JIIKAPCHKUX 3aC00IB IIPH peecTpallii JikapchbKkuxX 3aco0iB 32 KOPILOHOM Ta
TPU3BEIC IO MOJINIICHHS iCHYIOUMX YMOB JJIS €KCIIOPTY BITYM3HIHUX JIKapCHKUX
3ac00iB, B TOMY 4HCIIi cyOcTanIiit (nitounx pedorur, ADI).

OcHopHi rpymu (TiATPYIIN), HA SKI CIPABIISLE BIUIUB:

I'pymn (minrpynm) Tax | Hi
I'pomansgun +
Jepxasa +
Cy0’€eKTH TOCTIOAAPIOBAHHS, +
y TOMY UHCII ¢y6’€KTH MaJIoro MiANPHEMHUIITEA —

I1. Hini repaxaBHOro peryIrBaHHs

MeTor0 [aHOro IMPOEKTY HaKa3y € IIIBUIICHHS e(eKTUBHOCTI 3axofiB
IEpKABHOTO KOHTPOIO 00ITy JNiKapchKUX 3aco0iB MM Yac Ipolenypu cepTudikanii
AKOCTi NIKapChbKUX 3aco0iB IJIs1 MiXKHAPOJHOI TOPTriBIl Ta HIATBEP/UKEHHS ML
aKTUBHUX (apMalleBTUYHUX IHTPEHi€HTiB, II0 eKCHopTyroThead 1o €C, ama
TKapChKUX 3aC001IB MPU3HAYEHUX IS CIIOKMBAHHS JIFOAWHOIO BINIOBITHO JO CTaTTi
46b(2)(b) dupextusu 2001/83/€C Ta pexomeraaniiit BOO3.

TTpHUIAHSTTS MPOEKTY HAKA3y CHPUATAME BUPIMICHHIO PANY UTaHb:
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rapMOHI3allig YKpaiHCHKOT0 3aKOHOABCTRA i3 3akoHOgascTBOM €C Ta BOO3;

SMEHINCHHA OIOpOKpaTHYHUMX Oap’epiB  ANs  BITUM3HAHHX BUPOOHHUKIB
JKapChKUX 3ac00IB IpH OTpUMaHHI cepTu(ikaTa TKapChKOro 3aco0y/3adBH MpO
nineHsiiHuil craryc/cepTudikata cepil IKApCHKOTO 3aCOOY/IMIATBEPIXEHHS I
aKTUBHUX (hapMalEeBTUYHKX iHTPEIIE€HTIB, IO EKCIIOPTYIOTHCS;

30iIBIIEHHS peecTpamii JHKApChKUX 3ac00iB BITUM3HAHOIO BHUPOOHHITBA 34
KODIIOHOM Ta B MOAANBIIOMY 30UIBIICHHS EKCHOPTY BITUM3HIHUX JHKAPCHKHX
3aco0iB.

II1. BuznaueHHs Ta oNiHKA aTbTEPHATHBHUX CIIOCO0IB JOCATHEHH Ifijieit
1. BusHaueHHS abTEepPHATUBHUX CIIOCO0IB

‘Bua ansTepHaTnBH Onmuc aaTpTepHATHBA
AnprepHatuga 1 BaTBEPKEHHS IIPOEKTY HAKa3y
AnsTepHaTHBa 2 BAIHIINTH CUTYaIiI0 0e3 3MiH (3BUIHIUTH Aif09y peAaKIliio HaKasy)

2. Ominka BuOpaHUX anbTepHATUBHUX CIOCOOIB JOCATHEHHS Iineii
2.1. Oninka BInuBY Ha chepy IHTEPECIB ASPIKABH:

Bun anbrepHaTnBH Buroan Butparn

AnrTepHaTuBa 1 Tapmonizamis ykpalHCEKOTO 3akoHOAaBcTBa i3 | He notpebye
3akononascrsoM €C Ta BOO3. JTIOJTATKOBHUX
3abe3nedueHHs TpoMansH YKpaiHH Ta iHmMWX | piHAHCOBHX BUTpaT 3
KpaiH SKICHAMH Ta OE3ICUHHUMH JIiKapCHKUMHU | AEP>KaBHOTO Ta
3acobaMu. MICIIEBOTO OIOIKETIB

3a  paxyHOK  30inbIOICHHS  BHPOOHHNTBA | YKpaiHW.
TMiKapchKuX 3aco0iB - 30UIbIIeHHS poGoumx
MICITb Ha MiPUEMCTBI.

3a paxyHOK 30LNBIIECHHS IKAPCHKUX 3aco0iB
YKpaiHCBKOTO BHPOOHUIITBA 32 KOPHOHOM —
MIOKPAMEHH IMKY YKpaiHu Ha MIKHAPOMHIN

apeHi.
Jeperynanis Ta mokparmeHHs 0i3HEC-KITIMaTy B
Ykpaini.
AnrrepHaTuBa 2 Bincyrni Henoorpumanns
TIOJaTKiB Bix
BITYU3HAHUX
BUPOOHUKIB
JmiKapcekux — 3acoliB
Bix €KCIOPTHOL
MISIBLHOCTIL
2.2. Ouinka BIUIMBY Ha cdepy iHTEpECiB TPOMAISH:
Bun anbTepHaTHBU Buroan Burparu
AnbrepHaTtuBa 1 3abesneycHns MaIicHTIB AKICHUMH ta | BigcyrHi

Oe3neyHuMH TiKapChKUMH 3acobamu;

32 paxyHOK  30UIbIIEHHS  BUPOOHHUIITBA
miKapcbkuxX 3acobiB 3 METOI0 eKCIopTy -
30LIBIICHHS POOOYMX MiCIb Ha MiMIPUEMCTBI

AnsTepHarmsa 2 Bincyrri. CxopouenHs pobGouux wicus Ha | [Toripuienns
TJIPUEMCTBAX B 3B’I3Ky i3 3MEHIICHHS | CKOHOMIYHOTO
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Bup anbrepHaTnBN Buroan Butparn
3arajbHUX TEMIIB BUPOGHMITRBA JIKApCHEKUX | Graromonyqus
3aco0iB, sAKi 3YMOBICHI NaHACMICI0 Ta | TPOMAAH

HAJ3BUYAMHOI CUTYalli€l0 B Tairy3i CBITOBOI
OXOpOHH 3710pOB’s, 1o oronomeni BOO3

2.3. Omninka BILIUBY Ha cepy iHTepeciB cy6’eKTiB rOCIONAPIOBAHHS:

IToxazHux * Bemki Cepenni Maui Mikpo | Pazom
Kinskicts cy6’ekTiB
TOCIIOZApIOBAaHH, IO ITiANAIA0Th 38 10 - - 98
i peTyIIOBaHHS, OJMHAI
HI/ITOM?. Bara IPYIH y 3aTalbHii 89.80 10.20 ) ) 100
KIUJIBKOCTi, BIICOTKIB

*Ipumimka: nasedena y yvomy APB kinvkicme cy6’cxmis 20cnodapioeants 00epicana ionosiono
0o eidomocmeii Jliyensiiino2o peecmpy 3 NPOMUCI08020 GUPOBHUYMEA TIKAPCOKUX 30c00i8 CIaHOM
Ha 24.06.2020 3a seupaxyeannam eupobHuKie, AKi 30IiCHIOIOMb Jue SUPOBHUYMEO CIUPIMOSUX

DPO3YUHIE.
Bun ansTepHaTUBH Buronu Burparu
AnprepHaTusa 1 3MeHIIEHHS OMOpOKpaTHUHUX Oap’epiB s Bincyrai

BITUM3HAHUX BHPOOHUKIB JIKapCHKUX 3aC00iB
IIpH OTpUMaHHI cepTHdikaTta JHKapCEKOTO
3aco0y/3asBu Tpo TineH3iHHui
craryc/ceptudikara  cepii  JNiKapCBKOrO
3aco0y/miITBEpKEHHS IS AKTHUBHUX
bapManeBTHIHIX IHTpEIiEHTIB, o
eKCIIOPTYIOThCA;  30UIBIICHHS  peecTpaii
TKapChKUX 3aco0iB BITYM3HSAHOTO
BHPOOHUIITBA 32 KOPJIOHOM Ta B MOJAIBIIOMY
30iNbIIeHHS EKCIIOPTY BITUM3HSIHUX
TiKapCchKUX 3aco0iB.

Mo>IHBICTh BITYH3HSHOTO BUPOOHUITBA IS
eKCIIOPTY, B TOMY YKCIIi B YMOBaX MaHIEMIi Ta
HaJ3BUYalHOI cCHTyamii B ray3i CBiTOBOT
OXOPOHH 310pOB’4, mo oroxomnieHa BOO3.

AnsTepHaTuBa 2

Bigcyrni.  Haspmicte  GropokpaTHUHHX
Oap’epiB  [UI1  BITYM3HSHUX BHPOOHUKIB
TmiKapchKMX ~ 3aco0iB  mpw  OTpUMaHHI
cepTudikara JKapCBKOTo 3aco0y/3asBH IIPO
mineH3iHMH ~ craryc/ceprudikara  cepii
JKapCchKOrO  3acO0y/MiOTBEPIUKEHHS IS
aKTHBHUX (apMaUEBTHIHUX iHIPEHIE€HTIB, 110
EKCHOPTYIOTHCA.

30inbIieHHs Yacy Ha
mporec peecTpaitii
JiKapchKUX 3aco0iB 3a
KOPHOHOM, ;
HEMOXIIHBICTD UL
BITYU3HSHOTO
BHpPOOHMKA
HapoIlyBaTH TEMITH

BUPOOHUIITBA 3 METOIO
EKCTIOPTY JTKAPCHKIX

CymMmapHi BUTpaTH 32 albTepHATHBAMA

Cywma BuUTparT, rpUBEHB

AnsteprHarusa 1

[TpuitHATTS IPOEKTY aKTa
CymMmapHi BUTpaTH IJIs cy0’€KTiB IOCIIOAPIOBAHHS BETUKOIO i
CEpEIHBOIO0 IMiAIPHEMHNIITBA 3TITHO 3 HOJaTKOM 2 10 MeTonuku

25 538,80
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IIPOBENICHHS aHANI3Y BINIUBY PETYIATOPHOTO aKTa

AnpTepHaTnBa 2 25 538,80
30epexeHHS YHHHOTO PETyJIIOBAHHS ‘
CymapHi BUTpaTH 1711 Cy0’ €KTIB TOCHOAAPIOBAHHS BEITMKOTO 1
CEpEeIHBOr0 MiAIPHEMHHUIITBA 3TiHO 3 JOJATKOM 2 10 MeToauku
IIPOBEJCHHS aHAI3Y BIUIMBY PETYILITOPHOTO aKTa _

Butparu cy6’€KTiB TocHoAapIoOBaHHS BEIWKOTO i CEPEIHBOro MiAIPUEMHHUIITRA
He 3MIHATBCA Yy pasi NPHIHATTA HOBOTO PErY/SITOPHOTO aKTa y HOPIBHAHHI 3
YHUHHUM aKTOM, PO3PaXYHOK AOJIAETHCA.

IV. Bu6ip  Haiifineml  oNTUMANLHOTO  ANHTEPHATHBHOIO  CHOCOGY
NOCATHEHHS Iijiei

PeiiTHHT pe3y/IbTaTHBHOCTL BaJ pesyanTaTHBHOCTI , Komenrapi mono
(rocsarHeHHs Uine mixg 9ac |(3a YJOTHPUOATHLHOIO CHCTEMOI0| MPUCBOCHHS BiANOBIXHOr0
BHpIlIEHHSA TPodieMn) OI[iHKM) 6amna
AnprepHaTHBa 1 4 Himi npuiaaTTS

perynaTopHoro akra 6yayTs
JOCATHYTI IIOBHOKO MipOIO.
AnnTepHaTHBA 2 1 He no3Bomnse nocarayta

MOCTABIECHUX Linei
JEPKABHOTO PETYIIOBAHHS.

Peiitunr Burexu (mincymox) Burparn OO0rpynTyBaHH# BitnoBigHoro
pe3yabTaTUBHOCTI (mizcyMoxk) Micllsl ANbTepHATHBH
Y pedTHHTY
AnsrepHaruBa 1 T"apmomnizaris Bincyrai AnsrepHatuba 1
YKpaiHCBKOTO € Half0imeIn  JOWiNBHOW 3
3aKOHOJIaBCTRA 13 oIy Ha craH TpoOiem
3aKoHOAaBcTBOM €C peectpanii  Ta EKCTIOPTY
Ta BOO3. JKapChKUX 3acobiB 3a
Heperymsiis Ta KOpZOHOM

TOKpaIieHHs Oi3Hec-
KIIiMaty B YKpaini

AnbrepHaruBa 2 Bigcyrni. He BincytHi AnvTepHaTuBa 2

MpHU3BEIE A0 HE JIO3BOJIIE BUPIIINTH

JIOCSTHEHHS opobimeMu  MIoH0 30LNBIICHHS

TIOCTABIICHUX IiJIeH BHPOOHHIITBA TKapCHKAX
3ac00iB 3 METOK EKCIIOPTY;
HasABHICTh OIOPOKPATUIHHAX
6ap’epin pu OTPUMAHHI
cepTudikaTa TKapCBKOTO
3aco0y/3asBH PO mineH3iiHmi
craryc/ceprudikara cepii
TiKapchKOTo
3aco0y/minTBepIKEeHHS IS
aKTHBHUX (bapMarieBTHUHUX
IHTpeNI€EHTIB, mo

CKCIIOPTYIOTECA
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PediTuHr Aprymentn Ouinka
LIO0J0 MepeBaru o0panoi aJbTepHATHBH/TIPUYHHY pH3nKY
BiAMOBH Bil alIbTePHATHBH 30BHiIDHIX
YUHHHKIB Ha
b1 11 81
3alpPONOHO-
BAaHOTO
peryasTop-
HOTO aKTa
AnsTepHaTnBa 1 [CapMoHi3amis YKpaiHCBEKOTO 3aKOHO/IaBCTBA 13 X
BaKOHOJIABCTBOM cC Ta BOO3; 3MCHIICHHS

OlopokpaTuuHNX 6Gap’epiB IS BITYH3HIHHAX BHPOGHHKIB
mikapchKMX  3aco0iB  mpm  oTpuMaHHI  ceprudikaTa
ITiKapCHKOTO 3aco0y/3as1BH po TeH3iiami
craryc/cepTudikara cepii JKapCEKOTO,
3acOOY/IiATBEP/DKEHAS AN aKTHBHHX (DapMaIeBTHIHUX
IHTPEXieHTIB, IO E€KCHOPTYIOTECS; 301MBIICHAS peecTpalii]
TlikapchKUX  3aco0iB  BITYM3HSHOTO BHPOOHUITBA 33
[KOpIOHOM Ta B NOJAIBIIOMY 30UIBIICHHS EKCIIOPTY
BITIU3HIHIX JHKapCHKUX 3acC00iB.

MOoXIHMBICTh BITHM3HSIHOTO BHPOOHUWIITBA AJis EKCIOPTY, B
TOMY YHCIIi B YMOBaxX IMaHAEMIi Ta HaJ3BHUYaiHOI cuTyauii B
raiysi CBITOBOI OXOPOHH 310pOB’s, 1o oroiomeHa BOO3.
3a paxyHOK 30iIBIICHHS JKapCHKUX 3aC00iB YKPaiHCHKOTO
BAPOOHUIITBA 3a KOPIOHOM — 3DPOCTaHHS ITO3UTHBHOLOQ
iMipKy YKpaiau Ha MibKHaApoJHil apeHi.

Jleperymsnis Ta nokpameHHs 6i3Hec-kniMaTy B Yipaini
AnbrepHatuBa 2  [BigcyrHi. HasBricTs OrOpokpatuunux Oap’epiB  Juis X
BITHM3HSHUX BHPOOHMKIB JiKapChKUX 3aco0iB  Ipm
OTpUMaHHI cepTu(dikara JiKapchKoro 3aco0y/3asBH TIpO
mineH3ifiHMit  craryc/ceptudikara  cepii  IiKapCRKOTO
3aco0y/IiATBEp/DKEHHS AN aKTUBHUX (papMaIeBTHIHHX
{HIpEIieHTIB, IO EKCIOPTYIOTHCS.

V. MexanisMa Ta 3axoam, fAki 3a0e3nevyaTh PO3B’SI3aHHA BU3HAYEHOL
npodjaeMu

Busnaueni Iimi JOCATalOThCA NUIAXOM 3aTBepmxeHHs [lopsaaxy ceprudikari
AKOCTI JIKapChKUX 3ac00iB s MiKHApOTHO! TOPTiBII Ta MIATBEPIDKCHHS ISt
aKTHBHHX (papMalleBTUYHUX iHTPEIIEHTIB, N0 EKCIIOPTYIOTHCA, a CaMe:

MIPOEKTOM HAaKa3zy KOHKPETH30BAHO CTPOKHU OJIEPKAHHS OKPEMHX JIOKYMCHTIB
(cepTudikara JgikapchKoro 3aco0y/3adBU Mpo JIIEH31MHMM cTaTyc/ cepTudikaTa cepii
JTKapCHKOTO 3acO0Y/MiATBEPIKEHHs I aKTUBHUX (DapMalleBTUYHUX iHIPEIieHTIB,
IO EKCIIOPTYIOTHCH),

JiTKO 3a3HAYCHO IIJICTAaBH BIiIMOBH y BUIaui cepTUdIiKara IiKapChKOro
3aco0y/3asBM  Tpo  JiNeH3iMHME  craryc/ceptudikara cepil  IiKapchKOro
3aco0y/MiATBEPDKEHHST JAiS aKTUBHHAX ()apMalleBTUUHHX IHTPEAi€eHTiB, IO
EKCIIOPTYIOThCA, Ta KOHKPETH30BAHO HIJICTaBH UL 3HATTS 3 PO3IILIAY 3asiB, YMOBH
YCYHEHHS 3ayBKEHB Y MOJIaHUX JOKyMEHTaX Ha eTaMi iX eKCIepTH3Hu,

nepenbaueHo MOXIIMBICTE BUAAUi qyoOrikara ceprudikara,
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BUIIpABJICHA 3acTapiia TEpMIHOJOTIS, BWIYYCHO IOCKMJIAHHS HAa aKTH, fKi
BTPATAIM YMHHICT, Ta OKPeMi HOPMU NIPUBEACHO Y BIAUOBIAHICTE 0 YHHHUX HOPM
3aKOHOJIABCTBA YKpaiHu,

IPOEKTOM Hakasy mependadeHo BMpada cepTudikxaTa nikapcekoro 3aco0y Ha
TKapchKi 3aco0u, sAKki He 3apeecTpoBadHi B YKpaiHi, MO CHOpHIE PO3BUTKY
BITYM3HAHOTO KOHTAKTHOTO BUPOOHUITRA 32C00IB 3 METOIO €KCIIOPTY.

3ateepmxerHs Ilopsanky ceprudikamii gxkoCTi IKApCHKHX 3aco0iB I
MDKHApOJHOI TOPTiBIi Ta MIATBEPIDKEHHS JUIS AKTHBHHMX (DapMareBTHIHUX
iHrpemieHTiB, MO EKCIOPTYIOThCA, 3a0€3MEUNTh HOBHY BiAMOBIAHICTL OpOLEXYpH
OTpUMaHHA  cepTudikara  JiKapcbkoro  3aco0y/3asfBu  Ipo  JrileH3iHHwMiA
cratyc/cepTudikara cepii JHKapcbKOro 3aco0y/IATBEPIKEHHS I aKTHBHUX
(GapManeBTUIHNX IHTPEMIi€HTIB, M0 EKCIOPTYIOTHCS, 10 HoKyMeHTiB BOO3 WHO
TRS Ne 823, 1992, TRS Ne 863, 1996, TRS Ne 908, 2003.

EdexTuBHICTS 3aIIPOIOHOBAHOTO IPOEKTY Haka3y 3a0e3ledyBaTHMEThCS 33
PaxXyHOK BCTZHOBJICHHA UiTKMX €TaliB IIPOXO/DKCHHS TIPOIEAYPH  BHAYi
ceprudikara JiKapcpkoro 3acoby/3adBH Ipo NiLCH3IMHUI craryc/ceprudikara cepii
TKapCchKOro 3aco0y/MiATBEpIKEHHS AT aKTUBHUX (DapMAIleBTHYHHX IHIPENiCHTIB,
IO EKCHIOPTYIOTHCS, sAKI BHIAIOThCA JlepikaBHOIO Ciryx00r0 VKpaiHH 3 IHKapChKHX
3ac001B Ta KOHTPOITIO 33 HAPKOTHKAMH.

3axomu, AKi HEOOXiTHO 3IiMCHUTH IIEHTPAIbHOMY OpraHy BHKOHABUYOI BIIAIX
IUIs pO3B’I3aHHS MIPOOIEMU;

3abe3neqnTy iHGOPMyBaHHS TPOMAACHKOCTI PO 3MiHH, HepeadaueHi MPoEKTOM
aKTa, IIIIXOM HOT0 ONPUIIONHEHHA Ha o(imniiiHoMy BeOcaiiti MiHicTepcTBa 0XOPOHH
310pOB’s YKpaiHH Ta IPOBECTH TPOMaAChke 0OTOBOPEHHS IPOEKTY HAKA3Y;

IIOJaTH IPOEKT HAaKa3zy Ha PO3INIAN Ta ITOTOMKCHHS 3alliKaBICHHM OpraHaM
JIep>KaBHOI BIIAJIH.

Po3p’a3aHHA maHOi IpoONEMH MOMXIMBE JHUINE LUITXOM MNPHHHATTS IIPOEKTY
Hakazy.

3axonu, AKi HeoOXiMHO 3MIHCHUTH Cy0’€KTaM TOCTIONAPIOBAHHS:

1) o3HalioMUTHCS 3 BCTAHOBICHUMH IPOEKTOM HAKA3Y IIOI0KEHHIMY,

2) mpoBecTH HaBUaHHS (axiBLiB MO0 3aTBEPKEHHS HOBOI penaxiii Ilopsaaxy
ceprudikamii AKOCTI JIKapcbKMX 3aco0iB  JUIA  MiKHApOmHOI TOpriBmi Ta
HiITBEPUKEHHA AT aKTUBHUX (hapMalleBTUYHUX IHIPEIi€HTIB, IO eKCIOPTYIOTLCH;

3) 3abe3neunTH BUKOHAHHSA BHMOT 3aKOHOHABCTBa Yy cdepi 0o0iry mikapchKux
3ac00iB, 30kpeMa Mmoo cepTudikamii AKOCTi MKapChKHUX 3ac00iB U MiXKHAPOIHOI
TOPTIBII Ta HiATBEPKEHHS AN AKTUBHUX (HapMaleBTUUHUX IHTPEicHTIB, IO
EKCIIOPTYIOTHCS.

VI. Oninka BUKOHAHHA BHMOI PeryJisiTOPHOIO0 aKTa 3ajJexHo Bix pecypcis,
AKMMHI PO3NOPSIKAIOTHCA OPraH¥ BHUKOHABYOI BJIAAN YU OPTraHH MicIeBOro
caMoOBPsITyBaHHs, QiznuHi Ta IOpUaINYHi 0co0u, siKi MOBHHHI IPOBALKYBATH 260
BUKOHYBATHU I[i BUMOTH

3arBep pKeHH HOBOI penakuii [lopaaky HamacTs MOXKIMBICTE 3a0e3MEUNTH BCi
cthepu iHTEpECB, 30KpEMa, AEPKaBH, Cy0’ €KTIB TOCTIOMAPIOBAHHS Ta TPOMAIH.

BrpoBampkeHHS 3MiH He nependauae YTBOPEHHS HOBOTO JEPKaBHOTO OPraHy
(a0 HOBOrO CTPYKTYPHOTO MigPO3ALTY AiF0YOTO OPraHy).
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O6’em IpOBENIEHHS €KCIIEPTU3H JOKYMEHTIB, SIKi HOJAIOTHCS Pa3oM i3 3a1BOO
Ha BHAady cepTudikata JiKapcekoro  3aco0y/3asBM  TPO  JIEH3IHHMIMA
craryc/ceptu(ikaTa cepii JKapCHKOTO 3acOOY/MATBEPIKEHHS JJd aKTUBHHX
(apManeBTWYHNX iHIPENi€HTIB, IO EKCHIOPTYIOThCA, He 3GiNbmMThLCH y pasi
IPUAHATTA HOBOTO pPETYIATOPHOTO aKTa y TOPiBHAHHI 3 YHHHUM aKTOM.
Hepxmikcmyxba HeCTHME BHTpAaTH JUI BIPOBADKCHHS T4 BHUKOHAHHSA BHMOT
PETYISTOPHOIO aKTa, U0 JOAAOTHCA.

VII. O0rpyHTYyBaHHSA 3aIPONIOHOBAHOIO CTPOKY Ail peryJIITOPHOr0 aKTa

ITponoHyeTbCs. BCTAHOBUTH HEOOMEXECHUI CTPOK Hii PEryIsSTOPHOrO aKTa, IO
CHiBBITHOCHUTHCSA 3 MUIIMU HOTO IPUHHATTL.

3MiHE 10 PETYIATOPHOTO aKTa BHOCATHCA B pa3i MOTpeOH Ta y pa3i BHECEHHH
3MiH 10 YHHHOTO 3aKOHOIABCTRA.

Akt Habupae YMHHOCTI 3 JTHSA HOTO OQilliiiHOTO OIyOITiKyBaHH.

VIII. Bu3HayeHHs MOKA3HUKIB Pe3yJbTATHBHOCTI Ail peryJIiTOPHOTO aKTa

ITporHo3Hi 3Ha4eHH:I ITOKa3HUKIB PE3YIbTATHBHOCTI PEryIATOPHOIO aKTa!

1) po3mip HaAXOILKEHb O JEPKABHOTO Ta MiCIIeBUX OIOMKETIB 1 Jep:KaBHUX
IiILOBUX (POHIIB, OB’ A3aHUX 3 JIEI0 aKTa, HE 3MIHIOBATUMETHCS, B 3B’A3KY 3 THM,
mo Jepximikcayk6a 37ilicHIOE OE3KOIITOBHO BHIady cepTHdikara IiKapChKOro
3aco0y/3asBM  mpo  JHeHsifHWH  craryc/ceptudikaTa  cepii  JHKapchKOro
3acOOy/IiATBEpIKEHHA JUI1  aKTUBHHX  (apMaleBTUYHWX  iHTPEMI€HTIB, IO
eKCIIOPTYIOTHCS; ! ‘

2) KITBKICTh CYO’€KTiB TOCIONAPIOBaHHA Ta/abo ¢isudyHux ocib, HA AKHX
HOMIMPIOBATUMETECA Jisl aKTa, 98, BOXHOYAC KIMBKICTH MOXE 3MEHINYBATHCS,
BpPaxoBYIO4YH, IIO 3a OCTaHHI TpU pOKH 10 Jlepxiikcmy:xOu Oyau momami 3asBH Ha
OTpUMaHHSI  cepTu¢ikaTta  JIKapchKoro  3aco0y/3asBH  [po  JileH3iHHMI
craryc/ceprudikara cepii JKApCHKOrO 3acOOY/IMATBEPKEHHS U1 aAKTHBHMX
(hapMaLeBTUYHUX IHTPEHI€HTIB, IO EKCIOPTYIOTHCS, jwmmie Bin 21 BHpoOHWKA
JIKapCBKUX 3ac00iB.

3) po3Mip KOWITIB i Yac, IO BUTPAYATHMYThCH CYO’€KTAMHU TOCIIONAPIOBAHHS
Ta/abo ¢izngHIME 0co0aMu, TIOB’I3aHUMU 3 BUKOHAHHIM BHMOT aKTa, He3HAYHUI Ta
cranoButuMe 25 538,80 rpuBeHs Ha pik;

4) piBeHB TOIH(GOPMOBAHOCTI CYO’€KTIB T'OCIIOAAPIOBAHHS Ta/a00 (i3uIHHX 0Cib 3
OCHOBHMX IIONIOKE€Hbh aKTa BUCOKM. [IpOEKT peryisiTopHOTO aKTa Ta aHaNli3
PEryIsaTOPHOIO BIUIMBY PErylIATOPHOIO aKTa po3MilleHo Ha odimifiHomy BeOcaiiTi
MinicTepcTBa OXOpOHM 370POB’S YKpaiHu (WWW.MOZ.gov.ua) Ta MiCIsi NPUAHSTTS
Oyne omyOixoBaHMi B o(imiifHUX KepeTax.

5) SIx MOKa3HUKHU PE3yNbTaTUBHOCTI PO3TISIATUMYTECS:

KUIBKICTh IMOMaHUX Cy0’eKTamMu roclofapIOBaHHS 3asiB Ha BHAAUYy cepTHdikaTa
JiKapchKoTo 3aco0y/3asMBW MPO JNEH3iMHMA cTaryc/ceprudikata cepii ITiKapChKOTO
3acOOy/IiATBEPKCHAS U1 aKTUBHHX  (apMaleBTUYHHMX IHTPENIi€HTIB, IO
EKCIIOPTYIOTHCS, :

KUTBKICTh BUITaHWX JlepKIIikcinyx00r0 cepTudikaTiB JTKapChKOTo 3aco0y/3asB
PO MiIeH3iiHui craryc/ceprudikaTiB cepii JiKapchbKOro 3aco0y/MiATBEpIKEHD I
aKTUBHUX (HhapMaleBTUIHHUX IHTPEIIEHTIB, IO EKCIIOPTYIOTHCS;
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KiBKICTH BIIMOB y BHAadi cepTUdikaTiB Jikapchkoro 3acoly/3ase Ipo
ninensilinui  craryc/ceprudikariB cepii JiKapcHKOro 3acoOy/MiATBEPIKECHD I
aKTUBHUX (DapMaleBTUYHUX IHTPEMIEHTIB, M0 EKCIIOPTYIOTHCA.

IX. BusnayeHnHsi 3axofiB, 3a JONOMOION AKUX 3IiliCHIOBATHMETDCS
BiJICTe;KEHHA Pe3yIbTATUBHOCTI JTii PeryJsTOPHOro aKTa

Ba3oBe BifCTEXEHH PE3yNbTATUBHOCTI PETyJISTOPHOTO akra Oyae 3miliCHEHO
nicis HaOpaHHS YWHHOCTI MM TIPOEKTOM Hakasy, ajle He IN3HINIEe IHSA, 3 SKOTO
MOYHHAETELCS MIPOBENECHHS IOBTOPHOTO BiJICTEXXEHHS PE3yIHTATHBHOCTI ILOI0O aKTa.

IloBTOpHE - BiNCTEXEHHA PpE3yNBTATUBHOCTI PETYISTOPHOTO aKTa Oyje
TPOBEACHO Yepe3 pik 3 JHA HaOpaHHS HUM YWHHOCTI, ajic He I3HiIle IBOX POKIB 3
IHs HaOpaHHSI YNHHOCTI [IUM aKTOM.

ITepioguuni BinCTeXECHHS IUIAHYETHCS 3MIMCHIOBATH pa3 HA KOXKHI TPH POKA
TIOYMHAIOYH 3 JHS 3aKIHYEHHS 3aX0J[iB 3 OBTOPHOTO BiJICTEKCHHS PE3yIBTATUBHOCTI
(OO aKTa.

BifcrexxeHHa pe3ylbTaTHBHOCTI PETYIATOPHOTO akTa Oyae 3AilCHIOBATHCA
HepxaBHoro ciry6010 YKpaiHu 3 TiKapChKHUX 3aC00iB Ta KOHTPOJIO 38 HAPKOTHKAM.

Y pasi HagxXomKEHHA TIPONO3WIIH Ta 3ayBakeHb IMOAO BHPINIEHHS
HEBpEryIbOBaHUX a00 MPOoONeMHUX MHTaHb OyIe PpO3IIANaTHCh HEeOOXiTHICTh
BHECEHHS BIITOBIIHUX 3MiH.

MinicTp
OXOPOHH 310POB’Sl YKpaiHn Bixrop JAIIKO

« » 20 p.
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Jonatox 10 AHani3y pEryIsTOPHOTO
BILTUBY

BUTPATH
HA 0JAHOr0 Cy0’€KTa rocoAAPIOBAHHS BEIUKOTO i cepeHhOro miImpUEMHHIITRA,
AKi BHHUKAKTH BHACTIIOK Jii peryJIsiTopHOro aKTa

Ilopsn Butpatu ’ 3a mepmmit | 3a I’ATh POKIB
KOBHiA pix
HOMEpP . ,
Butpatu Ha npualanHs OCHOBHHX (hOHIIB, - -
1 obamTHaHHS Ta IpUTaziB, CEepBiCHE
00CIIyTOBYBaHHS, HaBUaHHSI/ T ABHILCHHS
kBayridhikanii mepCcoHaNIy TONIO, TPUBEHE
5 [lomatku Ta 300pn (3miHa pO3MIpy - -

OJaTKiB/300piB, BHHUKHEHHA HEOOXITHOCTI ¥
CIUIaTi MOAATKiB/300piB), IPHUBEHD

3 Butrpatn, TmOB’sA3aHi 13 BENEHHIM  OOJIKY, - -
MIArOTOBKOI Ta IOJAHHAM 3BITHOCTI JepXKaBHUM
opraHam, TpHBEHb

Butpartu, mor’s3aHi 3 agMiHICTpYBaHHSIM 3aXOJiB - -
4 JIepKaBHOTO Harmsigy (KOHTpomio) (TepeBipok,
mrpadHUX CAaHKIIiH, BUKOHAHHS pillleHb/ IPUINCIB
TOIIO), TPUBEHD

Burpatu Ha OTpUMaHHS aqMiHICTPaTUBHUX MOCIYT 85 -
(mo3BomiB, gmiuensiit, ceprudikari, aTecTaTiB,
TIOTOJIKEHb, BHCHOBKIB, MPOBEICHHS
He3aJIS)KHIUX/000B’ I3KOBUX EKCIIEepPTH3,
5 ceprudikarii, aTecTamii TOIIO) Ta iHIIUX MOCIYT
(mpoBedcHHS  HayKOBUX, IHIIHX  EKCIIEPTU3,
CTpaxyBaHHS TOINO), TPUBEHb

Bumpamu noe’sizani 3 opyxyeannam
(xonitosaHHAM) OOKYMeHMI8, HeOOXIOHUX Os
NOOAHHSL 345181 HA OMPUMAHHS cepmuixamy.

Burpatu Ha o0opoTHi akTHBH (MaTepiaid, 175,60 -
KaHIEIIPCHKI TOBapH TOIIO), TPHBEHD

6 Bumpamu noe’a3ani 3 npuobanuamM KaHYERAPCoKUX
mosapie (nanox, gaiinie, nanepy, CD oucxkie, USB
¢hneuiok), HeobXIOHUX 0N NOOAHHA 38U HA
OMPUMAHHS cepmugiramy.

7 Burparu, mnom’sa3ani i3 HaliMOM J0AAaTKOBOTO - -
TIepCOHATTY, TPHBEHD
8 Inmre (yrouHUTH), TPUBEHD - -

9 PA3OM (cyma psipkiB: 1 +2+3+4+5+6+ 7+ 260,60 -
8), rpHUBEHDL

KinbkicTs cy0’€KTiB TOCHOAAPIOBAHHS BEIUKOIO Ta 98 . -
10 CepelHhOTO MiIMPUEMHUIITBA, Ha SKUX Oyde
MIONTUPEHO PEryIIOBAHHS, OAUHHILB

CymapHi BuTpatd cy0’exTiB rocmomaproBamss | 25 538,80 -
11 BENUKOrO Ta CEPEIHBOr0 MiANPHEMHUITBA, Ha
BUKOHAHHS PEryIIOBaHHS (BapTiCTh PEryIIOBaHHSA)
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| (psmox 9 x psanoxk 10), IPHBEHB, | |

Po3paxyHOK BIAMOBIZHIX BUTPAT HA OFHOTO Y6’ €KTA TOCTIONAPIOBAHHS

Bun Burpar VY nepmuii pik Ilepiogmuni (3a | Burpartm 3a
PpIK) II’Th POKIB
Butpatu Ha npuabaHHS OCHOBHHX - - -
doHniB, 00MagHAHHI Ta TPUIALIE,
cepBicHe 00CITyTrOBYBaHHH,
HaBYAHHS/IIi ABUTICHHS
KBali(ikarlii mepcoHany Tomo

Bun Butpar BurtpaTu na crinaty nmomarkis Butparu 3a 1’16 poKkis

Ta 300piB '

(3MiHEHUX/HOBOBBEIEHUX) (3a
PiK)

[TomaTku Ta 360pu (3MiHA

PpO3Mipy TOJIaTKiB/360piB, - -

BUHHUKHEHHS HEOOXiTHOCTI ¥
CILJIaTi MOJIaTKiB/300piB)

Bun sutpar Burparn Ha Burtpatn na Pazomzapixk | Burparm 3a
BeZleHHs 00Ky, OIIaTy I’ SITh POKIB
HiATOTOBKY Ta mrpadHUX
MIOJIAHHS CaHKIII} 3a PiK

3BITHOCTI (32 piK)

Burparu, noB’s3aHi i3
BEICHHSAM O0MIKY, - - - -
MiATOTOBKOIO Ta
MOJTAHHAM 3BITHOCTI
Jep>KaBHUM OpraHaM
(Butparu; acy
HEPCOHAILY)

3 P T . P - :
BapricTs BATpaT, HOB’A3aHUX 13 HiATOTOBKO T [IOJAHHAM 3BITHOCTI JEPKABHUM OpraHaM, BH3HAYACTHCS IHILIXOM
MHOKEHHS (aKTUIHHX BUTPAT Yacy IEPCOHANY Ha 3apoOiTHY INATy ClelianicTa BianoBinHol keamidikarii).

Bun Butpar Burparu® Ha | Burparu Ha | Pazom 3a pix | BuTtpatu 3a
aJMIiHICTPYBaHHS OMmary II’ AT POKIB
3aX0/iB mrrpagHUX
JIEPKABHOTO CaHKIIii Ta
HarJsy YCYHEHHS

(xoHTpOMO) (32 piK) | BUABJICHUX
MOpYWIEHs (32
piK)

Butparn, nop’s3aHi 3
aaMiHICTPYBaHHIM - - - -
3aXOMiB  JIepKaBHOTO
Harigy  (KOHTPOINIO)
(mepeBipok, mTpahHEX
CaHKITiH, BHUKOHAHHSI
pimeHs/ TIPUITHCIB
TONIO)
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6 . .. .
BapricTe BUTpaT, NMOB’S3aHMX 3 aAMIHICTPYBAaHHAM 3aXOJiB JCPKABHOIO HArIAy (KOHTPOIIO), BU3HAYAECTHECH
TLAXOM MHOMKEHHS (aKTHIHUX BUTPAT dacy HepCOHANy Ha 3apo0iTHY IuiaTy cueuiamicTa Bianorianoi kearmidikanii.

Bup Butpar Burparu na Burparu Pazom 3a pik | Butparu 3a
NpoXoJukeHHA | Ge3mocepenHbo Ha | (CTapTOBMi) | I’ATh POKIB
BIATIOBiTHAX | JIO3BOJIH, JIIICH3II,

Iponeayp ceprudikary,
(BuTpatm; 9acy, | crpaxoBi momicu
BHUTpaTH Ha (3a pix -
eKCIIEPTHU3H, CTapTOBHI)
TOIIIO)
Butpatm Ha oOTpUMaHHA
aIMiHICTPaTUBHUX - 85 rpH. - 85 rpm. -

TIOCIIYT " (mo3Boiis,
minensiif, ceprudikaris,
aTecraTiB,  ITOTOIKEHb,
BHUCHOBKIB, TIPOBEACHHS
HE3IECKHUX /
000B’I3KOBUX CKCIEPTH3,
ceprudikamii, arecrarii
TOIIO) Ta IHIIMX IOCIYT
(TpoBeneHHsST HAYKOBUX,
IHIHX €KCIIepPTH3,
CTpaxyBaHHs TOILO)

ITio eumpamamu Ha OMPUMAHHS AOMIHICHMPAMUGHUX NOCY2 PO3YMIIOMbCL GUMPAMU,
nog’s13ani 3 OpYKYBAHHAM (KOMIIOBAHHAM) OOKYMeHmis, HeoOXIOHUX 0N NOOAHHA 348U Ha
ompumanna cepmugpikamy. Ilpunyckaemo, wo Ha OmMpUMAHHA AOMIHICHMPAMUGHUX NOCTYe
HeobxioHo eumpamumuy I 200. Bumpamu usHaueHo 3 ypaxy8aHHAM cepeoHbol 3apobimuol niamu
no Yxpaini 3a 2020 pix — 14 179 epm.

Bup sutpar 3a pik (cTapToBuUil) Iepiomuuni (3a | Burpatn 3a 1m’aTe
HACTYIHUH PiK) pOKiB

Butpatu Ha 000pOTHI

aKTHBH  (MaTepiaiy, 175,60 rp=. - -

KaHIEIIPChKi TOBAapH

TOIIO)

ITio obopomnumu axmueamy po3yMIOMbCA GUMPAMU HA KAHYEIAPCobKi mosapu (nanku,
aiinu, nanip, CD oOucku, USB pnewku), Heobxioni Ons noOanns 3446U HA OMPUMAHHS
cepmughixamy. 3a ocHo8y 0na ni020mMoeKU HeobXiOH020 nakemy OOKYMeHMI8 8 CepeOHboMy
surxopucmogyemucs 1 nanxka-peccmpamop abo nanka-weuoxosuwueay, 5 ¢aiinis, 100 apx. nanepy,
1 CD oucx abo USB gnewxa. Cepeons yina 1 nanxu-peecmpamopa cmanosume 55 zpu., 1 nanxu-
weuoxosmusaua — 4,60 epwu., 1 ¢gaiiny - 1 2pnu., 1 aprywy nanepy - 0,31 2pn, 1.CD oucky - 15 epn., 1
USB ¢newxu — 65 zpH.

Bupn Butpar ButpaTtu Ha onIaTy mpani Burpatu 3a
JOJATKOBO HAHMAaHOTO 1’ SITh POKIB
nepcoHany (3a pik)
Burpartu, mos’s3aHi i3 - -
HalMOM JIOJaTKOBOTO

TIEPCOHATY
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Homarok
10 AHami3y pEryiIsTOPHOTO BIUIUBY

BIOJKETHI BUTPATHU
Ha aAMIiHICTPYBaHHSA PEryIIOBANHA I cy0’€KTIB BEJIMKOro i cepeTHnoro
NiINpUEMHNITBA

JlepKaBHUM OpTaHOM, JUI1 sAKOTO 3IiHCHIOETHCS PO3PAXYHOK BapTOCTI
a[MIHiCTpYBaHH: peryiroBaHH, € [lepxaBHa ciryx6a YKpainu 3 JTiKapChKuX 3aco6iB

Td KOHTPOJIIO 38 HAPKOTHUKaAMH.

IIponenypa
pETyIIOBaHHS
cy0’exTiB
BEIMKOTO i
CEpPEeIHBOTO
HiIPHEMHHITBA
(po3paxyHOK Ha
OIHOTO THIIOBOT'O
cy0’exTa
TOCIIO/IAPIOBAHHS)

IImauosi
BUTpPATH
Jacy Ha

TponeAypy

BapricTs
qacy
CHiBpOOITHH
Ka OpraHy
JepKaBHOI
BIIaIU
BinmoBizxHol
Kareropii
(3apoGitHa
TIaTa)

Omninka
KiJTBKOCTI
IpoIexyp 3a
pik, 110
TIPUIIaaI0Th
Ha OJHOTO
cy0’exTa

Ominka
KITBEKOCTI
Cy0 €eKTiB,

1o
MiAIagaroTh

A o
npouenypu

pErymoBaHHs

Butparu Ha
aIMIHICTpYBaHHS
PeryIIoBAHHS
(3a pik), TpUBEHD

1. O6mik cy6’exra
TOCIIOZaPIOBAHHS,
1o nepedyBae y
chepi
PETYIIOBAHHS

2. Ilorounwuii
KOHTPOJb 33
cy0’ekTOoM
TOCIIOJIapIOBaHH,
mo nepedyBae y
chepi
peryIIoBaHHAg, ¥
TOMY YHCII:

KaMepaybHi
BHi3HI

3. IligrorosKa,
3aTBEPKEHHS T
OIIpamfoBaHHs;
OIHOTO OKPEMOTO
akTa mpo
MOPYIICHHS BUMOT
PEryITIOBaHHS

4. Peamizartis
OJIHOTO OKPEMOT0
PIIICHHS I0J0
OPYIICHHST BUMOT
pETyIIOBaHHS

5. OckapxeHHS
OZHOTr'0 OKPEMOTO
pileHHs
cy0’eKTaMu
TOCTIOJIaPIOBaHHS
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6. [ligroroska
3BITHOCTI 33

pe3yiIbTaTaMu
PErYIIIOBAHHS
7. Tami 3 ron. 11770 1 98 20 844
aIMiHICTpaTHBHI rpu/166
IIpOIEAYpH: pobounx
nepegipkxa ma TOIVH 33
ONnpayroeaHHs Micsins B
KOMNAEKMY 2020 poui =
OOKYMEeHMmIG; 70,90 rpu /
ogopmnenns  ma TOxI.
suoaya
cepmugbixama.
PazoM 3a pix’ X X X X 20 844
' X X X X 104 220

CyMagHo 3a I1’AThb
POKIB

"BapTicTh BHTpAT, IIOB’S33HHX 3 AJMIiHICTPYBAHHAM IIPOIECY PETYIIOBAHHS JCPYKABHUMHI OPTaHAMI, BH3HAYACTHCK
IDIAXOM MHOKEHHS (QaKTHIHHX BHTPAT Yacy IepCOHaly Ha 3apo0iTHY ILUIATY CIenianicTa BimmosigHoi keanidikanii Ta Ha

KUTBKICTE Cy0’eKTiB, IO MiJIIaaroTh TiJl Aif0 IPOLeAYPU PeTYIIOBaHH, Ta Ha KINBKICTh NPOLUEAYp 32 PiK.

SBI/ITpaTI/I mipaxoBaHo 3a 2020 pik.
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T AT T

NP0 MIHICTEPCTBO TPAHCDOPMAL|IA CHCTEMM TPOMAJIAHAM ME/IMYHUM MPALIIBHHKAM NPECUEHTP JIOKYMEHTH KOHTAKTH

TPOMAZCBKE 0Bl 0BOPEHHS

Ak O3 MpoexT Hakasy MO3 Ykpaitu "Tpo 3aTBepibXeHHs Mopaaky MIOAIRHTHC®
cepTudikauii akocTi nikapcbKux 3ac0BiB 119 MiXHAPOHOI TOpriBNi Ta f v G in
TONOBHAA JEPXABHHA NIATBEPIXEHHA 114 AKTHBHUX hAPMALEBTUYHKX IHTPENIEHTB, O
CAHITAPHUA NIKAP YKPAIHH "
EKCNOpTYHTbCS
KEPIBHAK POBIT 3 TIKBIZALIT 16 viepans 2021 © 2
HACTIIAKIB HAR3BHUARHOI
CHTYALIT [COVID-19) [poexT Hakasy
[oBifoMneHHA NPo ONPUNIOIHEHHS
T TPOMAJICHKE DETOBOPEHHSI
[oAcHIDBANLHA 3aNWCKa
s TPOMALCBKAPAAMO3 v Qopanox GPP
Nopatok 1
0 TPOMAIICHKA EKCTEPTH3A Nloparok 2
Nopatok 3
JOKYMEHTH 3 MMUTAHL
EKOHOMIKH TA OIHAHCIB MNonarok 4
Nopatok 5
HALIOHANBHA PAJIA 3 IMTAHB Nonarok 6
MPOTHI TYBEPKYNLO3Y TA v R
BII/CHIZ [onatok 7
Nopatok 8
TIOKYMEHTH APB
TPOMAJICHKE OBTOBOPEHHA
[APX1B] MIHICTEPCTBO OXOPOHW 3[10POB'A YKPATHW
HAKA3
M03 YKPATHH: LU0 BYNO, €1
by Kuis
B 2021 poky Na
CTPATETIYHA EKONOTIYHA
OLIIHKA

MNpo a3ateepaxexua Mopaaky ceptudikaull AxocTi nikapcbkux 3acobis Ana

CYCTIMLHO-KOPHCHA MixkHapogHol Toprisni Ta nNIATBEPAMEHHA [ANA AaKTWBHUX GapMaLeBTUYHNX
ALLLO

IHrpeaieHTis, WO BKCNOPTYIOTLEA




