U

IEPKABHA CJIYKBA YKPATHM 3 TIKAPCBKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM

HAKA3

1B clyHsl ZONP Kuis A

IIpo 3aTBePIKEeHHS epeniky
BiomocTeil, wo MmicTaTh cayxboBy
indopmanito y Jlepxkapmiii  cayxO0i
Vipaiun 3 aikapchkux 3acobis  Ta
KOHTPOJIIO 32 HAPKOTHKAMH

Bimmosimso mo crarti 9 3akony Ykpaimu «IIpo mocTyn jo my6uiqHOI
indopmanii», miamyHkTy 9 myHkry 2 Vkasy IIpesunenta Vxpainu Bix 05.05.2011
Ne 547 «Iluranus 3abe3neveHHs OprafHamu BUKOHABYOl BJIAAM JOCTYmy MO
ny6uiunoi indopmarii», Tumnosol igeTpykUil TPO TOPSIOK BEICHHS 061Ky,
36epiradusi, BHKOPUCTAHHS | 3HUIICHHS JZOKYMEHTIB Ta IHIIMX MaTepiabHUX
HociiB iHdopmanii, IO MICTATH cnymﬁosy indopmaniio, 3aTBEPDKEHOL
nocranosoio Kabixery Minictpi Vkpaizu Bix 19.10.2016 Ne 736

HAKA3VY1O:

1. 3ateepmury ITeperik BiXOMOCTEH, MO MiCTATS CiIyKO0BY iHdopMaLio y
JlepxaHiii cyx6i Ykpainu 3 1iKapchKuX 3ac00iB Ta KOHTPOJIIO 38 HAPKOTHKaMH,

110 JOJA€ETHCA.

2. Bigminy xoMyHikamil ONPWIIOAHMTH Ha oinitimomy BeG-caiti
JeprxmikciryxOu 1ei Hakas.

3. KoHTpoJIb 32 BUKOHAHHAM [BOr0 HaKasy 3ajiIIalo 32 coboro.

ToJsioBa / H.s51. T'yass
: L



3ATBEP/DKEHO

Haxa3 [lepxaBHoi cnyx0u Ykpainu 3
JiKapceKuX 3aco0iB Ta KOHTPOIIO 3a
HapPKOTHKaMH

{6 ciupg QOH{: x 45

Iepenix
BigomMocreii, mo MicTATH cayx00By indopmaniro
y Jep:xaBuiil cayx06i ¥Ykpainu 3 JikapcbKux 3aco0iB Ta KOHNTPOJIIO
32 HAPKOTHKAMH

1.  BuytpiBimomya cnyx00Ba KOpECIIOHIEHIIisI, MOMOBIAHI 3aIlHCKY,
peKoMeHmalii, SKII0O BOHM IIOB’s3aHi 3 pO3poOKOIO HANpAMY MAiABHOCTI
Jepxnikcnyx6u  a6o  3mificHEHHS  KOHTPOJNBHHX, HAIIANOBUX  QyHKIIiH
Jepximikciny 0y, IpoLecoM MpUHHATTA pilleHs 1 IEpemyioTh MyOaidHOMY
00roBOpeHHIO Ta/ab0 NMPHHHATTIO PillleHb.

2.  Jluctw, AOBiAKH, BUCHOBKM Ta iHIN JOKyMeHTH (Y TOMy YHCIHI
BHYTpiBizoMui), siKi MIiCTATH BiOMOCTI, IO HE CTaHOBIATL AEPXKABHOI TAEMHHMLI,
aJle pO3TOJIOMICHHS SKMX MOXE 3aBAaTH 1CTOTHOI LLIKOZH, iHTepecaM HalliOHAJIBHOL
GesneKy, TEPUTOpPiaIbHIN wimicHocTi 460 rpoMaaCBKOMY MOPSIKY, 3LOPOB’IO
HACeJIeHHs, pemyTalii Ta mpasaM iHWKX 0Ci0, MPU3BECTH JO POSIOJOLICHIL
KoHGbixeHUiHOT iHGOpMALiT, CIIPHSITH ga_I;()—p-;meHHHM ab0 BYMHEHHIO 3JI0YMHIB,
TOLIO.

3.  Bimomocti momo cy0’eKTiB TroOCIOJApIOBaHHS Ta INOKYMEHTH, IO
Hanidmm g0 JepximikcmyxOu Js OTPUMAaHHS: |

minersil Ha BUPOOHMLTBO JiKapChKHUX 3aco0iB, IMIIOPT Takux 3aco0iB (KpiM
AKTUBHEX (apMaleBTHYHUX IHIPEi€HTIB), ONTOBY Ta pPO3APIOHY TOPriBIIO
JiKapChKAMU 3ac00amy;

mineHsil Ha IPOBaUKEHHH TOCIOAAPCHKOI MIANBHOCTI 3 KyJLTHBYBAHHS
pOCIIHH, BKmoYerux 10 Tabmuni I [Tepeniky HApKOTHYHMX 3aC00iB, ICUXOTPONHKX
peYoBMH 1 IpeKypcopiB, Ta 3 po3pobieHHs, BUPOOHHULTBA, BHUIOTOBJICHHS,
36epiranHs, IEpPeBE3CHHs, NPUAOaHHI, peanmizamii (BiAmycKy), BBE3CHHsS Ha
TEpUTOPil0 YKpaiHH, BUBE3CHHA 3 Teputopii YKpaiHu, BUKOpHUCTaHHS Ta
SHMINEHHS] HAPKOTMYHHX 3acoBiB, MNCHXOTPONHMX PEYOBMH 1 MPEKypPCOpiB,
BUIIOUEHHX 10 3a3HadeHoro [leperniky (mami — AisnmpHiCTh 3 00Iry HApPKOTHYHEX
3ac06iB, ICHXOTPOIHMX PEYOBHH 1 IIPEKYPCOPIB);

CBiZOUTBA IO JEpKaBHY PEECTPALliio MeIHIHOI TexHikd 1 BHpOOIB
MEJMYHOr0 NIPU3HAYECHHS, '

BECHOBKY IOJO TiATBEPUKEHHS BUPOOHHUIITBA JIIKapCHKHX 3ac00iB BUMOI'aM
GMP, un/abo cepradikaTy BiAmosigHocTi BHPOOHMITBA JIKAPCHKHX 3ac00iB
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sumoraM GMP, ceprudikary mikapcbkoro 3aco0y mias MiKHApoOAHOI TOprisii Ta
MATBEpDKEHD JUIS aKTUBHUX (apMalleBTHYHUX iHIPeNi€HTIB, IO eKCIOPTYIOTCS
mo €spomneiicexoro Corosy, Jmnst JiKapchKUX 3aco0iB, IpHU3HAYEHHX VIS
CITOKUBAHHS JIIOJIIHOIO;

JI03BOJIy Ha IMpaBO BBE3eHHS (BUBE3GHHSA) Ta Ha IIPaBO TPAH3UTY Yepes
TepuTOpito YKpalHM HApKOTHYHMX 3ac00iB, IICHXOTPONHHX pPEYOBUH 1

IIPEKypCopiB.

4, BigomocTi miomo cy0’eKTiB IOCHOAApIOBaHHs, LIO HAXOAATh MJIs
BHeceHHs iHdopmauii no «KypHamy obmiky indopmaiii, 1m0 HaIXOIUTH IO
Jlepxmikcmyx6u Bif Oprasis 3 oUiHKM BiJmOBigHOCTI Ta 0Ci0, BIANOBIZANLHEX 33
BBEIEHHS MeJUYHUX BMPOOIB, MEIMYHHUX BUPOGIB I MIarHOCTHKM in Vitro,
aKTUBHUX MEIMYHUX BUPOOIB, sIKi IMITaHTYIOTH, B 00Iir».

5. BimomocTi 1010 Cy0’€KTiB rOCIOAapIOBaHHs, OTPUMaHi:

5.1. B pesynbTati 3AINCHEHHS IEPXKABHOTO KOHTPOIIO 33 NOTPUMAHHSAM:

BUMOT 3aKOHOJABCTBA LIOJO 3a0e3NeueHHs AKocTi Ta Oe3MeKy JIKapChKhX
3ac0biB i MeaMuHMX BHpOOIB Ha Becix eramax o6iry, y TOMy HHCHi NpaBuil
3ifiCHeHHS HANEXHUX [PaKTHK (BUPOGHUYOL, AUCTPUG I0TOPCHKOI, 30epiraHs,
anTe4vHol);

MiNeH3i HHAX yMOB IPOBAKEHHS TOCIIOAAPCHKOT JISUTBHOCT] 3 BUPOOHMIITEA
niKapchKMX 3aco6iB, onTOBOI Ta PO3APiOHOI TOpriBii JIKapCHKUMH 3acobamy,
iMIOpTY JiKapchKux 3aco0iB (kpiM aKTHBHUX (apMaleBTHIHHX iHrpeiexTiB);

pumor GMP/GDP (akTH Ta IOAATKM [0 HHX, 3BiTH TOLIO);

mineH3iffHAX yMOB NpOBA[UKEHHS TOCIOAAPCHKOl MisNBHOCTI 3 obiry
HAPKOTHIHUX 3ac00iB, ICHXOTPONHIX PEYOBHH i IPEKyPCOpiB;

5.2. 3a pesyibTaTaMM MIEpPXKAaBHOTO PHHKOBOIO Haryisay IIOAO Oeznexu

MeUYHUX BHPOOiB.

6. Bigomocti, ski oTpuMaHi mpu 3ifiCHEHI rajly3eBOl aTecTalii
naGoparopiii i3 3 fiCHEeHHs KOHTPOIIO SIKOCTI JIIKAPCHKAX 3aC00iB.

1 BigoMocTi 1010 PO3MIIsAy MaTepianiB OTPUMAHHUX Y X011 3aiHCHEHHS
3ax0/iB, BH3HAYEHMX y IYHKTax 5, 6 LBOTO [Tepeniky, Ta BiZOMOCTI IIOXO
daxiBuis, gKi X 3AiHCHIOBAIHN.

8.  Imdopmaris, 10 CTOCYETHCA BH3HAYCHHI no3uiii YKpaiHu MOHO
JOILIBHOCT] YKIIaHaHHSI OKPEMHX MiKHApPOIHUX ZIOrOBOPIB ¥ chepax KOHTPOIIO
gKOCT] Ta Gesrexu MKapChKuX 3acobis, MeaudHEX BUPOOGiB, 0OIry HAPKOTHYHKX



3ac00iB, IICHXOTPOITHHX PEYOBHH i IPEKypCcOpiB Ta NMPOTHAIl X HE3aKOHHOMY
00iry, a TakoxX y cdepax JiLeH3yBaHHs FOCIOAAPCHKOI AIsJIBHOCTI 3 BUPOOHHLITBA
JTiKapchKUX  3acob6iB, IMmopTy Jikapchkux 3acobiB  (KpiM  aKTHBHHX
(bapMalleBTUYHHUX IHTPEeNi€HTIB), ONTOBOI Ta PO3APiOHOI TOPTiBNI JIKAPCHKUMH
3acobamu, 06iry HapKOTHHYHUX 3ac00iB, ICUXOTPONHUX PEYOBHMH 1 IIPEKYPCOPIB.

9. BinomocTi 1[0/10 BUKOHAHHS MIKHAPOAHUX JOrOBOPIB YKpaiHu y
chepax KOHTPOJIO SIKOCTI Ta Oe3lexy JiKapchbKUX 3aco0iB, MeAMYHHX BHPOOIB,
00iry HapKOTHYHUX 3aCO0iB, ICHXOTPOITHUX PEYOBHUH i IIPEKypCOPIB T4 NPOTHIIT
iX HezakoHHOMY O00iry, a Takox y cdepax IIiLeH3yBaHHS TIOCIOAAPCHKOL
IisSTIBHOCTI 3 BHUPOOHUITBA JIKApCHKUX 3aco0iB, IMIOPTY JiKapchKUX 3aco0iB
(kpiM aKTHBHUX (apMalEBTHYHUX {HIPENi€HTIB), ONTOBOI Ta PO3APiGHOI TOpPriBii
JMKapChKUMHU 3acobaMu, 00iry HapKOTHYHUX 3ac00iB, ICHXOTPOIHMX PEYOBHH I

IpeKypcopiB.

10. Bigomocti mpo po6oty 3 iHdopMaliicio B KOMIT IOTEPHIX MepeKax:

PO MOPSIOK BUIOTOBJEHHs, 00NiKk Ta 30epiraHHs NapojiB, KIIOYIB Ta
iIeHTH(IKATOPIB, AKI BUKOPHUCTOBYIOTHCS,

PO CTPYKTYPY, CKIaXOBI YACTHHH, TEXHIUHI XapaKTePUCTUKH,

IO pe3yNbTaTH MEPEBipOK aBTOMAaTH30BaHOl iH(opMmaniiHoi cuctemu abo i
eJeMEeHTIB CTOCOBHO HASIBHOCTI Ypa3JMBHX MiCIb Ta Ppe3yJNbTaTiB YCYHEHHs

BUSIBJIEHUX HEJOJIKIB.

11. Bigomocri, oTpuMani B mporeci ciy00BUX PO3CIiIyBaHb 3 INUTaHb
MpOTHAIT KOPYILIi, O MOMEHTY IIPHAHSTTS PillieHb.

12. BigomocTi oTpuMaHi mix yac CIiBIpali 3 opraHamu JepxaBHol Ba/u,
PaBOOXOPOHHMMM  OpraHamy, IOpUAWYHMMH  Ta ¢isuyruMM  ocobamuy,
npauiBEAKaMU JIepyTiKCIyxOu, SKII0 BOHM CTOCYIOTBCS IHPOTHALL Kopynuii 1a
MOXKYTh 3aBJIaTH LIKOAY iHTepecaM TpETiX ocib, opraHam JOCYIOBOTO CJILZICTBA,

cyny.

13. Binomocri, o MicTSTs CTyx60By iH(pOpMaIiio Oprasis JepxaBHOl
BJIA/I4, MiCL{€BOTO CaMOBPSI/LyBaHHs, I ANPUEMCTB, yCTaHOB i oprasizauii.

14. BizoMoCTi Ipo 3aXOJH LIOXO 3aXKCTy CiIyxk6oBoi iHdopMail mia gac
npuifoMy iHO3eMHMX JeNerami, rpymn Ta OKpeMux 1HO3eMLIIB.



15. Bimomocri opramizamiifHoro xapakrepy mono Mo6inizamiiHol pobotH
6e3 3a3HaueHHs iHGOpMALil PO JUCIOKALIIO, XapaKTEPUCTUKM 3aTIaCHUX ITYHKTIB
YOpPaBIiHHA, @ TaKoX BIiJOMOCTI 32 OKPEMHMHM IIOKa3HHKaMH [P0 MOPSJIOK
(iHaHCYBaHHS 3aXOAiB 3 MOOiNi3auUiiHOl MiATOTOBKH, PO3TOJIOIIEHHS SKAX MOXE
3aBJIaTH ICTOTHOI MIKOAM iHTepecaM OOOPOHM HEp)KaBH, OXOPOHH TPOMAACHKOTO
TIOPSIKY, HAIlIOHANBHIN Oe3mer.

16. BimomocTti mpo BTpaTy MaTepiaJIbHHX HOCIIB 1H(oOpMaLii, sIKUM
HagaHo rpud «Jlus ciry)x60BOro KOpPHCTYBaHHS», Ta NMPO (aKTH PO3TOJIOLICHHS
ciryx060Boi iH(opMmarii.

I'onoBa moCTiiHO Ai10401 KOMicii
3 MUTaHb poOOTH i3 CIIyKOOBOIO
iH(pOpMAITi€Io — NOJIOBHHIA CIIeIialiCT

3 IUTaHb 3aro0iraHHs Ta o~
BUSIBJICHHS KOPYIILIL L @&?1'3 Ly M.I. CaBueHko
CXBAJIEHO CXBAJIEHO
IIpoTokon 3aciiaHHs [TpoTokon 3aciaHHs; IOCTIHHO
EK Hepxnikcayxou mirouoi KoMicil 3 muTaHb poOOTH i3
ci1y>k00B0OIO iHpopMmariero
JepiIiKCITyK0H
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