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34KOH YKPATHH

IIpo Jikapcbki 3aco0un

Leit 3akoH perynoe MpaBOBIAHOCUHU Yy cepl JKapChbKUX 3ac00iB, MOB’S3aHI 13 CTBOPEHHSIM,
(hapMaleBTUYHOI0  PO3POOKOI0, JOKIIHIYHUMHU — JOCHTIDKCHHSIMH, KITIHIYHAMU  JOCIIKCHHIMH
(BUnpoOyBaHHIMM), AEPKABHOIO PEECTPALIEIO JIKAPChKUX 3ac001B, BUPOOHUIITBOM, BUTOTOBJIECHHSIM
(BUpOOHMIITBOM) B yMOBaxX amnTeKH, IPU3HAYEHHSM, 3aCTOCYBAaHHSM, IMIIOPTOM, ONTOBOI Ta
pPO3IPiOHOI0  TOPriBi€I0, AMCTAHIIIHOIO TOPTiBIEIO, KOHTPOJEM SIKOCTI JHKapChKUX 3aco0iB,
3aifiCHeHHSIM (papMaKOHAITISITY, @ TAKOXK BH3HAYA€ MpaBa Ta 00OB’S3KH IOPUANYHUX 1 (HI3MYHHX 0Ci0,
TTOBHOBAYKEHHSI OPTaHiB JIePKaBHO1 BIa/IM 1 MOCAI0BHUX OCI0 Y BIAMOBIIHIN cdepi.

Meroro 1poro 3akoHy € 3a0e3leueHHs OXOPOHM 3J0pOB’S HACENCHHS YKpaiHH IUISIXOM
3a0e3MeYeHHsI IOCTYITy 10 e(DeKTHBHUX, IKICHUX, CYJaCHHUX 1 O€3MEUYHUX JIIKAPCHKHUX 3aC00IB, a TAKOXK
IMITJIEMEHTAIIISI OKPEMUX TOJIOKEHb 3aKOHO/IaBCTBa €Bporielicbkoro Coro3y o0 JiKapChKuX 3ac00iB
JUISL 3aCTOCYBAHHS JIFOIUHOIO.

Po3ain 1.
3ATAJIBHI ITOJIOKEHHS

CrarTa 1. 3aKOHOIABCTBO MPO JIIKAPCHKI 3ac00H

1. 3aKoHOIABCTBO MpO JIIKapchki 3acobu ckiagaetscss 3 Konctutymii Ykpainu, OcHOB
3aKOHOJIABCTBA YKpAiHU IMPO OXOPOHY 370POB’S, IIbOTO 3aKOHY Ta IHIIMX AaKTIB 3aKOHOJIABCTBA,
NPUAHATUX BIATOBIAHO JO IHOTO 3aKOHY, a TaKOXK Tally3eBUX CTaHAApTiB, aJalTOBAHHUX JI0
3aKOHOJIaBCTBa €Bpornercbkoro Corosy.

Crarrsa 2. BusHaueHHsI TEpMiHIB
1. Y upoMy 3aKkoHi TEpMiHU BXKUBAIOThCS B TAKOMY 3HAYCHHI:

1) axtuBHUI (apmalleBTUYHUI IHIPEIIEHT (JIIKApChbKAa pPEYOBHHA, [iI04a PEYOBHMHA, AKTHBHA
cyOcraniis) (mami - airoga pedoBuHa a00 ADI) - Oyap-sKka pedoBUHA UM CyMIIl pEYOBHUH, NTPU3HAYCHA
JUIs BUKOPUCTAHHS y BHUPOOHMIITBI JIKapChKOrO 3aco0y, fKa IMpH LbOMY CTa€ HOro akTUBHUM
iHrpenienToM. Jliroda pedyoBHHA MpU3HAYEHA JUIA 3AiHCHEHHS (hapMaKoJIOTIYHHUX, IMyHOJIOTIYHHX 200
MeTaOOIYHUX I 3 METOIO BIIHOBJICHHS, KOPEKIlii a00 3MiHM ¢i3i0J0TiuHUX (PYyHKIIIH opraHizMy abo
JUTSL BCTAHOBJICHHS MEMYHOTO J[1arHO3Y;

2) anrTeka - 3aKiajJ OXOPOHMU 3JI0POB’S, IO € MICIEM IPOBADKEHHS IIsSIBHOCTI CyO’€KTIB
TOCTIOAAPIOBAaHHA 3 PO3APIOHOT TOPTiBII JIIKAPCHKUMH 3ac00aMH, OCHOBHHM 3aBJIaHHSM SIKHX €
3a0e3neyeHHs HACEJIeHHs, 1HIINX 3aKJIaJiB OXOPOHH 37I0POB’s, MIANPHUEMCTB, YCTAHOB Ta OpraHi3aii
JTKapChbKUMU 3ac00aMu;

3) 010C€KBIBaJICHTHICTh - XapaKTEPUCTHUKA MOMIOHOCTI JABOX YW OLIbIIE JIIKAPCHKUX 3ac00iB, M0
MICTSTh OJTHAKOBY JIif0uy peuoBHHY. JIikapchki 3aco0M BBaXKarOThCs 010€KBiBaJIEHTHUMH, SIKIIIO BOHU €
(apMarieBTHYHO €KBiBaJCHTHUMH a00 (apMaleBTUYHO aIBTCPHATUBHUMH, a iX Ol0ZOCTYIHICTH
(MOKa3HMKW MIBHUIKOCTI Ta CTymeHs aOcopOrlii) micis BBEACHHS B OJHAKOBIM MOJIApHIA 1031
3HAXOAUTHCA Y BCTAHOBICHUX KpUTEPisX MpuitHATHOCTI. KpuTepii mpuiHATHOCTI BCTaHOBIIOIOTHCS
JUTST 3a0€31eUCHHS TIOPIBHSHHS XapaKTePUCTUK JIIKAPCHKHUX 3aC00IB in Vivo, TOOTO JJIsi BCTAHOBJICHHSI
1oi0HOCTI 3 TOUKH 30py O€3IeKH Ta e()eKTUBHOCTI;

4) OionmoriyHMi Jikapcbkuid 3aci® - Jyikapcbkuit 3acid, mo wmictute A®I OGiomoriuHoro
MOXO/UKEHHST (pe4oBHMHY a00 pEeYOBMHH, BUPOOIEHI OioNOTiYHMM JpKeperoM abo 3 OioIOTi4HOTO
JoKepena, JJIS OLIHKKM Ta BH3HAYCHHs SIKOCTI SKO1 (SKMX) HEoOXiaHe mpoBeaeHHs (Pi3HKO-XIMIKO-
610s10r1YHUX BUNPOOYBaHb y MOEJHAHHI 13 TEXHOJIOTIYHOIO OLIIHKOIO BUPOOHHYOTO MpPOIECy Ta Horo
KOHTPOJIEM).

Jlo OioyioriyHMX JIIKAPChKMX 3aco0iB  HajeXarh JIIKAPCbKI 3aco0M mepeaoBoi Teparii,
IMYHOJIOT14HI JIIKapchki 3aco0u Ta JKapchbki 3aco0u, SIKI OAEPXKYIOTh 3 KpOBI a00 mia3Mu KpoOBi
JIOMHU, & TAKOXK JIKapChKi 3acoOu, BUPOOJIEHI 3a JOIMOMOTOI0 OIHOTO 3 TaKUX OlOTEXHOJIOTTYHHUX
MPOIIECIB:

TexHojoris pekomOinanTaux JJHK;

KOHTPOJIbOBaHA EKCIpEeCis T'eHiB, IO KOAYIOTH OI10JOTIYHO aKTHBHI OUTKM y TPOKapioTiB Ta
€yKapioTiB, BKJIIOYAIOUX TPAHC(OPMOBAHI KIIITUHH CCaBLIB;

METOJIU T10pHUIOMH Ta MOHOKJIOHAJTLHUX aHTHUTLIT,

5) 6pokepcTBO (IisUIBHICTH OpOKepa, TOProBe MOCEPETHHUIITBO) Y cdepi 00iry JiKapchbKUX 3aco0iB
- Jii, cupsAMOBaH1 Ha Mpojaxk ado KyMiBJIIO JIIKAPCHKUX 3ac001B, KPIM ONTOBOI TOPTiBI JIKAPCHbKUMU
3aco0amMu, MO0 HE mependadaroTh iX (PI3MYHOTO TMEPEMIIICHHS 1 MOJATal0Th Y BEIEHHI MEeperoBopiB
He3aJIeKHO Ta BiJ IMEHI 1HIIOT IOpUINYHOI a00 (i3UYHOI 0co0H;

6) BBeICHHS B 00Ir JTIIKApChKOTO 3ac00y - i, TOB’s13aHi 3:

JUTSL JTIKAPCHKHUX 3ac001B, 0 BBO3STHCS HA TEPUTOPII0 YKpaiHU, - CEpTU(IKAIIECI0 Ta BUITYCKOM
cepii JIKapCchKOTO 3ac00y YMOBHOBA)KEHOIO 0CO00I0 BHPOOHHMKA a0o0 iMIopTepa IbOTO JIKApPCHKOTO
3aco0y abo TEepeBIPKOIO IIOAO SKOCTI cepii BIAMOBIMAJBHOI OCO00K TUCTPUO’IOTOpa, a TaKOXK
Ha/JIaHHAM BiAMOBiAHOI 1H(OpMaIlii opraHy JIep>KaBHOIO KOHTPOJIO NPO BBEACHY B 00Ir cepito
JTIKapChKOTO 3ac00y;
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JUTSL JTIKAPCHKOTO 3ac00Yy, 10 BUPOOISIETHCS HA TepUTOpii YKpaiHu, - cepTU(DIKAIIEI0 Ta BUITYCKOM
cepii JiKapchKoro 3aco0y YIOBHOBaXEHOI0 0C000I0 BUPOOHUKA;

7) BUTOTOBJEHHS (BUPOOHMIITBO) JIKAPCHKMX 3acO0IB B YMOBax amnTeKd - I1HAUBITyaJIbHE
BUTOTOBJICHHS JTIKAPCHKHUX 3aC001B 32 PELETITOM JIiKaps, Ha 3aMOBJICHHS JTIKYBaJIbHO-MPOQPIIAKTUYHUX
3aKJIiB OXOPOHHM 37I0POB’Sl Ta BUTOTOBJIEHHS BHYTPIIIHbOANTEYHUX 3arOTOBOK, KOHIIEHTPATIB,
HaniB(}aOpUKarTiB, a TAKOX JIKapChbKUX 3ac001B, BATOTOBJICHUX PO 3ariac;

8) BUpPOOHUK JIIKAPCHKUX 3ac00IB - Cy0’€KT TOCMOAapIOBaHHsA, SIKUH 3/11HCHIOE OluH a0o Olniblie
eTariB BUpPOOHMIITBA JIIKAPCHKHUX 3aC00IB Ta Ma€ JIIEH3110 Ha BUPOOHUIITBO JIIKAPCHKUX 3aC001B;

9) BUPOOHHMITBO JIKAPCHKUX 3ac00iB (MPOMHUCIOBE) - [isUIbHICTH, IOB’SA3aHA 13 CEPIMHUM
BUITYCKOM JIIKapChKUX 3ac00iB, sika BKJIIOYA€ OAMH abo Ouiblie eramiB iX BUpOOHMITBa (omepariii
IIO/I0 TEXHOJIOTIYHOTO TPOIIECY, KOHTPOJIO SKOCTI, TMaKyBaHHS Ta TEpernaKyBaHHs, MapKyBaHHsS Ta
nepemMapKyBaHHs, cepTudikalii cepii Ta BUaadi J03BOJYy Ha BUITYCK), @ TAKOXK JISUIBHICTB, OB’ sI3aHa 13
3aKyHiBJICI0 MaTepialiiB 1 MPOAYKIii, 30epiraHHsIM, ONTOBOIO TOPTIBJIEIO (JUCTPUOYILIEI0) JTIKAPCHKUX
3ac00iB BIIACHOTO BUPOOHHUIITBA;

10) BmacHUK peecTpallii Ha JiKapchKUi 3aci0 - 3apeecTpoBaHa B YCTAHOBJICHOMY 3aKOHOJaBCTBOM
VYkpainu nopsaky opuaudHa ocoda uu (izuuHa ocoda - mignpuemens (cy0’eKT rocrnogaproBaHHs) abo
3apeecTpoBaHa B yCTAHOBJICHOMY 3aKOHOJABCTBOM BiIIOBIAHOI JEpKaBH - 4ieHa C€BPOIEHCHKOTO
Coro3y abo €Bporeiichkoi acorriaiii BUIBHOI TOPTiBIi, M0 € CTOPOHOI Yrofu Mmpo €BPOMEHCHKY
CKOHOMIYHY 30HY, MOpSAKY o0co0a, sKa MOAa€ BINNOBIAHY 3asBy NP0 JCpPKaBHY PpEECTPALiio
JiKapchKOTo 3aco0y (mami - 3asBHUK) a0o sika Bke Halyna CTaTycy BJIacHUKa Takoi peecTparii (mani -
BJIACHUK peecTpartii).

BrnacHukoM peecTparii Ha JiKapchKuUi 3aci0, MpU3HAYEHUH IS JIIKyBaHHS PiIKICHUX (OphaHHUX)
3aXBOPIOBaHb y KpaiHaxX i3 CTPOTMMH pETyasSTOpHUMHU opraHamu (SRAS), opdanHMl, iIHHOBAIIHHIHA
JiKapchKHUil 3aci0, Jikapchkuil 3aci® mepenaoBoi Teparii, Jikapchbkuil 3aci® s mpodinakTuku Ta/adbo
nmikyBanHs BIJI, nikyBaHHA remo(iiii, OHKOJOTIYHUX 3aXBOPIOBAHb, BAaKIMHY MOXe OyTH
3apeecTpoBaHa B YCTAaHOBJICHOMY 3aKOHOJIABCTBOM YKpaiHHM HOPSJIKY IOpUAWYHA 0coba uu (izudHa
ocoba - miampuemenb (cy0’€kT rocmomaproBaHHs) abo oco0a, 3apeecTpoBaHa B YCTAaHOBICHOMY
3aKOHOABCTBOM KpaiHM i3 CTPOTUMH PETyIsSTOpHUMHU opraHaMu (SRAs).

BrnacaukoM peectparii Jikapchbkoro 3acoly, M0 MIISTae 3aKyImiBIi  CIeiali30BaHUMHU
opraHizarfisiMu, siKi 3I1MCHIOIOTH 3aKYIIiBJIi, Ta 0CO00I0, YITOBHOBAXEHOIO Ha 3MIMCHEHHS 3aKyMiBEb Y
cdepi OXOpOHU 370pOB’sl, MOKE OyTH 3apeecTpoBaHa B YCTAHOBICHOMY 3aKOHONABCTBOM YKpaiHU
MOPSAKY IopuaruHa ocoda uu (izuuna ocoda - mignpuemensp (Cyd’ekT rocrnoaapioBaHHs) abo ocoba,
3apeecTpoBaHa B IHIININ KpaiHi;

11) BTOpHHHA yHaKoBKa - yIIaKOBKa, B SIKY BMIIIIeHA TIEpBUHHA YIIaKOBKa;

12) reHepudHHMI JiKapChKWi 3aci® - JIKapChbKUK 3aci0, IO Ma€ TakKWui CaMUW SIKICHHHA 1
KIJIbKICHUH CKJIaJ AIF0YMX PEUYOBHH 1 Ty camy JIIKapchbKy Gopmy, 110 i pedepeHTHH TikapchKuil 3acio,
a TakoX Ol0EKBIBAJIEHTHICTh SKOTO 3 peEpeHTHHM JIKAPCHKUM 3acO000M JOBEICHO B pe3yNbTari
MIPOBEJCHHS BIAMOBIIHUX JOCHiKeHb. Pi3H1 comi, ckiiagHi edipu, edipu, i30Mepu, cymilli 130MepiB,
KOMILIEKCH a00 MOXiJAHI 10401 peYOBHUHM BBAXKAIOThCS TUMH CAMHUMU A1FOYMMH PEYOBUHAMM, SKILO iX
BJIACTUBOCTI ICTOTHO HE BiAPI3HIIOTHCS B YACTHHI Oe3neku Ta/abo eeKTUBHOCTI. Y TaKMX BUMAAKaX
3assBHUK HaJa€ JOMATKOBY iH(OpMaIlifo, IO MICTHTh JOKa3W Oe3neku Ta/ado e€(eKTUBHOCTI PI3HHUX
coieid, edipiB ab0 MOXiMHMUX JIFOU0T PEUOBHMHH, IO T03BOJICHA O BUKOpHCTaHHS. Pi3HI mepopanbHi
(apmareBTH4HI (GOPMH 3 HEraiHUM BHBIUJIBHEHHSM BBAXKAIOTHCS OJHIEIO 1 TIEI0 CaMOIO JIIKAPCHKOIO
dbopmoro. He BuMaraeThcsi MpPOBEACHHS TOCIHITKCHb Ol0JOCTYMHOCTI, SKIIO 3asBHHUK JIOBEAEC, IO
TEeHEpUYHMN JIKapChbKUM 3aci0 BIANOBITAE KPUTEPISIM, BU3HAUEHUM Tally3€BUM CTaHAAPTOM ILOJIO
010€KBIBAJICHTHOCTI, 3aTBEP/UKEHUM LEHTPAJIbHUM OpPraHOM BHUKOHABUOi BIAAM, L0 3abe3nedye
(hopMyBaHH: Ta peasi3ye JAep:KaBHY MOJITHKY Y cepi OXOPOHU 37I0POB’S;

13) romeomarWmuHW JKApCHKUK 3aci®d - Oyap-sSKHM JIIKApChKUW 3acid, BHUTOTOBICHUW 3
TOMEOIAaTUYHOT CHPOBHHM BIJMOBIIHO 1O MPOIEIypU BUTOTOBJICHHS TOMEOMATUYHOTO JIKAPCHKOTO
3aco0y, Bu3HaueHoi [lepkaBHOIO (hapmakomeero Ykpainu abo €Bporeichkor ¢apmakorneeo, abo B
pasl BIJCYTHOCTI TaKOro ONHUCY - YMHHUMHU OQIUIHHUMHU (dapMakonesMu JIepKaB - YICHIB
€porneticbkoro Corosy, Bemukoi bpurtanii, ['omeonarnunoro dapmakoneeto Cromydenux Illtaris
AmMepuku;

14) roToBuil JKapCHKUMA 3aci0 - TO030BaHMM JIIKAPCHKUHM 3aci0 y BUIVIAJI Ta CTaHl, MPU3HAYECHUX
JUIL 3aCTOCYBaHHS, IO MPOWIIOB yCi CTaaii BUPOOHUIITBA, BKJIFOYAKOYM OCTATOYHE MAKyBaHHS Ta
MapKyBaHHS;

15) JlepxaBHa (apmakornes: YKpaiHH - 3aTBEPKEHUHN [ICHTPAJIbHIUM OPraHOM BHKOHABYOI BIIA]IH,
mo 3abesnedye ¢GoOpMyBaHHS Ta peallizye JAep)KaBHY HOJITUKY y cdepli OXOpoHH 370pOB’s,
HOPMAaTHBHHI akKT, [0 BU3HAYA€ 3arajibHi CTAHAAPTU SKOCTI JIIKAPCHKHUX 3aC00IB 1 MICTHUTh BUMOTH Y
BUIJISAII MOHOTpadiii Ta 3araJilbHMX CTaTeld IIOJ0 METOMIB aHajidy, TECTyBaHb, BUIPOOYBaHb,
MaKyBaHHs JIIKApChKUX 3aCO01B;

16) JlepxaBHHWI peecTp BBEICHHX B OOIr JIIKAPCHKUX 3ac00iB, MO BBO3SITHCS HA TEPHUTOPIFO
VYkpaiau, - eNeKTpoHHa 0a3a JaHWX, IO MICTUTh BIJIOMOCTI MpO cepii JIKapChbKUX 3aco0iB, IO
HaJXOIATh B 00Ir Ha Teputopii YkpaiHu, Ta oci0, BIAMOBiAaTbHUX 32 BBEIACHHS B OOIr JIIKAPCHKUX
3aco0iB Ha TepuTopii Ykpainu. Jani 10 JlepKaBHOTO peecTpy BBEACHUX B OOIr JIIKAPCHKUX 3ac00iB,
10 BBO3SITHCSI HA TEPUTOPII0 YKpaAiHU, BHOCITHCS B PEXKUMI 1HPOPMAIIIITHOTO OB1IOMIICHHS;

17) Jlep>xaBHU# peecTp KIIHIYHUX JOCHIPKEHb (BUMPOOyBaHb) JIIKAPCHKUX 3aco0iB (mami -
JlepkaBHUHN peecTp KIHIYHUX JTOCHTIDKCHB) - €IMHA JepKaBHa 1HPOpMaIliifHa cucTema, Mo MiCTUTh
aKTyaJIbHI Ta ICTOPUYHI BIJIOMOCTI MPO BCl KJIIHIYHI JOCTIHKCHHS (BUMPOOYBaHHS), TO3BOJICHI 0
MpoBeJeHHS B YKpaiHi y BCTAHOBIGHOMY MOPSIKY, HOCTYI JI0 SIKOi € BiAKpUTUM. [Topsmok BeaeHHS
JlepKaBHOTO pPEeCTpy KIIHIUHUX JOCHIHKEHb 3aTBEP/UKYETHCS IEHTPATBHHUM OPTaHOM BHKOHABYOi
BIIAJIH, 110 3a0e3neuye GopMyBaHHS Ta peanizye IepKaBHY MOJTITUKY Y cepl OXOPOHHU 3/I0POB’ s,

18) epxaBHMI peecTp JIIKapChbKUX 3aco0iB - €IuMHa JepXaBHa iH(popMaliiHa cHUCTeMa, IO
MICTHTB aKTyaJIbHI Ta iICTOPHYHI BIZIOMOCTI PO 3apEECTPOBAHI B YCTAHOBICHOMY IMOPSIKY JTIKapChKi
3aco0u, BIIOMOCTI MPO BC1 3MIHU J0 MaTepialliB peeCTPAIIHHOTO TOChE JTIKAPChKUX 3aC00iB, a TAKOXK
3abe3neuye 30UpaHHs, HaKONMUYEHHs, OOpoOKy, OOJiK, 3aXMCT Ta HaJaHHA 1H(OpMamii Mpo Taki
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mikapcbki 3acobOu. Ilopsmox BeaeHHs JlepaBHOTO peeECTpY JKAPChKUX 3acO0iB 3aTBEPIKYETHCS
LIEHTPAJIbHUM OPTraHOM BHMKOHAaBUOi BIaAW, 10 3abe3meuye (OpMyBaHHS Ta pealizye IepiKaBHY
HOJITHUKY Y cepi OXOPOHHU 37I0POB’S;

19) Jlep>kaBHHI peecTp JTiKapChbKUX 3ac00iB, IO MapaieabHO BBO3SITHCS HA TEPUTOPIIO YKpaiHH, -
€lMHa Jiep)KaBHa iH(opMaliifHa cucTema, 10 MICTUTh aKTyaJibHI Ta iICTOPUYHI BIJOMOCTI PO HAJaHi B
YCTAHOBJICHOMY TIOPSJIKY JTO3BOJIM Ha MapaliebHUN IMIIOPT, Ta 3a0e3neduye 30MpaHHs, HAKOMTUYEHHS,
00poOKy, OOIMIK, 3aXMCT Ta HaaaHHA iH(opmarllii mpo Taki Jikapcbki 3acobu. Ilopsmox BemeHHS
JlepKaBHOTO peeCTpy JIKAPCHKUX 3aco0iB, 110 MapayieIbHO BBO3STHCS HA TEPUTOPII0 YKpaiHH,
3aTBEPKYETHCS IEHTPAJIbHUM OpPraHOM BHKOHABYOI BJIa/u, 10 3a0e3nedye popMyBaHHS Ta peaizye
JepKaBHY MOMITHKY Y chepi OXOpOHU 3710pOB’S;

20) mKepeno pamiOHYKIiIIB - Oyab-Ka CHCT€Ma, IO MICTUTh (DIKCOBAaHUI IEPBUHHUI
PaTIOHYKITIJI, 3 SIKOTO BUPOOJISIFOTHCS BTOPUHHI PAIIOHYKIIIIH, sIKI JOOYBAIOTHCS IUISIXOM €TIOOBaHHS
a00 B 1HIINM c11OC10 1 BAKOPUCTOBYIOTHCS B pajiiohapMaIieBTUIHOMY JTiKapChKOMY 3ac00i;

21) noOpe BHBYEHE MEIMYHE 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y - M00pe BHBYCHE MEIUYHE
3aCTOCYBAaHHS 10401 PEYOBHHM, IO BXOAMTH JO CKIIAQy JIKapChKOro 3acoly, €(peKTUBHICTH Ta
3a/I0BUIBHUM CTYMiHb O€3MeKH $KOi BH3HAHI, M0 MIATBEP/PKEHO IOKIATHUMH Oi6miorpadiuHuMu
MOCUJIAaHHAMU Ha OMyOJiKOBaHI JaHi HIOA0 MICISAPEECTPAIifHUX, €MiJeMIONOriYHUX Ta 1HIINX
JOCIIIJUKEHb, SKIIO MHUHYJI0 He MeHme 10 pokiB BiJ MOMEHTY MEpIIOro CHUCTEMAaTWYHOIO 1
33JJOKYMEHTOBAHOI'0 3aCTOCYBAHHS JA1F0Y0i PEYOBUHH SK JIIKApPCHKOTO 3ac00y B pamkax €Bponeiicbkoro
Coro3y Ta/abo B YkpaiHi,

22) nomoMiKHa pEeYOBMHA - Oydb-sKa CKJIaJ0Ba JIKAPCHKOIO 3aco0y, KpiM JII0YMX PEYOBHH 1
NaKyBaJIbHUX MaTepiais,;

23) nocmimkyBaHui a00 cy0’€KT MOCIiKeHHS (MAIll€HT, 3M0POBHiA T0OpoBoIeb) (1ali - Cy0’ eKT
JOCITIDKeHHS) - (iznuHa ocoba, sika Oepe ydacTh y KITHIYHOMY JOCIIDKEHH] (BUTTpoOyBaHH1) Ta/abo
npuiMae JOCIiIKyBaHUH JIIKapChbKUiA 3aci0, a00 BKIIOYAETHCS Y TPYIy KOHTPOJIIIO;

24) pocnmiKyBaHUN JTIKAPCHKUM 3aci0 - Jikapchka ¢opma itodoi pedoBHHH a0 rmianefo, 1o
BHUBYAETHCS a00 BUKOPHUCTOBYETHCS JJIA TMOPIBHSIHHSA y KJIIHIYHOMY JOCHIDKEHHI (BUIPOOYBaHHI),
BKJIIOYAIOUM 3apEECTPOBAHI Mpemnapar, Kl BUKOPHUCTOBYIOTbCS a00 BUTOTOBIISIIOTHCS (CKIageHi abo
yIaKoBaHi) B IHIMUH CHocid, HDK Tpermapard i3 3apeecTpOBAHOI JIKAPCHKOW (opMoro, abo
BUKOPHCTOBYIOTBCS 32 HE3apEECTPOBAHUMHE MOKA3aHHSAMU YW JUIsI OTPUMAHHS JTOJATKOBOI iH(OpMAIIii
PO 3apeecTpoBaHy (HopMy JTIKapChbKOro 3acody;

25) 3araJIbHONIPUHHATA Ha3Ba - MDKHAPO/IHA HETIATCHTOBAaHA Ha3Ba, PEKOMEH1I0BaHa BcecBITHROIO
OpraHi3ali€ro OXOpOHH 3710pOB’ s, a00, SIKIIO TaKoi HeMae, 3BUYaiiHa 3aralbHONPUIHATA HA3BA;

26) 3aCTOCYBaHHS 3apEECTPOBAHOTO JIIKAPCHKOTO 3aco0y He 3a mpusHadeHHsM ("off-label use") -
BUKOPHUCTAHHS JIIKAPCHKOTO 3aco0y 3a TMOKa3aHHSIMHU ab0 y BIKOBIM Tpyrmi, ad0 y I03yBaHHI, abo
crocoOOM BBEJICHHS, 1110 HE 3a3Ha4YeHi B KOPOTKIN XapaKTEepPUCTHLIl JIKapChKOTro 3aco0y;

27) 37MOBXKHMBAHHS JIKAPCHKUMHU 3aC00aMU - MOCTIHE a00 CopaguvHe YMUCHE HaaMipHE Ta/abo
HE 3a IIOKa3aHHSIMH 3aCTOCYBaHHs JIIKAPCHKUX 3ac00iB, IO CYNPOBOMKYEThCS HEOC3MEUHUMHM
¢bi3nuHIME 2060 TICUXIYHUMU HACTIAKAMU;

28) 3000B’s13aHHS BUpPOOHMKA 3 peaizallii JIKapChbKUX 3ac00iB - 3000B’s3aHHs, MOKJIAJCHE Ha
BUPOOHUKA JIKapChbKUX 3aco0iB, IO MOJArae y peanmizaiii Ha PIBHUX YMOBaX TOBapiB BIACHOTO
BUPOOHHUIITBA BCIM JIilIEH31aTam, SIKi MalOTh JIIEH31I0 Ha ONTOBY TOPTIBIIO JiKapChKUMHU 3ac00aMu Ta
3BEpHYJMUCS J0 BHUpPOOHMKA JIKApChbKUX 3aco0iB MO0 YKJIAJEHHS JOrOBOPY KYMIBII-IIPOAAXKY
JKapChKUX 3aCc00iB;

29) 3000B’s3aHHS 3 OOCITYrOBYBaHHS HACENEHHS - 3000B’S3aHHS, TMOKJIAJEHE Ha CyO’ €KTiB
rOCTOAAPIOBaHHSA, SIK1 MPOBAAATH AISUIBHICT 3 ONTOBOI TOPTIBII JIKAPCHKUMH 3aC00aMH, IO TOJIATAE
B 3a0e3MeueHH]I HUMH TOCTIMHOT HAsABHOCTI HEOOXIAHOTO aCOPTUMEHTY JIKAPCHKUX 3aco0iB IS
3aJJ0BOJIEHHS] TIOTPeO HaceJIeHHs] NMEBHOI aaMIHICTPaTUBHO-TEPUTOPIAIbHOI OJAMHUIN 1 B MOXKIIMBOCTI
MMOCTaBUTHU HEOOXIAHY KUIBKICTb JIKaPChKUX 3aC001B Y KOPOTKHUII CTPOK Ha BIANOBIIHY TEPUTOPIIO;

30) iMOOpT JiKapChbKUX 3acO0IB - MiSIBHICTH, L0 3AIACHIOETHCS JIIIIEH30BaHUMHU IMIOpTEpaMu
JTIKapChKUX 3ac00iB Ta TMOB’s3aHAa i3 BBE3CHHSM Ha TEPUTOPIIO YKpaiHU JIIKapCHKUX 3ac00iB (KpiM
A®I), y ToMy uMchi TOCHIKYBAaHUX JIIKapChKUX 3ac00iB, 3 KpaiH, II0 HE € Jep)KaBaMHu - YIEHAMHU
€pponeiicbkoro Corwo3y abo €Bpomeiicbkoi acorialii BiIbHOI TOPTriBIi, III0 € CTOPOHOIO YTOIU MPO
€BpOMEChbKY EKOHOMIYHY 30HY, 3 METOI IX MOJaNbINol peamizamii, OomToBoi TOpriBiai abo
BUKOPDHCTAaHHS Yy BHPOOHMITBI TOTOBHX JIHKAPCBKUX 3ac00iB, KIIHIYHUX  JTOCIIIKEHHSIX
(BumnpoOyBaHHAX) a00 MEIUYHINA MPAKTHUIll, BKIFOUAIOYN 30epiraHHs, KOHTPOJIb SIKOCTi, cepTU(IKaIlito
Ta BUITYCK Cepii JJIKapChbKOTo 3aco0y.

IMnopt nikapchbkux 3aco0iB, Y TOMY YHCHI JOCIIKYBaHUX JIKapChbKUX 3aco0iB, HE BKIIIOYAE
BBE3CHHS Ha TEPUTOPII0 YKpaiHM BHUpOOJIEHMX Ta BBEAEHUX B OOIr A €KCHOpTYy B YKpaiHy
YIOBHOBa)XEHOIO 0CO00I0 BUPOOHWKA, SKHI NpPOBAJUTH BIAMOBIAHY JIIIEH30BaHy AisJIbHICTD Ha
TepUTOPii HepkaBy - wieHa €Bporneiicbkoro Corosy abo €Bponeiicbkoi acomiarii BUTbHOI TOPTiBIi, 0
€ CTOpOHOIO Yromu Tpo €BpONEHCHKY €KOHOMIYHY 30HY. BBe3eHHs B YkpaiHy Takux JIIKapChbKUX
3ac00iB 3JIHCHIOETHCS JILIEH30BaHMMU B YKpaiHi cy0’€KTaMu TOCHOAApIOBaHHA, SIKI IMPOBAISATH
rOCHOAAPCHKY AISUTBHICTD 3 ONTOBOI TOPTiBII JIKapCHKUMHU 3aCO0aMU;

31) imnopTep Jikapcbkux 3aco0iB (Aali - IMIOPTEP) - CyO’ €KT FOCMOIAPIOBAaHHS, 3aPEECTPOBAHUN
y BCTAHOBJIICHOMY 3aKOHOJABCTBOM YKpaiHW MOPSAKY, [0 MPOBagUTh TiSUTBHICTH 3 IMIIOPTY
JTIKapChKUX 3ac00IB 1 Ma€ JIIEH31I0 Ha IMITOPT JIIKAPCHKHUX 3aCO01B;

32) iMyHOJNOTiYHMM JiKapcbKUM 3acid - JiKapchKUH 3aci0, 10 € BaKIUHOK, TOKCHHOM,
CHPOBATKOIO a00 IpenapaToM ajeprexy.

Jlo BakIIMH, TOKCHHIB 1 CHPOBATOK HaJIe)KaTh, 30KpeMa, areHTH, [0 BUKOPUCTOBYIOTHCS IS
BUPOOJICHHS aKTUBHOTO IMYHITETY;
JIarHOCTUKYU CTaHy IMYHITETY;

BUPOOJICHHS TACUBHOTO IMYHITETY;
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33) iHAMKATOP HECAHKIIIOHOBAHOTO PO3KPHUTTS - 3aci0 O€3MeKH, M0 Ja€ 3MOTYy TIEPEKOHATHUCS, 1110
yIMaKoBKa JIKapChbKOro 3aco0y HE po3KpuBajacs;

34) xiiHIYHE AOCIHIJDKEHHS 0araroleHTPOBE - KJIIHIYHE JOCIHIJDKEHHS, SKE IPOBOIUTHCSA 3a
€IMHUM TPOTOKOJIOM OiNbIIIE HIXK B OJHOMY IEHTPI MPOBEACHHS MOCHIKEHb Ta OUIbIIEe HIK OTHUM
JOCTIIHUKOM, y SIKOMY HEHTPH IOCHIDKEHHS MOXYTh PO3MIIIyBaTHCs B YKpaiHi, B ofHIA abo y
KUIBKOX JepkaBax - ujeHax €Bporelicbkoro Coro3y Ta/abo IHIIMX KpaiHax, IO HE € YJIeHaMH
€Bponericbkoro Coro3sy;

35) xmiHiuHEe nocCHipKeHHs (BUIPOOYBaHHS) JIKAPCHKOTO 3aco0y - Oyab-siKe JOCIHIDKEHHS 3a
YYacCTIO JIFOIMHU K Cy0’€KTa AOCIIHKEHHS, TPU3HAYCHE /711 BUSBIICHHSI Y T1ITBEPKCHHS KITTHIYHUX
Ta/abo (apmakoJOTiuHUX, Ta/ad0 QapMakoaMHAMIYHUX €(EeKTiB Ta/ad0 BUSABICHHS HeOaKaHUX
peaxiiiii, Ta/abo BUBUCHHS (hapMaKOKIHETHKH OJJHOTO UM KUIBKOX JOCIIIXKYBaHUX JIIKAPCHKUX 3ac00iB
3 METOIO OLIIHKHM Horo (ix) 6e3nexu Ta/abo e(eKTHBHOCTI;

36) KOpOTKa XapaKTepUCTHKa JIKApChKOro 3acoly - iHpopMalis mpo JiKapcbkuid 3acid s
MEIMYHUX Ta (apMalleBTUYHUX MPALiBHUKIB,

37) kpaiHu 13 CTpOrUMH peryisTopuumu opranamu (Stringent Regulatory Authorities (SRAs) -
KpaiHH, SKi BIIOBIJAIOTh OJHOMY 13 TAKUX KPUTEPIiB:

KpaiHu, peryaaTopHi opranu sskux 10 23 xoBTHA 2015 poky Oynu wieHamu abo criocTepirayaMu
MixHaponHoi paau 3 rapMoHi3alii TEXHIYHHX BUMOT JO JKapChKUX 3aco0iB HJsl 3aCTOCYBaHHS
monsmu (International Council for Harmonisation of Technical Requirements for Pharmaceuticals for
Human Use (ICH);

KpaiHu, sKi ykianu 3 Ykpainoto abo 3 €Bpomnelicbkkum CoOr030M Yrogy Mpo B3a€MHE BH3HAHHS
(Mutual Recognition Agreements (MRA) y cdepi nikapcbkux 3aco0iB;

KpaiHH, sIKi yKiaiau 3 YkpaiHoto abo 3 €BponeiicbkuM Cor030M yrofy npo OLiHKY BiANOBIAHOCTI
Ta NPUHHATHICTH MpOMHUCIOBUX ToBapiB (Agreement on Conformity Assessment and Acceptance of
industrial products (ACAA) y cdepi JikapchbKux 3ac0o0iB.

[Tepenik kpaiH i3 cTporumu peryiasTopaumu opraHamu (SRAS), ckinajgeHuil Ha MiACTaBl TaKUX
KPUTEPIiB, 3aTBEPIKYETHCS Ta, 32 HASBHOCTI BIJMOBIIHHUX IIJICTaB, OHOBJIIOETHCS IIEHTPAIBHUM
OpraHoOM BHMKOHAaBYOi Biaju, o 3a0e3neuye (opMyBaHHS Ta peanizye JAep’kaBHY MOJITUKY Yy cdepi
OXOPOHHU 3710POB’4;

38) NMCTOK-BKJIA/IKa JIKAPCHKOrO 3ac00y - JOKYMEHT, 110 MICTUThH 1H(OpMALII0 PO JIKAPChKUN
3aci0 711 CIIOYKMBAYIB 1 CYNPOBOIKYE JIIKApChKUH 3aci0;

39) nikapcekuit 3aci6 - Oynb-sika pedoBHHA a00 KOMOIHAIlisl PEYOBUH, SKi MAIOTh (hapMaKoJIOTIYHY,
IMyHOJIOTIYHY a00 MeTaboIivHy Jif0 Ta 3aCTOCOBYIOTHCA a00 BBOMSTHCS JIIOAWHI Yy BIAMOBITHIN
JikapchKid hopMi Ui TiKyBaHHS 4d MPO(DITAKTUKH 3aXBOPIOBaHb JIIOAUHHA a00 3 METOIO BiIHOBIICHHS,
MOKpAIIeHHsT 4YM 3MiHM (i310M0TIYHUX (YHKLIA opraHizMy, abo A BCTAaHOBJICHHS MEIUYHOTO
JIlarHo3y.

Jlo nikapcekux 3aco0iB Hanexars: ADI, npoaykuis "in bulk"; romeonarnyni 3acobu; 3acodu, 110
BUKOPHCTOBYIOTBCS JUIsI BUSIBICHHS 30yTHHKIB 3aXBOPIOBaHb, a TaKoK OOpOTHOM i3 30yIHUKaAMH
3aXBOpIOBaHb a00 TMapa3uTaMH; JIKAPChKI KOCMETHYHI 3aCO0OM Ta JIKAPChKI JOMIIIKH 10 Xap4OBHX
MPOAYKTIB; TOTOBI JiKapchki 3acoOu (JMKapchKi Mpemnapard, JiKH, MEIWKaMEHTH) Ta BUTOTOBJICHI
(BupoOIieH1) B yMOBax anTeku TOTOBI JIIKapChKi 3ac00u;

40) mikapchkuii 3aci0 TeHHOI Tepamii - OIOJIOTTYHHMM JIIKApChbKUK 3acid, SKOMY BJIACTHBI Taki
XapaKTePUCTHUKHU:

A®I Takoro Inikapchbkoro 3aco0y MICTUTh ab0 CKJIAJAa€ThCs 3 PEKOMOIHAHTHOI HYKJIETHOBOL
KHCJIOTH, 110 BUKOPUCTOBYETbCS a00 BBOJUTHCS JIIOAMHI 3 METOIO BIOPSAKYBaHHS, BiJHOBJICHHS,
3aMiHH, JOJAaBaHHs a00 BHIIyYEHHs T€HETUYHOI MOCIIiIOBHOCTI,

TeparneBTUYHa, TnpodimakTHaHa abo MiarHOCTUYHA i JIKApChKOro 3aco0y IOB’s3aHa
6e3mocepeIHbO 3 IMOCIHIIOBHICTIO PEKOMOIHAHTHOI HYKJIETHOBOI KHMCJIOTH, SIKy BiH MICTUTBH, a0o 3
POIYKTOM T€HETHYHOI eKCIpecii TaKol MOCIIiIOBHOCTI.

Jlo mikapchkux 3aco0iB Te€HHOI Teparii He HaJeKaTh BAKIMHM I TPOMIUIAKTHKY 1HPEKITIHHIX
3aXBOPIOBaHb;

41) mikapchKuii 3acid 1J1si KOMIACIOHATHOTO BUKOPUCTAHHS (HAJaHHSA 31 CIIBUYTTS) - JTIKAPChKUI
3aci0, 110 HA/Ia€ThCS Ta 3aCTOCOBYETHCS MallieHTy O6e301u1aTHO (0e3 Oyab-sKoi rpoIIoBOi, MaTepiaabHOT
a0o 1HIIMX BUJIB KOMIEHCALIN) BUKIIOYHO 3 €THUYHUX Ta T'YMaHHUX MIPKyBaHb Ta BiJIOBIJa€ TaKUM
KpUTEPISIM:

HA/JA€TbCS ISl 3aCTOCYBAaHHS TMAI[EHTY 13 XpOHIYHUM a00 CepHO3HMM BHCHAXIIUBUM
3aXBOPIOBaHHIM, a00 piaKicHUM (op(aHHMM) 3aXBOPIOBaHHSM, a00 13 3aXBOPIOBAHHSM YU TKKHM
MEIWYHUM CTaHOM, IO CTAHOBUTH 3arpo3y XHUTTIO Ta MOTpeOye JTIKyBaHHS, OJHAK TAIli€EHT HE MOXE
3a[I0BUIBHO  JIIKYBaTHUCS 3apeeCTPOBAHUMH JKAPCHKUMH 3aco0aMu abo0 HE Mae JOCTymy 0
AIBTEpPHATUBHUX METOJIIB JIIKYBaHHS 3apEeCTPOBAHMMH JIIKAPCHKUMH 3aco0amu, abo HEe Moxe OyTu
BKJIFOUCHUM J10 KJITHIYHOTO JTOCIIKeHHSI (BUIIPOOYBaHHSI) TAKOTO JIIKAPCHKOTO 3aco0y;

Jikapchkui 3aci6 Mae nepeOyBaru abo nepebyBae Ha cTajaii 0OpMIIEHHS 3asBU MPO JAEP>KaBHY
peectpanito B YKpaiHi uM B I1HIIINA KpaiHi i3 cTpormMu peryiastopHumu opraHamu (SRAs) a6o
3aCTOCOBYBATHCSl y TMOTOYHUX KIIHIYHUX JTOCTIDKCHHSX (BUMPOOYBaHHSAX) B YKpaiHI YW 1HIIMX
KpaiHax 13 CTPOrMMH peryasTopHuMu opraHamu (SRAs) abo B KIIHIYHMX JTOCIHIIKEHHSIX
(BUnpoOyBaHHSX ), SIKi OHHO 3aKIHYMIUCS B YKpaiHi;

42) mikapchKUW 3aci0 I MeaiaTPUYHOTO BHUKOPHUCTAHHS - JIKAPChKHM 3aciO, TO3BOJECHUH 10
3aCTOCYBAaHHS YaCTKOBO a00 MOBHICTIO ISl METIaTPUYHOI TPymH 0Ci0, JT03BOJIHI O 3aCTOCYBAaHHS
MOKa3aHHS JIJIS TKOTO HABEJCHO Y KOPOTKIl XapaKTePUCTHIII JIIKAPCHKOTO 3ac00y;

43) mikapchkuii 3acid mepemoBoi Teparii - JIIKapCchbKUK 3acid reHHoi Tepartii abo coMaTHYHOT
KIIITHHHOT Teparlii, TKAHWHHOI 1H)XXeHepii;

https://zakon.rada.gov.ua/laws/show/2469-20/print

4/74



22.08.2022, 14:45

Mpo nikapcebki 3acobwm | Big 28.07.2022 Ne 2469-1X (TekcT Ans Apyky)

44) nikapchkuit 3aci0 cOMaTMYHO1 KJIITUHHOI Tepamii (JTiIkapChKUM 3aci0 COMAaTOKIITUHHOI Tepartii)
- GloJIoriuHUi JTiKapCchKUi 3aci0, SKOMY BIACTUBI TaKl XapaKTEPUCTHKU:

MICTHTh 200 CKJIAJIa€ThCA 3 KIITUH YW TKaHWH, O10J10T14H1 XapaKTepUCTUKH, (Hi310J10T19HI (YHKITT
ab0 CTPYKTYpHI BIACTHUBOCTI SIKUX € BXKJIUBUMHU [JS KJIIHIYHOTO 3aCTOCYBaHHS, Oyau 3MiHEHI y
pe3ynbTari CyTTEBUX MAHIMYJISAMii, abo 3 KIITHH YM TKaHWH, HE MPU3HAYEHUX JJIs1 BUKOPUCTAHHS 3
TI€I0 CAaMOIO METOI0 Y TOHOpa a0 PEIUITIE€HTA;

NPEJCTAaBICHUN K TaKHi, 1[I0 Ma€ BIACTUBOCTI, 3aCTOCOBYEThCSA 200 BBOAUTHCS JIIOHMHI 3 METOIO
JKyBaHHS, MPODITaKTUKH a00 A1arHOCTUKY 3aXBOPIOBAHHS HIISXOM (hapMaKOJIOTi4HO1, IMyHOJIOTT9HOT
a60 MeTaboiyHoi J1ii HOro KIIITHH ab0 TKaHHH.

Maninynsiii, Taki K po3pizaHHs, MoApiOHeHHA, (OpPMYBaHHS, HEHTPUPYTYBAaHHS, 3aMOYYBaHHS
B AHTHUOIOTMYHHUX UM AHTUMIKPOOHUX pO3UMHAX, CTEPUJII3allisl, OMPOMIHEHHS, MOJIT KIITHH,
KOHIICHTPYBaHHS a00 ouuIieHHs, ¢iabTpamis, modurmsalis, 3aMOpOXyBaHHS, KpPIOKOHCEpBaIlis,
BiTpU(IiKalLlis, HE BBAXKAIOTHCS CYyTTEBUMU;

45) nikapchbKui 3aci0 TKAaHWHHOI 1HXKEHEpIi - JIKapChKui 3aci0, 1m0 MICTUTh ab0 CKIIAIA€ThCA 3
KJIITUH Y4 TKaHWH, CTBOPEHHUX IUIIXOM KIITHHHOI 200 TKAaHMHHOI 1H)XXEHEepii, MpeACcTaBICHUH K 3aciO,
10 Ma€ BIIACTUBOCTI, 3aCTOCOBY€ETHCS 200 BBOAUTHCS JIFOAMHI 3 METOIO pereHepailii, BiTHOBIECHHS a00
3aMiHU JIIOJICHKOI TKaHWHH. Jlikapcbki 3aco0M TKaHWHHOI iHXEHEpil MOXYTh MICTHUTH KIITHHU YH
TKaHWHU JIFOJICBKOTO Ta/a00 TBAPUHHOTO TIOXO/KEHHSI, L0 € KUTTE3JaTHUMU a00 HeKUTTE3IaTHUMH, a
TaKOXX JI0/IaTKOBI PEYOBHUHU, 30KpeMa MPOAYKTH KIITHH, 010J0T14HI MOJIEKYJIH, OioMaTepiany, XiMiuHi
PEUOBHHH, KIITHHHI MaTpulli abo ckapdonau;

46) nikapchbKui 3aci0, BUPOOJIICHHH 3TiHO 13 3aTBEP/KEHUM IPOTHCOM, - JIIKapChKUH 3aci0, 10
SIKOTO BXOJIUTH JIif04a PedOBUHA 3 10Ope BUBYCHUM Ha TepUTOpii YKpaiHW MEAMYHUM 3aCTOCYBAaHHSIM,
3 BH3HAUCHOI0 €(EKTUBHICTIO, 3aJ0BUILHMM CTyIEHEM O€3MeKH, TNPOIMUC Ha SIKUH 3aTBEPHKEHO
IEHTPAIBHAM OpraHOM BHKOHABYOI BJaau, M0 3alesnedye (GOpMyBaHHS Ta peallizye Jep:KaBHY
MOJITHUKY Y cepi OXOPOHHU 37I0POB’S;

47) nikapcbkuil 3acid, BUpoOJIEHHI 3 KpoBi ab0 IMjIa3MU KpPOBI JIIOJUHH, - JIKapChKHUM 3aci0,
BUPOOJICHUH HAa OCHOBI KOMITOHEHTIB KPOB1 MPOMHUCIOBUM CIOCOO0M. JI0 TakuX JIKapChKHUX 3acO0iB
HaJeXarh, 30KpeMa, anbOyMiH, (PaKTOPH 3rOPTaHHS KPOBi, IMyHOITIOOYIIHH JFOJICHKOTO MOXOKEHHS;

48) ManoiHTEpBEHIlIHE KIIIHIYHE TOCIIPKCHHS - KIIIHIYHE TOCTIKeHHS (BUMPOOYBaHHS), SIKE
BIJIMIOB1/Ia€ BCIM TaKUM KPUTEPISIM:

JOCJTIIKYBaH1 JIIKapChKi 3ac00M, KpiM 1u1aie0o, 3apeecTpoBaHi;

3TiAHO 3 TPOTOKOJIOM KJIIHIYHOTO JOCHIJKEeHHS (BUIPOOYBaHHS) J0CIHIHKYBaHI JIKapchKi 3acoou
BUKOPHCTOBYIOTBCSI BIJITIOBITHO J0 3aTBEPXKEHOT KOPOTKOI XapaKTEPUCTHKH JIIKapChKOro 3acoly abo
3aCTOCYBaHHS JOCHIDKYBAaHUX JIIKAPCHKUX 3acO0IB TPYHTYEThCS Ha (pakTax Ta MIATBEPIKYETHCS
OMmyOJiKOBaHUMH HAyKOBHMHM JOKa3aMHU IOA0 Oe3Meku Ta e(EeKTHBHOCTI TaKHX JOCIIIKYyBaHUX
JIKapChKUX 3ac001B y Oyab-Kiii 13 KpaiH 13 CTPOTUMH PETYyIaTOpHUMHU opraHamu (SRAs);

JOJTATKOB1 TPOIEAYPH JIarHOCTHKKA a00 MOHITOPHHTY TIOPIBHSHO 13 3BHUYAMHOI KJITHIYHOIO
MIPAKTUKOI0 CTAHOBIISITH HE OiNbIIe HIXK MIHIMAaTbHUN JOAATKOBHA pU3MK ab0 HABAaHTa)XCHHS Ha
0e3mneKy cy0’€KTIB JOCIIKEHHS;

49) mapkyBaHHs - iHoOpMaIlis, 3a3HaYeHa Ha MEPBUHHIN 1 BTOPUHHIA yMaKOBKAaX JIKapCHKOTO
3aco0y;

50) mactep-daiin cuctemMu (apMaKOHATIIAY - JASTaIbHUN OMHC CUCTEMH (papMaKoOHAIVISAAY, IO
BUKOPHCTOBY€ETHCS BIIACHUKOM PEECTPALlii 11010 OJHOT0 a00 KUIbKOX JIIKapChKUX 3aC00i1B;

51) nanexna anreuna nmpaktuka (Good Pharmacy Practice, Good Pharmaceutical Practice, GPP) -
3aTBEPKEHUH LIEHTPaJbHUM OPraHOM BMKOHABYOI BJaJu, 110 3a0e3nedye (GopMyBaHHS Ta peasizye
JepKaBHY TOMITHKY y cepi OXOPOHH 3/I0POB’ s, TaTy3eBUI CTaHIAPT, aJalTOBAaHUI 10 3aKOHO/IaBCTBA
€Bporeiicbkoro Coro3y, KUl BH3HAYa€ CyKYITHICTh MPaBWII peaiizalii (papMareBTUIHUX MOCIYT Ta
IomioMoTH 'y cdepi anTeyHoi MisUTBHOCTI, 30KpeMa Il 4Yac po3ApiOHOT TOPTIBII JKAPCHKUMHU
3acobamu, iXx 30epiraHHs, KOHTPOJIIO SKOCTi, BUTOTOBJICHHS (BHUPOOHMIITBA) JIKapChKUX 3ac00iB B
yMOBax amnTeKH, BIIMYCKy, JOTPUMaHHs SKHX 3a0e3rnedye epeKTHBHICTH (hapMakoTeparnii Ta sSKiCTh
JiKapchbKuX 3aco0iB Ha eTarnax iX 3aKymiBili, BATOTOBJIEHHS (BUPOOHUITBA), 30€epiraHHs Ta po3apiOHOT
TOPTiBIIi;

52) wnanexxna BupoOHM4Ya npaktuka (Good Manufacturing Practice, GMP) - 3arBepmxenuii
LEHTPaJIbHUM OpraHOM BHKOHABYOI Biajau, 10 3alesnedye (OpMyBaHHS Ta peallizye Aep:KaBHY
NOJITUKY y cdepi OXOpPOHU 3[0pOB’s, Taldy3eBUH CTaHAApT, aJalnTOBaHUM /0 3aKOHOJABCTBA
€sporneiicekoro Coro3y, KM BH3HA4Ya€ CYKYINHICTh OpraHi3allifHO-TEXHIYHUX 3aXOMiB, IO €
YaCTHHOIO YNPABIIHHS SIKICTIO, 1 TapaHTye, 10 MPOAYKIIIS MOCTIHHO BUPOOISETHCS 1 KOHTPOIIOETHCS
3a CTaHJapTaMu SKOCTI Ta BIANOBiZae il TPH3HAYCHHIO BIAMOBIAHO J0 BHUMOT MaTepialiB
peecTpauiiHoro 10che abo AOCHE JOCTIIKYBAHOTO JIKAPCHKOTO 3aco0y A KIIHIYHUX JOCHTIKECHb
(BumpoOyBaHb), abo crierudikamii Ha TaKy TPOAYKIIiIO;

53) nanexHa xkiniHiyHa npaktuka (Good Clinical Practice, GCP) - 3aTBepakeHM LIEHTpaIbHUM
OpraHoM BHKOHABYOI BJIaJv, 10 3a0e3rneuye (GpopMyBaHHS Ta peanisye Aep)kKaBHY HOMITUKY y cdepi
OXOpPOHH 3/I0POB’sI, TAITy3€BUI CTAaHIAPT, aJallTOBaHUH 70 3aKOHOAaBCTBA €Bporeiickkoro Coro3y, mo
MICTUTh CYKYIHICTh BHU3HAHHUX Yy CBITI €THMYHUX Ta HAYKOBUX BHUMOT [0 SKOCTi, SKHUX CIiJ
JOTPUMYBATUCSl MiJ 4Yac IUIAHYBAaHHS, BHMKOHAHHS, IIPOBEJCHHS MOHITOPHHTY,  ayauTy,
JOKYMEHTYBaHHS, TIPOBEJICHHS aHAJI3y Ta CKJIAJaHHS 3BITIB KIIHIYHUX JOCITIUKEHb (BUIIPOOYBaHB),
no mnepeadavyaroTh y4yacTh Jirofed. JloTpuMaHHS HaJIEKHOI KIIIHIYHOT TPaKTUKU 3a0e3nedye
BIICBHEHICTh y 3aXMCTI IpaB, Oe3Meku Ta Onaronoiyqust cyO’ €KTIB JOCHIPKEHHS Ta JOCTOBIPHOCTI
Pe3ynbTariB KIHIYHUX JOCTIKEHD (BUIIPOOYBaHb);

54) nanexna maboparopHa mnpaktuka (Good Laboratory Practice, GLP) - 3arBepmkeHuit
LIEHTPAJIbHUM OPTaHOM BHMKOHAaBUOi BIaAM, IO 3abe3meuye (OpMyBaHHS Ta pealizye IepKaBHY
NOMITUKY y cdepi OXOpPOHH 3/0pOB’s, Taly3eBUH CTaHOApT, aJaNTOBaHWH 10 3aKOHOZABCTBA
€pornericbkoro Coro3y, sSKUH BHU3HAYA€ CYKYIHICTh OpPraHi3alliiHO-TEXHIYHUX 3aXOJliB IIOJ0
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oprasizaiii mpoIecy Ta yMOB IJIJaHYBaHHs, MPOBEJCHHS, MOHITOPUHTY, peeCTpallii JaHUX, HaJaHHS
pe3yabTatiB Ta 30epiraHHs MarepiaiiB JOKIIHIYHUX JOCTIIKEHb MIOJ0 TOKCUYHOCTI Ta Oe3MmeKu
JTIKapChbKUX 3aC001B;

55) nanexxna mnpaxtuka auctpuOynii (Good Distribution Practice, GDP) - 3arBepmkeHuit
LEHTPAJIbHUM OpraHOM BHKOHABYOi BJaau, IO 3alesneuye (OpMyBaHHS Ta peajlizye Iep:KaBHY
MOJIITUKY y cdepl OXOPOHM 3/10pOB’s, Taly3eBHH CTaHAApT, aJalTOBAHUW 10 3aKOHOJABCTBA
€pornetickkoro Coro3y, SKH BH3HA4Ya€ CYKYMHICTh OpraHi3aliifHO-TEXHIYHUX 3aXO[iB, IO €
YaCTUHOIO 3a0€3MEUYCHHS SIKOCT1, Ta TapaHTye, 10 SKICTh JIKApPChKUX 3aC001B MIATPUMYETHCS Ha yCiX
TUTSTHKaX JIAHITFOTa MMOCTavyaHHs BiJl BUPOOHWYOI TUTHHHMIN JIO anTeKu abo ocoOH, sika Ma€ JIO3BUT UM
MPpU3HAYEHA TTOCTAYaTH JIIKAPChKi 3aCO0U HACEJICHHIO;

56) HanexxHa mnpakthka 3 (apmakonamany (Good pharmacovigilance practices, GVP) -
3aTBEPKCHUH IIEHTPATLHUM OPraHOM BHKOHABYOI BIIAIH, 10 3a0e3redye (opMyBaHHS Ta peaizye
JICpKaBHY MOMITHKY y cepi OXOPOHH 3]I0POB’ s, Taly3eBUI CTAHIAPT, aJallTOBAaHH JI0 3aKOHO/IaBCTBA
€pponeiicbkoro Coro3y, SKuUil BH3HaYa€e OCOONMBOCTI IUIaHYyBaHHS, Oprasizamii 37iiCHEHHS
(hapmakoHars Iy, HOro JOKyMEHTAIBHOTO O(hOPMIICHHS;

57) wnapkoruuHi (IICUXOTPOIHI) JIKapChKi 3aco0M - Jikapchki 3acodu 1 ADI, saki MicTITh
HApKOTUYHI 3ac00U, ICUXOTPOIHI PEYOBMHU a00 MpPEKypcopH, BKIodeHi 10 [lepeniky HapKOTHYHHX
3ac001B, ICUXOTPOMHKUX PEUYOBUH 1 IPEKYPCOPIB, 110 MiAJIATal0Th KOHTPOJIIO B YKpaiHi BIAIOBIIHO 110
3aKOHOJIaBCTBA YKpaiHu;

58) nHamioHanpHa cuctema Bepudikarii JiKapchbKuX 3aco0iB - aBTOMAaTH30BaHA CHUCTEMa, IO
3a0e3nedye 11eHTUGIKALIIO Ta ayTeHTU(IKALIIO JIKapChbKUX 3aC00IB HUIAXOM IMEPEBIPKU JIKAPCHKUX
3aco0iB, M0 MaroTh 3aco0M Oe3MeKd, BU3HAYEHI BIAMOBIIHO JO LLOTO 3aKOHY, Ta CIpPsIMOBaHA Ha
3I1HICHEHHS! KOHTPOJIIO 32 00IroM JIIKapChbKHX 3aC00IB BHKIIOYHO 3 METOIO 3alO0IraHHs Ta MpOTHILT
001iry ¢anbcudikoBaHHUX JTIKAPChKHUX 3aCO01B;

59) nebaxkaHa peakuisi - Oyab-Ka HEHaBMMCHA 1 LIKIJUIMBA JJIl OPraHi3My JIIOAMHU peakiiist Ha
JiKapchKuii 3acio;

60) HeiHTepBEHIIIMHE TOCTIHKEHHS - JOCTIKEHHS, B SKOMY JIIKAPChKUN 3aci0 MPU3HAYAETHCS y
3BHUYHHM c110ci0 BIAMOBIAHO 10 3aTBEPHKEHOI KOPOTKOI XapaKTEPUCTUKH JIIKAPCHKOTO 3ac00y.

BignecenHns marieHTa A0 TPYNU 13 BHU3HAYEHWM Y TPOTOKOJII KIIHIYHOTO JOCIIKEHHS
(BunmpoOyBaHHsI) METOJOM JIIKYBaHHS 3a3/ajeriib He mepeadaueHo, a MPU3HAYEHHs JIKapChKOro
3ac00y 311MCHIOETHCS BIAMOBIAHO IO Cy4acHOI MPAKTUKHU 1 HE 3aJICKUTh BiJl PIIICHHS MPO 3aTy4EHHS
MaiieHTa 10 BUOPOOyBaHHs. Y MeXaxX HEIHTEPBEHIIIHHOTO OCTIPKeHHS [0 TMAIEHTIB He
3aCTOCOBYIOTHCSI JIOJJATKOB1 JIarHOCTUYHI Ipoueaypu abo MpoLenypu CIIOCTEpeKEHHs, a Mija dvac
aHasizy 310paHuX JaHUX BUKOPUCTOBYIOTHCS €IMiJIEMIiONIOr uH1 METOIH.

Jlo HEIHTEepPBEHIIMHUX JOCHTIPKEHb HaJeXaTh TaKOX JOCHIDKEHHS, B SKHUX OIIHIOIOTHCS
0l0MeIUYHI MOKA3HUKHU, PE3yNbTaTh UM 3MIHM CTaHy 3[I0POB’Sl JIIOAWHHU, CHPUYMHEHI XBOPOOOIO 4M
MIPOBE/ICHUM JIIKYBaHHSIM, IT1J] 4ac SIKOTO JIIKapChKUiA 3aci0 MpU3HaYaBcs y 3BUYMHUH CIIOCIO BiIMOBITHO
JI0 3aTBEPKEHOT KOPOTKO1 XapaKTEPUCTUKH JIIKAPCHKOTO 3aCO0Y;

61) HenepenbaueHa HeOaxkaHa peakilisi - HeOakaHa peaklis, XapakTep, TSHKKICTh ad0 HACHiJIKU
SIKOT HE Y3TOKYIOThCS 3 iH(OpMAITi€r0, HABEICHOIO B KOPOTKIHM XapaKTePUCTHIII JTIKapChKOTO 3aco0y;

62) o0ir mikapcbKuxX 3aco0iB - BUAM AISUNIBHOCTI, IO 3IIMCHIOIOTHCS TiJ 4Yac BHUPOOHMUIITBA
(IpPOMUCIIOBOTO) Ta BUTOTOBIICHHS (BUPOOHUIITBA) JTIKapChKUX 3ac00IB B yMOBaX anTeKu, 30epiraHHs,
TPaHCIOPTYBaHHs, BBE3EHHS, IMIIOPTY, €KCIIOPTY, ONTOBOI Ta PO3ApiOHOI TOPriBii, MPU3HAYEHHS Ta
3aCTOCYBaHHS, KOHTPOJIIO SIKOCTI, 3MIIMCHEHHS (apMakoHAIsIAy, yTHii3amii Ta/abo 3HUICHHS
JKapChKUX 3ac001B;

63) omnToBa TOPriBAS JIKAPCBKUMHU 3acobamu  (AucTpuOyiisi) - JISUIBHICTE  CYO’€KTIB
rocrofaproBaHHs (KpiM ¢GizuyHUX 0cCi0 - MANPUEMIIIB) 3 MPUAOAHHS JIKAPChKUX 3aC00IB y Cy0 €KTIB
TOCIOAAPIOBAHHS, SKI MalOTh BIJMOBIIHY JiIeH310 (BUpPOOHUKIB, iMIIOPTEpiB 260 AMCTPHUO IOTOPIB),
30epiraHHs, TPaHCIOPTYBaHHS, NOCTa4YaHHs, BBE3EHHSI, €KCIIOPTY Ta MPOJAXy JIKAPCHKUX 3aC001B 3
anTeYHHUX CKJIaAiB (0a3) 1HIIMM Cy0’eKTam ONnToBOi 200 PO3ApiOHOT TOPTIBII JIKAPCHKUMHU 3ac00aMu,
Kl OTpUMajM Ha 1€ BIANOBIAHI JiLEeH31i, BUPOOHMKAM JIKapChKUX 3aco0iB, Oe3moceperHbo
JKYBaJbHO-TIPO(ITAKTHYHUM 3aKi1agaM abo IpUINIHIM 0c00aM, CTPYKTYPHUMH IiPO3AUTaMH SIKUX
€ JIIKYBJIbHO-TTPO(1JTAKTUYHI 3aKJIaJIU OXOPOHU 37I0POB’S;

64) opraH Aep)KaBHOTO KOHTPOJIO - LEHTPAJIbHUN OpraH BMKOHABYOI BIAAM 13 CHEUiaJbHUM
CTaTycoM, IO peaiidye NepXKaBHY NONITHKY y cdepi CTBOPEHHS, IOIYCKYy Ha PUHOK, KOHTPOIIO
SKOCTI, O€3MeKHu Ta €()eKTUBHOCTI JIKaPChKHUX 3aCO0iB;

65) opuriHanpHUH (iHHOBaLIWHUI) JiKapcbKUi 3aci® - JIKapchKUil 3acid, 3apeecTpoBaHUA
BIIEpIIE€ y CBITI HA OCHOBI MOBHOIO PEECTPALIHHOIO JOCHE LIOJ0 HOro €(peKTUBHOCTI, Oe3MeKu Ta
SIKOCTI;

66) opdaHHMIT TiKapchKUi 3aci0 (MpenapaT 0OMEKEHOTO 3aCTOCYBaHHS a0 "mpemnapar-cupora') -
JKapChKUi 3aci0, MO0 SKOTO BIACHUK PEECTPAIIT MOXKE TIPOAEMOHCTPYBATH, 110!

3aci0 MpU3HAYEHUH Ui IarHOCTHKH, MPOQIIAKTUKK YU JTIKYBaHHS PIIKICHOTO 3aXBOPIOBAHHS,
TOOTO HEOE3MEYHOro IS JKUTTS 3aXBOPIOBAaHHS a00 XPOHIYHOTO CTaHy, IO 3arpOXy€ >KUTTIO YH
MPU3BOANTH JIO BTPATH Ipare3aTHOCTI 3a3BHYail He OibIne 1M sATH ocid Ha kokHI 10 THCSY 0Ci0 B
VYkpaiHi Ha MOMEHT TO/IaHHS 3asiBU MPO WOTO JIEP:KaBHY PEECTpPALlilo;

3aci0 TpU3HAYEHWH IS J1arHOCTUKH, Npo(diIakTHKKA abo JIKyBaHHS 3aXBOPIOBaHHS, IO
3arpokKye JKUTTIO ab0 cepilo3HO mocnaliioe IMyHITET, CepHO3HO BHMCHAXYHOUUX a00 XPOHIYHHMX
3aXBOPIOBaHb 1 0€3 JACPKABHOTO CTUMYJIIOBAHHS HE3HAYHOIO € BIPOTiIHICTH TOTO, MIO TaKi JIIKAPCHKI
3aco0u OymyTh 3apeecTpoBaHl Ha PUHKY YKpaiHu. Y TakoMmy pasi opdpaHHUM Moke OyTH BHU3HAHO
JKapChKUi 3aci0, MpU3HAYCHUHN ISl JIIKYBaHHS 3aXBOPIOBaHb, 110 3yCTPIYArOThCA B YKpaiHi OlabIe
HIK y ’sTH 0c10 Ha koxkH1 10 Tucs4 ocio;

B VYKpaiHi HE ICHy€ 3aJ0BUIBHOTO METOAY [IarHOCTUKH, MTPO(PUIAKTUKH YU JIIKYBaHHS
BIJIMOBITHOTO PiAKICHOTO 3aXBOPIOBAHHSA a00 SIKIIO TaKWW METOJ iCHY€ - JIIKapChKUU 3acid MaThme
BEJIMKY KOPUCTb JUIS MAIIEHTIB 3 TAKUM PiAKICHUM 3aXBOPIOBAHHAM;
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67) oTpyiiHi JiKapchKi 3aco0M - JTiKapChKi 3aco0M, BiTHECEH] IEHTPAJbHUM OPraHOM BHKOHABYOT
BJIaJH, 1110 3a0e3nedye (OpMyBaHHS Ta peaii3ye Jep)KaBHY MOMITUKY y cdepi OXOpOHH 310pOB’s, 110
OTPYWHUX JIIKAPCHKUX 3aCO0IB;

68) memiaTpUYHUI KOMITET 3 MUTaHb KITHIYHUX JAOCTIIKEHb (BUMPOOyBaHb) (Aali - neaiaTpuaHHii
KOMITET) - HE3JICKHUH OpraH, IO J[i€ MPU OpraHi Jep>KAaBHOTO KOHTPOJIO Ta HAJla€ BHCHOBOK IPO
MOJKJIMBICTh TPOBEJIEHHS KIIHIYHUX JOCHIKeHb (BUIpPOOyBaHb) 3a Y4YacTIO MAJIONITHIX Ta
HEMOBHOMITHIX OCI0 Ta BKJIIOYAE MEIUYHHX/HAYKOBHX CIICIIATICTIB, MPEACTaBHUKA IEHTPATHHOIO
OopraHy BUKOHABYO1 BIIaJH, sIKUH 3a0e3nedye (hopMyBaHHS Ta peasizalliio Aep>KaBHOI MOJITHKHU Y cdepi
COLIaTBHOT MOJITHKH, TPEICTAaBHUKA OPTraHy OIIKM Ta MIKIyBaHHS Ta 0cCi0 iHIIMX CIEIiaJIbHOCTEH,
MPEACTAaBHUKIB TPOMAJCHKOCTI, $KI 3IHCHIOIOTh HADISA 3a JOTPUMAHHIM TpaB, OE3MEKolo,
Onmaromoiy4usM MaJoJNiTHIX a0o HemoBHOMITHIX oci0. Ckiiaq Ta TOBHOBAXEHHS MEIiaTPUYHOTO
KOMITETy BH3HA4a€ [EHTPAIbHUI OpraH BUKOHABYOI BJIaJH, 10 3a0e3mnedye GopMyBaHHS Ta peasizye
JIep’KaBHY MOJITUKY Y c(pepl OXOpPOHU 310pOB’s;

69) mepBHHHA ymakoBKa - Oylb-fika yIakoBKa, M0 O€3MOCEepeIHbO KOHTAKTYE 3 JIKapPChKUM
3ac000M;

70) mnaH ynpaBiiHHA PU3UKAMU - IETAIbHUN OMUC CUCTEMU YNPABIIHHS PU3UKAMU;

71) moxiOnumit Gionoriunuii Jikapcekuid 3aci® (OiocwMminsip) - OlONOTIYHMIA JTIKAPCHKUH 3aciO,
XapaKTEPUCTHKHU MO0 SKOCTI, €(heKTUBHOCTI Ta O€3MeKH SKOTO MOMIOHI 0 XapaKTEPUCTHK IIOI0
SIKOCTI, €()eKTUBHOCTI Ta OE3MEKH 3apeeCTPOBAHOrO pehepeHTHOro 610JI0TTYHOrO JIKApChKOro 3aco0y;

72) mocTpeecTpalliiiie AOCHIKEHHS 3 O€3MeKH JIKApChKOTO 3aco0y - Oyab-sike IOCTIHKCHHS 3
0e3IeKn 3apeecTPOBAHOTO JTIKAPCHKOTO 3aco0y, IO MPOBOAUTHCS MiCist HOTO JepikaBHOI peecTparii 3
METOI0 BU3HAYCHHS, XapaKTePUCTHKHM UM OLIHKU 3arpo3u Oe3meli, MigTBepaKeHHs Npodiito Oe3nexku
JKapChKOTO 3ac00y a0 OLIHKK €(hEKTHBHOCTI 3aXO/IB 3 YIPABIIHHS PU3HKAMU;

73) mpeAcTaBHUK BJIACHUKA peecTpalii Ha JiKapchbKuil 3acid B YkpaiHi (adi - MpeacTaBHUK B
VYkpaiHi) - 3apeecTpoBaHa B yCTAHOBJICHOMY 3aKOHOJABCTBOM YKpaiHH MOPSIKY IOpUIHMYHA 0c00a abo
¢13uuHa ocoba - mianpuemenp (Cy0’eKT rocrnoaaploBaHHs), sIKY YIOBHOBaXHB 3T1IHO 3 BIJANOBIIHUM
JIOTOBOPOM Ta/ab0 JOBIPEHICTIO BIIACHHK pEECTpallii, M0 3apeecTPOBaHWN y JepxkaBi - YiIeHI
€sporeiicbkoro Coro3zy abo €Bpomeiicbkoi acouianii BUIbHOI TOPriBIi, 110 € CTOPOHOI YTroau IMpo
€BpOMCICHKY EKOHOMIYHY 30HY, JJIS TNPEACTABHHIITBA MOTO IHTEpECiB B YKpaiHi Ta 3AIHCHCHHS
BCTAHOBJICHUX 3aKOHOJIABCTBOM YKpaiHM BUMOT TIPOTATOM i1 Jep>KaBHOI peecTpariii;

74) mpexkypcop pamioHyKiIina - Oyab-sIKUH 1HIONH pajioOHyKJIiA, NPU3HAYEHUH IS BBEICHHS
Paal0aKTUBHOI MITKHU A0 1HIIOI PEYOBHHH IEpe] il 3aCTOCYBaHHSIM;

75) mpemnapar anepreny - Oyab-sIKUM JiKapchKUi 3aci®, MpU3HAYSHWH A BUSBIEHHS abo
CTHMYJIIOBaHHS TPOSABY crenr(pigyHoi HaOyTol 3MiHM IMYyHHOI peakiii Ha PEYOBUHY, IIO BHUKIHUKAE
aJeprio;

76) mponykuis "in bulk" - Oyap-sikuii Tikapchkuit 3acid, MpU3HAUYEHUH U1 BUPOOHUIITBA TOTOBOTO
JiKapchKoro 3aco0y, SIKMi MPOMILIOB yci cTali TEXHOJIIOTTYHOrO Ipolecy, KpiM cranii pacyBaHHS Ta/
a00 KIHIIEBOTO NTaKyBaHHS 1 MapKyBaHHS,

77) mpomollist JIikapchbKoro 3aco0y - iH(opMallis mpo JTKapChKuid 3aci0, MomupeHa B Oymab-sKiit
dbopmi Ta B Oyab-skuid croci®, npu3HadeHa i ¢opMyBaHHS a00 MiATpUMaHHS OOI3HAHOCTI
MEIMYHUX Ta (papMalieBTUYHUX MpaIiBHUKIB, (axiBLiB 3 peadimiTalii y TakoMy JiKapcbKomy 3aco0i
Ta CIPSMOBaHAa HA MPOCYBAHHS NPU3HAYCHHS, BIIMYCKY, MPOJAXy YW 3aCTOCYBAaHHS JIIKAPCHKOTO
3aco0y;

78) panioHykiaiaHuUN HaOip - Oynb-sSKuil JiKapcbkuil 3acid, mo Mae OyTH mNoeaHaHuUM abo
3MIIIaHUN 3 PAJIOHYKIIJaMH B TOTOBOMY pajiiopapMarneBTHIHOMY JIIKapChbKOMY 3ac00i, SIK MPaBUIIo,
nepes 3aCTOCYBaHHSM;

79) paniodapmanieBTHUHUHN JTiKapCchKUi 3aci® - Oyab-sIKUI JiKapChKUi 3aci0, 1110 y TOTOBOMY 10
3aCTOCYBAaHHS CTaHI MICTUTh OJIMH a00 KUJIbKa paJlOHYKIIAIB (paJioaKTUBHUX 130TOIIB), III0 BBEJICHI B
HbOT'O B MEMYHUX IIUIAX;

80) PEeKOHCTHUTYIISl - MAHIMYIIALIS 3 METOI0 OTPUMAHHS TOTOBOTO JUISl BBEJICHHS a00 TOTOBOTO 0
BHUKOPHUCTAHHS JIIKAPCHKOTO 3ac00y i3 3apeeCTPOBAHOTO B YCTAHOBICHOMY MOPSIKY Ta BHECEHOTO 10
Jlep>kaBHOTO peecTpy JiKapChbKUX 3ac00iB 200 J103BOJICHOTO A0 OO0Iry Ta 3aCTOCYBaHHS JIKapChKOTO
3aco0y y BUNAJKax, rnepeadaueHuxX UM 3aKOHOM, 3TiHO 3 JMCTKOM-BKJIAJIKOIO JIIKAPCHKOTO 3aco0y.
PexoHCTHTYIIIST HE BBXKAETHCS BUPOOHHUIITBOM (BUTOTOBIICHHSIM) JIIKAPCHKHUX 3ac00iB, SKIIO TaKi ii
3MACHIOIOTHCS MEAMYHUM MIEPCOHAJIOM 111 Yac MPOBEICHHS MEIUYHUX BTPYy4aHb;

81) pedepenTHHll JiKapChKUi 3aci0 - JiKapchKHUi 3aci0, 3apeecTpoBaHuil B YKpaiHi 3a IOBHUM
peecTpaliiHuM Jocke abo, 3a BIJCYTHOCTI J€p:KaBHOI peecTpauii B VYKpaiHi, - 3a IOBHUM
peecTpamiiHIM J0ChE KOMIIETEHTHHUM opraHoMm €Bpormeiicbkoro Coro3y Ta/abo nep)kaBu - djeHa
€pporneiicbkoro Coro3y, 3 SKHM Ma€ MOPIBHIOBATUCS TeHEPUYHHUI JIKAPCHKUI 3acid 3 METoro
JIepKaBHOT peecTpartii, 32 yMOBH IMiATBEP/KCHHS O10€KBIBaJICHTHOCTI,

82) peuent - MOKYMEHT, (popMa SKOTO BCTAHOBIIOETHCS IEHTPATLHUM OpPraHOM BHUKOHABYOI
BIaau, Mo 3abe3nedye (HopMyBaHHS Ta peallizye JAepKaBHY IOJNITUKY y cdepi OXOpOHH 310POB s,
CKJIQJICHUH MEIUYHUM TIPAIiBHUKOM, SIKMM Ma€ Ha I TpaBO BIJAMOBIIHO 1O 3aKOHOJABCTBa, Ha
mifcTaBi SKOTO CyO0’€KT TOCHOAApPIOBAHHS, SKUMl Mae BIAMOBIAHY JIEH3110, BIAMYCKAa€e TOTOBUI
JiKapchKui 3aci0 namieHTy abo BUTOTOBIISIE TIKAPCHKUIL 3aci0 Ta BiIyCKae MOTO MAIli€HTy;

83) pusukwm, MOB’s3aHI 13 3aCTOCYBAHHSIM JIIKAPCHKOTO 3aco0y, - Oyab-sKi pU3UKH, TOB’s3aHI 3
AKICTIO, O€3MEeK0I0 Ta €(EeKTUBHICTIO JIKapChKOTrO 3aco0y Ul 3/J0pOB’S MAalli€HTIB a00 IPOMaJCHhKOTO
3JI0POB’s1, @ TAKOXK OyAb-sKi PU3UKU HEOaKaHOTO BIUIMBY Ha HAaBKOJIHILHE TPUPOIAHE CEPEAOBUIIIE;

84) po3apiOHa TOpPriBIsA JIKAPCHKUMH 3aco0aMU - JisIbHICTh Cy0’€KTIB TOCTIOJApIOBaHHS 3
npuadanHs, 30epiraHHs Ta Hpojaxy (peamizamii, BiIMYCKy), BKJIIOYAIOUM JTUCTAHLIHHUM Mpomax
(emekTpoHHa pPO3ApiOHA TOPTIBIS) TOTOBUX JIKAPCHKUX 3ac00iB, Yy TOMY YHCII BUTOTOBJICHHX
(BupoOeHMX) B yMOBaxX anTeKH, 4Yepe3 amnTeKy Ta 11 CTPYKTYpHI MiApo3aiau Oe3rnocepeaHbo
TpoMaJisTHaM JIJIsl OCOOMCTOrO CIIOYKUBAHHS, 3aKJIaJlaM OXOPOHU 3[0pOB’sl (KpiM anTeYHHUX 3aKiajliB), a
TaKOX MIAMPUEMCTBAM, YCTAHOBAM Ta OpraHizaiisiM 0e3 mpasa iX MoJaIbIIOro MePenpoIaxKy;
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85) pocnuHHa cyOcTaHIlis - BCi, B OCHOBHOMY IIijTi, moApiOHeHI a0o 3pi3aHi YaCTUHHU POCIIHH,
BOJIOpOCTEil, rpubiB, JUIIAHHUKIB Yy HEOOpoOeHil, 3a3Buuail BUCyIIeHiH, (GopMi, a TaKOX eKCyaarTy,
II0 HE MiJIaBajncs crenianbHiid 00poOiti. PocnuHHI cyOcTaHIll TOYHO BU3HAYAIOTHCS 32 JIOTIOMOTOI0
BUKOPHUCTAHOI YaCTUHM POCIMHHU 1 OOTaHIYHOT HA3BHW BIAMOBITHO /10 OIHOMIHAJIBHOI HOMEHKJIATYPH
(pin, BUA, pi3HOBHJ 1 aBTOD);

86) pocIMHHUHN JiKapchbKuil 3aci0 - Oynb-SKHil JIIKapchKUi 3aci0, 110 MICTUTH SIK JI1I0YY PEUOBUHY
ofIHy a00 KiJIbKa POCIMHHHUX CyOCTaHI#, o1rH a00 KiJbKa POCIMHHHMX IpemnapariB, OJHY a00 KiJbKa
pOCIMHHUX cyOcTaHIIi y moeqHaHH1 (KoMOiHallii) 3 omHUM ab0 KiJbKOMa POCIMHHUMH TMperapaTamu;

87) pocnuHHI Mpemnapary - npenapard, OTpUMaHi 3 POCIUHHUX CYOCTAHIINA MUISIXOM €KCTPaKIIii,
TUCTHIIALIT, eKcrpecii, (pakiioHyBaHHs, OYUIIECHHS, KOHIEHTpalii Ta depmenramnii. [0 pocinHHUX
IpernapaTiB HaJleXaTh MOAPIOHEHI a00 MOPOMIKONOAIOHI POCTUHHI CyOCTaHIlii, HACTOWKH, EKCTPaKTH,
edipHi oii, BiJKaTi COKH, TTIepepoOIIeHi eKCyIaTH;

88) cepitozHa HebOaxkaHa peakilist - HeOakaHa pPEaKIlis, 10 MPU3BOAMTH O CMEPTi JIIOAMHH,
CTaHOBHTH 3arpo3y I ii KUTTs, moTpedye rocrmitamizamii abo MPOAOBKEHHSI CTPOKY TOCITITai3allii,
BUKJIMKA€ CTIKy ab0 CyTTeBY HeINpale3faTHICTh Y 1HBaJIJHICTh, UM BPOKEHY aHOMAJilo/Baay
PO3BUTKY a00 Mae€ 1HIIY BaKJIUBY MEAUYHY OI[IHKY;

89) ceprudikar cepii Jikapcbkoro 3acoly (cepTudikaT SKOCTI cepii) - JOKYMEHT, SIKHi BHIAETHCS
BUPOOHHKOM Ta/ab0 IMIIOPTEpPOM Ha KOXKHY CEpil0 JIKapChKOro 3acoly 3a BCTAHOBICHOK HHM
(opmoto, Ta 3aCBiTUy€E BIIMOBIIHICTD TAKOi cepii 3aTBepKeHIH crerudikaii JikapchKoro 3acody;

90) cuna il JgikapchbKoro 3aco0y - BMICT JIIOYMX PEUYOBUH Y KUIbKICHOMY BHpa3l Ha OJAMHHULIIO
J03yBaHHs 200 OJMHHUINO 00’ €My, a00 OIMHUIII0 MACH BIAMOBIIHO JI0 JIIKapChKoi (hopMu;

91) cwibHOmIrOYI JIKapchKi 3aco0M - JIKApChKI 3acoOMW, BiJHECEHI IIEHTPAJIBHUM OPTaHOM
BUKOHABYOI BJaaM, M0 3a0e3neuye (OpMyBaHHS Ta peatidye Aep)KaBHY MOJITHKY Yy chepi OXOpOoHU
3JI0POB’s1, 10 CHJIBHOJIIOUNX JIKapChKUX 3aC001B;

92) cuctema ynpaBiiHHS PU3MKaMHU - KOMIUIEKC 3aX0/1iB Ta Jii 3 (papMakoHaArIsIay, CIpSIMOBAaHUX
Ha BHSIBJIICHHS, XapaKTEPUCTHKY, 3all00iraHHs a00 MiHIMI3aIlil0 PU3HKIB, MOB’S3aHUX 3 JIIKAPCHKUM
3ac000M, Y TOMY YHCJIi OIliHKa €(DEeKTUBHOCTI TaKUX 3aXOJIiB Ta JIii;

93) cucrema dapmakoHArIsAILy - CHCTEMa, MPU3HAYEHA 1T MOHITOPHHTY OE3MEeKH JIKApChKUX
3ac001B, BUSBIEHHS OyIb-KHMX 3MiH Yy iX CHIBBIJHOIIEHHI "KOPUCTH/pU3MK", 1110 BUKOPHCTOBYETHCS
BJIACHUKOM peEecTpalrii 1 JaepkaBol JUIsi BHKOHAHHS 3aBAaHb 1 OOOB’SI3KIB 13 3IMCHEHHS
(hapmakoHarsny, Bu3Ha4eHUX po3aiiom IX mmporo 3akony;

94) cnhiBBiIHOUIEHHA "KOPUCTH/PU3MK" JIKAPCHKOTO 3aco0y - OIIHKAa [O3UTHBHOTO
TEpaneBTUYHOTO e(eKTy BiJI 3acTOCYBaHHS JIKAPCHKOTO 3aco0y BIAHOCHO OyAb-SKUX PH3HUKIB,
OB’ sI3aHUX 3 SIKICTIO, O€3MEKOI0 UM €(PEKTUBHICTIO JIKAPCHKOTO 3ac00y, 110 MOKYTh MaTH HEraTUBHI
HACJIIJIKU JUISL 3I0POB’ S MAIIEHTIB YU CYCHIBHOTO 3710POB’S;

95) crioHCcOp KIIHIYHOTO J0CHIIKEHHS (BUIPOOyBaHHs) (AaJll - CIIOHCOp) - (Di3UYHA UM FOPUIUYHA
ocoba, sKa Hece BIANMOBINAIBHICTh 3a IHIMIIOBAHHA Ta OpPTaHi3allilo/ynpaBliHHSI KITHIYHUM
JOCTIKeHHAM (BUIIPOOYBaHHSM) JIIKapchbKoro 3aco0y Ta/a0o 3a ioro ¢iHaHCyBaHHS;

96) cyOcTaHI1is - Oy/ib-sIKa pEYOBHHA HE3AJICHKHO BiJ] MOXOKEHHS:
JOZICHKOTO (KPOB JIFOJMHMU, €JIEMEHTH Ta CKJIAJIOBI, [0 OTPUMYIOTH 3 HEl, TOIIIO);

TBapUHHOTO (MIKPOOPTaHi3MH, IUJII TBAPWUHH, YACTUHU OPTaHIB, MPOIYKTH CEKpellii, TOKCHHH,
EKCTPAKTH, €JIEMEHTHU Ta CKJIAJIOB1, 10 OTPUMYIOTh 3 KPOBI TBapHH, TOIIIO);

POCIIMHHOTO (MIKPOOPIaHi3MH, LJII POCIWHU, YaCTUHU POCIHH, MPOAYKTHU, L0 BHUILISIOTHCS
pPOCIMHAMU, EKCTPAKTHU TOILO);

XiMigHOTO  (30KpeMa, XIMiYHI €JIeMEHTH, XIMIUYHI PEYOBHHH, IO 3yCTPIYAIOTBCI Yy
HaBKOJIMIITHHOMY MPUPOTHOMY CEPEIOBHUIII a00 SIKI OTPUMYIOTh y Pe3yJIbTaTi XIMIYHUX TMEPETBOPEHD
YK CUHTE3Y);

97) ToproBa Ha3Ba JIIKapChKOTO 3ac00y - Ha3Ba, IiJl KOO JIIKAPChKUM 3aci0 3apeecTpoBaHUM 1 sKa
Jla€ MOXKJIMBICTB HOTO i71eHTH(iKYBaThH. ToproBa Ha3Ba JiKapChKOTO 3ac00y MOXe OyTH:

BUTI'alaHOIO HA3BOIO, IKa HC NIOBHHHA IMPU3BOJAUTHU A0 IIIIYTAHWUHU i3 38,1‘3,JILHOHpHI>iH$ITOIO Ha3BOlIO,

3araJbHONPHIHITOI HAa3BOIO, HIO CYMPOBOKYETHCS TOPTOBOIO MApKOK YK HallMEHYBaHHSM
BJIACHUKA pEeECTpallii;

HAayKOBOIO HAa3BOIO, IO CYIPOBOMXKYETHCS TOPrOBOI0 MapKOI0 YK HalMEHYBaHHSM BIIACHHKA
peecTparii;

98) TpaauIiiHUNA POCITMHHUN JIKAPChKHM 3aci0 - POCIMHHUI JIKapChKHUM 3aci0, 10 BiIOBIIAE
XapaKkTepUCTUKaM Ta KPUTEPisIM, BCTAHOBICHUM LIEHTPAJIbHUM OpPraHOM BHKOHABYOi BIAAH, IO
3abe3neuye popMyBaHHS Ta peanisye AepKaBHY MOJITHKY y chepi OXOpPOHHU 310POB’s, BIAMOBIIHO 10
aJlanTOBaHMX JO0 3aKoHOAaBcTBa €Bpomeicbkoro Coro3y BHMOI, a SKIIO BOHU BIJICYTHI - [0
MDKHApPOJIHUX BUMOT;

99) yuikanpHUH imeHTU(IKATOp - 3aci0 Oe3MeKH, M0 Ja€ 3MOTy MEPEeBIPUTH aBTCHTHYHICTH Ta
11eHTU(]IKYBaTH 1HAMBIAYaIbHY YIIaKOBKY JIIKAPCHKOTO 3ac00Y;

100) cdanbcudikoBanuii miKapchbKuil 3acid - Oyab-IKHH JiKapchbKHid 3aci0, YMUCHO MiApOOIeHUH
TaKWM YWHOM, III0 BBOJUTH B OMaHy HIO/I0 HOTO:

IICHTUYHOCTI, BKIJIIOYAIOUU MMAaKyBaHHsS, MapKyBaHHs, Ha3BY, CKJIaJ, 30KpeMa Oyab-sKOTO 3 HOro
IHTPEIIEHTIB, y TOMY YHCIIi JJOMOMDKHUX PEUOBUH, 1 CUJIH JTii WX IHTPEIIEHTIB;

MOXO/DKEHHSI, BKITFOYAOUYH JIaHI PO BUPOOHWKA, KpaiHy BHPOOHHIITBA, KpaiHy MOXOMKEHHS 200
BIIACHMKA PEECTPAIii/TOProBoi mineH3ii (iHIIOro I03BIILHOTO JIOKYMEHTa Ha JOMYyCK Ha PHUHOK
JIKapChKOTO 3ac00Y);

icTopii 00iry, y TOMy YMCIIi AaHi Ta JOKYMEHTH PO BUKOPUCTAHI HMUISIXU NOCTABOK/AUCTPHUOYIII.
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Lle Bu3HaueHHs HEe 00OMEXKye MPaBO Ha 3aXUCT BiJ] MOPYIICHb MIPaB iHTENEKTYalIbHOI BIACHOCTI;

101) ¢apmakoHarsin - HayKoBa Ta MPAaKTUYHA JiSUIBHICTB, MOB’S3aHA 3 BHUSABICHHSM, OIIHKOIO,
PO3YyMIHHSIM Ta 3armo0iraHHsIM He0aKaHUM peakilisiM abo OyJb-SIKUM 1HITUM TpoOieMaM, OB’ I3aHUM 3
0e31eKor0 Ta ePEeKTUBHICTIO JTIKAPCHKHUX 3aCO0i1B;

102) dapmarieBTuHa JONIOMOTa - KOMIUIEKC OpraHi3aliiHO-NPABOBUX, CHEI[IaIbHUX MEIUKO-
(hapmaneBTHYHUX Ta COIaJIbHO-EKOHOMIYHHMX 3aXO[lIB, CIPSIMOBAHMX Ha 3a0e3redeHHs e(PEeKTUBHOI
(apmakoTeparii, paliOHAJBLHOTO 3aCTOCYBaHHS JIKapChKUX 3aco0iB, y TOMY 4YHCII BHUPILICHHS
npoOieM 3 iX IHIUBIAyaJIbHUM MPU3HAYEHHSM, IO BKJIIOYAE Y4acTh (papMaleBTHYHOTO IMpalliBHUKA
pa3oM 3 JIIKapeM y JIKyBaJIbHOMY IpOIleCi B YaCTUHI OOIPYHTYBAaHHS BUOOPY HEOOXITHUX JIKAPCHKUX
3ac00iB, KOHCYJIBTYBAaHHS TMalll€eHTa IIOJ0 IX BXKHUBAHHS, MOHITOPHUHTY Ta OLIHKH pE3yJbTaTiB
(apmakoTeparii, JOCATHEHHS ONTUMAIbHUX KJIIHIYHUX pPE3yJbTaTiB MPHU MIHIMAJIbHUX €KOHOMIUYHHX
BUTparTax, ONTHUMI3allll CUCTEMH BIJI0OOPY HEOOXIAHMX JIKAPCHKUX 3aC00IB, a TAKOX y3araJbHEHHS
iH(opmarrii mpo HUX AJIT HACEJICHHS 3 METO0 ONTHUMI3alii GpapMakoTeparii;

103) ¢dapmaneBTuHa TOCTyra - IOCIyra 3 HaJaHHA  (papManeBTHYHOI  JIOTIOMOTH
(hapMalleBTUYHUM TPALIBHUKOM aNTeKH, 30KpeMa IMpHU BIJIIMYCKY JIIKAPCHKOTO 3aco0y, 110 BKIIIOYAE
npojax, 1HGOPMYBaHHS IOJO 3aCTOCYBAHHS, NMPOCBITY 1 MHpoNara”jy 370pOBOr0 CHOCOOY >KUTTS
JIOAVHU Ta HaJaHHA iHopMalii Mo10 JIKapChKUX 3ac00iB, y TOMY YHCIl y MeXaX 3a0e3leYeHHs
BIJIIOB1IAJILHOTO CaMOJIIKYBaHHS BIJMIOBIAHO 10 IPOTOKOJIIB (hapMalleBTUYHOIO TpalliBHUKA.

2.V upoMy 3aKoHI iHIIT TEPMIHM BXKMBAIOTHCS B TAKUX 3HAYCHHSX:

TepMmiH "oco0a, YITOBHOBa)KEHA Ha 3IIHCHEHHS 3aKyIiBeldb y cdepi OXOpOHH 370poB’sa" - y
3HaueHHi, HaBeleHoMYy B OCHOBaX 3aKOHO/IaBCTBA YKpaTHH PO OXOPOHY 3/I0POB’SI;

TepMiH 'cremianizoBaHi oprasizamii, sKi 3IIHCHIOIOTH 3aKymiBii" - y 3HAYCHHi, HABEICHOMY B
3akoni Ykpainu "[Ipo myGmiuni 3akymiBmi".

3. Inmii TepMiHU Y IIbOMY 3aKOHI BXKHBAIOTHCS Y 3HAUCHHSX, BU3HAYEHUX 3aKOHO/IABCTBOM.

Crarra 3. JlepxaBHa TmOMiTHKA IMOAO0 3a0e3meueHHs e(EeKTUBHOCTI, SKOCTI Ta Oe3MeKu
JKapCchbKUX 3ac00iB

1. JepxaBHa moyiTHKa IMOAO 3a0e3MeueHHS €(PEKTUBHOCTI, SIKOCTI Ta O€3MEeKU JIKapChKUX
3ac00iB B YKpaiHi 311iCHIOETbCS Ha 3acagax:

1) 3axucTy mnpaB Mali€eHTIB, 3a0e3nedeHHs NOTped HaceleHHs Yy JIKApChKUX 3aco0ax Juis
peadizanii mpaBa rpoMaisiH Ha OXOPOHY 3/10POB’S;

2) po3BUTKY mpo(deciiHOTO PHUHKOBOTO CaMOPEryJIOBaHHS, OOMEXKEHHS JIep>KaBHOTO
peryinroBaHHs TOCTIOIAPCHKOT TISITBHOCTI,

3) iHTerparmii 0 PUHKY JIKapchKUX 3aco0iB €Bpormeiickkoro Coro3y, amanTailii 3aKOHOAABCTBA
VYKpaiHu 10 HOpMaTUBHO-NPABOBUX aKTiB €Bporneiicskoro Coro3y;

4) migTpuMKu cepu HAayKOBHUX JOCHIKEHb, KIIHIYHUX JOCIKeHb (BUIIPOOYBaHb), 30Kpema
KJIIHIYHUX JOCTI/KeHb (BUMpoOyBaHb) IHHOBALIWHUX MpenapaTiB, CTBOPEHHsS Ta BIPOBAKCHHS
HOBITHIX TEXHOJIOT1H 3 METOIO 3a0e3MeueHHs JOCTYy NaIllEHTIB 10 IHHOBALIHHUX METO/IIB JTIKyBaHHSI;

5) cipusiHHsA camo3a0e3nedyeHHIo oTped HaceIeHHsT YKpaiHu JOCTAaTHbOIO KUIBKICTIO IOHOPCHKOT
KPOBI JIFOJIMHU, KOMITOHEHTIB Ta MperapariB KpoBi;

6) mumpokoro iH(GOpMyBaHHS TPOMAaJCHKOCTI MPO HeOe3MeKy, Ky CTaHOBIATH (anbcu(ikoBaHi
JiKapchKi 3aco0u.

2. Peanmizamisi mepkaBHOI TIOJNITHKH MO0 3a0e3nedeHHs €()EKTUBHOCTI, SKOCTI Ta Oe3MeKu
JTIKapChbKUX 3acO0iB TMOKJIANA€ThCS HA IEHTPalbHI OpraHM BUKOHABYOI BIAJM, OpraHH MICIIEBOTO
CaMOBPSITyBaHHSI, TIIMPUEMCTBA Ta OPTaHi3allii He3aJIeKHO B (OPMU BIACHOCTI, & TAKOXK BIACHUKIB
J1IeH311 Ha BUPOOHUIITBO, IMITOPT, ONTOBY Ta PO3APIOHY TOPTIBIIO JTIKAPCHKUMU 3aCO0aMHU.

3. lepxaBHa TONITHKA Y cdepi JTIKapChKUX 3aC00iB 0a3y€eThCsl HA MPUHITUTIAX:
1) perymoBaHHs y cepi 00iry JTiKapchbKUX 3aC001B 3 METOIO OXOPOHH 3/I0POB’sI HACEJICHHS,

2) CTBOpEHHS YMOB Ul PO3BUTKY PiBHOIIPABHOTO KOHKYPEHTHOTO cepenoBHIIa y cdepi o0iry
JKapChKUX 3aC001B 3 METOK CTUMYJIFOBAHHS MIABUIIICHHS PIBHS iX SKOCTI, O€3MEeKH Ta €()eKTUBHOCTI,
NPIOPUTETHOCTI €KOHOMIYHOT JOCTYMHOCTI JIKAapChbKUX 3aco0iB I TAIlieHTa Ta OpieHTalii Ha
3a0e3neueHHsT €(PEeKTUBHOCTI 1 JTOCTYMHOCTI JIIKYBaJIBHOTO MpOIECY, 3a00pOHHM TUCKPUMIHAIIT 4u
Ha/IaHHS aHTUKOHKYPEHTHHUX TI€PEeBar;

3) gopMyBaHHS CHPHUSATIMBOIO IHBECTHUIIIHOTO KJIiMary, MOJIOJaHHA TEXHIYHUX Oap’epiB uis
NPOBEECHHS] MIKHAPOAHUX KIIHIYHUX JOCHTIKeHb (BHUIIPOOYBaHb), Uil 3a0e3MedyeHHs TOCTYITy
TMAIIE€HTIB 10 IHHOBALIMHUX METOIIB JIIKYBaHHS, a TAKOXK JIJI1 PO3BUTKY BITUM3HSIHOT MEIUIINHH;

4) cTBOpPEHHSI YMOB JUI PO3BUTKY (papManieBTHYHOI IPOMHCIOBOCTI;

5) dopmyBaHHS CHPUATIMBOTO 1HBECTHIIIHHOTO KIIIMaTy, MOAOJAHHS TEXHIYHUX Oap’epiB y
MDKHApPOAHIA TOPTiBIl JIIKAPCBKMMM 3ac00aMU IIJISIXOM ajanTaiii HOpMaTUBHO-IIPABOBUX aKTIB 1
raJly3eBHX CTaHJIAPTIB YKpaiHU J0 3aKOHOAABCTBAa €Bporeiichkoro Coro3y;

6) 3a0e3mnedeHHs 3aiHCHEHHs (papMaKOHAITISAY Ta KOHTPOIO SKOCTI JIIKAPCHKUX 3aC00iB, Y TOMY
YHCII THUX, 10 IMIIOPTYIOTHCS B YKpaiHy, Ha HAJIEKHOMY DiBHI;

7) 3anmo0iraHHs MOTPAIUITHHIO HA PUHOK YKpaiHu Ta 3a0e3TNeueHHs BUIIYUYEHHS 3 00Ty HEesIKICHUX
1 pasbcudikoBaHUX JIKAPCHKUX 3aCO01B;

8) mepkaBHOI peecTpariii Ta 00Iry JKapchbKoro 3aco0y 3a pe3ysbTaTaMy KOMIUIEKCHOI OIIHKU
HOTO SIKOCT1, €PEKTUBHOCTI Ta O€3MEKH, CITIBBITHOIICHHS "KOPUCTH/PU3UK'";

9) OTHO3HAYHOCTI Ta YiTKOT BU3HAYEHOCTI ITJICTaB, 32 HASBHOCTI SIKHX HE BUMAra€ThCs HaJaHHS
pe3yNbTaTiB  JOKIIHIYHUX 1 KIIHIYHUX JOCHIKeHb (BUMPOOyBaHb) IS JEp’KaBHOI peecTparii
JIKapChKOro 3aco0y Ha T'€HEpUYHMH JIIKapChbKUMl 3aci0, 3a yMOBHU IO 1HHOBaLiiHI BUPOOHUKU IpHU
[IOMY HE ONUHSATHCS y HEBUT1THOMY CTaHOBUIII];
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10) 3axucTy mpaB 1 3aKOHHUX IHTEPECIB YUYACHUKIB PUHKY JIIKAPCHKUX 3aCO01B;

11) mpiopuTeTHOCTI caMo03a0e3IedeHHsT YKpaiHU JIKAPChKAUMH 3aco0amMH, y TOMY YHUCIHI
npenaparamMu KpoBi 1 MIa3MH JIFOIWHHU, 3a0X0YEHHS JOOPOBIILHOTO O€30IIJIaTHOTO JJOHOPCTBA KPOBI 1
TUTa3MU;

12) noTpuMaHHS E€THUYHUX MNPUHIUMOIB MiA 4ac Toprieiai cyocranuisimu (A®I) mroncbkoro
IIOXO/PKEHHSI yCiMa yYaCHUKaMU IIPaBOBIAHOCHH;

13) nineH3yBaHHS MPOBAKEHHS TOCTIOAAPCHKOI ISTBHOCTI 3 BUPOOHUIITBA, IMIIOPTY JTIKAPCHKUX
3aco0iB, OMTOBOI Ta PO3APiOHOI TOPTIBII JIKAPCHKUMHU 3ac00aMH B IHTEpECax 3aXHUCTy CYCIUIBHOTO
310pOB’s;

14) 3abe3neueHHst 00’ €KTHBHOTO MPU3HAYECHHS Ta BiIMYCKY JIIKapPChKHUX 3ac001B KBaTi(hiKOBAHUMHU
crieriajgicramMu 0e3 BIUTMBY MPSMUX YU HETIPSIMHUX (DIHAHCOBUX CTUMYIIIB;

15) 3abe3neueHHs paBa Ha JOCTYII JI0 MMOBHOI TOCTOBiIpHOI iH(OpMAIIii PO JTiKapchbKui 3acio;
16) BcTaHOBJICHHS OOTPYHTOBAaHMX OOMEKEHb y peKJIaMyBaHHI Ta IPOMOIIii JTIKAPChKHUX 3aCcO0i1B;
17) BU3HAHHS pOJIi MEAUYHUX TOPTOBUX MPEICTABHUKIB Y TPOMOIIii JTIKapChKUX 3ac00iB;

18) mocTiifHOrO BIOCKOHAJNEHHSI CUCTEMH (papMaKOHAIVISAY IIJISIXOM IapMOHI3alii TepMiHOMOTI],
BIIPOBA/KCHHSI HAJIEKHOI MPAKTUKU 3 (papMaKOHAINISATy, aAalTOBAHOI /IO CTaHIAPTIB €BPONEHCHKOTO
Cor03y, JOCSTHEHHSI HayKOBO-TEXHIYHOTO IMPOrpecy, 3IIHCHEHHS TEXHOJOIIYHUX pO3pO0OK,
€JICKTPOHHOTO 0OMiHY 1H(GOpPMAII€r0, Y TOMY YKCIi TTOBIIOMJICHHS PO Heba)kaH1 peakiiii Ha JIIKapChKi
3acoou;

19) mepcoHanbHOI BIAMOBIJATBLHOCTI BIACHUKIB peecTpallii 3a 3IiMCHEHHS Oe3lepepBHOTO
(apMakoHarIsAIy 3a JIIKapCbKUMHM 3ac00aMHu, 10 3apeecTpoBaHi Ta nepeOyBaroTh B 00iry B YKpaiHi;

20) 3abe3nedeHHs 1OCTYIy HACEJICHHs JI0 JIIKapChKUX 3ac001B Ta MICIIb iX peaizailii.
Crarrs 4. Peanizanis nepxaBHOi HOMITUKH y cepi JTIKApChKUX 3ac00iB

1. ®opmyBaHHS JepKaBHOT MOMITHKU y cdepi JiKapchbKux 3aco0iB 3/1MCHIOE IIEHTpaIbHUI Opran
BUKOHABYOI BJaJu, 110 3a0e3neuye (GOpMyBaHHS Ta peanidye Jep:KaBHY IMOJNITUKY Yy cdepl OXOpOHH
3JI0pOB’sl, Y MeKaX MOBHOBa)KeHb, BU3HaueHNX Kabinetom MinicTpiB Ykpainu. Peanizanito gepxaBHOT
NoMTHKK 'y cdepi JKapchbKUX 3aco0iB 3AIMCHIOE OpraH JEep)KaBHOTO KOHTPOIIO Yy MeXax
MOBHOBaXCHb, BU3HaUeHUX KabineToM MiHicTpiB YKpaiHu.

2. lenTpanpHuii OpraH BUKOHABYOI BiIaaH, 110 3a0e3neuye (GopMyBaHHS Ta peajilye AepiKaBHY
MOJIITUKY Y c(epl OXOPOHH 3A0POB’S, Y MEXaxX KOMIIETEHI1 MpUilMae HOPMaTUBHO-IIPABOB1 aKTH Ta
3aTBEPIKY€ Taly3eBl CTaHAAPTH, Y TOMY YHCII BiAMOBIJIHI HaJIEXKHI MPAKTUKU y cdepl JTKapChbKUX
3ac00iB.

3. JlineHsiitHi yMOBM 3 BHUPOOHHMIITBA JIIKAPCHKUX 3aco0iB, OMTOBOI Ta pO3apiOHOI TOpTriBii
JIKapChKUMU 3aC00aMH, IMIOPTY JIKapChKUX 3ac001B (KpiM aKTUBHUX (papMalleBTUYHHUX 1HTPEIIEHTIB)
3atBepmkye KabGiner MinictpiB VYkpainu. KaGiner MinicTpiB YkpaiHH 3aTBEpIKye€ TMOPSIKU
MPOBEICHHS TEPEBIPOK MOMEPKaHHS JIIeH31aTaMu JIIEH31MHUX YMOB 3 BHJa4Yer0 cepTu(ikariB
BIJIOBITHOCTI BUMOTaM HaJIeKHUX MPAKTHUK.

4. HopMmaTWBHO-TIpAaBOBE PETYJIOBAHHS BIJHOCHH, IIOB’S3aHUX 13 MPOBEIACHHSIM JOKIIIHIYHUX
JOCITI/DKeHb Ta KIIHIYHUX JOCIIKeHb (BUMPOOYBaHb), CTBOPECHHSIM, BHPOOHHUIITBOM, pealli3alli€ro
JTIKapChKUX 3ac00iB, (apMakoHAIIAZAOM Ta KOHTPOJEM SIKOCTI JHKapChKUX 3aco0iB 3I1HCHIOE
LEHTPAJIbHUN OpraH BUKOHABUOI BIIAAHM, IO 3a0e3mnedye GopMyBaHHS Ta peallizye JepKaBHY MOJTITUKY
y cdepi OXOPOHH 370POB’SI.

5. JlepxaBHUW KOHTPOJIb 3a MOJEP)KAHHSIM BHUMOT 3aKOHOJABCTBA IIOAO 3a0€3MEYEHHS SKOCTI,
Oe3mnekn Ta e(heKTUBHOCTI JIKapChKUX 3aC00iB Ha BCIX eTamax o0iry (i 4ac BUPOOHUIITBA, BBE3CHHS,
IMITOPTY, €KCIIOpTYy, 30epiraHHs, TpaHCHOPTYBaHHS, peaiizamii Ccy0’€KTaMH TOCIOIAapIOBaHHS,
yTHIIi3alii Ta 3HUIICHHS), Yy TOMY YUCII 32 JOTPUMAHHSM JilIeH31aTaMyd BUMOT JIIIIEH31MHUX YMOB,
MIPaBWJI HAJICKHUX MPAKTHUK, 3AIMCHIOE OpraH Jep>KaBHOTO KOHTPO0. OpraH JIepKaBHOTO KOHTPOIIO
JIO3BOJISIE TIPOBEACHHS KJIIHIYHUX JOCHIKeHb (BUNPOOYBaHb), MpHUiIMae pPIIICHHS MpPO JAEpKaBHY
pEECTpAIlii0 JTIKAPChKOTo 3aco0y, a TaKoXK 3IIWCHIOE Jep)KaBHUN Hamsin (KOHTPOJIb) 3a IPOIIECOM
CTBOPEHHS JIIKAPCHKUX 3aCO01B.

6. Opran nepXaBHOTO KOHTPOJIIO 3AIMCHIOE HAyKOBE KOHCYJIBTYBaHHS 3 THTaHb JEpP)KaBHOT
peecTpallii JIIKapcbKUX 3ac00iB.

Crarrsa 5. Cdepa nii 3akony
1. list uporo 3akoHy MOIIUPIOETHCS HA:

1) npaBoBigHOCHHH y cepi 00ITy JIKapChKUX 3ac00iB MiJ Yac iX CTBOpEeHHS, (papMalneBTUYHOT
PO3pOOKH, TOKITIHIYHUX AOCTIIKEHb Ta KITHIYHUX JOCIIHKEeHb (BUMIPOOYBaHb), Iep:KaBHOI peecTparlii
JKapChKOTo 3aco0y, BAPOOHUIITBA, BUTOTOBJICHHS (BUPOOHUIITBA) B YMOBAX arTEKH, IMIIOPTY, ONITOBOT
Ta pPo3apiOHOT TOpPriBai (y TOMY 4YHCHI E€IEKTPOHHOI pO3ApPIOHOI TOPriBii), KOHTPOJIIO SIKOCTI
JKapChKUX 3ac00iB, 371CHEHHS (papMaKOHAIVISALY, BIAIMYCKY, TPU3HAYCHHS Ta 3aCTOCYBaHHs, PEKJIaMU
Ta MPOMOIIIi JiKapChKUX 3ac00iB, KPIM BUIAJKIB, IepeI0aYeHUX y LIbOMY PO3JILTi;

2) mnpaBoBiAHOCHHU Yy cdepi 00iry mpoayKkTiB (ToBapiB), SKI 3 ypaxyBaHHSIM YCIX iX
XapaKTePUCTUK MOXYTh OyTH BIJHECEHI SIK JI0 JIIKapChKHUX 3ac00iB, TaK 1 JO 1HIIUX MPOIYKTIB, 00Ir
SKHX PEryJI0€ThCs IHIIMMU 3aKOHAMH YKpaiHu;

3) mpaBoBiTHOCHHU Yy cepi 00iry mocCaipKyBaHHX JTIKaPChKUX 3ac001B Ta JIIKAPCHKUX 3ac00iB
JUTSL KOMITACIOHATHOTO BUKOPUCTAHHS B YACTHHI, IO TIPSIMO TiepeadadeHa UM 3aKOHOM.

2. [Monoxenns po3ainy IV nporo 3akoHy Takox MOIMIMPIOIOTHCS Ha BUPOOHULITBO AOCIIIKYBaHUX
JiKapchbKuX 3ac001B, MPOMIKHHUX MPOAYKTIB (mpoaykiis "in bulk"), mirouux Ta JOMOMIXHHUX PEUOBUH,
a TaKOX JIIKapChKHX 3aC00iB, MPU3HAYCHUX IS EKCTIOPTY.

3. s uporo 3aKoHy HE MOMUPIOETHCS Ha:
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1) 0coOIMBOCTI BUKOPUCTAHHS Oy/b-SKMX BHUJIIB KJIITHH JIOAWHN a00 TBApUHU, TPOJAXK, IIOCTABKY
YH 3aCTOCYBaHHS JIIKAPCHKUX 3aC001B, M0 MICTATH TaKi KIITUHU, CKIa1al0ThCs 3 HUX a00 BUTOTOBIIEHI
Ha OCHOBI TaKWX KIIITHH, IO PETYIIOIOTHCS CHEIiaTbHIM 3aKOHOM;

2) mpaBOBITHOCUHH y cepl 00iry HOCHIIKYBaHHX JIKAPCHKUX 3aCO0iB Ta JIKapChbKUX 3ac001B
JUTSL KOMITACIOHATHOTO BUKOPHUCTAHHS, SIKIIO 1HIIIE TIPSIMO HE rependadyeHo UM 3aKOHOM.

4. OOIir mkapchbKux 3aco0iB Ha TepuTopii YKpaiHM 3MIMCHIOETHCS BHUKIIOYHO Y TOPSJKY,
BU3HAYCHOMY ITUM 3aKOHOM Ta IHIIMMH aKTaMHU 3aKOHOJABCTBA, MPUUHATUMHU BiAMOBIIHO IO IHOTO
3aKony.

Crarrs 6. Oco0nuBOCTI 3aCTOCYBaHHs 3aKOHY 3a HasBHOCTI 0cOOJIMBUX MOTped abo eminemiil Ta
nmaHaeMii

1. Jns 3amoBonieHHss 0coOauBHUX TOTped 13 cepu aii 11boro 3aKoHY MOXKYTh OYyTH BHKIIOYCHI
JTiKapchKi 3aco0M, II0 TOCTABIAIOTHCA 32 IHAUBIAYadbHUM 3aMOBJICHHSM, 3pOOJIEHUM 3TiAHO 3
NPU3HAYCHHSIM JIKaps, Y TOPSIKY, BCTAHOBICHOMY IIEHTPAJIbHHM OPTaHOM BUKOHABYOi BIAJIH, IO
3abe3mnedye (OpMyBaHHS Ta peallizye JAepKaBHY MOJITUKY Y chepi OXOPOHH 310POB’sI.

2. 3a HasgBHOCTI NPOTHO3YBaHHA a00 MiATBEPPKEHHS PO3MOBCIO[UKEHHS MAaTOTCHHUX AareHTiB,
TOKCHHIB, XIMIYHHX pEYOBHH a00 BHIIPOMiHIOBaHb, a00 Oynb-SKMX IHIIMX YWHHHKIB, 30KpeMa
ernieMiid Ta aHJAeMIl, 0 MOXKYTh 3aMOAISTH KOy TPOMaJIChKOMY 30POB’10, IICHTPAIIBHUIN OpTaH
BUKOHABUOI BJIajH, 110 3abe3neuye (GOpMyBaHHsS Ta peajizye IepKaBHY IMOJITHKY y chepl 0XOpoHU
30POB’sl, MO’)KE€ TUMYACOBO HAJaTH JO3BUI HAa BBE3CHHS HA TEPUTOPII0 YKpaAiHU HE3apeeCTPOBAHOTO
J1KapChKOTo 3aco0y.

3. Tlopsinok BBe3eHHs Ta 00Iry JIIKapChbKUX 3ac0o0iB y 3a3HAUEHHMX BHIIAJKaX BHU3HAYAETHCS
[ICHTPAJIbHUM OpPraHOM BHUKOHABUOi BIagH, IO 3a0e3neuye (GOpMyBaHHS Ta peajidye IepKaBHY
MOJTITHKY Y c(epl OXOPOHH 3A0POB’S1.

4. 3asBHUK (BIACHHMK peecTpallii), BAPOOHHUK abo JiKap, M0 31iHCHUB MPU3HAYCHHS JIIKAPCHKOTO
3aco0y, 3BUIbHAETHCS BiJ] BIANOBIJAIBHOCTI 32 HACIIKU 3aCTOCYBAaHHS 3apEeECTPOBAHOTO JT1KAPCHKOTO
3aco0y He 3a npuzHaueHHsM ("off-label use") abo He3apeecTpOBaHOTO JIKAPCHKOTO 3acO0Y, AKIIO HOTO
3aCTOCYBaHHs Oy/l0 JI03BOJICHO IIGHTPAJbHUM OpPraHOM BHMKOHABYOi BIaaAM, M0 3ale3mneuye
(dbopMyBaHHS Ta peaizye Jep)KaBHY IOJITHKY Y cdepi OXOpoHH 310pOB’s, y 3B’S3Ky i3
MPOTHO30BaHUM a00 MIATBEP/HKEHUM PO3IMOBCIOHKCHHSIM IMaTOTEHHUX areHTIB, TOKCHHIB, XIMIYHHX
pedoBHH a00 BUIIPOMIHIOBaHb, a00 Oy[b-IKHMX IHIIUX YHHHHUKIB, 30KpeMa emnifeMiid Ta maHaeMii, 1o
MOXYTb 3aIOIATH IKOAY TPOMAJICEKOMY 37I0POB’IO.

Crarra 7. IlporpaMu pO3MIMPEHOTO JOCTYIy IAII€HTIB 10 HE3apEECTPOBAHMX JIIKAPCHKHX
3aco0iB Ta mporpaMu JA0CTymy Cy0’€KTIB JOCHiKeHHs (MAIiEHTIB) 10 AOCTIIKYBAHOTO JTIKapPCHKOTO
3aco0y micIisl 3aBEepIICHHS KIHIYHOTO AOCTIKSHHS (BUIIPOOYBaHHS)

1. Ilporpama poO3IMIMPEHOrO IOCTYNy TMAI[IEHTIB O HE3apEECTPOBAHMX JIKAPCHKUX 3acO0iB
nependavae HaJaHHs OE30IUIATHOTO JIOCTYIY MAIli€eHTaM J0 He3apeecTPOBAaHOTO JIIKAPCHKOTO 3aco0y
JUIST KOMITACIOHATHOTO BHWKOPHCTAHHS, IO JIO3BOJICHWH JI0O BHUKOPUCTAHHS 3a BiJIIMOBIIHUMH
MOKa3aHHAMH a0o0 1oA0 sikoro Oyno posmodaro ImmoHaWMenme I (a3y kIiHIYHUX JOCTITKEHB
(BumpoOyBaHb) y KpaiHi 13 CTPOTMMH peryiasTopHuMu opraHamu (SRAs) Ta mofo sKoro HasiBHa
iH(popMarllis moao Oe3nekd Ta ePEeKTUBHOCTI, JOCTATHS JUISl OIHKH CITIBBIIHOIICHHS "KOPHUCTH/
pu3uK".

[Iporpama noctymny cy0’€KTiB AOCITIKEHHS (MAIi€EHTIB) A0 JOCIIIKYBaHOTO JIIKAPCHKOTO 3ac00y
MICS 3aBEpLICHHsI KJIIHIYHOIO JOCHIPKeHHs (BUIpOOyBaHHs) Iependayae MoAalblle HaJaHHS
0€30IUTaTHOTO JOCTYNy Cy0’ €KTy MOCTIKeHHS (MAIEHTy) 0 JOCIIHKYBAHOTO JIKapChKOTO 3aco0y
TICJIS 3aBEPILEHHS HUM Y4acTi Y KJIIHIYHOMY JOCIiIKeHH] (BUPOOYyBaHHI).

2. Tlopsimku 3aTBEpIUKEHHS Ta IMPOBEACHHS IMPOTPaMU PO3LIMPEHOTO JOCTYIy MAIi€HTIB 10
HE3apeeCTPOBAHMX JIIKAPCHKUX 3aC001IB Ta MpOTrpaMu JOCTYIY CyO’€KTiB JOCHIHKEHHS (Talli€HTIB) 110
JOCTIIKYBaHOTO JIIKAPCHKOTO 3aco0y MiCis 3aBEpIIEHHs KIIHIYHOTO JOCITIKeHHS (BUIPOOYBaHHS)
(mam - mporpaMu pO3IIMPEHOTO JIOCTYIY) BCTAaHOBIIOIOTHCS IIEHTPATBHAUM OPTraHOM BHKOHABYOT
BJIaM, 110 3a0e3reuye GopMyBaHHS Ta peai3ye JepikaBHY MOMITHKY Y cepi OXOpOHU 370pOB’sI.

3. JInst mpoBeCHHS TPOTpaM PO3MIUPEHOTO AOCTYIY IMiIIMPHUEMCTBA, YCTAHOBH, OpraHizallii abo
TPOMAJISTHA TIOJIAIOTh BiJTOBIIHY 3asBY JI0 IIEHTPAJIBHOTO OpPraHy BHKOHABYOI BJIAJH, IO 3a0e3Ieuye
(dhopMyBaHHS Ta peani3ye AepKaBHY MOJITUKY Y chepi OXOPOHH 310pOB’S.

4. Jlo 3asiBU JONAIOTHCS Marepiayiv, IO MICTSTh 3arajibHy iH(OpMAIio MPo JIKAPCHKUI 3acid
(HazBa (y pa3l HasBHOCTI), aKTUBHHM (hapMaleBTUYHUN IHTPEMIEHT, OJIWHUII BUMIPIOBAHHS,
JI03yBaHHS, BHUPOOHMK, CTPOK MPHUIATHOCTI, JOCTyIHA 3asBHHUKY (IPEACTAaBHUKY B YKpaiHi)
iHpopmanis moao Oe3neku Ta e(PEKTUBHOCTI JIKApPChKOTO 3aco0y), OOTpYHTYBaHHS JOIIBHOCTI
MPOBEICHHS MPOTPaMU PO3IMIMPEHOTO JOCTYIy Ta JAaHl Mpo marfieHTa abo Mmoa0 TPYNH MaIi€HTIB, SKi
OpaTUMyTh y4acTh Y Iporpami.

5. PimeHHs mpo 3aTBepKEHHS MNporpam PO3LIMPEHOTo JOCTYIy MNPUIMAETbCs LEHTPATIbHUM
OpraHoM BHKOHABYOi BlajH, 0 3a0e3mneuye (popMyBaHHS Ta peanizye JAep’kaBHY MOJITHKY Yy cdepi
OXOPOHH 37I0pOB’sl, y CTpoK 110 10 KaneHJapHuX JHIB 3 JHS MOAAHHS BIANOBIAHOT 3asBU Ta € 103BOJIOM
JUIsl BBE3CHHS HE3apEECTPOBAHUX JTIKAPCHKUX 3aC00IB HA MUTHY TEPUTOPII0 YKpaiHH.

6. PimenHs mnpo 3arBepUKCHHS MPOrpamMH  PO3IMIMPEHOTO  JIOCTYIYy  MAIliEHTIB IO
HE3apeeCTPOBAHUX JIIKAPCHKUX 3aC00IB MPUUMAETHCSA LEHTPAIbHUM OPraHOM BMKOHABYOI BIIAJH, IO
3a0e3nedye GOpMyBaHHS Ta peati3ye JepKaBHY MOJITUKY Y cepi OXOPOHH 3I0POB’ S, 32 TAKUX YMOB:

1) mamieHTH MarOTh 3aXBOPIOBaHHS a00 TSHKKMHA MEIMUYHUM CTaH, 10 3arPOXYIOTh KHUTTIO, JOBIO
TpUBalOTh a00 TSHKKO 1HBAJIAM3YIOTHh, HA TEPUTOpii YKpaiHM Nali€eHTH HE MalTh JOCTYIY [0
aJbTEPHATUBHUX €(EKTUBHUX METOIB JIIKYBaHHS Ta/a00 ajbTepHATHBHI METOAM JIIKYBaHHS He
MOXYTh €(EKTUBHO BIUIMHYTH Ha TepeOir 3aXBOPIOBAHHS YM TIOKPAIIUTH CTAaH Marli€eHTa, Ta/ado
NAIleHTH HE MOXYTh OyTH BKJIIOUEHHMMM 0 KJIIHIYHOTO JOCIIUKEHHS 1 3 TOUKM 30py JiKaps
3aCTOCYBaHHS HE3aPEECTPOBAHOTO JIKAPCHKOTO 3ac00y € HaKpaIuM BUOOPOM IS TIALi€HTA,

2) moao 6e3MmeKH JOCiIKYBAaHOTO JIIKAPCHKOTO 3aco0y OTpHUMaHi JaHi KIIHIYHUX JOCIIIKEeHb
(BuUmpoOyBaHb), TOCTATHI 7151 OL[IHKH CITiBBITHOLICHHS PU3HKIB Ta OYiKyBaHOTO MO3UTUBHOTO E(EKTY;

https://zakon.rada.gov.ua/laws/show/2469-20/print

11/74



22.08.2022, 14:45

Mpo nikapcebki 3acobwm | Big 28.07.2022 Ne 2469-1X (TekcT Ans Apyky)

3) momo JKapchKoro 3aco0y posmouato mioHamenme Il a3y KIHIYHMX JOCHIIKEHb
(BumpoOyBaHb) Ta OTpUMaHI JaHi KIIHIYHUX JOCIIUKeHb (BUIPOOYBaHb) 3 MIATBEPIKEHHSIM
e(eKTUBHOCTI OT0 3aCTOCYBaHHS;

4) HasBHA 3arajbHa XapaKTEPUCTHKA MOTEHI[HUX MAIi€HTIB II0J0 BIAMOBIIHOCTI YMOBam
BKJIIOUEHHSI 10 MPOrpamMH Ta OLiHKA MPOTHO30BaHOI KIIBKOCTI MAII€HTIB, SKI OTPUMYBAaTUMYTb
JiKapchbKi 3ac00M MPOTITOM CTPOKY Aii MPOrpamH.

7. PimeHHs mpo 3aTBEpPKEHHS MpPOrpamMM JOCTYIY CYO €KTIB JOCTIKEHHS (MAL€HTIB) 0
JOCITIJKYBAHOTO JIIKAPCHKOTO 3aco0y MMicisl 3aBEPIICHHS KIIIHIYHOTO JOCIIIKEHHS (BUTIPOOYBaHHS)
MPUAMAETHCS 32 TAKIX YMOB:

1) icHye 3arpo3a *KHUTTIO TAIEHTIB a00 TSDKKUH MEIMYHUN CTaH, 10 BUMAarae MpoJOBXKEHHS
JIKyBaHHS JIIKAPCBKUM 3aco00M, SIKMH JOCHIPKYBaBCsS y BIAMOBIIHOMY KJIIHIYHOMY JOCIHIJKEHHI
(BumipoOyBaHHI);

2) HasiBHI JaHl PO Te, [0 PU3HMKHU BiJl 3aCTOCYBAHHSI JIKAPCHKOTO 3ac00y OymayTh HUKUUMHU 32
OYIKyBaHHM MO3UTUBHUHN €(EeKT;

3) mamientu Opanu abo 3aBepUIYIOTH y4acThb y KIIHIYHOMY JOCHIKEHHI (BUMpPOOyBaHHI)
BIJIITOB1THOTO JIIKAPCHKOTO 3ac00y;

4) HasBHA 3arajbHa XapaKTEPUCTHKA MOTEHI[NHUX MAIli€HTIB II0J0 BIAMOBIIHOCTI YMOBam
BKJIIOUEHHSI IO MPOrpamMH Ta OLiHKAa MPOTHO30BAaHOI KIIBKOCTI MAIli€HTIB, SKi OTPUMYBaTUMYTb
JiKapchbKi 3ac00U MPOTITOM CTPOKY i Mporpamu;

5) masBHa iH(pOpMaIlis 00 HOMEPIB (KOiB) Ta iHIIIATIB MOTEHI[IHHUX MAaIli€HTIB, HAJAHUX M
IiJ] 9ac y4acTi y KJIHIYHOMY JOCIIKCHHI (BUTTPOOYBaHHI).

8. HayanHs nikapchbkoro 3aco0y B MeXax IMporpamu JOCTYIy Cy0’ €KTIB AOCHIKEeHHS (TaLi€HTIB)
710 AOCHIJKYBAHOTO JIIKAPCHKOTO 3ac00y MiCIIsl 3aBEPIICHHSI KIIIHIYHOTO JOCIiKeHHS (BUIPOOYBaHHS)
MOJKJIMBE JIMIIE TICJIA 3aBEPLUCHHS MAI[lEHTOM yd4acTl y KIIHIYHOMY JIOCIIJKEHH] (BUIPoOyBaHH1) 13
3a0e3nevYeHHsIM O0e3MepepPBHOCTI JIIKyBaHHS BiJIIMTOBITHUM JIIKAPCHKUM 3aCO00M.

9. IlpoBeneHHs MPorpaM pO3MIMPEHOTO TOCTYITY OYUHAETHCS JIMIIE MICHs YKIaJAeHHS cy0’ eKTOM,
KWW HaJaBaTUME JIIKApChKi 3ac00M B MeXax BIAMOBIAHOI mporpamu (a00 (Gi3MYHOI0 YM FOPHIUYHOIO
0c00010, SIKa JIi€ 32 JOPYUYEHHSIM TaKoro cy0’€KTa), J0roBOpYy Mpo MPOBEACHHS BIAMOBIIHOT IPOrpaMu
13 3aKJIaJI0OM OXOPOHH 370pOB’s ab0 3 (hi3U4HOI0 0CO00I0 - MIANMPUEMIEM, SKUNW Mae JIIEeH31I0 Ha
MIPOBA/KEHHS TOCTIOAPCHKOT TISUTBHOCTI 3 MEAMYHOI IPAKTUKH.

10. BignoBigHa KoMicis 3 MUTaHb €TUKU 3aKJIay OXOPOHH 370POB’s, SIKUH IMIIaHY€EThCS 10 y4acTi
y Tporpami pO3LIMPEHOTO JOCTYIy, OLIHIOE €THYHI Ta MOpPaJbHO-TPABOBI ACHEKTH MPOBEICHHS
porpaM PpO3MIMPEHOTO JOCTYIy Ta TpUHAMae pIlMIeHHsS NpO TOTOHKeHHS a0o Mpo BiAMOBY Yy
TIOTOJKCHHI TIPOBEJICHHS TAKUX MTPOrPaM y CTPOK JI0 1’ SITH KaJICHIAPHUX JIHIB.

11. MapkyBaHH$ JIIKAPCBKHUX 3ac001B, 1110 BUKOPHUCTOBYIOTHCS B M€XaxX HpOrpam po3LIMPEHOro
JIOCTYITy, Ma€ MICTUTH:

1) no3znauenns "He i mpopaxy";

2) no3HavyeHHs "Tinbky AN MpoOrpaM PO3IIMPEHOTO JOCTYIY MAIl€HTIB 10 HE3apeecTPOBAHUX
JiKapchKuX 3aco0iB" abo mo3nadeHHs "TiIbKM [UIs mporpaM JIOCTYIy CyO’€KTiB TOCIHIPKEHHS 10
JOCTI/KYBaHOTO JIIKAPCHKOTO 3aco0y MICIIs 3aBEepIICHHS KIIHIYHOTO JOCITiKeHHs (BUTIpOoOyBaHHS:)"
BiJIIOBiAHO;

3) HOMep (KO[) BiANOBITHOI MPOTPaMu, BU3HAYCHHUN 3asBHUKOM (IIPEJICTABHUKOM B YKpaiHi).

12. Cy0’exT, aKkuii HaJJaBaTHMe JIIKapChKi 3aCO0M B MEXaX MPOTrpaM PO3IMIUPEHOTO TOCTYITy, MOXE
YKJIACTH JIOTOBIp TOOPOBLIBHOTO CTPAaXyBaHHS BiIOBIJAIBHOCTI MEPE TPETIMU 0COOaMHU.

Po3znin I1.
CTBOPEHH/J JIIKAPCBKHUX 3ACOBIB

Crarra 8. ®apmalieBTHYHa po3poOKa JIIKapChKUX 3ac001B

1. ®apmarneBTuyHa poO3poOKa JIIKAPCHKOTO 3aco0y 3AIMCHIOETBCA IMiJ] Yac HOro CTBOPEHHs
opraHizalissMu-po3poOHUKaMH, BUPOOHHKaMU a00 (i3MuHUMH oco0amH Ta iHIIUMHU Ccy0’€KTaMu Ta
BKJIFOUA€ TIPOBENICHHSI TOCIIHKEHB JIJI1 BCTAHOBJICHHS MMOKAa3HUKIB SKOCTI 1 TEXHOJIOT1i BUPOOHUIITBA,
mo 3abe3neyye  BUPOOHHMITBO  JIKapchkoro 3aco0y 13 3aJaHUMM  (YHKLIOHAJIbHUMU
XapaKTepUCTUKAaMHU, SKi BiAMOBIIAI0Th HOTO LITHOBOMY NMPU3HAYCHHIO.

2. TlpoBeneHHs MOCHiKEHb 3 (hapMarleBTUYHOI PO3POOKH JIIKAPCHKOTO 3aco0y 3IHCHIOETHCS
BIJITIOBIJTHO JI0 BCTAHOBJICHUX IIEHTPAJIBHUM OPTaHOM BHKOHABUOI BIIAJIH, 1110 3a0e3neuye popMyBaHHs
Ta peayizye Jep)KaBHY TMONITHKY Yy cdepi OXOpOHH 3II0pOB’S, TalTy3€BHX CTaHAAPTIB MO0
(hapmareBTHYHO1 po3p0OKH, aIalTOBAHUX JI0 3aKOHO/IaBCTBAa €Bpomneiickkoro Coro3y.

Crarra 9. JloxiHi4HI JOCTIKEHHS JTIKapChKUX 3ac001B

1. JloxJmiHIYHI JOCHIIKEHHS JIIKAPChKUX 3ac00iB MPOBOMATHCS 13 3aCTOCYBAaHHSM HAyKOBUX
METO/IB OIIIHKM 3 METOI0 JOBEJCHHS Oe3MeKkH, e()EeKTUBHOCTI Ta SKOCTI JIKApChbKUX 3aco0iB 1
BKIIIOYAOTh KOMIUIEKC XIMIYHUX, (Di3UYHUX, OI10JIOTIYHUX, MIKPOOIOJIOTIYHMX, (apMaKOJIOTIYHUX,
TOKCUKOJIOTIYHUX Ta IHIIUX HAYKOBHX IOCHIKEHb, IO MPOBOIATHCS TEpe] MOYaTKOM KIIIHIYHHX
JOCIIKeHb (BUMTPOOYBaHb) JIIKAPCHKUX 3aCO0IB.

2. JlokJiHIYHI JTOCTIIKEHHS 1HIIIIOIOTHCS OpraHi3alisaMH-pO3pOOHUKaMU, BHUPOOHHUKaAMHU abo
¢bi3uyHUMH  oco0aMu, IHIIMMH Cy0’€KTamMu 00iry JIKapCchbKHUX 3aco0iB  Ta IPOBOASTHCS
JOCTIIHUIBKUMH YCTaHOBaMHM, MIATNPUEMCTBAMHU Ta 1HIIUMH Cy0’€KTaMu TOCIIONAPIOBAHHS, SIKI MalOTh
HEeoOXiZHy MarepialibHO-TeXHIUHy 0a3y 1 kBamiikoBaHux (axiBIiB y BiAmoBimHIA cdepi
JOCIIJKeHHS, 3 TOTPUMaHHIM MpaBWJi HalleXKHOI 1abopatopHoi pakTuku (GLP).

JIOKIiHIUHI ~ JOCHI/PKEHHS JIKApChbKUX 3ac00iB  MPOBONATHCS 3TIAHO 13 3aTBEPIKEHUM
PO3POOHMKOM JIIKApCHKOTO 3ac00y IUIAHOM, 3 BEAEHHSIM HMPOTOKOIY IOCIIKEHHS, CKIaJaHHsIM 3BITY
PO PE3yNbTaTH TPOBEICHOTO TOCTI/UKEHHS, a TaKOXX BHCHOBKY HpPO MOMJIUBICT IPOBEICHHS
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KJIIHIYHOTO JOCIIKEHHS (BUTTPOOYBaHHS) JIIKAPCHKOTO 3aCO0Y.

3. JIOKJiHIYHI AOCTIIDKEHHS JIKapChKUX 3acO0iB MPOBOAATHCS 3 JOTPUMAHHIM TPUHIIMIIIB
0i0CTHKH Ta TYMaHHOTO IOBOJDKEHHS 3 JIa0OpaTOPHUMHU TBapUHAMH Yy IOPSJIKY, BCTAHOBJICHOMY
LICHTPAIbHAM OPraHOM BHKOHABYOI BIaJM, W0 3a0e3nedye (GOpMyBaHHS Ta peaiidye IepiKaBHY
MOJITHKY Y cepi OXOPOHH 37J0POB’S1.

Crarrs 10. KniniuHi 1ociipkeHHs (BUIPOOyBaHHS ) JiKapChKUX 3ac00iB

1. Kuniniynai nocnipkeHHs (BUMPOOYyBaHHS) JIKapChKUX 3aco0iB (mami y mii cTaTTi - KIiHIYHI
JOCIIJKEHHS ), KpIM HEIHTEPBEHLIWHUX JTOCIIIKEHb, POBOASTHCS Y 3aKJIajaX OXOPOHHU 3/I0pOB’ S BCIX
(opM BIACHOCTI, SIKI MalTh JIIEH31I0 Ha MPOBAKCHHS TOCMOAAPCHKOI AISUIBHOCTI 3 MEIUYHOT
MIPAKTUKH, BIAMOBITHO A0 MpaBUi HalexHOi KiaiHIYHOI npakTtuku (GCP) sk HayKOBO-IOCIHiTHUIIbKA
poboTa 3a yJacTro JTronuHu (Cy0’€KTa JOCHIIKEHHS) SIK CTOPOHH JTOCIIIPKEHHSI 3 METOI0 BCTAHOBJICHHS
abo miATBepKEHHs Oe3nekn Ta/abo e(EeKTUBHOCTI JIKAPChKUX 3acO0IB NUISIXOM OIIHIOBaHHS iX
KJIIHIYHUX, (apMakoKiHETMYHHUX, (papMakoIMHAMIYHMX Ta/abo iHMMX e(eKTiB Ta/abo BUSBICHHS
HeOaKaHUX PeaKilii.

2. IuTepBeHWiNHI KJIIHIYHI JOCHIDKEHHSA, Y TOMY 4YHCII MAaJOIHTEPBEHIIHHI KIIHIYHI
JOCITIJKeHHS, TIPOBOJIATHCS 32 HASIBHOCTI:

1) pimeHHS OpraHy JIepXaBHOTO KOHTPOJIO, SIKMM JIO3BOJISIETHCS TPOBEIACHHS KIITHIYHUX
JOCTIIKeHb, 10 € MiJCTABOIO I iX NPOBEACHHS, a TAKOX MiJACTABOIO JUIl BBE3EHHS HAa MUTHY
TEPUTOPiI0 YKpaiHu JOCITIKYBAaHHX JIKAPCHKUX 3aC00IB Ta JOMOMDKHHX JIKapChKUX 3ac00iB, L0
BUKOPUCTOBYIOTBCS Y MPOLIEC] Ta y MeXKaX MPOBEAEHHS KIIHIYHUX JTOCTIIKEHb;

2) MO3UTUBHOTO BHCHOBKY BIJIOBIHOT KOMICIi 3 MATaHb €TUKW HA MiJICTaBi OI[IHKA €TUYHUX Ta
MOpaTbHO-TIPABOBHX ACTICKTIB 3aIIPOMOHOBAHUX KIIIHIYHUX JIOCIII[)KCHB;

3) y pasi mpoBeAeHHS KIIHIYHUX JOCITIKEHb CTOCOBHO MAaJIOJNITHIX a00 HEMOBHOMITHIX OCI0 -
JI0IaTKOBO MO3UTHBHOTO BUCHOBKY IEIaTPUYHOTO KOMITETY.

3. HeinTepBeHIiiiini JOCHI/DKEHHS Yy pa3l iX NPOBENCHHS Y 3aKjagaX OXOPOHHU 370pOB’s
MIPOBOMAATHCS 332 HASBHOCTI MO3WTHUBHOTO BHCHOBKY BIAMOBIMHOI KOMicii 3 MUTaHb €TUKH 3aKIIaTy
OXOPOHU 37I0POB’S, B SKOMY IUIAHYETHCS TIPOBEACHHS JOCIIKCHHS, Ha MIJACTaBl OLIHKK €THYHUX Ta
MOpPAJIbHO-TIPABOBUX ACTIEKTIB 3alPOITOHOBAHUX JTOCIIIKEHb.

4. PimeHHsa opraHy JAep:KaBHOTO KOHTPOJIIO, SIKMUM JIO3BOJIAETHCS NMPOBEICHHS IHTEPBEHIIHUX
KJIHIYHUX JIOCHIJIKEHb, KPIM MAaJOIHTEPBEHIIMHUX KIIHIYMX JOCHIIKEHb, a00 Mpo BIIMOBY B
NPOBEJICHHI TaKUX KJIIHIYHUX JOCIHIKEHb NPUHMAETBCS y CTPOK, 110 He nepeBuirye 50 KaaeHIapHuX
JIHIB 3 JIHS MOJAHHS JI0 OpPraHy JEp>KaBHOTO KOHTPOJIIO 3assBHUKOM/CIIOHCOPOM BiJIMOBIJIHOI 3asBU 1
BM3HAUEHOTO IMaKeTa JIOKYMEHTIB, IIO JOJAIOThCSA JO 3asBH, Ta BKJIIOYAE CTPOK JJISI MPOBEACHHS
eKCIEePTU3H TaKUX JJOKYMEHTIB.

5. PimenHs opraHy JepKaBHOTO  KOHTPOIIO, SKMUM  JIO3BOJIIETHCSI  NPOBEICHHS
MaJIOIHTEPBEHIINHUX KIIHIYHUX JOCIHIKEHb, ab0 IMpO BIAMOBY B IPOBEACHHI TaKUX KIIHIYHUX
JOCTIIKEHb MPUIMAETBCS y CTPOK, IO He nepeBuinye 20 KajleHJapHUX [HIB 3 JHS MOAAHHS [0
OpraHy Jep>KaBHOTO KOHTPOJIIO 3asBHUKOM/CIIOHCOPOM BIANOBIAHOI 3asBU 1 BM3HAYEHOTO IaKeTa
JOKYMEHTIB, IO JONAIOThCS 10 3asBH, Ta BKIIIOYA€ CTPOK JJISi TPOBEICHHS EKCIEPTU3U TaKHX
JIOKYMEHTIB.

6. PimenHs opraHy Aep)KaBHOTO KOHTPOJIO MPO MPOBEIEHHS MIKHAPOIHUX 0araToleHTPOBUX
kiiHIyHUX gociikensb [I-111 ¢a3, npoTokonu SKkUX MOroakeHo/3aTBEPIKEHO Y KpaiHaxX 13 CTPOrMMHU
peryisitopaumu opraHamu (SRAs) a0o 3a HEHTpali30BaHOK NPOLESYPOI0 KOMIIETEHTHUM OpPraHOM
€pporneiicbkoro  Coro3y A NPOBEACHHA Ha TEpUTOpil TakUX KpaiH 4YM JepKaB - WIEHIB
€Bponeiicbkoro Coro3y, MPUIMAETBCS y CTPOK, IO HE MepeBUINye 25 KaJleHJapHUX JHIB 3 THS
TOJIaHHSI JI0 OPTaHy JIePKABHOTO KOHTPOJIIO 3asIBHUKOM/CITIOHCOPOM BIATOBIAHOI 3asiBU 1 BU3HAYEHOTO
HaKeTa JIOKyMEHTIB, 1110 JOAAIOTHCS JI0 3asBU, TA BKJIIOYA€E CTPOK IS MPOBEICHHS €KCIIEPTU3U TAKUX
JTIOKYMEHTIB.

7. 3a pesyapraraMy IPOBEJACHOI €KCIIEPTHU3M OPraH JACPXKABHOIO KOHTPOJIO NMPHHMAE PillIeHHS
PO TMPOBEAEHHS KIIHIYHOTO JOCHiPKeHHS a0o Mpo BIAMOBY B HOTo0 MPOBEACHHI Ta 3a3HAYa€
OOIpyHTOBaHI MIACTaBU Ui TPUHHATTA pIIIEHHS TPO BiIMOBY, y TOMY WYHCII TOJOXESHHS
3aKOHOJ/IABCTBA, SIKUM HE BIATOBIAA€ TOCIIKEHHS, MIOI0 SIKOTO MPOBOMIIACS EKCIIEPTH3a.

8. KuinHiuHi AOCHIDKEHHS MPOBOAATHCA y pasi, SKIIO OUYIKyBaHI PU3UKU OLIIHEHO B KOHTEKCTI
OYiKyBaHOI KOPHUCTI JUIst cy0’eKTa MOCTiKeHHS (MalieHTa), TEeNepilHiX Ta MalOyTHIX MaIli€eHTiB 1 B
pe3ysbTaTi TaKoi OIIHKKM BCTAHOBJICHO, IO OYIKyBaHI TepaleBTUYHA KOPUCTh Ta KOPUCTH IS
CYCHUIBHOTO 37I0pOB’S MEPEeBaXKaOTh HAJl HAABHUMH PU3UKAMH.

9. 3a00poHSETHCS MPOBENEHHS KITHIYHUX AOCTIIKEHb Y cpepl TeHHOI Tepartii, 10 MPU3BOAATH 10
3MIHHM T€HETUYHOI 1IEHTUYHOCTI Cy0’ €KTIB Uyepe3 3apOAKOBY JIHIIO.

10. TTopsmok MpoOBEIACHHS IHTEPBEHIIMHUX KIIHIYHUX JOCHIHKEHb, KPIM MaJOIHTEPBEHIIMHUX
KJIIHIYHUX JOCIIDKEHb, BUMOTH JO MarepiajiB Ta iX eKCIePTU3H, MOPSIOK IOBIIOMJICHHS IPO
HeOaXkaHl peakilii, OB’ s13aHHI 13 3aCTOCYBAaHHAM JOCIIKYBAHOTO JIIKAPChKOTO 3ac00y, BUMOTH I10JI0
MapKyBaHHS JI0CI1IKYBaHOTO JIIKAPCHKOTO 3ac00y, CKJIajl, BAMOTH Ta TUIIOBE MOJIOKEHHS PO KOMICi0
3 MUTAaHb €TUKH 3aKJIaJy OXOPOHHU 3[I0POB’sl, B IKOMY MPOBOJSATHCS KIIHIYHI JOCIIIKEHHS, KpUTEpli
JUIsL BUCHOBKIB KOMICii 3 MHUTaHb €TUKH, a TaKOX MpPOIEAypa 1HCIEKTYBAaHHS KIIHIYHUX JOCIIHKEHb
3aTBEPKYIOThCS LIEHTPAJIbHUM OPraHOM BHKOHABYOI BJaJIH, 110 3a0e3neuye popMyBaHHS Ta peajizye
JiepKaBHY TIOJIITUKY y c(hepi OXOPOHU 310pOB S

ITopsimok 3aTBEep/KEHHS PILIEHHS Ta MPOBEICHHS MAJOIHTEPBEHLINHUX KIIHIYHUX JOCIIIKEHb
BU3HAYAETHCS OKPEMOIO TPOIEAYPOIO, 3aTBEPKEHOI0 LIEHTPAIBHUM OPraHOM BHKOHABYOI BIIAIHM, IO
3abe3mnedye (OpMyBaHHS Ta peallizye Aep)KaBHY MOJITUKY Y chepi OXOPOHH 30POB’sI.

11. Marepianu KIiHIYHOTO AOCTIPKEHHS MiJIATAIOTh OOOB’SI3KOBIM EeKCHepTU3i OpraHoM
JIEPKaBHOTO KOHTPOJIO, IO MPOBOIUTHCA HA MIACTaBl IMONAHOI 3asBHUKOM (CIIOHCOpPOM abo
YIOBHOBKCHOIO HUM (PI3UYHOIO UM IOPUIAYHOIO 0COO0I0) BIAMOBIIHOT 3asiBM T4 BU3HAYCHOTO MMaKeTa
JOKYMEHTIB, IO JOJAIOThCS 10 3asBU. BiAMOBigHI 3asiBU Ta MaKeT JOKYMEHTIB MOJAIOTHCSA B
€JIEKTPOHHIH popmi.
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12. 3agBHHK/CIIOHCOP Ma€ MPaBO OAEP)KYBaTH iH(OPMALIO MPO XiJ MPOBEICHHS EKCIEePTU3U
MarepiajiB KIHIYHUX JOCIiIKeHb, 3HaHoMUTHCA 3 11 pe3yiabraTamu, MOPYIIYyBaTH KIOMOTAHHS PO
3aMiHy MICIsl TIPOBEIEHHS KIIHIYHOTO JIOCIHIPKEHHS Ta/ab0 3akiaay OXOPOHH 370pPOB’S, B SIKOMY
MIPOBOJATHCS KIIHIYHI J10CIHKSHHS.

13. CrioHCOp 4K yIOBHOBaXX€HAa HUM 0c00a 3000B’s13aHa Mepe/l MOYaTKOM KITIHIYHUX JT0CITIKEHb,
KpIM  HEIHTEPBEHLINHUX  JOCHIKEHb, YKJIACTH  JIOTOBIp  JOOpPOBUIBHOIO  CTpaxyBaHHS
BIJIMOBIJAJIBHOCTI CIIOHCOpA HAa BMIAJOK 3alOJISIHHA IIKOAW JKUTTIO Ta 310pOB’I0 Cy0’€KkTa
JOCTiKeHHs (TaLieHTa, 310pOBOro J0OPOBOJIBLIS).

14. BupoOGHUK Ta IMOOPTEp AOCTIAKYBAHOTO JIIKAPCHKOTO 3ac00y MarOTh TOTPUMYBATUCS BUMOT
HanexxHoi BUpoOHMUOoi mpaktuku (GMP). Ceprudikar cepii T0CHIIXKYBaHOTO JIKAPCHKOTO 3ac00y
IOI0 KOKHOI cepii JOCIHiIKyBaHOTO JIIKapChbKOTO 3aco0y 30epiraerbcs 3asiBHUKOM/CIIOHCOPOM
MPOTATOM OJIHOTO POKY TICIIsl 3aKIHYEHHs TEPMiHY NMPHUAATHOCTI cepil abo IMIOHalMEHIIe MPOTATOM
I’ SITH POKIB (3aJICXKHO BiJ] TOTO, IKHI CTPOK € JOBIIIKM).

BupobuuurBo B VYkpaiHi JOCTIIKYBaHOTO JIKAPCHKOTO 3aco0y 3/IMCHIOETHCS 3a HAsBHOCTI
BIIMOBITHOI JTiTIeH311, BUAAHOT BIAMOBIAHO 0 po3auty IV mporo 3akony.

15. TIpoBeneHHsT KIIHIYHUX JOCTIKEHb YM OKPEMHUX iX eTamiB Moxe OyTH TUM4YacoBo abo
MOBHICTIO 3YIMWHEHO OPTraHOM JIEP)KAaBHOTO KOHTPOJIO, KOMICI€I0 3 TUTaHb €TUKH, 3asBHUKOM/
CITIOHCOPOM a0o0 BIMOBITATLHUM JTOCTITHUKOM (Y MICII POBEACHHS KIIIHIYHOTO JTOCTIIKEHHS) Y pasi
BUHUKHEHHS 3arpo3W 3I0pOB’10 ab0 JKHUTTIO CyO’€KTIB AOCHiKeHHS (MAalli€HTIB, 3M0POBUX
TOOPOBOJIBLIB) y 3B’SI3KY 3 X MPOBEICHHM, MMOPYIICHHSAM €THYHUX HOPM, a TAKOX Y pasi BiICYTHOCTI
YU HEJOCTAaTHHOI €(PEKTUBHOCTI Ail JOCITIPKYBAaHUX JIIKAPCHKUX 3ac00iB. JI0 yXBajieHHS PIIICHHS PO
TUMYacoBe ab0 MOBHE 3yNMMHEHHS MPOBEACHHS KIIIHIYHUX JOCHIPKEHb OpPraH JepKaBHOTO KOHTPOIIO
MOYKE 3BEpHYTHUCS J10 3asIBHUKA/CIIOHCOPA 3 POMO3HUIIIEI0 T0OPOBIIBHO YCYHYTH BUSIBJICHI MOPYLICHHS
Ta OIH(OPMYBATH PO TAKe 3BEPHEHHS BiIIOBIIHY KOMICIIO 3 MUTaHb CTHKH.

16. Ha Oyab-sxoMy eTari IpoBeICHHs KIIHIYHOTO JOCIIIKEHHs, 10 a00 Micist Horo 3aBepllieHHs
MOXe OyTH TPOBEIEHO 1HCTIIEKTYBaHHS KJIIHIYHOTO JOCIHIHKEHHS, 10 BKIIIOYAE MEPEBIPKY MarepialiB
(IOKyMEHTIB) KIIIHIYHOTO AOCIIIKEHHS, MPUMILIEHb, YCTAaTKyBaHHS Ta 0OJaHAHHS, 3aIllMCIB, CUCTEM
rapanTii 0e3MeKH, SIKOCTi Ta 1HIINX PECypCiB, SIKI MalOTh BIAHOIICHHS A0 KIIHIYHOTO JOCTIIKEHHS Ta
HasBHI Yy 3aKjaji OXOPOHM 37I0pOB’s, JabOpaTopifx, MPHUMILIEHHAX CIOHCOpa ab0 KOHTPAKTHOI
JOCTITHUIBKOT OpraHi3amii, BHPOOHHYMX TOTYKHOCTEH Ta IHIIMX TNPUMIIIEHb, MOB’ S3aHUX 3
MIPOBEACHHAM KJIIHIYHOTO JO0CIIIKEHHSI.

3 METOI0 TepeBipKH BiINOBIIHOCTI BUMOTaM HaJeXHOi BUpoOHWMYOI mpakTuku (GMP) moxe
IIPOBOJIUTHUCS 1HCIIEKTYBAaHHS BUPOOHUIITBA J10CIIIKYBAHOT'O JIIKAPCHKOTO 3aC00Y.

[HCTIeKkTyBaHHS KIIIHIYHOTO BUITPOOYBAaHHS Ta BUPOOHMIITBA JOCIIKYBAHOTO JIIKAPCHKOTO 3aC00y
IPOBOAMTHCS BUKIIIOYHO TTOCATOBUMHU 0CO0aMU OpraHy Jep:KaBHOTO KOHTPOITIO.

17. Indopmariss mpo KoXKHE KIIHIYHE TOCHIIKEHHS B YKpaiHi 0 BKJIIOYEHHS MEpIIOro cy0’ekra
JOCIIJKeHHS. 200 70 HACTaHHS 1HINOI MOJii, BU3HAYCHOI y MPOTOKOJI KIIHIYHOTO JOCTIIKEHHS SK
MOYaTOK KJIIHIYHOTO JOCHIPKEHHS, BHOCHUTBCS OPraHOM JI€P>KaBHOTO KOHTPOJO A0 Jlep:kaBHOTO
peECTPY KIHIYHUX AOCIHIDKEHB. 3a pe3yJbTaTaMi KIIHIYHUX J0CTIHKEHb CKJIaIal0ThCs TPOMIKHI Ta/
a00 3aKIIFOYHHM 3BIT MPO KITIHIYHI JOCITIHKEHHS.

18. ¥ pasi BHeCEHHS 3MiH JO BHUMOT IIOJO IPOBEICHHS KJIIHIYHUX JOCIHIDKEHb KIIIHIYHI
JOCTIDKCHHS, sKi OyJaM JTO3BOJICHI O MPOBEACHHS PIlICHHSM IEHTPAJIBHOTO OpPraHy BUKOHABYOi
BJIa/U, 110 3a0e3rnedye GOopMyBaHHS Ta peajizye AepKaBHY MOJITHKY y cdepi OXOpOHH 310pOB’s, Ta/
abo siki BHeceHl 10 [lepkaBHOTO peecTpy KIIIHIYHUX AOCIHIDKEHb 10 HAOpaHHS YMHHOCTI HOBUMU
BUMOTaMH, TIPOBOATHCS BIATOBIAHO 10 BUMOT, YUHHUX Ha MOMEHT MPUUHSATTS EHTPAIBHUM OPraHOM
BUKOHABUOI BIIajH, 110 3abe3neuye (GopMyBaHHsS Ta peajizye JIepaBHY IMOJITHKY Yy chepi 0XOpoHU
3IIOPOB’sI, PIICHHS MPO MPOBEACHHS KIIHIYHOTO JTOCIHIKCHHS Ta/ab0 BHeceHHS ix mo JlepxkaBHOTO
peECTPY KIIHIYHMUX JOCIIKEHB, Ta PO3TIIAIAI0THCS i Yac MPOBEACHHS CKCIEPTU3HU 3 yPaxXyBaHHIM
BUMOT IO TTPOBE/ICHHS TAKKUX JIOCIIHKEHb.

19. PimeHHsa opraHy JAep»KaBHOTO KOHTPOJIIO, MPUNHATI BIAMOBIIHO 1O LBOTO 3aKOHY, MOXKYTb
OyTH OCKap KeH1 MOBHICTIO YM B OKPEMil YaCcTHHI B aJMIHICTPAaTUBHOMY MOPSAKY /0 IEHTPATLHOTO
OpraHy BHMKOHABYOI BIIaJH, 10 3a0e3mnedye (opMyBaHHsS Ta peajizye Aep)KaBHY IOJITHUKY y cdepi
OXOPOHH 3/10POB’l.

ITopsimok ockap:KeHHS pillleHb OpraHy JepKaBHOTO KOHTPOJIIO B aJMIHICTPATUBHOMY HOPSJIKY,
30KpeMa BHMOTH /10 OQOPMIICHHS CKapr, MOPSAJOK iX IOAAaHHS Ta pO3MISALY, BCTAHOBIIOETHCS
KabGinerom MinicTpiB Ykpainu.

20. BBe3eHHs Ha MHUTHY TepuUTOpit0 YKpaiHu, oOmiK, 30epiraHHs, BUKOPUCTAHHS, 3HUILEHHS,
yTuiizamisi abo BHMBE3€HHS 3 MHUTHOI TepUTOpii YKpaiHM JOCHTIKYBaHMX JIKAPCHKUX 3aco0iB
3IIHCHIOIOTBCS BiJIMTOBIHO /10 BUMOT, BCTAHOBIICHUX IEHTPAJbHUM OPraHOM BHUKOHABUOI BIIAIH, IO
3a0e3nedye GopMyBaHHS Ta peaisye JAep KaBHY MOJITUKY Y chepl OXOPOHH 3I0POB’sl.

Crarrs 11. [loBeneHHs1 610€KBiIBaJICHTHOCTI TeHEPHYHHX JIIKAPCHKUX 3aCO01B

1. Ilix yac mpoBeAEHHS JAEp)KaBHOI peecTpalii TeHEPUYHHMX JIIKAPCHKUX 3aco0iB 3aMiCThb
Pe3ynbTaTiB BIACHUX JOKJIIHIYHUX JOCIIJKEHb JIIKapChKUX 3ac00iB HAAETHCS OIS HAyKOBUX POOIT
PO PE3yAbTATH JOKIIHIYHUX JOCITIKEHb pedepeHTHOTO JIKapChKOTO 3aco0y Ta 3aMiCTh PE3YJbTaTiB
BJIACHUX KJIHIYHHUX JOCIHIHKeHb (BUIIPOOYBaHb) JIKApChKUX 3aC001B HAAAE€THCA 3BIT PO PE3yNbTaTH
JOCTiIKeHb 010€KBIBaJICHTHOCTI TEHEPUYHOTO JIIKAPCHKOTO 3ac00y.

2. He BuUMaraeTbcs miATBEpKEHHSI 010€KBIBaJEHTHOCTI TEHEPUYHUX JIKAPCHKUX 3ac001B, MO0
SIKUX JOCTIPKeHHsI 010€KBIBAJIEHTHOCTI HE TIPOBOIUTHCS BIAMOBITHO J0 Tally3€BOT0 CTAaHAAPTY IIOI0
010€KBIBaJICHTHOCTI, 3aTBEP/PKEHOTO IEHTPAJIbHUM OpPraHOM BHKOHABYOI BIAIH, L0 3a0e3meuye
dbopmyBaHHS Ta peasizye IEp)KaBHY TMOJITHKY y cdepi OXOpOHH 3[0pOB’s, Ta aJaNTOBAHOTO 10
3aKkoHO/aBcTBa €Bponeiicbkoro Coro3sy.

3. Iopsnok mpoBeAeHHsT MOCIiKEHHS 010€KBIBaJCHTHOCTI TeHEPHUYHUX JIKApChKUX 3ac00iB Ta
BUMOTH 10 MaTepiajiB Al iX eKCIEPTH3H BCTAHOBIIOIOTHCS LEHTPAILHUM OPTraHOM BHKOHABUO]
BJIaJH, 1110 3a0e3neuye popMyBaHHs Ta pealizye JAepKaBHY MOJITHKY Y cepi OXOpOHH 310pOB 1.
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Crarrs 12. 3axuct npaB cy0’€KTIB JOCIIIKEHHS, AKi OEPYTh Y4acTh Y KITHIYHUX JOCIIIKECHHIX
(BUnpoOyBaHHSIX) JIKapChKUX 3ac00iB

1. ¥V xIiHIYHUX TOCTIHKEHHIX (BUMIPOOYBaHHSX) JIKAPCHKUX 3ac00IB OEpyTh y4acTh MOBHOJITHI
nie3gatHi ¢Gi3MyHI 0COOM - MAIieHTH Ta/abo 3M0pOBi JOOPOBOMBIN, 32 YMOBHU iX JOOPOBUIBHOL
MUCHMOBOI 1H(OPMOBAHOI 3rOAM HA Y4aCTh y MPOBEACHHI TAKUX JOCIIKEeHb (BUIIPOOYBaHb), HaIaHOT
y nanepoBiii a0o enexTpoHHINH ¢Qopmi. Bumorn no ¢opmmu Ta 3micty 1H(GOpPMOBaHOI 3roau
3aTBEPIXKYIOThCS [ICHTPAJIbHIUM OPraHOM BUKOHABYOI BIIaJH, 110 3a0e3mneuye GopMyBaHHS Ta peajizye
JiepKaBHY MOJIITUKY Y c(hepi OXOPOHU 310pOB 4.

2. KuiniuHi mocnipkeHHs (BUMPOOyBaHHS) JIKAPCHKUX 3ac00IB 3a y4acTIO MaJlOJiTHBOI abo
HEMOBHOMITHBOI OCOOM MOXKYTh HPOBOJUTHCS JIUIIE y pasi, SKIIO Taki cami HAyKOBI Pe3yJbTaTH
KIHIYHUX JOCIIKeHb (BUMPOOYBaHb) HEMOXKIMBO OTPUMATH IIJISIXOM Y4acTi 0ci0, ki HE HajeXaTb
JI0 Takoi Kareropii oci0, 1 MpU OMY BIJMOBILAHUM JOCHIIKYBaHUM JIIKAPCHKUN 3aci0 MpU3HAYEHUN
BUKJIFOUHO JUJIS JIIKYBaHHS JUTAYUX 3aXBOPIOBaHb, a00 SKIIO METOK KIIHIYHUX JOCIHIKEHb
(BunpoOyBaHb) JIIKAPCHKUX 3aCO0IB € ONTUMI3allis J03yBaHHS YU PEKUMY 3aCTOCYBAaHHS JIKapChKOTO
3aco0y JUTst MaJIOITHIX a00 HEMOBHOMITHIX 0oci0. KumiHiyHi gocmikeHHs (BUpoOyBaHH:) JIIKAPCHKUX
3aco0iB 3a y4acTIO MAJIOJITHROI 00 HEMOBHOJIITHBOI 0COOM, METOIO SIKUX € ONTUMI3AIlisl JJO3YBaHHS YK
pPEeKUMY 3aCTOCYBAaHHS JIIKAPCHKOTO 3aco0y sl TakuX 0ci0, NPOBOAATHCA MiCHsS 3aBEpLICHHS
KIIHIYHUX JIOCHI/KeHb (BHUMPOOYBaHb) BIAMOBIAHUX JIKAPCHKUX 3acO0IB 3a Y4YacTIO MOBHOJITHIX
nie3maTHUX 0ci0.

IIpoBeneHHs KIIHIYHUX AOCTIJDKEHb (BUIIPOOYBaHb) JIKapChKUX 3aCO0IB 3@ yYacTIO MO THBOI
a00 HEMOBHOIIITHROT 0COOM MOXeE 3IMCHIOBATUCS JUIIE 3 JOTPUMAHHSM TPUHIIUITY, BIIIOBIIHO 0
SKOTO 1HTEpeCH MaJOJITHIX Ta HEMOBHOJITHIX MITEH 3aBXAM MepeBakaloTh HAJl IHTEpecaMH HayKu 1
CYCIIJILCTBA.

Kniniuni gocmiukeHHst (BUIPOOYBaHHS) JIIKAPCHKUX 3acO0iB 3a YYacTIO MaJIONTHBOI abo
HETIOBHOMITHROT OCOOM MOXYTh TPOBOAUTHCS JIMIIE Y pasi, SAKIIO € TMiACTaBd OYIKyBaTH, IO
3aCTOCYBaHHS JIOCII/PKYBAHOTO JIIKAPCHKOTO 3ac0o0y MaTUMe Ul Malli€eHTa KOPUCTh a0 MEpeBHILyE
pU3HK, a00 HE MPU3BEE A0 KOAHOTO PU3UKY.

Kniniyni pocnigkeHHs (BUIpoOyBaHHS) JIKapChbKUX 3aco0iB 3a Y4acTIO MaJoOJiTHBOI 0COOH
MIPOBOMATHCS B YCTAHOBICHOMY 3aKOHOJIABCTBOM IOPSIIIKY Y pasi:

1) HasBHOCTI MUCHMOBOI 3roAu ii OaThKiB a00 y BHMaaKax, rnepeadadyeHuX 3aKOHOIABCTBOM, -
IHIINX 3aKOHHUX IMPEJCTaBHUKIB (3aKOHHOTO TpEACTaBHUKA), 32 YMOBM HaJaHHS Takid 0cobi
BIZMOBIHOI iH(poOpMalii B JocTynHii a1 Hel Gopmi, a 32 y4acTiO HEIOBHOIITHBOT 0COOU - MUCHEMOBOT
3TOJIM TaKOi 0COOM, a TAKOXK MUCHMOBOT 3roAM i OaThKIB (OMHOTO 3 OATHKIB y BUIAIKAX, IEpeI0aueHIX
3aKOHOJIAaBCTBOM) 200 y BUMAJIKaX, NepeadaueHNX 3aKOHOJAaBCTBOM, - 1HIIIUX 3aKOHHMX MPEICTaBHUKIB
(3aKOHHOTO MPEICTABHUKA);

2) BpaxyBaHHsI BIIMOBITAJIbHAM JOCTIAHUKOM a00 JOCIITHUKOM, BIAMOBITAJIbHAM 32 OTPUMaHHS
iHpOpMOBaHOI 3rou, Oa’kaHHS MaJIONITHHOI a00 HEMOBHOJITHBOI OCOOM BIJIMOBHTHUCS BiJ y4acTi y
KIIIHIYHOMY JTOCII/KEHH1 (BUIIPOOyBaHH1) JTiKapChKUX 3ac00iB y OyIb-sIKHUil yac.

Bumorn no dopmu Ta 3micTy iHGOPMOBAaHOI 3roJH 3aTBEPKYIOTHCS LEHTPAIBHUM OPraHOM
BUKOHABUOI BJIajH, 110 3abe3neuye (GopMyBaHHsS Ta peajizye JIepXKaBHY IMOJITHKY Yy chepi 0XOpoHU
3II0pPOB’ 4.

VY pa3i npoBeneHHS KIIHIYHUX JOCHIIKeHb (BUIPOOYyBaHb) 3a YYacTIO MAJONITHIX Ta
HETNOBHOJITHIX 0Ci0 BiamoBigHaA 1H(OpMAIlisS HAJCUIAETHCS 10 OpraHiB OIMIKM Ta MIKIyBaHHS 3a
MICLIEM IOCTIMHOIO MPOXKMBAaHHS TakuUX OCI0 y MHOPSAKY, BCTAHOBJIEHOMY LIEHTPAJIbHUM OpPraHOM
BUKOHABYOI BJaaM, IO 3a0e3neuye (OpMyBaHHS Ta peaiidye Aep)KaBHY MOJITHKY Yy chepi OXOpOoHU
3]10pOB 4.

Akmo mix Yac KIIHIYHUX JTOCTIIKeHb (BUMPOOyBaHb) JIIKAPCHKUX 3aco0iB ocoba pocsrae 14
pokiB a00 HaOyBae MOBHY IMBLIBHY JII€3MaTHICTh, BiJl HEi HEOOXiIHO OTpUMAaTH 1H(HOPMOBAHY 3TOLy
JUISL IPOJIOBKEHHS y4YacTi y KIIHIYHUAX JOCIIKEHHAX (BUITPOOYBAHHSX ) JTIKAPCHKUX 3aC00I1B.

Pimennst po 3aiydeHHs 0 y4yacTi y KIIHIYHHUX JOCHIDKEHHAX (BUMPOOYBaHHSX) JIIKAPCHKUX
3aco0iB  ManoniTHROI ab0 HEMOBHOMITHROI 0COOHM, TM030aBiIeHOT OaThbKiBCHKOTO TIKIyBaHHS,
YCHHOBIICHOI TUTHHU a00 AUTUHHU-CUPOTH NMPUIUMAETHCS Y CTPOK He OUIbIIE IT'ATH KaJeHJapHUX JIHIB
BIJIMTOBI/THOIO KOMICI€IO 3 TIUTaHb €TUKH 3 YpaxyBaHHSAM DPIIICHHS MEIiaTPUYHOTO KOMITETY, BACHOBKIB
JiKapsi MaloNiTHbOI a00 HEMOBHOMITHROI 0COOM. 3a HEOOXIAHOCTI M0 NPUHHATTS pIllIeHHS
JI0JIy4a€ThCsl YIIOBHOBaKeHUM BepxoBHoi Paau Ykpainu 3 rpaB Jr0nuHM.

3. KuiniuHi gocmipkeHHs (BUIpoOyBaHHs) JIKapChKUX 3ac001B 32 y4acTIO MOBHOMITHIX OCI0, sIKi
HE MOXYTh HajgaTu iH(QOPMOBaHYy 3roiy, ad0 MOBHOMNITHIX HETI€3AATHUX YW OOMEKEHO Hi€31aTHUX
0Ci0 TIPOBOAATHCS, JIUIIIE SKIIO:

1) orpumano iH(opMOBaHY 3rogy 3aKOHHOTO IpEICTaBHUKA IAIliEHTa, SIKa 3aCBiIUy€ 3romy
TAKOT'O Mali€HTa HA Y4aCTh Y KIIHIYHUX JOCITIUKEHHAX (BUIPOOYBaHHSIX);

2) marieHTy HajmaHo iH(opMarllito mpo KIIHIYHI JTOCTIIHKeHHs (BUTTPOOYBaHHS), OB’ S3aH1 3 UM
PU3HK 1 KOPUCTH y (POpMIi, TOCTYIHIH /1 HOro po3yMiHHS;

3) BIANOBIMAJIBHUM JOCTITHUKOM a0O0 JOCHITHUKOM, BIAMOBIAAJIBHUM 32 OTPUMAaHHSI
iH(opMOBaHOI 3rojiy, BpaxoBaHO OakaHHS MallieHTa B3ATH y4acThb a0O BiMOBHUTHCA BiJ yd4acTi y
KJIHIYHUX JOCTIKEeHHAX (BUIIPOOYBAHHSAX) y OyIb-KHii Yac;

4) KIJIIHIYHI JOCHTIKEeHHS (BUMIPOOYBaHHS) MAlOTh BUPIMIAJbHE 3HAYCHHS IJIS TIATBEPKEHHS
iH(popMaIlii, OTpUMaHOT MiJ Yac 1HIIUX KIIHIYHUX JOCTIKEHb (BUMTPOOYBaHb) 3a yUacTIO Ji€3aTHUX
cy0’€ekTiB a00 OTPUMAHOI 1HIIMMH METOAAMHU JOCIIKEHb, 1 TIOB’sA3aH1 0e3MOCepeIHBO 13 CTAHOM, IO
3arpoKye >KUTTIO 00 € BUCHAKIIMBUM, 1 Ha SIKHI CTpaXkJla€ Taka MOBHOJITHS 0c00a;

5) KJIiHIYHI JOCHITKeHHS (BUMIPOOYyBaHHS) O€3MOCEepPEeHhO CTOCYIOThCS 3aXBOPIOBAHHS, Ha SIKE
CTPaXKIA€ MaIli€HT;

6) € MmiJICTaBU OYIKyBaTH, 110 3aCTOCYBaHHS JIOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y MaTHUMe IS
MaIieHTa KOPUCTh a00 MEPEBUIIYE PU3UK, a00 HE TIPU3BEIE 0 KOITHOTO PUBHKY;
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7) HE BUKOPHUCTOBYIOTHCS OyIb-sIKi 3a0XO4YeHHs a00 (piHAHCOBI CTHMYJIH, KPIM BIiJIITKOTyBaHHS
BUTPAT, TIOB’SI3aHUX 3 YYACTIO Yy KITIHIYHUX JTOCHTIDKEHHIX (BUTIPOOYyBaHHSIX);

8) iHTepecH MalieHTa 3aBK/I1 MIePEBaKAIOTh HAJl IHTepEeCaMH HAyKH 1 CyCIIbCTRA.

Bumoru no ¢opmu ta 3Mmicty iHPOPMOBAHOI 3roAM 3aTBEPDKYIOTHCS HEHTPAIBHUM OPraHOM
BUKOHABYOI BJaaM, 10 3a0e3neuye (OpMyBaHHS Ta peaiidye JAep>KaBHY MOJITUKY Yy chepl OXOpOHU
310POB’ 4.

4. TlpoBeneHHsT KIIHIYHUX IOCTIKEHb (BUIPOOYBaHb) JIKAPCHKUX 3ac001B, MPU3HAYCHHUX JIJIS
JIKyBaHHS TICHXIYHMX 3aXBOpPIOBaHb, 13 3alydyeHHSIM o0cCi0, fKi 3a pIIMIEHHAM Cydy BH3HaHI
Helie3MaTHUMKU  a00 [UBIUIBHY J€3[ATHICTh SIKHX OOMEXKEHO Yy 3B’S3Ky 3 TMCHUXIYHUMHU
3aXBOPIOBAaHHSMM, JOIYCKA€ThCS, SKIIO TaKi cami HAyKOBI pe3yJbTaTH KIIHIYHUX JOCHIJKEHb
(BunpoOyBaHb) HEMOXJIMBO OTPUMATH MUIAXOM Yy4YacTi IHIIMX OCIO, Kl HE HajeXaTrb 1O TaKoi
Kareropii ocid, 3a HAABHOCTI MUCbMOBO1 1H()OPMOBAHOT 3roAM IXHIX 3aKOHHHUX MPEICTABHUKIB Ta JIUIIIC
y BHUIAJKaX, SKIIO JIKapChKUH 3aci0 MpU3HAYeHUH AJIs JTIKYBaHHS ICUXIYHUX 3aXBOPIOBaHb, 3 YMOBU
HAayKOBOTO OOTPYHTYBaHHS MepeBard MOXKJIMBOTO YCIIXY TaKUX KITHIYHUX JOCIIKEHb (BUTIPOOYBaHBb)
HaJl PU3UKOM CTIPUYMHEHHS TSHKKUX HACIIIKIB JJIS 310POB s 200 SKUTTS TaKOi 0COOM.

5. Slkmio marieHT nepedyBae y KpUTHUYHOMY a00 HEBIJKIATHOMY CTaHi, IO HE Ja€ MOXKIUBOCTI
OTpUMAaTH y HBOro 1H(OPMOBaHY 3roAy Ha ydacThb Yy KIIHIYHOMY JOCIHIDKEHHI (BUIPOOYBaHHI)
JKapChKUX 3ac00iB, TaKy 3roay HaJa€e HOro 3aKOHHHUH MPECTaBHUK a00 ONMM3bKUI poand, a00 Ipyruit
3 moapy»oks. Iicis BiTHOBIEHHS CHPOMOMKHOCTI J]aTH 3rofy MAIlieHT 0COOMCTO Hajaae 1HPOPMOBaHY
3rojly MPOJOBXKHUTH y4acTb a00 BIIMOBUTHCS BiJl y4acTi y KIIHIYHOMY JOCTiKeHHI (BUMPOOyBaHHI)
JIKapCbKUX 3acO0iB.

VY pa3i HEeMOXKJIMBOCTI Ofiep>KaHHs 1H(OPMOBAHOI 3rOAM MaIlEHTA Ta BIACYTHOCTI HOTO 3aKOHHOTO
MpecTaBHUKa ab0 ONM3BKOTO poauda, abo IPyroro 3 MOAPYXOKS 3adydeHHS TaKWX TAIi€HTIB 0
KJIIHIYHOTO JIOCIIPKEHHS (BUMPOOYBaHHS) JTIKAPCHKHUX 3aC00IB HE IOy CKAETHCSI.

6. Ilamienty abo #Oro 3aKOHHOMY IpPEACTaBHHUKY, a00 OJM3bKOMY poaudy, abo JIpyromy 3
MOJIPYOKS 10 HaJlaHHS 1H(MOPMOBAHOI 3rOAM HA y4acThb Y KJIIHIYHOMY AOCIIIKEHHI1 (BUIIPOOYyBaHHI)
JKapChKUX 3aC001B BIAMOBITATBHUM JTOCTITHUKOM a00 JTOCIITHUKOM, BiJMOBITAILHUM 32 OTPUMaHHS
iH(opMOBaHOi 3ronu, Mae OyTH HaJdaHO iH(OPMAIIO MIOAO CYTi, 3HAUYEHHS Ta MOXIMBHUX HACIIJIKIB
TaKWX KIIHIYHUX JOCHIHKEHBb (BHIPOOYBaHb), BIACTHBOCTEH JIIKapChbKOTO 3acoly, HOro oviKyBaHOi
e(DEeKTUBHOCTI, CTyINEHsS pPU3UKY Ta TMPO MOXKIMUBICTH BIJIMOBUTHCS B y4YacTi Yy KIIHIYHOMY
JOCTiKeHH] (BUNpoOyBaHHI) y Oyab-KHii yac.

7. ladopmartis mpo cyO’ekTa AOCHIDKEHHS Ta WOTO y4acTh Yy KIHIYHUX TOCIIIKEHHSIX
(BuTIpOoOYBaHHSX ) JIIKAPCHKUX 3aC00iB € KOH(DIICHIIIHOO.

8. Cy0’eKT MOCIHIPKEHHSI Y MOTO 3aKOHHHUH MpEeACTaBHUK a00 ONM3bKHiA poaud, abo Apyruil 3
MOIPYKKST MArOTh TPaBO BIJIMOBUTHCS BIJl y4acTl y KJIIHIYHOMY JOCHIIPKeHHI (BUIIPOOYBaHHI)
JIKapChKUX 3ac001B Ha Oy/ib-sIKOMY eTarli Horo MpoBeIeHHS.

[IpoBeneHHs KIHIYHUX JOCIIKEHb (BUIIPOOYBaHb) JIIKAPCHKUX 3acO0IB UM OKpPEMHX iX eTaIliB
3YIIUHSAETHCS B pa3i BUHUKHEHHS 3arpo3u 3I0POB 0 200 JKUTTIO MaIieHTa (310pOBOTO JOOPOBOJIBIIA) Y
3B’A3KY 3 iX IIPOBEICHHSM.

9. TlopsinkoM TpOBEACHHS KIHIYHUX JOCIIIKEHb (BHMPOOYBaHb) JIIKAPCHKUX 3aco0iB,
3aTBEPKEHUM IIEHTPAJbHUM OpraHOM BHKOHABUOl BIajad, 110 3ade3neuye GOpMyBaHHS Ta pealizye
JIepKaBHY TOJITHKY Yy cepi OXOPOHHU 3I0pOB’Sl, BCTAHOBIIOIOTHCS KPHUTEPil Ta OCOONHMBHI MOPSIOK
3aJIy4€HHs J0 IPOBEJACHHS KIIHIYHUX JOCHIJKEHb (BUIIPOOYBaHb) TAKUX IPYI MMALI€HTIB:

1) BariTHUX Ta XKIHOK y MEPiOJ JIAKTAIli1l, 30KpeMa y BUTIAKaX, SKIIO JAOCTIKYBaHUH JTIKApChKUN
3aci® mpU3HAYSHUI JIJIsl 3aCTOCYBaHHS caMe MPH 3a3HAYCHUX CTAaHAX;

2) oci0, AKi MPOXOASTH CTPOKOBY BiICHKOBY a00 allbTEpHATUBHY (HEBIHCHKOBY) CITYKOY;

3) oci0, ki BifOyBalOTh TMOKAapaHHS y MICIAX IMO30aBJICHHS BOJI, a TaKOXK 0Ci0, MO0 SKHUX
00paHo 3anmoOKHMM 3aX1/1 y BUIVISI B3SATTS i BapTy.

10. TIpoBemeHHIO IHTEPBEHUIWHOTO KIIHIYHOTO JOCTI/KCHHS (BHIIPOOYBaHHA) JIKApPCHKUX
3aco0iB Tepeaye YKIaJACHHS JIOTOBOPY JOOPOBUIHBHOTO CTpaxyBaHHS BiJAMOBINATBHOCTI CIIOHCOpA
KIIHIYHOTO JIOCHTIKeHHsSI (BUMPOOYBaHHS) HAa BUMAAOK 3aMOJISHHS IIKOJU JKUTTIO Ta 370POB’IO
Cy0’€KTIB JOCHI/KEHHS (TMAI€EHTIB, 310POBHX JOOPOBOJBIIB) MiJl Yac MPOBEICHHS KIIHIYHOTO
JOCITIHKeHHS (BUTIPOOYBaHHS ) JIIKAPCHKOTO 3ac00y.

Po3mia I11.
JOITYCK HA PUHOK

I'nasa I.
JepxaBHa peecTpauif JiKapcbKHX 3ac00iB

Crarrs 13. 3aranbHi MONIOKEHHS MIOA0 AEPKaBHOI peecTparlii JiKapchKuX 3aco0iB B YKpaiHi

1. OO6ir Ta 3acToCyBaHHS JIIKapChKUX 3aC001B TO3BOJISIOTHCA IMICHA iX Iep)KaBHOI peecTparii, KpiM
BHIA/IKIB, TIepe0aYeHIX UM 3aKOHOM.

JlikapchKuit 3aci6 MOXKe 3aCTOCOBYBATHCS Ta 3ajHIIATUCA B 00iry B YKpaiHi mpoTsrom aii ioro
JepKaBHOT peectparii ado 10 3aBepHIeHHS TEPMiHY MPUIATHOCTI JIIKAPCHKOTO 3ac00y, BBEJACHOTO B
00ir mig yac 11ii Horo Aep)KaBHOI peecTpariii.

2. Jlep:kaBHa peecTpallis JIIKapChbKOTo 3ac00y 31MCHIOETHCS OPraHOM JIEPKaBHOTO KOHTPOJIIO 32
pe3yJibTaTaMy eKCIEPTU3U MaTepiajiB peecTPaIiiHOTO TOChE HA JIIKAPChKUMA 3aci0 11010 HOTO SIKOCTI,
e(hEeKTUBHOCTI Ta OE3MEKH.

3. Topsimox nepkaBHOT peecTpamii (mepepeecTparii) JTiKapchbKUX 3aco0iB, amanTOBaHUN JI0O
3aKkoHOMaBcTBa €Bporeiickkoro Coro3y, BcTaHOBIIOEThCs Kabinetom MinicTpiB  Ykpainu 3
ypaxyBaHHSM ITOJIOKEHb [IbOTO 3aKOHY.
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4. Bumoru 710 00csATy Ta 3MICTy MaTepiaiiB PEECTPAIITHOTO T0Che Ta (OPMH 3asB PO AEPKaBHY
peectpartito (TepepeecTpariito) Jikapchbkoro 3acoly, BUMOTH JI0 O€3CTPOKOBOTO MOJOBKEHHS
JIEp’KaBHOT peecTparlii JiKapchbKoro 3acoly, OOCTaBUHH, IO YHEMOXKIIHBIIOIOTH OE3CTPOKOBY JIif0
Jep’KaBHOI peecTparllii JIKapchbKoro 3aco0y, BHECEHHS 3MiIH J0 MaTepiayliB PeeCTPaIiiHOTO JIOChE,
MOPSZIOK MPOBEACHHS €KCIIEPTU3H MaTepialliB peecTpalliiHOTO TOCKE Ha JIIKapChKUM 3aci0, afanToBaHi
70 3aKoHOAaBcTBa €Bporelcbkoro Coro3y, BCTAHOBIIOIOTHCS LEHTPAJbHUM OPraHOM BHMKOHABYOT
BJIA/M, 110 3a0e3neuye GopMyBaHHS Ta peai3ye Jep:KaBHY MOMITHKY Y chepi OXOpOHU 370POB’sI.

5. Skumo nikapchbkuii 3aci0 3apeecTpoBaHO, OyIb-iKi JOJATKOBI J03yBaHHS, JIKapChKi (hopmu,
IUISIXA BBEIEHHS, ()OPMHU BHITYCKY, a TakoK Oynab-siKi 1HIII 3MIiHM BHOCSTBCA JO MaTepiaiB
pPEeECTPAIiiHOTO TI0ChE HAa TaKUH JIIKAPChKUIM 3aciO.

6. IloganHs JOKyMEHTIB ISl IepKaBHOI peecTpallii (mepepeectpailii, 6€3cTPOKOBOTO MOIOBKECHHS
Jep>KaBHOI peecTparlii) JIKapchbKUX 3ac001B, BHECEHHS 3MIH JI0 MaTepiajiB PEECTPAIITHOTO TOChE Ha
JKapCchKUi 3aci® 3MIMCHIOIOTHCS B €JICKTPOHHIN (opMi BIAMOBITHO O CTaHAAPTY E€JICKTPOHHOTO
3arajpHOrO TexHiuHoro aokymenrta (Electronic Common Technical Document, (eCTD) MixuapoaHoi
panu 3 rapMoHi3allii TEeXHIYHUX BHMOT JI0 JIIKAPCHKUX 3aco0iB [uis 3actocyBanHs mroguHoo (ICH).
JlokyMeHTOO0O0IT, TTOB’sI3aHUI 3 BeeHHAM Jlep)KaBHOTO PEECTPy JIKapChKUX 3ac00iB, 31HCHIOETHCS 3
JOTPUMaHHIM BUMOT 3aKOHOJIABCTBA PO EJICKTPOHHI JOKYMEHTH Ta CJICKTPOHHHIA JOKYMEHTOOOIT.

7. PimeHHst oprany JAep>KaBHOTO KOHTPOJIIO, IPUHHATE BIAMOBIHO JI0 I[LOTO 3aKOHY, MA€ MICTUTH
BMOTHBOBaHI MiACTaBU JJIs1 Woro nmpuiHATTA. [Ipo Take pilleHHs MOBIIOMIISIETHCS 3alHTEpPECcOBaHA
CTOpPOHA, B TOMY YHCII TIPO ii MpaBO Ha OCKAp:KEHHS PILICHHS Ta CTPOKU OCKAPKEHHS BiAMOBIAHO 10
3aKOHOJIaBCTBA.

[IpoTsirom TpbOX JIHIB 3 JHS MPUHHSATTA PILICHHS PO JEp>KaBHY PEECTPAIIIIO JIKAPCHKOTO 3ac00y
iHpopMaLis Tpo HOro Jep)KaBHY PEECTpAIil0 BHOCUTHCS OPraHOM JIEP>KAaBHOTO KOHTPOJIO [0
Jlep’kaBHOTO peecTpy JIKApChKUX 3ac00iB, Y TOMY 4YuCHi BimoMocTi po ADI, mo BXOmATh 10 HOro
CKJIaJTy, SIKIIO 1HIIE HE TIepe10aueHo 1M 3aKOHOM.

8. JlepxkaBHili peecTpallii He i JIATAIOTh:
1) mikapchki 3ac00H, BUTOTOBJIEH] (BUPOOJICH]) B YMOBaXx anTeKu;

2) mikapchbki 3aco0u, MO0 TEPEeMINIYIOThCS TPAH3UTOM Uepe3 TEepUTOpito YkKpaiHu ado
MOMIIIYIOTBCS Y MHUTHHHA PEXHM MHTHOTO CKJIAQy 3 TONAJBIIUM PEEKCIIOPTOM Yy TMOPSAKY,
BHU3HAYeHOMY MUTHHUM KOJIEKCOM YKpaiHu;

3) nikapchKi 3aco0u Juisi MeIuYHOTo 3abe3neueHHs (0e3 mpasa peasnizaiii) miapo3aiaiB 30poiHuxX
CHJI IHIIMX KpaiH, K1 BIAMOBITHO JI0 3aKOHY JIOMYIIEHI Ha TEPUTOPI0 YKpaiHu;

4) nikapchKi 3ac00U 111 KOMITACIOHATHOTO BUKOPHCTAHHS,

5) nmikapchki 3aco0u, mpuadaHi abo oTpuMaHi Oe3omiaarHo (i3UYHUMH 0cOO0aMH 3a MeKaMu
VYkpainu Ui iHAUBITyaJbHOTO BUKOPUCTAHHS, 110 BBO3ATHCS HAa TEPUTOPiI0 YKpaiHM BiAIOBITHO J0
MOPSIAKY, BCTAHOBJICHOTO IIEHTPAJbHUM OPTaHOM BHKOHABUOI BJAJH, IO 3a0e3meuye GOopMyBaHHS Ta
peaitizye aep)KaBHY MOJITHKY Y chepl OXOPOHH 370POB’S;

6) miKapchki 3aco0u sl TPOBEACHHS (DapMareBTUYHOI PO3POOKH, MOKITIHIYHUX JIOCIHIKCHb,
KJIIHIYHUX JOCIIKeHb (BUMPOOYBaHb) a00 MPOBEICHHS KCIIEPTU3U MaTepialiB PEECTPALIMHUX TOChE
Ha JTIIKapChKi 3acO0M ITiJT 9ac iX Jep)KaBHOI peecTpartii;

7) pamiodapmalieBTUUHI JIIKaApChbKi 3aco0u, 110 BUPOOJSIOTHCS BIAMOBIAHO 1O 1HCTPYKIIH
BUPOOHHMKA B 3aKJagaX OXOPOHHU 3J0POB’S BHUKJIIOYHO 3 JIIEH30BAHUX JDKEPEN PaJiOHYKIIIIB,
pPaliOHYKJIIIHUX HAOOpPiB, MPEKYpPCOPIB PATIOHYKIIAIB, MiJ 4ac IX MEAMYHOTO 3aCTOCYBaHHS B
3aKJIaJ1axX OXOPOHU 3/10pOB’s, Ta Oyb-IKi paaioHYKIiAN y (popMi 3aKpUTHX HKEPEI;

8) nikapchKi 3ac00M, MPU3HAUEHI BUKIIFOYHO AJIs1 €KCIIOPTY;

9) nitoui peuoBunu (A®I), y ToMy 4HCHi, SKi OTPUMYIOTh BUPOOHHKH Yy TpOIeci BUPOOHUIITBA
TOTOBUX JIIKAPCHKUX 3aC001B, HE3AJICIKHO BiJl CTYIEHs 00poOkH, kKpiM ADI, 110 3a GakaHHSM 3asBHUKA
MOJAIOTHCS AJIS Iep’KaBHOI peecTpaltii;

10) mponyxkuis "in bulk" Ta mpoMidHI NPOAYKTH, HpHU3HAYEHI AN MOJANbBIIOI MepepoOKH
BUPOOHHMKOM, SIKUW Ma€ BiJIMOBIIHY JIIEH3110, KPIM MPOIYKIIii, 110 3a O0a)KaHHSM 3assBHUKA TIOJIAETHCS
JUTSL IEP>KaBHOT peecTpallii;

11) KOMITIOHEHTH KpOBI Ta TUIa3MHU, K1 GPaKIIOHYIOTHCS 3 JIOACHKOI JTOHOPCHKOT KPOBI 3T1IHO 3
IHCTPYKIISIMM BHUPOOHMKA B AaKpEIWTOBAaHUX B YCTAHOBIEHOMY TMOPSAIKY BIJINOBIIHO 10 chepu
TiSUTPHOCTI YCTaHOBAX;

12) xpoB, Tu1a3Ma Ta KOMIIOHEHTH KPOBI, K1 (GPaKIiOHYIOTHCS 3 JIFOJCHKOT JOHOPCHKOI KPOBi, KpiM
TJ1a3MH, BUTOTOBIIEHOT 32 METOIOM, ITI0 BKITFOYA€E MTPOMHUCIIOBUMN TIPOIIEC;

13) BakIIMHHI aHTUTCHH,

14) nikapcbki 3aco0HM Tiepe1oBoi Teparlii, 10 BUTOTOBIISIOTHCS HA HEPYTHHHIM OCHOBI BiAMOBIIHO
JI0 CIeliajJbHUX CTaHAAapTiB SKOCTI 1 3aCTOCOBYIOTHCSI B JIIKYBaJbHO-NPO(UIAKTUYHOMY 3aKjaji
OXOPOHM 37I0pOB’sl mia mpodeciiiHy BiAMOBIIATBHICTD MEAUYHOTO MpalliBHUKA B IIJISAX BHKOHAHHS
1HAMBIyaJbHOTO MEAMYHOTO TMPHU3HAYEHHS Mpernapary, CHelialbHO BHUTOTOBJIEHOTO JJIsI OKPEMOIo
Hari€exTa.

9.V pa3i BHEceHHs 3MiH JI0 OPSAIKY JAep>KaBHOI peecTpallii (mepepeecTpailii) JikapcbKux 3aco0iB
npoueaypa peectpauii (mepepeectpariiii) 3AIHCHIOETHCS BIAMOBITHO 10 BUMOI, YHHHHX Ha JCHb
TIOJIAHHS 3as1BU TIPO JIEPKABHY PEECTPAIlII0 TAKHX JIIKAPCHKHIX 3aCO0iB.

10. BrnacHuk peectparii BiAmoBigae 3a 0e3neKy, €(eKTHUBHICTh Ta SKICTh JIIKAPCHKOTO 3aco0y,
BUKOHAHHSI TIOCTPEECTPAIifHUX 3000B’s3aHb, 3MIMCHIOE (apMaKoHAIIsAA Ta BUKOHYE OOOB’SI3KH,
BCTAHOBJIEHI y BHMOraxX HaJeKHOI BHUPOOHMYOI NMPAKTUKH, a TAKOXK BIJANOBIAA€ 3a JOCTOBIPHICTD
iH(popMaIlii, 110 MICTUTBCS Y TOJAAHUX MaTepiaiax peecTpaliifHOrO TOChE Ha JIKapCchKuil 3acio.
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11. BmacHuk peectpallii, 3apeecTpoBaHMA y naepxkaBi - uieHi €Bpomeiicbkoro Coroszy abo
€BporeiicbKoi acorialii BiIbHOT TOPTiBIIL, 1110 € CTOPOHOIO YToAM PO €BPONeHcbKy €eKOHOMIUHY 30HY,
Ta HE 3apeecTpOBaHU B YKpaiHi B YCTaHOBJICHOMY TNOPSJIKY, 3000B’S3aHUN MPHU3HAYUTH CBOTO
MpeACTaBHUKA B YKpaiHi MIJISXOM YKJIaJICHHS] MUChbMOBOTO JIOTOBOPY Ta/ab0 JTOBIPEHOCTI, B KUX Ma€
OyTH BH3HAUEHUI 0OCHT MpaB Ta 000B’A3KIB TAKOTO MPEICTaBHUKA.

12. V pa3i BusIBIEHHS HEBIJOMHX paHilIe HEOE3MEUHNX BIACTUBOCTEH JIKapCHKOTO 3ac00y OpraH
JIeP’KaBHOTO KOHTPOJIO MOXKE TMPHHHATH PIllIEHHS PO MOBHY a00 MPO TUMYACOBY 3a00pOHY HaA HOTO
3aCTOCYBaHHsI B YKpaiHi y MOpPS/AKY, BCTAHOBJIEHOMY IIEHTPaJbHUM OPraHOM BHKOHABUOi BJIAJH, IO
3abe3neuye GopMyBaHHS Ta peajilye Iep>KaBHY MOJITHKY Y cepi OXOPOHH 370pPOB’S.

Crarra 14. JlepxaBHa peecTpallist TIKapChbKUX 3aC00iB

1. Jlns nepskaBHOI peecTparlii JKapCchKOro 3aco0y 3asBHUK (TIPEICTaBHUK B YKpaiHi) abo
YIIOBHOBa)KCHA HUM 0c00a I0JIa€ /IO OpraHy JIeP>KaBHOTO KOHTPOJIIO Y BCTAHOBJICHOMY IOPSIIKY 3asiBY
PO JIep>KaBHY peecTparlito JiKapchbKoro 3aco0y Ta peecTpalliifHi Marepiaiu, Iio T0JAI0ThCS 10 3asBU,
3 IKUX (OPMYETHCS peecTpalliiiHe JOChe Ha JIIKAPChKUiL 3aci0 (ali - peecTpaniiHe T0ChE).

2. JIns okpeMux Tpyml JiKapcbKUX 3aco0iB OpraH JAep)KaBHOIO KOHTPOJIO B YCTaHOBIECHOMY
MOPAJKY 3aCTOCOBYE:

1) oxpeMy (cmpoIieHy) Ipoueaypy AepKaBHOI peecTpallii Mo0 TOMEONaTHYHUX JIKAPChKUX
3ac00iB, JIKapChbKUX 3aco0iB 3 J00pe BUBYCHMM MEAMYHMM 3aCTOCYBaHHAM Ta TpPaJULIHHUX
POCIMHHHUX JIIKaPChKHUX 3aCO01B;

2) cremiaJibHI BUMOTH J0 JCp)KaBHOI peecTparii JIKapChbKUX 3aco0iB I TEAiaTpUIHOTO
BUKOPHUCTaHHS, Op(aHHUX JIKAPCHKUX 3ac00iB, 1HHOBALIMHUX JIKapChKUX 3ac00IB Ta JIKAPCHKHUX
3aco0iB TIepeI0BOI Tepartii;

3) okpemy mpoleaypy AepkKaBHOI peecTpallii i 3000B’I3aHHS Ta OKpeMy MpOLEAypy AepKaBHOL
peectpallii y BHHITKOBUX 00CTaBHHAX, MepeadadeHi cTarTero 24 nboro 3akoHy;

4) okpemy Tporenypy Aep>KaBHOI peecTparllii JiKapchKuX 3aco0iB, mepeadadeHy crarrero 25
LBOTO 3aKOHY.

3.V nepkaBHIN peecTparlii JiKapchbKoro 3aco0y Moxke OyTH BIIMOBJICHO 3 TJICTaB, NepeadadeHrX
CTarTero 37 LbOro 3aKoHy.

4. Opras JepKaBHOTO KOHTPOJIIO HAJla€ HAyKOBE KOHCYJIBTYBaHHS 3asBHUKAM a00 MpeCTaBHUKAM
B YKpaiHi y NOpS/AKY, BCTAHOBJIEHOMY LEHTPAJbHUM OPTaHOM BHKOHABUOi Biaau, 110 3abe3medye
(hopMyBaHH Ta peaji3ye JAep:KaBHY MOJITHKY Y cepi OXOPOHH 3J0POB’SI.

Pe3ynpratn HayKOBOTO KOHCYJIBTYBaHHS O(OPMIIIOIOTECS MPOTOKOJIOM OpraHy JAepKaBHOTO
KOHTPOJIIO, 1110 Ha/IA€ThCS 3asBHUKY a00 MPEJCTaBHUKY B YKpaiHi.

Posmip 300piB 3a mpoBeACHHS NEpKaBHOI peecTparlii JIKapchbKoro 3acoly, BapTICTh MOCIYT 3
€KCIIEPTU3H MaTepiajiB PEECTPALIITHOTO T0ChE, MMOCTYT 3 OPOPMIICHHS BUTATIB 3 Jlep:KaBHOTO PEECTPY
JTiKapchbKuX 3aco0iB Ta TOCIYT 3 HAyKOBOTO KOHCYIBTYBaHHS OPraHOM JI€P>KaBHOTO KOHTPOIIIO
BCTaHOBIMIOIOTHCs Kabinetom MiHicTpiB YkpaiHu.

Crarra 15. Bumoru n0 3MmicTy 3asBM PO JEp’KaBHY pPEECTPALIO JIIKAPCHKOTo 3acoly Ta
MarepialiiB peecTpaliiiHoro 10chbe Ha JiKapchbKuii 3acio

1. Bumoru f0 00csTy Ta 3MiCTy MaTepialliB PEECTPALIMHOTO TOChE Ta POPMU 3asB MPO JACPKABHY
peecTpariito, nepepeecTpailio, 6e3cTPOKOBE MOAOBKEHHS JACPkKaBHOI peecTparlii JiKapchbKoro 3acody
BCTAHOBITIOFOTHCSI BIIMOBITHO JIO YACTHHU YETBEPTOi CTATTi 13 115OTO 3aKOHY.

3asBM PO JAEpKaBHY pEECTpaIliio, IMepepeecTpallio, Oe3CTPOKOBE MMOJOBKEHHS JIepP:KaBHOI
peecTpairii JiKapchbKOTo 3aco0y Ta peecTpaliifHi MaTepialy, M0 JOJAIOThCS A0 3asBH, MOJAIOTHCSA Ha
HarnepoBUX HOCISX Ta/abo0 B €JIEKTPOHHOMY BHIJISIIL.

2. YV 3agBi mpo JepKaBHY PEECTpallil0 JIIKAPCHKOTO 3aco0y, SIKIIO 1HIINE HE MepeadauyeHo UM
3aKoHOM, 3a3HAYAIOTHCS:

1) Ha3Ba Ta MiCIIe3HAXOKEHHS 3asBHUKA;

2) HallMCHYBaHHS, MICIE3HAXO/DKEHHS Ta anpeca (aapecu) BUPOOHHYMX TOTYKHOCTEH
BUPOOHMKA (BUPOOHUKIB);

3) HaliMeHyBaHHA, MICIE3HAXO/KEHHs iMmoprepa (iMmoprepiB) Ta agpeca (aapecu) ioro (ix)
MIPOBAKEHHS IS7IbHOCTI;

4) Ha3Ba JTiKapChKOTo 3aco0y;

5) 3araibHONPUIHATA HA3Ba JATHHCHKOIO MOBOIO (MIKHApOIHA HETIATEHTOBaHA Ha3Ba abo XiMiuHa
Ha3Ba (3a BICYTHOCTI MI>KHapOAHOI HEMAaTEeHTOBAHOI HA3BH);

6) CUHOHIMIYHI HaliMEHYBaHHS;

7) dopma BUIYCKY;

8) moBHUI CKJIaJ] JTIKAPCHKOTO 3ac00y;

9) mokazaHHs Ta NPOTUIIOKa3aHHs, HeOaXKaHl peaKilii;
10) no3yBaHHS;

11) yMOBH BiJIyCKY;

12) cmocobu Ta NUISIXH 3aCTOCYBAHHS;

13) cTpok Ta ymMoBU 30epiranus;

14) migcTaBu Afs 3aCTOCYBaHHSI OyAb-SKUX 3alOODKHUX 3aXOiB 1 3axo[iB Oe3neKku mpu
30epiranHi JiKapchbKOro 3aco0y, BBEIEHHI HOTO MAIliEHTaM Ta MPHU 3HUIIEHH] BiIXO/IB, 13 3a3HAYCHHSIM
MOTEHUIWHUX PU3MKIB, $KI JIIKAPCBKUHA 3acid CTaHOBUTH JJIsi HABKOJHUIIHBOIO HPHUPOJHOTO
CepeIOBUILA;
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15) indopmartist mpo ynakoBky;

16) nmaHi momo peectparii JiKapchkoro 3aco0y B i1HIIMX KpaiHaX, y TOMY YHCJi Ha3Ba KpaiHW,
HOMeEp 1 gara peectparii, abo iH(opmaIllis, Mo peecTpanis Npernapary 3A1HCHIOETECS OJHOYACHO 3
peecTpalli€ro B iHIIUX KpaiHax, a0o, mo YkpaiHa € mepuior KpaiHolo, B SIKid Mpenapar MmoJaeThcsl Ha
peecTpallito.

Kpim indopmartii, nependauenoi mynkramu 1-16 1iel yacTuHU, 3asBa PO JEPIKABHY PEECTPAIlito
JpKepesa palloHyKIi/1iB Ma€ MICTHTH:

3arajJbHUM OMUC CHCTEMHU BTOPMHHUX pPaJlOHYKIIJIIB pa3oM 13 JETalbHUM OIMCOM il
KOMITOHEHTIB, 110 MOXKYTh BIUIMHYTH Ha CKJIaJ 1 IKICTh JIIKapChKOTO 3ac00y;

SIKICHI Ta KUTBKICHI XapaKTEPUCTUKHU €JTr0aTy ado cyOIimary.

3. PimeHHs mpo JAep)KaBHY PEECTPALil0 OPHUTiHAJIBHOTO JIKApChKOro 3acoly, SKIO IHIIE He
nependayeHo UM 3aKOHOM, MPUHMAETHCS Ha MiACTaBl MOBHOTO PEECTPALIMHOTO JTOChE (HE3aeKHa
ab0 aBTOHOMHA 3asBa), @ HA TEHEPUUHMI JTIKapChKUil 3aci0 - Ha MiJICTaBl CKOPOYEHOTO PEECTpaLiitHOTO
JIOCBE.

4. Jletami3oBaHi CTaHAAPTHI BUMOTH JI0 PEECTPALIMHOTO JOCHE BCTAHOBIIOIOTHCS BIAOBIIHO 10
YACTUHU YETBEPTOi CTaTTi 13 115010 3aKOHY.

CrangapTHi BUMOTH JI0 IOBHOTO PEECTPAILIIMHOTO JI0ChE BKIIOYAIOTH TaKi MOMYJI:
1) agmiHicTpaTuBHA iHpOpMAITis;
2) pestome;

3) ximiyHa, papMarieBTHYHA 1 OionoriuHa iHopmallist Ipo JiKapchbki 3acO00H, 110 MICTATh XIMIYHI
9u 610JI0T14YHI J1if041 PEYOBUHHU;

4) 3BiTH PO MPOBEACHHS JOKITIHIYHUX JOCIIKEHb JIIKapChKOTO 3ac00y;
5) 3BITH PO MPOBEIEHHS KJIIHIYHUX TOCIIKEHb (BUIPOOYBaHb) JTIKapChKOTO 3aC00Yy.

CrnemianpHi BUMOTH J0 PEECTPALIMHOIO JOChE Ha JIKApPChbKUK 3acid mepemoBoi Teparii,
TOMEONAaTUYHUHN, POCIMHHUHN, IMYHOJIOTIYHHM, OpQaHHUN JiKapchbKHi 3acid, ikapchKuil 3aciO,
oZlepKaHWH 13 KpoBi ab0 MIa3MHu KpoBi, pagiodapManeBTHYHMIA Tpenapar, JpKepena pagioHyKIiIiB,
Ha0OpHM PATIOHYKIIIIB 1 TPEKYpCOPH PaJIOHYKIIIIIB BCTAHOBIIOIOTHCSA BIAMOBITHO 10 YacCTHHU
4yeTBepToi cTarTi 13 11p0ro 3akony.

BumMorn miomo KOpPOTKOi XapaKTepUCTHKH Ta JINCTKA-BKJIAIKH, a TaKOXK aJanTyBaHHS
3aTBEep/UKEHNX y €BporneiickkoMmy Coro3i JHMCTKIB-BKIJIAJIOK JIIKAPCHKUX 3ac00iB, 3apeeCcTPOBAHUX Y
€sporeiicbkomy Co1031, BCTAHOBIIOIOTHCSI BIIOBIIHO JI0 YACTHHM YeTBEPTOi cTarTi 13 1poro 3akoHy.

[IMomo mikapcekkux 3aco0iB, 3apeecTpoBaHuX Yy E€Bporeiickkomy Coro3i, 3I1HCHIOETHCS
aJIanTyBaHHs 3aTBEp/DKEHUX y €BporelickkoMmy Cor031 JUCTKIB-BKIAAO0K Y MOPSIAKY, BCTAHOBICHOMY
[EHTPATFHUM OPraHOM BUKOHABYOI BIaaW, MmO 3abe3medye (GOpMYyBaHHS Ta peaiizye JAepKaBHY
MOJTITHKY Y cepl OXOPOHH 3A0POB’SI.

5. Opran Jiep>kaBHOTO KOHTPOJIO 3a0e3reuye Ha CBOeMY O(]iliiiHOMYy BeO-calTi BUIBHUI JOCTYII
710 BCIX pe3yNbTaTiB AOKIIHIYHUX AOCTIDKEHb Ta KIIHIYHUX JTOCIHIPKEHb (BUIIPOOYBaHb) JIIKAPCHKHIX
3aco0iB (3BITIB MPO MOKJIHIYHI JOCIIDKEHHS Ta KIIHIYHI AOCHIKEHHS (BUTIPOOYBaHHS), 3a3HAYCHUX
y Wil CTaTTI, K1 € BIAKPUTOIO iHPOPMALIIETO.

Crarra 16. JlepxaBHa peecTpaliist pe(h)epeHTHUX Ta FTeHEPUYHUX JTIKapChbKUX 3ac001B

1. JlepkaBHa peecTpailisi peepeHTHHUX Ta TeHEPUYHUX IIKAPCHKUX 3aC00IB 3 ypaXyBaHHSM
NOJIOKEHb cTaTTi 41 11bOr0 3aKOHY 3AIMCHIOETHCS Y OPSIKY, BA3HAYCHOMY YaCTHHOIO TPETHOIO CTATTI
13 uporo 3akony.

Oco06auBi BUMOTH 70 00CATY Ta 3MICTy MaTepialiB peecTpaliiiHoro Aocke Ta (GOpMH 3asB MPO
JEp)KaBHY PEECTPAIlil0 TaKUX JIKAPCHKUX 3ac00IB BCTAaHOBIIOIOTHCS BIAMOBIAHO 70 YacTHHHU
yeTBepToi cTarTi 13 11boro 3akony.

2. PimieHHS Tpo Jep)KaBHY PEECTPAII0 TEHEPUYHOTO JIKapChKOrO 3acol0y NpuilMaeThCcsi Ha
IIJICTaBl CKOPOYECHOI 3asiBU Ta JIOIAHMX JIO0 HEl peecTpalliiHuX MarepiaiiB, y SIKMX HaBEJCHO IOBHI
aJMIHICTpaTHBHI, (papMaleBTUYHI JaHi, y TOMY YHUCII JaHl 1010 €KBIBaJEHTHOCTI 10 pedepeHTHOTO
JIKapChKOro 3aco0y (SKIIO0 3aCTOCOBAHO), OTPHMaHI y BH3HAYEHOMY LEHTPAJIbHUM OPIraHOM
BUKOHABYOI BJaJM, 10 3a0e3neuye (hOpMyBaHHS Ta peaiidye JAep>KaBHY MOJITUKY Yy chepl OXOpOoHU
3JI0POB’s1, TOPALKY.

3. Opran JepXaBHOTO KOHTPOJIIO BIPOBA/KYE KOMIUIEKCHY CHCTEMY, IO TapaHTye
KOH(1ACHIIMHICTh, 3aXUCT MpaB IHTEIEKTyalbHOI BJIACHOCTI BJIACHHUKIB peecTpalii, 30epexeHHs Ta
HE3aNeKHICTh JaHMX JOKIIHIYHHUX JOCHIDKeHb 1 KIIHIYHUX JOCHIIKEeHb (BUIPOOYBaHb), IO
HAIAI0ThCS IS AepP>KaBHOI peecTparllii peepeHTHOro JTKapchKOro 3acoly s Horo po3milieHHs Ha
PUHKY YKpaiHH.

JUis NpUMHATTSA pIlIEHHS NPO JAEP)KaBHY PEECTpPaLlil0 T€HEPUYHOTO JIKapChKOro 3acoly He
BUMAraloThCsl Ti YACTUHU CKOPOUYEHOTO PEECTPAIIHOTO JOChE, IO MICTATH HOBI MMOKAa3aHHS YU HOBI
Jikapchbki GopMu, 3aXUIIEH] TAaTEHTAMU SIK PE3YJbTaT 1HTEIEKTYa IbHOI JiSIbHOCTI JTFOIUHH.

Crarrsa 17. BukopucranHs MaTepiaiiB peecTpauiiHOro J0ChE Ha JIIKapChbKUil 3aci0

1. BracHuk peecTparii Moxe 103BOJIMTH BUKOPUCTAHHS (papMalleBTMUYHOI JOKyMEHTalli, JaHUX
JOKIIIHIYHUX JOCITIJDKEHb 1 KIIHIYHUX JOCHIDKEHb (BUIPOOYBaHBb), 110 MICTATBCSA B PEeCTpaLliiHUX
Mmarepiajax Ha JIKapChbKUi 3acid, 3 METOI0 MiArOTOBKM 3asB IPO JEPKABHY PEECTPALIIO I1HIIMX
JIKapChbKUX 3ac001B, 1110 MalOTh TaKWil caMuil SIKICHUM 1 KiTbKicHUN ckian ADI 1 Ty camy mikapcbKy

bopmy.

Crarra 18. BuMoru 1o JOKYMEHTIB, IO MOMAIOTHCS IS JIEPKABHOI peecTpartii JKapchKoro
3aco0y
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1. 3asBHMK TIOBHMHEH 3a0e3Me4nTH, 100 JeTalbHI XapaKTEPUCTUKU JIKAPCHKOTO 3aco0y, M0
MOJIAETHCSI 10 OPTaHy JEP>KaBHOTO KOHTPOJIO IS JEp)KAaBHOT peecTpallii, 3a3HadeHi y cTarti 15 mporo
3akoHy, Oynmm CKIaJeHI 1 WIAMHCAHI EKCIepTaMu, SKi BOJOMIIOTH HEOOXITHOI TEXHIYHOK i
npodeciiftHo0 KBaji(dikaIli€er, mpo 1mo Mae OyTH 3a3HaY€HO Y KOPOTKOMY pe3oMe.

Bumoru 10 TexHiyHOi Ta mpodeciiiHoi kBamidikaiii eKCnepTiB, sIKi MalOTh MPaBO CKIAAATH 1
MIMACYBaTH  JIOKYMEHTH, 10 TOAAIOThCA IS JEp’KaBHOI peecTparlii JIKapChbKOro 3acoly,
BU3HAYAIOTHCS [IEHTPAILHIM OPraHOM BHKOHABYOI BJaH, IO 3a0e3medye (pOpMyBaHHS Ta peaizye
JiepKaBHY MOJIITUKY Y c(hepi OXOPOHU 310pOB 4.

2. Oco0wu, 5Kl MalOTh TEXHIYHY Ta npodeciiiHy kBamidikallito, 3a3Ha4eH] Y YaCTHUHI MepImii miel
cTarTi, 3000B’s13aHi onucaTd Oy[b-sSKe BUKOPUCTAHHS HAyKOBOI JIiTepaTypu 3TiAHO 3 BUMOTaMH,
BCTAHOBJICHUMH IEHTPAJIbHUM OPraHOM BHKOHABYOI BJIa/H, 110 3a0e3neuye (opMyBaHHS Ta peajizye
JIepKaBHY TIOMITHKY y cdepi OXOpOHH 370POB’s, BiMOBIIHO 10 YaCTHHH YE€TBEPTOi cTaTTi 13 1BOTO
3aKony.

3. KopoTke pe3iome 3 JIeTalbHUMH XapaKTEPUCTHKAMU JIKAPCHKOTO 3ac00y BKIIIOYAETHCS [0
MaKeTa JOKYMEHTIB, SKMM 3asdBHUK a00 TPEACTaBHUK B YKpaiHl TOJA€ 10 OpraHy Aep>KaBHOTO
KOHTPOJIFO Il I€P>KaBHOI peecTpalii 3riiHO 3 BUMOIaMH, BCTAHOBJIECHUMM LEHTPAJIbHUM OPraHOM
BUKOHABUOI BIIajH, 110 3abe3neuye (GopMyBaHHsS Ta peajizye IepKaBHY IMOJITHKY Yy chepi 0XOpoHU
3JI0pOB’sl, BIAMOBITHO /IO YACTMHU YETBEPTOi cTaTTi 13 11boro 3akoHny.

I'nasa II.
CreniajibHi MOJT0KeHHS 010 OKPEMHX JiKaAPpChKUX 32c00iB

Crarrs 19. JlepxaBHa peecTpallis roMEONaTHYHHUX JIKaPChKHUX 3aC001B

1. JlepxaBHa peecTpaiis TOMEONATHYHUX JIKAPCHKUX 3ac00iB 3IIHCHIOETHCS 32 OKPEMOIO
(cpoIIeHOI0) MPOIEAYPOI0 Y TOPSIIKY, BU3HAYEHOMY YaCTHHOIO TPEThOIO cTarTi 13 mporo 3akoHy.
Ocob6nuBi BUMOTH 110 00CATy Ta 3MICTY MarepialiiB peecTpaliifiHOro aocke Ta (HopMHU 3asiB MpPO
JIEpKaBHY PEECTPAIlI0 TaKMX JIKAPCHKUX 3aCO0IB BU3HAYAIOTHCS BIAMOBIIHO O YaCTUHHU YE€TBEPTOI
ctarTi 13 11p0T0 3aKOHY.

2. JlepxaBHiii peecTpallii 3a CHPOIICHOI MPOLEAYPOIO MiUISTaloTh JIMIIE TI TOMEOHATU4HI
JKapchKi 3ac00M, 10 BiAMOBIIAIOTH YCIM TAKUM YMOBaM:

1) nikapcbkuii 3aci0 NpU3HaYeHUH 7151 TEPOPATBLHOTO BBEICHHS YU MICLIEBOTO 3aCTOCYBaHHS;

2) Ha €TUKETL JIIKapChbKOro 3aco0y uu B Oy[b-sKii 1HIIHN 1H(OpMAaIli 111010 HBOTO HE 3a3HAYEHO
KOHKpETHE TeparneBTUYHE MOKa3aHHs JUIsl 3aCTOCYBaHHS;

3) crymiHb PO3BEIEHHS JIKapChKOTO 3aco0y € JIOCTaTHIM Ui TapaHTyBaHHS HOro Oe3IeKH,
30KpeMa JIIKapChKHUi 3aci0 HE MOXKEe MICTUTH TOHAJ OJHY YacTHHY Ha 10 THCAY YacTUH MaTOYHOTO
PO3YKMHY YH MOHAI OAHY 4YacTuHy Ha 100 YacCTMH MIHIMAIBHOTO JTO3YBaHHS JiFOUOi PEYOBHHH, IO
3aCTOCOBYETHCSI B AJIOMIATUYHOMY JIIKaPCHKOMY 3ac00i, [0 BiJITyCKAETHCS JUIIIE 33 PEIETITOM JIiKapsl.

3. llentpanbHuii opraH BUKOHABYOI BIIaJH, M0 3a0e3mneuye (GOpMyBaHHS Ta peaizye Iep:KaBHY
MOJIITUKY y cepi OXOPOHU 3[0POB’sl, BCTAHOBIIOE OKPEMH TOPSAOK MOKIIHIYHUX IOCITIIKEHb 1
KJIIHIYHUX JTOCIHI/PKeHb (BUMPOOyBaHb) TOMEONATHYHHUX JIKApChKUX 3ac00iB BIAMOBIIHO 0 BHUMOT
3aKOHOJIaBCTBA, aJIallTOBAHOIO /10 3aKOHOJABCTBA €Bponercbkoro Coro3sy.

Crarrs 20. [lep>xaBHa peecTparlist TpaIuiiHUX POCIUHHUX JIIKAPCHKHUX 3aC001B

1. JlepxaBHa peecTpallis TPaIULIMHUX POCIMHHUX JIKAPCHKUX 3acO0iB 3HIHCHIOETBCS 3a
OKpeMOI0 (CHPOILIEHOI0) MPOLEAYPOI0 Y HOPSIKY, BU3HAYEHOMY YaCTUHOIO TPEThOIO cTarTi 13 1poro
3akony. Oco0iMBI BUMOTH /10 00CSTY Ta 3MICTy MarepialliB peecTpalifHOro 10Cke Ta (hopMu 3asB PO
Jep)KaBHY PEECTPAIl0 TaKUX JIKAPChKUX 3aCO0IB BU3HAYAIOTHCS BIAMOBIIHO J0 YaCTUHH YE€TBEPTOI
ctarti 13 poro 3akony.

2. ApmanToBaHi 70 3akoHOAaBcTBa €Bpomeiicbkoro Coro3y KpuTepii 3aCTOCYBaHHS CITPOIICHOT
MPOIICAYPH JEPKaBHOI peecTparlii Uisl TPagUIliiHAX POCIMHHHUX JIIKAPChKUX 3ac00iB Ta 0COOIMBI
BUMOTH JI0 i 3aCTOCYBaHHSI BCTAHOBIIIOIOTHCS Y MOPSIKY, BU3HAUEHOMY YAaCTHMHOIO TPETHOIO CcTaTTi 13
ILOTO 3aKOHY.

3. YV nepxaBHill peecTpaiii TpaauUifHOTO POCIMHHOTO JIKapChbKOTO 3aco0y Moxe OyTH
BIJIMOBJICHO 3 Ti/ICTaB, MepeadaueHuX CTaTTero 37 1bOT0 3aKOHY, a TAKOXK SIKIIO 3asiBa MPO JCPKABHY
peECTpaIlifo TAaKOTO JIIKApCHKOTO 3aco0y HE BIIINOBiJae BCTAHOBICHWM BHMOTaM YW 32 HAsBHOCTI
onHi€l 3 TAKUX MIJICTaB:

1) sikicHmIA Ta/ab0 KUTBKICHUH CKJIAJ] JIIKAPCHKOTO 3ac00y HE BiJIMIOBIAA€ 3asIBICHOMY;
2) mpemnapar He BIANOBia€ BU3HAYCHUM KPUTEPISAM;
3) mpenapar € HeOe3eYHUM IS 3A0POB’ Sl IPH 3aCTOCYBaHHI HOTO y 3BHYAHUX YMOBaX;

4) HEemOCTaTHRO JAHUX PO TPAAUIIIHE 3aCTOCYBaHHS, 0COOIMBO SKIIO (hapMaKOJIOTIYHUN BIUIUB
a00 e(eKTUBHICTh € HEMPUIHATHUMH Ha MiICTaBi JOCBIIY TPUBAJIOTO 3aCTOCYBaHHS;

5) He3aoBUIbHA (papMalleBTHYHA SKICTb.

4. Tlepenik pOCIMHHUX CyOCTaHIIH, mpemapariB Ta iX KOMOiHAIi{, 110 BHKOPUCTOBYIOTHCS Yy
TPaJULIAHUX POCIMHHUX JIKapChbKUX 3ac00ax, 3aTBEPAXKYETbCS LEHTPAJbHUM OPraHOM BHUKOHABYOL
BJa/H, 110 3a0e3neuye popMyBaHHS Ta pealizye Iep:KaBHY MOJITHKY y cepi OXOPOHU 3M0pPOB’s, Ta
MICTHTh IIOJ0 KOXXHOi POCIMHHOI CyOCTaHLii TIOKa3aHHs, CHUJIy [ii Ta JO3yBaHHA, CIOCOOH
BUKOPUCTAHHS Ta Oy[b-sKy 1HIIY 1H(QOpMaIlito, HeoOX1IHY sl O€3MEYHOr0 3aCTOCYBAaHHS POCIMHHOT
cyOcTaHIIii SIK TPAAUIIIHHOTO POCIUHHOTO JIIKAPCHKOTO 3aCO0Y.

5. Tlpu po3mmsami 3asiBU MPO JIEPIKaBHY PEECTPAIII0 TPATUIIIHHOTO POCIMHHOTO JIiIKAPCHKOTO
3aco0y BpaxoOBYIOThCS MOHOTpadii 11 pOCIMHHUX IpernapariB, BKIOUeH1 10 JlepxkaBHoi papmakormnei
VYkpainu abo €sBpomneiicbkoi (dapmakonei. Skmo mo JepxaBHoi ¢dapmakonei VYkpainu abo
€Bporeiicbkoi papmakornei He BKIIOUEHO MOHOTpadii sl pOCIMHHUX MpenapariB, 3asBHUK M€ MPaBoO
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MOCHJIATHCS Ha 1HIT MOHOTpadii A1 pOCTUHHUX TPENapariB, IO MICTATHCS B aKTyaIbHUX O(PIIIHHUX
(dapmakonesx aepkaB - wieHiB €Bpomneiicbkoro Cotrosy, [omeomarnuniii dapmaxonei CromydeHux
lTariB AMEpUKH.

Sxmo no [lepxxaBHoi ¢apmakonei Ykpainu abo €Bponeiicbkoi (papMakorei BKJIIOYaIOThCS HOBI
MoHorpadii I POCIMHHUX TMpenapariB, BIACHUK peecTpallii, 3a HEOOXIAHOCTi, TOBHHEH B
YCTaHOBJICHOMY IOPSIIKY BHECTH BIJIOBI/IHI 3MIHU JIO PEECTPALIIIHOTO JOCHE.

Momnorpadii Ui pOCIMHHUX MPErapariB 3aTBEP/PKYIOThCS LEHTPAJIbHUM OPraHOM BHKOHABYOT
BJIa/U, 110 3a0e3nedye (popMyBaHHS Ta pealizye Jep:KaBHY MOMITHKY y cepi OXOPOHH 30pPOB’S, Ta
MaroTh OyTH OImyOJIiKOBaHi.

Crarrs 21. Jlep>xaBHa peecTparlist JiKapchbKHUX 3aC001B JUIS ME11aTPUIHOTO BUKOPUCTAHHS

1. Jlep>xaBHa peecTparlis JIKapChbKUX 3ac001B I TeAIaTpUIHOTO BUKOPUCTAHHS 3A1HMCHIOETHCS Y
MOPSAIKY, BU3HAYEHOMY YAaCTUHOIO TPEThO cTarTi 13 1boro 3akoHy, 3 ypaxyBaHHSIM OCOOIMBOCTEH,
BU3HAYCHHUX ITI€I0 CTATTEIO.

2. CnenianbHi BUMOTH 0 JiKapchKoi popmu, criocoOy BBeIeHHS, TaKyBaHHs, YMOB BUPOOHHUIITBA
JTIKapChKUX 3ac00iB IS MEJIaTPUYHOTO BUKOPUCTAHHS 3aTBEPKYIOTHCS IIEHTPAJIBHUM OpPraHOM
BUKOHABYOI BJIaJM, IO 3a0e3mneuye (GOpMyBaHHS Ta peanidye JIepiKaBHY IMONITHKY Yy cepi OXOpOHH
310POB’ 4.

3. Hnsa inentudikamii JiKapchKUX 3aco0iB Ui MEAIaTPUYHOTO BUKOPUCTAHHS HAa ETHUKETKax
JKapChKUX 3ac001B Mae OyTH PO3MIIIEHO CUMBOJI TIPO MPU3HAYEHHS 3a3HAYEHOTO JIIKAPCHKOTO 3aC00y
TUISL TITeH, 3pa30K SIKOTO 3aTBEPKYEThCS IEHTPAJIbHUM OPraHOM BHKOHABYOI BJIAH, IIO 3a0e3meuye
(opMyBaHH: Ta peaji3ye JAep:KaBHY MOJITHKY Y cepi OXOPOHH 30POB’SI.

4. Ocoba, sika mogae 3asBy MPO JEP’KaBHY PEECTPAIlI0 OPUTIHAIBHOTO JIIKAPCHKOTO 3aco0y s
HelaTpUYHOTO0 BUKOPUCTAHHs, 3000B’s3aHa IOJATH JO OpraHy JEp’KaBHOTO KOHTPOJIIO IUIaH
NeiaTPUYHUX JOCIIIKeHb, 1110 MICTHTh MOPSIOK 3a0e3MeueHHs] BUKOHAHHS JOBFOCTPOKOBUX 3aXOJliB
13 momnepemKeHHs HeOa)XKaHMX peakliid MPU 3aCTOCYBaHHI JIKApChbKOro 3aco0y 1 MiJABHUILNEHHS HOro
e(eKTUBHOCTI cepei AUTAYOr0 HACEJIECHHS.

[Tman nmemiaTpU9HUX JOCTIKEHD MOTOMKYETHCS 3 OPTaHOM JIEPKABHOTO KOHTPOJIO Y TOPSIIKY 1
CTPOKH, BHM3HAUCHI LEHTPAJbHUM OPraHOM BHUKOHABYOI BIagy, IO 3a0e3medye (OpMyBaHHS Ta
peaitizye Aep>kaBHY MOJITHKY y chepi OXOPOHH 3/10POB’s.

Crarra 22. JlepkaBHa peectpaiisi oppaHHUX JIKapCbKUX 3ac00iB, 1HHOBALIMHUX JIKAPChKUX
3aco0iB Ta JIIKAPCHKUX 3ac001B TIEpPeI0BOT Tepartii

1. JlepxaBHa peecTparisi ophaHHUX JiKapChKUX 3ac00iB, IHHOBAIIHHUX JIKapChKUX 3ac00iB Ta
JKapChKUX 3ac001B MEPenoBOi Teparlii 3M1HCHIOETHCS Y TOPSIKY, BU3HAYCHOMY YaCTHHOIO TPETHOIO
ctarti 13 poro 3akoHy, 3 ypaxyBaHHSM MOJOXKEHb Ta CTPOKIB, BA3HAUYEHUX LIUM 3aKOHOM.

Crarra 23. OcoOnuBOCTI Jep)KaBHOI peecTpallii JIKapChbKUX 3aco0iB 3 J00pe BUBYCHUM
3aCTOCYBaHHSM Ta JIEpP)KaBHOI peectpaiii 3a iH(GOPMOBAHOK 3rO/IOK0 BJIAaCHUKA (hapMareBTHYHOI
JOKYMEHTAIIi1, TaHUX JTOKITIHIYHUX JTOCITIKEHb 1 KIIIHIYHUX JOCIIKEeHb (BUITPOOYBaHb)

1. Bix BracHuKa peecTpallii He BUMaraeThCsl HaJaHHsS Pe3yJIbTaTiB AOKIIHIYHUX JOCTIIKEHb a00
KIIHIYHUX JOCITI/DKeHb (BUIMPOOYBaHb), SIKIIO BiH MOXE MpoJeMOHCTpyBaTH, 1o A®I mikapchbKoro
3aco0y, 110 TOAAETHCS s AepP’KaBHOI peecTparlii, Mae 100pe BUBUEHE 3aCTOCYBaHHsS B YKpaiHi abo
neprkaBi - wieHi €Bporneiicbkoro Coro3y un €BponeichKo1 acolrialii BUTbHOT TOPTiBIIi, 0 € CTOPOHOIO
Yrogu mpo €BpoNEHChKY EKOHOMIYHY 30HY, MNPOTAroM MmoHaiMeHme 10 pokiB, Mae BH3HaHY
e(eKTUBHICTh Ta MPUUHATHUN PiBEeHb OE3MEKH BIAMOBITHO MO BHMOI, BCTAHOBIEHUX ILIEHTPAIbHUM
OpraHoM BHKOHABYOI BJIaJv, 10 3a0e3neuye (popMyBaHHS Ta peanisye Aep)KaBHY HOMITUKY y cdepi
OXOPOHH 3JI0pPOB’sl. Y TakoMy pasi pe3yibTaTd JOKIIHIYHHUX JOCIIIKEHb Ta KIHIYHUX JOCIHIKEHb
(BunpoOyBaHb) 3aMIHIOIOTHCS BIJIOBIIHOIO HAyKOBOIO jdiTeparyporo. [lomoxkeHHst 1i€i crtarti He
0OMEXYIOTh JIiF0 3aKOHOAABCTBA I1[0JI0 OXOPOHU MIPOMHUCIIOBOI Ta KOMEPIIIHOI BIaCHOCTI.

2. Jlo 3asBU Tpo JACp)KaBHY pEECTpaIlil0 JIKapChKOTO 3aco0y J10Ma€Thcsi OOIPYHTYBaHHS
BUKOPHMCTAHHS HAyKOBOI JIiTEpaTypu BIANOBIAHO JI0 YACTUHU NEPIIOi L€l CTATTI 3TiAHO 3 BUMOIaMH,
BCTAHOBIICHUMU IICHTPATHHIM OPraHOM BHKOHABYOI BJIaJH, IO 3a0e3rnedye GopMyBaHHS Ta peajizye
JepKaBHY TIOMITHKY y cdepi oXopoHH 3A0poB’si. OOIpyHTYyBaHHS CKJIAMAETHCS Ta MMIAMUCYETHCS
eKCIepTaMu 3 HEOOX1AHOK TEeXHIYHOI abo mpodeciiiHoro kBamidikaliero, Mo Mae OyTH BUKJIAJCHA Y
KOpOTKii 6iorpadii.

3. Sxmo mikapcbki 3aco0u MmicTATh ADI, 1m0 BXOJATH 0 CKJIANy 3apEECTPOBAHMX JIKAPCHKHUX
3aco0iB Ta paHillle HE 3aCTOCOBYBAJMCA y Takiii KoMOiHAmii 3 JiKyBaJbHOIO METOIO, BIIACHUK
peectpallii TTOBHHEH HAJaTH Pe3yIbTaTH HOBUX MOKIIHIYHUX JOCTIIKEHb a00 HOBUX KIIHIYHHX
JOCIIJKeHb (BUIIPOOYBaHb) JIIKAPChKUX 3ac001B, IO CTOCYIOThCS Takoi KOMOiHaIlii, BIAMOBIIHO O
ctarti 15 uporo 3akoHy. Y TakoMmy pasi HaJaHHS HAYKOBHX MOCHUJIaHb Ha KOXKHMI okpemuil ADI He €
000B’I3KOBUM.

4. Bmacauk peectpariii He 3000B’s3aHUN HagaBaTH (papManeBTUUHY, JOKIIHIYHY Ta KIIHIYHY
JIOKyMEHTAII0, SKIIO0 OTPUMaB 3rO/ly BJIACHUKA PeecTpalii peQepeHTHOro JIKapChbKOro 3acoly Ha
BUKOPUCTAHHS TaKOi JOKYMEHTAIII1, [0 MICTUTKLCS Y MaTepiajaxX peecTpariiiHoro 10Cbe peepeHTHOTO
JIKapCchbKOro 3aco0y, paHille 3apeecTpoBaHOro B YKpaiHi abo y JepkaBi - ujeHl €Bponenchbkoro
Coro3y abo €Bpomneiicbkoi acoriarii BiIbHOI TOPTiBIi, IO € CTOPOHOI YToau Mpo E€BpPOMEUCHKY
€KOHOMIYHY 30HY, BIAMOBITHO 110 3aKOHOAABCTBa €Bporelickkoro Coro3zy abo 3apeecTpoBaHOTO
KOMIIETEHTHHM OpraHoM €Bporneiicbkoro Coro3y 3a IEeHTPaNTi30BaHOI0 MPOIEIYPOI0, 3 METOIO OILIHKU
3asB TIPO JEePKaBHY PEECTPAIIiIO JIKAPChKUX 3ac001B, 1[0 MAIOTh 1ICHTUYHUN SKICHUN Ta KUTbKICHUHN
cknan 3a ADI ta ieHTUYHY JIIKapcbKy GopMmy.

Crarrs 24. [lepxaBHa peecTpalris JTIKapChbKUX 3ac001B i 3000B’s3aHHs, JepKaBHA PEECTpaIlis
JIKapChbKUX 3ac00iB y BHMHATKOBUX OOCTaBMHAx, y TOMY YHCII [N EKCTPEHOTOo MEIUYHOTO
3aCTOCYBaHHS

1. KabineT MinicTpiB Ykpainu y mopsKy Jep:kaBHOI peecTpaillii JiKapChKUX 3aC001B BCTAHOBITIOE
OKpeMy MpoLeAypy Jep:KaBHOI peecTparllii miJ 30008’ a3aHH (ali - peecTpariis miJ 3000B’A3aHHS) Ta
OKpeMy TMpoLEeAypy [ep:KaBHOI peecTparii y BHHATKOBHUX OOCTaBUHAX (Hami - peecTpamis y
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BUHSITKOBHX 00CTaBHHAX).

3a TaKUMU MIPOLIeAypaMHu MOXKYTh OyTH 3apeecTpoBaHi JiKapCchKi 3aCO0M, 10 HAJIEKATh JI0 OTHIET
3 TAKUX KaTeropii:

1) nikapcekuii 3aci®é mpu3HAYeHUH IS JTIKYBaHHS, NMPO(MITAKTUKH Ta JIarHOCTUKHM CEPHO3HUX
BHUCHAKJIMBHUX 3aXBOPIOBaHb 200 3aXBOPIOBAHb, SIKi 3arPOXKYIOTh )KUTTIO JIIONHHY;

2) nikapcbkuii 3aci0 MpU3HAYEHUH JJIs 3aCTOCYBaHHA Y HAA3BUYaWHUX CUTYAILisIX Yy BIJAIOBIJIb HA
3arpo3u 30pPOB’I0 HACEJIEHHS, 110 HAJIEKHUM YMHOM BH3HAaHI BCECBITHBOIO OpraHi3ali€lo OXOpOHH
310pOB’st 200 NEHTpaJbHUM OPTaHOM BUKOHABUOi BJIaaH, IO 3a0e3mnedye (popMyBaHHS Ta pealizye
JepKaBHY MONITUKY Y c(pepi OXOpPOHU 3710POB’s;

3) opdannuii ikapcekwii 3aci6 (Tpenapar oOMeXeHOTo 3acTocyBaHHs ab0 "mpemapar-cupora').

Bumoru 1o o0csary Ta 3micTy MarepialiiB peecTpauiifHoOro 10che i GOopMHU 3asiB MPO JEPKaBHY
peeECTpallito TaKuxX JIKAPChKUX 3aC001B BU3HAYAIOTHCS BIIOBIIHO 10 YAaCTHHH YeTBEPTOi cTarTi 13
IbOTO 3aKOHY.

2. Peectpauisi miJ 3000B’S3aHHS JOIYCKAETHCS y Pa3l OJHOYACHOTO JOTPUMAHHS BCIX TaKHUX
YMOB:

1) moTeHuiitHa KOPUCTH JIKAPCHKOTO 3ac00y MepeBaXxkae pU3MKH;

2) iCHye BHCOKa BIPOTIHICTh TOrO, IO 3asBHUK 3MOXKE€ BUKOHATH IOKJIAJEHI Ha HBOTO
3000B’s13aHHS Ta HAJAATH BUYEPITHI JaH1 MICJs PEECTpallii JIKapChKOTo 3aco0y y CTPOKH Ta B 00cCsTax,
Y3TO/DKEHUX 3 OPraHOM JEeP>KaBHOTO KOHTPOJIIO;

3) He icHye aJIeKBaTHOI, CXBAJICHOI Ta JOCTYIHOI aJbTepHATHUBU JIIKAPCHKOMY 3aco0y It
JIarHOCTUKHU, TPO(DITaKTUKK a00 JTIKyBaHHS 3aXBOPIOBaHb, CTaHy 4d (i3ionoriyHuX QYHKIIIHN JTIOIUHH,

4) KopucTb BiJ JOCTYMHOCTI JIIKAPCHKOIO 3aco0y [uisl TAalll€eHTIB MEpEeBAXKa€ pPU3UKU
HEJOCTATHOCTI JIAaHUX JOCIIKEHb (BUTTPOOYBAHb ).

Peectpamist mig 3000B’si3aHHS MOXJIMBA JIMIIE y pasi, SKIO JaHI MPO YCIIIIHE MPOBEICHHS
JTOKJTIHIYHUX JOCHIKEHb, OKpeMHuX (a3 KIHIYHUX JOCIHIKEHb (BUTPOOYBaHb) HAsBHI, ajie KJIIHIYHA
YacTHHA JOChE € HEMOBHOM. Y pa3i peecTpalii miJ 3000B’s13aHHS JT1KapChKOTO 3ac00y, MPU3HAYEHOTO
JUTSI BAKOPUCTAHHS Y HAJA3BUYAHUX CUTYAIlIsSX Y BIAMOBIIL HAa 3aTPO3U 30POB’ 0 HACEIICHHS, MOXKYTh
OyTH TPUUHATI 10 PO3MIsALY HEMOBHI JOKJIIHIYHI Ta (hapMalleBTUYHI JaHi, SKIIO HasiBHI pe3yiabTaTh
IIUX JTOCTIIKEHb MICTATh y CYKyITHOCTI HAyKOBO OOTPYHTOBaHI JOKa3W, BKIIOYAIOYH JaHI aJeKBaTHUX
Ta KOHTPOJIbOBAHUX JOCITI/DKEHb, SKI JAl0Th 3MOTY BBaXKaTH, IO JIKapchbKuil 3acid moxe OyTu
e(deKTUBHUM JUTs TPO(ITAKTUKH, JIarHOCTUKU a00 JIIKYBaHHS CePHO3HUX a00 HEOE3MEUHUX IS KUTTS
3aXBOPIOBAaHb, SIKI 3alOAISUIA IIKOAY CYCHUIBHOMY 370pPOB’I0 Ta JKUTTIO JIFOIEH BHACIIIOK
MIPOTHO30BAaHOTO a00 MiATBEP/HKEHOTO PO3MOBCIOMKEHHS IMAaTOTEHHUX arcHTIB, TOKCHHIB, XIMIYHHX
pedoBuH a00 BUNIPOMiHIOBaHb, 200 Oy/Ib-SKHMX 1HIIMX YMHHUKIB, 30KpeMa emieMiil Ta maHaeMii.

VY pimeHHi Ipo Aep)KaBHY PEECTPAIIiIO JIKAPCHKOTO 3ac00y, 3apeecTpOBAHOTO i 3000B’A3aHHS,
BU3HAYAIOTHCS 3000B’sI3aHHS Ta TPAHUYHI CTPOKU BUKOHAHHS TAKMX 3000B’3aHb.

VY pasi nep)kaBHOT peecTpallii JIKapChKOro 3aco0y 3a MPOIEAYpPOr0 peecTpaillii mijg 30008’ s3aHHS
Ha BJIACHHMKA PEECTPAIlil MOXKYTh MOKJIAJATUCS TaKi 30008’ I3aHHS:

3aBEPIINTH MTPOBEICHHS MOTOYHUX a00 TIPOBECTH HOBI TOCIKCHHSI (BUITPOOYBaHHs); 00

3a0e3neynTy 301p JOAATKOBUX AAHMUX IS MiJTBEP/KCHHS MepeBaru KOPHUCTI JTIKapChKOTO 3ac00y
HaJI pU3UKaMHU TIPH HOTO 3aCTOCYBaHHI.

BrnacHuk peectpartiii mpoTAroM BCTaHOBICHOTO CTPOKY 3000B’sI3aHNUI HAJAaTH OpraHy Jep:KaBHOTO
KOHTPOJIIO 1H(OpMALI0 MPO 3aBeplIeH] KIIHIYHI JOCHIKeHHS (BUIIPOOYBaHHA), y TOMY YHCII iX
pe3yabTaTH, SKi € TMiACTaBOI IS TPOBEACHHS IMOBTOPHOI EKCIIEPTHOI OINIHKU CITiBBITHOIICHHS
"KOpHUCTH/pHU3UK".

[Tig vac BUKOHAHHS 3a3HAYCHUX 3000B’s3aHb BIIACHUK PEECTPAIlii MOBIJOMIISIE OPTaH JePKABHOTO
KOHTPOJIIO Mpo HebakaHl peakiii Ha JIIKApChKUH 3aci0 y MOPSAIKY, BCTAHOBIEHOMY LIEHTPAJIbHUM
OpraHoM BHKOHAaBYOi Blaju, o 3a0e3mneuye (opMyBaHHS Ta peanizye JAep>KaBHY MOJITHKY Yy cdepi
OXOPOHH 37I0pPOB’S1.

Pimennst mpo peectpairito mia 3000B’sI3aHHS MPUHAMAETHCA CTPOKOM Ha ofauH pik. [TomoBxkeHHs
CTPOKY [ii Jep’kaBHOI peecTpallii JiKapchkoro 3acoly, 3apeecTpoBaHOrO TMia 3000B’s3aHHSA,
nependavyae MpOBEACHHS MOPIYHOTO OIIHIOBAHHS BUKOHAHHS BiIMOBITHUX 3000B’s13aHb Ta CKIIAJaHHS
OpraHOM JIEP’)KaBHOTO KOHTPOJIFO 3BITYy MpPO pe3yibTraTd OliHIOBaHHA. [licias BHKOHaHHS BCIX
3000B’sA3aHb 3asBHUKOM y BCTAHOBJIGHUI CTPOK Mdisl IEp>KaBHOI peecTpallii J1KapchbKOro 3aco0y Moxe
OyTH TOZIOBKEHA Ha II'ATh POKIB 3 MOJAJBIION MEePEePeecTpallielo Ta BCTAHOBIEHHSIM HEOOMEKEHOTO
CTPOKY 3aCTOCYBaHHSI.

3. JlepxaBHa peecTpalis JIKapchbKUX 3ac00iB y BHHATKOBUX OOCTaBMHAX JOIMYCKAETHCS, SKIIO
3asBHUK MOXKE€ OOTPYHTYBaTH HEMOXKJIMBICTb HAJaTH BHYEPITHI JaHi 010 e()eKTUBHOCTI Ta Oe3neku
JKapChKOTO 3ac00Y, 3 TAKUX I1JCTaB:

1) mokazaHHs, 32 SIKUMH 3aCTOCOBYETBCS JIKapChKUH 3aci0, 3yCTpi4aloThCsl BKpal piIKo, TOMY
3aBHUK HE MOXE OTPHUMATH JOCTaTHBO JaHMX TiJ dYac MPOBEACHHS KIIHIYHUX HOCITIIKESHb
(BumipoOyBaHb);

2) 3a iCHYIOUMX HAyKOBHUX JJaHMX HE MOKe OyTH MpencTaBiieHa MoBHA iH(opmariist abo 30ip Takol
iHpopMatii Oyie CynepeunTy 3araJbHONPUHHATAM MPUHITUIIAM MEIUIHOT €TUKH.

VY pa3i gepkaBHOI peecTpallii JIIKapCchbKOro 3aco0y 3a MPOIEIypO PEECTpallii y BUHSITKOBUX
oOcTaBHHAX HA BIACHHUKA PEECTPAIlii MOKIAIAl0THCS TaKi 3000B’ I3aHHS:

MOBIZJOMJISITH OpPTaH JIEP)KaBHOTO KOHTPOJIO MPO Oynb-sKy HeOakaHy peakiiio Ha JIiKapChKUN
3acid Ta mpo Aii, AKi mependavaeThCsl BUMHUTH Yy 3B’A3KY 13 BHSIBICHOIO PEAKI€I0, y TOPSAIKY,
BCTaHOBJICHOMY LIEHTPaJbHUM OPTaHOM BHUKOHABYOi BJIaJH, M0 3a0e3nedye (hopMyBaHHS Ta peajizye
JepKaBHY MOMITHKY Y chepi 0OXOpOHU 3710pOB’S;
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3aBEPUIMTH MPOTATOM BCTAHOBJIEHOTO OPraHOM JEp>KaBHOTO KOHTPOJIO CTPOKY BH3HAUCHY
porpamy J0CIHiUKeHb (BUITPOOYBaHb);

BCTAaHOBUTH, 110 JIIKAPCHKUH 3aCi0 BIJITYCKAETHCS JIMIIE 3a PEIENITOM Ta Y BUHATKOBHX BHUIAJIKAX
3aCTOCOBYETHCSI BHUKJIIOYHO TiJ] CYBOPUM MEIWYHHM HAIVISI0M, 30KpeMa B 3aKjialax OXOpPOHHU
3J10pOB’s;

nependaynTH, IO y KOPOTKIM XapaKTEePUCTHIl, JHUCTKY-BKJIAIIl JIKApChKOTO 3aco0y
3a3HAYAETHCS, 10 HAsBHI XapaKTEPUCTUKH TAKOTO JIIKAPCHKOTO 3aco0y € HEeIOCTaTHIMH y TEBHUX
BU3HAYCHUX ACTICKTaX.

BrnacHuk peectpauii mpoTsSroM BCTAHOBJIEHOTO CTPOKY 3000B’s13aHUI HalaTH OpraHy JAep>KaBHOTO
KOHTpPOJIIO 1H(OpMAIIiI0 PO 3aBEPILICHHS BU3HAUEHOI MPOTrpaMu JOCITIKEeHb (BUIIPOOYBaHb), Y TOMY
yucll IX pe3yiapTartd, $KI € TIJCTaBOK JUIsl IPOBEJACHHS MOBTOPHOI €KCIEPTHOI OLIHKU
CITIBBITHOIIICHHSI "KOPUCTH/pU3UK".

Bukonanus 3000B’s3aHb, TOKJIQJCHUX HA BIIACHUKA peecTpallii, mepeadadyae OTpUMaHHS Ta
HajaHHS 1H(popManii npo Oe3neyHe Ta e(QEeKTUBHE BUKOPUCTAHHS JIKApChKOro 3acoly s
(hopMyBaHHs MOBHOT'O peeCTpaliifHOro A0cke. B okpeMux Bumajakax 3 oOIpyHTOBaHMX NMPUYMH TAKOI
iHpopMaLii Moxe OyTH HEeTOCTATHBO AJIst POPMYBAHHS TOBHOTO JIOCHE.

Ctpok nii gepkaBHOI peecTparii JIKapCchbKOro 3aco0y, 3apeecTpOBaHOTO Yy BHHSITKOBHUX
00CTaBMHAX, CTAHOBMUTbH II'SITh POKIB 3 JHSA HOro JepXaBHOI peecTpauii Ta nependavae IOpIYHUN
nepenisa/ CHiBBiAHOMEHHS "KOPUCTH/PU3UK", HA MiACTaBl AKOTO MOXKe OyTH MPUHHSATO PILICHHS MPO
MOBHY 200 TUMYacOBY 3a00pOHY 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y y BCTaHOBJICHOMY Topsiaky. [licis
3aKIHUEHHSI CTPOKY, MPOTSTOM SIKOTO JIO3BOJICHO 3aCTOCYBAaHHS JIIKaPCHKOTO 3ac00y y BUHSITKOBHX
oOCTaBMHAxX, HOro mojajblle 3acTOCYBaHHS MOXIJIMBE 3a YMOBU nepepeectpauii. [licas
nepepeecTpaltii CTPOK 3aCTOCYBaHHS B YKpaiHi JIIKAPCHKOTO 3ac00y HE 0OMEKYEThCS, KPIM BUTIAKIB,
SKIO OpraH JEP>KaBHOTO KOHTPOJIO 3 OOIPYHTOBAHMX IiJICTaB, IO CTOCYIOTHCS (hapMaKOHATIISIY,
npuiiMae pillieHHs PO BCTAHOBJIEHHS J0JATKOBOIO OOMEXKEHOro Mepiofy peecTpalii CTpOKOM Ha
I’ ITh POKIB.

[Iponenypa peecrpaiiii y BAHITKOBHX 00OCTaBHHAX HE JIOIYCKAETHCS, SKIIIO MOXKITUBO 3aCTOCYBAaTH
MPOLIEAYPY peecTparii mij1 3000B’ I3aHHS.

4. Tlicns mpUWHATTA PIIMICHHS NPO JEPKABHY PEECTpaIlil0 JIIKAPCHKOTO 3aco0y 3a Oyab-sSKOIO
IpOIEAYypOto, TMepeadaueHo MM PO3IiIOM, Ha BIIACHHUKA PEECTpallii TAaKoro JiKapchKoro 3acoly
OpraH JIep>KaBHOTO KOHTPOITI0 MOXKE TOKJIAaT 3000B’sI3aHHS MO0 MPOBEICHHS MOCTPEECTPAIIITHIX
JIOCITIJUKEHD:

3 Oes3Meku, 3a HasBHOCTI CyMHIBIB IIOZ0 OE3MEKH 3apeecTPOBAHOTO JIIKApChKOro 3acoly. Y pasi
SIKIIIO CYMHIBH CTOCYIOTBCSI OUTBINIE HI’K OJHOTO JIIKAPCHKOTO 3aco0y, OpraH Iep:KaBHOTO KOHTPOIIIO
BXKUBA€E 3axXO/IB IIOAO0 3aJIyYCHHS BIACHHUKIB peecTpallli TaKuX JIKapChKUX 3acO0IB /10 MPOBEIACHHS
CHUIBHUX NOCTPEECTPALINHUX AOCTIKEHD 3 O€3MeKH;

3 e(eKTUBHOCTI, y pa3i AKIIO PO3YMIHHS 3aXBOPIOBaHHS a00 KJIIHIYHOI METOMOJIOTIi BKa3ye Ha
HEOOX1AHICTh ICTOTHOTO TMEepersaAy IMOMepeaHiX OIIHOK moao edextuBHOCTI. [lokmameHHs Takux
3000B’s3aHb Ha BJIIACHHUKA peecTpallii Mae OyTH OOTPYHTOBAHO OpPraHOM JEP>KaBHOTO KOHTPOJIO i3
3a3Ha4YEHHSM IIUJICH Ta CTPOKIB MPOBECHHS 10 CI1IKCHb.

Brnachuk peectpaliii Mae npaBo y BU3HAUYEHUI CTPOK HAJATH OPTaHy AEPKaBHOTO KOHTPOJIO CBOI
3ayBa)KEHHSI IIOJI0 TOKIAJCHNX Ha HBHOTO 3000B’si3aHb. 3a pe3ylbTaTaMH pO3TISAY HaJaHUX
BJIACHUKOM PEECTpAIliil 3ayBa)K€Hb OpraH JEPKAaBHOTO KOHTPOJIO MOXKE MIATBEPAUTH YU 3MIHUTH TaKl
3000B’s3aHHS.

Crarra 25. Oxpema nporeaypa JepKaBHOI peecTpartii JJikapChbKuX 3ac00iB

1. Kabinerom MinicTpiB YkpaiHu y MOpSAKY AEpKaBHOI peecTparlii BCTAHOBIIOETHCS OKPEMMIA
MOPSZOK  JIEpXKABHOI peecTpalii JiKapChbKUX 3aco0iB, IO MOXYTh 3aKyINOBYBaTHCA 0C000I0,
YIOBHOBAXCHOIO HA 3IIMCHEHHS 3aKyIiBeNb Y chepi OXOPOHH 3I0POB’s, y TOMY YHCIII 33 IOTOBOpaMHU
KEPOBAHOTO JIOCTYITY, CTEIiaTi30BaHOI0 OpraHi3aIli€lo, sika 3IHCHIOE 3aKyIiBJIl, HA BUKOHAHHS YTOIH
PO 3aKyMiBIIO MK LEHTPAJIbHUM OPraHOM BHKOHABYOI Biaau, MO 3abe3medye (opMyBaHHS Ta
peanidye JIep)KaBHY TMONITHKY y cdepi OXOPOHM 30pPOB’sl, Ta BiJMOBIAHOI CIIEIiaTi30BaHOO
Oprasi3ali€ro, sika 3/111CHIOE 3aKyIIiBJI, a TAKOX JIIKAPChKUX 3ac001B, BUBHAYEHUX CTATTEI0 27 I[bOTO
3aKoHy, 1110 3apeeCTPOBaHi y KpaiHax i3 CTPOrMMH PEryasTOpHUME opranamu (SRAS).

2. Oxpemuil NOpSAOK peecTpauii JIKapChbKUX 3aco0iB, SKI MOXYThb 3aKylOBYBaTHCS
CIIeIiali30BaHOI0 OpTraHi3aIli€lo, sika 3M1MCHIOE 3aKyIiBii, HA BUKOHAHHS YTOAHM PO 3aKYITIBIIO MIXK
LEHTPAJIbHUM OpraHOM BHKOHABYOi Biajau, M0 3alesnedye (OpMyBaHHS Ta peallizye Aep:KaBHY
HOJITHUKY y cdepi OXOPOHH 37I0pOB’SI, Ta BIAMOBITHOIO CIIEIialIi30BAaHOIO0 OpraHi3alli€lo, sika 3A1HCHIOE
3aKyTiBJI1, BCTAHOBIIOETHCS 3 YpaxyBaHHSAIM BUMoOT 3akoHy Ykpainu "[Ipo myOmivni 3akymiBii".

3. Oco0nuBi BUMOTH 10 0OCSTY Ta 3MICTY MaTepialliB peecTpaliifHoro 10cke Ta GOpMH 3asB PO
Jep)KaBHY PEECTpaIlilo JIKAPChKUX 3aco0iB, IMepen0adyeHuX II€F0 CTaTTe0, BCTAaHOBIIIOIOTHCS
BIJIMOBIJTHO /10 YaCTUHHU Y€TBEPTOI cTarTi 13 1mporo 3akoHy.

I'nasa III.
IpuitHATTA pillIeHHS MPO JAePKABHY PEECTPALII0 JIKAPCHLKOI0 3ac00y

Crarrsa 26. CTpoku npoBeeHHS JepKaBHOT peecTparii (mepepeectpariii)

1. Opran [pgepkaBHOTO KOHTPOJK TpUHAMAe pIMIEHHS TMpO JEpKaBHY  PEECTpallio
(mepepeectpariio) abo Mpo BIAMOBY B JiepkaBHiM peecTpalii (mepepeectpailii) JIiKapcbKoro 3acoly
npotsirom 210 kaneHIapHUX AHIB 3 JHS OTPUMaHHS HHUM 3asBU TIPO JICPKABHY PEECTpAIliio
(mepepeectpailito), 110 BKIJIIOYA€ CTPOK JUIs MPOBEACHHS EKCIEPTH3U MaTepiajiiB peecTpariiiHoro
JI0ChE, SKILO 1HIIE He Mepe10ayeHo UM 3aKOHOM.

2. IlepeGir cTpoky, 3a3HAYEHOTO y YACTHHI MEPHIii Ii€i CTarTi, 3YNUHSIETHCA Yy TOPSIKY,
BCTAHOBJICHOMY IICHTPAJIbHUM OPraHOM BHKOHABYOI BIIaJH, M0 3a0e3mneuye (GOpMyBaHHS Ta peajizye
JIep’KaBHYy TMOMITUKY y cdepi OXOPOHU 3M0pPOB’sl, V pasi SIKIIO HEOOXiJTHO BHUIMPABUTH HENONIKH YU
HA/IaTH JOAATKOBI JOKYMEHTH a00 MOsSCHEHHS, Ha Yac, HeOOX1MHUH [T iX yCYHEHHS Y HAJaHHS.
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Crarrs 27. CnenianbHi CTPOKH JIepKaBHOIT peecTpallii OKpeMHX JIKapChKUX 3ac00iB

1. PimenHs 3a 3asBOI0 MpO JepiKaBHY peecTpaiito (mepepeectpariro) ophaHHUX JHKAPCHKUX
3aco0iB, 1HHOBAIIMHUX JIKAPCHKUX 3aco0iB, JIKAPCHKUX 3acO0IB IMEpeoBOi Teparii, JIKapChbKUX
3ac00iB ans mpodinakTuku Ta/ado mikyBanas BIJI, nikyBanHs remo@isii, OHKOJOTIYHUX 3aXBOPIOBaHb,
BaKI[MH, 3apEeCTPOBAHMX Yy KpaiHax 13 CTpOrUMH peryasTopHumu opraHamu (SRAs) abo
€BporneiicbKuM areHTCTBOM 3 JiikapchbKux 3aco0iB (EMA), a Takok BakIMH, II00 SKUX BIIIOBIIHO 10
pimenHs BcecBiTHROI opranizamii oxoponu 3m0poB’st (BOO3) 3aiiicHeHo TpaHcdep TeXHOJIOTIl B
VYkpainy, npuiiMaeThCsi OPraHOM JIEPKaBHOTO KOHTPOJIIO HE Mi3Hime Hixk 3a 30 THIB Mic/is OTpUMaHHS
HUM BiJIIOBITHOT 3asIBU 3T1/THO 13 UM 3aKOHOM.

Crarra 28. [IpoBeneHHs eKcHepTH3M MarepialliB, IMOJaHUX Yy PEECTPALiHHOMY [OChE Ha
JiKapCchKUi 3acio

1. Jns 3aiiicHEHHS OIIIHKM TOJAHMX 3asBU PO JEPKaBHY PEECTPAIliI0 JIKapChKOTO 3acoly Ta
MaTepiajiB PeeCTPALiTHOTO T0ChE OPTaH AEPKABHOTO KOHTPOIIO:

1) mepeBipsie BIANOBIAHICTH IOJAHUX Pa30M 13 3adBOI0 MaTepialliB PEeCTPaLIHOIO J0ChE
BCTAHOBJICHUM BHMMOTaM i yMOBaM HPUHHATTA PILICHHS NPO ACPKAaBHY PEECTPALII0 JIIKapCHKOTO
3aco0y;

2) Mae mMpaBO TOJATH JIKAPCHKHH 3aci0, BHUXIIHI PEYOBUHHU IJIsI HOTO OJEp)KaHHS 1, SKIIO
HEOOX1HO, MPOMIKHI MPOAYKTH 200 1HIII IHTPEIIEHTH IS HIPOBEIEHHS €KCHEPTHOIO JOCIIIKEHHS 3
METOI0 JTOBEJCHHS, IO METOJM KOHTPOJIO, BUKOPUCTaHI BUPOOHMKOM 1 OMHCAHI y JOKyMEHTallii,
TIO/IaHIH 13 3asIBOIO TIPO JEPIKABHY PEECTPAITIO JTIKAPCHKOTO 3aC00Y, € 3aI0BUIbHIMU;

3) Mae mpaBo y BUIMAJKAX, BU3BHAYCHUX 3aKOHOJIABCTBOM, 3allUTATH y 3asBHUKA (IIPEICTaBHUKA B
VYkpaiHi) 101aTKOBY JOKYMEHTAIIIO JI0 3asiBH Ta/a00 YCHI UM MMUCHMOBI MIOSICHEHHS JIO He.

SIk1io opraH Jep:KaBHOTO KOHTPOJIIO CKOPUCTABCS TAKOI MOXIIMBICTIO, TO CTPOK, BU3HAYECHUH Y
YacTUHI mepiii cTarTi 26 1poro 3aKoHy, 3yNUHAETHCS A0 JHSA, 1110 HACTaHE PaHIIIe:

II0AAaHHA 3asABHUKOM JOJaTKOBO SaHI/ITYBaHOI I[OKYMCHTaI_Iﬁ Ta/abo BI/ITpe6YBaHI/IX ITIOSICHCHbD,

THsI, HACTYIHOTO 3a JHEM CIUIMBY HIECTUMICSYHOTO CTPOKY 3 IOYaTKy 3yNMUHEHHS Mepediry
CTPOKY.

2. ExkcmepTu3a MarepialiB peeCTpPaIlifHOTO JOChE, TOJAHWX JUIsl JAepaBHOI peecTpaii
(mepepeectpaitii, 6e3CTPOKOBOTO TOAOBXKEHHS [ii JEpXKaBHOI peecTparii JIKapchKoro 3aco0y),
IIPOBOAMTHCS BIAMOBIIHO /10 YACTUHU YETBEPTOI cTaTTi 13 11b0T0 3aK0OHY.

CrarTa 29. PimeHHs mpo Jep:KaBHY PeeCTpaIlifo JIIKapChKOro 3ac00y

1. Opran [nepKaBHOTO KOHTPOJIIO 32 pe3ylbTaTaMyd IPOBEACHOI EKCIEPTH3M MarepiaiiB
peecTpaniiHOro J0Che NpUAMae PIlIEHHS MPO JEpXKaBHY PEECTPALI0 JIKapChKOrO 3aco0y OKpeMo
II0JI0 KOKHOT 3asIBH TIPO JIEPIKaBHY PEECTPALIIIO.

PimenHs: mpo JepxaBHY peecTpaLiio JIKapChKoro 3acoly € MIATBEpPIKEHHSAM (DakTy nep>kaBHOI
peectparii JikapchKoro 3acody B YKpaiHi 3 JaTu, 3a3Ha4eHOi y TakoMy pimieHHi. [IpoTsirom Tpbox
poOouux AHIB 3 JHS MPUHHATTS PIIICHHS NP0 JEp>KaBHY PEECTPAIiIO JIIKapChKOro 3aco0y BIJIIOBIIHA
iH(hopMalliss BHOCUTHCS 110 Jlep:kaBHOTO peecTpy JIKapChKUX 3aco0iB, SKIO IHIIE HE MependadyeHo
UM 3aKOHOM. 3a OKpEMOIO 3asiBOI0 BJACHHMKA peecTpauii HoMy Moxe OyTH BHIAHO BHTAT 3
Jlep>kaBHOTO peecTpy JIKApChKUX 3aco0IB y TMOPSAKY, BCTAHOBICHOMY IIEHTPAJIbHUM OPTaHOM
BUKOHABYOI BJaaM, IO 3a0e3neuye (OpMyBaHHS Ta peaii3ye Aep)KaBHY MOJITHKY Yy chepi OXOpOoHU
3J10pOB 4.

2. PimeHHsIM mpo Jep’KaBHY PEECTPALIil0 3aTBEPIKY€EThCS KOPOTKA XapaKTEPUCTUKA JIKAPCHhKOTO
3ac00y Ta TPHUCBOIOETHCS pEECTpALliiHUil HOMep, SKHUH BHOCUTbCA 10 JlepKaBHOTO peecTpy
JTIKapChKUX 3aCO0IB.

Crarra 30. [epxaBHuii Hammsia (KOHTPOJIb) 3a JIOCTOBIPHICTIO BIJIOMOCTEH Yy Marepiaiax
peecTpaLiifHOro 10Che

1. Opran nep>kaBHOTO KOHTPOJIO MOXKE MEpPEBIPATH JOCTOBIPHICTH BIIOMOCTEH y Marepianiax
peecTpaLiifHOro A0ChE, MOJAHOTO BIAMOBIIHO 70 cTarTi 14 1nporo 3akoHy, y HOpPSAKY, BU3HAYEHOMY
crarrero 108 1poro 3akony.

Crarrs 31. OnpunronHeHHs iHGopMalii Mpo JAepKaBHY PEECTPALIIO JTIKAPChKUX 3aC001B

1. Ha migcraBi pileHHs Npo AEprKaBHY PEECTPALiI0 JIIKAPCHKOTO 3aco0y OpraH JepKaBHOTO
KOHTPOJIIO BHOCHUTH 110 Jlep>kaBHOTO peecTpy JIKapChKUX 3ac00iB Takl BIAOMOCTI MO JIKAPCHKUH
3aci0:

1) Ha3By JiKapchKOTO 3ac00y (TOProBENIbHY HA3BY, MKHAPOIHY HEMAaTEHTOBaHY HA3BY);

2) BinacHMKa peectpamii (HaHMEHYBaHHS, MICIE3HAXO/DKEHHS Ta aJpecy MPOBaKCHHS
JUSITBHOCTI);

3) BupoOHHMKA (BUPOOHUKIB) (HalMEHYBaHHS, MICIE3HAXOKCHHS IOPUAMYHOI ocobm Ta ii
BUPOOHUYMX MOTY>KHOCTEH);

4) HaliMeHyBaHHs, MiCLIe3HaXO/PKEHHsI 1Mmoprepa (iMmoprepiB) Ta azapecy iHoro (ix)
MIPOBAKEHHS JTisSTIHOCTI (SKIIIO 3aCTOCOBHO);

5) cuHOHIMIYHI HaHMEHYBaHHSI JIIKapCHKOTO 3ac00y;
6) XIMIYHY Ha3BY;

7) MOBHUIA CKJIAJT JTIKAPCHKOTO 3ac00y;

8) nmikapcbKy (GopMy, HUIIXH BBEJCHHS, 103yBaHHS;
9) kareropito BiAMYyCKY JIKapChKOTO 3ac00Y;

10) TepMiH IPUAATHOCTI;
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11) BuMorH 710 30€epiraHHs Ta TPAHCIIOPTYBAHHS;

12) indopmartiro npo yHiKaabHHH ieHTH(IKATOP (32 HASIBHOCTI);

13) indopmaiiiro mpo I1oBeneHHs O10€KBIBaJEHTHOCTI JTIKAPCHKOTO 3ac00y (SIKIIO 3aCTOCOBHO);
14) Homep Ta jnaTy peecTpaiiii;

15) naty 3akiHUEHHS CTPOKY JepXKaBHOI peecTparlii;

16) nonatkoBi 3000B’A3aHHSI, HaKJIAJEHI 1]l 4ac peecTparlii (3a HasIBHOCT1);

17) iHmi gaHi, BU3HaYEHI UM 3aKOHOM Ta MOPSIKOM JIepyKaBHOI peecTpallii JiKapchbKUX 3ac00iB,
3arBepmkeHnM Kabinerom MinicTpiB Ykpainu.

3a3HaueHa iH(opMalis po3millyerbess y JlepKaBHOMY PEeCTpl JIKapChbKUX 3ac00IB HA YMOBAx
BiJIKPUTOTO JIOCTYITY.

2. Opran J1ep»aBHOTO KOHTPOIIIO 32 Pe3yNbTaTaMy PO3IIISAY 3asiBH Ta MaTepiaiiB peecTpamiiHoro
JIOCh€ CKJIAJa€ Ta 3aTBEPIPKYe 3BIT 3 OLIHKU JIKapChKOro 3acoly 1 (opMyloe 3a MOAAaHUMHU
MarepiagamMu 3ayBaXCHHS IOJI0 Pe3YJIbTaTiB (hapMaleBTUIHUX, JOKIIHIYHUX JTOCIIKCHD 1 KITHIYHHX
JTOCHTIDKeHb (BUMPOOYyBaHb) JIKAPCHKUX 3ac00iB, CHUCTEMH YIPABIIHHSI pPHU3UKAMH 1 CHCTEMH
(apMakoHarsay 3a JIIKApChbKUM 3aCO00M.

3BIT 3 OUIHKM JIKapChbKOro 3aco0y BUKOPUCTOBYETbCS JJI OLIHKH SIKOCTI, Oe3leKu Ta
€(eKTUBHOCTI JIKapChKOro 3aco0y Ta OHOBIIIOETHCS KOXKHOTO pa3y, KOJIM CTa€ JOCTYITHOIO HOBa
iHpoOpMallis, BKIIOYEHA 710 HOTo 3MicCTy.

3BIT 3 OILIHKH JIIKAPCHKOTO 3aC00y pO3MIIIYEThCS Yy JlepkaBHOMY peecTpi JIKapChKUX 3ac001B Ha
YMOBax BIIKPUTOro A0CTymy mpoTsroM 30 IHIB 3 AHS MPUNAHSATTS PIlIEHHS PO JAepKaBHY PEECTPALIiio
JTIKapChbKOTO 3aco0y TMiCHsg BWIYYEHHS 3 TakKoro 3BITY iHQoOpMarii, mo € KOH(DIIEHIIHHOK YH
CTAHOBUTb KOMEpIIIIHY TAa€EMHMIIO, 3 OOOB’S3KOBUM 3a3HAYEHHSAM MICUb BWIYYEHHS Ta
OOIrpyHTYBaHHSAM LI0A0 KOXHOTO BUTYUYEHHS.

dopwma 3BITY, 10 BKIIOYAE 3pPO3YMUTHIA JISI TPOMAJICBKOCTI CTHCTUH BUKIAA (pe3tome) iHpopmarrii
PO JIIKApChKUH 3aci0, Ta CTPOKH OHOBJICHHSI TAKOTO 3BITY BCTAHOBIIOIOTHCS IIEHTPATLHUM OPTaHOM
BUKOHABYOI BJaJu, 110 3a0e3neuye (GOpMyBaHHsS Ta peanidye Iep:KaBHY IMONITUKY Yy cepl OXOpOHH
300poB’si. Pe3tome Mae MICTUTH, 30KpeMa, po3aul 3 iH(OpMali€o Mpo YMOBH 3aCTOCYBaHHS
J1KapChKOTo 3aco0y.

Crarra 32. Bumoru 1o cucteMu yrpasJiiHHS pU3UKaMH BJIACHUKIB peecTparii

1. JImsa ycix JikapchKuX 3aco0iB, KpIM JIIKAPCHKUX 3ac00iB, MO MOXOIATH 3 JCp)KaB - UJICHIB
€poneiicbkoro Coro3y Ta Oynu nepepeecTpoBaHi Ha Teputopii €Bpomneiicbkoro Corosy 10 1 yepBHs
2012 pokxy, KpiM BHIAJKIB, KOMU IUIaH YIPABIIHHA pPU3MKAMHU HEOOXIIHUH 3a pe3ynbTaraMu
MIPOBE/IEHOI OIIHKH CITiBBITHOIIEHHS "KOPUCTH/PU3HK", BIACHUKOM PEECTpallii CKIaNaloThCs IIaHU
YIOPpaBIiHHS pU3HKaMHU, 10 MOJAIOTHCS 0 OPraHy JAep>KaBHOTO KOHTPOJIIO.

2. Ilnanm ympaBmiHHS pPU3MKAMU HE MOJAIOTHCS MO0 TPAMUIIAHUX JTIKApCHKUX 3aco0iB,
JIKapChbKUX 3aco01B, M0 BUPOOJISIOTHCS 3TIAHO 13 3aTBEPKEHUMH IPOMHUCAMU, T'OMEONaTHYHUX
JIKapCchbKUX 3ac00iB, IO PEECTPYIOTHCS 3a CHPOIICHOI0 MPOIEIypolo, Ta JIIKAPChKUX 3aco0iB, IO
Hajexars 10 rpynu "Meauuni razu".

3. BrmacHuk peectpairii JiKapchbKOro 3aco0y, 3apeecTpoOBaHOrO BIAMOBIAHO O BUMOT cTarTi 24
LOTO 3aKOHY, 3000B’sI3aHUI BKJIIOUATH 10 IUIAHY YIPABIiHHS PU3MKAMU YMOBH, BU3HAUEHI CTATTEIO
24 uporo 3aKkoHy.

Crarrs 33. O00B’SI3KM BIIaCHUKA pPeecTpartii

1. TIpotsrom cTpoky mii AepaBHOI peecTpamii JIKapCchKOro 3aco0y BIACHHWK peecTparii
3000B’A3aHUI:

1) migBuMIIyBaTH  HAyKOBO-T€XHIYHMH  pIBEHb  BHUPOOHMIITBA, 3a0e3leuyBaTd  SIKICTb
3apeeCTPOBAHOTO JIIKAPCHKOTO 3aco0y Ta BHOCHUTH BCl HEOOXIAHI 3MIHM A0 JOKYMEHTAIil 1010
BUPOOHHMIITBA 1 KOHTPOJIIO SKOCTI JIIKAPCHKOTO 3ac00y BiAMOBIAHO /O 3araJIbHONPUHHATUX HAYKOBHUX
MeToniB, BUMor JlepxaBHoi (apmakornei Ykpainu Ta/abo €Bpormeiicbkoi ¢apmakonei, bpurancbkoi
(dapmaxomnei, papmakonei Crioryuenux [llTariB Amepuku;

2) 3naiiicHioBaTH B YKpaiHi (hapMaKoHAIIA[ 11010 3aPEECTPOBAHOIO JIKapChKOT0 3aco0y;
3) BUKOHYBaTH 000B’S13KH 3 JOTPUMAHHS BUMOT HaJI€KHOT BUPOOHUYOT MPAKTUKH;

4) TNOBIAOMIIATH OpraH JEp’KaBHOTO KOHTPOJIO MpO 3MIHM Yy TMpoLeci BHUPOOHMIITBA
3apeECTPOBAHOTO JIIKAPCHKOTO 3ac00y, a TAKOXK Yy CITIBBITHOIICHH] "KOPUCTH/PU3HK" BiJ 3aCTOCYBAHHS
JKapChKOTO 3aco0y 3TiAHO 3 JaHWUMH MO0 HOro O€3MeKH Jyisi OI[IHKK HEeoOX1THOCTI BHECEHHS
BIJIMOBIIHUX 3MIH JI0 MarepiajiB pEeCTpaliiHOrO JOChE€ 3a TEBHUM Mepioa, 13 3a3HAYCHHSIM
iHpopMaLii Ipo MPUYNHM, 110 BUKIUKAIM Taki 3MiHHM, IX BIUIUB Ha Oe3MeKy, e(heKTUBHICTh Ta SIKICTh
J1KapCchKOro 3acoly;

5) BIAMOBiIaTH 32 IOCTOBIPHICThH BIJOMOCTEH, 3a3HAUEHUX Yy MaTepialiax peecTpalliiHOTO JOChE;

6) MOBIJOMUTH OpraH JAEpPKaBHOTO KOHTPOJIIO MPO AaTy MEpUIOro BBEIEHHS B OO0Ir JIIKAPCHKOTO
3aco0y;

7) TOBIJOMUTH OpTaH JEP>KaBHOTO KOHTPOIIO MPO MOBHY a00 TUMYACOBY BiTMOBY BiJl BBEIICHHS
JKapChKOTO 3ac00y B 00Ir 13 3a3HAYEHHSAM OOTPYHTYBAaHHS TaKUX MIii;

8) BUKOHYBATH iHII 000B’SI3KHU, TIepe0aYeHI 3aKOHOJABCTBOM.

2. BracHuk peectpallii 3000B’sI3aHH# 1TOaBaTH JI0 OPraHy JACPKABHOTO KOHTPOIIIO OYb-sKYy HOBY
iH(opMaIlito, 0 MPUBOIUTH 10 3MIHH MaTepiaiiB PeeCTPAItHOTO JOChE a00 TOKYMEHTIB, MOJAaHUX
JUTSI IEP’KaBHOT peecTpallii JTiKapchbKoro 3aco0y.
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BrnacHuk peectpariii 3000B’13aHUI HETaiHO MMOBIJOMHUTH OPraH JAEP>KaBHOTO KOHTPOJIO PO Oyab-
Ky 3a00poHy a00 OOMEXEHHs, 3aCTOCOBaHE KOMIIETEHTHUMH OpraHamu Oynb-sIKOi KpaiHH, B sIKii
peaizyeTbesi BIAMOBIIHHUNA JTIKapChKUM 3acid, a Takok Oyab-sfKy iHOTY iH(pOpMalio, MO0 MOXe
BIUTMHYTH Ha OIIHKY PU3HKIB Ta €(EKTHUBHOCTI MPHU 3aCTOCYBaHHI JIIKApChKOTO 3aco0y. [Hdopmaris
Ma€ BKJIIOYATH BCi TMO3WUTHBHI 1 HETaTHBHI pe3yAbTaTH KIIHIYHUX JOCHTIKEHb (BUIPOOYBaHBb)
JiKapchKoro 3aco0y abo 1HIIMX JOCHIPKEHb IIO0 BCIX MOKa3aHb Ta MOMYJALIN, a TaKOX JaHl Mpo
3aCTOCYBAHHS JIIKAPCHKOTO 3ac00y, 10 HE OXOILTIOIOTHCS YMOBAMH, BU3HAYCHUMHU ITiJ] Yac JepKaBHOT
peecTpartii.

3. JIns 3a0e3nedeH s MOKIMBOCTI 3/IIHCHEHHsI O€31epepBHOI OIIHKHU CITiBBITHOIIEHHS "KOPHCTH/
pHU3HK" OpraH Aep>KaBHOTO KOHTPOIIIO Ma€ MPaBo y Oyab-sKUH yac BUMaraTy BiJ| BIACHUKA peecTpaii
HaJaHHS JaHWX, OI0 CBig4aTh NpPO Te, IO CHIiBBiAHOWICHHS "KOPUCTH/PU3MK'" 3aJIMIIAETHCS
CHPUSTIUBUM.

Brnacuuk peectpamii 3000B’s13aHUI HamaTH y BU3HA4YEHI 3aKOHOJABCTBOM CTPOKH 3alUTyBaHy
iHpopMaLito Ha Oyb-sIKMI TaKWi 3aIUT.

Opran Jep>kaBHOTO KOHTPOJIIO Mae IMpaBo y Oyab-sKHI 4yac BUMaraTH BiJl BIaCHUKa peecTparii
KOIlif0 Mactep-(aiiiny cucremu QapmakoHarsay. BiacHuk peectpaliii Mae HajiaTH KOIIIO TaKOro
Mactep-(aiiiay He Mmi3HilIe HiX Yyepe3 ¢iM poOOYUX JHIB MICII OTPUMAHHS 3aIIHTY.

4. BrmacHuk peectpariii 3000B’s3aHUN 3a 3alUTOM OpraHy JEPXKABHOTO KOHTPOJIO TOJATH
iHpopMaLito PO OO0Ir JIKapChKOro 3aco0y Ha PUHKY YKpaiHH, y TOMY YHUCII IPO OOCIT HpOJaxy
3apeecTpPOBaHMX B YKpaiHi JIKaPCHKUX (POPM.

VY pasi TumMyacoBoro abo MOBHOTO TPUIMHEHHS PO3MIIICHHS JIIKAPCHKOTO 3ac00y Ha PUHKY
VYkpainu BIIacCHUK peecTpallii 3000B’s3aHUI HE Mi3HIIIE HIK 3a JBA MICAII 10 TaKOTO MPUIHUHEHHS
MOBIJIOMUTH IIPO 11€ OPTaH JEP’KABHOTO KOHTPOITIO 13 3a3HAYCHHSM MTPUYUH TaKUX JTiH.

Crarrs 34. Jlep>xaBHUI MOHITOPUHT BUKOHAHHS YMOB I[bOTO 3aKOHY BJIACHUKAaMU peecTpartii

1. Opran nep:kaBHOrO KOHTPOJIO 3J1MCHIOE MOHITOPUHI BUKOHAHHSI BIIACHUKAMU peecTparii
BHUMOT ITbOTO 3aKOHY, y TOMY YHCJ1 Y pa3i Jep)KaBHOI peecTpallii JiKapchKOTo 3aco0y BIIMOBITHO 110
BHUMOT CTaTTi 24 11bOT0 3aKOHY.

Crarrsa 35. Ctpok 1ii gep>kaBHOT peecTpallii JIKapchKoro 3aco0y

1. Ctpok aii nepxaBHOI peecTparlii JiKapchKOro 3aco0y CTaHOBHUTH I1'ATh POKiB, KPiM BUIA/IKIB,
BU3HAYEHUX IIUM 3aKOHOM.

2. Ilichast 3akiHYEHHS CTPOKY, BHU3HAUEHOI'O YAaCTHUHOIO MEPIIOK M€l CTarTi, 3A1HCHIOETHCA
nepepeecTparis JiKapchKoro 3aco0y B MOPSAIKY, BU3HAYEHOMY YaCTHHOKO TPEThOIO CTarTi 13 mporo
3akoHy.

3. 3 MeTor0 mepepeecTparlii JIikapchKoro 3aco0y BIACHUK peecTparllii He Mi3HilIe HiXk 3a JIeB’ATh
MICSIIIB JO0 3aKIHYEHHS CTPOKY il Jep»aBHOI peecTpalii 1mojae A0 OpraHy JAep>KaBHOTO KOHTPOJIIO
BIJIMOBIJIHY 3asBy 3 1H(oOpMaIi€o MO0 SKOCTI, Oe3meKkh Ta e(PEeKTUBHOCTI JIKapChKOTO 3acoly,
BKJIIOYAIOUM OILIHKY JJAHMX, 1[0 MICTATHCS y MOBIJOMIIEHHSX NMpO HeOakaHl peakiii 1 B MepiognyHo
OHOBIIIOBaHUX 3BiTax 3 Oe3Neku, M0 MOAAIOTHCS B MeXax Mpolenyp (GapMakoHAIIsAY, a TaKoX 3
BIJIOMOCTSIMH TPO BCl 3MIHH, BHECEHI MICJIS OTPUMAaHHS PIIMICHHS MPO JEP)KAaBHY PEeECTpaIlio
J1KapChKOTo 3aco0y.

4. OpraH Jep>XaBHOTO KOHTPOITIO Y paMKaX IMPOBEICHHS MPOIECYypH MIEPepeeCcTpallii MpoTAroM He
Oinpire HiXK 210 KaJeHmapHUX JHIB 3 JIHSA MOJAHHS BJIACHHUKOM PEECTpAIlii MmakeTa JOKYMEHTIB JIs
3MIACHEHHS MepepeecTpallii y mopsaKy, BU3HAYEHOMY YaCTHHOIO TPEThOI0 cTaTTi 13 1poro 3akoHy, 3a
pe3ynbTaTaMu MOBTOPHOI OIIIHKH CITiBBITHOUICHHS ""KOPUCTH/PU3UK' MPHIMAE PIIIEHHS MPO:

1) mogoBxkeHHsI CTPOKY Al Iep:KaBHOI peecTpallii JiKapchbKoro 3aco0y Ha 0e3CTPOKOBHIA TEPMiH,
SIKILIO CITIBBITHOUICHHS "KOPUCTH/PU3UK'" € CIIPUSATINBHIM;

2) OmaTKOBY TEpepeecTparlito JIKapChbKOro 3acol0y Ta TOJOBKEHHS CTPOKY [ii JepikaBHOT
peectpauii Jikapchbkoro 3aco0y Ha IUSThb pOKIB 3 OOIPYHTOBAaHMX IIiJICTaB, IIOB’S3aHUX 13
(hapMaKoHATIISIOM;

3) BiAMOBY B MOJIOBXKEHH1 CTPOKY JIii Iep>KaBHOI peecTparlii JiKapchKoTo 3aco0y 3 00TpyHTOBaHHMX
MiJCTaB.

5. 3a GaxkaHHSIM BJIaCHUKA peecTpallii CTPOK il IepkaBHOI peecTpallii Moke OyTH CKOPOYEHO 3a
pIIIEHHSAM OpraHy JAep»aBHOTO KOHTPOIIIO.

6. Iadopmariiss mpo TOMOBKEHHS CTPOKY [ii Jep:KaBHOI peecTparlii JKapchbKoro 3acoly Ha
0e3CTPOKOBHI TepMiH a00 IMOMOBXKEHHS CTPOKY Jii Jep>KaBHOI peecTparlii Ha 11’ sITh POKIB, YCI 3MiHH,
BHECEHI /10 abo micis 3aBeplIeHHs MPOLEAypU MepepeecTpalii, BHOCATbCSA 10 JlepKaBHOTO peecTpy
JTIKapChKUX 3aC001B MPOTATOM TPHOX POOOUMX JIHIB 3 JTHS MPUHHSATTS OPraHOM JEPKABHOTO KOHTPOIIO
BIJIMTOBITHOTO PIIICHHS Y BCTAHOBJICHOMY TOPSKY.

7. PimeHHst o BIIMOBY B TOAOBKEHHI CTPOKY Jii Jep:kaBHOI peecTpallii JIKapchbKOro 3acody
NPUAMAETBCST OPTaHOM JICPIKABHOTO KOHTPOJIIO y pasi, SIKIIO 3a pe3y/ibTaTaMy €KCIIePTU3U BIACHUKOM
peecTpamii He [OBEICHO, IO KOPHCTh BiJl 3aCTOCYBaHHs JIKapCHKOTO 3aco0y IepeBakae Haj
pHU3HKaMHU.

8. PimeHHs mpo JaepikaBHY MEpPEPeeECTpaliiro JIIKapChKOro 3aco0y € MmATBepHKeHHIM (akTy Horo
peectpalii B YKkpaiHi 3 1aTH, 3a3Ha4€HOI B TAKOMY pillIEHHI.

[IpuiHATTA pillleHHs TpO TMEepepeecTpaliio JIKapchKoro 3acoly € MiJICTaBOK JJIsi OHOBJICHHS
iH(dopmartii mpo Jikapcekuit 3aci0 y JlepkaBHOMY peecTpi JIIKapChKUX 3aCO01B.

9. PiteHHst opraHy JepKaBHOTO KOHTPOJIO MPO JOAATKOBY MEPEPEECTPAIIIIO JIIKAPCHKOTO 3ac00y
Ta TONOBXKEHHS CTPOKY [ii JepikKaBHOI peecTpalii J1KapchbKoro 3aco0y Ha IT'STh POKIB 3
OOTrpyHTOBaHUX MiACTaB, MOB’A3aHUX 3 (papMaKoHAIAA0M, a00 PO BIIMOBY B MOAOBKEHHI CTPOKY [ii
JepKaBHOT ~ peecTpamii JiKapchkoro 3aco0y MOXYTh OyTH OCKapKe€HI Yy BCTAHOBIICHOMY
3aKOHOJIABCTBOM TOPSIIIKY.
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10. Jlikapcbki 3acobm, BBeeHI B 00ir Ha TepuTOpii YKpaiHu I dac 1ii Aep)KaBHOI peecTpartii
JIKapChKOro 3aco0y Ta Jep)KaBHY pEeCTpalilo sSKUX He OyJ0 NPUIMHEHO, NPU3YyNMHMHEHO abo
CKacoBaHO, mepeOyBaloTh B 00Iry Ta 3acCTOCOBYIOTBCS B YKpaiHi 10 3aKiHUEHHS TEpMiHy iX
MPUAATHOCTI, BH3HAUYCHOTO BJIACHUKOM JIEP’KaBHOI peecTparlii Ta 3a3HAYEHOTO BUPOOHUKOM Ha
yNakoBIl. 3a3HayeHa HOpPMa 3aCTOCOBYETbCS TaKOX [JO JIKapChKUX 3aco0iB, JO MarepiajiB
peecTpaliiHuX J0Che€ SKHX OyJ0 BHECEHO 3MiHHM TMPOTATOM CTPOKY Jii JaepskaBHOi peectparii
JIKapCchKOro 3aco0y, 30Kkpema 10 cepiif, siki Oyau BUpOOJIEHI A0 JaTH 3aTBEPIKEHHsS 3MiH abo 1aTu
BIPOBA/KCHHS BJIACHUKOM PEECTpALlil 3MiH, UM JIaTW 3aKiHYEHHS CTPOKY [ii JeprKaBHOI peecTpariii
JIKapChKOro 3aco0y.

Crarra 36. BianmoBimanbHICTh BIIACHHKA peecTparlii, BUPOOHHWKA Ta IMIIOpTEpa JIKApPCHKOTO
3aco0y

1. BrmacHuk peectparlii Hece BiAMOBITAIBHICTD 32 SKICTh, O€3MeKy Ta €()eKTUBHICTH JIKapPCHKOTO
3aco0y IPOTATOM CTPOKY JIii Jep’kaBHOI peecTpallii Ta Horo nepedyBaHHs B 00iry Ha pUHKY YKpaiHH.
[Ipu3HaueHHss mpeacTaBHMKA B YKpaiHI He 3BUIBHSE BJIaCHUKA peecTpauii Bl OPUIUYHOT
BiJIIIOB1TAJILHOCTI BIATIOBITHO /IO 3aKOHIB YKpaiHU.

Bnacuuk peecrtparii, BHpPOOHHMK Ta/ab0 iMmopTep JKapchbKoro 3aco0y He HeCyTh
BIJIMOBIAILHOCTI 332 HACHIJKKA 3aCTOCYBaHHS JIKapChKOrO 3aco0y HE Yy BIAMOBIIHOCTI 13
3aTBEPKEHOI0 KOPOTKOIO XapaKTEPUCTUKOIO JIIKAPCHKOTO 3aC00Y.

2. HasBHIicTh Jep:KaBHOI peecTpalii JiKapchbKoro 3acoOy He 3BUIBHSE BJIACHUKA peecTparlii,
BUPOOHMKA Ta IMIOpTEpa BiJIMOBIIHOTO JIIKAPCHKOTO 3aco0y BiJ BIAMOBIJAJIBHOCTI 3a INIKOY,
CIPUYMHEHY HESKICHUM JIIKapChbKUM 3ac000M, BIJIMOBIIHO 70 3aKOHIB YKpaiHH.

Crarra 37. IliacraBu Juis OpUHHATTS pIilIEeHHS 0OpO BIAMOBY B JepXaBHiM peectpaii/
nepepeecTpartii JIikapcbKoro 3acoly

1. Opran JepXaBHOTO KOHTPOJIO NpHUiMae pillleHHA PO BIAMOBY B JEp)KaBHIA peecTparii/
nepepeecTpanii JIiKapchbKoro 3acoly, KpiM BHUMAJKIB, BHU3HAYCHHX LHUM 3aKOHOM, SKIIO 3a
pe3yJibTaTaMi €KCIIEPTU3H MaTepiaiiB PeECTPALITHOTO JOCKE BCTAHOBJIEHO, 1I10:

1) criBBiAHOIIEHHS "KOPUCTH/PU3HK" € HECTIPUSTIMBUM;

2) TepaneBTUYHA €(DEKTUBHICTh 32 PEKOMEHIOBAaHUX 3asSBHMKOM YMOB 3aCTOCYBaHHS JIIKAPCHKOTO
3aco0y HETOCTaTHBO OOTPYHTOBAHA UM JOBECHA 3asIBHUKOM;

3) sSKiCHWM 1 KUIBbKICHUH CKJIaJ HE BIAMOBIJAIOTH 3asBJICHUM XapaKTEPUCTHUKAM y MaTepiaiax
peeECTpaLifHOrO JJOChE;

4) marepiayii peecTpaliifHOTO JA0Ch€, HAJaHI JUIS €KCIEPTU3H, HE BIAMOBIAIOTH BCTAHOBICHUM
BUMOTaM, IO YHEMOXJIMBIIIOE HAJIaHHS BHCHOBKIB IIIOAO SIKOCTI, €(EKTHMBHOCTI Ta Oe3neku
J1KapChKOTo 3aco0y;

5) nmepkaBHA peeCcTpallis JIKapChKOTo 3ac00y TpH3BEe JIO MOPYIICHHS BUMOT cTatTi 41 1p0r0
3akony;

6) Iep>kaBHa peecTpallis JIKapChKOro 3aco0y MpH3BEAE 0 MOPYIICHHS 3aXUIICHUX MaTCHTOM
YUHHUX MAaHOBUX IPAB 1HTEJIEKTYyalbHOI BIACHOCTI, Y TOMY YMCJIi MPU BUPOOHHUIITBI, BUKOPUCTAHHI,
IPOAaXy JIKapChbKUX 3aCO0i1B.

2. BignoBianpHICTh 32 JJOCTOBIPHICTh JIOKYMEHTIB Ta BiJOMOCTEH, HAIAHUX OpTaHy JIeP:KaBHOTO
KOHTPOJIIO B MEXax IpoLexyp, L0 CTOCYIOThCS NMPUHHATTS PIMIEHHS MPO AEp>KaBHY PEECTPALiIo
JIKapChKOro 3aco0y, Hece 3asiBHUK (BJIACHUK PeecTpallii).

3. PituenHs npo BIIMOBY B AepKaBHIN peecTpallii/mepepeectpaliii JikapcbKoro 3acody Moxe OyTu
OCKap>KeHO y BCTAaHOBJICHOMY 3aKOHOJJABCTBOM ITOPSI/IKY.

CrarTa 38. BHeCeHHS 3MiH JI0 MaTepialliB PeECTPAIIITHOTO J0ChE

1. 3 METOI0 BHECEHHSI 3MiH JIO MaTepialliB PEECTPAIitHOTO TIOCHE MPOTIATOM CTPOKY JIii JepKaBHOT
peectparltii JiKapchbKoro 3aco0y BIACHHWK peecTparlii (MpeacTaBHUK B YKpaiHi) MOJa€ J0 OpraHy
JIEPYKaBHOTO KOHTPOJIIO 3asBY, J0 SKOI JOJA€ TMakeT JOKYMEHTIB BIJIOBIJIHO /10 YaCTHHH YETBEPTOL
ctarTi 13 115010 3aKOHY.

2. PimeHHS TIpO BHECEHHS 3asBICHUX 3MIH JI0 MarepiajiB PeecTpaIiiHOro J0Che abo Tpo
BiZIMOBY y BHECEHHI TaKMX 3MiH NpHUIIMae OpraH JEp>KaBHOTO KOHTPOIIO y MOPSIKY, BCTAHOBICHOMY
IICHTPAJbHUM OpPTraHOM BHUKOHABYOI BIaaM, IO 3abe3redye (GopMyBaHHS Ta peallidye IepiKaBHY
MOJITHKY Y c(epi 0XOpOoHH 3A0POB’sl, BIAMOBIIHO 0 YaCTHHU YeTBEPTOi cTaTTi 13 1poro 3akoHy, 110
BKJIIOYa€ BUMOTH 10 (opMm 3asiB, 3MICTy JOKYMEHTIB, IO JOAAIOTHCS A0 3asiBU, MpaBuUjia 1070
BU3HAYEHHS TUITY 3MiH, J€TaJbHI pO3’SCHEHHS OO0 KOXXHOTO THITYy 3MiH, CTPOK PO3IIISAY 3asiB IPO
BHECEHHS 3MiH.

Crarrs 39. [Ipu3ynuHeHHsI, CKaCyBaHHS Ta MPUITMHEHHS i1 IepKABHOI peecTpallii JIKapChKOro
3aco0y

1. PimeHHs npo npuU3YNUHEHHS, CKAaCyBaHHS Ta NPUIIMHEHHS [l1i Jep:KaBHOI peecTparii
JIKapChbKOro 3aco0y NpUHMAETbCs OPraHOM JIEP)KaBHOIO KOHTPOJIIO Yy HOPSAKY, BU3HAYCHOMY
YaCTUHOIO TPETHOIO CTaTTi 13 11b0T0 3aKoHY.

2. PimeHHs mpo mpU3YNUHEHHS Jii JIepKaBHOI peecTparllii JIKapChbKOro 3aco0y MpUMAEThCS 3a
HAsBHOCTI IIOHANMEHIIE O/IHIET 3 TAKUX IT1CTaB:

1) HeBIiONOBITHICTH SKICHOTO Ta KUIBKICHOTO CKJIQAy JIKapChKOro 3aco0y 3asiBICHUM
XapaKTEePUCTHKAM y MaTepiajax peecTpariifiHoOro 10Che TPHOX Cepiit Mmiapsi,

2) BUPOOHMIITBO JIIKApPCHKOTO 3ac00y HE 3MIHCHIOETHCS BiANOBITHO IO TEXHOJOTI] BUPOOHUIITBA
Ta METO/IIB KOHTPOJTIO SIKOCTI, 3a3HAaYCHUX Yy MaTepialiax peecTPaIiiHoOro JOChE;

3) BUSIBIICHHS HEBIIOMUX paHillie HeOe3MeUHUX BIACTUBOCTEH JTIKAPCHKOTO 3acO0Y.
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CTpox mpu3yNUHEHHs Ail Jep’kaBHOI peecTpallii JKapchbKoro 3aco0y mae OyTH OOMEKECHHH Y
yaci. CTpOK Takoro Mpu3yNUHEHHS He BKIIOUAETHCS O CTPOKIB, BU3HAYEHUX YACTUHOIO TPETHOIO Mi€i
CTarTi.

OpraH Jep:kaBHOTO KOHTPOJIIO CKAaCOBYE MPU3YNUHEHHs il JAepKaBHOT peecTpallii JIiKapchbKOro
3aco0y B pasi, AKIIO:

YCYHEHO TIPUYMHH, Ha TMIACTaBl SKUX JIEPKABHY PEECTpAII0 JIKapChKOro 3acoly Oyio
MIPU3YTIHHEHO;

BUKOHAHO PHU3UK-MIPOMOPLINHI 3aXOAM, CIPSMOBaHI Ha YCYHEHHA Ta/abo MiHIMI3alllo
BCTAaHOBJIEHUX pPH3HUKIB, y TOMY YHCII W00 HEBIJIOMUX paHille HeOe3NeYHUX BIaCTUBOCTEH
JKapChKOTo 3aco0y.

Ha crpox mnpusynuHeHHs il Jep)KaBHOI peecTparlii JiKapchkoro 3aco0y #oro o0ir
3a00pOHSIETHCS.

3. PimenHst mpo ckacyBaHHs J1i JepxaBHOI peecTpalii JIKapChKOro 3aco0y NpUHMAaeThbCs 3a
HAsIBHOCTI IITOHANMEHIIIE O/IHIET 3 TAKUX ITICTaB:

1) momaHHs BIIACHUKOM PeeCTpariii BiJAMOBIIHOT 3asBU;

2) nikBiAauis IOPUINYHOT 0COOU - BIACHUKA peecTparii abo MPUMHUHEHHS TISUIBHOCTI (Pi3UUHOIO
0C000I0 - MIJMPUEMIIEM - BIACHUKOM PEECTpaIlii;

3) IOBeleHHA HECHPUATIMBOIO CIHIBBIAHOUICHHS "KOPUCTH/pU3UK" Yy pe3ynabprari 3acTOCyBaHHS
JKapChKOTo 3ac00y BiJIMOBIIHO JI0 3aTBEPAKEHOT KOPOTKOT XapaKTePUCTHKH;

4) noBeneHHS B1ICYTHOCTI €(heKTHBHOCTI JIIKAPCHKOTO 3ac00y;

5) BusiBIIeHHs (PaKTy MOJAHHS BIACHUKOM PEeCTpallii 3aBiJOMO HEJOCTOBIPHOI iHpopMallii B 3as1Bi
PO peecTparlito (mepepeecTpalio) 4u MaTepianax peecTpaIiitHOro T0ChE;

6) BHECEHHs BJIACHUKOM peecTpallii 3MiH A0 MarepiajiiB peecTpauiifHoOro A0Che, M0 J0ABAINCS
710 3as1BU TIPO JIEPKaBHY PEECTPALIO ISl MPUHHATTS PILICHHS PO JIEPKaBHY PEECTPAIiIO JIIKAPCHKOTO
3aco0y, Oe3 MpPOBENCHHs iX EKCIEePTU3H, SKIIO OOOB’A3KOBICTh TAaKOi EKCHEPTH3W IepeadadeHa
3aKOHOAABCTBOM, KpiM 3MiH, SKi mependavaloTh HEBIJKIAAHE BIPOBAUKEHHS Ta IOJAJIbIIE
MOBIIOMJICHHSI BJIIACHUKOM PEECTpaLlii OpraHy JAep>KaBHOTO KOHTPOJIO Yy BH3HAYEHI 3aKOHOIAABCTBOM
CTPOKH;

7) HEBUKOHAHHS BJIACHUKOM peecTpallii 3000B’s13aHb, BU3HAYCHUX cTaTrTelo 18 1poro 3akony, Ta/
a00 3000B’s13aHb, BU3HAYCHUX CTATTEIO 24 IbOTO 3aKOHY;

8) mopylIeHHS 3axHUIIEHUX IaTeHTOM YHMHHMX MaiHOBHX NpaB IHTENEKTyaJbHOI BIIACHOCTI
BHACIIIZIOK JIepKaBHOT peecTparii JikapchKoro 3aco0y, KpiM BHIAJIKiB, Mepe10adeHnX UM 3aKOHOM;

9) He Oyno0 JOCATHYTO METH TPHU3YNUHEHHS [ii JepXKaBHOI peecTparii JiKapchKoro 3acoly
MIPOTATOM CTPOKY, BUBHAYEHOTO YACTUHOIO IPYTOIO IIi€T CTATTI.

4. PimieHHs Npo NPUIMHEHHS [ii JIep’KaBHOI peecTpalii JIKapchbKOro 3aco0y MpUMaeThCs 3a
HAsBHOCTI [IIOHANMEHIIIE O/IHIET 3 TAKUX ITIACTaB:

1) nikapcekuit 3aci0 IPOTATOM TPHOX POKIB 3 JHS MOTO JIep’KaBHOI peecTparii He Oysi0 BBEICHO B
00ir B YkpaiHi;

2) 3apeecTpOBaHMH JIIKAPCHKUI 3aci0, paHilie BBeJeHUN B 00ir B YKpaiHi, BiICYTHIN B 00iry Ha
PUHKY MPOTATOM TPbOX POKIB MiAPS.

5. Y BUHATKOBUX BUNAJKax Ta 3 MiJCTaB, L0 CTOCYIOTHCS TPOMAJICBKOTO 3/10pOB’s, Y BUIA/IKaX,
nepen0adyeHNX YaCTUHOIO TPETHOIO M€l CTAaTTi, OPraH JEpKABHOTO KOHTPOJIO Mae MpaBO NMpUAMATH
IHIUBIIyabHI PIIMICHHS TPO HE3aCTOCYBAHHS MPHUIUHEHHS [1i JIep)KaBHOI peecTparlii JKapChbKUX
3aco0iB.

6. BnacHuWK peecTpamii Mae MpaBO OCKApKUTH PIMICHHS PO CKACyBaHHS, NPUIMHEHHS YU
NMPU3YyIUHEHHS i1 Aep)KaBHOI peecTparlii JJTikapchbKoro 3aco0y 3T1IHO 13 3aKOHOAABCTBOM.

Crarrs 40. [IpaBoBuii pexxum iHGOpMaIiii, 110 MICTUTHCS B MaTepianax peecTpamiiHoro J0ChE

1. Indopmarisa, mo MICTUTBCS B Marepiagax peeCcTpaIiiHOrO JOChE, HAJICKHTh 0
KoH(ineHniiHo1 iH(opMaIlii BiAMOBIIHO O 3aKOHOJIABCTBA Ta MIJISTa€ OXOPOHI OPraHOM JIEP>KaBHOTO
KOHTPOJIIO BiJl pO3TOJIOMICHHS Ta HEJOOPOCOBICHOTO KOMEPIIHHOTO BUKOPUCTAHHS, KpiM iH(opMmariii,
OIIPMJIIOIHEHHSI AKO1 Iepei0aueHO UM 3aKOHOM.

[Nocunanus 3asBHHMKA Ha peecTpauiiiHy iH(popMalio pedepeHTHOT0/OpUTIHATBFHOTO JIIKAPCHKOTO
3aco0y Ta BUKOPUCTAHHS ii y Marepiajax peecTpaIiitHOro MOChe (peecTpamiifHuX MaTrepianax), 110
MOJAIOTHCS 3aBHUKOM JUJISl PEeCTpallii 1HIIOTO JKapChKOro 3aco0y, M0 MICTUTh TaKy camy Iilody
pEUOBHHY, K 1 pedepeHTHHIH/OpUTIHATBHUNA JIKapChKUN 3aci0, HE BBA)KAETHCS PO3TOJIOLICHHSAM Ta
HEZA00pOCOBICHUM KOMEPLIMHUM BUKOPHUCTAaHHAM Takoi 1H(opMallii.

2. OpraH aep>kaBHOTO KOHTPOJIIO Ha CBOeMY o(iliiHOMy BeO-caiiTi 3a0e3rneuye BUIbHUN TOCTYI
710 IyOJIIYHUX 3BITIB PO PE3yJIbTATH KIIHIYHUX TOCIHIPKEHb (BUITPOOYBaHb) JIIKAPCHKHUX 3aC00i1B, sIKi €
BIIKPUTOIO 1H(GOPMAIIIEIO Ta HA/TaH1 Y MaTepiaiax PeeCTPaIiitHOTO JOCKE.

3. 3a po3roJouIeHHs] Ta HEMPAaBOMIPHE BHKOPUCTaHHA 1H(OpMaIlii, [0 MICTUThCS y Marepiaiax
peeCTpaIitHOro JOChE, BUHHI 0COOM HECYTh BiIIOBIIAILHICTE BIJIOBIIHO /10 3aKOHOIABCTBA.

4. OpraH Aep>KaBHOTO KOHTpPOJIO 3a0e3ledye BUIBHUM JOCTYN /A0 3MICTy BIJJOMOCTEH Ipo
JiKapchKUi 3aci0, sKi MicTAThCS B JlepikaBHOMY peecTpi JIiIKapChbKUX 3ac00iB, PILICHHS PO JePKABHY
peecTparlito, MepepeecTpariiio JIKapchbKoro 3aco0y, BHECEHHS 3MIH [0 PEECTPALIMHUX MarepialiB
IPOTATOM CTPOKY [ii JepXKaBHOI peecTparlii JKapChbKOro 3aco0y, JIHCTKa-BKIAIKH Ta KOPOTKOI
XapaKTePUCTUKHU JTIKapCHKOTO 3ac00y.

Crarrs 41. EXCKIIFO3UBHICT JaHUX MaTepiaiiB PEECTPALITHOTO TOChE
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1. ITig wac mepxaBHOI peecTpallii JiKapchKoro 3aco0y Ui OTPUMAaHHS PIIICHHS MPO JCpPKaBHY
peecTpallilo TeHEpUYHOTrO JIKapChKOro 3aco0y Bij 3asiBHHMKA HE BUMAraeThCsl HAJaHHS pE3yNbTaTiB
JOKIIIHIYHIX JOCHIHKEHB 1 KIIHIYHUX JTOCIHIPKEHb (BUMPOOYBaHb), MPOBEIEHUX BiJIMOBIIHO JI0 CTAaTEeH
9 1 10 mporo 3akoHy, SKIIO 3asBHUK JOBIB, IO TMOJAHWNW HA PEECTPALiI0 JIKAPChKUN 3acid €
TCHEPUYHUM 10 pedEepEeHTHOro JIIKapChbKOTO 3aco0y, 3asBa Ha JICPIKAaBHY PEECTPAIF0 T€HEPUUHOTO
JIKapChKOTO 3ac00y MOJAETHCS HE paHillle HIX 4yepe3 I'SITh POKIB 3 THS OTPUMAHHS PIIICHHS PO
Jep’KaBHY peecTpariiio B YKpaiHi sk KpaiHi nepiioi peectpaiili peepeHTHOro JiKapchKoTo 3aco0y, 10
MICTHTh HOBY [iIOUy PEYOBHUHY, 33 IIOBHUM PEECTPAIIHUM JTOChE a00 3 JTHS MPHUUHATTS PIICHHS PO
JepKaBHY peeCTpallilo y AepxkaBi - wieHi €Bponeiickkoro Corosy abo €Bporeiicbkoi acorialii BiTbHOT
TOPTIB, IO € CTOPOHOIO YToAM Mpo €BPONEHChKY €KOHOMIYHY 30HY, BiIOBITHO J0 3aKOHOAABCTBA
€spornericbkoro Coro3y abo 3apeecTpOBaHOTO KOMIIETEHTHUM opraHoM €Bpormeiicbkoro Corosy 3a
IICHTPaJII30BaHOIO MPOIICYPOIO 32 IOBHUM PEECTPAIIHHAM JIOCHE.

2. I'eHepnuHuil JiKapchbKUi 3acid Moxe OyTH BKIIIOUEHUN /10 Jlep’KaBHOTO peecTpy JIKapChbKUX
3aco0iB JIMIIIE Yepe3 I’ ATh POKIB 3 JHSI OTPUMAaHHS PIIEHHS IPO JePKABHY peecTpallito B YKpaiHi K
KpaiHi nepuioi peectparii peepeHTHOro JIKapchKOro 3acoly 3a MOBHUM PEECTpALliiHUM 10Che a0o 3
THSI IPUAHATTS PILICHHS NPO JEpKaBHY PEECTpallilo y Jepkasi - wieHi €Bpomnelickkoro Coro3y abo
€BporelchbKoi acorriallii BUIbHOI TOPTiBIIi, IO € CTOPOHOIO YTOIU PO €BPOIEHCHKY €KOHOMIYHY 30HY,
BIZIMOBIZTHO J0 3aKkoHOAaBcTBa €Bpomelicbkoro Coro3y abo peecTpalii KOMIETEHTHHUM OpPraHoOM
€Bporeiicbkoro Coro3y 3a HEHTPaTi30BaHOIO MPOIEIYPOIO 3a MOBHUM PEECTPALIIHIM JIOCHE.

VY 3a3Ha4eHWil CTPOK JO3BONAETHCS PO3pOOKA, BHUIPOOYBaHHS Ta MPOBEICHHS EKCIIEPTU3U
MarepiajiiB peecTpaliiiHoOro 10Ch€ Ha TaKUH T€eHEPUYHUH JIIKapChKHiA 3aci0.

[I’sTupiuHuil CTPOK, BU3HAYEHUI ab3alioM MepIIUM I1i€i YaCTUHH, MOXXe OyTH IMOJOBKEHO Ha
OJIMH PIK, SKIIO MNPOTArOM HEPUIMX TPhOX POKIB BIACHUK peecTpalii peQepeHTHOIo JIiKapChbKOro
3aco0y peecTpye omHe abo OiNbllle HOBHX TEPANEBTUYHHMX IMOKAa3aHb, Mij YaCc HAYKOBOI OI[IHKH SIKUX
BCTAHOBJIEHO, 1110 BOHU MAalOTh CYTT€BY KJIIHIYHY KOPUCTh MOPIBHSAHO 3 ICHYIOUMMHU METOAAMM Tepartii.
BusHayeHHs CyTTEBOCTI KIIHIYHOI KOPHUCTI HOBHMX TEpPANEBTHMUHUX II0Ka3aHb s pedepeHTHHX
JIKapChKUX 3aco0iB, 3apeecTpOBaHUX B YKpaiHi, 3IIHCHIOETbCS B TOPSJIKY, BCTaHOBICHOMY
[IEHTPAJIbHUM OpPraHOM BHUKOHABUOi BIaH, IO 3a0e3neuye (GOpMyBaHHS Ta peajizye IepKaBHY
MIOJIITUKY Y c(epl OXOPOHH 3/10pOB’Sl.

Bu3HaueHi yacTHHaAMM MEPIIOIO 1 JIPYTo0 IIi€i CTaTTi CTPOKM BCTAHOBIIOIOTHCSA y pasi, SAKIIO
3asiBa TPO JCPKABHY PEECTpaIif0 B YKpaiHi peepeHTHOTO JIIKApChKOTo 3aco0y IoaHa MPOTITOM
JIBOX POKIB 3 JIHSI HOTO TIEPIIOi peecTparlii B Oyab-sAKiil KpaiHi.

3. Slkuio GiomoriyHMiA JTiKapchKuil 3aci0, monioHui 10 pedepeHTHOro 010JOTIYHOTO JTIKAPCHKOTO
3aco0y, HE BIAMOBITAE yMOBaM, BCTAHOBJIEHUM CTaTTe€l0 2 MHOTO 3aKOHY MO0 BU3HAYCHHS
TEHEPHUYHOTO JIIKapChKOTO 3ac00y, 30KpeMa, BHACTIOK BIIMIHHOCTEH, IO CTOCYIOThCS CUPOBHHH, 200
BIAMIHHOCTEH y BHpPOOHMYMX IMporecax MoAiOHOro O10JIOTIYHOTO JIKapChKOro 3acody Ta
pedepeHTHOrO OiOJOTIYHOTO JIIKAPCHKOTO 3aco0y, BIACHUK peecTpallii 3000B’S3aHUN  HaJIaTH
pe3yJIbTaT! BIAMOBITHUX JOKIIHIYHUX JOCHIDKEHb a00 KIIHIYHUX BUMPOOYBaHb (IOCIIKEHB), IO
CTOCYIOTBCSl TaKUX yMOB. Bumorm 1o marepiaiiB peecTpalifHOro JOCbe O10JOTIYHHUX JIIKAPCHKUX
3ac00iB, MOMIOHUX 10 pedepeHTHUX OIOJOTIYHUX JIIKAPCHKHUX 3aC001B, BU3HAYAIOTHCS IICHTPAIbHUM
OpraHOM BHMKOHaBUOl BJajaM, 110 3a0e3neuye (GopMyBaHHS Ta peajizye AepKaBHY MOJITHKY Yy cdepi
OXOPOHH 37I0POB’SI.

4. He BBaxaeTbCs PO3TOJIOMICHHSIM Ta HETOOPOCOBICHUM KOMEPIIIMHUM BHUKOPHCTAHHSIM
IPOBEJICHHs MPOLEAYPU JepKABHOI peecTpallii JTIKapChbKOro 3aco0y 3 MOCHIAHHAM Ha PeecTpaliiiHy
iH(pOopMaLito peepeHTHOTO JTIKaPCHKOTO 3ac00y.

5. 3 Metoro 3a0e3medyeHHS 3axHCTy 310pOB’S HACeNeHHS IiJ Yac Jep)kKaBHOI peecTparil
nikapcekoro 3acoOy KaOiner MinicTpiB VYkpaiHM BIANOBIZHO [0 3aKOHY MOXE JIO3BOJHMTHU
BUKOPHCTAHHS 3aIlaTeHTOBAHOTO BHUHAXOAY (KOPUCHOI MOJENi), IO CTOCYETHCS TAKOTO JIIKAPCHKOTO
3acoQy, BU3HAUCHI HUM 0c001 0€3 3roJiu BIIaCHUKA MaTCHTY.

6. Bumoru yactuH mepmoi i Apyroi Ii€i cTaTrTi He MOUIMPIOIOTHCS HA BUMAJKH, SKIIO 3aSBHUK
TEeHEPUYHOTI0 JIIKapChKOTo 3aco0y BIAMOBIIHO J0 3aKOHO/IABCTBAa OTPUMAaB 30y BIACHHUKA peecTpariii
pedepeHTHOro NKapCchKOro 3aco0y 3TiTHO 3 YACTUHOIO YE€TBEPTOIO cTaTTi 23 1boro 3akoHy abo JOBiB,
10 JIIKapChKH 3aci® 3apeecTpoBaHMi B YKpaiHi 32 TIOBHUM pEECTpALiMHUM JOChE, € TEHEPUUHUM
JTIKapChbKUM 3aCO00M IIIOJI0 OPHUTIHAIBHOTO JIKAapChKOro 3acoly, 3apeecTpoBaHOro B YKpaiHi abo y
neprkaBi - wieHi €ponericbkoro Coro3sy.

7. BuzHaueHl yacTHHAMH MEPIIOI0 1 JPYTOIO Ii€i CTAaTTi CTPOKM HE 3aCTOCOBYIOTHCS Y pasi
HagaHHs KaOinerom MiHicTpiB YkpaiHu J03BOJY Ha BUKOPUCTAHHS 3allaTeHTOBAHOTO BHHAXOIY
(KopuCHOT MOJIEI), IO CTOCYETHCS TAKOTO JIIKAPChKOTo 3aco0y, a00 y pa3i HeOOX1THOCTI BYUMHEHHS Jii
3a HaJ[3BMYAlHUX OOCTaBUH, SIKI 3T1HO 13 3aKOHOJABCTBOM Yy cdepi 1HTEIEeKTyalbHOI BIACHOCTI HE
BU3HAIOTHCS TIOPYIICHHSM TpaB BIACHHWKA IMATCHTY HA BHHAXIJ, IO CTOCYETHCS TAKOTO JIKAPCHKOTO
3ac00y, a00 SIKIIO CyAOM YM 1HIIUM YIOBHOBA)KEHMM 3aKOHOM OPraHOM BCTaHOBJIEHO, 110 BIACHUK
npaBa IHTENEKTyaJlbHOI BJIACHOCTI 3J0BXHMBaB CBOIMM IpaBaMH, 30KpPeMa MOHOIIOJIBHUM
(TOMiHYIOUYMM) CTAHOBUIIIEM Ha PHHKY.

8. Bumoru 1i€i crarTi Ta HasABHICTH MPaB, SKi BUILIMBAIOTH 3 TATCHTY, HE BUKIIOYAIOTH IpaBa
IHIIOrO 3asiBHUKA (BUPOOHMKA) 3/1MCHIOBATH YIPOIOBXK CTPOKIB, BU3HAUEHUX YaCTHHAMM IEPILOIO 1
JPYTOIO IIi€l CTaTTi, Ta CTPOKY il MaTeHTy BiANOBITHI po3poOKy Ta BUIPOOYBaHHS, Yy TOMY YHCII
MPOBOJIUTH JIOCTI/HKCHHS 3 O10JIOTIYHOI a00 TEparmeBTHYHOI €KBIBAJICHTHOCTI MK TE€HEpUYHUM Ta
pedepeHTHHM JiKapCBKUMH 3ac00aMu, OTPUMYBATH PEKOMEHJAIl] MO0 IMPOXOKEHHS IMPOLEIYp
JEp’KaBHOT peecTpallii Takoro JIKapChKOTO 3aco0y, Mep:KaBHOI peecTparlii miag 3000B’si3aHHS Ta
Jep>KaBHOT peecTpariii JiKapchKOTO 3ac00y Y BUHATKOBHUX OOCTaBUHAX.

Po3mia I'V.
BUPOBHUITBO TA IMIIOPT JIIKAPCBKUX 3ACOBIB

Crarrs 42. 3arajibHi BAMOT'H JI0 BUPOOHUITBA Ta IMIIOPTY JIIKApChKUX 3ac001B

1. BupoOHHMITBO JIKAPCHKUX 3ac00iB, a TaKoX IMIOPT JiKapchkux 3aco0iB (kpim ADI) Ha
TepuTOopii YKpaiHu MiIAraroTh JileH3yBaHHIO.
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2. IMmopt mocnimKyBaHUX JIIKapchbKux 3aco0iB (kpiMm ADI) Ha Tepuropii Ykpainm mimisrae
JIIEH3yBaHHIO.

3. BupoOHHIITBO JIKapChKHUX 3aC001B (MPOMUCIIOBE) 3A1MCHIOETHCS Cy0’ €KTaMH TOCIIOIapIOBaHHS
Ha MiJACTaBl JileH3ii (JileH3ii Ha BUPOOHUIITBO), 1110 BUIAETHCS Y MOPAIKY, epeadadeHoMy 3aKOHOM
Vikpaiau "Ilpo unineH3yBaHHS BHIIB TOCHOAAPCHKOI MiSUIBHOCTI", 3 ypaxyBaHHSM OCOOIMBOCTEH,
BCTAHOBJIEHUX IIUM 3aKOHOM.

4. JliueH3is Ha BUPOOHMITBO JIKapChKUX 3aco0iB, 3a3HaY€HA Yy YacTUHI TpeTi wLie€i cTarTi,
BUMAra€eTbes SIK Ui TMOBHOTO, TaK 1 JJIsl HEMOBHOTO LWKIY BHUPOOHUIITBA, a TaKOX IS 3IIHCHEHHS
OKpeMHX BHUPOOHMYMX TpoleciB (acyBaHHs, TMaKyBaHHs (TepenakyBaHHs) a00 MapKyBaHHS
(mepeMapkyBaHHs), KOHTpPONtO sKOCTi. JlineH3is Ha BHPOOHUUTBO JIKAPCHKUX 3acCO0IB  TaKOX
HeoOXiZHa y pa3i BHUPOOHMLTBA JOCITIKYBAaHUX JIKApChKUX 3ac00iB, JIKapChKUX 3aco0iB JUIs
EKCTIOPTY.

5. Jlinensis Ha BUPOOHUIITBO JIIKAPCHKUX 3ac00iB Hadae cy0’€KTy TOCHOJAapIOBaHHS IPaBO
3I1HICHIOBATH TaKOX ONTOBY TOPTIBIIIO JIKAPCHKUMU 3aCO0aMHU BIACHOTO BUPOOHUIITBA.

6. BUpOOHHMITBO JTIKapChKUX 3acO0IB 3IMCHIOETHCS BIAMOBIIHO A0 BHUMOT JIICH3IMHUX YMOB
MIPOBA/KEHHS BIAMOBIHOTO BHUIY TOCIOJAPCHKOI [ISUIBHOCTI, HAJEKHOI BHPOOHMYOI MPAKTHKH,
MarepiajiB peecTpalifHOro JOChE, TEXHOIOTIYHOT HOPMAaTHBHOI JOKYMEHTAIII] 3 JOAEepP)KaHHSIM BUMOT
(hapmakomeiiHMX CcTaTell Ta IHIIUX JEpPKaBHUX CTAHJAPTIB, TEXHIYHUX YMOB, aJalTOBAaHUX [0
3aKOHOJIAaBCTBa €Bporneiicbkoro Coro3y 11070 BUPOOHHUIITBA JTIKApChKUX 3aC00IB.

7. Jlns BUpPOOHMIITBA JIIKAPCHKUX 3ac00iB BUKOPUCTOBYIOThCS ADI, momomikHI pevyoBUHH 1
nakyBaJIbHI MaTepialiy, 3asBJICeHI B MaTepiajiax peecTpaliifHOTO JI0ChE Ha 3apeecTpoBaHUi B YKpaiHi
Jikapchkui 3aci0. BupoOHuK Hece BIANOBIAAJBHICTE 32 SKICTh CHPOBUHH, BKIodaroun ADI,
npoxykii "in bulk", makyBaqpHUX MarepiajiB Ta 3a iX HITHOBE BUKOPUCTAHHS.

8. BupoOHUNTBO JIKapChbKUX 3acO0iB 3a KOHTPAKTOM, SIKIIO 1€ MHepeadayeHo Mmarepiajgamu
peecTpariiHoro A0Che Ha JIKapchbKuil 3aci0, 3apeecTpoBaHuid B YKpaiHi, MOXKE 3IIHCHIOBATHCS IS
OKpeMHuX Ta/abo BCiX omeparliii TEeXHOJIOTIYHOTO MPOIECy, KOHTPOIIO SKOCTI, BUITYCKYy cepii Ha
MiJCTaBl JIOTOBOPY MPO BUPOOHHUIITBO JIKAPCHKUX 3ac00iB 3a KOHTPAKTOM, YKIIQJIGHOTO MiX
3aMOBHHMKOM 1 BUKOHABIIEM, Ta 33 HASBHOCTI Y KOHTPAKTHOI'O BUPOOHMKA (BUKOHABIIS) Ta BUPOOHMKA
(BmacHmKa peectpamii B YkpaiHi) JineH3ii Ha BUPOOHUIITBO JIIKapChKHUX 3ac00iB Ta/abo ceprudikara
BIJIMOBITHOCTI BHUMOTaM HaJIeKHOI BUPOOHWYOI MpakThKU (y pa3i MDKHAPOIHHMX KOHTPAKTIB), IO
BUJA€THCS a00 MIATBEPIXKYETHCS Yy BCTAHOBIEHOMY B YKpaiHi MOpsAKy. Y pas3i SKIIO BJIACHUK
peectpailii Ta BAPOOHUK JTIKAPCHKOTO 3ac00y € pi3HUMHU Cy0’€KTaMU TOCIOJAPIOBaHHS, MK HUIMH Ma€e
OyTH yKJIaJIeHO MUCHbMOBHI JOTOBIpP BIAMOBIIHO O BUMOT HaJIEKHOI BUPOOHNYOI MPaKTUKU. J{oTOBIp
PO BUPOOHMIITBO JIIKAPCHKUX 3aC00IB 32 KOHTPAKTOM YKJIQJa€ThCs Y TUCHMOBIH (popMi Ta BU3HAYAE
mpasa i 000B’S3KH CTOPIH 1100 BUPOOHUIITBA Ta KOHTPOJIIO SIKOCTI, @ TAKOXK MICTHTh 1H(OPMALIiIO PO
YIIOBHOBaXXEHY 0c00Y, BiAMOBITaIbHY 32 cepTH(DiKaIlilo Ta BUITYCK Cepii JJIKapChbKOTO 3ac00y.

BinmomocTi mpo BUpoOHUKA, SKUH 31MCHIOE BHUPOOHMILITBO 3a KOHTPAKTOM (KOHTPAKTHUHN
BUPOOHUK), MAIOTh OyTH BHECEHI JO MaTepiaiiB peeCcTPaliifHOTO TOCKE.

9. Immopt mikapcekux 3aco0iB (kpiMm ADI) 3miCHIOETBCS 3a HASIBHOCTI cepTHdikara cepii
JIKapChKOro 3aco0y, 10 BHMIAETHCSA 1HO3EMHHUM BHUPOOHMKOM, Ta JIIEH311 Ha IMIOPT JIKapChKUX
3ac00iB (kpiMm ADI), m0 BHIAETBCSA y TOPSAKY, BCTAHOBICHOMY 3aKOHOJABCTBOM, KpPIM BHIIAJIKiB,
nepeadaYeHuX UM 3aKOHOM.

10. Immopt mikapchkux 3aco6iB (kpiMm ADI) 31iliCHIOETHCS BIAMOBIIHO JIO JIIEH31HHUX YMOB 3
ypaxyBaHHSIM BUMOTI' HajiexHOi BUpoOHHYoi npaktuku (GMP) mist nikapeekux 3aco6iB. JlineHsis Ha
IMITOPT JTiKapchkuX 3aco0iB (kpiM ADI) Hamae cy0’ekTy TOCIOAAPIOBAHHS MIPABO 3IIMCHIOBATH TaKOX
OIITOBY TOPTIBJIIO IMIIOPTOBAaHUMH HUM JIIKAPCHKUMHU 3aCO0aMH.

11. TepmiH NMpPUAATHOCTI 3apeecTPOBAHUX JIKApChKUX 3aco0iB (kpiMm ADI), mo BBO3ATHCA Ha
TepUTOpPit0 YKpaiHu, SKIIO 1HIIE HE nepedaueHo UM 3aKOHOM, Ma€ CTAHOBUTH HE MEHIIIE MOJIOBUHU
TEpMiHy, BU3HAYEHOT'O BUPOOHUKOM, 32 YMOBH 1[0 BUPOOHHMK BH3HAYMB TEPMIH MEHILE OJHOTO POKY,
ab0 He MEHII SIK LIICTh MICSALIB, 332 YMOBU 110 BUPOOHUK BU3HAYMB TEPMIH OJIMH DIK 1 OUIbIIE, KpIM
BUIIQ/IKIB, BU3HAYEHUX LEHTPaJIbHUM OPIaHOM BHMKOHABYOI BJIAJM, 110 3abe3mnedye (opMyBaHHs Ta
peastizye JepKaBHY MOJNITUKY Y cepl OXOPOHH 310pOB’sL.

12. Jlep>xaBHUH KOHTPOJIb 32 BBE3CHHSM Ha MUTHY TEPHUTOPiIO YKpaiHM JIKapChKUX 3aco0iB
3[1ICHIOETBCSI OPraHOM JIEP’KaBHOTO KOHTPOJIO. B okpemux BuIaakax, BCTAaHOBJIEHUX cTarTero 117
BOT0 3aKOHY, OpTaH JepKABHOTO KOHTPOIIO 3AIHCHIOE TaOOpaTOPHUI KOHTPOJIb SIKOCTI JIIKAPCHKUX
3ac00iB, 1110 BBO3SITHCSI HA MUTHY TEPUTOPI0 YKpaiHH.

[lopsimok 3IiHCHEHHS JEpKABHOIO KOHTPOJIO SIKOCTI JIKAPChKUX 3aco0iB, IO BBO3SATHCS Ha
TEpUTOpif0 YKpaiHW, aJanTOBaHUK 1O 3akoHOMaBCTBa €Bpormeiickkoro Coro3y, Ta MiJICTaBH IS
3MIMCHEHHS OPTaHOM JIEP’KaBHOTO KOHTPOJIO JTAOOPATOPHOTO KOHTPOIIO SIKOCTI JIIKAPCHKHUX 3acO0iB,
10 BBO3ATHCS HA MUTHY TEPUTOPiI0 YKpaiHu, BCTAaHOBIIOIOThCS KabineTom MinicTpiB YkpaiHu.

13. ImnopTep 3 ypaxyBaHHSIM BUMOT cTaTTi 49 1boro 3aKOHY € BiAMOBITAIBHUM 32 3TIHCHCHHS
71a00paTOPHOTO KOHTPOJIIO SIKOCTI JIIKAPCHKUX 3ac00iB, IO BBO3SITHCSA HUM HAa TEPUTOPIIO YKpaiHH,
KpIM BHIIaJIKiB, BU3HAYCHUX YACTUHOIO YOTHPHAALATOO 1€l cTarTi. JJabopaTopHuil KOHTPOJb SAKOCTI
3IIHCHIOETBCS IMIIOPTEPOM Yy BiIAacHI ab0 KOHTPAKTHIH J1abopartopii, arecToBaHiii/yIOBHOBaXEHIN
OpTraHOM JIepKaBHOTO KOHTPOJIO B TIOPSJIKY, BCTaHOBJIEHOMY IIEHTPAJIbHUM OpPraHOM BHKOHABYOl
BJaau, o 3abe3nedye (GopMyBaHHS Ta pealidye JAep:KaBHY IMOJITUKY y cdepi OXOpPOHH 370POB s,
3TiAHO 13 3aTBEP/HKCHUMH CTIeHU(IKAIIsIMA Ta METOJJAMH KOHTPOJIIO SKOCTI.

3a pesyapTaraMu  3AIMCHEHOTO0 JaOOPaTOPHOTO KOHTPOIIO SIKOCTI JIKAPCHKUX  3aco0iB
YIIOBHOBaXK€HA 0c00a iMmoprepa cepTudikye Ta BUIIyCKae B 00Ir Cepit0 IMIOPTOBAHOIO JIKapChKOIO
3aco0y, a TakoX IMOBIAOMIISIE MPO BBEIEHHs cepii JiKkapchbKoro 3aco0y B 00Ir opraH Aep>KaBHOTO
KOHTPOJIIO BIJIMOBITHO 0 BUMOT CTarTi 73 1OTO 3aKOHY.

14. Immoprep 3BUIBHSETBCA BiJ OOOB’A3KY 3IIHCHEHHS JaOOpAaTOPHOTO KOHTPONIO SIKOCTI
JOCITIJHKYBaHUX JTIKAPCHKUX 3aCO0IB Ta JIKApChKUX 3aCO0IB JIJIsi KOMITACIOHATHOTO BUKOPUCTAHHS, IO
BBO3SITHCS. HUM Ha TEPUTOPII0 YKpaTHU Yy BCTAHOBICHOMY MOPSIKY, a TAKOX JIIKAPCHKUX 3aC001B:
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1) 1110 BBO3SATHCSA HUM Ha TEPUTOPIIO YKpaiHH 3 METOI MOJAIBIIOT0 EKCIOPTY, KPiM BHITIKiB
HAasBHOCTI O3HAaK BIAXWJICHb IOJIO SKOCTi, Oe3meku abo e(eKTHMBHOCTI TakuX IIKapChKUX 3ac00iB,
BCTAHOBJIEHNX 3aKOHOIABCTBOM;

2) BUpPOOHUITBO Ta KOHTPOIb SKOCTI cepii SKUX 3MAIMCHIOETbCA y KpaiHax 13 CTPOrHMMH
peryasaTopHumMu opraamu (SRAs);

3) om0 AKMX 3/1MCHEHO AP KaBHUH JIAOOPATOPHHUI KOHTPOJIb SIKOCTI y BHIIAJKaX, BCTAHOBICHUX
crarrero 117 uporo 3akony.

15. 3asgBHUK/BIACHUK peecTpauii B VYKpaiHi JIKapchbKoro 3acoly, M0 IMIOPTY€EThCS, UId
BUKOHAHHS CBOIX 3000B’s3aHb, MpaB Ta BIANOBITAIbHOCTI Ha TepUTOPil YkpaiHu 3000B’s3aHMIA
YKJIACTH THCBMOBHMHA JOTOBip (MMCBMOBI JIOTOBOpM) 3 1HO3EMHUM BHPOOHHKOM, a TaKoX 3
JIIEH30BaHUM B YKpaiHi IMIOpTEpOM (JIIIIEH30BAaHUMHU IMIIOpTEpaMHU) TAKOTO JIIKAPCHKOTO 3aco0y,
SKIIO BJIACHUK peecTpallii B YKpaiHi JIKapChKOrO 3aco0y HE € OIHOYACHO IMIIOPTEPOM TaKOTO
JiKapchKoro 3acoly. ¥ TakoMy JI0roBOpi (JIOrOBOpax) BU3HAYAETHCSI OOCST MpaB, BiANOBIJAIBHOCTI Ta
000B’s13KiB KO)KHOT 13 CTOPiH IOTOBOPY (J0TOBOPIB).

[TonokeHHst 1i€i yaCTUHM HE 3aCTOCOBYIOTHCS IO JIKapChKUX 3aco0iB, IO BBO3SATHCA Ha
TEPUTOPiI0 YKpaTHU AK MapanesbHUui IMIIOPT.

Crarrs 43. OcoOauBOCTI JIilIeH3yBaHHS BUPOOHUIITBA Ta IMIIOPTY JIKAPCHKHUX 3aC001B

1. Jlinen3yBaHHs1 BUPOOHUIITBA JTIKAPCHKUX 3aC00IB Ta IMIOPTY JiKapchbkux 3aco0iB (kpim ADI)
3MIUCHIOETBCS Yy TIOPANKY, TmependoadyeHoMy 3akoHOM Ykpaimm "lIpo JineH3yBaHHS BUIIB
TOCTIONIAPCHKOT NiSUTBHOCTI", 3 ypaxyBaHHSAM 0COOIMBOCTEH, BU3HAYEHUX IIMM 3aKOHOM, JIICH31HHIMHA
YMOBaMH TPOBA/DKEHHS BIAMOBIAHOT TOCHOAAPCHKOI AISIIBHOCTI, 3aTBepkeHuMu Kabinerom
MinictpiB Ykpainu.

2. JlineHsis Ha BUPOOHUITBO B YKpaiHi JIKAPCHKUX 3aC001B BUJIAETHCS 3 YPaXyBaHHSAM IMEpeIliky
JTiKapchbkuX (GopM 1 BHPOOHWYHMX OMeEpaliid 3a KOKHMM MICIIEM TPOBA/KEHHS TOCMOIAPCHKOT
TISTTBHOCTI Ta OCOOIMBUX YMOB MPOBAKCHHSI AISUTBHOCTI, SIK1 3a3HAYAIOTHCS B JOJIATKY /IO JIIEH311 Ta
BHOCATHCS 10 Jlinen3iitHoro peectpy. Jlomarok jo miteH3ii € 11 HeBiJl’éMHOIO YaCTHHOIO.

3. Jlinensist Ha iMmopt Jikapchbkux 3aco0iB (kpiMm ADI) BHmaeThesl 3 ypaxyBaHHSM Omepariil 3
IMITOPTY, MICIIb Ta OCOOJMBUX YMOB TMPOBAKCHHS MiSTIBHOCTI, SKI 3a3HAYAIOThCS B JIOAATKY [0
minensii Ta BHocsAThCs 10 JlinensiitHoro peectpy. JlomaTok a0 mineH3ii Ha IMIOPT JiKapChbKUX 3ac00iB
(xpim ADI) € ii HEBiA €MHOIO YaCTHHOIO.

4. OpraH JepkaBHOTO KOHTpOJItO Beae JIIMEH3IMHMIA peecTp i3 MPOBAHKEHHS TOCIOAApPCHKOT
JISUTBHOCTI 3 BUPOOHMIITBA Ta/abo iMIOpPTY JiKapchkux 3aco0iB (kpim A®DI) Ta po3mimrye iforo Ha
cBoeMy o(imiitHOMY BeO-CcailTi.

3a 3amuTOM JlilleH31aTa OpraH JAEepKaBHOTO KOHTPOIIO MPOTATOM IT'ITH poOounx JHIB odopmitioe
y marepoBiit abo enekTpoHHil ¢popMi BUTSAT i3 JlilieH31HHOTO peecTpy 3 iHPOpPMAIIi€r0, aKTyaIbHOIO Ha
naty popMyBaHHS BUTATY a00 Ha J1aTy, 3a3Ha4€HY B 3aIIUTI JilleH31aTa.

5. OpraH Jep>kaBHOTO KOHTPOJIIO Y BCTAHOBJICHOMY 3aKOHOM TOPSIKY 32 HasBHOCTI 3aKOHHHX
miJicTaB Ma€ MPaBO TOBHICTIO a00 YacTKOBO aHYIIOBATH JIIEH3i0 HAa BHPOOHHIITBO JIIKAPCHKUX
3aco0iB Ta/abo iMIopT jikapchkoro 3acoly (kpiMm A®DI) 4yu MOBHICTIO 200 YaCTKOBO 3yNUHUTH IO
Ji1eH3ii, K0 BUSIBICHO KPUTUYHI HEBIAMOBIAHOCTI (MOPYIIEHHS) JIIIEH31HHUM yMOBaM Ta BUMOTaM
BIJIOBITHUX HAJICKHUX MPAKTUK YK OY/Ib-5Ki BHMOTH, BUKOHAHHS SIKUX € 000B’I3KOBUM JIJIsl BTACHHUKA
J1eH311 BIAMOBIIHO JI0 IILOTO PO3/1TY, HUM HE BUKOHYIOTHCHI.

6. JlonaTKoBO 1O BUMOT, BU3HaYeHUX 3akoHOM Ykpainu "IIpo milieH3yBaHHs BB FOCHOAAPCHKOT
TisUTBHOCTI", JUTSE OTPUMAaHHS JIIEeH311 Ha BUPOOHUIITBO Ta/ab0 IMITOPT JliKapchKux 3aco0iB (kpiMm ADI)
3100yBay JIiIeH311 TOBUHEH BUKOHATH TaKi 000B’sI3KOB1 BUMOTH:

1) MaTu y CBOEMY pO3MOPSKEHHI JOCTaTHI JJsl 3A1MCHEHHS AiSJIBHOCTI 3 BHPOOHUIITBA a0o
IMIOPTY JIIKapCbKUX 3aco0iB TNPUMIMICHHS, TEXHIYHE OONaJHaHHS 1 3acO0M KOHTPOJIIO, IO
BIJIMOBI/IAIOTh BHMOTaM JIIEH3IMHUX YMOB JIO BHUPOOHHUIITBA, KOHTPOJIIO SIKOCTI Ta 30epiraHHs
JIKapChKUX 3ac001B 1 BUMOTraM HajeKHOi BUpoOoHu4oi npaktuku (GMP);

2) MaTd y CBOEMY INITaTi HIOHAMEHIIE OJHY YMOBHOBAa)KE€HY OCOOY 3 BIJIIOBIIHOIO 0a30BOIO
OCBITOIO, PIBHEM 3HaHb Ta JOCBIOM POOOTH BIAMOBITHO JI0 CTATTi 48 1IbOT0 3aKOHY;

3) 3a3HAYUTH B 3as1Bi PO BHUJAYY JIIEH3II:

Ha BUPOOHHMUTBO JIKAPChKUX 3acO0IB - MEpPEeiK JIKapChKUX (OpM, L0 BUPOOIATUMYThCS, Ta
BUPOOHUYI Orepartii 3a KOXKHUM MiCIIeM MPOBA/KEHHS TOCIOIAPChKOI MisITHOCTI Ta/ado TPOBEICHHS
KOHTPOJIIO, @ TAKOXK 0COOJIMB1 YMOBH MPOBAKEHHS ISTIbHOCTI,

Ha IMIIOPT JIIKapchKuX 3aco0iB (kpiMm ADI) - omeparii 3 iMIIOPTY, 110 31IHCHIOBATUMYTHCS, MicCIle
(micist) TPOBAKEHHS BHUJIY TOCIOJAPCHKOI JISUIBHOCTI, @ TaKOX OCOONHMBI YMOBH IPOBAKEHHS
JISUTBHOCTI.

3mo0yBay JiineH3ii B 3asBi Ha OTPUMaHHS JIIEH311 3a3Hayae JeTajbHI BIiJJOMOCTI MPO
BIJIMOBIJIHICTh 3a3HAYEHWM Yy I[Id YacTHHI BHMOraM Ta HaJae HeoOXigHy iHdopMalli, 10
HiATBEPIKY€E BUKOHAHHS TAKUX BUMOT.

7. 3aranbHi BHMOTHM [0 MarepiaJibHO-TEXHIYHOI 0a3u uis BHpPOOHHWITBA Ta/abo iMHIOPTY
Jikapchkux 3aco0iB (kpiMm A®DI), 3mailicHEHHS BHUPOOHHUYOTO KOHTPOJIIO iX SKOCTI, TEXHOJOTI4HOT
HOpPMAaTHUBHOI JOKYMEHTaIlli, KBamipikaiiiiHi BUMOTH 0 yIMOBHOBaXXEHOI 0coOH, ii MOBHOBa)KEHHS,
npaBa Ta BIANOBIIAJIBHICTD BH3HAYAIOTHCS JIIEH3IMHMMU yMOBaMH MPOBAKEHHS TOCIOJAPCHKOI
JUSUIBHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX 3aco0iB Ta/abo IMHIOPTY JiKapchbKux 3aco0iB (kpim ADI),
3arBepkeHUMHU KabGinetom MiHicTpiB Ykpainm.

8. [TizcTaBoro /I BUIA4i JIiIIEH311 HA BUPOOHUIITBO JIIKAPCHKUX 3aCO0IB € HASBHICTh BiJIMOBIIHOT
MarepiaabHO-TeXHIYHOI 0a3u, KBai(hiKOBAaHOTO IMEPCOHATY, a TaKOX yYMOB IIOJ0 KOHTPOJIIO SKOCTI
JiKapCchKUX 3ac00iB, 110 BUPOOIATUMYThCS. BiAMoBIAHICTS MaTepiaibHO-TEXHIYHOT 06a3u, KBami(ikarii
MepcoHaTy, a TaKoX yMOB IOAO KOHTPOJIO SIKOCTI JKApChKUX 3ac00iB, M0 BUPOOIATUMYTHCS,
BUMOTaM  JIIEH3IHHUX YMOB, HaJexkHOi BHpoOHMYoi mnpaktuku (GMP) Tta 3asgBieHum
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XapaKTEePUCTHKAM y TIOJIaHUX 3100yBaueM JIIEH31i TOKyMEHTaxX I OACp KaHHS JIIEH31i miaisirae
NepeBipIl 10 BUAAUl JIIEH31T y MeXax CTPOKY, MeperdadeHoro MM 3akOHOM JJIs BUJayl JileH3ii, 3a
MICIIEM TPOBAPKEHHS [isSIbHOCTI OPraHOM JIEP’KaBHOTO KOHTPOJIIO y TOPSJAKY, BCTAHOBICHOMY
Kab6inerom MinictpiB Ykpainu.

9. IlixcraBoro g Buaavi JileH3ii Ha iMHOPT Jdikapchbkux 3aco0iB (kpiM API) € HasBHICTH
BIJIMOBIJIHOT MaTepiaibHO-TEXHIUYHOT 0a3u, KBaji()iKOBAHOTO TIEPCOHANY, a TaKOX YMOB IIO/O
KOHTPOJIIO SIKOCTI JIIKAPCHKUX 3ac00iB, 10 BBOSUTUMYTHCS Ha TEPUTOPir0 YKpainuw. BimmoBimHiCTh
MarepiaJbHO-TeXHIYHOI 0a3u, kBami(ikaiii MepcoHany, a TaKoX YMOB IIOJO KOHTPOJIO SIKOCTI
JTIKapChKUX 3aco0iB, IO BBO3UTHUMYTHCS HAa TEPUTOPilO YKpaiHW, BUMOTraM JIIEH3IMHUX YMOB,
HanexxHo1 BUpoOHWYOi npakTuku (GMP) Ta 3asBiIeHHM XapakTEpHCTHKaM Y TOJaHUX 3100yBaueM
JineH3ii JOKyMeHTax Ui ofiepKaHHs JiIeH31i miansrae 000B’a3KOB1i MepeBipill 10 BUaayi JileH3ii y
MeXaxX CTPOKY, IependadyeHoro IuM 3akOHOM /Ui BUJA4l JIIEH3il, 3a MiclleM MpOBaKCHHS
JUSUTBHOCTI OPraHOM JIEP>KaBHOTI'O KOHTPOJIIO SIKOCT1 y MOPSIKY, BcTaHOBIeHOMY Kabinerom MiHicTpiB
VYkpainu.

10. [is minen3ii Ha BUPOOHUIITBO JIIKAPCHKUX 3ac00iB Ta/ab0 iIMITOPT JIIKapChbKHUX 3ac00iB (KpiM
A®I) momuproeThCs JMIe Ha BUPOOHMUI MPUMIIICHHS, BUPOOHHMUI orepailii, oreparii 3 iMIopry,
JikapchKi 3aco0u 1 mikapebki popmu, ki BHeceHi1 a0 JlineH3iitHoro peectpy.

11. Bumoru 10 3MicTy, opOpMIIeHHS 1 TIepeoOpMIICHHS JIiIeH3i1 Ha BUPOOHHIITBO JTIKAPCHKUX
3aco0iB Ta/abo immopT Jikapchbkux 3aco0iB (kpiMm ADI) Ta indopmariii, moO BHOCUTHCA MO
JIileH31MHOTO PeeCTpy, BCTAHOBIIIOIOTHCS JIILEH3IHHUMH YMOBaMH.

12. JlineH3is Ha BUPOOHULITBO JIIKAPCHKUX 3ac001B Ta/abo IMIOPT JiKapchbkux 3aco0iB (kpim ADI)
BU/IA€THCSI OPIaHOM JEP>KaBHOTO KOHTPOJIIO Y CTPOK, 10 HE mepeBulye 90 KaneHIapHUX JHIB 3 JHS
OTPUMaHHS OPraHOM JIEP’KaBHOT'O KOHTPOJIIO 3asiBU MPO BUAAUY JILIEH3I1.

13. 3MiHM 10 TOKYMEHTIB, 110 TOIABAJIUCS JIJII OTPUMAHHS JIIIIEH31i Ha BUPOOHUIITBO JIIKAPCHKUX
3ac00iB Ta/ab0 IMIOPT JIiKapCchbKkuX 3aco0iB (kpiM ADI), BHOCATHCS JMILEH31aTOM y MOPSAKY Ta CTPOK,
BCTAHOBJICHI JIILIEH3IHHUMH YMOBaMH MTPOBA/KEHHS BIIIOBITHOTO BH]Ty TOCHOAAPCHKOT MisTIBHOCTI.

Crarrs 44. O00B’sI3KM BJIAaCHUKA JIIEH31i HA BUPOOHMIITBO JIIKAPCHKUX 3ac00iB Ta/abo IMIOPT
JKapChbKUX 3ac001B

1. BnacHuk mineH3ii Ha BUPOOHUIITBO JIIKAPCHKHUX 3ac00IB Ta/ab0 IMMOPT JIKApChKHUX 3acO0iB
(xpim ADI) 30008’ s13aHUI:

1) mMatu y CBOEMY pO3NOPSIKEHHI JOCTAaTHIO KUIBKICTh MPAliBHUKIB, $KI BIJNOBIAAIOTH
BCTAHOBJIEHUM OCBITHBO-KBaTi(iKaI[IiHUM BHMOTaM, I 3a0e3nedeHHs BUPOOHHUIITBA Ta/abo
IMIOPTY, MPOBEJICHHS KOHTPOJIIIO SIKOCT1 JIIKAPChKUX 3aC001B BIAMOBIIHO A0 BUMOT JIIIEH31HHUX YMOB
Ta HaJIe’)KHO1 BUpoOHMUYOi npakTuku (GMP);

2) HeBIIKJIAAHO TOBIIOMIITH OpPTaH JIEP>KaBHOTO KOHTPOJIIO MPO 3MiHY YIIOBHOBAKEHOT 0COOM;
3) peanizoByBaTH 3apeeCTPOBaHI JIKAPChKi 3aCO0M BIMOBITHO /10 3aKOHOIABCTBA;

4) HajaBaTH OpraHy JAEpPKABHOTO KOHTPOJIIO 3MiHU (3a HAsIBHOCTi) JO JOKYMEHTIB, MOJaHUX
3TiHO 13 cTaTTero 43 1hOro 3aKOoHY;

5) nmomyckaru MOCaJOBUX OCIO oOpraHy Jep)>KaBHOTO KOHTPOJKO JIO TPOBEICHHS IEPEBIPKU
(1HCTIEKTYBaHHS1) CBOiX MPUMIIICHb BIAMOBITHO IO 3aKOHIB;

6) Ha/TaBaTH MOXKJIMBICTh YITOBHOBaXXEHIH 0Cc001 HAJICKHUM YHHOM BUKOHYBATH TOKJIA/ICHI Ha Hel
000B’s13kM (HaAaBaTH B 1i POMOPSIKEHHS BC1 HEOOX1IHI ISl LIbOTO 3aCO0M);

7) 3abe3neunTy BiJMOBIIHICTH MPOIIECIB BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB BUMOTAM HAJICKHOT
BUpOoOHNYOI npaktuku (GMP), BUKOPHCTOBYBATH NUIIIE AiF0Yl PEYOBUHHU, BUTOTOBIICH] BIAMOBIIHO J0
BUMOT HaJIe)kHOT BUpoOHUYOT npakTuku (GMP) it nirounx pedyoBHH, AUCTPUOYIIS SKUX 37iiicHEeHa
BIZITIOBIZTHO /10 BUMOT HaJICXKHOT MpakTHKU nucTpuoymii (GDP) ans nirounx pedoBwH. 3 II€I0 METOIO
BJIACHUK JIIIIEH31i Ha BUPOOHUIITBO JIKAPCHKKUX 3ac00iB Ta/ab0 iMIOpPT JiKkapchkux 3aco0iB (kpim ADI)
MOBUHEH 3/1MCHIOBATH KOHTPOJIb 32 JOACPXKAHHIM CyO’€KTaMH TOCIOAAPIOBAaHHS, IO 3M1HCHIOIOTH
BUPOOHUITBO 200 ONTOBY TOPTIBIIO JIFOYMMHU PEUYOBHHAMH, BUMOT HAJIC)KHOI BUPOOHUYOI MPAKTUKH
(GMP) Ta Bumor nHanexHoi npaktuku auctpulyuii (GDP) nuisxom npoBeneHHs epeBipoK (ayIUTIB)
Takux Cy0’€KTIB 3a iX MICLIE3HAXOMKEHHSIM Ta MicieM (MICISIMH) TpOBaKEHHS MismbHOCTI. Taki
NepeBIpKY (ayIUTH) BIACHUK JiLIEH31i Ha BUPOOHUIITBO JIKApChKUX 3ac00iB Ta/ab0 iIMIOPT JTIKAPCHKUX
3ac00iB (kpiMm ADI) Moke TIPOBOIUTH 0COOUCTO abo dyepe3 0coly, sKa i€ BiJ HOro iMeHi Ha ImiJIcTaBi
JIOTOBOPY. YKJIQJICHHS TaKOTO JIOTOBOPY HE 3BUIBHSE BJIACHUKA JIIEH311 BiJl BIAMOBINAJBHOCTI 3a
BUKOHAHHS BUMOT, 3a3HAYCHHX y IbOMY a03arli.

2. BrnacHuk mineH3ii Ha BUPOOHHUIITBO JIIKAPCHKUX 3aCO0IB JOJATKOBO 10 BUMOT, BCTAHOBJICHUX
YACTUHOIO TIEPIIIOKO Ii€T CTATTi, 3000B’ I3aHMMA:

1) 3abe3medyBarv NPUAATHICTH JOMOMIKHHMX PEUOBHH IS BUKOPUCTAaHHS y BHUPOOHMIITBI
JKapCchKUX 3aco0iB 1 1X BIAMOBIAHICTE BHMOTaM HaJeXHOI BHpoOHW4YOi mpaktuku (GMP), mo
BCTAHOBIIIOETHCS HA MiACTaBl (JOPMai30BAHOTO 3arajbHOro OLIHIOBaHHS pHU3UKiB. [IpH olLiHIOBaHHI
PHU3UKIB BPaxOBYIOTHCS BUMOTH IIOAO KOHTPOJIO SKOCTI, JDKEPENIO IOXOMKEHHS 1 mependadeHe
3aCTOCYBAaHHS JOINOMDKHUX pPEUOBHUH, 3adikcoBaHi Bumaaku 1edektiB sxocti. PdopmanizoBaHe
3araJibHe OILIHIOBAHHS PU3UKIB 3 METOIO BCTAHOBJIEHHS BIAMOBIIHOI HAJIEAKHOI BUPOOHMUYOI MPAKTUKU
(GMP) s 1ONOMIKHUX PEUOBHH, IO BHKOPUCTOBYIOTHCS y BUPOOHHITBI JIKapChKUX 3aco0iB,
BCTAHOBJIIOETHCS TATy3eBUM CTAaHIApTOM, aJIallTOBAHUM JI0 3aKOHOAaBcTBa €Bpormelicskoro Corosy i
3aTBEPKEHUM LIEHTPAJIbHUM OPraHOM BHUKOHABUOi BJIAJM, 110 3a0e3nedye (pOpMyBaHHS Ta pealidye
JiepKaBHY TOJIITUKY Y c(hepi OXOpOHU 310pOB’s;

2) HeBiAKIaaHO 1H(OPMYBaTH OpraH JEpXKaBHOTO KOHTPOJIIO 1 BJacHMKa peecTpamii y pasi
OoTpuMaHHs iH(pOpMaIii po Te, IO JIKApChKi 3acO0M, Ha sKI MOIIMPIOETHCS i HOTO JIeH3ii Ha
BUPOOHMLITBO JIIKAPCHKUX 3ac00iB Ta/abo IMIOPT Jikapchkux 3aco0iB (kpiMm ADI), danbcudikoBani
abo mpo migo3py moao danscudikaiii He3aJIeKHO BiJI TOTO, PEasli30BYBAIMCS TaKi JIKAPChKi 3ac00H
yepe3 oQiliHHNX MOCTAYaIbHUKIB, Y TOMY YHCII IIJISXOM JUCTAHIIIHOI TOPTiBI, a00 y HE3aKOHHUHN
crocio;
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3) mepeBipATH HAsABHICTH peecTpamii B YKpaiHi BiamoBimHo a0 crtarri 50 mporo 3akoHy
BUPOOHUKIB, IMIOPTEpIB Ta/ab0 AMCTPUO’IOTOPIB, BiA SKUX BIACHUK JILEH31l OTpUMYyeE [itoui
pedoBunu (ADI);

4) mepeBipsITH 1ICHTHUYHICTh (ABTEHTUYHICTb) Ta SIKICTh AIFOUUX 1 JOTIOMI>KHUX PEYOBHH.
Crarra 45. BupoOHunuTBo airounx pedoBuH (ADI)

1. Bupobuunrso A®I, Brimovaroun A®I, npuszHauyeHMHd A7 €KCHOPTY, Mae€ 3/A1HCHIOBATHUCS
BIJIMIOBIJTHO JIO BUMOT HaJeKHOT BUpPOOHWYOI mpakTukd (GMP). BUpOOHUITBO [i0YMX PEUOBUH
(ADI), 110 BUKOPUCTOBYIOTHCS SIK BUXIJAHI PEUOBUHH, BKJIIOYAIOUM TIOBHE 1 YaCTKOBE BUPOOHHUIITBO, a
TakoX pi3Hl cTajii (acyBaHHs, MaKyBaHHA a00 MapKyBaHHsS, y TOMY YHWCII 3MIHU IaKyBaHHS a0o
MMOBTOPHOTO MAapKyBaHHS, SIKi 3[1HCHIOIOTECS AUCTPUO FOTOPOM (ITOCTAYaTbHUKOM ) BUXIHUX PEYOBHH,
T1JJISITae JIIEH3YBAHHIO.

2. Bumoru 10 MpoBaKEHHS TOCHOAAPCHKOI MiSIBHOCTI 3 BUPOOHMLITBA Ta ONTOBOi TOPTiBIii
(mucTpubyuii) girounmu pedoBuHaMm (ADI) BU3HAYAIOTHCA JTIIEH31IHHUMHI YMOBaMH.

Crarra 46. Imnopt airounx pedoBuH (ADI)

1. BupoOGHHIITBO, IMITIOPT Ta ONTOBA TOPTiBNIA (AUCTPHOYIis) HAa TepuTopii YKpaiHW IFOUUMH
pedoBuHamu (ADI), y Tomy uncni airounmu pedoBuHamu (ADI), mpusHaueHUMH 17151 €KCTIOPTY, MalOTh
BIZIMOBIZJaTH BUMOTaM HajekKHOi BUpoOHM4YOi mpaktuku (GMP) i BUMOraMm HanexXHOi HMpPaKTUKU
muctpudytii (GDP) mnst nirounx peuous (ADI).

2. Jiroui peuoBunu (ADI) n103BoIAE€THCS IMIOPTYBATH JIUIIIE B pa3i JOTPUMAHHS TAKUX YMOB:

1) nitoui peuoBuHu (ADI) BUTOTOBNEHI BiJIMOBIIHO 10 BUMOT HAJIEKHOT BUPOOHMYOI MPAKTHKH
(GMP), exBiBaneHTHUX cTaHmapTaM €Bpornericbkoro Coro3sy;

2) niroui pedoBuHU (ADI) CynpoBOIKYIOTHCS MUCHBMOBUM MiJTBEPKEHHAM YIOBHOBa)KEHOTO
OpraHy KpaiHU-€KCIIOpTepa, B SKOMY 3a3HaYa€ThCs:

MiATBEP/UKCHHS JOTPUMAaHHS BHMOT HajekHOI BuUpoOHHMuoi mpaktuku (GMP) mis cyG’exra
TOCIIOJIAaPIOBAHHS, IO BUPOOIIsLe ekcropToBaHi Jitoui pedoBuHU (ADI), abo moHalWMEHIE HOPM,
€KBIBaJICHTHUX CTaHAapTaM €Bporneiicbkoro Cor3y, BIAMOBIAHO 0 cTaTTi 47 bOro 3aKOHY;

Cy0’€KT TOCHOAapIOBaHHA, 10 BUpoOnse nitodi pedoBuHU (ADI), € 00’€KTOM perymnspHoro,
CTPOroro 1 MpOo30pOro KOHTPOJIIO Ha BIAMOBIIHICTE BUMOTaM HaJleKHOI BUpoOHNYOI npakTuku (GMP),
30KpeMa, MPOBOJAATHCS IUIAHOBI Ta IO3AIUIAHOBI NMEPEBIPKU 3 METOI 3aXMCTy OXOPOHM 3J0pOB’s
HaceJleHHs Ha TOMY caMOMY PiBHI, 1110 1 B YKpaiHi Ta/abo B €Bponelicbkomy Coro3i.

[TnucpmMoBe MiATBEPHKEHHS, 3a3HAYCHE Y MyHKTI1 2 I1i€1 YaCTUHU, HE Ma€ BIUTMBATH HA BUKOHAHHS
3000B’s3aHb, NepedayeHnx cTarrero 44 nporo 3akoHy;

3) nmitoui pedoBuHu (ADI) CynpoBOIKYIOTHCS MUCHMOBHM JOKYMEHTAJIBHHUM ITiATBEPIKCHHIM
BUPOOHHMKA TMPOMUCIOBOTO BHUITYCKY Jifounx pedoBuH (ADI) mogo mpaBOMIPHOCTI 3IIHCHEHHS
orepauii BiIOBITHO 10 BUMOT KpaiHH, Ha TEPUTOPIi AKOI pO3MILIEHO BUPOOHUITBO, Ta iH(POPMAIIi€O
I0I0  MICIb TeorpadivyHOro pPO3TAIIyBaHHS BHUPOOHMIITBA 13 3a3HAYCHHSM HalWMEHYBAaHHS,
MICIIE3HAXOKECHHSI, 1MIEHTU(]IKAIIIMHOTO HOMEpa BUPOOHWYOI MIMBHUIN (JaH! TI00adbHOI CHUCTEMHU
HaBiraiii Ta Bu3Ha4eHHs po3TamryBaHHs - Global Positioning System (GPS) a6o nomepa D-U-N-S
ninpHMIN (YHIBepcanbHOi HOMepHOi cuctemu - Data Universal Numbering System - yHIKaJbHOTO
inenTudikamiitnoro Homepa, Hanasoro Dun & Bradstreet).

3. IlucbMoOBe MiATBEPAKEHHS, BU3HAYCHE MYHKTOM 2 YaCTUHM JPYTOi i€l CTAaTTi, HE BUMAraeThCs,
AKIO KpaiHa-eKCIOPTep € JIepAkKaBOIo - WieHOM €Bporneiicbkoro Coro3y abo BKIIOYEHA 10 MEPEiKy,
nependayeHoro crarrero 116 nporo 3akony.

Crarrs 47. 3akpituleHHs] BAMOT HaJIeXkHOi BUpoOoHn4oi npaktuku (GMP) y 3akoHOaBCTBI

1. Hanexxna BupoOHnua npaktuka (GMP) 3aTBepmKy€eThCs IEHTPAIbHUM OPraHOM BHKOHABYO1
BJIaJM, 1110 3a0e3nedye (GopMyBaHHS Ta peasizye Aep)kKaBHY MOJITHKY Y chepi OXOpPOHM 37I0POB’S, K
rajy3eBUil CTaHAapT y BHUIVIAI HACTaHOBH, aJalTOBAHOI 10 BIAMOBIIHUX BHUMOT HAaJIEKHOT
BupoOHN4Ooi npaktuku (GMP), BctanoBnenux B €spomneiicbkomy Corosi.

2. BHeceHHs 3MiH JI0 HACTAaHOBU 3JIIHCHIOETHCS IUISIXOM 3aTBEP/KEHHS IEHTPATLHUM OPTraHOM
BUKOHABYOI BJIaJM, IO 3a0e3mneuye (GOpMyBaHHS Ta peanidye JepiKaBHY IMONITHKY Yy cepl OXOpOHH
3II0pOB’sl, OHOBJIEHOI peAaKilii HACTAaHOBM Ha TIJACTaBl 3MiH, BHECEHUX JO BHUMOI HaJEKHOI
BupoOHn4oi npaktuku (GMP), BctanoBinenux B €Bporneiicbkomy Coro3si.

3. IligTBepKEHHST BIAMOBIAHOCTI BUPOOHMIITBA JIIKAPCHKUX 3acCO0IB BCTAHOBJICHUM B YKpaiHi
BUMOTaM HallexHoi BupoOHu4oi npaktuku (GMP), y Tomy uucni A BUpOOHUIITB, pO3TALIOBAHUX 3a
MeXaMd YKpaiHM, 3IIHCHIOETBCS OpPraHOM JIEPKABHOTO KOHTPOJIIO IIJISIXOM  IHCHEKTYBaHHS
BUPOOHMIITBA B aJaliTOBAHOMY J10 3aKOHOAaBcTBa €Bponeicbkoro Coro3y Mopsiaky, rnepeadadueHoMy
crarreto 108 1poro 3akoHy, 3 ypaxyBaHHSM IIPOLEAYyp IPOBEICHHS IHCIEKTYBaHb Ta OOMIHY
iHpopMali€eto, MpUHHATUX B €BponelicbkkoMy Coro31 A1 BUPOOHMIITBA Ta AUCTPUOYLIT JTIKAPCHKUX
3ac00iB Ha OCHOBI PU3UK-OPiEHTOBAHOTO TIaHyBaHHS (KpiM ADI, mo iMmnoprytotbes). [linTBepamKeHHS
BIJIIIOBIIHOCTI YMOB 1HO3eMHOro BupoOHHITBa A®D] BHMOram HaJleXHOI BHUPOOHMYOI MPAKTUKU
(GMP) morke 311HCHIOBATHCS JIMIIIE HA JOOPOBIILHUX 3acajiax 3a OakaHHSIM 3assBHUKA.

4. TligTBepMKeHHSI BiAIOBITHOCTI BUPOOHMIITBA JIIKAPCHKUX 3aCO0iB BCTAHOBJICHUM B YKpaiHi
BUMOTaM HaJIe)KHOI BUpoOHMUYOI mpakTuku (GMP) y pasi HaganHs oQiliHHOTO JOKYMEHTa 00
BIJIMOBITHOCTI YMOB BHUPOOHHUIITBA JIKAPCHKUX 3aCO0IB BUMOTraM HaJEKHOI BUPOOHUYOI MPAKTUKU
(GMP), BuaHoro yrnoBHOBa)XEHUM OPTaHOM KpaiHHU 13 CTPOrMMHU pETyIsTOpHUMH opraHamu (SRAs),
3IIHCHIOETBCSI OPTAaHOM JIEP’KaBHOTO KOHTPOJIO MUIIXOM BU3HAHHS TAKOTO JOKYMEHTa B TIOPSIKY,
BCTaHOBJICHOMY LIEHTPaJbHUM OpPraHOM BUKOHABUOi BiIaJy, 110 3a0e3nedye (hOpMyBaHHS Ta peajizye
JiepKaBHY MOJIITUKY Y c(hepi OXOPOHU 310pOB 4.

Crarrsa 48. KamidikamiitHi BUMOTH 10 yIIOBHOBa)KEHOI 0COOH

1. YnoBHOBakeHa 0c00a, 3a3Ha4YeHa y YaCTHHI MIOCTii cTaTTi 43 1poro 3aKkoHy, Ma€e BiAMOBIIATH
KBaJiikaifHuM BUMoOTraMm IoA0 0a30BOi OCBITH, PiBHS 3HAHb Ta JIOCBiAYy poOOTH, BCTaHOBICHHM
JIEH31HTHUMH YMOBaMH.
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2. Topsmok mMiATBEPKEHHS BIATOBIAHOCTI PiBHSA 3HAHb YIIOBHOBAaXXEHOT 0COOM 3 00OB’SI3KOBUX
HaBYAIBHUX JUCIHMIUIIH BUMOTaM, BCTAHOBJICHHM JO YIOBHOBAXEHOI 0COOHM, 3aTBEpPIKYETHCS
IIEHTPATLHUM OPraHOM BHKOHABYOI BJIaaW, IO 3abe3medye (GOpMYyBaHHS Ta peajizye JepKaBHY
MOJTITHKY Yy c(epl OXOPOHH 310POB’SI.

CrarTsa 49. OcHOBHI 000B’I3KH YIIOBHOBa)XKEHOT 0CO0H, ii HE3aleKHICTh Ta BiIMOBIAABHICT

1. YoBHOBakeHa 0c00a, 3a3Ha4€Ha Y YaCTHHI IIOCTiH cTarTi 43 1bOro 3aKOHY, 3JICKHO BiJl BUITY
TOCIOIAPCHKOT AISUTBHOCTI, 110 MPOBAJAUTHCSA Cy0’€KTOM TOCTIOAAPIOBAHHS, HECE BiIMOBIAANBHICTh 32
3a0e3MeYeHHsI TOTO, 0 KOXKHA Cepist:

1) nmikapchbKux 3ac00iB BUpOOJIeHA Ta MPOKOHTPOJIbOBAaHA B YKpaiHi BIIMOBIAHO 10 I[LOTO 3aKOHY
Ta BUMOT PEECTPALIITHOTO J0ChE, MMOJAHOTO IS AeP>KaBHOI peecTparlii JIiKapchbKoro 3acody B YKpaiHi,
a00 J0Ch€e AOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00y ISl KITHIYHUX J0CTIIKEHb (BUIPOOYBaHb);

2) 3apeecTpoBaHUX JIKApPCbKUX 3aco0iB, IMIIOPTOBAaHMX 3 IHIIMX KpaiH, KpiM BHUIAJKIB,
BU3HAYEHNX YaCTUHOIO YOTHUPHAAUATOIO CTAaTTi 42 1Oro 3aKOHY Ta YAaCTHHOIO JIPYTo0 i€l CTarTi,
npoinuia B YKpaiHi TOBHUW aHali3 AKOCTI, KITBKICHUN aHalli3 BCIX JIIFOYMX PEUOBHH, a TAKOX IHIII
NepeBIpKH, HEOOXiMHI I 3a0e3MedYeHHS SKOCTI JIKAPChKUX 3ac0o0iB  BIAMOBIAHO JI0 BHUMOT
peecTpauiiHOro J0Ch€, Ha MIACTaBl SKOTO TaKWH JIKApChKUI 3aci® 3apeecTpoBaHO B YKpaiHi,
BIJIMTOBI/THO JI0 IIbOTO 3aKOHY, 1HIIIMX aKTiB 3aKOHOJIAaBCTBA;

3) 3apeecTpoBaHMX JIKAPCHKUX 3ac00iB, BUpOOJeHa B YKpaiHi/IMOOPTOBaHAa 3 IHIIUX KpaiH,
BIJINIOBIIa€ BMMOTaM JI0 HAasBHOCTI 3aco0iB Oe3MeKku, Mo MarTh OyTH HAHECEHI Ha YIaKOBKY
JKapChKUX 3ac00iB (3a HEOOX1THOCT1).

2. Y pasi IMIOPTY JIKAPCHKOTO 3ac00y, BUTOTOBJICHOIO Ta MPOKOHTPOJIBOBAHOIO HAa TEPUTOPIi
KpaiHU 13 CTPOTMMH peryiasTopHuMHu opraHamu (SRAs), 1o rapaHtye AOTpUMaHHS BHPOOHHUKOM
TaKOTO JIIKAPChKOTO 3aco0y BHUMOI HalekHOi BUpoOHWYOi mnpakTuku (GMP), exBiBaJieHTHHX
NPUAHATUM B YKpaiHi, Ta 3I1HCHEHHS y KpaiHi-eKCIOpTEepl KOHTPONIO, L0 BIANOBIJA€ BHUMOTaM
IMYHKTY 2 4YaCTMHHU mepmoi i€l crarTi, YoBHOBaXxeHa oco0a Moxke OyTH 3BUIbHEHA BiJl 000B’SI3KY
3MIMCHEHHS TAKOTO KOHTPOJTIO.

3. ¥V pasi Ko JiKapchKi 3aco0M BUITYCKAalOTh JJIS peastizaiii, YIOBHOBakeHa 0c00a MOBUHHA
3a3HAYUTH B peecTpi abdo EKBIBAJICHTHOMY IOKYMEHTI, IepeadadyeHoMy Ui IIi€i MeTH, IO KOXKHa
BUpOOJIEHA Ta MMPOKOHTPOJILOBAHA CEPisl JIIKAPCHKOTO 3ac00y BBEACHA Y BUIBHUHN OOIT 3 TOTPUMAaHHIM
BUMOT i€l cTtarTi. Takuii peecTp abo €KBiBaJIEHTHUI JOKYMEHT HEOOXiTHO BECTH Ta 30epiratu s
MEPEeBIPKM OPraHOM JIEP’KaBHOTO KOHTPOJIIO y TOPSAJAKY Ta TPOTATOM CTPOKY, BCTAHOBJIEHOTO
BUMOTaMHU HaJlekHO1 BUpoOHMUOi npakTuku (GMP), ane He MeHIIIe HIXK I’ SITh POKIB.

4. YnoBHOBaXkeHa 0c00a HE MOXE OJHOYACHO BUKOHYBAaTH OOOB’S3KH YIOBHOBaXKEHOI 0coOM 1
3aliMaTé OCcaay Ha IMiJIPUEMCTBI, 110 MOXKE PU3BECTH /10 BUHUKHEHHS KOH(ITIKTY 1HTEpECiB.

5. YnoBHOBaxkeHa 0co0a Hece BIAMOBIIAIBHICTE 3T1IHO 13 3aKOHOIaBCTBOM.

Crarrsa 50. Peectpariisi cy0’€KTIB TOCIOIAPIOBAHHS, 10 3A1ACHIOIOTH IMIIOPT, BUPOOHHUIITBO Ta
onToBy TOpriBI0 ADI

1. Cy0’€exTH TOCTIOApIOBaHHSA, IO 3/1HCHIOIOTH BUPOOHMIITBO, IMIIOPT, ONTOBY TopriBiio ADI,
peamizariisi SKUX JO3BOJICHA Ha TEpUTOpii YKpaiHW, 3000B’s3aHI MPOWTH PEECTpAIlil0 B OpraHi
JIEP’)KaBHOTO KOHTPOJIIO y TMOPSJIKY, BCTAHOBJICHOMY IICHTPaJbHUM OPraHOM BHKOHABYOi BIIAJH, IO
3abe3neuye GopMyBaHHS Ta peajilye Aep>KaBHY MOJITUKY Y cepi OXOPOHU 370POB’S.

2. Cy0’€eKT TrocnofiaproBaHHs MOJIAE€ IO OPTaHy JEP>KaBHOTO KOHTPOIIO peecTpaliiiHy ¢hopmy He
Mmi3Hime HiK 3a 60 AHIB 0 MOYaTKy 3A1MCHEHHS BiAMOBiIHOI AisuibHOCTI. Peectpaniiina gopma mae
MICTHUTH, 30KpeMa TaKy iH(popmaIlio:

1) HaliMeHyBaHHs1, MIiCIIe3HAXO/KEHHsI Cy0’ €KTa TOCIIOAAPIOBAHHS,

2) mepemik A®I, sKki Cy0’€KT TOCHOJApIOBAaHHS IMIIOPTYBaruMe, BHPOOISATHME abo
3MIICHIOBAaTUME OTITOBY TOPTIBIII0 HUMHU;

3) BIIOMOCTI TPO TPHUMIMIEHHS 1 TEXHIYHI 3aco0W, HEOOXimHI IS 3AIHCHEHHS Cy0’€KTOM
TOCTIOAAPIOBAHHS BiAMOBIIHOI JiSTTHHOCTI.

3. Opras ep>kaBHOTO KOHTPOJIIO MPOTSATOM I1’ATH POOOUUX THIB 3 JHS OTPUMAHHS peecTpamiinol
(¢bopMH BHOCHTBH BIANOBIJHI BiIOMOCTI 110 TeperiKy cy0’€KTiB TOCIOAAPIOBAHHSA, IO 3M1MCHIOIOTH
TISTBHICTh 3 BUPOOHMIITBA, IMIOPTY, onToBOoi TopriBm ADI, o0ir SKuX T03BOJIEHO HAa TEPUTOPIi
VYkpainu, Ta po3Millye iHoro Ha cBoeMy o(diliiHOMY BeO-caliTi Ha yMOBaxX BUIBHOTO JOCTYITY.

4. Cy0’ekTH TOCHOAAPIOBAHHS, 3a3HAU€Hl Yy YacCTHHI NEpIIidl L€l CTaTTi, MOBUHHI ILOPIYHO
HaJaBaTH OpraHy AEp’KaBHOTO KOHTPOJIIO TEPENiK 3MiH /0 AaHUX, Nepel0aueHHX pPeecTpauiifHOo
¢dopmoro (Oynb-SKHX 3MiH, IO MOXYTh BIUIMBaTH Ha SIKICTh a00 Oe3meKy IiI0YuX PEYOBHH, SKi
BUPOOJISIFOTHCSA, IMIIOPTYIOTHCSI 200 PO3IIOBCIOIKYIOTHCS).

5. Cy0’exT rocrnoapoBaHHs MOXe 3/1HCHIOBaTH BUPOOHULITBO, IMIOPT, ONTOBY TopriBio ADI,
32 YMOBH JIOTPUMAaHHSI BUMOT, BCTAHOBJICHUX ISl TAKUX BUIIB JiSUIBHOCTI. Y pasi MOPYIIEHHS BUMOT
Cy0’€KT TrOCMONaplOBaHHS MIUIATa€ BUKJIIOUEHHIO 3 MEpeniKy CyO’€KTIB TOCHOJaplOBaHHS, IO
3MIMUCHIOIOTH JisSTTbHICTh 3 BUPOOHUIITBA, IMITOPTY, onToBoi Topriii ADI, o0ir SkuX J03BOJICHO Ha
TepuTOpii YKpaiHu.

6. BpaxoByrounm OLIHKY PHU3MKIB, OpraH JAEp>KaBHOTO KOHTPOJIO Ma€ IpaBO y IOPSIKY,
BU3HAUEHOMY LEHTpPAJIbHUM OpPraHOM BHKOHABYOi BJIaJu, L0 3a0e3mnedye (pOpMyBaHHS Ta peaii3ye
JiepKaBHY MOJITHKY y c(epi OXOpPOHHU 3/10pOB’s, IPOBECTH MEPEBIPKY CyO’ €KTa TOCIONAPIOBAHHS, 110
3IIACHIOE AISUIbHICTD 3 BUPOOHUITBA, IMIIOPTY, ONTOBOI TOpriBii ADI.

Crarra 51. OkpeMi MOJOXKEHHS Ta CIHelialibHI BUMOTH JI0 BUPOOHHUIITBA JIKAapChKUX 3ac00iB,
OTPUMAHHUX 13 KPOBI Ta IUIA3MHU JTFOTUHU

1. JisnbHICTH 13 3aroTiBiAl 1 TECTyBaHHS JOHOPCHKOI KpPOBI Ta KOMIIOHEHTIB KpOBi, IO
BUKOPHCTOBYIOTbCS I BUPOOHMIITBA JIIKAPCHKUX 3ac001B, BU3HAUEHHSI CTAaHAAPTIB O€3MEKH Ta SIKOCTI
JIOHOPCHKOT KPOBI Ta KOMIIOHEHTIB KPOBI PETYIIOIOThCS 3akoHOM Ykpainu "IIpo Oesneky Ta sKiCTh
JIOHOPCHKOT KPOB1 T4 KOMITOHEHTIB KPOBi".

https://zakon.rada.gov.ua/laws/show/2469-20/print

34/74


https://zakon.rada.gov.ua/laws/show/931-20

22.08.2022, 14:45

Mpo nikapcebki 3acobwm | Big 28.07.2022 Ne 2469-1X (TekcT Ans Apyky)

2. JlisybHICTh 3 TEpPepOOKH Ta BHKOPUCTAHHS JTOHOPCHKOI KPOBI Ta KOMIIOHEHTIB KPOBI IS
BUPOOHUIITBA MTPETapariB KPoBi, iX BUPOOHUIITBO Ta 0OIr 3/11HCHIOIOTHCS BIIMOBIIHO JI0 I[LOTO 3aKOHY.

3. Bumorm mi€i cTaTTi NOMMPIOIOTHCS TaKOK HA IMIOPTEPIB CHUPOBUHHU JUIsli BUPOOHMIITBA
JiKapchbKuX 3aco0iB 13 KPOBI Ta IUIa3MH JIIOAWHM 3 IHIIMX KpaiH, MPU3HAYEHUX ISl MOAANIbIIOL
peautizanii Ha TepuTopii Ykpainu.

Crarrs 52. BurorosneHHs (BUpOOHHIITBO) JTIKAPCHKKUX 3aCO0IB B YMOBaX anTeKu

1. BwuroroBnenHs (BUpPOOHMLTBO) JKapChKUX 3aco0iB B YMOBAaxX amNTEKH 3AIHCHIOETHCS
Ccy0’eKTaMM TOCIOAapIOBAaHHS 3a HAasABHOCTI JIIEH31i HAa MPOBA/HKEHHS TOCMONAPCHKOI JISIBHOCTI 3
BUTOTOBJICHHSI (BUPOOHUIITBA) JIKapChbKMX 3aco0iB B yMOBax amTeKkd, a y pas3l SKI0 Take
BUTOTOBJICHHSI (BUPOOHHUIITBO) 3MIHCHIOETHCA B JIIKYBaJIbHO-MPO(QUIAKTUYHOMY 3aKjaai mija dvac
JIarHOCTUKU a0o0 JIIKyBaHHS 3a 3aTBEP/KEHOIO IMPOLEAYPOIO - 3a HASBHOCTI JILEH31l 3 MeAUYHOI
HPaKTUKH.

2. BurortoBieHHs (BUpPOOHMLTBO) JIKapChKUX 3acO0iB B yMOBaxX anTeKd 3IIHCHIOETHCS 3a
IHAUBIAYaIbHUM pELEeNTOM JIiKaps (MaricTpajJbHUM nponmucoM) abo Ha BHMOTY JIIKYBaJIbHO-
npoiTaKTUYHOrO 3aKkiaay (y ToMmy 4Yucii 3a o(dilMHAIbHUMH MPOMHUCAMU) BIAMOBIIHO 10 MPaBUII,
BCTAHOBJICHUX IIEHTPAJbHUM OpPTaHOM BHMKOHABYOI BIajH, 10 3a0e3neuye (pOpMyBaHHS Ta peaiisye
JiepKaBHY TIOJIITUKY y c(hepi OXOpOHU 310pOB A, 3 ypaxyBaHHIM BUMOT MIKHAPOIHOI MPAKTUKH.

3. Bumoru 10 BUTOTOBJIEHHS (BUPOOHHIITBA) JIIKAPCHKUX 3aCO0IB B YMOBAaxX anTeKH, 311HCHEHHS
KOHTPOJIFO iX SIKOCTI Ta MapKyBaHHS BCTAaHOBJIOIOTHCS JIICH3IMHUMH YMOBaMH NPOBAKCHHS
TOCTIOAAPCHKOI TISUTBHOCTI 3 OMTOBO1 Ta PO3PiOHOT TOPTiBAl JIKAPCHKUMU 3aC00aMHU, 3aTBEPIKEHUMHU
Kab6inetom MinictpiB Ykpainu.

Po3ain V.
MAPKYBAHHS JIIKAPCBKUX 3ACOBIB TA IH(I>OPMAI[II71HI
MATEPIAJIM, 1O CYITPOBOIKYIOTbH JIKAPCHKUM 3ACIB

Crarrsa 53. MoBa MapKyBaHHsI JIIKapChKUX 3ac001B

1. MoBa wMmapKyBaHHS, JHCTKA-BKJIAJIKH, KOPOTKOI XapaKTEPUCTHUKU JIKAPCHKUX 3aco0iB,
3apeecTpOBaHMX B YKpaiHi, BU3HA4Ya€ThCs BIANOBIAHO 10 3akoHy Ykpainu "[Ipo 3abe3neueHHs
(yHKLIOHYBaHHS YKPaiHCHKOI MOBH SIK JIepKaBHOI", KpIM BUIAKIB, Iepe0aueHuX IIUM 3aKOHOM.

[TomoxkeHHs1 ab3aIy MepIIOro Ii€i YaCTUHU HE BUKIIIOYAE€ MOMIIMBOCTI BUKJIQJCHHS TaKUX JAHUX
KIJIbKOMa MOBaMH, 32 YMOBH II[0 B TEKCTI BCIMa MOBaMH 3a3HaueHa 1ICHTUYHA iH(popMallis.

2. MapkyBaHHs, JHCTOK-BKJaJKa, KOPOTKA XapaKTEPUCTHUKA JIKAPCHKOTO 3acoly, 110
3aKyIOBY€ETHCS 32 PAXYHOK OFOJDKETHUX KOIITIB, JEP)KABHY PEECTPALIiI0 SKOTO 3/11iCHEHO BIAMOBITHO
70 cTarTi 25 1poro 3akoHY, MOXYTh BHKIAQJAaTHCS MOBOIO OpHriHaiy (MOBOIO, BIJIMIHHOIO BiJ
JIep’KaBHOT), 32 YMOBH:

1) 3abe3neyeHHs IMIIOPTEPOM CYIIPOBOJY KOXHOI YNAKOBKH JIIKAPCHKOTO 3ac00y, 1110 BBO3HUTHCH,
KOITI€IO 3aCBITYEHOTO MiAMMCOM YIOBHOBaKEHOI 0COOM iMITOpTEepa MepeKiaay TEeKCTY MapKyBaHHS Ta
(3a HasIBHOCTI) JIMCTKA-BKJIAJIKH 1 KOPOTKOT XapaKTEPUCTUKH JIIKAPCHKOTO 3ac00y J1€pKaBHOIO MOBOIO;

2) WIATBEPIKCHHS IUIBOBOIO TMPU3HAUEHHS TAaKOrOo BBE3CHHS, HAJAHOTO Yy MOPSAKY,
BcTaHoBieHoMy KaGinerom MinicTpiB Ykpainu.

Crarrsa 54. MapkyBaHHs IEpBUHHOI Ta BTOPMHHOT YIAaKOBOK JIIKApPCHKOTO 3aC00y

1. Ha BTOpHHHIN ynakoBul JiKapcbKoro 3acoOy, a 3a ii BIICyTHOCTI - Ha NMEPBUHHIN yHNakoBIIi
Jikapchkoro 3aco0y (kpim A®DI), gxmio iHme He mependadeHo MM 3aKOHOM, 3a3HA4YaloThCs TaKi
BIZIOMOCTI:

1) Ha3Ba JiKapCchKOTO 3aco0y, 103yBaHHS Ta JiiKapchbka ¢opma (3a He0OX1THOCTI 3a3HAYAETHCSA, 110
JiKapchKui 3aci0 mpu3HaYeHH s AiTel BikoM a0 1 poky, ctapiie 1 poky abo amst Aopociux), y pasi
BMICTY B JiKapchkoMy 3aco0i TIOHaJ TpU JiI0Yli PEYOBMHM 3a3HAYAETHCA I1X MDKHapOAHA
HEeNaTeHTOBaHa Ha3Ba, a B pasi i1 BICYTHOCTI - 3araJlbHONPUIHATA HA3Ba;

2) SAKICHUM 1 KUIBKICHMH CKJIAJ] JIIOYMX PEYOBUH 13 3a3HAYEHHSAM iX KUIBKOCTI Ha OJUHMIIIO
n030BaHOT ¢GopMu abo 3aleXHO BiJl CHOCOOYy BBEIACHHS - Ha OJUHUINIO O0’€éMy YM MacH 3
BUKOPUCTAHHSM iX 3arajJbHONPUIHATHX Ha3B;

3) mikapceka ¢opma i3 3a3HaYCHHSIM BMICTY B OAMHHISIX MacH, 00’eMy abo 3a KUIBbKICTIO
JI03yBaHb JIIKaPChKOTO 3aco0y;

4) nepenik TOMOMIXXKHUX PEYOBUH, ITPO SKI BIZJOMO, 1110 BOHU CIIPUYUHSIOTH [IEBHY 10 a00 BILIMB,
BKJTIOUEHI /10 pEeKOMEHJAIli 100 MapKyBaHHs, OMyOJiKOBaHI BIATOBIAHO /0 TOJIOKEHb CTATTi 56
1poro 3akoHy. SIKio Jikapchbkuil 3aci0 MpuU3HAYEHUN Il MApEeHTEPaJIbHOTO BBEACHHS, € MIPEnapaTomM
JUIs  MICLIEBOTO 3acTOCyBaHHS a00 OQTaJbMOJOrIYHUM IpernaparoM, MaroTh 3a3HadyaTHCS BCI
JIOTIOMIXKH1 pEYOBHHU;

5) cmoci® 3acTocyBaHHS Ta CmociO BBeAeHHs (3a HEOOXiTHOCTI), TOBUHHO OyTH mepeadayeHo
Miclie AJis 3a3HaYeHHsI MPU3HAYCHOT 103U;

6) 3amo01XH1 3aX0U Ta CHEIliadbHI TOTIEPEIKEHHS;

7) oco0nMBi 3aCTepPEKEHHS MO0 JTIKAPCHKOTOo 3ac00y (32 HEOOX1THOCTI);
8) nara 3akiHUCHHS TEPMIHY TIPHIATHOCTI;

9) ymoBu 30epiranss;

10) ocoOGnuBiI BKa3iBKHM IMOAO IMOBOKEHHS 3 HEBHUKOPHCTAHUMH JIKAPCHKHUMH 3aco0amMu abo
BIJTXOJIaMU, SIK1 3aJIMIIAFOTHCS TMICIs 3aCTOCYBAaHHS JIIKAPCHKUX 3aC001B, a TAKOXK 3a3HAYCHHS CUCTEMH
ix 30upanHs (32 HEOOXiTHOCTI);

11) HaliMeHyBaHHS Ta MICIIE3HAXO/KEHHs BJIACHUKA peecTpallii Ta IpeAcTaBHUKA B YKpaiHi (3a
HasIBHOCTI);
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12) peecTpaltiiiHuii HOMEp JepKaBHOI peecTpallii JIKapChbKOTo 3aco0y;
13) HOMEp BHPOOHMYOI cepii JIIKapChKOTO 3ac00y, MPUCBOEHUH BUPOOHHKOM;
14) indopmaiiist mpo 3acTOCYyBaHHS OE3pEIENTYyPHOTO JIKapChKOTro 3ac00y;

15) 3aco0u Ge3rnexu, Mo 3aCTOCOBYIOTHCS Y BUIMAIKaX Ta MOPSIKY, BU3BHAYEHUX CTATTEIO 57 IIhOTO
3aKony.

2. lenTpanpHuii OpraH BUKOHABYOI BiIaaH, 110 3a0e3neuye GopMyBaHHS Ta peajilye AepiKaBHY
MOMTHKY Yy cdepi OXOpPOHH 3I0pPOB’sl, BCTAHOBIIOE CIHEIiaJbHI BHUMOTH IO MapKyBaHHS
pagiodapManieBTHUHUX, Op(aHHUX JIKAPCHKUX 3ac00iB, JIKAPCHKUX 3aco0iB IS IEIIaTPUIHOTO
BUKOPHCTAHHS, JIKAPCHKUX 3aCO0iB JUIsI KOMIACIOHATHOTO BHUKOPUCTAHHS, TPAAULIHHUX POCIMHHHUX
JTKapChKUX 3ac00iB, JIIKAPCHKUX 3ac00iB MepeqoBoi Teparii, TOCTiKyBaHUX JIIKAPCHKUX 3ac00iB Ta
JKapChKUX 3aCc001B, MO MiJIATAIOTh T0IaTKOBOMY MOHITOPHHTY, 1HITUX JIKAPCHKHUX 3aC001B, a TAKOXK
70 MapKyBaHHSI TEPBMHHOI YIMAKOBKH JIIKAPCHKOTO 3acO0y HEBEJIMKOIO PO3MIpY Ta IMEPBUHHOT
YIIaKOBKH y (opmi OrticTepa.

3. Jlis yacTuH mepioi i gpyroi crarti 55, crarTi 57, crarti 59, crareit 60 1 61, yacTuH nepuoi,
TpeThoi 1 ueTBepToi cTarTi 62, cTarTi 63 1BOro 3aKoHY HE MOIIMPIOETHCSA HA JIKAPChKI 3ac00H, SKi
BBO3SITBCSI HA  TEPHUTOPII0  YKpaiHH, 3 MapKyBaHHSM Ta  JIMCTKOM-BKJIJKOIO/KOPOTKOIO
XapaKTEPUCTHKOIO JIIKAPCHKOTO 3aco0y, BHUKJIAJICHUMH MOBOIO OpHUTiHATY (MOBOIO, BIIMIHHOKO BiJ
JIepKaBHOT), 3a pPE3yJbTaTOM 3aKyIiBli, IPOBEACHOI CHELiaJi30BAHUMHU OpraHi3alisiMu, SKi
3IIMCHIOIOTH 3aKyMiBJi, 0CO00I0, YHNOBHOBKEHOIO Ha 3MIMCHEHHS 3aKymiBelb y cdepi OXopoHH
3I0pOB’sl, a00 3aKyIIiBJIi, MPOBEACHOI 3a KOIITH MICIICBUX OFOKETIB, 32 YMOBH BHKOHAHHS BUMOT,
nepeadayeHUX YaCTUHOO IPYTror0 a00 TPEThOIO CTATTI 54 1bOTro 3aKoHY.

Crarra 55. MapkyBaHHS IEpPBUHHOI YIIAKOBKM JiKapchkoro 3acoly y ¢dopmi Omicrepa Ta
MEPBUHHOT YITAKOBKH HEBEJIMKOTO PO3MIPY

1. Ha mepBHHHIN yIaKOBIIi JIKAPCHKOTO 3ac0o0y y (hopmi OmicTepa, sIKUil MOMILIAETHCS Y BTOPUHHY
YIAKOBKY, III0 BIAMOBia€ BUMOTaM, BH3HAYCHUM CTaTTAMHU 54 1 66 1poro 3akoHy, SIKIO 1HIIE HE
nependayeHo 1M 3aKOHOM, 3a3HaYa€eThCs, 30KpeMa, Taka iHpopMalris:

1) Ha3Ba jiiKkapchKoro 3aco0y;

2) HaliMeHyBaHHS BJIaCHUKA PEECTpallii;
3) nara 3aKiHYEHHS TEPMIHY NPUIAATHOCTI;
4) HOMeEp cepii TIKapChKOro 3aco0y.

2. Ha mepBUHHUX YIIaKOBKAaX HEBEJIMKHX PO3MIpIB, Ha SKHUX HEMAE MOMJIMBOCTI PO3MICTHTH
iH(popMaIlito BIAMOBIIHO A0 cTaTteil 54 1 66 1boro 3aKoHy, SIKIIO 1HIIE HE MepeadauyeHo UM 3aKOHOM,
3a3HA4Ya€THCS, 30KpeMa, Taka iHpopmMarlis:

1) Ha3Ba JIKapChKOTo 3aco0y 3T1IHO 3 YAaCTHHOIO TMEPIIO CTarTi 54 1poro 3akoHy 1 crociod
BBEJICHHS (32 HEOOX1THOCTI);

2) cnocib 3aCTOCyBaHHS,

3) nata 3aKiHUEHHS TEPMiHY MIPHIATHOCTI,

4) HOMEp cepii JIIKapChKOTO 3aco0y;

5) maca, 06’em a0 KIJIbKICTh OMHUIIb JJO3yBaHHS.

Crarrs 56. Pexomenaaii moao MapKyBaHHs JIKapChKUX 3ac00iB

1. LenTpanpHuii OpraH BUKOHABYOI BIIaAM, IO 3a0e3neuye (OpMyBaHHS Ta peaizye Iep:KaBHY
MOMTHKY y cdepl OXOpOHU 3J0pPOB’s, CKIamae 1 MyONIKye peKOMEHAAIll MoI0 MapKyBaHHS
JIKapCchKUX 3ac001B, 110 CTOCYIOTHCS, 30KpeEMa:

1) bopmymtoBaHHS AESIKUX 0COOIMBUX 3aCTEPEXKEHD 1010 IEBHUX KAaTEropii JT1KapChbKUX 3ac001B;
2) ocobauBoi 1HpOpMaLlii, HeOOX1THOT AJIl CAMOCTIHHOIO 3aCTOCYBaHHS JIKapChKOTo 3acoly;

3) IOCTYIMHOCTI BIIOMOCTEH, SIK1 3a3HAYAIOTHCSI HA €TUKETII Ta B JIMCTKY-BKJIA/IIII;

4) cnoco0iB ineHTH(iKaIlii Ta BCTAHOBJICHHS aBTEHTUYHOCTI JIKapChKUX 3aCc001B;

5) mepeniky JTONMOMIKHHMX PEUOBHH, SIKI MAIOTh 3a3HAYaTHCS HA €THUKETIIl JIIKApChKOTO 3aco0y, Ta
croco0y 1X 3a3HaYCHHS;

6) TOJIOKEHB, CTIPSMOBAHKUX Ha peai3allilo cTarti 57 mporo 3akoHy.
Crarra 57. HanionaneHa cuctema Bepudikailii 3apeecTpoBaHHX JIIKAPCHKUX 3aC001B

1. 3 Meroro 3anobiranHs Ta TpOTHAIT 00iry danbcudikoBaHUX JIIKAPCHKUX 3aC001B, BU3HAYCHHUX
BIJIMOBIIHO YAaCTHHOIO JIPYTO0 IIi€i CTarTi, BUPOOHUKH TaKUX JIKAPChKUX 3ac00iB HAHOCATH Ha
YIIaKOBKY JIIKAPCHKOTO 3ac00y B MOPSAKY, 3aTBepkeHoMy Kabinerom MinicTpiB Ykpainu, Taki 3acobu
Oe3reKu:

1) yHikanpHMH ifeHTH(IKaTOp a00 y BU3HAUEHHMX 3aKOHOJABCTBOM BHIIAJKAaX EKBIBAJIECHTHHM
YHIKaJIbHUH 11eHTH(]IKaTOp, 0 Ja€ 3MOTY TEPEeBIpUTH aBTEHTHUYHICTH Ta ieHTU(IKYBATH YIIAKOBKY
JIKapChKOTO 3ac00y;

2) IHOUKAaTOp HECAHKI[IOHOBAHOTO PO3KPUTTS, IO JIA€ 3MOTY IEPEKOHATHCS, L0 yIaKOBKa He
BIJIKpUBajacs.

€auHi 11 Beiel TepuTopii YKpaiHUM XapakTepUCTUKU 3ac00iB O€3MeKH JIIKapChbKUX 3aco0iB,
HOPSIIOK iX HAaHECEHHS, 3aCO0M MepeBipKH, BUMOTH 10 mH(pyBaHHS (32 MOTpeOH), CTPYKTypU Ta
dbopmary iHpoOpMaIllii, SKy Ma€ MICTUTH BIAMOBIIHMM 3aci0 Oe3mneku, BcraHoBoe Kabiner MiHiCTpiB
VYkpaiHu 3 ypaXyBaHHSM BIANOBIIHUX MIPAaBUI Ta cTaHAapTiB €Bponeiicbkoro Corosy.
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Busnauena 3akoHOmaBCTBOM iH(OpMaIlis Mpo YHIKaIbHI 1ACHTU(IKATOPH, Yy TOMY YHCII
€KBIBaJICHTHI, 30epiraerbcs B IIEHTPaAJi30BAaHOMY CXOBHIIl JaHMX, IO CTBOPIOETHCA Ta
00CITyTOBY€ThCSl ONIHIEIO a00 JEKUTbKOMa HEmpUOYyTKOBMMHM OpraHizamisMu (maii y i crarti -
HeNpuOyTKOBa  OpraHizailisi), 3aCHOBAaHMMH BHpPOOHMKaMU Ta/ab0 BIIACHUKAMHU peeCTparii
(mpencTaBHMKaMM B YKpaiHi) Ha JIIKApChKi 3aCO0M, 110 MICTSTh 3aCO0M O€3IeKH, Ta 3apeeCTPOBAHUMU
HUMH B YKpaiHi y BCTaHOBIEHOMY MOpsIKy. Taka HempuOyTKOBa OopraHi3allisi He Ma€ IpaBa BUMaraTu
BiJl BUpOOHUKIB Ta/ab0 BJIACHUKIB peecTpauii (MpeAcTaBHUKIB B YKpaiHi), 1UCTpUO I0TOPIB Ta 0ciO,
SKi MalOTh MPaBO BIAMYCKaTH JIIKAPChKI 3aCO0M HAceJIeHHI0, OyTH WICHaMH MEBHOI HENMpHOYTKOBOI
oprasizaiii, 100 KOPUCTYBAaTUCS CHUCTEMOIO CXOBHIL. J(ucTpu®’roTopu Ta ocolu, sSKi MarOTh MPaBO
BIZIITyCKaTH JIKapChKi 3ac00M HACENeHHIO, MOXKYTh Ha JOOPOBUIRHHX 3acaaax OyTH YjeHaMH MEBHOI
HeNpUOYTKOBOI OpraHizailii 1 MaroTh MPAaBO KOPUCTYBATUCSI CHCTEMOIO CXOBHII O€30IIJIaTHO HE3aJIeKHO
BiJl TOTO, YU € BOHU YJICHAMH TaKO1 HEMPUOYTKOBOT OpraHizariii.

Butparn mono yTpUMaHHS CHCTEMH CXOBHII HECYTh BUPOOHHMKH 1 BIACHHKH PEECTpallii Ha
JKapChKi 3ac00M, 110 MICTATh 3aCO0M OE3IeKH.

IenTpanizoBaHe CXOBHILE JaHUX € CKJIa0BO0 HamioHaneHOI cucteMu Bepudikallii JiKapchKuX
3ac00i1B.

2. 3aco0u Oe3neKku, BU3HAUYEH1 YaCTUHOIO MEPIIOKO i€l CTATTi, AKIIO iHIIE HE Mepen0ayeHo UM
3aKOHOM, 3aCTOCOBYIOTHCSI B 000B’I3KOBOMY TIOPSIIIKY JI0 JIIKAPCHKUX 3aCO01B, SIKi:

1) BiamyckaroTbCs 3a peuentoM (peLenTypHi JIIKapchki 3acobu), KpiM JKapChKUX 3aco0iB,
BHECEHHMX [0 TIEPEINiKy PEUeNTYpPHHUX JIKapChKUX 3aco0iB, 70 SKHX HE 3aCTOCOBYIOTHCS 3acoOu
Oe3nekrn B 00OB’A3KOBOMY MOPSAKY, 3aTBEPPKEHOT0 LEHTPAJIbHUM OPraHOM BHUKOHABYOi BIaJAH, 1110
3a0e3neuye GopMyBaHHS Ta peallizye JAep>KaBHY MOJITHKY Y cepi OXOPOHHU 37I0POB’s;

2) BigmycKaroThcs 0e3 perenrta (Oe3penenTypHi JiKapchki 3aco0u), BHECEHI 10 TeperiKy
Oe3perenTypHUX JIKapChKUX 3ac00iB, 0 SKHUX 3aCTOCOBYIOTHCS 3acOo0M Oe3leKku B 00OB’SI3KOBOMY
MOPSZIKY, 3aTBEP/HKEHOTO IICHTPAJIbHUM OPraHOM BHKOHABYOI BIIajH, 1110 3a0e3neuye (opMyBaHHS Ta
peaitizye JepKaBHY MONITUKY Y cepi OXOPOHH 310pOB’.

3a3HayeHi TepeNiku 3aTBepKYIOTbCS 3 YpaxyBaHHSAM HASBHMX 4YH MOTCHLIHHMX PH3HKIB
¢anbcudikarii JiKapcbKux 3aco0iB, IX KaTeropiii Ta GopMyIOThCS 32 OOIPYHTOBAaHUMHU KPUTEPISIMHU, 10
SIKUX HaJICKaTh, 30KpeMa, TaKi:

1[iHa Ta 00CTU MPOJaKiB MEBHOTO JIIKAPCHKOTO 3aco0y B YKpaiHi;

KUIBKICTh Ta 4acTOTa MOIEpeIHIX BUMAAKIB (anbcudikaliii Jikapcbkux 3aco0iB B YKpaiHi 4u B
IHITUX KpaiHax 1 MOTOYHA JMHAMIKa KUTBKOCTI Ta YaCTOTH TaKUX BUIAKIB;

cnennivHi XapaKTePUCTHKH BiJIMOBITHUX JIKAPCHKUX 3aCO0IB;
TSOKKICTh MEIUYHUX CTaHIB, 110 MiAJSATAIOTh JTIKyBaHHIO;
1HIII TOTEHILIMHI PU3KUKH JUISI 3710pOB’ Sl HACEJICHHS.

3. J1st miArOTOBKM MPOMO3ULIN MPO BHECEHHS 3MiH 10 MEPENiKiB, 3a3HAYCHUX Y YaCTUHI JIpyTii
i€l cTaTTi, OpraH JepKaBHOTO KOHTPOJIO, 1HIII YITOBHOBA)XKEHI JEp>KaBHI OPraHW/OCOOM 3TiTHO i3
3aKOHOJIABCTBOM, BJIACHHKH PEECTpAIlii MOBIIOMIISIOTh IEHTPAIBHUI OpraH BHKOHABYOI BIIAIH, IO
3a0e3neuye (opMmyBaHHS Ta peajizye Jep)KaBHY IMOJNITUKY y cdepi OXOpOHHU 3H0pOB’s, MPO
Oe3pelenTypHi JKapchKi 3aco0u, MIOAO0 SIKUX BCTaHOBIEHO ¢aktu Qanbcudikamii ado sKi
nepeOyBaroTh/IepecTaloTh MepedyBatu y Tpymi pu3uKy (anbcudikarmii BiAMOBIAHO 10 BH3HAYEHUX
IMM 3aKOHOM KpHUTEpiiB.

4. TlomoxeHHs MPO HAIlOHAJIBHY cucTeMy Bepuikamii JiKapchbKUX 3ac00iB 3aTBEpPIKY€ETHCS
KaGinetom MinicTpiB YkpaiHu Ta BHU3HaAuae, 30KpeMa, MOPSJIOK BHECEHHs, OOpoOKH, 30epiraHHS,
3axXuCTy, 00MiKy, HaJjaHHsI Ta oOMiHYy iH(pOpMaIli€l0, B3aEMO/Il CUCTEMHU 3 IHIIMMH 1HGOpMAIiTHUMUI
CUCTEMaMH, PEeCTpaMu, 0a3aMU/CXOBUIIIAMH JAHUX, a4 TAKOXK 3MIMCHEHHS 3a JOMOMOTOK CHCTEMHU
MIEPEBIPKH Ta JeaKTHBAIlii 3aC001B Oe3rekn, BA3HAYCHNUX ITyHKTOM | YaCTHHU MepInoi mi€i CTaTTi.

5. FOpunnuni ta (i3uuni ocoOu, sKI MPOBAAATH TOCIOJAPCHKY MAISJIBHICTH 3 BUPOOHHUIITBA,
imnopry (kpim A®I), onToBoi, po3apiOHOT TOPTiBIi, Y TOMY YMCHI AUCTAHIIHHOT TOPTiBIi, yTUIi3aIil
Ta/ab0 3HMILIEHHS JIKapChKUX 3aco0iB, 3a0e3nedyloTh BHECEHHsI 1HQoOpMalii 10 HallioOHAIbHOI
cuctemMu Bepudikaiii Jikapcbkux 3aco0iB, 3/11iICHEHHS 1HIIUX HEOOXITHUX MK y MOpsAIKy Ta obcArax,
BHU3HAUYEHUX MOJIOKEHHIM PO HALlIOHAJIBHY CUCTeMy BepHpikauii JiKkapchKux 3aco0iB.

6. Opranu aep>kaBHOI BJIaJAM, OPraHU MICLIEBOTO CaMOBpPSAYyBaHHs, AEp>KaBHI HiANPHEMCTBA,
YCTaHOBM Ta Oprasizaiii, iXx MmocajJoBli O0COOM 3 METOI0 Ta B MEXaxX MOBHOB)XEHb MAaIOTh IPaBO
OTPHMYBATHU B €JIEKTPOHHIHN (OpMi BiIMOBIIHO /10 MOJIOKEHHS PO HALlIOHAJIBHY CUCTEMY BepuQiKariii
JIKapchbKUX 3ac001B Ta BUKOPUCTOBYBATH B1IOMOCTI 3 HAI[IOHAJILHOT CUCTEMH BepUDiKalliil J1KapChbKUX
3ac001B BUKJIFOUHO y BUIAJKAX:

1) 3ano6iranHs Ta npotuii Ganscudikaii JikapcbKuxX 3aco0iB;

2) 3akymiBii Ta/abo BIAMIKOAYBaHHs BapTOCTi (peiMOypcarllii) JKapchbKUX 3ac00iB MOBHICTIO YU
YaCTKOBO 32 PaXyHOK KOIITIB J€P>KaBHOTO OIOKETY;

3) 3nilicHeHHS hapMaKOHAITISTY;
4) 3nificHeHHS (hapMaKOeTTi IeMioJIOT1i.
7. ®@13U4HI Ta PUIUYHI 0COOU HECYTh BCTAHOBJICHY 3aKOHOM BIAMOBIJATBHICTD 34!

1) BHECEHHSI 10 HAIIOHAIBHOI cucTeMH BepHdikamii JTiKapchKUX 3ac00iB 3aBiIOMO HEMPABIUBOI
iHdopmariii;

2) HEBHECEHHsS Yy IMependauyeHuX 3aKOHOJABCTBOM BHUMAAKax iH(opMallii 10 HaI[iOHAIBHOI
cuctemMu Bepudikaiii JikapchbKuX 3ac001B Ta/abo MOPYIIEHHS CTPOKIB il BHECEHHS,

3) BupoOHULITBO, IMITOPT (KpiM ADI) mikapchbKux 3ac0o0iB, ONTOBY Ta/ab0 po3apiOHy TOPTIBIIO, Y
TOMY YHCIII TUCTAHIIHHY, JIKAPCHKUMHU 3aco0amMu 03 HAaHECCHHS Ha 1X YIAKOBKY 3ac00iB O€3IEKH,
nepeadaueHNX IMM 3aKOHOM, a00 3 TMOpPYIIEHHSM BCTAaHOBJICHOTO 3aKOHOIABCTBOM TTOPSIKY
HaHECEeHHs, IIePEBIPKH UM JIeaKTHBallii 3ac00iB OE3MeKH.
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3a00pOoHSIEThCS ONTOBA Ta/ab0 PO3ApiOHA TOPTiBISA, Y TOMY YHCI IUCTAHINIHA, JTIKAPChKUMH
3acobamu, sIKi He MaloTh 3aco0iB Oe3neku, mepeadayeHux UM 3aKoHOM, Ta/abo sKi MaroTh
JIeaKTHBOBaHI 3aco0M Oe3MeKy 3a JaHWMH HaIllOHAJIBHOI CUCTeMH Bepu(iKallii JIKapchbKUX 3ac00iB, Yy
pasi SKIo HAHECEHHS TaKUX 3aC001B OE3IMEeKH € 000B’ I3KOBUM.

Crarrsa 58. Oco6a1Bi BUMOTH 10 MapKyBaHHS JIIKAPCHKHUX 3aC001B

1. TIlin w4wac pepxaBHOiI peectparii (mepepeectparlii) JIKapCchbKOro 3aco0y  MOXYTh
3aTBEPKYBATUCS JIOIaTKOBI BUMOTH /0 MapKyBaHHs Ta YMAKOBKH Y 3B’SI3KY 3 OCOOIMBOCTAMH
3aCTOCYBaHHS JIIKaPCHKOTO 3aco0y.

2. Jlikapcbki 3acoOu, MpU3HAYEHI Ui KIIHIYHUX JOCHIDKeHb (BUIpPOOyBaHb), MOBHUHHI MaTH
no3HaueHHst "J{nsg KIiHIYHMX AOocHipkeHb". Bumorn 10 MapKyBaHHS JTOCTIKYBAHHX JTIKaApPCHKUX
3ac001B BCTAHOBJIOIOTHCS MOPSAKOM IMPOBEIEHHS KIIHIYHUX JOCIIPKEHb (BUIPOOYBaHb) Ta OL[IHKU
€KCIIEPTU3H 1X MarepiaiiB, 3aTBEPIKECHUM LEHTPAJIbHUM OPraHOM BHKOHABYOI BJaJH, 110 3a0e3neuye
(opMyBaHH: Ta peaji3ye JAep:KaBHY MOJITHKY Y c(epl OXOPOHH 3J0POB’SI.

3. Jlns mikapchbKux 3aco0iB, BHUTOTOBJIEHHX (BHpPOOJEHMX) B YMOBaxX anTeKH, MapKyBaHHS
3I1ICHIOETBCS 3 JOTpUMaHHAM BuMor JlepxkaBHoi (apmakornei YKpaiHM 1 NpaBWJl BUTOTOBJIECHHS
(BUpOOHMIITBA) Ta KOHTPOJIO SKOCTI JIIKAPCHKUX 3ac00IB B amTeKax, 3aTBEPKCHUX LEHTPaIbHUM
OpraHoM BHKOHABYOI BJIaJW, M0 3a0e3neuye (popMyBaHHS Ta peanidye Aep)kKaBHY NOMITHKY y cdepi
OXOPOHH 3/10POB’ 4.

4. lenTpanpHUil OpraH BUKOHABYOI BIIaH, 110 3a0e3neuye (GopMyBaHHS Ta peajilye AepiKaBHY
MOMTHKY y cdepl OXOpOHHU 370pOB’S, MAE MPaBO 3aTBEPIAUTH TOPSAIOK BUKOPUCTAHHS CHEIlaTbHUX
(hopM MapKyBaHHS J1KapChKOTO 3acO0Y, 110 JTal0Th 3MOTY 3’ SICYBaTH:

1) winy sikapceKoro 3aco0y;
2) yMOBHM BIJIIKOTyBaHHS BUTPAT OPraHi3alisMU COLIAIbHOTO 3aXHCTY;
3) xareropito BiIIyCKy MaIieHTaM BiAMOBIAHO 10 po3aity VI mporo 3akony;

4) aBTEHTUYHICTh JIKapChKOro 3acoly Ta iJeHTH(IKyBaTH HOTo BiJIMOBIIHO 1O CTATTi 57 1OroO
3aKoHy.

5. Jns okpemux JiKapchKuX 3ac00iB, I0A0 SKUX BCTAHOBICHO CICIialIbHUN TOPSIOK MPUHHATTS
pillIEeHHS PO JepXKaBHY PEECTPAIlil0 JIIKAPCHKOTO 3aco0y, MpU 3aCTOCYBaHHI MOJIOKEHb 1i€i CTaTTi
OepyThCsl 710 yBaru J€TaIbHI peKOMEHAIll1, 3a3Ha4eH1 y CTarTi 56 mporo 3akoHy.

Crarrsa 59. 3axuct npas noael 3 00MeKEHUMH MOXJINBOCTAMU

1. Ha BropuHHII ymakoBIl JiKapchbkux 3aco0iB (kpiMm ADI) mpudrom bpaiins 3a3HagaroTbest
Ha3Ba JIKapChKOro 3acoly, 103yBaHHs [il040i PeYOBUMHU Ta Jikapcbka ¢opma. LlenTpanbHuii opran
BUKOHABUOI BIIajH, 110 3abe3neuye (GopMyBaHHsS Ta peajizye IepXKaBHY IMOJITHKY Yy chepi 0XOpoHU
3I0pOB’sl, BH3HAUa€ JIKAPCHKI 3aco0M, yMaKkoBKa SKUX HE MapKyerbess mpudpTom bpaitnsg abo
mpudToM bpalins 3a3HadaeTbes TUIBKU Ha3Ba JIIKAPCHKOTO 3aC00Y.

[TomokeHHs 11i€] YacTUHU HE 3a00pOHsE 3a3HAYATH HA TIEPBUHHINA YIAKOBIII JIKaPCHKOTO 3aco0y
mpudrom bpaiinsg Ha3By JikapchKoro 3acoly 3a Oa’kaHHSM BJIAaCHHKA peECTpallli.

2. BriacHuK peecTparlii MOBHHEH 3a0€e3NeYNTH HaJaHHs JTUCTKA-BKIaAKK y (opmari i Jonei i3
BaJIaMH 30y 32 3a[MUTOM MAI[IEHTCHKUX IPOMAJICHKIX 00’ €THAHb.

Crarra 60. MapkyBaHHs pajiodapMalieBTUYHHX JIIKAPCHKUX 3aC001B

1. BropuHHa Ta nepBUHHA YIAKOBKH JIIKAPCHKHUX 3aC001B, 1110 MICTATH PaJlOHYKIIIA, MAlOTh OyTH
MapKOBaHUMH BIJMOBITHO JI0 TPAaBWJI OE3MEYHOTO TPAHCIOPTYBAHHS pai0aKTHUBHUX MaTepiais,
BCTaHOBJIEHUX MIDKHApPOIHOIO areHIl€r0 3 aTOMHOI eHeprii. MapKyBaHHsS Ma€ BiJIOBIJaTH BUMOTaM
i€l cTarri.

2. ETukeTKka Ha 3aXMCHOMY KOHTEWHEpl Ma€e MICTUTH JTOKJIAJHI BIJOMOCTI, 3a3Ha4yeHi y cTarTi 54
uporo 3akoHy. JlomaTkoBe MapKyBaHHS Ha 3aXHCHOMY KOHTEHHepi Ma€ TOBHICTIO PO3’sICHIOBaTH
KOJyBaHHA Ha (prrakoH1 Ta (3a HEOOX1AHOCT1) MICTUTH 3a3HaYEHHS KUTBKOCT1 OAUHUIH PAI0aKTHBHOCTI
B JI03yBaHHI a00 y (uakoHi Ha 4ac i gary ¢acyBaHHS, a TaKOXX KIUJIBKICTh Karcysn a0o KUIBKICTh
MUTUTITPIB Y KOHTEHHEP1 ISt PiUHH.

3. MapkyBaHHs (py1lakoHa Ma€ MICTUTH TaKy iHGOpMAIIifo:

1) Ha3By 200 KOJI TIKapCHKOTO 3acO0y, BKITIOUAIOYH Ha3By 200 XiMIYHUN CUMBOJ PaiOHYKIIia;
2) HOMEp cepii Ta 1aTy 3aKiHYCHHS TePMIHY TIPHIaTHOCTI;

3) MIKHApOIHUI CUMBOJ Pa/Ii0aKTHBHOCTI;

4) HalfiMEHYBaHHS Ta aJpecy MiCIIe3HAXOKCHHS BUPOOHUKA;

5) KiTBKIiCTh OJUHUIIL PAII0AKTHBHOCTI 3T1HO 3 YACTHHOIO JAPYTOFO IIi€T CTaTTI.

Crarra 61. MapkyBaHHS TOMEONATHYHUX JTIKAPCHKUX 3aC00iB

1. TomeomaruyHi JIKapChKi 3aCO0M MAapKyIOThCS BIJMOBIIHO 10 TOJOXKEHb IIHOTO PO3IUTY 3
000B’SI3KOBUM TTO3HAYEHHSM "TOMEOINAaTHYHUHN JIIKApChKUH 3aci0" Ta 3 ypaxyBaHHSM OCOOIMBOCTEH,
BHU3HAYEHUX I[I€I0 CTATTEIO.

2. Kpim 4giTkorO hopMystoBaHHS "TOMEONAaTUYHUN JTIKAPChKUH 3aci0" y MapKyBaHHI Ta B JIUCTKY-
BKJIAJII (SIKIIO 11 JOIIBHO) JUIsl JTIKapChbKUX 3ac00iB, 3a3HaYeHUX y cTarTi 19 mporo 3akoHy, mae
OyTH 3a3HaueHa BUKIIIOYHO Taka iH(pOpMaIlis:

1) nmaykoBa Ha3Ba CHpPOBHMHHM a0O BH[IB CHPOBHMHH 13 3a3HAYCHHSM CTYIEHS PO3BEICHHS 13
3aCTOCYBaHHAM (hapMakoleHUX cTareil, a y pa3i SKIO0 TIOMEONaTWYHUN JIKApCHKUI 3acid
CKJIAJIA€ThCSA 3 IBOX a00 OLIbIe BUIB CHPOBHHH, - HAYKOBA Ha3Ba CUPOBUHU MOXKE OyTH JOMOBHEHA
Ha3BOI0, HAJJAHOK BUPOOHHUKOM;

2) HaliMeHyBaHHS Ta aJpeca MiClIe3HaXOKEHHS BIaCHHUKA PeeCTpallii 1 HallMeHyBaHHS Ta ajapeca
MICLIE3HAXOKEHHSI BUPOOHMKA (32 HEOOX1IHOCT1);
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3) criocib 3acTocyBaHHS Ta CIociO BBEeICHHs (3a HEOOX1THOCTI);

4) nara 3aKiHYEHHS TEPMiHY NPUAATHOCTI (MICSIb, PIK);

5) nikapceka opma;

6) BMICT YIakoBKHU y (popMi BUITYCKY JIJISl IPOJIAXKY;

7) ocobnuBi ymMoBH 30epiranHs (SKIIO TakKi €);

8) 0cobMBI 3acTepeKEHHS 3aCTOCYBAaHHSI JIIKAPCHKOTO 3ac00y (32 HEOOX1THOCTI);
9) HOMep cepii JIKapCHKOTO 3ac00y, MPUCBOEHUI BUPOOHUKOM;

10) peectpariitHuii HOMep AepKaBHOI peecTparlii JJikapchbKoro 3aco0y;

11) ¢dopmymoBanns "[omeonarnyHuidi JTiKapchbKuil 3acié 0e3 3aTBEpKEHHUX TeparneBTHUYHUX
MOKa3aHb JJI 3aCTOCYBaHHA";

12) 3acTepesxeHHsI ISl CIIOKMBada PO HEOOX1THICTh KOHCYJBTAIlll 3 JIIKapeM, SKIO0 CUMITOMH
30epiraroThesl.

3. JlomaTkoBO A0 BHUMOI, BHU3HAQUEHMX YACTHHOIO JAPYrolo Ili€i CTaTTi, LEHTPaJbHUH OpraH
BUKOHABUOI BJIajH, 110 3abe3neuye (GopMyBaHHsS Ta peajizye IepKaBHY IMOJITHKY Yy chepi 0XOpoHU
3JI0pOB’sl, 3aTBEPIPKY€E MOPSAAOK BUKOPUCTAHHS CHelialbHUX (GOpM MapKyBaHHS JIIKAPCHKOTO 3aco0y,
1110 JJAI0Th 3MOTY 3’sCyBaTH:

1) kaTeropiro BiAIMYCKY IMali€eHTaM BiAIOBIIHO 10 po3airy VI iisoro 3akony;,
2) 1iHy JiKapchbKoro 3acoly;

3) yMOBH BIJIIKO/yBaHHS BUTPAT (peiMOypcariii).

Crarrsa 62. [ndopmariiiini Marepianu, 0 CYyIPOBOIKYIOTh JIKapChKUi 3aci0

1. JIns KoKHOTO JiKapchkoro 3acoly (KpiM JIIKapchbKUX 3ac00iB, BUTOTOBJIEHUX (BHUPOOJIEHHX) B
yMmoBax anTeku, Ta A®DI), mo peanidyeTbcs Ha pUHKY YKpaiHM, TOJA€THCS JMCTOK-BKIAAKA, KpIM
BUMAJKIB, SKIIO iH(MopMmarlis, sika Mae OyTH 3a3HaueHa Yy JMCTKY-BKJIalli, Oe3mocepeaHbo
3a3HAa4Ya€THCS HA BTOPUHHIN a00 TIEpBUHHIN yIaKOBIIi.

JIucToK-BKIIaJKa CKIAJA€ThCA HAa OCHOBI KOPOTKOI XapaKTEPUCTUKU JIKAPCHKOTO 3aco0y 1 Mae
OyTH BHKJIQJICHUN y 3pO3yMuTiid Ui KOpucCTyBada (maimieHta) ¢Gopmi, Mo Ja€ WOMY 3MOTY JiATH
BIJIMOBIIHUM YMHOM, a 32 HEOOXIJHOCTI - 3a y4acTI0O MEAMYHMX MpaliBHUKIB. JIMCTOK-BKIIagKka Mae
OyTH BUKJIQJIEHUI JEp>KaBHOIO MOBOIO 3 ypaxXyBaHHSIM BHMOI, BCTaHOBIEHUX 3akoHOM Ykpainu "IIpo
3abe3neueHHs (DYyHKIIOHYBAaHHS YKpPaiHCHKOI MOBH K JI€pXKaBHOI".

2. JletanbHi BUMOTH JI0 MapKyBaHHS, 3MICTy KOPOTKOi XapaKTEPHUCTHKH JIIKAPCHKOTO 3aco0y (Y
TOMY UHCJI  CHEeLiaJlbHI BMMOTM JO KOPOTKOi  XapaKTepUCTHUKU  JIKapChbKOro  3acoly
paniopapManieBTUYHUX, TPAIUIIHHUX POCIMHHUX, T€HEPUYHHUX JIKAPCHKUX 3aCO0IB Ta JIKAPCHKUX
3aco0iB, 110 MiUIATAlOTh JOAATKOBOMY MOHITOPUHTY, JIKapChbKUX 3aco01B Ui MeaiaTpUYHOTro
BUKOPUCTAHHS) Ta J0 TEKCTY JINCTKA-BKJIAJKH BCTAHOBIIOIOTHCS IIEHTPATBHUM OPraHOM BHKOHABYOI
BJIaJIH, 10 3a0e3neuye popMyBaHHs Ta pealizye JAepKaBHY MOJITHKY Y chepi 0OXOpOHH 310pOB 1.

3 MeTor0 3a0e3MneueHHs 3pyYHOCTI YUTaHHS, 3pO3yMIJIOCT] Ta MPOCTOTH BUKOPUCTAHHS B JIUCTKY-
BKJIQ/LI Yy BHUMAJKaX, BU3HAYEHMX LEHTPAJIbHUM OPraHOM BHMKOHABYOI BIAAM, IO 3abe3meuye
(dopmyBaHHS Ta peanidye Aep)KaBHY MONITUKY Yy cdepi OXOpOHM 310pOB’S, MAIOTh BimoOpaskaTucs
pe3yabTaTd KOHCYNbTAlll 3 LIIbOBUMM rpynamMu mnamieHTiB. KoHcynpramii 3 I[UIBOBUMH Tpylnamu
MaIli€EHTIB HE TPOBOJATHCA Ta 11X pE3yJbTaTH HE HANAThCA Yy pas3i, SKIIO JIKApChKUK 3acid
3apeecTpOBaHMM y KpaiHax i3 CTPOTUMH PEryasiTOpHUMHU opraHaMu (SRAS), a Takox [y TeHepUYHUX
JTIKapChKUX 3aCO0IB.

3. JIucTKu-BKIAAKU BCIX JIKapChbKUX 3acO0IB MalOTh MICTHTH CTaHJAPTU30BAaHUN TEKCT 13
MPOXaHHSIM JI0 TAIIEHTIB MOBIAOMIIATH TMpo Oyab-sKi HeOaxkaHi peakxiii Jikaps, (papManeBTHUYHOTO
npariBHUKa abo 6e3rmocepeiHhO Ha BeO-CalTl Oprany Jep:KaBHOTO KOHTPOIIIO, a TAKOXK 3a JOTIOMOTOIO
IHITUX JOCTYITHUX CMOCOOIB MOJaHHS TaKUX JaHMUX (EJIEKTPOHHA 3BITHICTh, OIITOBUI 3B’ S30K TOIIO)
BIJIMIOBITHO /10 cTarTi 94 11b0r0 3aKOHY.

4. JIMCTKU-BKIIAJIKKM JIIKAPCHKUX 3ac00iB, MO0 MiAJIATAIOTh JOJAATKOBOMY MOHITOPHHTY, MaloTh
JOJATKOBO MiCTUTH (opmymtoBaHHs: "L{eit mikapchkuii 3aci0 miusrae 101aTKOBOMY MOHITOPUHTY".

[lepenik mikapchbkux 3aco0iB, 10 MOTPEOYIOTh J10JIaTKOBOTO MOHITOPUHTY, 3aTBEPIKY€EThCS
IICHTPAJIbHUM OPTraHOM BHUKOHABYOI BIaaM, IO 3abe3nedye (GopMyBaHHS Ta pealizye IepiKaBHY
MOJITUKY Yy cdepi OXOpPOHM 370pPOB’S, 3a IMOJAHHSAM OpraHy JEpXKaBHOIO KOHTPOJIO Y 3B 53Ky 3
pU3UKaMH TEBHUX JIKApChKUX 3aC00iB, [0 MOXKYTh MaTl HETaTMBHUHN BIUIMB HA 30POB’SI Ta KUTTS
TMaIi€HTIB Ta/ab0 rPOMaJIChKE 3/I0POB’S Y pa3l BUKOPUCTAHHSI.

[lepenix nikapcbKUX 3aco0iB, MO0 MOTPEOYIOTh JOAATKOBOTO MOHITOPHUHTY, BKJIIOYEHHS Ta
BUKJIIOUYEHHS 3 HBOTO JIKAPCHKUX 3aco0iB, TMOB’sS3aHI 3 NHUTAHHSAMH PU3HKIB Ta Oe3mekn ix
3aCTOCYBaHHA, CKJIAZA€ThCS 3TIJHO 3 TOPSAKOM 3A1MCHEHHs (hapMakoHAINIALy, 3aTBEPIKEHUM
LEHTPAJIbHUM OpraHOM BHKOHABYOI BJajau, M0 3ale3nedye (OpPMyBaHHS Ta peallizye JIep:KaBHY
HIOJITUKY Y cpepi OXOPOHU 3T0POB’sL.

5. SIkuio mikapchKui 3acid He MpU3HAUEHUH Ui 3aCTOCYBaHHs Oe3MmocepeHbO MalieHToM ado 3a
HAsIBHOCTI ICTOTHUX MPOOJIeM MO0 JOCTYIMHOCTI JIIKAPCHKOTO 3ac00y, OpraH Jep>KaBHOTO KOHTPOIIO y
MOPSAKY, BCTAHOBJICHOMY LIEHTPaJIbHUM OPTaHOM BHKOHABYOI BIIAIHM, 110 3a0e3mnedye (popMyBaHHS Ta
pearnizye JnepkaBHY TMOMITHKY y cdepl OXOpOHU 370pOB’S, Ma€ TpaBO (3aJIeKHO BiJ 3aXOiB,
HEOOXIAHMX Uil 3aXUCTy 3[0pOB’S JIIOIWHU) 3BUIBHUTU BIACHHMKA peecTpallii, BUPOOHUKA BiJ
000B’s3Ky 3a3HauaTH AesKi 1aHl Ha MapKyBaHHI a00 B TUCTKY-BKJIa 1.

6. [lna mikapchbKux 3aco0iB, BUTOTOBIIEHUX B YMOBaX amTeKH, BCS iH(GOpMaIlis MO0A0 CIoco0iB i
YMOB BHUKOPHCTAHHS 3a3HAYAETHCS JIIKAPEM Y PELENTi, M0 MOTIM MEPEeHOCUTHCS Ha E€TUKETKY abo
CUTHATYpY (KOIIO perenTa, o J0AAE€THCS alTEKOIO 0 BUTOTOBJIEHOTO HEIO JIIKapChKOTO 3aco0y).

Crarrsa 63. Enextponna iHpopmaliis npo JiKapchKuii 3acio
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1. LlenTpanbHuii opraH BUKOHaBUOI Biaju, 110 3a0e3neuye (GopMyBaHHS Ta pealizye AepKaBHY
MOJIITUKY y cepi OXOPOHHU 3A0POB’sl, MO’KE BCTAHOBUTH, IO BCi BIIOMOCTI 200 YacTHHA BiJJOMOCTEH,
BU3HAUEHHX CTATTAMU 54, 55, 58, 60-62, 64 1por0 3aK0HY, PO3MIIIYIOTECS HA CIENiaJbHOMY BeO-CaiTi
Mepexi [HTepHeT 3amicTh ab0 JA0AATKOBO 10 BIOMOCTEHW Ha MEPBUHHIM Ta/ab0 BTOPUHHIN YIIAKOBIII
JIKapChKOTo 3aco0y, y JIMCTKY-BKJIAMI Ta/ab0 KOPOTKIM XapaKTepUCTHLII JIIKAPCHKOTO 3ac00y. 3a TaKUX
YMOB Ha TIEPBUHHIH yMaKoBI Ta y JUCTKY-BKJIAIIl Yy MOPAIKY, BAZHAYCHOMY IIEHTPAJbHIUM OPraHOM
BUKOHABYOI BJaaM, 10 3a0e3neuye (OpMyBaHHS Ta peaiidye Aep>KaBHY MOJITUKY Yy chepl OXOpOoHU
3JI0pPOB’sI, 000B’SI3KOBO 3a3HAYAIOTHCS AKICHUH 1 KUTbKICHUN CKJIJl JIF0OYMX PEYOBHH 13 3a3HAYCHHAM iX
KUTBKOCTI Ha OIMHUIIIO JI030BaHOi (popMHu abo 3a1ekKHO Bij criocoOy BBEIEHHS - Ha OJUHULIO 00’ €My
Y1 MacH 3 BUKOPUCTAHHSM X 3araJbHONPHIHATHX HAa3B Ta MOCHJIAHHIM Ha BeO-CailT.

Crarra 64. JIucTOK-BKIaAKa 10 YIAKOBKH 3 paaiopapMaleBTUIHUM JIKapChbKUM 3aC000M

1. Jlo koxHOi yHNakoBKM 3 paaioapMaleBTUYHUM JIKapChbKUM 3ac000M, JKEpEsioM
PaTiOHYKITITIB, PAIOHYKIIITHUM HA0OPOM YU MIPEKYyPCOPOM PAIiOHYKITI/Ia I0MA€ThCS JIMCTOK-BKII/IKa.
TekcT nMCTKa-BKIaAKU Mae€ OyTH CKJIAQJCHUH BIANOBIAHO 1O MOJOXKEHb CTATTi 62 1bOro 3aKkoHy Ta
MICTHTH JIOJATKOBY iH(OpPMAILiI0 PO BCi 3aX0H, IKUX HEOOXITHO AOTPUMYBATHCS MAIIEHTY MiJ] Yac
MPUTOTYBAHHS Ta 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, a TAKOXK MPO CIeliaibHI 3aX0Au 3 OE3MEeKH I
yac yTUIIi3allii yakoBKHU Ta i1 HEBUKOPHCTAHOTO BMICTY.

Crarrs 65. Excriepruza iHpopManiiHUX MaTepiajiB, M0 CYIPOBOIIKYIOTh JIKapChKUi 3aci0

1. Onun abo KinbKa 3pa3kiB (MakeTiB) MEPBUMHHOI Ta BTOPUHHOI YHAKOBOK JIIKAPCHKOTO 3aco0y,
MPOEKT JINCTKA-BKJIAJKH TTOIAI0THCS 10 OPTaHy Jep>KaBHOTO KOHTPOIIIO MiJ] 4ac JepKaBHOI peecTpartii
JKapChKOTO 3aco0y pa3oM 3 pesyibTaTamu (3a HEOoOX1THOCTI) iX OIHKH, TMPOBEICHOT 3asBHUKOM Yy
CHIBITpalli 3 [UILOBUMU TPYyNaMHU MAIi€HTIB.

2. HeBimmoBimHICTh MapKyBaHHS a00 JMCTKA-BKIQJKH BUMOTaM IIbOTO pPO3AUTYy abo JaHuM,
HaBEJICHUM y KOPOTKIM XapaKTEPHUCTHII JIIKAPCHKOTO 3ac00y, € IMiJICTaBOI0 JJISl TMPUUHSITTS PIIICHHS
PO BiZIMOBY B JIepKaBHil peecTpaii JiKapCchKOro 3acooy.

3. 3MiHH O TEKCTy MapKyBaHHS a00 JMCTKa-BKJIAIKA BHOCSTHCS Y TOPSJIKY, BCTAHOBICHOMY
IICHTPAJbHUM OPTraHOM BHUKOHABYOI BIaaM, MO 3a0e3redye (GopMyBaHHS Ta peajizye IepiKaBHY
MOJITHKY y cepl OXOpOHHU 370pOB’S, HA MIJCTaBl 3asBU 3asBHHUKA, [TOJAHOI O OpPraHy JIEp>KaBHOIO
KOHTpoIto. SIkmo mpotsarom 90 mHIB 3 JHS MONAHHS 3asBU OpraH JEP:KaBHOTO KOHTPOJIO HE HA/IaB
HETaTHBHOTO BHCHOBKY IIIOJI0 3aIIPOIIOHOBAHMX 3MiH, 3asIBHUK Ma€ IPaBO BHECTH TaKi 3MiHU /10 TEKCTY
MapKyBaHHs 200 JTUCTKA-BKJIAJKH.

4. HasBHICTD pIlIEHHS OpPraHy Jep>KaBHOTO KOHTPOJIO MPO JAEpKaBHY PEECTPALii0 JT1KapChKOTO
3aco0y abo Mpo BHECEHHS 3MiH J0 TEKCTy MapKyBaHHS YW JIMCTKA-BKJIQJAKH 3TiTHO 3 YaCTHHOIO
TPEThOIO 1€l CTATTI HE 3HIMAae€ 3 BUPOOHMKA 1 BJIACHHMKA pPEeCTpalii BIAMOBIAIBHOCTI 3TiTHO 13
3aKOHaMM YKpaiHHu.

Crarrsa 66. CuMBOIM Ta MIKTOrpamMu

1. Ha BropuHHIA yNakoBIl Ta B JIMCTKY-BKJaJlll MOXYTb OyTH 3a3Hau€Hi CHMBOJM a0o
MIKTOTPaMH, 10 JAI0Th 3MOTY PO3’sICHUTH 1H(OpMaIlito, BU3HaYEHY CTaTTAMH 57 1 62 11boro 3akoHy, a
TaKOX 1HITY 1H(OpMaIlif0, IKy MICTUTh KOPOTKA XapaKTEPUCTUKA JIKApChKOTO 3ac00y, 1110 € KOPHCHOIO
JUIS TIALli€HTa, KPiM OyAb-SKUX €JIEMEHTIB, 10 CIIPHUSIOTh MPOMOIII] Mpernapary Ha (apMareBTUIHOMY
PHUHKY.

Crarra 67. TuMuacoBe NMPU3YNMMHEHHS JEPKABHOI peeCcTpallii JTiKapchbKOTO 3aC00y

1. V pa3i mopymieHHsS BHMOI J0 MapKyBaHHS, BCTAHOBJIEHUX ITUM PO3MIJIOM, 1 BIJICYyTHOCTI
BIJIMOBI/II HA TMOBIJOMJICHHS, HAIllPaBJICHE BJIACHHUKY pEeECTpallii, OpraH Aep>KaBHOTO KOHTPOIIO Mae
paBO TUMYAcOBO MPHU3YNUHHUTH IO JEp:KaBHOI peecTpamii JiKapchkoro 3acoly 10 MpPUBEICHHS
MapKyBaHHS Y BIJIITOBIHICTD 13 BUMOT'aMH IIbOTO PO3ILITY.

Po3ain VI.
KITACUDPIKALIA JJIKAPCBKUX 3ACOBIB

Crarrsa 68. Knacudikaris nikapcbkux 3aco0iB

1. Ilpu npuifHATTI pIlIEHHS NMPO JEP>KaBHY PEECTpALliio JIKAPChKOro 3aco0y OpraH Jep>KaBHOTO
KOHTPOJIIO BU3HAYAE MIPUHAICKHICTD JIIKAPCHKOTO 3ac00y 710 OHIET 3 TAKUX KaTeropiil BiAMYCKY:

1) mikapchki 3aco0u, 110 BiAITYCKAOTHCS 32 PEIEITOM (PEIeTYpHI);
2) nikapchKi 3aco0M, 110 BiAMyCKarOThes 0e3 perenTa (0e3penenTypHi).
3 1i€10 METOIO 3aCTOCOBYIOTHCS KpUTEPIi, 3a3HAUCHI B YaCTHHI MEPIIii cTaTTi 69 1150T0 3aKOHY.

2. llenTpanpHUI OpraH BHKOHABUOI Biajau, 10 3abe3meuye (popMyBaHHS Ta peani3ye JepKaBHY
MOJITUKY Yy cdepi OXOPOHH 3I0pOB’S, BCTAHOBIIOE KpUTEPil BU3HAYCHHS KaTeropii BiIIMyCKy
JKapChKOTO 3aco0y (penenTypHuid, Oe3pelenTypHHil), MOPSAIOK BIAMYCKY JIIKApCHKUX 3aco0iB 3a
perienitoM, (hopMy Ta MpaBuiIa BUMMCYBaHHS PEIEMTIB.

3 i€ METO IEHTPAbHUNM OpraH BUKOHABYOI BIaH, 110 3a0e3mneuye popMyBaHHS Ta peaizye
JepKaBHY MOJITHKY Y chepi OXOPOHU 30POB’ s, 3aCTOCOBYE TaKy KJIacH(iKaIIiio:

1) mikapceki 3aco0u, IO BIAIMYCKAIOTBCS 32 PELEnTaMy Ui OIHOPa3oBoro abo Garatopa3oBOro
3aCTOCYBaHHS;

2) nikapchKi 3aco0u, 110 BiAMYCKAIOTHCS 3a CIEIiaTbHIM PEIENTOM;

3) mikapchki 3aco0u, IO MalOTh CHEIlajJbHE 3aCTOCYBaHHS 1 BIIYCKAIOTHCS 3a PEIENTOM i3
00MEKEHHUM 3aCTOCYBAHHSM.

3. PimenHst nmpo 3MiHy Kareropii BIAIYCKY JIKapChbKOro 3acoOy HMpUUMAaEThCS 3a pe3yJbTaTaMu
OLIIHKM HOBUX JIaHUX IMpPO JIKapChbKUi 3aci®d BIAMOBIAHO A0 BHU3HAYEHHMX KPHUTEPIiB BIJIMTYCKY
JKapChKOTo 3aco0y.

Crarrs 69. Okpemi mMArpynu perenTypHUX JIKapChKUX 3ac00iB
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1. JlikapchKi 3ac00M BiMTyCKAIOTHCS BUKIIFOYHO 32 PEIETITOM, SIKIIO BOHHU:

1) MOXYTh CTAaHOBHTH HpPSMY YU OIMOCEPENKOBaHY HeOe3MmeKy abo 3arposy 310pOB’I0 JOIUHH
HaBITh 32 YMOBM iX NPaBUJIBHOTO 3aCTOCYBaHHS (BIIMOBITHO IO JIMCTKA-BKJIAIAKU) 0€3 MEIUYHOTO
HarIsY;

2) 4acTo 1 MIHUPOKO 3aCTOCOBYIOTHCSI HEMIPABUIIBHO, BHACIIOK YOI0 MOXKE€ BUHUKHYTH IpsiMa a0bo
OIIOCEPEIKOBaHA 3arpo3a 3/10POB’ 10 JIIOHHY;

3) micTaTh giroui peuoBuHu (ADI) Ta/abo gOMOMIKHI PEUOBUHHM, Ta/a00 BUTOTOBIICHI HA iX OCHOBI
npenapary, cuia Iii Ta/abo HeOaxkaH1 peakiii IKuX MoTpedy0Th MOAAIBIIOTO BUBYCHHS,

4) BurotoBieHi (BUpOOJICHI) B yMOBAaX anTeKw;

5) MICTATH Iit04i PEYOBUHHU, IO HAJIEKATh J0 TMEPENTiKy HAPKOTHYHHX 3aCO01B, TICUXOTPOITHUX
PEUOBHH Ta MPEKypcopiB, BctaHoBieHoro Kadinerom MiHicTpiB Ykpainu, KpiM HEBEIMKUX KITbKOCTEH
i IKOHTPOJBHUX PEYOBHH.

2. 1o mikapchKux 3aco0iB, 110 BIAMYCKAIOTHCSA 32 CHEIiaTbHUM PEIENTOM, HaleKaTh:

1) mikapcekmii 3aci®, MO0 MICTHTH PEUOBHHY, BU3HAYCHY MDKHAPOAHMMH KOHBEHIIISIMHU SIK
HapKOTHYHA a00 TCUXOTPOITHA PEYOBHHA, Y KITBKOCTI, 110 HE Ja€ 3MOTH 3BUIBHUTH MOTO BiJl 3aXO/iB
KOHTPOJIIO BIJITIOBIJTHO /10 3aKOHIB YKpaiHu;

2) nmikapchbkuil 3aci0 mpu HEMpaBUIBLHOMY 3aCTOCYBaHHI MOXKE€ CTAHOBUTH 3HAyHy HeEOE3NeKy
3JI0BXMBAHHS TAKUM IpPEnapaToM, 3BUKaHHsS a00 BUKOPUCTAHHS MOTO B HE3aKOHHUX LIJIAX YU MOXKeE
OyTH BiTHECEHMH O TAaKOro 4epe3 HOBHM3HY ab0 (hapMakoJIOTiYHI BIACTHBOCTI PEUOBMHH, SKY BiH
MICTHTb.

3. Jlo mikapchKHX 3ac00iB, IO BiAMYCKAIOTHCS 3a PELENTOM 13 OOMEXKEHHM 3aCTOCYBAHHSIM,
HaJeXarhb:

1) mikapchkuii 3acid yepes Horo (hapmMareBTHYHI XapaKTEPUCTHUKHA a00 HOBH3HY, a00 MJIs 3aXUCTY
OXOPOHHU 37I0POB’ sl HACEJICHHS MIPU3HAUYCHUH JJIsl 3aCTOCYBAHHS TUIBKH B YMOBAX CTaIllOHApPY;

2) JKapchbKWUM 3aci0d, SKHM 3aCTOCOBYIOTH JUIA JIIKYBaHHS 3aXBOPIOBaHb, IO MOXYTh
JIarHOCTYBAaTUCSl TUTBKM B YMOBaX CcTalioHapy a0o B 3aklaJaX OXOPOHH 37I0POB’s, OCHAIIEHUX
HEOOXiTHUM JIarHOCTUYHHM OONaJHAHHIM (3aCTOCYBaHHS JKapChKOTO 3aco0y 1 TOmanbIie
CIIOCTEPEKEHHS 3a MPOLIECOM JIIKYBaHHS MOXYTb 3/[IHCHIOBATUCS B 1HIIUX YMOBaXx);

3) nmikapcekuii 3aci0, npu3HaYeHUM [uig amOyJaTOpHOTO JIIKyBaHHS Malli€HTa, ajie Horo
3aCTOCYBaHHSI MOYKE TMPU3BECTH J0 CEPUO3HUX HeOaKaHMX peakiii (HeoOXIJHICTh HalaHHS JIiIKapeMm
peuenita i 3M1MCHEHHS JIIKyBaHHS TT1]] MEAUYHUM HATJISIIOM ).

4. lenTpanpHUil OpraH BUKOHABYOI BIaH, 110 3a0e3neuye (GopMyBaHHS Ta peajilye AepiKaBHY
MOJIITHKY Y cdepi OXOpOHU 3I0POB’S, MOXE BCTAHOBHTH OOCTAaBUHU 3aCTOCYBaHHS JIKapCHKUX
3aco0iB, 32 SAKUX BHUMOTH YaCTHH JPYToi 1 TPEThOi ITi€l CTATTI HE 3aCTOCOBYIOTHCS, Y TOMY YHCHI 3
ypaxyBaHHSIM MaKCHUMaJbHHUX pa30BOro Ta J100OBOroO J03yBaHHS, CHJIM [ii JIKapChbKOro 3acoly,
JKapChKOi (POPMH.

Crarra 70. be3peuenTypHi JlikapchKi 3aco0u

1. o mikapchkux 3aco0iB, IO BiIyCKAIOTHCS O€3 perenTa, HajJiekarh JiKapchKi 3aco0u, 110 HEe
BIJIMOBI/IAl0OTh KPUTEPIsIM, BUBHAYECHUM CTaTTEI0 69 11boro 3aKoHy.

Crarra 71. 3miHa KaTeropii BiAMMyCKy JTiKapChKOTO 3aC00y

1. Tlpu HamXomKeHHI 110 OpraHy JIepXKaBHOTO KOHTPOJIIO HOBUX JaHHX IPO 3aCTOCYBaHHS
JIKapChKUX 3aC001B 000B’S3KOBO MPOBOIUTHCA 1X OLIIHKA 1 32 HABHOCTI MiJICTaB HA OCHOBI KPUTEPIiB,
BU3HAUCHHUX I[IEHTPAJbHUM OPraHOM BHMKOHABYOI BIaJW, IO 3abe3medye (OpMyBaHHS Ta pealizye
JIepKaBHY TOMITHKY Yy cdepi OXOpOHW 3I0pOB’s, OpraH JACP>KaBHOTO KOHTPOIK 3MIHIOE
IPUHAIEKHICTh JIKApChKOTO 3aco0y /10 Kareropii BiAIyCKy a0 MiArpyHu PeLenTypHUX JIIKapChbKUX
3aco0iB.

2. Slkmio kareropiro BIAMYCKY JIIKapChKOTO 3aco0y 3MIHEHO Ha MiJACTaBl JaHUX JOKJIIHIYHHUX
JOCTiKeHb a00 KIHIYHUX JOCIIIKeHb (BUIIPOOYBaHb), OPraH JIEpKABHOIO KOHTPOJIO HE NMOBHHEH
MOCWJIATHCSI HA PE3yJAbTaTH IUX JOCHIHKCHb MiJ 9ac pO3MIsSAy 3asBH 1HIIOTO 3assBHUKA/BIACHHKA
peecTpallii mpo 3MiHYy Kareropii BIAMYCKYy JIKapChbKOro 3acoly, M0 MICTUTh TaKy camy Iilody
PEUOBHUHY, IPOTIATOM OJJHOTO POKY MICIIs MEPIIOT 3MiHU.

Po3ain VII.
OIITOBA TA PO3JIPIBHA TOPI'IBJIA JJIIKAPCBKUMHU 3ACOBAMUA

Crarrsa 72. JlikapchKi 3ac00H, 110 TOMYyCKAIOThCA A0 MPOJaxKy B YKpaiHi
1. Ha tepuropii Ykpainu JOmycKaroThCs 10 MPOJaXKy Ta 3aCTOCYBaHHS TaKi JIKapChbKi 3aCO0H:

1) 3apeecTpoBaHi y BCTAaHOBIICHOMY MOPSAKY Ta BHECEHI M0 [lepKaBHOTO peecTpy JIKapChKUX
3aco0i1B;

2) mapaJieNlbHO BBE3€HI BIATOBIAHO 0 CTATTi 78 1bOro 3aKOHYy Ta BBEJCHI B OO0Ir BiAMOBIAHO 0O
cTarTi 73 1uporo 3akony;

3) BuroToBieHi (BUpoOIeHi) B yMOBaX anTeKu 3 JOTPUMAHHIM BUMOT IIbOTO 3aKOHY;
4) pagiodapmarieBTHYHI JIIKapChKi 3acO0H, BUPOOIICH] 3 JOTPUMaHHSIM BUMOT IIbOTO 3aKOHY.

2. Peamizamis (mpomax<) He3apeecTpOBaHUX B YKpaiHi JIKapChKUX 3aco0iB 3a00poHEHa, KpiM
BHUIIQJKIB, BCTAHOBJIEHUX IIUM 3aKOHOM.

3. Peanizariis penenTypHUX JIIKAPCHKUX 3ac00iB, Y TOMY YHCIII 3 BUKOPUCTAHHAM 1H(OpMaIiifHo-
KOMYHIKAI[IHHUX CUCTEM JIUCTAHIIHHUM CTIOcoO0M, O3 mpe1’ IBJICHHSI perenTa 3a00pOHS€EThCS.
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Peamizartis (Biamyck) JKapchbKUX 3ac00iB, Y TOMY YHCII 3 BHKOPHUCTAaHHSAM 1H(OpPMAaIiiHO-
KOMYHIKAallIHHUX CHCTEM AMCTAHI[IMHUM crocoOoM (eJIeKTpOHHa pPO3ApiOHA TOPriBIs JKAPCHKUMU
3acobamMu), TrpomajsHaM, sIKi HE OOCSrId 14-pidyHOTO BiKY, 3a00pOHSETHCSA. Y pa3li BUHUKHEHHS
CYMHIBY IIOAO BiKy TOKYMIISA peanizamis (BIAMYCK) JIKApChKUX 3ac001B 3IIMCHIOETHCS 32 YMOBH
npea’ sBJICHHS JOKyMEHTa, 110 MiATBEPPKY€E HOTO BIK.

Oco0Ou, BUHHI y TMOPYIIEHHI BUMOT, Nepen0adeHuX €0 CTaTTel0, HEeCYTh BIAMOBIAAIBHICTH
3TiHO 13 3aKOHOM.

4. TopriBis JiKapCHKUMH 3ac00aMHU 3TIMCHIOETBCS 332 HAsIBHOCTI cepTudikara cepii (cepTudikara
SKOCTI cepii) BUpoOHHKA Ta/abo iMIopTepa.

[lonoxxeHHst 11i€] YacTUHU HE 3aCTOCOBYIOTHCS JIO JIKAPCHKUX 3ac00iB, BHUTOTOBJICHHUX
(BupoODIEHNX) B yMOBaX alTEKH.

5. BnacHuk peectpaliii Ta cy0’€KTH rOCIIOJApIOBaHHS, SKI IPOBAATh IOCIIOAAPCHKY AISUIBHICTD 3
ONTOBOi TOPTIBII JIKAapChKUM 3aco0amu, TOBHMHHI 3a0e3medyBaTd B MEKax CBOIX OOOB’sI3KIB
BIJIMTOBIHI Ta MOCTIHI OCTaBKU TAKOTO JIIKAPCHKOTO 3ac00y Ha TepuTopii YKpaiHu JIsl 3aJOBOJICHHS
noTpeO MaIie€HTIB.

Crartsa 73. BBeneHHs B 00ir JTIKapChKUX 3ac00iB, 110 BBO3ATHCS HA TEPUTOPIIO YKpaiHH
1. Bumor# 1i€i cTaTTi MOMMUPIOIOTHCS HA JIIKAPCHKI 3aCO0H, 1I10:

1) BBO3ATbCA HA TEPUTOPII0 YKpaiHM JIILIEH30BaHUMHU JUCTPUO IOTOpaMHU 3 JIEp:KaBH - 4JIEHA
€porneticbkoro Coro3y abo €Bporeichkoi acoriaii BiJIbHOI TOPTIBII, IO € CTOPOHOI YTOIu PO
€BpoMeiicbKy eKOHOMIYHY 30HY, BIAMOBITHO 10 CTaTTi 74 1IbOTO 3aKOHY;

2) BBO3ATHCS JIIEH30BAHUMH IMIIOpPTEpaMH 3 IHIIMX KpaiH, KpiM 3a3HAUYCHHUX y MYHKTI | 1Miel
YaCTHHH, BIMOBIIHO 10 cTarTi 42 1bOro 3aKOHY;

3) mapayieIbHO BBO3SITHCS HAa TEPUTOPIIO YKpaiHM JIIIIEH30BAaHUMU IMapasieIbHUMHU IMIIOpTEpaMu
BIJIMOBITHO /10 CTaTTi 78 11b0TO 3aKOHY.

2. 3 meroro imeHTHdIKAIIl Ta KOHTPOIKO 3a O0IroM JiKapchbKUX 3aco0iB, MO BBO3ATHCS Ha
TEPUTOPII0 YKpaiHH, Cy0’ €KTH TOCIOAApIOBaHHs (IMIOPTEPH, TUCTPUO FOTOPH) MOAAOTH BIAMOBIIHI
JaHl MIO0 BBEIEHHS B 00Ir cepii JiKapchbKOro 3acoly, 10 BBO3UTHCS HA TEPUTOPII0 YKpaiHH, 10
Oprafy JepKaBHOTO KOHTPOJIIO.

3. JlepxaBHUI peEeCTp BBEACHHX B OOIr JIIKAPCHKUX 3ac00iB, IO BBO3SITHCS HA TEPUTOPIIO
VYkpainu, € eJeKTPOHHOI 0a3010 JaHUX, 10 MICTUTH BIIOMOCTI MPO JiKapchKi 3acO0M, SIKi HAAXOASTh
B 00ir Ha TepuTopii YKpaiHu, CEepilo JIKAPCHKOTO 3aco0y, TEPMiH MPHUIATHOCTI JIKAPCHKOTO 3aco0y,
BJIaCHUKA peecTparii abo 103BONY Ha MapajeIbHUA IMIIOPT, MOro ajapecy Ta KOHTAKTHI JaHi,
BUPOOHUKA JIKapChKOTO 3aco0y, WOro aapecu Ta KOHTAKTHI [aHi, J03yBaHHsS, (OpPMH BHITYCKY,
Cy0’€KTIB TOCHOAApIOBaHHS (IMIIOPTEpiB, AUCTPHO’IOTOPIB), BIANOBIJAJIBHUX 3a BBEACHHS B 00Ir
JIKapCchbKUX 3ac001B Ha TepUTOPIl YKpaiHU, 1XHI aJpecH Ta KOHTAKTHI JJaHI.

4. BuecenHsa iH(opMamii mpo JiKapchKUi 3aci0, 110 BBO3UTHCS HAa TEPUTOPIO YKpaAiHU Ta
HiIsirae BBEACHHIO B 00Ir Ha TepUTOpii YKpaiHH, 3MIHCHIOETHCS HUISXOM 3a3Ha4eHHs iH(popmarii B
Jlep>kaBHOMY peecTpi BBEIEHUX B 00IT JIIKAPCHKUX 3aC001B, 1110 BBO3SITHCS HA TEPUTOPIIO YKpaiHH, HE
i3HIIIe HACTYITHOTO POO0YOro JHs 3 THS OTPUMAaHHS [OB1IOMJICHHS OPraHOM JEeP>KaBHOTO KOHTPOJIIO.

5. Opran Aep>XKaBHOTO KOHTPOJIO y BCTAaHOBJICHOMY MOPSAKY MOXe 3a0JOKyBaTd BHECEHHS
iHdopmartii mpo cepiro JiKapchbkoro 3acody a0 JlepkaBHOTO peecTpy BBEIECHHUX B OOIT JIIKAPCHKUX
3ac00iB, 110 BBO3SATHCS HA TEPUTOPIO YKpaiHH, y pasi:

1) icTOTHUX TepaneBTUIHUX BIAMIHHOCTEH BiJl 3apEECTPOBAHOTO B YKpaiHi JTIKapChKOTOo 3aco0y;

2) BIACYTHOCTI AaHUX PO PEECTPALiI0 JiKapchKoro 3acody B Jlep>kaBHOMY peecTpi JTiKapChbKUX
3ac00iB;

3) BiACyTHOCTI AaHUX Yy JlepKaBHOMY peecTpi JIIKapchbKHUX 3aco0iB, 110 MapajieabHO BBO3ATHCS Ha
TEpUTOPi0 YKpaiHH.

6. [Topsok BBE3EHHS Ha TEPUTOPIIO YKpaAiHU JIKAPChKHUX 3ac00iB, BEACHHS Ta aJMiHICTPYBaHHS
JlepKaBHOTO PEECTPy BBEACHUX B O0Ir JIIKAPCHKHUX 3ac00iB, 110 BBO3ATHCS HA TEPUTOPIIO YKpaiHW,
nogaHHs iH(opMmarii Ta ONPWIIOAHEHHS IaHWX 3a3HAYEHOTO PEECTPY BCTAHOBIIOETHCs KabiHeTom
MinicTpiB YKpaiHu y MOPSIKY, 3a3HAYEHOMY Y YaCTHHI IBAHAIIATIN cTaTTi 42 1IbOTO 3aKOHY.

Crarra 74. 3xailicHeHHS ONTOBOI Ta PO3APiOHOT TOPTIBII JiKapChKUMHU 3ac00aMU Ta 0COOIUBOCTI
JIIIEH3YBaHHSI TaKOi TISITHOCTI

1. OnToBa TOPriBisg JiKapChbKUMHU 3aco0aMu Ha TepuTopii YKpaiHu 31MCHIOETHCS Cy0’eKTamu
roCHofapIoBaHHs (IUCTPUO I0TOpaMu), KpiM (i3MYHUX OCi0 - MiANPHEMINB, Ha IMiJCTaBi JileH31i Ha
OTITOBY TOPTIBIIO JIKAPCHKUMH 3ac00aMH, sKka BHJIA€THCS B TOPSJIKY, BCTAHOBJICHOMY 3aKOHOM
VYkpainu "[Ipo mnineH3yBaHHS BHUIIB TOCIONAPCHKOI JiSUTBHOCTI" Ta JILEH3IMHUMH YMOBaMH,
3arBepkeHMMHu KabGinetom MiHicTpiB Ykpainu, 3 ypaxyBaHHSIM OCOOJMBOCTEH, BH3HAUEHHX LIHUM
3aKOHOM.

BBe3eHHs JIKapchbKUX 3ac00iB, BUPOOIEHUMX Ta BUIYUIEHUX Yy OOIr A €KCHOpTy B YKpaiHy
YIOBHOBa)KEHOIO 0CO00I0 BUPOOHWKA, SKHI NPOBAJWTH BIAMOBINHY JIIEH30BaHy AisJIBHICTD Ha
TepUTOpIi epkaBu - wieHa €Bponeiickkoro Coro3y abo €BporelchbKoi acoriallii BIIbHOT TOPTiBIIi, 0
€ CTOPOHOI0 Yroau npo €Bponeiicbky €eKOHOMIYHY 30HY, 3[1HCHIOETHCS JILIEH30BAaHUMU CY0’€KTaMu
rOCHOAAPIOBaHHS (IUCTPUO I0TOpaMM), SIKI MPOBAIATh TOCHOAAPCHKY AISIIBHICTD 3 ONTOBOI TOPTiBIi
JKapChKUMU 3ac00amMu.

BBe3eHHs OCHIKyBaHUX JIIKAPCHKUX 3ac00iB, BUPOOIEHUX Ta J03BOJIEHUX YIIOBHOBA)KEHOIO
0Cc00010 BUPOOHWKA TSI BUKOPUCTAHHS Y KITIHIYHUX JOCHIHKEHHSIX (BHUIPOOYBaHHAX) B YKpaiHi, 3
nepkaB - wieHiB €Bpormeiicbkoro Corosy abo €Bpomenchbkoi acoriiaiii BUIBHOI TOPTiBIi, IO €
CTOPOHOIO0 Yroau npo €BponeicbKy €KOHOMIUHY 30HY, 31IHCHIOETBCS Cy0’€KTaMH TOCIOJApIOBAHHS,
SK1 IPOBASITh TOCIIOAAPCHKY AISTBHICTD 3 OMTOBOI TOPTiBII JIKAPCHKUMH 3ac00aMu, a0 CIIOHCOpPaMH.
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2. OnToBa TOPriBJIs JTIKAPCHKUMHU 3ac00aMHU 3IIHCHIOEThCS 3 JOJCPKAHHSIM MPABHI HAJICKHOT
npaktuku quctpuOyii (GDP), mo 3aTBepKyrOThCS IIEHTPAIbHUM OPraHOM BHKOHABYOI BJIAJH, L0
3abe3neuye GopMyBaHHS Ta peajilye Aep>KaBHY MOJITHKY Y cepi OXOPOHH 370POB’S.

OnroBa TOpPriBAs JIIKAPCBKUMM 3ac00aMu, MPU3HAYEHUMHU JJIsI €KCIOPTY, 3IIHCHIOETBCSA 3
JOTPUMAHHIM BHMOT HaJIe)KHOT MpakTHKU nucTpuOynii (GDP) 3 ypaxyBaHHSM BUMOI, BU3HAUYEHHX
YaCTHHOIO BOCBMOIO CTarTi 13 11b0ro 3aKoHy.

3. JisnbHICTh Cy0’€KTIB rOCIOJapiOBaHHS 3 ONTOBOI TOPTiBJIl JIKAPCHKUMH 3ac00aMH MiJIsrae
niepeBipili (IHCTIEKTYBaHHIO) OPTraHOM JIEP>KaBHOTO KOHTPOJIO 332 MICIIEM MPOBAKCHHS TIsTHHOCTI Y
MOPsIKY, 3aTBeppkeHoMy Kabinerom MiHicTpiB Ykpainu.

4. Po3apiOHa TOPTiBIS JIKApCHKUMHU 3ac00aMU 31MCHIOETHCS CYO €KTaMH TOCHOAAPIOBAHHS Ha
MIJCTaB1 JileH31i, Ika BUJAETHCS B TOPSAAKY, BCTaHOBIEHOMY 3akoHOM Ykpainu "IIpo mineH3yBaHHS
BH/IIB TOCTIOAAPCHKOI AiSTIBHOCTI" Ta JIIEH31IMHUMU YMOBaMH, 3aTBepkeHnMu KabineTom MiHicTpiB
VYkpainu, 3 ypaxyBaHHSIM OCOOTUBOCTEH, BU3HAYEHUX IIUM 3aKOHOM.

5. Po3npiOHa TOPriBis JIKAaPCHKUMH 3ac00aMU 3IMCHIOETHCS 3 JIOACPKAHHSIM BUMOT HAJICKHOT
antedyHoi npaktuku (GPP), mo 3arBepkyroTbcs LEHTPajJbHUM OpPraHOM BHUKOHABYOi BIAAH, IO
3abe3neuye GopMyBaHHS Ta peajilye Aep>KaBHY MOJITUKY Y cepi OXOPOHU 370POB’S.

6. ianpHICTD Cy0’€KTIB TOCIIOIAPIOBAHHS 3 PO3APIOHOT TOPTIBIII JIIKAPCHKUMHU 3aCO0aMH i ITISATAE
nepeBipil (IHCIEKTYBaHHIO) OPTaHOM JIEP)KaBHOTO KOHTPOJIO ab0 Horo TepuTopialbHUM OpPraHoM 3a
MiCIIeM MIPOBAKEHHS AIsTBHOCTI B TIOPSIIIKY, 3aTBepkeHoMy Kabinerom MinicTpiB YkpaiHu.

7. Jlnsg 3miiicCHEHHS MISUTBHOCTI 3 OMTOBOI Ta/abo po3apiOHOI TOPriBil JIKAPCHKHUMH 3aco0aMu
Cy0’€KT rocroJjaproBaHHs IOBUHEH:

1) MaTu BIAMOBIMHI TPUMIIIEHHS, CIIOPYAM Ta OOJIaJHAHHSA, SKI BiJMOBIAIOTh BCTAHOBJIEHUM
BUMOTaM, JJIs 3a0e3MeUYeHHs HaJIe)KHOTo 30epiranHs 1 peanizauii JikapchbKuX 3aco0iB;

2) MaTy BIANOBIIHUM MEPCOHAN, Y TOMY YKCI1 BIAMOBIAAIbHY 0c00QY, SKi BIANOBIJAIOTH BUMOTIaM
JIEH31HHUX YMOB;

3) oTpuMaTH BiIMOBIAHY JIIEH31I0 HAa MPOBAPKEHHS TOCIIONAPCHKOI JiSUTBHOCTI Y BCTAHOBICHOMY
MOPSIAKY Ta BUKOHYBATH JIICH31iHI YMOBH.

8. IlizcraBoro ansi Buadyi JiileH3li HA MPOBA/KEHHS TOCHOJAPCHKOI JiSUIBHOCTI 3 ONTOBOI Ta
po3apiOHOI  TOPriBil  JIIKAPCBKUMHU ~ 3aco0aMM € HasSBHICTh MaTeplaJIbHO-TEXHIYHOI  0asw,
KBaTi(hiKOBAaHOTO TIEPCOHAIY, BIAMOBIAHICTh SKUX BCTAHOBJICHUM BHMOTaM Ta 3asBJICHUM Yy TOJaHHUX
3m00yBavyeM JileH3ii JOKyMeHTaxX IS OACp KaHHs JIEH311 XapaKTepUCTHKaM MiJsrae mepesipii 10
BUIAYl JIEH31l y MeXax CTPOKiB, MependayeHux UM 3aKOHOM Ui BUAAdl JINEH3ii, 3a Micuem
MPOBAKEHHSI JISUTBHOCTI OPTaHOM JIEPKaBHOTO KOHTPOIO ab0 HOro TepuTOpiaiIbHUMH OpraHaMu B
Hopsi/iKy, BcraHoBlIeHoMy KabOineTom MiHicTpiB YkpaiHu.

9. Opran nep:xaBHOTO KOHTpOJtO Bene JlineH3iiHUI peecTp CyO’€KTIB TOCIOAAPIOBAHHS, IO
MPOBAJIATh TOCHOJAPCHKY MISUIBHICTH 3 ONTOBOI Ta PO3APIOHOT TOPTIBII JIIKAPCHKUMHU 3aco0amMu, Ta
po3Milye Horo Ha cBoeMy o(iliiHOMY BeO-calfTi Ha yMOBaX BIAKPUTOTO JTOCTYILY.

3a 3amuToM JlilleH31aTa OpraH Jep>KaBHOTO KOHTPOJIO MPOTATOM I’ITH poOOYMX JIHIB OPOPMITIOE
y manepoBiii a0o enekTpoHHiil Gopmi BuTAr 3 JlinensiiHoro peectpy 3 iHpoOpMalli€to, aKTyalbHOIO Ha
nary (opMyBaHHS BUTATY a00 Ha JaTy, 3a3Ha4YeHy B 3allUTi JIiLEeH31aTa.

10. Cy0’€eKT rocroiaproBaHHsI MOKE 3JIIICHIOBATH OMTOBY Ta PO3JIPIOHY TOPTIBIIO JIIKAPCHKUMH
3aco0aMu 3a YMOBH BiANOBIAHOCTI JILEH31HHUM yMOBaM MPOBAKEHHS IEBHOTO BUJY JiSUIBHOCTI.

11. V pa3si gk1o cy0’eKT rocrnoiaproBaHHs MOPYIIUB JIIEH31HHI YMOBH a00 HE BUKOHAB YMOBHU
BUJIayi JIiIIeH311, OpraH AepKaBHOTO KOHTPOIIO MAa€ MPaBO Y BCTAHOBIEHOMY 3aKOHOAABCTBOM MOPSAKY
3a HasgBHOCTI 3aKOHHUX IIiJICTAB MOBHICTIO a00 YacTKOBO aHYJIIOBAaTH JIIEH3II0 HAa MPOBAKCHHS
TOCITOJIAPCHKOT TISUTBHOCTI 3 ONMTOBOI Ta PO3APiIOHOI TOPTIBII JIKAPCHKUMH 3aco0aMu, a00 MOBHICTIO
YU YaCTKOBO 3yMUHUTH 110 JIIEH311, Y TOMY YHCJIi 32 OKPEMHM MICIIeM MTPOBAKCHHS TISITBHOCTI.

12. Jlinensis Ha MPOBAKEHHS TOCHOAAPCHKOT MisTIBHOCTI 3 ONTOBOI Ta/abo po3apiOHOI TOpriBmi
JTIKapChKUMHU 3ac00aMU BUIAETHCS OPTaHOM JICPKABHOTO KOHTPOJIIO MPOTATOM CTPOKY, IO HE
nepesunye 30 KaleHIApHUX THIB 3 THS OTPUMAHHS OPTraHOM JEp’KaBHOTO KOHTPOJIIO 3asBU IPO
BHJIaUy JIIIEH31].

13. 3MiHM 0 JOKYMEHTIB, IO MOMABAIUCS ISl OTPUMAHHS JIIIEH311, BHOCATHLCS JIICH31aTOM Yy
MOPSAKY Ta CTPOKH, BCTAHOBJIEHI JIIEH3IWHUMHU YMOBaMH TIPOBAKEHHS BIAMOBIIHOTO BHUIY
TOCIOAAPCHKOT TiSITBHOCTI.

14. TlonmoxxeHHs i€l cTaTTi Ta po3ainy IV 1mporo 3akoHy He MOIIMPIOIOTHCSA Ha CHeEIianti3oBaHi
oprasizanii, aKi 3A1HCHIOIOTh 3aKyMiBJi JIKaPChKUX 3ac00iB 3a MepellikoM, 3aTBeppkeHnM Kabinetom
MinictpiB Ykpainu, Mmoo J1iKapchbKuX 3ac00iB, BHECEHHUX JI0 TAKOTO MEPETiKy.

VY pasi BiACYTHOCTI JileH31i Ha MPOBa/PKEHHS BIAMOBIIHOTO BUIY TOCHOAAPCHKOI MisSIBHOCTI Y
CreniaIi30BaHol opraHizallii, sKa 3Ii1HCHIOE 3aKyIiBII JIKapChKUX 3ac00iB, 3a0e3MeueHHs JOTPUMaHHS
BUMOT 3aKOHOJIAaBCTBA MPO JIIEH3YBaHHS BHJIB TOCIOMAPCHKOT MISUTBHOCTI Tij dYac 30epiraHHs,
TPaHCIOPTYBaHHS JIIKapChKUX 3ac00iB, 110 3aKyMOBYIOThCSI TAKOIO OpraHi3alli€o, 3aKOHOAABCTBA MPO
KOHTpPOJIb SIKOCTI JIIKAPCHKUX 3acO0iB MiJl Yac IMIOPTY Ta OMTOBOI TOPTIBII 3/1HCHIOETHCS LUIIXOM
3aJlydeHHsI CYO’€KTIB TOCIONAPIOBAaHHS, SIKI MArOTh BIUAMOBITHY JIICH3iI0, 13 JOTPUMAHHIM
3aKOHO/IABCTBA y cepi MmyOIuyHUX 3aKYITiBEIIb.

Crarrs 75. O00B’sI3K1 BIIaCHHKA JIIIEH311 HAa ONTOBY TOPTIBJIIO JIIKAPCHKUMHU 3aCO0aMH
1. BnacHuk mineH31i Ha ONTOBY TOPTIBIIIO JTIKAPCHKUMU 3ac00aMHu 3000B’ sI3aHUN:

1) 3abe3meynTH TOCATOBUM OCO0aM OpraHy J€p)KaBHOTO KOHTPOJIO BUIBHUH JOCTYH [0
MPUMIIIEHb, CIIOPY/ Ta OOJaIHAHHS B TIOPAJIKY, BcTaHOBIeHOMY KabGinerom MinicTpiB Ykpainu;

2) 3aKynoByBaTd JIIKapChbKi 3acO0M BHUKIIIOYHO y BUPOOHHUKIB JIIKAPCHKUX 3ac00iB a00 B I1HIIMX
Cy0’€KTIB TOCIOAApIOBaHHSA, IIO0 MAlOTh BIATOBIAHY JIIEH31I0 Ha BHPOOHHWITBO Ta/abo iMIIOpPT
JiKapchKUX 3ac00iB a00 JIEH310 Ha ONTOBY TOPTIBIIIO JIIKAPCHKUMU 3aCO0aMHU.
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2. Ilix yac 3maiiCHEHHS 3aKyIiBJi BJIACHHUK JIIIEH311 HA ONMTOBY TOPTIBIIO JIIKAPCHKUMHU 3aco0aMu
(nucTpu6’roTop) 30008’ I3AHMIA:

1) mepeBipsATH HaABHICTH BIAMOBIAHOI JiNeH31i y KOHTpareHTa (AucTpub’toTopa, iMmoprepa abo
BUPOOHUKA), a y pasi, SKIIO0 KOHTPAreHTOM € o0co0a, sika 3I1HCHIOE OpokepcTBO y cdepi 0biry
JTKapChKUX 3aCc001B, - MEPEBIPATH BiIMOBIIHICTH TAKOi 0COOM BUMOTaM IIbOTO 3aKOHY;

2) mocrayatv JIKapChKi 3aco0M 3 anTeyHux ckiaaaiB (0a3) iHmmMM cy0’ekram omnroBoi abo
po3ApiOHOI TOpPriBIi JIKApCHhKUMHU 3aco0aMu, SKi OTpUMaiM Ha 1€ BIANOBIAHI JileH3ii, Ta
0e3mocepeIHbO JTIKYBaIbHO-NPODITAKTHYHUM 3aKiajgaM ado IOpUAMYHHM 0co0aM, CTPYKTYPHHMHU
M1IPO3AUIAMH SIKUX € JIIKYBaJIbHO-TIPO(TAKTHYHI 3aKJ1a i1, BUPOOHUKAM JIIKAPCHKUX 3aC001B;

3) mepeBipATH OTpUMaHi JiKapchKi 3acobm Ha mpeaMeT ¢anbcudikaliil OUIIXOM TMepeBipKH
3ac00iB O€3MEeKH Ha YIAKOBIIl BIIMMOBITHO O BUMOT 3aKOHOIaBCTBA;

4) matu TIaH eKCTPEeHUX i, 1o rapantye e(eKTUBHE BUKOHAHHS PO3MOPAIKECHHS PO
BIJIKJTUKAHHS JTIKAPCHKOTO 3ac00y 3 00iTy, sIKe 3IHCHIOETHCS 32 POMOPSIKEHHSIM OpPTraHy JAepKaBHOTO
KOHTPOJII0 200 3a MOTOKEHHAM 3 BUPOOHMKOM/IMIIOPTEPOM UM BIACHUKOM peecTpallli JIIKapChKOTO
3aco0y, 10 BiJIKIIUKAETHCS;

5) MaTu MepBUHHY JOKYMEHTAIII0, 10 MATBEPDKYE (aKT KyMiBIi-IPOAAXKY JIIKAPCHKUX 3aC00iB,
110 BiAMOBIAAIOTH BUMOTAM HaJIEKHOI MPAKTUKU AUCTPHOYIIii, Ta 30epiraT ii mpOTATOM I’ SITH POKIB;

6) BUKOHYBATH JIIIEH31iHI BUMOTH Ta BUMOTH HAJIEKHOI IpakTuku auctpudyiii (GDP);

7) MOTpUMYBATHCS CTAaHIAPTIB CHUCTEMH SKOCTI, IO BHU3HAYa€ BIAMOBIIAIBHICTh, MPOLETYPH 1
CHocoOU YIpaBIiHH PU3UKAMH, TIOB’I3aHUMH 3 JISUTBHICTIO Y cepi MPoIaxy JIIKapchbKHX 3ac00iB;

8) HEeBIAKIAAHO TMOBIIOMIISTH OpraH JEpP>KaBHOTO KOHTPOJIIO Ta BIACHUKA peecTparlli (Ko
3aCTOCOBHO) MpPO Te, L0 JIKAapChKi 3aco0M, sIKi BiH OTpuUMye abo siki Oynu Homy 3amporioOHOBaHi,
¢anbcudikoBani, ado Mpo mi03py HI0A0 iX panbcudikarii;

9) BUKOHYBaTH 1HIII 000B’SI3KH, BCTAHOBJICH] 3aKOHO/ITABCTBOM.

Crarra 76. OcoOnauBOCTI ONTOBOi TOPTiBIAI HAPKOTUYHHMHU 3aC00aMH, TCUXOTPOIMTHHUMHU
pEYOBHHAMHU, TIPEKYPCOPAMH 1 ICIKUMHU BHJIAMH JIIKAPCHKUX 3aC001B

1. Jns 3ailicHEHHS TOCMOAAPCHKOI AISTBHOCTI 3 ONMTOBOI Ta po3piOHOI TOPTiBIi HAPKOTHUYHUMHU
3aco0amMu, TICUXOTPONHHMH pPEYOBHHAMH, NPEKypcopamMH CyO’€KT TOCIONApIOBAaHHS TOBHHEH
JOJIATKOBO OTPUMATH BIAMOBIIHY JIIIEH31I0, fKa BUIAE€ThCS BiANOBIAHO 10 3akoHy Ykpainu "IIpo
JIIEH3yBaHHA BUIIB rOCIOJAPCHKOI AISTBHOCTI", 3 ypaXyBaHHSAM 0COOIMBOCTEH, BUZHAUCHUX 3aKOHOM
Vkpaiau "IIpo HapKOTHYHI 3aCO0H, ICUXOTPOIHI PEYOBUHHU 1 MpeKypcopu”.

2. JInst onTOBO1 TOPTiBIi Ha TepUTOPii YKpaiHHU JTiKapChKUMHU 3ac00aMu, SIKi OJIEPKYIOTh 3 KPOBI
abo TuUIa3MU KpOB1 JIIOAMHHU, IMYHOJOTIYHHMH JIKapChKUMHU 3aco0amu, pajaiodapMarieBTHIHUMU
3aco0amMu JIEH31MHUMH YMOBAaMU BCTaHOBIIIOIOTHCS JOAATKOBI YMOBM JJIi OTPUMAHHS JILEH31H Ha
ONTOBY Ta/a0b0 po3ApiOHY TOPTIBIIO TAKMMH 3aCO0aMHU.

Crarrsa 77. 3aTBepIyKeHHS BUMOT HaJIeKHOT npakTuku quctpudyuii (GDP)

1. Hanexxna npaktuka nuctpulyuii (GDP) 3arBepmxyeTbes HEeHTpaTbHUM OPraHOM BHUKOHABYOL
BJaJy, 10 3a0e3neduye popMyBaHHS Ta peallizye JepKaBHY MOJITHUKY y chepl OXOpOHH 310pOB’s, SIK
rajly3eBUi CTaHAApPT Y BUIVISII HACTAHOBH, aJallTOBAHOI IO BIAMOBIJHUX BUMOT HAJIEKHOI MPAKTUKU
nuctpuoytii (GDP), BcranoBnennx B €Bponericbkkomy Coro3i.

2. BHeceHHsl 3MiH 10 HACTAHOBU 3JIHCHIOETHCS HUIIXOM 3aTBEPHKEHHS HEHTPAIbHUM OpPraHOM
BHKOHABYOI BIaju, 10 3a0e3mneuye (GopmMyBaHHS Ta peanizye Aep>KaBHY MOJITUKY Yy chepl OXOpOoHU
3[I0pOB’s, OHOBJICHOI peAaKIlii HACTAaHOBU Ha Mi/JCTaBl 3MiH, BHECEHUX /10 BUMOT HAJIEKHOI MPAKTUKU
muctpulyuii (GDP), Bcranosnenux B €Bpomneiicbkomy Corosi.

Crarrsa 78. [lapanenbHuil iIMIOPT JTIKAPCHKUX 3aC001B

1. BBesenHs Ha TepuTOpil0 YKpaiHu 3 JepxkaBu - uieHa €Bponeiicbkoro Coro3y abo
€BporneiicbKoi acoiallii BUIbHOT TOPTIBIIL, 110 € CTOPOHOIO YTOI PO €BPONENCchKY EKOHOMIUHY 30HY
(maui y i cTarTi - KpaiHa-eKCIopTep), JIKAapChKUX 3ac00iB, K1 OyIu MPU3HAYEHI Ta BUITYIIEH] B 00IT
JUISL 3aCTOCYBaHHS Ha TEPUTOPIl KpaiHU-EKCIIOPTEpa, 3 sIKOT BBO3UTHCS B YKpaiHy JIIKapcChbKHUil 3acio,
MOXE 3IMCHIOBATHCA SIK TapajelbHHd IMIOPT JIKAPCHKOTO 3aco0y 3 JOTPUMAHHSM BHUMOT,
BU3HAUEHMX I1I€10 CTATTEIO Ta CTATTEI0 73, BUKIIIOUYHO 33 TAKUX YMOB!

1) mapasienbHO BBE3€HUH JIIKAPChKHA 3aci0 € iIeHTHYHUM ab0 MOIOHUM JI0 3apeeCTPOBAHOTO B
VYkpaiHi nikapcbkoro 3aco0y; adbo

2) mapanenbHO BBE3E€HHUH JIKapchKui 3aci0d Ta JikapchKuil 3acid, 3apeecTpoBaHuil B YKpaiHi, €
OJTHOYACHO PEePEPEeHTHUM JTIKAPCHKUM 3ac000M a00 TeHEepHYHUM JIIKApCHKUM 3aco00M B YKpaiHi i B
KpaiHi-eKcropTepi, 3 K01 BBE3EHO JIIKApChKUH 3aci0.

JIst 1iIei miel cTaTTi:

JIKapChKUH 3acid € 1IeHTHYHUM abo TOMIOHUM 0 3apeeCTPOBAHOTO B YKpaiHI JIIKapChKOTO
3aco0y, 32 YMOBH 1[0 BiH Ma€ OJHAKOBHI SKICHHI Ta KUIbKICHHH CKJIAJ IIOIO JiF040i peuoBUHHU 200
JIOYUX PEYOBMH, MOCTABISETHCA B TakKii camiil Jikapcekiii ¢opmi, Mae IHIOHaMMEHIIe Taki cami
MOKa3aHHs, TaKy caMy KOHIIEHTpaIlil0/103yBaHHs, TaKH CaMHUi CIIOCIO BBEACHHS, IO 1 JIIKAPCHKUMN
3aci0, 3apeecTpoBaHuil B YKpaiHi, Mae, MIOHaMeHIle, MOAIOHY dopMy, sIKa HE TPU3BOIUTH 10 SKOICH
TEPaNeBTUYHOT PI3HULI TTOPIBHIHO 3 JIIKAPCHKUM 3aC000M, 3apEECTPOBAHUM B YKpaiHi;

Kab6iner MinicTpiB Ykpainu 3a mOTpeOH MOXKE PO3IMIMPUTH TIEPEITIK KpaiH-eKCIIOPTEPIB.

2. MapanenbHUl IMITOPT JIKAPCHKUX 3aCO0IB 3MIMCHIOETHCS CYyO €KTOM TOCTIOAAPIOBAHHS, 110 Ma€
JIIEH3110 Ha IMIOPT JIIKAPCHKUX 3ac001B (MapaienbHui IMIIOPTEP), BIAMOBIAHO 0 JIILEH31MHUX YMOB,
BcTaHoBIeHNX KabGinetom MiHicTpiB YkpaiHu, MICAS NPUAHSTTS OPraHOM JIEPKaBHOTO KOHTPOJIIO
pilleHHS TPO HAJaHHA TakKoMy CyO’€KTy TOCIOJapIOBaHHS J03BOJy Ha MapajelbHUH IMIIOPT
JTIKapCchKUX 3aco0iB, MPO MO0 POOUTHCS 3amuc y Jlep:kaBHOMY peecTpi JIIKAPCHKHUX 3ac00iB, IO
napaJieJIbHO BBO3SIThCSI HA TEPUTOPII0 YKpaiHu.

https://zakon.rada.gov.ua/laws/show/2469-20/print

44/74


https://zakon.rada.gov.ua/laws/show/222-19
https://zakon.rada.gov.ua/laws/show/60/95-%D0%B2%D1%80

22.08.2022, 14:45

Mpo nikapcebki 3acobwm | Big 28.07.2022 Ne 2469-1X (TekcT Ans Apyky)

[lopsimox HajgaHHS [O3BOJY Ha MapalelIbHUM IMIOPT JIKApChKOTO 3aco0y Ta BEICHHS
Jlep>kaBHOTO peecTpy JIKapChKHX 3ac00iB, IO TapalelbHO BBO3ATHCS HA TEPUTOPIIO YKpaiHW,
3aTBEPIKY€ETHCS IICHTPAIHFHIM OpraHOM BHKOHABYOI BJIAIH, IO 3a0e3mnedye (hopMyBaHHS Ta pealizye
JepKaBHY MOJITHKY Y cepi OXOpOHHU 37I0POB’ .

3. I OTpUMaHHS JI03BOJIYy Ha MapaieIbHUN IMIOPT JIKApChKUX 3aC001B MapajenbHU iMropTep
MoJIa€ JI0 OpTaHy JePKaBHOTO KOHTPOJIIO BIAMOBIAHY 3asBY 3a (POPMOIO Ta B TIOPSIKY, BCTAHOBICHUMHU
IICHTPAJIbHUM OPTraHOM BHUKOHABYOI BIAaM, MO 3abe3nedye (opMyBaHHS Ta peajizye IepiKaBHY
MOJITHUKY Y cepi OXOPOHHM 37I0POB’S, y MarepoBOMY a00 eeKTPOHHOMY BUIIISAII.

V 3asBi 3a3HaYAOThCA:
1) Ha3Ba, Jikapceka Gopma, 103yBaHHs JIKapChKOTro 3acC00y, 3apeecTpOBaHOrO B YKpaiHi,

2) Ha3Ba, Jikapchbka ¢opMa, 103yBaHHS JIKapCHKOTO 3ac00Y, IKUH TUIAHYETHCS BBO3UTH B YKpaiHy
SIK TIapajieIbHAN IMIIOPT;

3) BIacHUK peecTpallii B KpaiHi-eKCIOpTepl Ta BUPOOHUK JIIKAPCHKOTO 3ac00y;

4) peectpauiiHuii HOMeEp JiKapchbkoro 3aco0y B YKpaiHi Ta HOMEp J/03BOJy Ha MapKETHHT
JTIKapChKOTO 3ac00y B KpaiHi-eKCIopTepi, 3 K01 3MiHICHIOBATUMETHCSI BBE3EHHS JIIKAPCHKOTO 3ac00y.

[[O 3ajdBHU JOOAKOTbCA TaKi HAOKYMCHTHU:

JeKiapanis Mmpo Te, 110 BIACHUK peecTpalii B KpaiHi-eKcropTepl MOBIIOMIIEHUH MpPO Hamip
301CHUTH MapaJielbHUM IMIIOPT Ta HaJaTu 3pa30K MapajeabHO IMIOPTOBAHOTO JIKapChKOTr0 3ac00y Ha
3aIlUT;

KOTIiSl JTUCTKA-BKJIAJIKU Ta 3Pa30K JIKAPCHKOTO 3ac00y y TOMY BUIJIS[II, B SIKOMY BiH BBEJCHUM B
00ir y kpaiHi-excroprepi;

MIEPEKIIa]T JIUCTKA-BKIAJKN YKPATHCHKOIO MOBOIO, aBTCHTUYHICTh TIEPEKIIATy SKOTO ITiITBEPKEHA
YIOBHOBAKEHOIO 0CO0010, 3a3HAUCHOIO Y YaCTHHI MIOCTIH cTaTTi 43 1bOro 3aKoHY;

MPOEKT JIUCTKA-BKJIAJIKK JIKApChKOro 3acoly, IO TapajelibHO BBO3UTUMETHCS, SIKUH
CYNPOBOIKYETHCS JIEKJIAPAII€I0 TPO TE, MO 3MICT JIMCTKA-BKIAIKHA 1ACHTUYHUN BMICTY J1KapChKOTO
3aco0y, 3apeecTpoBaHOrO B YKpaiHi, KpiM:

Ha3BH Ta ajpecu ocolu, sika 3/1MCHIOE MapayeabHuil IMIOPT;
HallMeHyBaHHS BUPOOHUKA, SIKIIO BiH BIAPI3HIAETHCS ISl 000X JIIKAPCHKUX 3aCO01B;

TepMiHY TPHUAATHOCTI (MEpioAy CTAOUIBHOCTI), SIKIIO BiH BIAPI3HAETHCS UIsI 000X JIKAPCHKUX
3ac00i1B;

JOTIOMDKHHUX PEYOBHH, 3a3HAYCHUX Yy JIMCTKY-BKJIAII, SIKIIO BOHU BIAPI3HAIOTHCS IS 000X
JKapChKUX 3acO0iB.

VY pa3i nepenakyBaHHsI Ta/ab0 mepeMapKyBaHHsI JIIKAPCHKOTO 3ac00y J0IAaTKOBO JOMAIOTHCS TaKi
JIOKYMEHTH:

opuriHai-maker rpadiyHoro oQopmieHHs JiKapcbkoro 3acoby y ¢opmi, B skiii BiH Oyze
BBEJICHUH B 00ir Ha TepuTOpii YKpainu;

KOIisl KOHTPAaKTy MK 0c00010, sika 3[IHCHIOE TMapalelbHUIl IMIOPT JNIKapChKUX 3aco0iB, Ta
oco0amu, sIKi 3MIHCHIOIOTh JisSUTbHICTH 3 BUPOOHHIITBA JIKAPCHKUX 3aC001B, SKIIO 0c00a, sKa 3/11HCHIOE
napajebHUN IMIOPT JIIKAPChKUX 3ac001B, HE Ma€ BIAMOBIAHOIL JIilleH311 Ha BUPOOHHUIITBO JIIKAPCHKUX
3ac00i1B;

Kortisi cepTudikara BiIMOBIIHOCTI BUMOraM HajexxHoi BUpoOHHUOi mpaktuku (GMP) Ta xomis
JineH3ii Ha BUPOOHHUIITBO JIIKAPCHKUX 3ac00iB, BUIAHI YIMOBHOBAXCHUM KOMIIETEHTHHUM OPTaHOM
nepxkaBu - uieHa €Bponeiicbkoro Coro3y abo €Bponeiicbkoi acowianii BiIbHOI TOPriBii, L0 €
CTOPOHOIO Yroaw Tpo E€BpONEHCHKY EKOHOMIUHY 30HY, SIKIIO IMPOIECH TMepernaKyBaHHS Ta/abo
repeMapKyBaHHs JIIKAPCHKUX 3aC001B BUKOHYBATUMYThCS 3a MEKaMU TEpUTOPIT YKpaiHH.

4. TlapanenpHuil iMIopTep MOXKE IeperaKyBaTH 30BHIIIHE CHOXXHMBYE IaKyBaHHA abo
BUKOPHCTAaTH OPUTIHAJIBHY 1HO3€MHY YIAaKOBKY 3 JOJATKOBUM MAapKyBaHHSM JIKapChKUX 3aco0iB
YKpaiHChKOIO MOBOIO 200 BBOJIUTHU B OOIT JIIKAPCHKHM 3aci0 B YITaKoOBIll BUPOOHUKA, BUKOHAHIN MOBOIO
OpHTiHaJY, 32 YMOBH 3a0€3MeUeHHS IMIIOPTEPOM CYNPOBOAY KOXKHOT YIAKOBKH JIKAPCHKOTO 3ac00y, 110
BBO3UTHCA B YKpaiHy, KOII€I0 MEpeKaay Aep>KaBHOIO MOBOIO TEKCTY MapKyBaHHS, JIMCTKa-BKIIAIKU
(3a HasIBHOCTI), KOPOTKOI XapaKTEPUCTHUKH JIIKAPCHKOTO 3ac00y (3a HasBHOCTI).

JlonycKaeThCs Ha YMAKOBII TEKCT 1HO3EMHOIO MOBOIO, KPIM TEKCTY, 1[0 CYNEPEYUTh BUMOTaM J10
MapKyBaHHS JIIKapChKOTO 3ac00y, BCTAHOBJICHUM LIMM 3aKOHOM Ta JI03BOJIOM Ha MapajieibHUi iMIOPT.
[HO3emMHMIT TaKyBalbHUN MaTepial MOKe OyTH 3aKpUTHI €TUKETKOIO 3 TEKCTOM YKPAaiHCHKOIO MOBOIO.
SIKII0 BUKOPHMCTOBY€ETBHCSI OpHUIiHAJbHA 1HO3EMHA YMAKOBKA, Oy[b-sIKUI 1HO3EMHUH IITPUX-KOJ Mae
OyTH 3aKPUTUM.

5. Cy0’ekT TOCIIOmaprOBaHHS, SKHH TIEpemakoBye Ta/a00 TMepeMapKOBYy€e JIKapChKHil 3aci0
YKpaTHCHKOI0O MOBOIO Ha TepUTOpii YKpaiHW, MOBMHEH MAaTH JILEH31I0 Ha BUPOOHUITBO JIKAPCHKUX
3ac00iB, BUIaHy OPTaHOM JIePKABHOTO KOHTPOIIO.

6. Pimenns npo HamaHHs a0o mpo BIAMOBY B HaJaHHI JI03BOJIy Ha MapasiebHUI IMIOPT
JIKapChKUX 3aco0iB MpHHMaeTbcss NpoTsroM 45 IHIB 3 JAHA TMONAHHS JOKYMEHTIB JI0 OpraHy
JIEP’KaBHOTO KOHTPOIIO. SIKIO 3a pe3yibraraMy PO3TISAy 3asBH Ta JOJAHUX 1O HEl JIOKyMEHTIB
HeoOXiJIHe BHECCHHS YTOYHEHb YW HAJaHHS IOSCHEHb CYO’€KTa TOCIOAApPIOBAHHS, BH3HAUYCHUX
YaCTHHOIO TPEThOIO MIi€i CTaTTi, 3a3HAUYEHUN y Wi YaCTHHI CTPOK MPUBYHNHUHSETHCS 10 OTPUMAHHS
3aMUTyBaHOI 1HPOpMAITii.

SIko 3m00yBad 03BOMTy HE HaJlaB 3aIIMTYBaHi JOKYMEHTH MPOTATOM BH3HAYEHOTO IIIEI0 CTATTEI0
CTPOKY, pOLIeAypa BUAAYl JO3BOJIY HA apaeIbHUNA IMIOPT JTIKApChKUX 3aC001B IPUMTUHIETHCS.

7. PimeHHs mpo BIAMOBY B HaJaHHI JI03BOJY Ha MapajebHUN IMIIOPT JIKAapChKUX 3aco0iB
NpuiiMaeThCsl Yy pas3l HEBIIMOBIIHOCTI 3asBM Ta JOKYMEHTIB, IO JOAAIOTHCS A0 HEl, a TaKox
3a3Ha4eHoi B HUX iH(popMallii BUMOram Li€l CTaTTi.
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8. Ctpok nii HaJaHOTO BIJAMOBIHO JO BUMOT IIi€i CTATTI JO03BONY Ha IMapajeibHUN IMIIOPT
JIKapChKUX 3aC00IB CTAHOBUTH IT'SITh POKIB. SIKIIO Cy0’€KT rocrnofaproBaHHs, 3a3HaYE€HUH y YacTHHI
TpeTii 1€l cTarTi, Mae HaMip TPOJOBXKYBATHU 3IIMCHIOBATH [iSUTBHICTH 3 TapaeIbHOTO IMIIOPTY
JKapChKOTO 3ac00y, BiIH TOBUHEH OTPUMATH HOBUH J03BLJI BIJMOBIIHO 10 BUMOT IIi€T CTATTI.

9. lo3Bin Ha mapajieabHHU IMIOPT JIKApChKUX 3ac00iB HE MOXKe OyTH aBTOMAaTHYHO CKAaCOBAHO,
SKIIO BJIACHUK PEECTpallii 3apeecTPOBAHOTO B YKpaiHi JIKAPCHKOTO 3aco0y BIAKIMKAB JIEPKABHY
peecTpartiro 3a BIacHUM Oa)kaHHSM 3 TIPUYUH, SIKi HE TIOB’sI3aHi i3 3arpo3010 IS 310POB’ sl HACETICHHSI.

10. Cy0’ekTu TOCHOAAPIOBAHHSA, IO OTPUMANIM JIO3BUI Ha MapajellbHUM IMIOPT JKapChKUX
3aco0iB, 3000B’s13aH1 3a0€3MeYnTH (PYHKIIIOHYBaHHS CUCTEMH (papMaKOHAIJISAy BIJIMOBIIHO 10 BUMOT
po3ainy IX mporo 3akony.

11. IMonoxenns crarreut 54, 56, 57, 59, 60 1 61, yacTuH NepIIOi, TPETHOI 1 YETBEPTOI cTATTI 62,
cTarTeit 63-66 11boro 3aKOHY HE 3aCTOCOBYIOTHCS JI0 JIIKAPCHKUX 3aC001B, SIKi BBO3STHCS HA TEPUTOPIIO
VYkpainu 3 MapKyBaHHSM Ta JTUCTKOM-BKJIQJIKOIO / KOPOTKOIO XapaKTEPHCTHUKOIO JIIKAPCHKOTO 3aco0y,
BUKJIaICHUMH MOBOIO OpHUTiHAITY (MOBOO, BiIMIHHOIO BiJl A€P>KaBHOI).

12. IlapamensHO BBE3€HI JIIKApChKi 3acO0M 3riIHO 3 BHMOTaMHU Ili€l CTaTTi HE MIISATal0Th
peastizanii (BiAMycKy) B anTeKax Ta iX CTpyKTYPHHX IiIpO3Aiaax.

Crarrs 79. BuBeseHHs (€KCTIOPT) JIIKApChKUX 3aC001B

1. BuBe3eHHs (eKCropT) JIIKapChbKUX 3ac001B 3 YKpaiHU 3/1HCHIOETHCS 3T1AHO 13 3aKOHOJABCTBOM
VYKpainu Ta MI>KHapOAHO-TIPaBOBUMU J0TOBOpaMu, patudikoBanuMu BepxoBHoto Panoro YkpaiHoro.

2. OnroBa TOPriBis JIKaPCHKMMHU 3ac00aMU 3 METOI0 BHMBE3CHHS (E€KCHOPTY) 3A1HCHIOETHCA 3
XapaKTePUCTUKAMHU JIIKAPCHKUX 3ac00iB, BCTAHOBICHWMH KpPaiHOIO KIHIIEBOTO MPU3HAYEHHS IIOA0
MapKyBaHHS, JIMCTKA-BKJIAJKH, KOPOTKOI XapaKTEPUCTHUKHU JIIKApPCHKOTO 3aco0y, cepTudikara sSKOCTI
cepii Tomo. IIpy npOMy Ha BUMOTY KOMIIETEHTHHUX OpraHiB abo Cy0’€KTa roClOJIaprOBaHHS, SKUH
peanizyBaB ONTOBOMY AWCTPUO IOTOPY TpHU3HAYECHI IJII BUBE3CHHS (EKCIOPTY) JIKapchKi 3acoow,
onToBUi nUCTpUO’10TOp a00 BUPOOHMK 3000B’sS3aHUI HaJaTH HA KOXKHY MapTII0 TaKUX JIKAPCHKUX
3aco0iB JIOKYMEHTH, IO MiATBEP/KYIOTh BHUBE3CHHS TaKHX JIIKAPCHKUX 3aCO0iB 3a MEXI TepUTOpIi
VYkpainu (BaHTa)KHa MUTHA JEKJIapallis Ta JOKYMEHT, 110 MiATBEPAXKY€ NEPETUH KOPJIOHY YKpaiHH).

3. OnroBa TOPTIBIIA JIKAPCHKUMU 3aC00aMH 3 METOIO BHBE3CHHS (€KCIIOPTY) Ma€ 3/IHCHIOBATUCS
oco0am, sIKi 3HaXOMAThCS B 1HIIMX KpaiHaX, OTPUMAIIH JileH311 Ha MPOBAKEHHS BiJIMOBITHOTO BUIY
TOCHOAAPCHKOT AISITBHOCTI YW YNOBHOB&KEHI Ha 3AIHCHEHHS ONTOBOI abo po3apiOHOi TOpTiBii
JIKapChbKUMU 3ac00aMu B TaKUX KpaiHax.

Crarra 80. bpokepcTBo (IisuIbHICTE OpoKepa, TOProBe IOCEPEAHUUTBO) y cdepi 00iry
JTIKapChKUX 3ac001B

1. Ocobu, siKi 371HCHIOIOTE OPOKEPCTBO (IiUIbHICTE OpOKEpa, TOProBe MOCEPEeTHUNTBO) y chepi
00iry mikapchbkux 3aco0iB, MalOTh MPaBO 3AIMCHIOBATH MISJIBHICTH 3 pealizaiii JIMIIe JIiKapChbKUX
3ac00i1B, 3apeecTpoBaHUX B YKpaiHi Y BCTAHOBJICHOMY MOPSAKY Ta BHECEHUX 110 Jlep»KaBHOTO peecTpy
JKapChKUX 3acO0iB.

2. BpokepcTBoO (AisIIBHICTE OpoKepa, TOProBe MOCEPENHUIITBO) Y chepi 00iry J1iKkapchbkux 3aco0iB
3IMCHIOETHCS 3aPEECTPOBAHUMH B YKpAiHI IOPUAMYHUMH 200 (HI3WYHUMHU 0COOAMH - MiAMPUEMIISIMH,
BHECEHUMHU JI0 peecTpy OpokepiB y cdepi o0iry mikapchbkux 3aco0iB, 1m0 (OpMYyeTbCs 1 BEIEThCS
OpPTraHoM JIepKaBHOTO KOHTPOJIO Yy MOPSAKY, BCTAHOBJIEHOMY LEHTPAJbHUM OpPraHOM BHKOHABYOI
BJIA/M, 110 3a0e3neuye GopMyBaHHS Ta peati3ye Aep:KaBHY MOMITHKY Y cepi OXOpOHU 30POB’sI.

3. Cy0’ekTu TOCHONApIOBaHHS MalOTh IPaBO 3A1MCHIOBaTH OpOKEpCTBO (AisIBHICTH Opokepa,
TOPTOBE MOCEPETHUIITBO) ¥ cepi 00iry JTiKapchbKUX 3ac00iB MICIISI BHECEHHS BIJOMOCTEH PO HUX 10
peectpy OpokepiB y cdepi o0iry Jikapcbkux 3aco0iB. Peectp OpoxkepiB y cdepi o0iry kapchbKux
3ac001B Ma€ MICTUTH aKTyajbHI BIJOMOCTI PO HalilMeHyBaHHs Opokepa (TOProBOrO MPEAICTaBHUKA) Ta
HOro MicCIe3HaXOMKEeHHS B YKpaiHi.

AJIIMIHICTpAaTOpOM peecTpy OpokepiB y cdepl 00iry JiKapCchbKHUX 3ac00iB € opraH Jep:KaBHOTO
KOHTpOJIIO, SIKUH 3a0e3meuye BUIbHUM JOCTYI A0 iHPOpMAILIil, 110 B HBOMY MICTUTBCS.

4. Ocobu, K1 311CHIOIOTE OPOKEPCTBO (ISIIBHICTH OpOKepa, TOProBe MOCEPEAHUIITBA) Y chepi
00iry JikapchbKux 3aco0iB, 3000B’s13aHi:

1) BUKOHYBaTH BUMOTH HaJeKHOI nmpakTuku quctpulyuii (GDP) mikapchkux 3aco0iB y 4acTuHi,
110 BCTAHOBJIFOE BUMOTH 10 TIPOBAKCHHS BiIMTOBITHOT YACTHHHM TISUTBHOCTI,

2) Mard TUIaH eKCTPEHUX i, o rapantye e(eKTUBHE BUKOHAHHS PO3MOPSKCHHS IIPO
BIJIKJIMKAHHS JIIKAPCHKOTO 3aco0y 3 00iry, sike 3M1MCHIOETHCS 3a PO3MOPSIKEHHSIM KOMIETEHTHUX
opratiB a00 3a MOTO/KEHHSM 13 BIIACHUKOM PEECTPAIliil Ha JIIKApChKUH 3aci0, 10 BIAKINKAETHCS,

3) 30epiratu MepBUHHY JOKYMEHTAIIIIO MPO Omepalii 3 OTPUMaHUMU JIKapChKUMU 3acobaMu abo
peali3oBaHIMHU IIJIXOM OpOKEpPCTBa (TOPTOBOTO MOCEPETHUIITBA) HE MEHIIE 11’ SITH POKIB;

4) miATpUMYBATH CUCTEMY SKOCTI, 110 BU3HA4Ya€ 000B’A3KH, MPOLECH Ta 3aXOH MO0 YIIPaBIiHHSI
PHU3HMKAMHU, TIOB’SI3aHUMH 3 ISUIBHICTIO y cdepl 00Iry JikapchbKux 3aco0iB;

5) HeBIOKIaTHO TIOBIJOMIIATH OpraH JepXKaBHOTO KOHTPOJIIO 1 BIIACHMKA pEeCTpallii Ha
JiKapchKui 3aci0 (3a HEOOX1HOCTI) PO Te, IO JIKapChKi 3ac00H, K1 BiH OTpuMy€e abo siki Oynu oMy
3anponoHoBaHi, GpanbcudikoBaHi ado Mpo MiAo3py MoAO iX daabcudikarrii.

5. Ha gismbHiCT 0Ci0, #Ki 3A1MCHIOIOTE OpOKEpCTBO (IiSUIBHICTH Opokepa, TOpProBe
MocepeaHUITBO) y cdepi 00iry JiKapchKuX 3aco0iB, MOIIUPIOIOTHCS TMOJOKEHHS PO3AUTY X I[HOTO
3akony.

VY pa3i mopymeHHs BUMOI, BH3HAUEHUX YAaCTHHOIO YETBEPTOIO i€l cTarTi, iH(OpMAaIis mpo
cy0’eKkTa TrOCHOJApIOBaHHS, SKHH 3IIHCHIOE OpOKepCTBO  (MisIbHICTH Opokepa, TOProBe
MOCEPEHUNTBO) Yy cdepi 00Iry JiKapChKUX 3aco0iB, Y BCTAaHOBIECHOMY MOPSJIKY BHKIIOYAETHCS 3
peectpy OpokepiB y cepi 00iry mKapchbKuX 3ac00iB.

Crarrs 81. Bumoru 10 qucTaHiifHOT TOPTiBIIi JTIKAPCHKUMH 3ac00aMu
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1. Cy0’ext rocriogaproBaHHs, KM Mae JIIEH310 Ha MPOBaHKEHHS TOCIONAPCHKOI TiSUTBHOCTI 3
Po31piOHOT TOPriBIi JIKAPCHKUMHU 3ac00aMu, MOXe 3/11HCHIOBATH pO3JpiOHY TOPTiBIIO JIIKAPCHKUMHU
3aco0aMi 3 BHUKOPUCTAaHHSIM 1H(QOPMAIiHHO-KOMYHIKAI[IfHUX CHUCTEM JTUCTAHLIHHUM CIIOCOO0OM
(esleKTpOHHA PO3ApIOHA TOPTIBIIS JIKAPCHKUMHU 3ac00aMu), 10 BKJIFOYAE TPHIAOM, KOMILJIEKTYBaHHS,
30epiraHHsi Ta JOCTAaBKy 3aMOBIEHb Ha JIKapChKi 3aco0W, a TaKoX BIAMYCK JIKapChbKUX 3aco0iB
KIHIIEBOMY CIIO)KMBAYy, 32 YMOBU BUKOHAHHS TaKUX BUMOT:

1) indopmariis npo mpaBo Cy0’€KTa TOCIOAAPIOBAHHS, SKHH Mae€ JIIEH31I0 Ha MPOBAKEHHS
TOCHOAAPCHKOT AISNTBHOCTI 3 PO3APIOHOT TOPTiBIl JIIKAPCHKUMH 3aC00aMH, 3/1HCHIOBATH €JIEKTPOHHY
PO3/IpiOHY TOPTIBIIIO JIKAPCHKUMHE 3ac00aMu Ma€e MicTUTHUCS B JIiIIeH31HHOMY peeCTpi 3 BUTOTOBJICHHS
(BUpOOHHUIITBA) JTIKAPCHKUX 3acO0iB (B yMOBax amTeKH), ONTOBOI Ta pO3APIOHOT TOPTIBII JTIKAPCHKUMH
3acobamu opraHy JileH3yBaHHS,

2) ninensiar Mae OyTu BHeceHu# 1o Ilepeniky cy0’eKTiB rocrnoaaproBaHHs, sIKI MalOTh PaBO Ha
3MIMCHEHHS €JIEKTPOHHOI pOo3piOHOT TOPTIBII JIKAPCHKUMH 3ac00aMH, 10 BEACTHCS Ta PO3MIIIYEThHCS
Ha o¢iuiifHOMY BeO-CcaiiTi opraHy JileH3yBaHHs, 13 3a3HAYEHHSAM TaKHX BiJIOMOCTEl:

Ha3Ba cy0’€KTa rocroAapIOBaHHS;

MICIIE3HAXO/PKEHHST Ta MICIe MPOBAKEHHS MisTbHOCTI (13 3a3HAYCHHSM anTeuHUX 3aKiIajiB, 3
SAKUX 3I1MCHIOETHCS TOCTABKA JIIKAPCHKOTO 3aC00Y);

Jlata MovaTKy 3A1MCHEHHs TISUIbHOCTI 3 €JeKTPOHHOT po3/ipiOHOT TOPTiBii JIKapChKUMHU 3aC00aMH;
azpeca BeO-caiTy, 110 BUKOPUCTOBYETHCS IS TAKUX IIICH;

CJICKTPOHHA Menu4YHa iH(opMalliiiHa cucrema, 10 BHUKOPHCTOBYETHCS JUIS TaKuX Iiiiei (3a
HAsIBHOCTI).

[epenix cy®’€KTiB TOCIONAPIOBAHHS, SIKI MalOTh MPaBO Ha 3/11HCHEHHS €JIEKTPOHHOI po3/1piOHOT
TOPTiBIII JIIKAPCBKUMH 3aCO0aMU, BEACTHCS Y TMOPSIKY, 3aTBEPIKCHOMY IICHTPATbHUM OPTraHOM
BUKOHABYOI BJaau, MO 3a0e3neuye (HOpMyBaHHS Ta peaiidye Aep>KaBHY MOJITHKY Yy chepl OXOpOoHU
310pOB’4;

3) BeO-caiiT cy0’€KTa TOCIIONAPIOBAHHS, IKAI Ma€ MPaBO Ha 3IIHCHEHHS eJIeKTPOHHOI po3piOHOT
TOPTIBJI JTIKAPCHKUMH 3aC00aMH, TOBUHEH MICTUTH:

iH(pOopMaLlit0 PO KOHTAKTHI 1aHi OpraHy JileH3yBaHHs, OpraHy JAep>KaBHOTO KOHTPOIIIO;

JIOTOTHIN 13 TINEPIOCWIAHHIM, IO BIJOOpa)Kae€ThCs Ha KOXKHIM CTOpIHIN BeO-calTy Ta
NepeHarnpaBise croxkuBada Ha BeO-cTopiHky [lepeniky cy0’€KTiB rocrnojaploBaHHs, SKi MalOTh IPaBoO
Ha 3/IHCHEHHsSI EJIGKTPOHHOI PO3JIpIOHOT TOPTiBIII JIKAPCHKUMHU 3aco0amMu  (TaKW  JIOTOTHII
3aCTOCOBYEThCS ~ BUKJIIOUHO aNTEYHUMHU  3aKiajamMH, BHeceHHMMH Jo Ilepenmiky cy0’ekTiB
roCToAapIOBaHHs, SKI MAarOTh MPaBO Ha 3IMCHEHHS €JICKTPOHHOI PO3ApiOHOT TOPTIBII JIKAPCHKUMHU
3aco0aMu);

OTIIiI0 HAa/TaHHs KOHCYJIbTalii hapmarieBTa (3a moTpedu) i 4ac 3aMOBJICHHS JIIKAPCHKOTO 3ac00y
yepe3 BeO-CalT anTeku;

BapTICTh JOCTaBKH JIIKAPCHKOTO 3aCO0Y.

Onuc, 300pakeHHs 1 HOPSI0K BUKOPUCTAHHS JIOTOTHIIA JJIs 11eHTU(IKALT Ji[eH31aTiB, SKi MaloTh
NpaBO Ha 3/MIMCHEHHS EJNEKTPOHHOI PO3piOHOI TOPTIBJIi JIKAPCHKUMH 3aCO0aMHM, 3aTBEPKYIOTHCS
[EHTPAJbHUM OpPraHOM BHKOHABYOI BIaH, L0 3abe3rnedye (OpPMyBaHHS Ta peaizye JepKaBHY
MOJITHUKY Y cepi OXOPOHHU 37I0POB’S;

4) HasgBHICTH BJACHOI CIY>KOM OCTaBKM, OONAJHAHHS Ta YCTaTKyBaHHS, IO 3a0€3MEeYyrOTh
JTOTPUMAaHHS BU3HAYEHUX BUPOOHUKOM YMOB 30€piraHHs JIIKapChbKUX 3ac001B i Yac iX TOCTaBKH, a00
3a]y4yeHHs Ha JOTOBIPHMX 3acaJax IHIIUX CYO’€KTIB TOCIONAPIOBAHHS - ONEPaTopiB IMOLITOBOTO
3B’SI3KY.

VY pasi 3aidydeHHs AN JTOCTABKH JIKApPChKUX 3ac00IB KiHIIEBOMY CIIOKMBauyy IHIIUX CyO’€KTiB
rOCHOAAPIOBAaHHS ICTOTHUMH YMOBAMH JIOTOBOPY PO 3I1HCHEHHS TaKol TOCTABKH €:

HasBHICTh y Cy0’ €KTIB TOCIIOIAPIOBAHHS, SIKI 3aJTy4alOThCs 10 3AIMCHEHHS JOCTaBKH JIIKAPChKUX
3ac00iB KIHIIEBOMY CIIOXHBady, OONaJHAHHS Ta YCTaTKyBaHHs, LI0 3a0e3NeuyroTh JOTPUMAHHS
BU3HAUEHNX BUPOOHMKOM YMOB 30epiraHHs JIikapchbKHX 3ac00iB Mij yac iX JOCTaBKH, Ta 3000B’I3aHHS
JOTPUMYBATHUCS TAKUX BHMOT;

MOJIOKEHHS IIOA0 MOMKJIMBOCTI 3AIHCHEHHS KOHTPOJIO 3a JOTPUMAaHHAM YMOB 30epiraHHs
JIKapChbKUX 3ac001B IiJ 4Yac iX JOCTaBKU CyO €KTOM TOCHOJApIOBaHHS, KWW 31MCHIOE €IEKTPOHHY
pOo3apiOHY TOPTiBIIO JIKAPCHKUMU 3ac00aMu, - HE MEHIIIE OTHOTO pa3y Ha PiK Ta OPraHOM JEeP>KaBHOTO
KOHTPOJIIO Ta HOro TEpPUTOpialbHUMHU OpraHaMu - y MeXax 3IIHCHEHHS 3aXOfiB JEep>KaBHOTO
KOHTPOITIO SIKOCTI JIIKAPCHKUX 3aC00iB;

mpaBa Ta 000B’SI3KH CTOPIH;
BIJIMOBIAAJIBHICTH CTOPIH 3 YpaxyBaHHSIM I10JIOKE€Hb, BU3HAUEHUX LI1€10 CTATTEIO;
CTpPOK Jii JOTOBODY.

TumnoBa ¢opma noroBopy npo 311HCHEHHS JOCTABKH JIIKAPCHKUX 3aC00IB KIHIEBOMY CIOXKHBAYy
3arBepmKyeThes Kabinetom MiHicTpiB Ykpainu;

5) 3miiiCHeHHS JOCTaBKHU JIIKAPCHKOTO 3aco0y BHKIIIOYHO 3 aNTEYHUX 3aKJIaiB, BHECEHUX 0
[Tepeniky cy0’ekTiB TOCmoAaprOBaHHs, SKI MalOTh MPaBO HA 3IMCHEHHS E€JIEKTPOHHOI Po3aApiOHOT
TOPTiBJI1 JIKAPCHKUMU 3aC00aMH, BIAMOBIIHO 10 LIbOTO 3aKOHY.

2. Cy0’ekT rocnoJjaptoBaHHsl, KM Ma€ MpaBoO Ha 3A1MCHEHHS €JIeKTPOHHOI po3/piOHOI TOPTiBIIl
JTIKapChbKUMH 3aC00aMU BiJIIOBITHO /10 IIOTO 3aKOHY, MOXKE JI0JJaTKOBO BUKOPHCTOBYBATH €JIEKTPOHHI
MeaWYHI 1HpOpPMaLiiHI CUCTEMH, MIAKIIOYEHI 10 IEeHTpasbHOI 0a3M JaHUX EJIEKTPOHHOI CHUCTEMHU
OXOPOHU 3II0OpOB’s. Y pa3i BHUKOPHCTAHHS CIEKTPOHHOI MEAUYHOI iH(OpMAIiHHOT CHUCTEMH,
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HIIKTFOYEHOT 0 EeHTPaNIbHOI 0a3M JaHUX CJICKTPOHHOI CHCTEMH OXOPOHH 3J0POB’s, IO Ja€ 3MOTY
OTPUMYBATH 3aMOBIICHHS BiJl KOPUCTYBauiB CHUCTEMH, TaKa E€JEKTpOHHAa MenudHa iH(opmaiiiiHa
CUCTEMA IOBUHHA MICTUTH:

MOoCWIaHHA Ha odiuiiHuN BeO-cailT opraHy JilEeH3yBaHHsS, Ha sKoMmy posmimeHno Ilepemik
Cy0’€KTIB TOCHOAAPIOBAHHS, IO MAalOTh MPAaBO Ha 3IMCHEHHS €JEKTPOHHOI po3apiOHOI TOpriBii
JIKapChKUMU 3ac00amMu;

ONLII0 HaJaHHS KOHCYNbTalii ¢apmaneBra cy0’€KTa rocrnoJaploBaHHS, SKUH Mae IpaBO Ha
3OIICHEHHSI eNEeKTPOHHOI pO3ApiOHOT TOPriBIi JIKAPCHKUMH 3acobaMu (3a moTpedum), Mg yac
3aMOBJICHHSI JIIKAPCHKOTO 3ac00y Yepe3 BeO-CalT eJIEKTPOHHOI MEIUYHOT 1HPOPMAITIHHOT CHCTEMH.

3. 3a00pOHSETHCS EIEKTPOHHA PO3ApiOHa TOPTIBISA Ta JOCTABKA KIHIIEBOMY CIOXKHMBAUY:

1) mikapchKux 3aco0iB, peaizailis (BIAMYCK) SKHX TPOMAaJsTHaM 3IIHCHIOETHCS 3a PEIENTOM
Jikapss (KpiM BIOIYCKYy TaKMX JIKapChbKMX 3aco0iB 3a €NEKTPOHHMM pELENTOM Yy TOPSIKY,
BCTaHOBJICHOMY LIEHTPaJbHUM OpPTaHOM BHKOHABYOi BJIaH, 10 3a0e3nedye (opMyBaHHS Ta peajisye
JepKaBHY MOJITUKY Y chepi OXOpOHH 310pOB’);

2) nikapchKHUX 3aco0iB, 00IT SKUX BIAMOBIIHO 10 3aKOHY 31HCHIOETHCS 32 HASBHOCTI JIIeH31T Ha
MIPOBA/KEHHS ASUTHHOCTI 3 00iry HAPKOTHYHUX 3aC001B, IICHXOTPOITHUX PEYOBHUH 1 TPEKYPCOPIB;

3) CHUIIBHOIIIOUUX, OTPYWHHUX, PalioaKTUBHUX Ta IMyHOO10JIOTIYHHUX JIIKAPCHKUX 3ac001B, MEpesiK
SAKUX BH3HAYA€THCS LEHTPAJIbHUM OPraHOM BHMKOHABYOI BIaAM, L0 3abe3mnedye (opMyBaHHS Ta
peaiizye Aep)KaBHY MOJITUKY Y chepl OXOPOHH 310POB’sI.

4. Bumoru 10 MopsAKy 3A1HCHEHHS eJIEKTPOHHOI po3/piOHOT TOPTiBIIi JIKAPCHKUMH 3ac00aMH Ta
iX JOCTaBKHM CIIO)KMBayaM BW3HAUYAIOTHCS JILEH3IHHUMH YMOBAaMHU IPOBAKEHHS TOCIIONAPCHKOL
JISTTEHOCTI 3 pO3ApiOHOT TOPTiBIIi JIIKAPCHKUMH 3aCO0aMH.

5. BcraHoBneHHss 0O0OB’SI3KOBOi MiHIMAIBHOI KIJTBKOCTI JIKAPCBKUX 3acO0IB Ta pPO3MIpy
MIHIMaJIBHOTO 3aMOBJICHHS TMiJ 4ac 3/1MCHEHHSI €JNeKTPOHHOI pO3ApiOHOI TOPriBil JIKAPCHKUMHU
3acobamu 3a00pOHSETHCS.

6. Cy0’ekT rocriolapioBaHHs, SIKUM Ma€ MpaBoO Ha 3IIHCHEHHS €JIEKTPOHHOI PO3ApiOHOT TOpriBii
JiKapCchbKUMHU 3aco0aMu, 3000B’s3aHU 3a0e3medyBaTd KOH(DIICHINHICT MEPCOHATBHUX JdaHUX
CTIO’KMBaUiB 3TiIHO 3 BAMOTaMH 3aKOHOAaBCTBA.

7. Cy0’€exT rocnofiaproBaHHsl, KU Mae JIIEH3110 Ha MPOBAPKEHHS T'OCIOJAPChKOl AISUIBHOCTI 3
pO31apiOHOT TOPTIBII JIKAPCHKUMH 3ac00aMH, HECE BIMOBINANBHICTh TIEPET KIHIIEBUM CIIO)KMBAUEM 3a
30epeKeHHsI SKOCTI JIIKApCHKOTO 3aco0y Ta JOTPUMaHHS BHU3HAYEHUX BHPOOHUKOM YMOB HOTO
30epiraHHs, y TOMY 4HCII TiJ 4Yac JJOCTaBKM KIHIIEBOMY CIIOKHMBady JIIKapChKOTO 3aco0y,
pealni3oBaHOro JUCTAHIIMHUM CIIOCOOOM, HE3aJeKHO BiJI TOTO, 3IIMCHIOE BIH JOCTaBKY BIIACHOIO
ciry0010 JOCTaBKM 4YM 3alyda€ s LBOTO IHIIMX CYO €KTIB TOCIIOJApIOBaHHS, a TaKOX Hece
aJIMIHICTPAaTHBHY Ta KPHUMIHAJbHY BIANOBIAAJIBHICTD 32 MOPYIIEHHS MPaBHJ BIAMYCKY Ta JAOCTaBKU
JIKapCchbKUX 3ac001B BIAMOBIIHO 10 3akoHoAaBcTBa. CyO’€KTH rocroiaproBaHHs, sIKI Ha JOTOBIPHUX
3acajiax 3aydaroThCs A0 3IMCHEHHS TOCTaBKM JIKAPCHKHUX 3aC00iB KiHIIEBOMY CIIOKMBAdy, HECYTh
aJIMIHICTPAaTHBHY Ta KPUMiHAJbHY BIJNOBIJAIBHICTh 32 MOPYIICHHS BCTAHOBJICHUX BUMOI JIOCTaBKH
JTKapChKUX 3ac00iB BiJIMOBITHO 70 3aKOHOABCTBA.

8. Indopmaris Tpo 3aKOHOMABCTBO MIOMO 3AIMCHEHHS EJIEKTPOHHOI pOo3apiOHOI TOpriBii
JTIKapChKUMHU 3ac00aMH, MPO JIOTOTHII Cy0’€KTIB TOCIOJAPIOBAHHS, SKI MAIOTh NMPaBO Ha 3/11HCHEHHS
€JIEKTPOHHOI PO3JIpiOHOT TOPriBii JIIKapChbKUMHU 3acobamu, [lepernik cy0’ekTiB TocromaproBaHHs, SKi
MaroTh MPaBO Ha 3IHCHEHHS €JEKTPOHHOI pO3apiOHOI TOPTiBii JIKAPCHKUMH 3ac00aMH, Ta aJpecu
ixHIX BeO-caliTiB, a TakoX iH(OpMALis PO PU3MKH, MOB’I3aHi 3 JIKAPCHKUMH 3ac00aMu, po3apiOHa
€JIEKTPOHHA TOPTIBIS SKUMH € HE3aKOHHOIO, PO3MIILIYIOThCS Ha odiliiiHoMy BeO-caiiTi oprany
JIIEH3yBaHHS.

9. Opran JepaBHOTO KOHTPOJIIO NPOBOIUTH 1 CIpPUsA€E MPOBEACHHIO 1H(OpMAIHUX 3aXOiB,
CIPSIMOBAHUX Ha 1HQOPMYBaHHS MIMPOKOI TPOMAJCHKOCTI MPO 3aKOHHI IIISXH PO3APIOHOT TOpTriBii
JIKapChbKUMHU 3aco0amMu 3a JIONIOMOTOI 3ac00iB JMCTAHIIIHHOTO 3B’S3Ky Ta INPO HEOE3MeKy, SKY
CTaHOBJIATH (asibCcU(iKOBaH1 JIIKAPChKi 3aCO0U.

Crarra 82. ®apmaneBTHUHa IPaKTUKA

1. ®apmaneBTHUHA TpPAKTHKa 3IIHCHIOETHCA (hapMAleBTUYHUMU TNpALiBHUKAMH CyO’€KTIB
TOCIIOAAPIOBAaHHS, MEAWYHHMH TPAIiBHUKAMHU 3aKJIJiB OXOPOHM 3JI0POB’S Ta iX BIIOKpPEMIICHHX
migpo3autiB  (heapamepcbkux, QenbAmepChKO-aKyIepChbKUX TMYHKTIB, CUIbCBKUX, JTUIBHHYHHUX
JiKapeHb, aMOynaTopiid, aMOynaTopii 3arajgbHOi NPaKTUKH - CIMEMHOT MEIMIIMHM), 10 PO3TALIOBaHI B
CUIBbCHKIN MICLIEBOCTI, B SIKiil BIZICYTHI anTeyHi 3akiaan, abo y pasi, SKIIO 3aKIaId OXOPOHHU 3/I0POB s
3aJlydeH1 J10 BIAIOBIIHUX MpOrpaM, 30Kkpema, 13 3abe3rneueHHs mpenaparaMy 1HCyI1HYy, HApKOTUIYHUMHU
3aco0amu, IHIIMMH JIIKAPCBKUMU 3aco00aMM, 3a HAsSBHOCTI JIEH31i Ha po3ApiOHY TOPTIBIIO
JTIKapChKUMHU 3aco0aMM, a TaKOXK BKJIIOUA€ HaJaHHA (DapMaleBTHMYHHX MOCIYTr Ta (hapManeBTHYHOI
JIOTIOMOTH (hapMaIleBTUYHUM TIPAI[IBHUKOM aNTeKH a0o0 ii CTPYKTYpHOTO MiAPO3aiTy (3aKJIaay OXOPOHU
3JI0POB’S), y TOMY YHCII:

1) 3abe3nedyeH s HAJIC)KHUX PE3YNbTaTiB 3aCTOCYBAHHS JIIKAPCHKUX 3aC001B;

2) BWUTOTOBJCHHS (BUPOOHHUIITBO) JIKAPCHKUX 3acO0iB B yMOBaX anTEeKH, BKIIOYAIOYH
PEKOHCTUTYLIIO JTIKAPCHKUX 3aCO01B;

3) BiAMMyCK JIIKApChKUX 3aC001B;

4) caHITapHO-TIPOCBITHHULIBKY  TiSUIBHICTH Ta TpOQUIaKTUKA 3aXBOPIOBaHb Yy  Meax
(hapMareBTUYHOT TOTIOMOTH Ta (apMareBTUIHUX MOCIYT;

5) HaganHa iHGopMallii Ipo JIKapChKi 3ac00M B MeKaX, BCTAHOBJIEHUX 3aKOHOJJABCTBOM.

2. ®apmManieBTUYHA IPAKTUKA, HaJlaHHS (papMaleBTUYHOI JOIOMOTHY Ta (papMalleBTUYHUX MOCITYT
cy0’ekTamMu po3ApiOHOT TOPTiBII JIKAPCHKUMHU 3ac00aMM 3MIMCHIOETHCS 3 JOTPUMAHHSIM BHUMOT
HajexHol anTeuHoi npakTuku (GPP), mo 3arBepaKyeThesl HEHTPAIbHUM OpraHOM BHKOHABYOI BIAJH,
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mo 3abe3neuye (HOpMyBaHHS Ta peaiizye nepkaBHY TOJITHKY y cdepl OXOPOHH 370pOB’S, 5K
TaJIy3eBHid CTAaHAAPT Y BUIVISII HACTAHOBH.

3. V CiIbCBHKIM MICIIEBOCTI y pa3i BIICYTHOCTI alTeKH a0o i CTPYKTYPHOTO MIAPO3ALUTY po3apioHa
TOPTiBIIA JIIKAPCHKUMU 3aCO0aMU 3IIHCHIOETHCS y MPUMILIEHHSIX (ENbIIIepChKUX, (eabaAlepCchKo-
aKyIIepChKUX ITYHKTIB, CUIBCHKUX, TUIBHUYHUX JIIKapeHb, aMOyiaTopiil, amOysnaropiii 3araibHOI
MPaKTUKU - CIMEHHOI MEIUIMHM Ipal[iBHUKAaMU TaKuUX 3aKiajiiB, SKI MalOTh MEAMYHY OCBITY, Ha
MIiJICTaB1 JIOTOBOPIB, YKJIAJCHUX 13 CyO €KTOM TOCIOAAPIOBAHHS, SKUH Mae JIIEH31I0 Ha po3apiOHy
TOPTIBJIIO JIIKAPCHKUMHU 3aCO0aMH.

Crarra 83. 3abe3nedeHHs] HacEJEHHS JIIKAPCHKUMH 3aco0aMM Ha BHUMAJOK CTHUXIHHOTO JiMXa,
KatacTpod, emiaeMii

1. ¥V pa3i cruxiifHOTO nMXa, KaracTpodu, emifeMii TOmo 3a OKPEeMHM pIIIEHHSIM OpraHy
JIEpKAaBHOT'O KOHTPOJIIO y BCTAHOBJIEHOMY LIEHTPaJbHUM OPraHOM BHKOHABYOI BJIAJM, 11O 3a0e3rneuye
(dopMyBaHHsS Ta peaidye Jep)KaBHY MOJITHKY y cdepi OXOpOHU 370pPOB’S, TOPSIKY 103BOJSETHCS
BBE3CHHS HE3apeeCTPOBAHMX B YKpaiHi JIKapChKHUX 3ac00iB 3 IHIIMX KpaiH 32 HassBHOCTI JOKYMEHTIB,
110 MATBEP/UKYIOTH IX PEECTPAIIiI0 1 BAKOPUCTAHHS B IIMX KpaiHax.

2. JInst yTBOpeHHs 1 30epeKeHHs 3arajbHOJCPKABHHUX 3alaciB JIKapChKUX 3aCO0IB HA BHIIAJOK
cTuxiifHOro nmxa, karactpod, emimemiii KaGiner MinicTpiB YkpaiHu a0o yNMOBHOBaXEHUH HUM
LIEHTPaJIbHUI OpraH BUKOHABYOI BJIa/JI YTBOPIOE Ta BU3HAUA€ CIeEIlialli30BaHl JepKaBHI YCTaHOBM Ta
opravizaumii. 3 1i€0 METOI BIH MOXE TaKOX YKJIaJaTH BIJMOBIJHI JOrOBOpPH 13 Cy0’€KTaMHu
rOCIOAapIOBaHHS Oy/Ib-1K01 (POPMHU BIACHOCTI.

3. Tlopsimok CTBOpPEHHS! Ta BHKOPHCTAHHS 3arajbHOJCP)KAaBHHUX 3allaciB JIKAPCBKHUX 3aco0iB, iX
o0csru Bu3HayaroTbesa Kabinerom MiHicTpiB YkpaiHu.

4. Papa minicTpiB ABroHoMHOI PecrryOmiku Kpum, o6nacHi, KuiBchka Ta CeBacTomnoabchka MiChKi
Jiep KaBHI aJiMiHICTpallii CTBOPIOIOTH BJIACHI 3alacy JIKAPChKUX 3ac00iB HA BUMAJIOK CTUXIMHOTO JHXa,
KatacTpod, emigemii.

Crarrs 84. BBe3eHHs He3apeeCTPOBaHKX JIKAPCHKHUX 3aC00iB

1. HeszapeectpoBani B YkpaiHi JIiKapchKi 3aco0H, SKIIO 1HIIE HE MEepeadadyeHo UM 3aKOHOM,
MOXYTb BBO3UTHCSI HA MUTHY TEPUTOPit0 YKpaiHH IS

1) mepeMillieHHS TPAH3UTOM 4Yepe3 TEepUTOopilo YKpaiHM ab0 MOMIIIEHHS Y MUTHHMHA pEXUM
MHUTHOTO CKJIQJy 3 MOAAJBIIAM PEEKCIIOPTOM Y TIOPSIIKY, BU3HaUeHOMY MUTHHM KOJEKCOM YKpaiHH.
[Tpn pbOMy 03BOJISETHCS] BBE3CHHSI HA MUTHY TEPUTOPIiI0 YKpaiHU ISl TIOMILIEHHS Y MUTHUH PEXUM
MUTHOTO CKJIQJy 3 MOJAJIBIIMM PEEKCIIOPTOM JIMIIE THUX JIKapChKUX 3ac00iB, IO 3apeecTpoBaHi y
KpaiHi BUPOOHMKA, CYHNPOBOKYIOTHCS CepTH(]IKaToM cepii, BBE3€HHS SKHX HA MUTHY TEPHTOPIIO
VYkpaiau He cynepeunts nmonoxeHHsM Konseniii Pagu €Bponu nipo migpoOneHHss MEANYHOT TPOTYKITIT
Ta MOAIOHI 3JI0YMHHM, IO 3arpoKyIOTh OXOPOHI 340poB’s. PeekcrnopT Takux JiKapchbKHX 3ac00iB
MOBUHEH OyTH 3/1HICHEHHIA HE TI3HIIIE HIXK 32 IIICTh MICSIIB 10 3aKiHUEHHS CTPOKY 1X IPUIATHOCTI;

2) mpoBeneHHs (hapMaleBTUYHUX PO3pOOOK, JOKIHIYHUX JOCTIHKCHD 1 KIHIYHUX JOCITITKCHb
(BuUnpoOyBaHb);

3) KOHTPOJIIO SKOCTI JIKaPChKHUX 3aCO0I1B;

4) nepxaBHOI peecTpallii JiKapchbKuX 3aco0iB B YKpaiHi (3pa3KiB IpemapariB y JIKapChbKUX
(opmax);
5) ekcrioHyBaHHS Ha BHCTaBKax, spMapKax, KOHpepeHIisax Toio 0e3 mpasa peaizailii;

6) MmenuuHOTO 3a0e3mneueHHs (0e3 mpaBa TOPriBil) MAPO3ILTIB 30pOHHUX CHUJT IHO3EMHHUX JIEPKaB,
SIK1 BIJITIOB1/IHO J10 3aKOHY JIOMYIIEHI Ha TEPUTOPiI0 YKpaiHu;

7) nikyBaHHs pigkicHUX (opdaHHUX) 3aXBOpPIOBaHb 3a PIMIEHHSIM LEHTPAIBHOTO OpraHy
BUKOHABYOI BJaaH, IO 3a0e3neuye (OpMyBaHHS Ta peami3ye Aep)KaBHY MOJITHKY Yy chepi OXOpOoHHU
3n0poB’si. TlonokeHHsT 1bOTo ab3ally CTOCYEThCS JIMIIE JIHKApChKUX 3aco0iB, pO3pOOIECHUX JUIs
JIKyBaHHS PiAKICHUX (OpQaHHMX) 3aXBOPIOBaHb, SKi Yy BCTAHOBJICHOMY HOPSAKY JAOMYIICHI 10
3aCTOCYBAaHHS Ha TEpUTOpPIi KpaiH 13 CTPOTUMHU pEryisiTopHuMU opraHamu (SRAs), He3anexHO BiA
TOT'0, Y 3apEECTPOBAH] BOHU SIK JIIKAPCHKI 3aCO0M KOMIETEHTHUMU OpraHaMH TaKUX KpaiH;

8) mporpam pO3MIMPEHOT0 JOCTYIy TMAIliEHTIB JO HE3apPEECTPOBAHUX JIIKAPCHKUX 3acO0iB,
3aTBEPPKEHHUX LEHTPaJbHUM OPraHOM BHKOHABUOI BIIAIH, IO 3a0e3mnedye (opMyBaHHS Ta pealizye
JiepKaBHY TMOJIITUKY Y c(hepi OXOpOHH 310pOB’;

9) nmporpam AocTymy cy0’€KTiB TOCTIKEHHs (MTALIE€HTIB) 10 TOCIIIKYBAHOIO JIIKAPCHKOTO 3aC00y
MICsl 3aBEPIICHHS KIIIHIYHUX JOCIHIDKEHb (BUMPOOYBaHb), 3aTBEPKCHHX IEHTPAILHUM OPTaHOM
BUKOHABUOI BJIaJH, 110 3abe3neuye (GopMyBaHHsS Ta peajizye JIepXKaBHY IMOJITHKY y chepi 0XOpoHU
3J10pPOB’s;

10) iHIMBITyanbHOTO 3aCTOCYBAaHHS IPOMA/ITHAMU;

11) BUKOHAHHS OKpPEMHX OIlepaliii TeXHOJIOTTYHOTO MPOLECY, KOHTPOIIO SIKOCTI, BUILYCKY cepii
miJ Yac BHUPOOHMIITBA TOTOBHX JIIKAPCBKUX 3aco0iB, SKIIO BOHHM TependadeHi marepiajaMu
peecTpalifHOro J0ChEe HAa TOTOBUM JTIKApChKUil 3aci0, 3apeecTpoBaHuil B YKpaiHi;

12) memnnunoro 3abe3rnedyeHHs (0e3 mpaBa peanizarlii) BiliCbKOBOCITYX)O0BIIB 30porHux Cui
VYkpainu, siKi 3aJTy4aroThCsl 0 y4acTi B MDKHAPOAHUX ONepalisx 3 MiATPUMaHHS MUpY 1 Oe3neKu mij
erinoro Opranizanii O0’eqnanux Harriit;

13) meagmuHoro 3abe3medeHHs (MEIUYHOTO 3aCTOCYBaHHsI) BIMCHKOBOCIYXOOBIIIB Ta 0cCi0
PSAZOBOTO 1 HAYaJbHMIIBKOTO CKJIAQay, SKI BHMKOHYIOTh 3aBHAaHHS IiJ] 4Yac IPOBEICHHS
AHTUTEPOPUCTHYHOI omeparii, onepaniii O0’eaHaHUX CHJI, Jii HAI3BUYAWHOTO CTaHy, OCOOJIMBOTO
repiony, 3a HASBHOCTI JOKYMEHTIB, IO MiATBEPKYIOTh PEECTPAII0 1 BUKOPUCTAHHS JIIKAPCHKUX
3ac001B Ha TePUTOPIi KpaiH 13 CTPOTUMU peryasTopHuMH opraHaMu (SRAs).
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2. HesapeectpoBani B YkpaiHi akTuBHI ¢apmareBTuuHi iHrpemientn (A®I) ta mpomykmis "in
bulk" MOXyTh BBO3UTHCS Ha MHUTHY TEPHUTOpil0 YKpaiHM Al BUKOPUCTAHHS y BHPOOHUIITBI
3apeecTpOBaHMX B YKpaiHi TOTOBUX JIIKAPCHKHX 3aC00iB, /10 CKIATy SIKAHX BOHU BXOIATH 1 3a3HAYCHI Y
Marepiangax peeCTpaIiitHOrO TOChE TAKOTO JIIKApPCHKOTO 3acO0Y.

3. HesapeectpoBani B YkpaiHi JiKapcbki 3acO0M MOXYThb BBO3MTHCS HAa MHUTHY TEPHTOPIIO
VYkpaiHu Takox JJIs OCTavaHHs 3a pe3yJbTaTaMy 3aKyIiBIli, 3MIHCHEHOT ISl BUKOHAHHS MPOTrpaM Ta
3[1MICHEHHS LIEHTPaII30BaHUX 3aXO/IIB 3 OXOPOHHU 3/I0POB’S 32 paXyHOK KOIUTIB JAE€P>KaBHOTO OIOIKETY,
abo 3aKyIiBii, 371 CHEHOT 32 paxyHOK KOHITIB MICIEBUX OIOMKETIB, 32 YMOBH HAsIBHOCTI CYKYIHOCTI
TaKMX OOCTaBUH:

1) B YkpaiHi BiICYTHI aJbT€pHATHBHI 3ac00U AJIs NMPO(]IIAKTUKKM Ta/abo JIIKyBaHHS BIIAMOBIIHUX
3aXBOpPIOBaHb (BIACYTHI 3apeecTpoBaHi B YKpaiHi JKapchKi 3aco0M 13 BIAMOBIIHOIO JIF0YOIO
PEUOBUHOIO);

2) motpeba B TaKHX JIKApChbKUX 3aco0ax B YKpaiHi € oOMeXeHO, TOOTO JIIKapChbKHM 3acid
nepen0aYeHHiA TSI BAKOPUCTAHHS HE3HAYHOIO KUTHKICTIO MAIli€HTIB;

3) BiAMOBiAHI JIKapChKi 3aco0M y BCTAaHOBIEHOMY MOPSAKY MOMYIIEHI A0 3aCTOCYBaHHS Ha
TepUTOPii X0ua O OfHi€T 13 KpaiH 13 CTPOrMMHU PeryasaTopHUMHU opraHamu (SRAs).

4. Tlopsimok BBe3eHHS Ta O0ITY JIIKAPCBKUX 3acO00iB y BHITaJIKaX, NepeadadyeHuX 4YacTUHAMH
NEPUIOI0 - TPEThbOI Ii€i CTarTi (KpiM BBE3EHHsS Ul MEPEMIIIEHHS TPAaH3UTOM Yepe3 TEPUTOPiro
VYkpaiau abo Ui MOMILICHHS B MUTHHH PEXHUM MHUTHOTO CKIJAJy), 3aTBEPIUKYETHCS LIEHTPAJIHHUM
OpraHOM BHMKOHaBUOl BIajaM, 110 3a0e3nedye (GopMyBaHHS Ta peajizye JAepkKaBHY MOMITHKY Yy cdepi
OXOPOHH 37I0pPOB’S1.

5. He € rocriojapchKoio AisUTBHICTIO 3 ONTOBOI Ta/ab0 po31piOHOT TOPTiBIi JIIKapChKUMU 3aCO0aMH
ormepairii 3 0e30IIaTHOTO MOCTavaHHs/iepeaadi Ta/abo OTpUMaHHS JTIKapChKUX 3ac00iB Ta CYMyTHIX
MarepiajliB 'y MeXax MpPOBENCHHS KIIHIYHUX JOCHIIKeHb (BUIPOOYBaHb), MPOrpam pO3IIHUPEHOrO
JIOCTYIly TAIIEHTIB JI0 HE3apeeCTPOBAHMX JIKApPChKUX 3ac0o0iB abo mporpam JocCTymy CcyO’€KTiB
TOCHIDKeHHS (TIAIlI€EHTIB) 70 OCIIIKYBAaHOTO JIIKAPCHKOTO 3aco0y TMiCIs 3aBEPIICHHS KJITHIYHOTO
JOCHiUKeHHs (BUMPOOYBaHHS), BBE3E€HUX CYyO €KTOM TOCTOAApPIOBAHHA Ha TEepUTOpil0 YKpaiHu
BHUKIIFOYHO 3 METOK0 MOJAIBIIOT0 OE30IJIaTHOTO MOCTadaHHs/mepeaadl JiKapchbKuxX 3aco0iB auis
MEJIMYHOTO 3a0e3IeUeHHsT Ta/ab0 METUYHOTO 3aCTOCYBAHHS Ha TEPHUTOpii YKpaiHU BIAMOBITHO JIO
3aKOHOJIABCTBA O€3 IpaBa peai3zartii.

Crarra 85. Yrumizanis Ta 3HUIIEHHS JIIKAPCHKHUX 3aC001B

1. HeskicHi JiKapchKi 3acO00M, y TOMY YHCIHI JIKapChKi 3aco0M, TEPMIH TPHAATHOCTI SKHX
3aKIHYMBCS, MIJUIATAI0Th YTUIi3alii a00 3HUIIEHHIO.

2. HesapeectpoBaHi JKapchKi 3aco0M y pa3i HEOOXIMHOCTI MiUIITal0Th 3HUIICHHIO a0o0
MOBEPHEHHIO HaJaBady (KOHTPAreHTy).

3. 3anumky TOCHIIKYBaHOTO JIKApCHKOTO 3ac00y MOXYTh OyTH IOBEpHYTI CIIOHCOpPY abo
3HUILIEH].

4. Vrtunizamisi, 3HAIICHHS Ta MOBEPHEHHS JIIKAPCHKUX 3aCO0iB KOHTpAreHTy (IIOCTa4ajIbHUKY,
HaJaBavy, CIIOHCOPY) 3IIMCHIOIOTHCS BIJIOBITHO 1O TpaBWJI, IO 3aTBEPKYIOTHCS IEHTPAIbHUM
OpraHOM BHMKOHaBUOi BIajaM, 110 3a0e3neuye (GopMyBaHHS Ta peamizye AepkKaBHY MOMITHKY Yy cdepi
OXOPOHH 37I0pPOB’sl, Ta IHIIUX BUMOT 3aKOHOJABCTBA.

Po3zain VIII.
IH(I)OPMAIIII7IHE 3ABE3IIEYEHHS, PEKJIAMYBAHHS TA
MNPOMOIIIA

Crarra 86. [npopmariiitne 3abe3neucHHsS

1. JlepkaBa CcTBOpIO€ YMOBM JUIsl 1HQOpMaliiiHoro 3abe3nedeHHss y cdepli CTBOPEHHS,
BUPOOHHUIITBA, KOHTPOJIIO SIKOCTI Ta TOPTiBIIi JIIKAPCHKUMHU 3ac00aMu B YKpaiHi.

2. llenTpanpHuii OpraH BUKOHABYOI By, 1m0 3a0e3neuye (GopMyBaHHsS Ta peaji3ye AepiKaBHY
MOJITHKY Y cepi OXOpPOHH 3I0pPOB’s, OpraH JEp)KaBHOTO KOHTPOJIO B MEXaX CBOIX IMOBHOBaXKCHb
3a0e3MmeuyoTh iHPOPMYBaHHS PO JIKAPCHKI 3aCO0M, 10 3apPEECTPOBAHI, Ta MPO JIKAPCHKI 3aCO0H, 10
BUKJTIOUCHI 3 J[ep>KaBHOTO peecTpy JIIKapChKUX 3aCO01B.

3. He nomyckaerbcsi oOMexeHHs iH(opMmallii mpo JiKapceki 3aco0M A MEAMYHHX Ta
(hapmareBTHYHUX MpaliBHUKIB, KPIM BUIIAJIKIB, TIEpeI0au€HUX 3aKOHOITABCTBOM.

4. BnacHuK peecTparii JiKapchkoro 3aco0y 3000B’si3aHUNA MPU3HAYUTH 0CcO0y a0 CTPYKTYpHUI
IiApO3/11T, BIAMOBITANBHUH 3a HAaJAaHHS 1HPOPMAILIT PO JTiKapChKUH 3aci0, 110 BBOAUTHCS B 00Ir.

5. lleHTpasibHU#l OpraH BUKOHABUOI BIIAJIU, 110 3a0e3rneuye GOpMyBaHHS Ta peallizye IepKaBHY
MOJIITUKY Yy cdepi OXOPOHH 3J0POB’s, Ta OpPTraH ACPKABHOTO KOHTPOIIO B MEXKaX KOMIETCHIIi]
dbopMyrOTh Ta BeayTh OQIMmiHHUNA BeO-calT Mpo JIKapChKi 3acO0M, HA SIKOMY OTPHITFOTHIOETHCS
1H(dOopMartis, Mo miaIsarae mocTIHOMY OHOBJIEHHIO, 30KpeMa:

1) indopmariis 3 AepKaBHUX Ta IHIIMX PEECTPIB, MepenikiB, GOpMyBaHHS Ta/ab0 BEIEHHS SKUX
3MIMCHIOIOTh IIEHTPAJbHUM OpPTaH BUKOHABUOI BIaAM, M0 3abe3meuye ¢GOpMyBaHHS Ta peai3ye
JepKaBHY TOJITHKY y cdepi OXOpOHH 3[0pOB’S, OpraH JEp)KaBHOTO KOHTPOIIO BiJIOBIAHO 0O
3aKOHOJIAaBCTBA, BKIIIOUAIOUN KOPOTKI XapaKTEPUCTHKH JIIKaPCHKOTO 3aCO0Y 1 TMCTKHU-BKIIAIKH;

2) pe3toMe TIJIaHIB YIPaBIIHHS PU3UKAMH 3aPEECTPOBAHUX JIIKAPCHKUX 3aC0O01B;

3) indopmariss Tpo pilIeHHS PO JEpPKaBHY pPEeECTpallilo JiKapchbkoro 3acoby Ta/abo mpo
MPU3YNUHEHHS, IPUITMHEHHS, CKaCyBaHHS peecTpallii JikapchbKoro 3aco0y;

4) 3actepekeHHs 3 Oe3MeKH JTIKapChbKUX 3ac00iB, BBEICHUX B 00IT;
5) 3BITH 3 OIIIHKH MEPIOMYHO OHOBIIIOBAHUX 3BITIB 3 O€3IIEKH Pa30M 3 iX pe3roMe;

6) mepelik JIKapChKUX 3ac00iB, 10 MOTPEOYIOTh JOIATKOBOIO MOHITOPUHTY;
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7) iHbopMallis Tpo pi3HI CIIOCOOM HAJaHHS MOBIIOMIJICHB MPO Oyab-sAKi HeOakaHl peakiii 10
OpraHy Jep>KaBHOTO KOHTPOJIO, 1110 3AIHCHIOIOTECS (DaxiBLUSAMU 3 MEAUYHOIO Ta/abo (hapMarieBTUYHOO
OCBITOI0, MAIlIEHTAMH YU 1X IPEACTaBHUKAMH, Ta (POPMH TAKUX MOBiIOMJICHb;

8) malnoHu JAOKYMEHTIB, MOJAHHS SKUX MependayeHo MpoleaypamMHu 3 peecTparlii JiKapChKUX
3ac00iB, KIIHIYHUX JOCHIKEHb (BUIIPOOYBaHb) JIIKAPCHKUX 3ac00iB, (papMaKkoHAIISLY;

9) indopmariist mpo MOPSIOK B3aEMOJIII OpraHy Jep>KaBHOTO KOHTPOJIIO 3 BIIACHUKAMU peecTpartii
(mpeacraBHUKaMU B YKpaiHi) JiKapchbKUX 3aCO0IB Ta CIIOHCOPaMU B MEXKaxX MPOLEAYp, BUSHAYCHHUX
UM 3aKOHOM, Y TOMY YHCJIl B €NIEKTPOHHIN (opmi;

10) pesynpraTé BCIX ayAWTIB, IHCIEKTYBaHb, MEPEBIPOK, PO3CIiAyBaHb MIOJ0 peamizalil
LEHTPAJIbHUM OpraHOM BHKOHABYOI Biaau, IO 3alesnedye (OpPMyBaHHS Ta peallizye Iep:KaBHY
MOJIITUKY Y c(epi OXOpOHU 370POB’s, OPTaHOM JIEP)KABHOTO KOHTPOJIIO NMOBHOBAXXCHH, BH3HAYCHUX
UM 3aKOHOM. SIKIO JOKYMEHT MICTHTh 1H(OpMaIlito 3 0OMEKEHUM JOCTYIIOM, JUIsl O3HAMOMIICHHS
HaJaeTbes iH(opMallis, JOCTYH JI0 SIKOT HEOOMEXKEHU;

11) cTaTucTH4HI JaHi MOAO MISUTBHOCTI IIEHTPAIBHOTO OPTaHy BUKOHABYOI BJIaJIH, 10 3a0e3mneuye
(dopMyBaHHs Ta peaiidye JepKaBHY HOJITUKY y cdepli OXOPOHHM 370pOB’s, OpraHy JIepXKaBHOIO
KOHTPOJIIO, SIKA CTOCYEThCS peallizallii HIMU IOBHOBa)KEHb, EpeA0auCHUX [IUM 3aKOHOM;

12) iadopmaris mpo MomaHi 3asBH PO JCPKaBHY PEECTPAIiiO/TIEPEPEECTPaliifo JIKaApChbKUX
3ac00iB, BHECEHHS 3MIH JO MaTepialiB pPEeCTPALiiHOrO J0ChE JIIKAPCHKUX 3ac00iB, MPOBEACHHS
JOKIIIHIYHUX JIOCHIKeHb Ta KIIHIYHUX AOCTIDKeHb (BUIPOOYBaHb) JIKAPCHKUX 3acO0iB, a TaKOX
neTaabHa 1H(GOpMaIlis TPO CTATyC PO3MISAY TAaKUX 3asB, MyOJIIuHI 3BITH TIPO JOKIIIHIUHI JTOCIITKSHHS
Ta PO KJIIHIYHI JOCHIHKeHHS (BUMTPOOYyBaHHS), KpiM iH(opMallii 3 00MeKEHUM JIOCTYIIOM;

13) indopmartist 00 IIIATEXKIB, CIUIaTa SIKMX BIACHUKOM peecTpallii (TpeIcTaBHUKOM B YKpaiHi),
CIIOHCOPOM a00 HOro MpeCTaBHUKOM IepeadadeHa 3aKOHOJaBCTBOM;

14) inma indopmanis npo pilIeHHs EHTPAJbHOrO OpraHy BHKOHABUOi BIajau, L0 3a0e3mnedye
dbopmyBaHHS Ta peamidye ACp)KaBHY TMOJITUKY y cdepl OXOpOHU 3J0pPOB’s, OpraHy Iep>KaBHOTO
KOHTPOJIIO, 1110 ONPHIIOAHIOETHCS Y BUMIAIKaX, BUBHAYEHUX 3aKOHOJIABCTBOM.

6. EnekTpoHHI Bepcii JOKyMEHTIB, BH3HA4YCHI II€I0 CTaTTCI0, PO3MIMIYIOThCS Yy (dopMmari, 1o
JO3BOJISIE TX aBTOMATH30BaHe 0OPOOJICHHS €JIEKTPOHHUMHM 3ac00aMu, BITbHUN Ta O0€30TIaTHUI JOCTYII
JI0 HUX, @ TAaKOXK 1X TOJaIbIIIe BUKOPUCTAHHSL.

7. LlenTpanbHuii opraH BUKOHABYOi BiIajau, 1110 3a0e3neuye (GOopMyBaHHS Ta pealizye JAeprKaBHY
HOJITUKY Yy cdepi OXOPOHH 3[0POB’s, OpPraH JACPKABHOTO KOHTPOJIO 3a0e3MedyioTh JOCTYIT 0
myOmiuHoi iH(opmalii, BITaCHUKaMU SKOi BOHH €, y MOPSJIKY Ta BIAMOBIAHO 1O BUMOT, BU3HAUYEHUX
3aKOHO/IABCTBOM.

Crarrsa 87. Pexnama Ta mpomoltis JikapcbKHX 3ac001B

1. Pexnama nikapchbKUX 3aco01B, 3aCTOCYBAaHHS Ta BIJIYCK SIKMX JO3BOJISIIOTHCS JIMIIE 3a
pELeTTOM JIKapsi, a TAKOXK THX, [0 BITHECEHI 10 3a00pOHEHHX JI0 PeKIaMyBaHHS JIKapChKHUX 3ac00iB,
3a00pOHSIETHCS.

Bumoru no pexiamu JiKapCchbKUX 3ac001B BCTAHOBIIOIOTHCS 3akoHOM Ykpainu "IIpo pexmamy" 3
ypaxyBaHHSIM OCOOIHMBOCTEW, BHM3HAYeHUMX LHMM 3akoHOM. Kputepii, 10 3aCTOCOBYIOTHCS MpH
BU3HAUEHHI JIKAapChKUX 3ac00iB, pEKIaMyBaHHS SKHUX 3a00pOHEHO, a TaKOXK MHOPSIOK HPUHHATTS
pillIeHHs Ta BHECEHHS JI0 HHOTO 3MiH 3aTBEPKYIOTHCS IIEHTPAIILHUM OPTaHOM BUKOHABYOI BIIAJIH, 110
3abe3mnedye GopMyBaHHS Ta peajizye JepKaBHY MOMITHKY y cepi OXOPOHH 310POB’sl, BIIMOBIIHO 10
BUMOI' LbOro 3akoHy. PillleHHS Mpo BifHECEHHS JIKapChKOro 3acoly 10 JKapchbKHX 3aco0iB,
peKIIaMyBaHHS SKMX 3a00pOHEHO, MPUHMAETHCS IMiJT Yac JepKaBHOI peecTpallii (mepepeectpariii) abo
BHECEHHS 3MIH JI0 PEECTPAIIHUX MaTepialliB JIKApChKOro 3aco0y 3 BHECEHHSM BIAMOBIAHOL
iH(popMmartii 1o JlepxaBHOTO peecTpy JTiKapChbKUX 3ac00iB.

2. [Tpomortist TiKapchbKHUX 3aCO01B BKITFOYAE, 30KpeMa:

1) mommMpeHHs NPOMOLIMHMX MarepiajliB Hpo JIKapChKi 3acO0M MEAMYHMM MpalliBHUKaM,
YIOBHOBXCHUM TPU3HAYATH JIIKAPCHKi 3aC00H, 00 (hapMarieBTUIHUM TpalliBHUKAM;

2) BI3UTH MEIMYHUX a0O TOPTOBUX MPEICTABHHUKIB JO MEIUYHUX MPAIIBHUKIB, YIIOBHOBAKEHUX
MpPU3HAYATH JIIKAPChKi 3aco0M, 32 YMOBU IO TakKi BI3UTH HE MOEAHYIOTbCA 13 3a0XOYEHHSIM [0
NPU3HAYEHHS JIKapChKUX 3ac00iB IIJISXOM HaJaHHSA ab0 MPONMOHYBaHHS (iHAHCOBOI BUHArOpoau abo
OyIb-SKMX THITUX CTUMYJIIB MaTepiaJIbHOTO UM HEMATEPIaIbHOTO XapaKTepy MEAUYHHUM IpaIliBHUKAM,
YIOBHOBAXCHUM IPU3HAYATH JIKAPChKi 3ac00M;

3) HajgaHHs 3pa3KiB JIKapChKUX 3ac001B MEAMYHUM IpalliBHUKaM, YIIOBHOBA)XEHUM IPU3HAYATH
JKapCchKi 3ac00M, 32 YMOBH IO TaKi JIKapChKi 3acO00M MarOTh Mo3Ha4YeHHs "be3KOmTOBHMI 3pa3oK -
HE JJIs npojaxy';

4) opranizarlito, MPOBEJEHHS, CIIOHCOPCTBO MPOMOIIIMHUX 3aXo[liB, KOH(EPEHIlii, ceMiHapiB,
CHUMITO31yMiB 3 MEIUYHOT TEMATUKH 32 YYaCTI0 MEIUYHUX MPAI[iBHUKIB, YIOBHOBOKEHHUX MPU3HAYATH
JiKapchKi 3acobm, a00 0cib, YIOBHOBaXECHHUX MOCTAYaTH JIIKAPCHKI 3aCO0H, 32 YMOBH IIIO TIPOMOILIiS Ha
TAaKUX 3aX0JaX HE € OCHOBHOK METOI0, Ma€ JAPYrOpsIHHUM XapakTep IMOPIBHAHO 3 HAyKOBUM,
npodeciiHUM Ta OCBITHIM;

5) orutaty, BiIIIKOyBaHHS TOPOXKHIX BUTPAT, BUTPAT HA MPOKWBAHHS, IHIIMX MOMIOHUX BHUTPAT,
OB’ sI3aHUX 13 y4acTIO B KOH(EPEHIIIAX, ceMiHapaxX, CUMIIO3iyMax 3 MEIUYHOI TEMATHKA MEIMYHHUX
MpalliBHUKIB, YIIOBHOBAKEHUX MpPU3HAYATH JIIKAPChKi 3aco0u, abo 0cid, YIMOBHOBaKEHUX MOCTAYaTu
JiKapchKi 3aco0u.

3. He BBakaeThCst MPOMOIIIEIO JTIKAPCHKUX 3aCO0IB:

1) mapkyBaHHS JiKapchKOTro 3aco0y Ta iH(opMalis y JIUCTKY-BKJIaAlli, HaABEJACHA BIIIOBITHO 10
BUMOT IIbOTO 3aKOHY;

2) KOpeCIOoHIeHIIis, HeoOXiHa JJIsl BIAMOBIAL HA 3aUT PO OKPEMHUH JIIKapChKHii 3aci0;
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3) 3acHOBaHi Ha ¢akTax BIIOMOCTI IHPOPMATUBHOTO XapakTepy 1 MOBIIKOBUI Marepiall, 30KpemMa
10710 3MIHM YTAKOBKH, IONEpeKeHb Mpo Heba)kaHl peakxilii, TOProBi KaTajoru i Mpauc-ITUCTH, 3a
YMOBH II[0 B HUX HE MICTATHCS MPOMOIIIIHI TBEPKEHHS TPO JIKapChKi 3ac00u;

4) iHdopmarlis Ipo CTaH 340pOB’ st a00 3aXBOPIOBAHHS JIIOAUHHU, 1X MPO]INAKTHUKY, 32 YMOBH 1110 B
Hill BiICyTHI IOCHUJIAHHS, Y TOMY YHCIII HENpsIMi, HA KOHKPETHI JIKapCchKi 3ac00H;

5) pexnama JiKapchbKHUX 3ac0O0iB.
4. ITpomortist TiKapchbKHUX 3aCO01B Mae:
1) cTocyBarucs nuile 3apeecTPOBAHUX B YKpaiHi JIKapChKUX 3aC00iB;

2) BKIIOYATH HEOOXiAHY iH(OpMAIiI0 BIIMOBITHO O KOPOTKOI XapaKTEPUCTHUKHU JIIKAPCHKOTO
3aco0y;

3) MicTUTH 1HPOPMAIIIFO PO KAaTETOPir0 BiAITYCKY JIIKAPCHKOTO 3ac00Y;

4) He mepembayaTH 3a TMPHU3HAYEHHS a00 BIAMYCK JKAPChKUX 3acO0IB HaJaHHS Oymab-sIKUX
¢inancoBux ab0 MmarepiaibHUX CTUMYIIB 0co0aM, fKi MarlOTh HpaBO Npu3HauaTH abo BIJMyCKaTu
JiKapchKi 3aco0u;

5) cnpusATH palioHAIBHOMY 3aCTOCYBaHHIO JIKapChKOTO 3acO0y IIISXOM HaJaHHS 00 €KTUBHOT
iH(popMaIlii mpo HeOTO, 6€3 MepedIIbIICHHS OT0 BIACTUBOCTEH;

6) HE BBOJUTH B OMaHY.

5. Best  pokymeHTamiss MIOAO  JIIKAPCBKOTO  3aco0y, M0 TEepeHaecTbecss MEIUYHHM — abo
(hapmarieBTHYHUM TIpaIliBHUKaM, Ma€ MICTUTH 1HPOPMAIIIIO, sIKa € TOYHOIO, aKTyaIbHOO, MiIIa€ThCs
MEePEeBipIl, a TAKOXK € TOCTATHHO MOBHOIO IS TOTO, 100 OJepKyBay Takoi iHGopMaIllii Mir BUCTIOBUTH
BJIACHY JYMKY PO T€pareBTHUHY LIHHICTb JIKapChKOTo 3aco0y.

Meauuni abo TOProBi MPEICTABHUKW MOBUHHI MPOXOJUTH HAJEXKHY IMATOTOBKY, 1100 3700yTH
JIOCTaTHI HAyKOBl1 3HAaHHS [UId HaJaHHA TOYHOI Ta MOBHOI iH(OpMamii mpo JiKapchbkuil 3aciO,
MPOMOIIIO SIKOTO 3/IIHCHIOIOTD.

[lig yac KOKHOTO Bi3UTYy MeIW4HI ab0 TOProBi MpeACTaBHUKU 3000B’s3aHI Ha/JaBaTU 0CO01, SKY
BOHH BiJIBIIYIOTh, KOPOTKY XapaKTEPUCTHKY MPOIMIOHOBAHOTO JIKAPCHKOTO 3ac0o0y.

3a00poHsIEThCS OOIIATH, TPOMOHYBATH, HaJlaBaTH HEMPABOMIpPHY BUTOAY Oe3mocepeaHho ado
yepes IHINX 0ci0 MeAnYHUM ab0 (apMalleBTUUHUM MpalliBHUKAM.

Menuyni abo QapManeBTHUHI NPALIBHUKKA MOXYTh NPUWMaTH IOJApPYHKH, SIKI BiANOBIIAIOTh
OOMEKeHHSIM, BCTaHOBIEHMM 3akoHoM Ykpainu "IIpo 3anmoGiranHs kopynuii', Ta CTOCYIOThCS
MPAKTUYHOT MEIUYHOT 200 (papMalleBTUUHOI TiSITBHOCTI.

TocTuHHICTE T Yac MPOMOIIMHUX 3aXO[iB, 3aXO0JiB BHHATKOBO MPOQECIHHOrO abo HAyKOBOTO
XapakTepy MOBHHHA OyTH CyBOPO OOMEKeHa X OCHOBHOIO METOIO 1 HE MOLIUPIOBATHCS Ha OCi0, 5Kl HE
€ YIOBHOBKCHHMH TpU3HAYaTy abo MocTavyary JIiKapchbKi 3aco0u.

6. [Ipomortist mikapchKUX 3ac00IB HE Ma€ CyMPOBOKYBATHUCS:

1) HaganHAM ONaHKIB, SIKi 3/aTHI CIPUATH TOAAIBIIOMY KOHTPOJIO YaCTOTH MPU3HAYEHB MMEBHUX
JKapChKUX 3aC001B KOHKPETHHUM JIIKapeM;

2) HajaHHAM y Oynb-sIKii OpMi BUHArOpOAM 33 MPU3HAUYEHHS Malll€HTaM JTIKapChKUX 3aC001B;

3) HajaHHSIM MaTepiaJbHUX CTHMYIIB 3 METOIO INJBUILEHHS YacTOTH IMPU3HAYCHHS MaIlieHTaM
JIKapChKUX 3aC001B, 1110 POMOTYIOTHCS;

4) mporioHyBaHHSM a00 HagaHHSAM OOHYCIB, MPEMiid, TOBEPHEHHS TOTIBKOBUX KOIIITIB, IIpaBa Ha
y4acThb y Oymb-sKiil Ipi, ToTepei, KOHKYPCl, MOIii, SIKIII0 YMOBOIO HaJaHHs a00 y4yacTi € MpU3HAUYEHHs
JiKapeM OKPeMHX JIIKapChbKHX 3ac00iB.

7. Be3KOIITOBHI 3pa3Ku JIIKAPCHKUX 3aCO0IB MOXKYTh HAJaBaTHCs y BUHATKOBUX BMIIaJKaX JIMLIE
MEIWYHUM MpalliBHUKAM, YIOBHOBKEHUM IMPHU3HAYATH JIIKAPChKi 3aCO0M, Ha 1X MUCbMOBUI 3alUT Y
pasi IOTpUMaHHS TaKUX YMOB:

1) mopiyHa KUIBKICTh 3pa3KiB KOXKHOTO JIIKapCHKOTO 3aco0y, 10 Ha/Ia€ThCs OJIHINM 0c001, OMHOMY
JiKapIo, YIIOBHOBRXEHOMY MTPU3HAYATH JIKapChKi 3ac00u, Mae OyTH oOMexeHa I’ ATbMa OUHHUIISIMHU;

2) SK 3pa3Kd MOXYTh TOIIMPIOBATHCS JIUINE Ti YMAKOBKH JIIKAPCHKUX 3ac00iB, IO MICTATH
HallMEeHIIly 3apeecTpOBaHy KUIbKICTh OJJMHULIb JIIKAPCHKOTO 3ac00y y BTOPHHHIN YIAKOBLII;

3) ocoba, sixka Haja€ 3pa3Ku JIKAPCHKUX 3ac001B, BE/IE BIATIOBIAHUI OOIIK;

4) Ha 3pa30K JIIKapChKOro 3ac00y HaHECEHO MapKyBaHHs TaKOro 3MicTy: "Be3KoImTOBHUI 3pa3oK -
HE JIJ1s Tipoiaxy" abo 1HIIIOTO aHAJIOTIYHOTO 3MICTY.

3a00poHAEThCSA Ha/laHHS 3pa3KiB JIIKapChKHUX 3ac00iB, 10 MICTATh HAPKOTUYHI 200 MCUXOTPOIIHI
PEUOBHHHU.

8. Ilpomoriist JiKapCchbKOro 3aco0y Mae 3IHCHIOBATHCS BUKIIIOYHO BJIIACHUKOM peecTparii ado
YIIOBHOBaXEHOI HUM 0CO0OI0.

9. Bumoru 10 mpomortiii JTiKapchbKUX 3ac001B, CIIPSIMOBAHOT Ha Pi3HI KoJia CIIOKUBAYIB MPOMOIIIT,
aJIalToOBaH1 0 3aKOHOAABCTBa €Bponeiichkoro Coro3y, a TaKoK MOPSIOK KOHTPOIO 332 JOTPUMAHHSIM
LUX BUMOT, BCTAHOBITIOIOTHCS IIEHTPAJIbHUM OpPraHOM BUKOHABUOi BJIa/d, 1110 3a0e3neuye popMyBaHHS
Ta peaizye IepKaBHY MOJITUKY y cepl OXOPOHHU 3I0POB 4.

KoHTposb 32 JOTpUMaHHIM 3aKOHOAABCTBA MPO PEeKIaMy Ta MPOMOILIIO JIKAPCHKUX 3ac00iB y
MesKax MOBHOBA)XKEHb, BU3HAYEHUX 3aKOHOM, 3/1IICHIOE OpTaH JIep>KaBHOTO KOHTPOJIIO.

10. Ocobu, BUHHI y MOpPYILIEHH] 3aKOHOJIABCTBA PO peKjaMy Ta MPOMOILI0 JIIKapChbKHUX 3ac00iB,
HECYTh JUCIUILTIHAPHY, IIUBUIBHO-IIPABOBY Ta IHIIY BiANOBIAAIBHICTD BIAIOBITHO A0 3aKOHOJABCTBA.
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Po3zain IX.
DOAPMAKOHAILIAA

I'nmasa I.
3arajibHi MOJIOKEeHHS

Crarra 88. JlepxaBHe peryntoBaHHs (papMaKoHAITIsILy

1. B VYkpaini ¢papmakoHarsa 371HCHIOETHCS MUIIXOM CTBOPEHHS Ta (DYHKIIOHYBAaHHS CUCTEMHU
(hapmMaKkoHaTIISTy.

2. Cucrema (apMmakoHarIsiy CTBOPIOETBCS Yy  CHUCT€MI  OXOpPOHM  3[0pOB’S  Ha
3araJibHOJIepKaBHOMY PiBHI Ta y 3asBHUKIB/BJIACHUKIB PeeCTpaLlii JIKapChbKOTO 3ac00y.

3. Cucrema (apMakoHaIsITy BUKOPHUCTOBYETBCS JUIsi 300py iH(MOpMaIlii mpo pHU3HKH BCIX
JiKapchbKuX 3aco0iB sl 3I0pOB’S MAIlI€HTIB YU TPOMAJICHKOTO 3J0POB’s, 30KpeMa HeOakaHUX
peaxiiiii, M0 BUHUKAIOTH y JIOMWHU B PE3yJbTaTl 3aCTOCYBAHHS JIKAPCHKUX 3ac00iB BIIMOBIIHO 10
YMOB JIep»KaBHOI peecTpallii abo iX 3aCTOCYBaHHs 3a 1HIIMX YMOB, MepeadadyeHuX UM 3aKOHOM, a
TaKOXX HEOAKAHUX PEaKIlii, OB’ A3aHUX 3 TX BIULIMBOM Ha JIFOIUHY.

4. OpraH aep»aBHOTO KOHTPOJIIO KOOPJIMHYE 3/11iICHEHHS (papMaKoHaITIsAy B YKpaiHl Ta BUKOHY€
3aBaaHHA 3 (hapMaKOHATIISTY, BUSHAYCH] 3aKOHO/ITABCTBOM.

5. OpraH nep:kaBHOTO KOHTPOIIO OIIHIOE BCIO 1H(OpMAIIiI0 PO Oe3MeKy JKapChKUX 3aco0iB 3
HayKOBO1 TOUKH 30Dy, PO3IVIsSa€ BapiaHTH 3amo0iraHHs Ta MiHIMI3aIlil pU3HKIB, a y pa3l HEOOXITHOCTI
- BKMBA€E 3aX0/IB y Me¥XKaXx MPOLEYp, OB’ I3aHUX 13 IEPKABHOIO PEECTPAIIIEIO JTIKAPChKUX 3aCO01B.

6. Opran nepXKaBHOTO KOHTPOJIO HAa PEryjsipHId OCHOBI TPOBOIUTH AyIUT CBOEI CHUCTEMHU
(hapmakoHamIISITy Ta OAWH Pa3 Ha PIiK OMPHIIOIHIOE MOTO PE3yNIbTaTH, @ TaKOXK MPOBOAUTH 1HCIEKIIIT
cucteM (apMaKoHarIsAy 3asBHUKIB/BIACHUKIB peecTpaliil y HOpsAKY, BCTAHOBIECHOMY LEHTPAIbHUM
OpraHoM BHKOHABYOI BJIaJu, 10 3a0e3neuye (GpopMyBaHHS Ta peanisye Aep)KaBHY HOMITUKY y cdepi
OXOPOHH 310POB’ 1.

7. Opran JepKaBHOTO KOHTPOJIO Oepe ydacTh y MIKHApOIHIM rapMmoHi3amii Ta cTaHaapTU3awii
TEXHIYHUX 3aXOIB 1010 apMaKOHATTISTY.

Crarrsa 89. 3aBnanHs cucteMu GpapMakoHAITISLY
1. Opran aepx*aBHOTO KOHTPOJIIO y paMKax 3/11iCHEHHs (hapMaKOHaIIsALy:

1) BxuBae BCiX HEOOXITHUX 3aXOMIB JUIsI CTUMYIIOBAHHS IMOJAHHS MAlliECHTaMU, MEIUYHUMH Ta
(apMalieBTHYHUMHU TIpAI[iBHUKAMH TOBIIOMJICHb Mpo Oynb-ski HeOakaHi peakmii 10 oprany
JICP)KAaBHOTO KOHTPOJO. JII BHKOHAHHS TaKUX 3aBJaHhb MOXKYTh 3aydaTHCs OpraHizamii, o
NPEICTaBISIOTh CIIOKMBAUiB, MAII€HTIB Ta MEIUYHHUX MPalliBHUKIB;

2) cripusie HaJIaHHIO TAIllEHTaMU MTOBIIOMJICHb PO HeOakaH1 peakiii y Oyb-sSKuil crocid, y ToMmy
YHCIIi 32 JOTIOMOTOI0 Mepexi [HTepHer;

3) BKMBa€ BCiX HEOOX1THUX 3aXO/iB JJISi OTPUMAHHs TOYHHX JaHUX, 10 MOXKYTh OyTH IepeBipeHi,
JUTST HAyKOBOT OITIHKH TIOB1AOMJIEHB TIPO Oy/ib-Ki HeOakaH1 peaxilii;

4) 31iiiCHIOE CBO€YACHE HAJaHHS BCIM 3aiHTEPECOBAHUM CTOPOHAM, BKJIIOYAIOUU I'POMAJICHKICTh,
BaXJIMBOI 1H(OpMAIIiT mo0 MPodieM, OB’ I3aHUX 13 3aCTOCYBaHHIM JIIKAPCHKUX 3acO01B, MIJISXOM 1i
OTPWITIOAHEHHS Ha OQIIHHOMY BeO-ITOpTalli OpraHy JAep>KaBHOTO KOHTPOJIIO Ta B pa3l HEOOX1THOCTI -
3a JOOMOTOI0 1HIIKX 3ac001B 1H()OPMYBaHHS;

5) 3abesmeuye 3a JOMOMOTOI0 PI3HUX METOAIB 300py iHGopMalii i B pa3l HEOOXiMHOCTI - 3a
JIOTIOMOTOI0  TIOJIANIBIIMX JTOJJATKOBUX TOBIJIOMIICHh MPO HeOakaHi peakilii, 3acTOCyBaHHS BCiX
BIJIMTOBIJHHUX 3aXOIB 3 METOIO UiTKOI ieHTU(DIKAIT Oyb-SIKOTO G10JOTIYHOTO JIKAPCHKOTO 3ac00y, 110
MpU3HAYCHUH, BIAMyIIEeHNH a00 mpoIaHuii Ha TepuTopii YKpaiHH Ta € IMPeMETOM IMOBiIOMIICHHS TIPO
HeOakaHy peaKilito, JyIsl BU3HAYEHHs HOTO Ha3BHW Ta HOMEpa Cepii;

6) BKUBa€ BCIX HEOOXIJHMX 3aXOMiB IIONO 3aCTOCYBaHHS E(QEKTHBHUX, NPOMOPLIHHUX Ta
CTPUMYIOUMX CAHKIIM JO0 BJIACHUKA PEECTpaIlii, KU HE BUKOHYE OOOB’SI3KIB IIOAO 3AIMCHEHHS
(hapmakoHarisa Iy, MOKJIaJeHUX Ha HbOTO BiJMOBIHO /10 3aKOHO/IaBCTBA.

HOpﬂI{OK BUKOHAHHsA 3aBAaHb, BHU3HAYCHUX HiCIO CTAaTTCrO, 3aTBCPIKYETHCA LCHTPAJIbHUM
OpraHoOM BHMKOHABYOi Blaju, 0 3a0e3mneuye (opMyBaHHS Ta peanizye Aep’KaBHY MOJITHKY Yy cdepi
OXOPOHH 37I0pPOB’S1.

Crarra 90. O60B’ 3K BIacHUKA peecTpalii y chepi papMakoHAIALY

1. Bnacuuk peectpamii 3000B’s3aHUI  3a0e3meunTH  (YHKIIOHYBaHHS BJIACHOI CHCTEMH
(hapMakoHaTIISAy U1l BAKOHAHHS 3aBIaHb, BA3HAYCHUX 3aKOHOIABCTBOM.

2. BnacHuk peecTpallii HOBUHEH 3a IOTIOMOT0K0 CUCTEMH (papMaKOHAIISILy 3 HayKOBOT TOUKHU 30pY
OLIIHIOBAaTH BCIO HAasBHY iHQOpMAIliIo, pO3IVIsIaTH BapiaHTH MiHIMi3amii Ta 3amo0iraHHs pU3HMKaM, a
TaKOX Yy pa3l HEOOX1JHOCTI BXUBATH BIIMOBIAHUX 3aXO/IIB.

BrnacHuk peectparilii MOBHHEH DETYISIPHO MPOBOAWTH AyIUT CBOEI CHUCTeMH (hapMaKoHAIISIIY,
3a3HAYalOYd OCHOBHI pe3yJbTaTd ayauTy B Macrep-aitni cucremMu (QapmakoHarsay, Ta, 3
ypaxyBaHHSIM DE3yJIbTaTiB ayduTy, 3a0e3leuyBaTH IMiJATOTOBKY 1 BUKOHAHHS BIAMOBITHOTO TIUIAHY
KOPUTYBaJIbHUX Ta 3aI001KHUX 3aXO/iB.

3. ¥ Mexax cuctemu apMaKoHATIIAy BIACHUK peecTpallii 3000B’ a3aHUM:

1) mocriiiHo 1 6e3MepepBHO MaTH Y CBOEMY PO3IOPSIKEHHI YIIOBHOBAXKEHY 0CO0Y, BIMOBIAIbHY
3a 3MiCHEHHS (hapMaKOHATIISY;

2) miATpUMYBaTH 1 HaJlaBaTH Ha BUMOTY OpraHy Jep)KaBHOTO KOHTPOJIO Mactep-(aiiin cuctemMu
(apmakoHarsay;

3) CTBOPHUTH CUCTEMY YIIPaBJIIHHS PU3UKAMU Ta 3A1HCHIOBATH i1 yIIpaBIiHHS;
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4) KOHTPOJIIOBATH PE3YJIBTATH 3IHCHEHHS 3aXOJiB 3 MiHIMI3aIlil pU3UKIB, IO MICTATHCS B IUIaHI
YOpaBIiHHSA PU3UKAMH, Ta TUX, II0 € YMOBOI TPU MPUUHATTI PIIICHHS MPO JEPKaBHY PEECTpAIlilo
JTKapChKOTo 3ac00y;

5) OHOBIIOBATH CHUCTEMY YIpPaBIIHHS pH3UKAMH Ta 3/IHCHIOBATH MOHITOPUHT JAHHX
(hapmMakoHarIAy A1 BUSHAYCHHS, YU 3’ SIBUIHCS HOBI1 PU3UKH, YW 3MIHWINCS PU3UKH 1 YA 3MIHUIOCS
CITIBBITHOIICHHS "KOPUCTH/PU3UK" 3apeeCTPOBAHOTO JIIKAPCHKOTO 3aC00Yy.

VYnoBHOBaxkeHa 0co0a, 3a3Ha4eHa y MyHKTI | YaCTHHU TPEThOI 11i€i CTAaTTi, HECE BiNOBIIANbHICTh
3a CTBOpEHHS, (DYHKIIOHYBaHHS 1 MITPUMKY cucTeMH (papmakoHarsiny. KsamidikamiiiHi BUMOTH 710
YIIOBHOBaKEHOI 0cOOM 3 (papMakoHArIsy BCTAHOBIIOIOTHCS 3aKOHOJABCTBOM 3 ypaxXyBaHHSAM
OCHOBHHUX 3aB/IaHb Ta 00OB’s3KiB crerianicta 3 ¢papMakoHarmsaay. BiracHuk peectpariii 30008’ 13aHui
B YCTaHOBJIEHOMY TOPSIIKY 1H(OPMYBaTH OpraH JepKaBHOTO KOHTPOJIIO Y pa3i 3MiHH YHOBHOBa)KEHOI
ocobu 3 apMaKoHATIISTY.

4. SIxmo ynoBHOBaXkeHa 0co0a, 3a3HaYeHa y MyHKTI | YaCTUHU TPEThOI i€l CTaTTi, HE MPOKUBAE
B YKpaiHi, BIaCHHUKOM peecTpalii Mae OyTH NMpH3HAUY€Ha KOHTAKTHA 0co0a 3 (hapMakoHAIISATY, sKa
MpOXKKUBA€E 1 Mpalioe B YKpaiHi Ta MiJ3BITHA YHNOBHOBaXKeHi 0coli 3 ¢apMakoHAIIALy BIacHHUKA
peecTpariii.

5. OcHoOBHI BUMOTHM IONO KBamidikauii, AocBiAy poOoTH, 0a30BOI OCBITHM Ta J0JAaTKOBOTO
HaBYaHHS 3 MUTaHb (PapMaKOHATIISTY YIIOBHOBaXXEHOT 0cOOM 3 (hapMaKOHAINISATy Ta KOHTAKTHOI 0CO0U
3 (¢apmakoHanagy (y pasi il NpU3HAYCHHS) BCTAHOBIIOIOTHCSA [lopsakom  3xiliCHEHHS
(dapMakoHarsAay, 3aTBEpKEHHM IIEHTPAJbHUM OpPraHoM BHKOHABYOI BIagu, IO 3a0e3medye
(dhopmyBaHHS Ta pealizye Aep>KaBHY MOMITHKY Y chepl OXOPOHH 310POB’SI.

Crarra 91. 3acaau B3aeMo/Ii1 y4aCHUKIB 3/ilICHEHHS (hpapMaKOHAITIS LY

1. [lepxaBa 3a0e3neuye He3aIeKHICTh OpraHy JIepKaBHOTO KOHTPOJIIO MPHU 3IHCHEHH] sUTBHOCTI
3 (papmakoHarsLy.

VYopasniHHg (iHaHCAMU, NPU3HAYEHUMM Ui JiSUIbHOCTI, TOB’A3aHOI 3 (papMakoHaIsioMm,
BUKOPHMCTAaHHS KOMYHIKALlIHHUX MEPEX Ta HAIVIAA 32 PUHKOM MaroTh OyTH IiJ] MOCTIHHUM KOHTPOJIEM
Oprasy AepKaBHOTO KOHTPOJIIO.

2. Opras nepKaBHOTO KOHTPOJIFO Ma€ MPaBO CTATYBATH 3 BIACHUKIB peecTparlii mopiyHui 30ip 3a
NPOBA/DKEHHS ISJIBHOCTI 3 (papMakoHAIIsLy, po3Mip SIKOro BcTaHOBIOEThes Kabinetom MiHicTpiB
Vkpaiau. CTArHeHHS Takoro 300py HE HaKIaga€e Ha OpraH JEp:KaBHOTO KOHTPOJIIO SKOTHHX
3000B’s13aHb, 110 MOXKYTh BIUTMHYTH Ha HOTO HE3aJIEKHICTb.

3. BracHukM peecTparii CIUIauyroTh IMOPIYHUNA 30ip 32 KOPUCTYBAaHHS OCOOMCTHUM KaOiHETOM Yy
6a3i maHux 3 (hapMakoHAIIALY OpraHy JEpXKaBHOTO KOHTPOJIO Yy PO3MIpi 3riHO 3 KPUTEPIsIMH Ta Y
nopsiAKy, BctaHoBieHnMu Kabinetom MiHicTpiB YkpaiHu.

I'nasa II.
IIpo3opicTh i HAZAHHA MOBIIOMJIEHD

Crarra 92. OnpumogHenHs iHGopMmaii y cdepi papmakoHarIsLy

1. Brmacauk peectpartii 3000B’si3aHUI ONPWIIOAHUATH 1H(MOpMAaIlito Tpo mpoliemMu 3 Oe3mneKkH,
MOB’sI3aH1 13 3aCTOCYBaHHAM JIKapchbKoro 3acoly, 3a yMOBH OOOB’SI3KOBOTO OJIHOYACHOTO abo
MOTIEPEAHHOTO TIOBIIOMIICHHS TIPO 3MICT MTYOJIIYHOTO OTOJIOUIECHHS OPTaHy JIeP:KaBHOTO KOHTPOJIO.

2. BnacHuk peecTpariii Hece BIAMOBITAIBHICTh 32 00’ €KTUBHICTh Ta JOCTOBIPHICTh MPEACTABICHOT
IpPOMAJICHKOCTI iH(opMaltii.

I'masa II1.
PeecTpanis, HagaHHA Ta OWiHKA JaHUX (apMaKOHAISIAY

Crarra 93. Peectparis Ta oriHka JaHuX GapMaKoHATTISIy BIACHHKOM PEeCTpartii

1. BrnacHuk peectpaiii 3000B’s13aHMI peecTpyBaTH Oyab-siki HeOakaHi peakiii, [0 BUHUKIU B
VYkpaini a0o B iHIIUX KpaiHax, sfKi Oy MOBiIOMJICHI Mallil€HTaMU, MEIMYHUMU Ta (apMarieBTUIHUMHU
MpaIriBHUKaMy a00 BUHUKIIM B XOJI1 MPOBEJACHHS MOCTPEECTPAIIHUX TOCITIKECHb.

BrnacHuk peectpalii HoBUHEH 3a0€3M1€UUTH JOCTYII JI0 TAKUX MOBIJOMJICHb B €IMHIH TOYIII.

Jlis momnokeHb IIi€l CTAaTTI HE TOIIMPIOETHCS HAa TOBIJOMIICHHS PO HeOakaHl peakilii, 1o
BUHHUKJIM TpPU TMPOBEACHHI KIIHIYHOIO JOCHiKEeHHsA (BUIpPOOYBaHHS) Ta MalOTh pEECTpyBaTHUCA 1
MOBIIOMJISITHCS BIATOBIAHO 1O BUMOT 3aKOHOJIABCTBA, 110 PETJIAMEHTYE 31IHCHEHHS TaKUX KIIHIYHUX
JOCI1/IKEHb.

2. BrnacHuk peectparii 3000B’s13aHUI pO3MVIsIaTH BCl MOBLAOMIICHHS Mpo Oyab-sKi HebaskaHi
peaxiiii, OTpUMaHi BiJl MaIi€HTIB a00 (axiBIliB 3 MEAUYHOIO YU (papMaIeBTHYHOIO OCBITOIO 3aco0aMu
€JICKTPOHHOTO 3B’ 513Ky a00 y Oy[b-sSKHI 1HIIHI CTIOCiO0.

3. Bnacuuk peectpamii 3000B’A3aHHMN po3MillyBaTd Ha oOQimiiiHOMY BeO-mopTani oOprany
JIEP’)KaBHOTO KOHTPOJIO 1H(POpPMAIIII0 MPO Cepilo3Hl HeOa)kaHi peakxilii, BKIIOYAIOYH IMOBIOMIICHHS,
OTpPUMaHI B pe3y/ibTaTi 3AIHCHEHHS MOHITOPUHTY JITEpaTypH, Y TOPSJIKY Ta CTPOKH, BU3HAYCHI
[Mopsinkom 3aificHEHHS (hapMaKOHATIISTY.

BrnacaHuk peectparlii moBHHEH pO3MIINIyBaTH Ha BEO-MOpTalli OpraHy AEp>KaBHOTO KOHTPOIIIO
iH(popMaIlito Mpo Hecepho3Hi HebakaHi peakilii, BKIIOYAlOuX MOBIJOMIICHHS, OTPUMaHi B pe3yabTari
3MiICHEHHS MOHITOPUHTY BITUM3HAHOI Ta 3apyOiXKHOI JiTeparypu, y MOPAIKY Ta CTPOKH, BH3HAYEHI
[lopsinkom 3a1HicHEHHS (papMaKOHATIISTY.

[Mopsimok 3mificHeHHsT (apMaKOHATISAAY 3aTBEPIKYEThCS IICHTPAJILHUM OPraHOM BHKOHABYOi
BJIAJU, 110 3a0e3mneuye (popMyBaHHS Ta peasizye JepKaBHY MOMITHKY Y cepi OXOpOHU 3T0POB’s.

4. BrnacHuk peecTpalii HOBHHEH 3alpOBAJUTH MPOIENypU Ui OTPUMAHHS TOUYHUX JaHUX, Kl
MOXYTh OyTH TIepeBipeHi JJisi HAyKOBOI OIIHKH MOBIJOMJICHD PO BUIAJKUA HeOaKaHUX peakilid. Bin
TaKoX 3000B’s3aHUI 30MpaTu OJATKOBY 1H(OpMAII0 MPO Taki BUNAAKU 1 HaJaBaTH OHOBJICHY
iH(popmarrito oprany Aep>KaBHOTO KOHTPOJIIO.
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5. BnmacHuk peectparii CHiBIpamoe 3 OpraHoM JEpKaBHOTO KOHTPOJIO 3 METOIO BHSBICHHS
TyOJiKaTiB MOB1IOMJICHD PO BUMAIKN HEOKAHUX PEAKIIIH.

Crarra 94. 30upanHs, peecTpallisi Ta OIIHKA JaHUX (DapMakoOHAIVSITy OPraHOM JEpPKaBHOTO
KOHTPOJTIO

1. Opran nep:kaBHOTO KOHTPOIIIO 3a0e3Meuye peecTpallito BCI1X BUMAJIKIB HeOaKaHUX PEaKIlii, 1o
BUHHMKAIOTh Ha TepuTopii YKpaiHu, Tpo sAKi HOMY TOBIJOMHIM MEAWYHI Ta QapMareBTHIHI
MpaIiBHUKY, MAIIEHTH.

Opran aep>aBHOTO KOHTPOJIIO 3aTydae MEIUYHUX Ta (hapMalleBTUIHUX MPAIIBHUKIB, MAaIlI€HTIB
JI0 TIOAAJIBIIOTO BiACTEXKEHHS Oyab-sSKUX BUIIAJKIB HEOaKaHUX pPEeakiliii, MOBIIOMIICHHS MPO sKI BiH
OTpHMaB BiJIIOBITHO JI0 MOJIOKEHb MYHKTIB 3, 5 yacTUHU nepioi ctarti 89 nporo 3akoHy.

Opran Aep)KaBHOTO KOHTPOJIIO 3a0e3reuye HaJaHHS TMOBIIOMJICHH MPO HebakaHl peakiiii 3a
JIOTIOMOTOI0 BEO-ITOpTaITy JIKapChKUX 3ac001B a00 1HIINX 3araJlbHOJJOCTYITHUX 3aC001B.

2. lllomo moBiAOMJIEHB, HAJAHUX BJIACHUKOM PEECTpAIlil, OpraH JIEePKABHOTO KOHTPOJIIO MOXKE
3aJly4aTH TaKoOTo BJIACHUKA 0 MOJAbBIIOTO BIICTEKEHHS BUMA/IKIB HeOaKaHUX peakiliid, 3a3HaYeHUX Y
LUX [TOBIJOMJIEHHSX.

3. OpraH Jep>kaBHOTO KOHTPOJIIO MOBUHEH CITIBIIPAIIOBATH 3 BJIACHUKAMHU PEECTpAIlii 3 METOIO
BUSIBIICHHS TyOJiKaTiB MOBIIOMIIEHB PO HeOakaH1 peakilii.

4. BnacHuK peecTparlii MOBHHEH MaTH JOCTYIl 10 TMOBIJOMJICHb MPO HeOa)xkaHl peakilii, o
MICTATbCS y 0a3l JaHuX 3 (apMaKOHAIVISAAY OpraHy JepXKaBHOIO KOHTPOJNO, SIKI BHUHMUKIU IPH
3aCTOCYBaHHI HUMH 3apEECTPOBAHMX JIIKAPCHKUX 3aCO01B.

5. Opran nepaBHOTO KOHTPOJIO 3a0e3meuye BIACHUKY peecTpallii BIAKPUTHUH IOCTyH J0
MOBIIOMJIEHb TpO HebakaHi peakilii, [0 BHMHUKAIOTh BHACTIAOK IOMHIOK, TIOB’S3aHHUX 13
3aCTOCYBAaHHSIM JIIKAPCHKOTO 3ac00y, MpO sKi MOMY CTalo BIJIOMO, IO MICTAThCA y 0a3l JaHUX 3
(hapMaKkoHaNIATy OpraHy Jep:KaBHOTO KOHTPOITIO.

[IpaBuna mMOBiAOMIIEHHS OpraHy JAEp:KaBHOTO KOHTPOJIIO Mpo Oynb-sfki HeOaxaHi peakiii,
OTpHMaHi OyIb-IKMM IHIIMM OPraHOM JAEp>KaBHOI BIIAIH, BCTAHOBIIOIOTHCS llopsiikom 3mificHEHHS
(hapmakoHarsy.

6. 3a00pOHSETHCS BCTAHOBIIOBATH Ul BIaCHUKA peecTpamii Oyab-sKi JOAATKOBI 3000B’sI3aHHS
I0A0 MOBIAOMJIEHb MPO HeOa)kaHl peakiii 3a BiJICYTHOCTI OOIPYHTOBAHMX IPHUYUH, IOB’A3aHUX 13
(apMaKkoHarIsAI0M.

Crarrsa 95. [lepiognuHo OHOBIIIOBAHI 3BiTH 3 O€3MEKH JTIKapChKUX 3ac00iB

1. BnacHuk peectparii MOBHHEH y TOPSIKY 3A1MCHEHHS (hapMaKoHArISAy IMOJaBaTH 10 OpraHy
JIEP’KAaBHOTO KOHTPOITIO TIEPIOUYHO OHOBJIIOBAHI 3BITH 3 O€3MEKH JIIKApChKUX 3ac00iB (ami - 3BiTH 3
0€3I1eKH), 10 MICTSTh:

1) pe3tomMe JaHMX LIOJ0 KOPHUCTI Ta PU3UKIB JIKAPCHKOTO 3ac00y, y TOMY YHCII pe3yibTaTH BCiX
JOCITIJKeHb, 3 ypaxyBaHHSIM MOTEHIIHHOTO BIUIMBY Ha JIEPKaBHY PEECTPAIIifO JIIKAPCHKOTO 3ac00y;

2) HayKOBY OLIIHKY CHIBBIJHOILIEHHS "KOPUCTH/PU3UK'" JTIKApCHKOTO 3ac00Y;

3) yci maHi momo o0csATy MpOAaxiB JTIKapChKOTO 3aco0y, Oymb-sKi iHIII JaHi, M0 MICTATBCS Y
PO3MOPSKEHH] BJIaCHUKA peecTpallii o0 o0cary Mpu3HaYeHb, Y TOMY YHCIII OIMIHKY MOMYJISIIIi, 1110
3a3HaJia BILTUBY JIKapChKOTO 3acO0y.

Oninka, 3a3Ha4yeHa B IMyHKTI 2 I1€] YaCTUHHU, MA€ IPYHTYBATUCS Ha BCIX HAsIBHUX JAHHUX, Y TOMY
YUCT JAaHUX KIIHIYHUX JOCTIHKeHb (BUMPOOYBaHb), I/ Yac SKUX JOCIIIKYBAIOCS 3aCTOCYBaHHS
JIKapChKOTo 3ac00y 3a He3aTBepAKEHUMHU MIOKA3aHHAMHU 1 Y He3aTBEPPKEHUX TOIYJISIIIN.

[TepionnuHO OHOBIIOBAHI 3BITH 3 O€3MEKH MOAAIOTHCS B €IEKTPOHHIN hopmi.

2. KpiM BumnajKiB, BU3HAU€HUX YAaCTUHOIO TMEPIIOO II€T CTATTi, BIACHUKHU PEECTPAIlil JTIKapChKUX
3aco0iB, 3a3HayeHUX y crarrax 16, 17, 19, 20 mporo 3akoHy, MOBHHHI MOJABAaTH MEPIOIUYHO
OHOBITIOBaHI 3BiTH 3 OE3MEKH Ha Taki JIKapChKi 3acCO0H y pasi:

1) sixmo e 3000B’s13aHHS OyJI0 YMOBOIO ITiJT Yac MPUUHSATTS PIIICHHS PO JCPKABHY PEECTPALIIO
JKapChKOTO 3ac00y;

2) BUMOTH OpraHy JEp>KaBHOTO KOHTPOJIO Ha MiACTaBi BUSBJICHUX MPOOJEM, IMOB’SI3aHUX 13
JaHUMH (apMakoHarIsAy, a00 y 3B 53Ky 3 BIACYTHICTIO NEPIOIMYHO OHOBIIIOBAHMX 3BITIB 3 O€3MeKu
JIF0Y01 PEYOBUHHU TICIISI IPUAHSTTS PIISHHS PO IePKaBHY PEECTPAIiio JIIKApChKOTO 3acO0y.

3. Opran nep>kaBHOTO KOHTPOIIO 3aCTOCOBYE MPOLEAYPY OIIHKH IEePIOJUYHO OHOBIIOBAHUX
3BITIB 3 O€3MEKM 3apeecTpOBAaHUX B YKpaiHi JIIKApPCHKUX 3ac00iB Ta IMIUIEMeHTAaIlli €IUHOT OIIHKA
NEepiOANYHO OHOBIIIOBAHMX 3BITIB 3 Oe3neku y €Bponeiicbkomy Coro3i 3rigHo 3 [Topsakom 3aiiicHeHHS
(bapmakoHarsy.

4. OpraH Aep>KaBHOTO KOHTPOJIO 3IHCHIOE KOHTPOJb 32 IMIUIEMEHTAIIIEI0 PE3yJIbTaTiB OLIHKH
NEPIOIMYHO OHOBIIIOBAHUX 3BITIB 3 O€3MEKH BJIACHUKAMM peecTpauii Ta €IUHOI OI[IHKH MEepiogUYHO
OHOBJIIOBaHUX 3BITIB 3 Oesnekn y €BponeiicbkoMy Coro3i BiINOBITHO 10 BHUMOI 3aKOHOAABCTBA
VYkpainu.

Crarrsa 96. CTpoku nojanHs NepioAMYHO OHOBIIOBAHUX 3BITIB 3 OE€3MEKH JIKApChKUX 3aC001B

1. TlepioguuHiCTh TOJAHHS 3BITIB 3 OE3MEKH BU3HAYAETHCS OPTraHOM JIEP)KABHOTO KOHTPOIIO 3
ypaxyBaHHSM pedepeHTHHUX Jar.

2. Pedepentna para st JiKapchKUX 3ac001B, MO MICTSITh OJHAKOBY IiI09y PEUOBUHY a0o
OJTHAKOBY KOMOIHAITitO JIIFOUYUX PEYOBHH, BCTAHOBIIOETHCS [Topsiikom 3ailicHeHHs (papMaKoHATTISY.

3. Ilepenik pedepeHTHUX Har i MEPIOJUYHICTH IMOJAHHS TMEPIOAMYHO OHOBIIOBAHHUX 3BITIB 3
0e3IeKH ONPUITIOMHIOIOTHCS Ha BEO-TIOPTaIIl OpraHy Aep>KaBHOTO KOHTPOJIO.
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4. BrnacHuk peectparii (mpeacTaBHUK B YKpaiHi) Ma€ MpaBo MOAABAaTH J0 OpraHy JEp»KaBHOTO
KOHTPOJIIO 3alUTH II0J0 BHU3HAYEHHs pedepeHTHHX naar abo 3MIHM MNEPIOJUYHOCTI MOAAHHS
NepiOMYHO OHOBIIIOBAHUX 3BITIB 3 OE€3MEKW HA IMiJCTaBax Ta y MOPAIKY, BCTaHOBIEHHX [lopsakom
3MIMCHEHHS (hapMaKOHATIISTY.

Taki 3anuTH MOAAIOTHCS B MUCHMOBIM (opMi 1 MalOTh OyTH HaJeKHUM YMHOM OOIPYHTOBAHI.
Opras iep>kaBHOTO KOHTPOJIIO Ma€ MPaBO 3aI0BOJIBHUTH a00 BIIXUIMTH TaKi 3alUTH 3 OOTPYHTOBAHUX
nijactaB. PimieHHS mpo 3MiHy Jar abo MEepioAMYHOCTI MOAAHHS TMEPiOJUYHO OHOBJIIOBAHHMX 3BITIB 3
0e3neKr ONMPUITIONHIOITHCS Y CTPOKH, BU3Ha4YeHi [lopsakom 3mificHeHHs dapMakoHarsay. BracHuk
peectparltii y pas3i NpUHHATTS PIIEHHS PO TaKy 3MiHYy 3000B’s3aHHUI BHECTH BIAMOBITHI 3MIiHU 10
Jep>KaBHOI peecTparlii JiKapchKOTO 3ac00y Y BCTAHOBICHOMY MOPSIIKY.

5. PimenHs opraHy Jep»KaBHOTO KOHTPOJIO MPO Oyab-sKy 3MiHY JaT 1 MEpioAWYHOCTI MOAAHHS
MEepIOIMYHO OHOBJIFOBAHUX 3BITIB 3 O€3MEKHM HAOWPAIOTh YMHHOCTI 4Yepe3 IMICTh MICSIIB 3 JHS iX
OTIPUJTIOHEHHSI.

Crarra 97. 3BiT 3 OLIIHKH NEPIOTUYHO OHOBIIOBAHUX 3BITIB 3 O€3MeKHU JIKapChKUX 3acC00iB

1. Opran nep>kaBHOTO KOHTPOJIIO MPOBOJMTE OLIHKY IEPiOIUYHO OHOBIIOBAHHX 3BITiB 3 O€3MEeKH
JUIs. BUSHAYEHHS, YU 3’ BUJIMCS HOB1 PU3HMKH, YU HE 3MIHHIIUCS PU3HUKH, YH € 3MIHU Y CIIBBIIHOIICHH]
"KOpHCTH/pH3UK" JKapchkoro 3acoly. OIiHKa TMepioAWYHO OHOBJIIOBAaHHMX 3BITIB 3 0e3meKu
MPOBOJIUTHCS IJIST BCIX JIIKAPCHKUX 3ac00iB, IO MICTATH OJHAKOBY JiI0Yy PEYOBHHY a00O OJHAKOBY
KOMOIHALIIO AIFOYMX PEUOBMH, 1 JUId SKUX OyJ0 BCTaHOBIEHO pedepeHTHy Aary 1 MepioAuvHICTh
TIOJTAaHHS TIEPIOTUTHO OHOBJTFOBAHUX 3BITIB 3 OC3MEKU.

2. Opran JgepkaBHOTO KOHTPONIO Yy CTPOKH, BcTaHOBieHi [lopsakom  3aificHeHHS
(hapMakoHarsiIy, MIOBUHEH MiATOTYBATH 3BIT PO OL[IHKY NEPIOJUYHO OHOBIIOBAHOTO 3BITY 3 O€3MeKH 1
HaJIiCIaT! HOTO BIACHUKY peecTparii.

Brnacuuk peectparii mpotarom nepiofy, BcraHoBieHoro [lopsakoMm 3ailicHeHHsT GpapMaKoHAITISAY,
Mae IpaBo MOJATH CBOI 3ayBa)KEHHS Ta KOMEHTApi I10JI0 OTPUMAHOTO HUM 3BITY.

3. Ilicns oTrpuMaHHS 3ayBaKeHb Ta KOMEHTapiB a00 3aKiHYEHHS CTPOKIB, BCTAHOBJIEHHUX
MOPSAKOM 3/1HCHEHHS (apMaKoHAIIsAAY, OpraH IepXKaBHOIO KOHTPOJIFO OHOBIIIOE 3BIT MPO OLIHKY
NEepiOJUYHO OHOBIIOBAHOTO 3BITy 3 0O€3MEKHM y CTPOKH, BCTAHOBIICHI TOPSIKOM 3IIHCHEHHS
(hapmakoHamIsI Ty, BPAaXOBYIOUM BCi IOJIaHI BIJOMOCTI, 3aTBEP/KYE 3BIT 13 3MiHAMHU abo 0e3 3MiH 1
Haslae pekoMenaanii. Opran aep»aBHOrO KOHTPOJIIO 3000B’A3aHUI 30epiraTu 3aTBEep/KEHUH 3BIT IO
OLIIHKY TMEePIOAMYHO OHOBIIIOBAHOTO 3BITY 3 O€3MEKH Ta pEKOMEHAIlii y CBOii 3araibHOJOCTYIHIN 0a3i
JAaHUX 1 Ha/ICIIaTH X BIACHUKY peecTpallii.

Crarrsa 98. Pe3ynbrartu OLIHKY NEPiIOAMYHO OHOBIIIOBAHUX 3BITIB 3 O€3MEKH JIIKapChKOTo 3ac00y

1. Opran jaep>KaBHOTO KOHTPOJIIO 32 pe3yJbTaTaMu OIHKU IEPiOJMYHO OHOBJIIOBAHHMX 3BITIB 3
0e3MeKkH y IOpsIIKY Ta CTPOKH, BCTAHOBJIEHI MOPSAKOM, 3a3HaYE€HUM Y YaCTUHI TpeTii ctarti 13 1poro
3akoHy, MpHUiiMae PIlICHHS MPO 3aJUIIEeHHS 0e3 3MiH, PO BHECEHHS 3MiH J0 Jep:KaBHOI peecTparii
JiKapchKoro 3acoQy, Ipo NpU3yNUHEHHs abo Mpo cKacyBaHHS il Jep:KaBHOI peecTpalii JiKapChKOro
3aco0y.

Opran Jep>kaBHOTO KOHTPOJIIO 3000B’si3aHUil TOIH(OpPMYBaTH BIACHHKA peecTpamii 1mpo
MIPUAHATE HUM PIIIICHHS.

2. YV pa3i HeoOXiIHOCTI BHECEHHs 3MiH [0 JEpPKaBHOI peecTparlii JIKapchbKOTo 3acoly 3a
pe3yabTaTaMu OL[IHKU NEePIOJUYHO OHOBJIIOBAHUX 3BITIB 3 O€3MEKU Ta PILICHHS OpPraHy Jep>KaBHOTO
KOHTPOJIIO BJIACHUK peecTpallii MOBUHEH MOJATHU 10 L[bOIO OpraHy BIJIOBIJIHY 3asBYy IPO BHECEHHS
3MiH, OHOBJIEHY KOPOTKY XapaKTEpUCTHKY JIIKapChKOTO 3ac00y 1 JMCTOK-BKIIAIKY Y CTPOKH, 3a3HAYEHI
y pillIeHHI.

Crarra 99. Pesynpratu OIIHKM MEpPIOJUYHO OHOBIIOBAHUX 3BITIB 3 0€3MEKH JAEKLIBKOX
JIKapChKUX 3ac001B

1. Sxmo 3a pe3ysnbraTaMu OI[IHKH TEePIOIMYHO OHOBIIOBAHMX 3BITIB 3 OC3MEKH PEKOMEHIYIOTHCS
Oynb-sKi 3aXOAM ILIOAO JEpXKaBHOI peecTpawii OUIbII SK OJHOTO JIKapchKoro 3acoly, oOprax
JIep’KaBHOTO KOHTPOJIIO MiCJsl MiATOTOBKHM 3BITY MPO OLIHKY y CTPOKH, BCTAHOBIIEHI MOPSIKOM,
BU3HAYEHUM YaCTHHOIO TPEThOIO CTarTi 13 mporo 3akoHy, MpHilMae pilleHHs Mpo 3ajuIleHHs 0e3
3MiH, NP0 BHECEHHS 3MiH JI0 Jep)KaBHOI peecTparii, Ipo NMpHU3yNHHEHHsS a00 MpO CKacyBaHHS ii
JEp’KaBHOT peecTpallii JiKapchbKUX 3ac001B, 110 OXOIUTIOITHCS 3aX0AaMHU, 3a3HAYEHUMHU Y 3BiTi.

Opras Jnep>kaBHOTO KOHTPOJIIO 3000B’s13aHMM 1H(GOPMYBAaTH BIACHHUKIB PEECTpallii mpo MpUHATE
HUM pIIIECHHS.

2. 'V pa3l HEOOXITHOCTI BHECEHHS 3MIH [0 JEp)KaBHOI peecTpallii JiKapCchKOro 3acoly 3a
pe3yabpTaraMy IPUHHATOrO OpPraHOM JIEPYKaBHOTO KOHTPOJIO PIMICHHS BIACHUK pEecTparii MOBHHEH
MOJIaTH JI0 OpPTraHy JepXKaBHOTO KOHTPOJIIO BIANOBIIHY 3asBY PO BHECEHHS 3MiH, OHOBJIECHY KOPOTKY
XapaKTEPUCTHUKY JIIKaPCHKOTO 3aCO0Y 1 TMCTOK-BKIIAJKY y CTPOKH, 3a3HAYCH] y PillIEHHI.

Crarra 100. 3aBnaHHs OpraHy Jep’KaBHOI'O KOHTPOJIIO Ta BIIACHHMKIB peecTpauii y paMkax
BUSIBJICHHS Ta MEHE/DKMEHTY CUTHAILY

1. Illomo 3apeecTpoBaHKMX BIAMOBIAHO 10 IHOTO 3aKOHY JIKAPCHKUX 3acO0iB OpraH Jep>KaBHOTO
KOHTPOITIO BXKUBAE TAKUX 3aXO/IiB:

1) BiICTIAKOBYE pE3yJbTaTH BKUTHUX 3aXOJliB 13 MiHIMI3aIil pU3HKIB, epen0aueHnX TUIAaHAMH 3
yHpaBIIiHHS PU3MKaMU, 1 YMOB, 3a3Ha4CHUX Y cTaTTAX 24, 32 1b0oro 3aKkoHy;

2) OILIIHIOE OHOBJIEHHSI CUCTEMH YIIPABIIIHHS PU3UKAMU;

3) 3niliCHIOE MOHITOPUHT 0a3M AaHUX 13 (hapMaKOHAIIALY JAJIs BUSBICHHS HOBUX PU3HUKIB, 3MiHU
PU3UKIB 1 IX BIUTMBY Ha CITIBBIIHOMIEHHS "KOPUCTH/PU3HK" 1010 KOXKHOTO JIKApCHKOTO 3aC00Yy.

2. OpraH nAep)kaBHOTO KOHTPOJIO 3AIHCHIOE MEPBUHHUI aHalli3, BU3HAYa€ NPIOPUTETHICTh
CUTHAJIIB II0JI0 HAsIBHOCTI HOBHX 200 3MIHEHUX PU3MKIB UM 3MiH y CHIBBIAHOIIEHH] "KOPUCTH/pU3UK"
Ta B pa3l HEOOX1THOCTI BKMBA€ PU3MK-TPONOPIIiiiHI, CIIIBCTaBHI 3 MMpoliieMaMu, 3aX01 Y BiAMOBI/IHI
CTPOKH.
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3. OpraH nep)kaBHOTO KOHTPOJIIO 1 BIIACHUK peecTparlii 3000B’s13aH1 iHOOPMYBATH OJAWH OTHOTO
PO BUSBJIECHHS HOBHMX a00 3MIHEHMX PH3UKIB UM 3MiH Yy CIHIBBIJHOIIEHHI "KOPHCTH/PU3MUK" 00
KOXKHOTO JTIKQpCHKOTO 3ac00y.

Crarra 101. ITinctaBu Ta NOpSAOK 3/11HCHEHHS TEPMIHOBUX 3aXO1B

1. Opran Aep>kKaBHOTO KOHTPOJIIO MIPU BUSBIICHHI MPOOJIEM Ha TICTaB1 OLIHKU JaHUX, OTPUMaHUX
y pe3yabTari 3AiMcHeHHs (apMaKoHAIVIsAAy, B pa3l HEOOXIJHOCTI ITOBHMHEH IHIIIIOBATH MPOIEAYPY,
nependayeHy i€ CTaTTero, 3a OHIET 3 TAKUX IT1JICTaB:

1) BIAMOBIAHO MO0 ¥MOTrO pINIEHHS HEOOXIJHO NPU3YNMUHUTH ab0 CKacyBaTH [ii0 JACp>KaBHOL
peecTpariii JikapchbKoro 3acooy;

2) BIAMOBIZHO JI0 HOTO pilmeHHs] He0OXiHO 3a00POHHUTH TIOCTABKH JIIKAPCHKOTO 3ac00y;

3) BiANOBIAHO A0 HOTO pillleHHS HEOOXiIHO BIAMOBHUTU B MOHOBJIEHHI Jii Jep>KaBHOI peecTparii
JTIKapChKOTo 3ac00y;

4) Big BIACHUKA peecTpallii ofepaHO MOBIIOMIIEHHS MPO Te€, L0 3 MIPKYBaHb O€3MEeKH BiH
MPUIIMHUB TOCTA4aHHS JIKapChKOro 3aco0y Ha PHUHOK YKpaiHM abo BiIMOBHBCS BiJ JEpXKaBHOI
peecTpailii JTikapchKoTo 3aco0y, a00 Mae HaMip 3poOUTH Iie, a00 HE IMo/aB 3asBy Ha ii TOHOBJICHHS B
IHIITH KpaiHi CBITY.

2. Opran [ep)KaBHOTO KOHTPONIO 3000B’S3aHMN Ha MIJACTaBl BU3HAUEHHX MPOOJEM, IO
BHUIUIMBAIOTH 3 OIIHKU JIaHUX, OTPUMAHKX Y PE3YJbTaTl 31HCHEeHHS (hapMaKOHATIIsA LY, TOIHPOPMYBaTH
BCl 3aiHTEpEeCcOBaHl CTOPOHH, Y TOMY YHCIi LIEHTpaJbHUI OpraH BUKOHABYOI BIaIu, IO 3a0e3meuye
(opmyBaHHS Ta peasi3ye JAep:KaBHY MOJITHKY Y cepi OXOpPOHH 37J0POB’sl, IPO HEOOX1IHICTh BHECEHHS
1o iHdopMarii mpo Jikapchkuid 3aci0 HOBMX NMPOTUIIOKA3aHb, 3HIDKEHHS PEKOMEHIOBAHOI /103U a00
oOMexeHHs ToKaszaHb. [H(popmarliss Mae MICTUTH 3aXOAH, IO MPOIOHYIOTHCA, Ta iX OOIPYHTYBaHHSI.
SIK1110 OpraH ep>KaBHOIO KOHTPOJIIO BBAXKA€, 1110 HEOOX1THO 3A1MCHUTH TEPMIHOBI 3aXO/M, BiH 1HIIIIOE
POLEAYPY, ependaueHy i€l CTaTTer.

3. Slkmo iHimiO€ThCS MpoLeaypa, mepeadadeHa €0 CTaTTer0, OpraH JAEP)KaBHOTO KOHTPOJIIO
MOBMHEH TEPEBIPUTH, YU CTOCYEThCS BUSBICHA MpolieMa Oe3NeKkH HIINX JIKApChbKUX 3ac0o0iB, KpiM
THX, HIONO SKUX HaJgaHo iH(GOpMALilo, Y BOHA € CIUIBHOK JUIS BCIX JIKApCHKUX 3aco0iB, IO
HaJIeKaTh JI0 TAaKOTO CaMOro Kjacy abo TepareBTUYHOI TPyNH, i MOBIZOMHUTH HPO II€ IEHTPATbHUH
OpraH BHMKOHABYOI BIajd, 10 3a0e3nedye (oOpMyBaHHS Ta peajlizye Jep)KaBHY IOJITHKY Yy cdepi
OXOPOHH 3/10POB’l.

4. Ha Oymp-sikoMy eTami MOpoLEaAypH, MepeadadeHol I[€l0 CTaTTero, OPraHoM Jep)KaBHOTO
KOHTPOJIFO HErailHO MOXYTh OyTH BXHTI THMYAcOBI OOMEXKYBaJbHI 3aXOIU IIOJIO JCPXKaBHOT
peecTparlii JiKapcbKUX 3ac00iB.

5. Indopmariis, 3a3HayeHa B LIl CTATTi, MOXKE CTOCYBAaTUCS OKPEMHX JIKapChbKUX 3ac00iB, psaay
JTiKapchbKUX 3ac001B 200 TepaneBTHYHOI TPYIIH.

SIK1Io opraH nep>KaBHOTO KOHTPOJIO BHSBIISE, IO MUTAaHHS O€3MEeKH JIIKapChKUX 3ac00iB, KpiM
JIKapChKUX 3ac00iB, IKMX BOHH CTOCYIOThCS O€3M0CepeIHbO, CTOCYIOThCS 1HIINX JIKAPCHKUX 3ac001B
abo muTaHHS O€3MeKH € 3arallbHUMHM JUI BCIX JIIKAPCHKHUX 3ac00iB, 110 HAJEXaTh O TAaKOTO CamMOro
KJacy abo TepaneBTHYHOI IPYNH, BiH HOBUHEH PO3IIUPUTH Cepy 3aCTOCYBAHHS MPOLETYPH.

Sxuo cdepa 3acTOCYyBaHHS HPOLEAYPH, PO3MOYATOI 3TiAHO 3 LI€I0 CTATTEI0, CTOCYETHCS PSILY
JTIKapChKUX 3ac00iB a00 TEepareBTUYHOI T'PYINH, 3apEECTPOBaHI JIKapChKi 3acO0M, IO HAJIEXKATh JI0
TaKOTO CaMoro Kiacy abo IpyIH, TaKOXK MaroTh OyTH BKIIIOUCHI 70 MPOLETYPH.

6. Ilepen mouaTkoM NPOLEAYPH, TependadeHoi Li€l0 CTaTTel, OpraH JepXKaBHOTO KOHTPOIIIO
MyOIIYHO OTOJIONTYE MPO 11 1HIIIFOBAaHHS HA CBOEMY O(DiriiiHOMY BeO-TIOpTai.

B oronomieHHi 3a3HaualoOThCS MMiJICTaBa, rependadeHa i€l CTAaTTero, JIIKApChKi 3aco0u 1 B pasi
HEOOXIAHOCTI - nitodi pedoBHHU. OTOJOMIEHHS Ma€ MICTUTH iH(POPMAII0 MPO MPaBO BIACHUKIB
peecTpartii, (axiBIiB 3 MEIUYHOIO a00 (hapMaIleBTHYHOIO OCBITOIO Ta MPEICTaBHUKIB TPOMAJICHKOCTI
Ha/aBaTH OpraHy JEep>KaBHOI'O KOHTPONIO 1H(OPMALI0 LIOAO0 MPOLEAYypH, a TAKOK PpO3’SICHEHHS
croco0y, B SIKUH Taka iHpOpMAIIisi MOXKEe MTOJaBATHCS.

7. BnacHuk peectpariii y TUCBMOBIM (opMi MOXKE HaJaTH CBOi KOMEHTapi IMOAO MPOBEIACHHS
IporelypH, NepeadaueHoi i€l CTaTTero.

Y pasi morpebu opraH JAEp>KaBHOTO KOHTPOJIO MOXE TIPOBECTH NYyONIUHI CIIyXaHHS 3
OOIPYHTYBAaHHSAM IPUYMH Ui X MPOBEACHHS Ta Y HMOPSIKY, BCTAHOBJICHOMY LIEHTPAJIbHUM OPTaHOM
BUKOHABYOI BJIaJU, 110 3a0e3mneuye (GOpMyBaHHS Ta peanidye JNepiKaBHY IMONITUKY Yy cdepl OXOpOoHH
3n0poB’s. [Ipo mpoBeneHHs Takux MyONIYHUX CIyXaHb OTOJIOIIYEThCs Ha odiliiiHoMy BeO-moprai
OpraHy JAep»aBHOTO KOHTPOINIO. B oromoimieHHi 3a3Ha4arOThbCsl YMOBHM y4acTi B TaKMX MyOIIYHUX
CITyXaHHSX.

Sxmo BmacHUK peecTparii ado iHImA oco0a MarTh HaMmip TojaTH iH(OpMAIlI0 MPO MPEeaMeT
nporeaypu i KoH(]iJeHIIWHI JaHi, BOHM MarOTh MPaBO KIOMOTaTH, OO0 BIAMOBiIHI AaHi Oynu
BpaxoBaHi MPH OIIiHIli, OJHAK HE BUHOCWJINCS HA MyOJiYHI CITyXaHHS.

8. Vmponorxk 60 mHIB 3 JHS OTOJOIICHHS MPOLEIYPH, @ Yy HEBIAKIAIHUX BUNAIKAX - Y OLIBII
KOPOTKI CTPOKH, OpraH AEp>KaBHOTO KOHTPOJIO MpUAMAE pIllleHHS, 3a3HAYalOuM IMiJCTAaBH, HAa SKUX
BOHO I'PYHTYETHCS, 3 HAJIC)KHUM BPAaXyBaHHAM TEPANICBTUIHOTO €(DEKTY JTIKapChKOTO 3aco0y.

Pimenns Mae MIiCTUTH OOMH 200 KiJIbKa TAKUX BUCHOBKIB:
1) nonanbia omiHka abo 3aX01 HE MOTPIOHI;

2) BIIACHUK peecTpallii Mae MPOBECTH MOAANBINY OIIHKY JAHUX 1 HaJgaTh Pe3yabTaTH TaKoi
OIIHKH;

3) BumacHMK  peecTpaiii  3000B’s3aHMil  31ilicHIOBaTH  (DIHAHCYBaHHS  MPOBEICHHS
MOCTPEECTPALIMHOTO JOCIIKEHHS 3 O€3MeKH 1 Ha/laBaTh pe3yIbTaTH OLIIHKH TAKOTO JTOCIKEHHS;

4) nep>kaBa a00 BJIACHUK peeCTpallii MOBUHHI BXXUTH 3aXOiB 13 MiHIMI3aIlli pU3HKIB;
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5) mist neprkaBHOI peecTparlii JJikapchbkoro 3aco0y Mae OyTH MpU3ynuHeHa ab0 CKacOBaHa;
6) 10 pilIEHHS PO JEePKaBHY PEECTPAIIiIO JTIKAPCHKOTO 3ac00y HEOOX1JHO BHECTH 3MiHHU.

Pimenns, mpuifHsiTe Ha MiACTaBl MyHKTY 4 1€l YaCTHMHM, Ma€ MICTHUTH 3aXOAd 3 MiHiIMi3arii
pU3UKIB 1 OyIb-Ki YMOBH 4YM OOMEXEHHS, SIKI MAlOTh OyTH BHECEHI JO pIlIEHHS MpO JEpKaBHY
peecTpartito JiKapCchKOro 3acooy.

SIkmio y BUMAaKy, nepeadayeHoMy IyHKTOM 6 I1i€] YaCTHHH, PEKOMEHAYEThCS 3MIHUTH a00 101aTh
iHpOpMaLiI0 O KOPOTKOT XapaKTEPUCTHKHU JIIKAPCHKOTO 3acoly, TEKCTy MapKyBaHHs a00 JMCTKa-
BKJIQJIKM, y pIilIeHHI Mae OyTH 3amporoHOBaHO (OpPMYJIIOBaHHS TakKoi 3MIHEHOI 4YHM JOJaHOT
iH(popMaIlii, a TakoXK MicIle, B SKOMY Ma€ PO3MIIyBaTUCs B KOPOTKiM XapaKTepHUCTHIIl Mpemnapary, Ha
MapKyBaHHI 200 Y JIUCTKY-BKJI L.

9. Ilopsimok Ta yMOBHU 3IiHCHEHHS HPOLEAYpPH, NependadyeHol i€l CTATTer0, 3aTBEPKYIOTHCS
LEHTPAJIbHUM OpraHOM BHKOHABYOi Biajau, IO 3alesnedye (OpPMyBaHHS Ta peallizye Iep:KaBHY
HOJITUKY Y cpepi OXOPOHHU 3T0POB’sL.

10. Opran Jep>KaBHOTO KOHTPOJIIO OMPUIIIOIHIOE 3BITH MPO OLIHKY, pEKOMEH[Allil, BUCHOBKH 1
pitneHHs, 3a3HadeHi y crartax 95-101 mporo 3akoHy, Ha cBoeMy odiliiiHOMy BeO-moprani i3
3a0€e3MeYeHHsIM MOXKJIMBOCT] BUIBHOTO IOCTYIY /10 HUX.

Tnasa IV.
Haruisa 3a nocTpeecTpaniiiHIMU J0C/IiIZKEHHIMU Oe3MeKH

Crarrs 102. ITocTpeectpariifHi 10CaiPKeHHS 0€3MEKH JIIKapChbKUX 3ac001B

1. TlomokeHHs 11i€l TIIaBU 3aCTOCOBYIOTHCS 10 HEIHTEPBEHLIWHUX IOCTPEECTPAIiTHIX
JTOCHTIDKeHb Oe3MeKH JIKAPChKUX 3ac001B, sKi 1HIMIIOIOTHCS, YIPABISIOTHCS Ta (HIHAHCYIOTHCS
BJIACHUKOM peecTpallii 100poBiIbHO Ta/ab0 BiANOBIAHO 10 3000B’A3aHb, NOKJIAJAEHUX HA HHOTO 3T1IHO
13 crartamu 24 a6o 32 uporo 3akoHy, i sKi nmepeadadaroTh 30ip JAaHUX 3 OE3MEKH BiJ| MAIIEHTIB YU
(haxiBIiB 3 MEIUIHOIO Ta/a00 (papMaIeBTUUHOIO OCBITOIO.

2. IlpaBuia 11i€i m1aBu HEe NOPYIIYIOTh 3aKOHOJABCTBO, 110 TAPAHTYE MPaBO HA 37A0POB’S Ta 1HIII
npaBa YYaCHUKIB HEIHTEPBEHIIMHUX MOCTPEECTPALIMHUX JOCIIHKEHD OC3IEKH.

3. Taki nocnimkeHHs He MOBUHHI 3/1IHCHIOBATHUCS, AKIIO (DAKT MPOBEIACHHS JOCIIHKEHHS CIpUsE
MIPOMOTIIT JIIKAPCHKOTO 3aC00Yy.

4. Buriatu (axiBIsiM 3 MEIMYHOIO Ta/a00 (GapMalleBTHYHOIO OCBITOIO 32 Y4acTh y NMPOBEACHHI
MOCTPEECTPAIMHUX JTOCHIIKEeHb O€3MeKH MalTh OOMEXKYBaTUCS BHUKIIOUHO KOMIIGHCAIIEID 3a
BUTpPAYEHUH Yac i BUTPATH.

5. Opran naep)kaBHOTO KOHTPOJIFO Ma€ IpPaBO BHMaraTd BijJ BJIACHUKA peecTpalii HaJgaHHA
MIPOTOKOITY 1 MPOMDKHUX 3BITIB TOCIIIKEHb.

6. BiacHuk peectpailii MOBHHEH YyIPOMOBXK 12 MICAIIB 3 JHS 3aKiHUCHHS 300py AaHUX MOAATH JI0
Oprafy Jep:KaBHOTO KOHTPOJIO 3aKJIFOYHHM 3BIT MPO TOCIIHKEHHS Ta OIMPUITIOIHUTH 1X PE3yJIbTaTH.

7. Tlig 4ac mpoBeAeHHS TOCHIPKEHHS BJIACHUK PEECTpAIlii MOBHHEH 3/1MCHIOBATH MOHITOPUHT
OTpUMAaHMX JaHMX 1 aHali3 1X BIUIMBY Ha CMiBBIAHOIICHHS "KOPUCTH/PU3HK" JTIKapCHKOTO 3aC00Yy.

Bynp-sika HOBa iH(OpMarisi, 0 MOXKE BIUIMHYTH Ha OIIHKY CITiBBITHOIICHHS "KOPUCTH/PU3UK"
JIKapChKOro 3aco0y, MOBIIOMIISIETCS OpraHy JEepXKAaBHOI'O KOHTPOJIIO Y HOPSIIKY, BCTAaHOBIEHOMY
LEHTPAJIbHUM OpraHOM BHKOHABUOI Bilajau, M0 3alesneuye (OpPMyBaHHS Ta peallizye Jep:KaBHY
MOJIITUKY Y cepi OXOPOHHU 37IOPOB’SI.

BukoHaHHS 000B’SI3KIB 11010 TaKUX IOBIIOMJIEHb HE CKAaCOBY€ BHMOIY LIbOTO 3aKOHY L1070
HAQJIaHHS pE3yNbTaTiB JOCTIDKEHb BIIACHUKOM pEECTpallii y MepioAWYHO OHOBIIOBAHMX 3BITax 3
0e3TeKHr BiIOBIIHO JIO CTAaTTi 95 1bOro 3aKoHy.

8. Crarti 103 i 104 nporo 3akoHy 3aCTOCOBYIOTbCS BUKJIKOYHO 0 JOCHIJKEHb, 3a3HAYCHUX Y
YACTHHI MEPIIii i€l CTaTTi, M0 MPOBOIATHCS BiMOBIIHO 0 3000B’s13aHb, BCTAHOBIICHUX CTATTIMH 24
a60 32 11poro 3aKoHy.

Crarrsa 103. [IpoTokoia nocTpeecTpaiftHuX J0CTiKEeHb Oe3MEKH JIIKapChbKUX 3aC001B

1. Jo mpoBeAeHHS TOCTPEECTPALIMHOTO IOCHTIDKEHHS OE3MEeKH JKApChKUX 3ac001 BIIACHHUK
peectpariii 3000B’sI3aHUN MOAATH 10 OpraHy JEp>KAaBHOTO KOHTPOIO MPOEKT MPOTOKOIY TaKOTO
JIOCJIIJDKEHHS.

2. Ilicnst HamaHHS MPOEKTY MPOTOKOJY OpPraH JEPKABHOTO KOHTPOIIO y CTPOK Ta y TOPSJKY,
BCTAHOBIICHI IIEHTPAJIbHUM OPraHOM BHUKOHABUOi BIaju, 1[0 3abe3neuye (GOpMyBaHHS Ta peanti3ye
JIepKaBHY MOJITHKY y chepi OXOpOHU 310POB’sI, HA/Ia€ BIIACHUKY PEECTpAIIii:

1) HI/ICT—HOBiI[OMJ'IeHHH IMPO 3aTBCP/KCHHS ITPOCKTY IMPOTOKOJIY;

2) NUCT-NOBIIOMIIEHHS IIPO BIIMOBY B 3aTBEP/UKEHHI IPOEKTY MPOTOKOIY, Y SKOMY 3a3HAYa€ThCs
JeTajabHe OOTPYHTYBaHHS MPUUHSATOTO PIICHHS 33 HAIBHOCTI OyIb-sIKO1 3 TAKUX IT1JICTaB:

JOCITIJKCHHS CITPHSIE TIPOMOIIIT JIIKApCHKOTO 3ac00y;
MPOEKT JAOCIIIKEHHS HE BIJIMOB1Ia€ METI JTOCITIPKSHHS,

3) JUCT-IOBIIOMJIEHHS MPO TE, L0 JOCHIKEHHS (BUMPOOYBaHHS) € KIIHIYHUM 1 MiANagae mij
JIIF0 3aKOHOAABCTBA MO0 KIIIHIYHUX JOCTIKEHb (BUIPOOYBaHb).

3. HocmimkeHHss Moke OyTH pO3MOYATO BIACHUKOM PEECTpaLii JIMIIe Micasi OTPUMAaHHS HUM BiJ
OpraHy JIep>KaBHOIO KOHTPOJIIO JINCTA-IOBIIOMIICHHS, 3a3HAUEHOT0 y MYyHKTI | 4acTuHU Jpyroi wi€i
CTarTi.

4. Byab-AKi iCTOTHI 3MiHU JO TPOTOKOINY ICIS TOYaTKy JOCII/DKEHHS MalOTh TOAABaTHCS 10
OpraHy JAep’KaBHOTO KOHTPOJIIO 110 iX BIpoBa/uKeHHs. OpraH Aep’KaBHOTO KOHTPOJIO TPOBOIHMTH
OLIIHKY TaKHX 3MiH Ta 1H(QOpMye BIaCHUKA peecTpalii Npo iX 3aTBepAKeHHs a00 Mpo HE3roqy L0/ iX
BIIPOBA/KCHHSI.
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Crarrsa 104. 3BIiTHICTH 3a pe3ylbTaTaMH MOCTPEECTPAIHHUX TOCTIKEHb OC3MEeKH JIIKapChKUX
3ac00iB

1. Bmacauk peectpartiii miciis 3aBEpIIeHHs JTOCTIKEHHs 0€3MeKH JTIIKapChKUX 3aC001B BIPOIOBXK
12 MicsmiB 3 JHsI 3aBepIICHHS 300py JaHUX 3000B’sI3aHUI MOAATH 70 OpraHy JEPKaBHOTO KOHTPOJIO
3aKJIFOYHUH 3BIT PO MPOBEIEHE TOCIIIKEHHS Ta ONPHIIIONHUTH PE3YJIbTAaTH TOCIIKECHHS.

2. BriacHuK peecTpallii MOBHHEH OIIHUTH, YW BIUTMBAIOTH PE3YJIBTATH JOCIIKCHHS Ha JCepP)KaBHY
peecTpallito JiKapchbKoro 3acoly, i B pa3i HE0OXiIHOCTI MOAATH A0 OpraHy JEp)KAaBHOTO KOHTPOIIIO
3asBYy PO BHECEHHS 3MiH JI0 PEECTPAIIfHOTO JOChE Ha JTIKapChKUii 3acio.

3. Pa3om i3 3aKJIIOYHHMM 3BiTOM PO JOCITIDKEHHS BIACHHUK peecTpalii 3000B’s13aHUI MOAATH /10
OpraHy Jep»KaBHOTO KOHTPOJIIO Pe3IoMe pe3yibTaTiB JOCTIKEHHS B €IEKTPOHHIHN (GopMi.

Crarrs 105. Oninka pe3yJabTaTiB MOCTPEECTPAMINHUX TOCTIKEHb 0€3MeKH J1KapChKUX 3ac001B

1. Ha mixcraBi pe3yabraTiB JOCHIDKEHHS 1 MICIS MPOBEACHUX KOHCYJBTALId 3 BIACHUKOM
peecTparlii opraH JIep>KaBHOTO KOHTPOJO MPHUHMAE PIMIEHHS PO BKHUTTS 3aXOJIIB MO0 JIEPKaBHOT
peecTpariii JikapCchKOro 3aco0y 13 3a3HaYEHHSM BiJMOBIIHUX OOIPYHTYBAaHb.

2. Opran Jep>kaBHOTO KOHTPOJIIO 3000B’s3aHMN HE TMi3HIimIE HDK mporsroM 30 AHIB 3 JTHS
MIITOTOBKH 3BITY PO OILIHKY MPUUHATH PIIMICHHS MPO 3aJUIICHHS 03 3MiH, PO BHECEHHS 3MiH 0
Jep’KaBHOI peecTpaiii, Mmpo mNpu3ynuHeHHs abo Tpo CKacyBaHHA [ii Jep>KaBHOI peecTparii
JTIKapChKOTO 3ac00y.

Opran aepKaBHOTO KOHTPOIIIO 3000B’si3aHUI MOIH(GOPMYBaTH BIIACHUKA peecTparlii JTiKapChKOro
3aco0y Mpo MPUIHATE PIIICHHS.

3. V pa3i HeoOXigHOCTI BHECEHHS 3MiH 0 JepKaBHOI peecTpallii JKapchKoro 3acoly 3a
pe3ynbraTaMi MPUAHSATTS OPTaHOM JIEP’KaBHOTO KOHTPOJIO PIlIEHHS BIACHUK peecTpallii moaae o
3a3HAYEHOTO OpraHy 3asBy MPO BHECEHHS 3MiH, OHOBIIEHY KOPOTKY XapaKTePUCTHKY JIKapChKOTO
3aco0y Ta JUCTOK-BKJIAJKY Yy CTPOKH, 3a3HAYCHI Yy PIIICHHI.

I'maBa V.
IMnuiemenTanisi, AejieryBaHHs i peryJilOBaHHsA

Crarra 106. 3axomu 1mIom0 TrapMoHi3amii HOPMATHBHOTO 3a0e3Me4eHHs MAiSUIbHOCTI 3
(apMakoHarIs Iy

1. ApnanroBanuii 110 3akoHOmaBcTBa  €Bpomelickkoro  Coro3y  MOPSAIOK — 3MIHCHEHHS
(hapmakoHarmsAay, SSKUNA 3aTBEPHKYETHCS IIEHTPAIbHUM OPraHOM BUKOHABYOI BIIATH, IO 3a0e3redye
(opMyBaHHS Ta pealizye JepKaBHY MOJITHKY Y chepi OXOPOHHU 3A0POB’sl, MICTUTb, ajleé HE BUKITIOUHO,
TaKi CKJIQJ0B1 3/[IHCHEHHS (papMaKOHATTISTY:

1) miaxoau 0 ympaBiHHS Ta 3MICT MacTep-dailny cuctemu (papMakoHaIsILy, U0 30epira€Thes y
BJIaCHMKA peecTpallii;

2) MiHIMalbHI BHMOTH JI0 CHCTEMH SIKOCTI Ui 3[A1MCHEHHs (papMakoHAIIsILy OpPraHoM
JIEP’KaBHOTO KOHTPOITIO 1 BIACHUKOM PEECTPAIlii JTIKapChKOTO 3ac0o0y;

3) BUKOPHUCTAHHS y3rOXKEHOI HAa MDKHAPOJHOMY PiBHI TEPMIHOJIOTI, (hOpMaTiB 1 CTAaHAAPTIB IS
3aificCHeHHS (papMaKOHAITISY;

4) MiHIMQJIbHI BHMOTH JI0 MOHITOPMHTY JaHUX Oa3M JaHuX 3 (QapMakoHAIISAy OpraHy
JIEP’KAaBHOTO KOHTPOIIIO JIsl BUSIBIICHHSI HOBUX PU3UKIB 200 3MIHH BHSIBICHUX PU3HKIB;

5) Bumoru a0 (opMu 1 3MICTy €JIEKTPOHHOI Iepenadi MOBIIOMJIEHb MpO HeOa)xkaHl peaxiii
OpPraHOM JIEP>KaBHOTO KOHTPOJIIO Ta BIACHUKOM PEECTpaLlii;

6) BUMOTH 10 GOPMHU 1 3MICTY TMEPIOTUIHO OHOBJIFOBAHUX 3BITIB 3 OC3MEKU 1 IJIAHIB YIPaBITiHHS
pHU3MKaMU Ta MOPSIIOK 1X mepeaadi B eJIeKTPOHHIN dopwMi,

7) Bumoru 110 (HOpMHU 1 3MICTy MPOTOKOIIB, PE3fOME 1 3aKIIOYHHX 3BITIB MOCTPEECTPALIMHUX
JOCIIKEHb O€3MEeKH.

[Ipu 3aTBep/pKEHHI MOPSKY 3AIHCHEHHS (apMaKOHAIISALY [EHTPAIbHUIA OpraH BHUKOHABUYOI
BIaaU, Mo 3abe3nedye (HOpMyBaHHS Ta pealizye JepKaBHY IOJNITUKY y cepi OXOPOHH 3710POB s,
BpPaxoOBy€ PEKOMEHJAIlli I0J0 MIKHAPOMHOI rapmoHizamii y cdepi ¢apmakoHarisigy Ta B pasi
HEOOX1THOCTI Mepernifaae Moro 3 ypaxyBaHHIM TEXHIYHOTO Ta HAYKOBOTO MPOTPECY.

Crarrsa 107. HactanoBu 110710 31iiicHeHHS (hapMaKOHATIISI Y

1. HanexHi mnpakTuku (apMakoHADISILy Ta TPOBEACHHS MOCTPEECTPALIMHUX OCIHIKCHb
e(DeKTUBHOCTI 3aTBEP/KYIOTHCS IIEHTPAILHUM OpPraHOM BHWKOHABYOI BJIaaM, M0 3abe3mneuye
dhopmyBaHHS Ta peasizye JAep)KaBHY IMOJITHKY y chepl OXOpPOHU 3II0POB’S, sIK Tady3eBl CTaHAAPTH Y
(hopMi HACTaHOB, AAANTOBAHKUX A0 BiAMOBIIHUX BUMOT, BCTAHOBJICHUX €BporneicbkiuM Cor30M.

Po3aia X.
HATJISAA I KOHTPOJIb

Crarrsa 108. 3aBnanHs 1epKaBHOTO HATIILY (KOHTPOIIO) Y cdepi TKapchKux 3aco0iB

1. deprxaBHuil HArIsI1 (KOHTPOJIb) ¥ cepi NKapChKUX 3ac001B 3A1HCHIOETHCS 3 METOIO MEPEBIPKU
JIO/Iep>KaHHS BUMOT 3aKOHO/IaBCTBA 11010 3a0e3neueHHs e()eKTUBHOCTI, SIKOCTI Ta O€3IMeKH JTIKapChKUX
3ac00iB 1 paBWII 3IHCHEHHS 1X 00ITY.

BrnacHuku peectpatii, BUpOOHUKH, IMIOPTEPH, JUCTPUO IOTOPHU JIKApChKUX 3aC00IB Ta BIACHUKH
anTeK CIUIAuyIoTh IOPIYHI BHECKU HA peaji3allilo 3aX0/iB JAepKaBHOTO HAMSAAY (KOHTPOIIO) y cdepi
JIKapChbKUX 3ac001B, K1 3apaxoBYIOTbCA JO JOXOAIB creuianbHoro ¢oHay Jlep:kaBHOro OromxkeTy
Vkpainu Ha crienianbHui paXyHOK. Po3Mip MIOpiYHMX BHECKIB, MOPSIOK IX BHECEHHS Ta 3aCTOCYBAaHHS
CaHKIi 3a ix Hecruiaty BcTaHOBIIOIOThCA Kabinetom MinicTpiB Ykpainu. CTATHEHHS HIOPIYHHUX
BHECKIB Ha pealli3allifo 3ax0JiB JIEPKaBHOTO HANIAMy (KOHTPOIO) y cdepi JIKApChKUX 3aco0iB HE
HAKJIQJa€ Ha OpraH AEp’KaBHOTO KOHTPOIIO YKOJHHUX 3000B’s3aHb, IO MOXYTh BIUTMBATH Ha HOTO
HE3aJIeKHICTb.
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3axoau JIep>KaBHOTO HarIsAAy (KOHTPOIO) y cdepi JIKapChbKUX 3ac00iB 3A1HMCHIOITHCA Y (popmi
NIEePEeBIPOK, PEBi3il, OMIAIIB, 0OCTEXKEHB, BIIOOPY 3pa3KiB, JJAOOPATOPHOIO aHAIi3y KOHTPOJIO SKOCTI
JTKapChKUX 3ac00iB, KOHTPOJBHHUX 3aKyIiBENb JIKAPCHKUX 3acO0iB MmiJ yac peamizamii (BiIImycKy)
JKapChKUX 3aco0iB IpoMaJsiHaM, MOHITOPUHTY 3a BHKOHAHHSM HOPM IIbOTO 3aKOHY Ta B IHIIHMX
(opmax, BU3HAYEHUX 3aKOHOM.

2. [opsiok 3aificHEHHST 3aX0/1B JA€pKABHOTO HAMISLy (KOHTPOIO) y cdepi JliKapchKUX 3aco0iB,
aJlanTOBaHWK N0 3aKoHOJaBCcTBa €Bpomeiickkoro Coro3y, BcTaHOBIIOEThCs Kabinetom MiHicTpiB
VYKpainu Ta BKIIIOYaE:

1) mopsA0K MpOBEICHHS MEPEBIPKH 10 BUIAU1 JIIIECH311;

2) mopsAIOK MPOBEIEHHs IUIAHOBUX Ta MO3AIlJIAaHOBUX IEPeBIpOK (1HCIEKTYBaHb) IOTPUMAHHS
JileH31aTaMu JIIEH31MHUX YMOB Ta HaJCKHUX MPAKTUK;

3) mopsAOK IMPOBEACHHS MEPeBIPOK (IHCHEKTYBaHb) 3 METOK MiATBEPIKEHHS BIIINOBITHOCTI
BCTAaHOBJICHUM B YKpaiHi BUMOraM HaJI)KHUX TPAKTUK, y TOMY 4YHCIi OpokepiB (TOProBHX
nmocepeaHukiB) y cdepi o0iry JikapcbKux 3aco0iB, Ta IHCIIEKTYBaHHS 1HO3€MHUX BHPOOHUKIB
JiKapchbKuX 3aco0iB Ha eTami JAepaBHOI peecTpallii JTiKapchKUX 3aco0iB Y BHUIAIKaxX, MependaueHux
UM 3aKOHOM;

4) mopsmok BimOOpY 3pa3KiB JIKApChKUX 3aco0iB Ha BIAMOBIIHUX e€Tamax ixX o0Iiry mms
MIPOBEJICHHS 1a00OPATOPHOTO KOHTPOIIIO 1X SKOCTI;

5) TOpsSAOK TPOBEACHHS KOHTPOJIBHOI 3aKyIMiBII JIIKapChKUX 3aco0iB T Yac peamizamii
(BiAmycKy) JIiKapChbKUX 3aC001B TpOMaJISTHaAM.

[Mopsimok miaTBEpIKEHHS BiAOBIAHOCTI BUPOOHHUIITB JIKApCHKUX 3aCO0iB, PO3TANIOBAaHHUX MM03a
MeXaMH YKpaiHu, BU3HAUCHUM B YKpaiHi BUMOTaM HaJIeKHOI BUPOOHWYOT MPAKTUKHA BCTAHOBITFOETHCS
LEHTPAJIbHUM OpraHOM BHKOHABYOi Biajau, IO 3alesneuye (OpPMyBaHHS Ta peallizye JIep:KaBHY
HOJITUKY y c(epl OXOPOHHU 30pPOB’S, 3 ypaxyBaHHSM IOJIOKEHb, NepeadadeHux cTarTero 47 1boro
3akony.

Crarra 109. CrneuianbHi TOBHOBRXEHHS OpraHy J€p:KaBHOTO KOHTPOIIO

1. HdepxaBuuii Harsia (KOHTPOJIb) 3a JOAEPKAHHSAM BHUMOT JIIEH3IHHUX YMOB IPOBAKEHHS
TOCHOAAPCHKOT AISUIBHOCTI 3 BUPOOHUITBA, IMIOPTY (KpiM ADI), onToBOi TOPriBili, BUTOTOBJIEHHS
(BUpOOHUIITBA) B yMOBaxX amnTeKkd, po3ApiOHOI TOPTiBIi JKAPCBKUMHU 3acO0aMH, ITiITBEPIKECHHS
BIJIMOBIIHOCTI BCTAHOBJIEHUM B VYKpaiHi BHMOTaM HaJIeXXHOI BUPOOHMYOI MPAKTUKU, HAJIEKHOI
MPaKTUKK AUCTpHOyHii (y TOMy 4YHCH JisIbHOCTI Opokepa y cdepi 00iry JikapchKuX 3aco0iB),
HAJIEKHOI anTeyHOi MPaKTHKH Ta 1HIIUM HAJEXHUM MpaKTHKaM, cepTH(dikaiis sIKOCTI JIKapChbKUX
3ac00iB i1 MIXKHAPOAHOI TOPTriBii Ta miaTBepKeHHs it ADI, 1m0 eKCIIOPTYIOThCS, 3AiIHCHIOIOTHCS
OpraHOM JIePKaBHOTO KOHTPOJIIO, SIKUW € OpTraHOM JIIIIEH3YBaHHSI, BITOBIIHO /10 3aKOHY.

2. Tlopsnok ceprudikamii SKOCTI JKapChbKUX 3aco0iB Ui MDKHApOJHOI TOPTiBIL Ta
miarBepkeHas st ADI, 1m0 eKCHOpPTYIOThCS, aJaNTOBAaHWN 10 3aKOHOJABCTBA CBPOIEUCHKOTO
Coro3y, BCTAaHOBIIIOETHCS LIEHTPAJILHUM OpraHOM BMKOHABYOI BIaJH, 110 3a0e3neduye popMyBaHHS Ta
peaitizye JepKaBHY MOJITUKY Y cepl OXOPOHH 3/10pOB’s.

3. Opran Jep>kaBHOTO KOHTPOJIIO Ta HOTO TEPUTOPiaIbHI OPTaHu 3A1MCHIOIOTH JACP)KaBHUM HATJIS
(KOHTpONb) 3a JOACP)KAaHHSM 3aKOHOJABCTBA MPO JIKAPChKi 3aco0M, 3a0e3meuyroTh peanti3alliio
JIepKaBHOT TOJIITUKU OO0 3a0e3MeUeHHs SKOCTi, Oe3MeKH Ta e(pEeKTHBHOCTI JIIKapChbKUX 3ac00iB 3
ypaxyBaHHSIM TOJIOKEHb 3akoHy Ykpainu "[Ipo oCHOBHI 3acaau JEep>KaBHOTO HAMISALY (KOHTPOJIO) Y
chepi rocmogapchKoi AiIILHOCTI" Ta 0COOIMBOCTEH, BU3HAYCHUX IIUM 3aKOHOM.

4. OpraH nep)KaBHOTO KOHTPOJIO Ta HOTO TEpUTOpialibHI OpraHM MaloTh IMPaBO 3IIHCHIOBATH
3aX0[IM JIEP>KaBHOTO HarIsAAy (KOHTPOJIO) TUIAHOBOTO Ta TIO3AIUIAHOBOTO Xapakrepy y ¢opmi
IHCIIEKTYBaHHA Ta y (opMi mepeBipku (IHCIEKTYyBaHHs) O BUIaul JLEH31l, 10 MPOBOAUTHCS 3a
MicCIIeM MTPOBAKEHHS TOCIOAPCHKOT AISUTBHOCTI Cy0’ €KTa roCrolaproBaHHs 200 HOro BiJOKpEeMIICHUX
I1IPO3/AUTIB SIK B YKpaiHi, TaK 1 32 KOPIOHOM.

5. 3a pesynbraraMu 31 CHEHHS JEp:KaBHOTO HAIIsNy (KOHTPOJIIO) y cdepi JIKapchbKUX 3aco0iB
OpraH JIep>kaBHOTO KOHTPOJIIO MA€ MPaBO:

1) B yCTaHOBIEHOMY 3aKOHOM HOPSIIKY 3yHHHSTH Ta MOHOBIIIOBATH MOBHICTIO a00 YacTKOBO JIiIO
JieH3ii Ha MPOBa/PKEHHS TOCIONAPCHKOI MAiSUIBHOCTI 3 BHPOOHUITBA, IMIOpPTYy (kKpim ADI),
BUTOTOBJIEHHSI (BMpPOOHHWIITBA) B YMOBaxX AamTeKH, OINTOBOi Ta PO3APIOHOI TOPTiBil JIIKAPCHKUMHU
3aco0amu;

2) 3a HasBHOCTI MIACTaB Ta B YCTAHOBJICHOMY 3aKOHOM TOPSJIKY MPUUHATH PIIIEHHS PO
3a00poHy a00 MPO TUMYACOBY 3a00pPOHY O0ITY Ta 3aCTOCYyBaHHS cepii (cepiit) JTIKapchKOro 3aco0y, 10
HE BIANOBiAae (HE BIANOBIAIOTH) BHUMOTaM, BH3HAYEHUM HOPMATHBHO-NPABOBMMHU aKTaMU Ta
HOPMAaTUBHUMHM JOKYMEHTaMH, a TaKOXK JIIKAPCHKUX 3ac00iB, II0 BBO3STHCS HA TEPUTOPII0 YKpaiHU
a00 BUBO3ATHCS 3 TEPUTOPii YKpaiHW 3 MOPYIICHHSM yCTAHOBJICHOTO 3aKOHOIABCTBOM IIOPSIZIKY, Ta
3000B’513aTH BIAMOBIIHUX Cy0’€KTIB TOCTIOAPIOBAHHS BIUIYYUTH X 3 O0ITY.

6. Ilopsinok BCTaHOBIIEHHS 3a00pOHU (THMYAcOBOi 3a00pOHM) 1 BHIIyYEHHS 3 00Iry JKapChbKUX
3aco0iB Ha TepuTOpii YKpaiHH BCTAaHOBIIOETHCS IIEHTPATBHAUM OpPraHOM BHKOHABUOi BIIAIH, IO
3a0e3nedye GopMyBaHHS Ta peaisye JAeprKaBHY MOIITUKY Y chepl OXOPOHH 310POB’sl.

7. Opran aep:kaBHOTO KOHTPOJIO (hOpMye€ Ta Beze 0a3zy JaHUX 00iry JiKapchKUX 3aco0iB.

ITopsimok popmyBaHHs Ta BeieHHs 0a3u JaHuX OOIry JIIKapchbKUX 3ac001B, BAMOTH A0 iH(pOpMaIlii,
IO MiJUIAra€ BHECEHHIO 10 0a3M JaHuX, a TaKoK TMOPSIOK BHMKOPUCTaHHS Takoi iH(popmamii
BCTAHOBITIOIOTHCS IIEHTPAILHUM OPraHOM BUKOHABYOI BIIAJH, 110 3a0e3mneuye (OpMyBaHHS Ta peaizye
JepKaBHY MOJITHKY Y cepi 0XOpOHHU 37I0POB’ .

Crarra 110. OcobnamMBOCTI MpOBEACHHS IUIAHOBUX Ta TIO3aIUIAHOBHX 3aXOJiB JIEP:KaBHOTO
KOHTPOJIIO BHUpPOOHMIITBA, IMmIopTy (kpim A®I), omToBOi Ta pO3apiOHOT TOPTIBII JIIKAPCHKUMU
3acobamu
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1. BupoOHHMITBO JTiKapChKUX 3aco0iB HAa TepHTOPii YKpaiHW, a TaKoX PO3TAIIOBaHE B IHIIUX
KpaiHax BHPOOHMLTBO JIIKAPCHKHX 3ac00iB, IO BBO3ATHCS B YKpaiHy, IMIOPT JKapChbKUX 3aco0iB
(xpim ADI), onToBa Ta po3apiOHA TOPTIBISA JIKAPCHKUMH 3aCO0aMHM IMiUIATAIOTh CHCTEMATHIHOMY
Jep>)KaBHOMY Harvsiy (KOHTPOJIO).

JlJiss IpOBEICHHS 3aXO/IiB JEPKABHOTO HANISINy (KOHTPOJIO) OpraH JEp>KaBHOTO KOHTPOIO Ma€e
MpaBO BUKOPHCTOBYBAaTH IIIJIbOBI HAJIXOKEHHS BiJ CyO’€KTIB TOCTOJApIOBaHHS Ta 1HO3EMHHX
BUPOOHHMKIB JIIKAPCHKUX 3aC00iB, 1[0 BHOCATHCS HUMH Ha MOTOYHI Ta JIEMTO3UTHI OAHKIBCHKI paxyHKH
Oprafy Jep:KaBHOTO KOHTPOJIO. BUKOpUCTaHHS TaKuX LIThOBUX HAJAXOMKEHB /ISl IPOBEACHHS 3aX01B
JIepKaBHOTO HAIISMY (KOHTPOIO) HE HAKJIAJIAa€ Ha OpraH JeP>KaBHOTO KOHTPOIIO JKOIHHUX 3000B’sI3aHb,
10 MOXKYTh BIUTMBATH Ha HOTO HE3aJICKHICTD.

[TnatHicTh 200 0€30IUIATHICTH MOCIYT, PO3MIp Ta MOPSI0K BHECEHHS IUIATH 3a IUIATHI MOCIYTH,
MOB’sI3aH1 3 IPOBEACHHSM 3aXOJIB JIEP)KAaBHOIO Hamsiny (KOHTPOdI0) y cdepi 00iry aiKapcbKux
3aco0iB Ha TepuTopii Ykpainu abo B IHIIUX KpaiHax, BU3Ha4aroThes Kabinerom MiHicTpiB YkpaiHu.

2. OpraHn JepaBHOTO KOHTPOJIIO Ta HOTO TEPUTOPiabHI OpraHy 3a HasBHOCTI MiICTaB MPOBOAATH
M03aIlJIAHOBI 3aXOJU JCP)KABHOTO HArIsAAy (KOHTPOIIO) y cdepi 00iry JikapchKux 3aco0iB, y TOMY
yucli 0e3 MOMepeAHbOro MOBIMOMIICHHS, 1 B pa3l HEOOXIAHOCTI - IIJISXOM HAJAaHHA 3aluTy Ha
MIPOBE/ICHHS KOHTPOITIO SKOCTI 3pa3KiB JIKapChKUX 3aC001B B YIIOBHOBAXKEHIH J1abopaTopii 3 KOHTPOIIIO
SKOCTI JIIKAPCHKUX 3aC001B.

3. Ilopsimok mpoBeieHHsI IUTAHOBUX Ta MO3aIUTAHOBUX 3aXO/IB JIEP)KaBHOTO HANNISAY (KOHTPOIIIO) y
cdepi 00iry JiKapchbKUX 3ac00iB BCTAHOBIIOETHCS Y TIOPSIIIKY, BU3HAYCHOMY YaCTHHOIO JAPYTOIO CTaTTi
108 uporo 3akony.

4. OpraH JAep:kaBHOTO KOHTPOJIIO TPOBOAUTH IEPIOAWYHI IJIAHOBI Ta IO3AIUIAHOBI 3aXOIH
JIEP)KAaBHOTO HAmIsALy (KOHTPOI0) y cdepi o0iry JiKapchKUX 3aco0iB 3a MICISMHU IMPOBAKCHHS
JSTTEHOCTI BUPOOHMKIB, Y TOMY YHCJII PO3TAIIOBAHKMX B IHIIUX KpaiHax, iMmopTepiB (kpim ADI) abo
TUCTpHO IOTOPIB JTIKAPCHKUX 3aC00iB, @ TAKOXX BUPOOHUKIB, IMIIOPTEPIB 200 JUCTPHO IOTOPIB ATFOUMX
peuoBuH (ADI), ki 3HAXOMAThCA HA TEPHUTOpii YKpaiHM 1 BXKHMBAIOTH 3aXO/iB pearyBaHHS 3a
pe3yabTaTaMu Jep>KaBHOTO KOHTPOITIO.

Opran ep>kaBHOTO KOHTPOJIIO Ta HOTr0 TepUTOpiajbHI OPraHu MPOBOAATH MEPIOANYHI MJIAHOBI Ta
MO3aIUTAHOBI 3aX0/IM JCPKABHOTO HATISTY (KOHTPOI0) y cepi o0iry JKapCchKUX 3ac00iB 3a MicCIeM
MIPOBAKEHHS JiSTILHOCTI Cy0’€KTIB TOCTIOJAPIOBAaHHS, K1 3IHCHIOIOTH TOCIIONAPCHKY MiSUIBHICTD 3
BUTOTOBJICHHSI (BUPOOHUITBA) JIIKAPCHKUX 3ac00iB B yMOBax anTekW, po3ApiOHY TOPTiBIIO
JTIKapChKUMHU 3ac00aMM, MEIUYHY TMPaKTHKY (B 4YacTHHI OOIry JIKapChbKUX 3ac00iB), 1 BKHBAIOThH
3axO0JliB pearyBaHHs 3a pe3yJIbTaTaMu JIeP>KaBHOTO KOHTPOITIO.

Opran Jiep>kaBHOTO KOHTPOJIIO 32 HasIBHOCTI Mi/ICTaB, epe10adyeHux 3aKOHOJaBCTBOM, MA€ TPaBO
MIPOBOJIUTU 1HCHEKTYBAaHHA (NEPEBIPKH) 3a MICLEM IPOBADKEHHS ISJIBHOCTI BUPOOHMKIB abo
TUCTpUO FOTOPIB Aitounx pedoBrH (ADI), siki mepeOyBarOTh B IHITUX KpaiHaX.

5. 3axoau JepKaBHOTO KOHTPOIIO MOXKYTh IPOBOAMTHUCS Y BIIACHUKA PEECTpALlii.

6. Opran Jep>kaBHOTO KOHTPOJIO MOYKE MPOBOIUTH MO3AIUIAHOBI 3aXOIU JEP)KaBHOTO HATIISIY
(KOHTPOJII0) BUX1/IHOT CHPOBMHH BUPOOHMKIB 32 3a51BOI0 BUPOOHHUKA.

7. 3axomm HOEpKaBHOTO HAMISAY (KOHTPOJIO) TMPOBOMATHCS TOCAJAOBUMH 0CO0aMH OpraHy
JIEP’KaBHOTO KOHTPOITIO Ta HOTO TEPUTOPIalIbHUX OPTaHiB, sIKi MAIOTh MPAaBO:

1) 3aiiicHIOBaTH IJIAaHOBI Ta MO3AIUIAHOBI 3aX0/U JAEPKABHOTO KOHTPOJIO BUPOOHMYMX Ta IHIIUX
CTPYKTYPHHUX IiJIPO3/LJIIB BUPOOHHUKIB Ta/ab0 iMIOpTepiB JiKapchkux 3aco0iB, ADI abo momoMi>KHUX
peyoBHH 1 Oy/ib-sIKUX Ja0opaTopiil, 10 CHIBOPAIIOIOTH 3 HUMHU;

2) 3paiiicHIOBaTH BiAOIp 3pa3KiB JIIKAPChKUX 3acO0IB Ha BCIX eTamax iX 00iry, y TOMy 4YHCIi B
JKYBaJbHO-IPO(UIAKTHYHUX 3aKJIaJax, 30KpeMa JUIsl HE3aJICKHHUX JIOCHTIDKECHb, IO TPOBAIATHCS
YIOBHOBAXXEHOIO J1a00paTOPIEr0 3 KOHTPOJIIO SKOCTI JIIKAPChKUX 3aC001B;

3) mepeBipaTH Oyab-sKi JOKYMEHTH, IO HaJeXaTh JO TNpeAMEeTa JEP)KaBHOTO HarIsIy
(KOHTpOITIO), BIIMOBIAHO A0 3aKOHO/IaBCTBA;

4) TmpoOBOAMTH TMiJ dYac 3AIMCHEHHS 3aXOJiB JEepPKaBHOTO HArIAy (KOHTPOJIIO) TMEPEBIPKY
IPUMILIEHB, Oyb-IKUX JOKYMEHTIB, Y TOMY YHUCIHi MacTep-daiin cucremu dpapMakoHATISAAY BIaCHUKA
peectpaitii, abo 0cid, 3aTy4eHUX BIIACHUKOM pEECTpalii A0 3MIMCHEHHS MisUIbHOCTI, 3a3HA4eHOi B
po3auri IX mporo 3akoHy.

8. Ilicnsg KOKHOTO 3axoAy JEpXKaBHOTO HamisAAy (KOHTPOJIO) OpraH AEp>KaBHOTO KOHTPOIIIO
CKJIaJIa€ akT abo 3BIT OO BIAMOBIAHOCTI 00’ €KTa MEPEBIPKM BUMOTaM JIIEH3IHUX YMOB, HAJIEKHUX
MpakTUK a0o0 BIJIMOBIAHOCTI BIAaCHUKA peecTpauii BuMoram posauty IX nporo 3akoHy 1 Hajmae ix
00’ €KTY TIEPEBIPKH.

9. llo 3arBep/KeHHSI aKkTa abo0 3BITY OpraH JAEp>KaBHOTO KOHTPOJII MOBHHEH HaJaTh Cy0’ €KTY,
TUSTTBHICTD SIKOTO TIEPEBIPSAETHCS, TPABO HAJIATH CBOT KOMEHTApI.

10. Opran gepaBHOTO KOHTPOJIO Y TOPSAKY, BCTaHOBIeHOMY Kabinerom MiHicTpiB YkpaiHu,
Moyke 3000B’s13aTH BUPOOHUKa, SIKUW mepedyBae B 1HIIIN KpaiHi, IPONUTH 1HCIIEKTyBaHHS (IIEPEBIPKY),
3a3HaueHy B Wi CTarTi, SKUOIO 1HIIE HE NepeadayeHo MIKHAPOJHOI Yrolow (MiKHAPOAHUM
JIOTOBOPOM), paTudikoBaHOO (paTudikoBaHuM) YKpaiHoOIo.

11. ITpoTsATOM BCTaHOBIIEHOTO 3aKOHOJIABCTBOM CTPOKY, ajie He Oubiie 90 mHIB MiCis TPOBEISHHS
IHCTIEKTyBaHHs (II€pPEeBIPKM) HA BIAMOBIIHICTH JILEH31MHUM yMOBaM, BUMOTaM HaJIEKHOI BUPOOHUYOT
npaktuku (GMP) ab6o wnamexHoi mnpaktuku mguctpuOyiii (GDP), cy0’ekTy, CTOCOBHO SKOTO
3MIMCHIOBANIMCS TaKi 3axOAH, BUIAETHCA CepTU(IKAT MPO BIAMOBIIHICTH BHUMOTaM HAJICKHOI
BUpoOHNYOI npaktuku (GMP) abo HanexHoi mpaktuku auctpudyuii (GDP), skuio nepesipkoro Oyze
BCTAHOBJICHO, 1[0 BiH BIANOBiAa€ BUMOraM Halie)kHOT BUpoOHMYOi mpaktuku (GMP) ta HanexHoi
npaktuku auctpudyii (GDP), y nmopsaky, BcranosneHomy Kabinerom MinicTpiB YkpaiHu.

12. Bugani B yCTaHOBJIIEHOMY MOPSAIKY cepTU(IKaTH MPO BIAMNOBIAHICTE BUMOTaM HAJEXKHOI
BupoOHn4oi mnpaktukun (GMP) 1 nanexHnoi npaktuku auctpudyuii (GDP) BHOcCATBCS opranom
JICP)KaBHOTO KOHTPOIIO 70 0a3u JaHWX, 3a3HAYCHOi y YacTWHI choMii ctarti 109 mporo 3akoHy.
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Joctym 10 iHGopMaIlii, o MICTUTHCS y 3a3Ha4YeHIN 0a3i JaHUX, € BIIKPUTHM.

13. SIkmo 3a pe3ynpratamMu 3AIHCHEHHS 3aXO/iB JEPKABHOTO HAISAY (KOHTPOIIIO), 3a3HAYEHUX Y
i CcTarTi, BCTAHOBJICHO HEBIAMOBIAHICT, 00’€kTa TIEepeBIpKH (IHCIIEKTYBaHHS) BHUMOTaM
3aKOHOJIABCTBa Ta/ab0 BUMOTaM HaJEKHUX MPAKTUK, iH(OpMALlig MPo 1€ BHOCUTHCS A0 0a3u JaHHX,
3a3Ha4eHoi y yacTuHi choMiii ctarti 109 1iporo 3akoHy, OpraHoM Jep>kaBHOTO KOHTPOJIIO.

14. SIxmo 3a pe3yabraramMu 3/1iHCHEHHS 3aX0/iB JICP)KABHOTO HAIISY (KOHTPOIIIO), 3a3HAUYCHHUX Y
Lif CcTarTi, BUABICHO, L0 CUCTeMa (hapMaKOHAINIALy BJIACHUKA PEECTpallii HE BiJNOBIJIAE OMHCY B
mactep-(aiin cucreMu (papMakoHAITISILy Ta HE BHUKOHYIOTHCS BHUMOTH po3ainy IX mporo 3akony,
OpraH JIepKaBHOTO KOHTPOJO 1H(GOpPMYe TIpO BHUSABICHI HEBIAMOBIIHOCTI/HENOMIKA BIACHUKA
peecTpallii, Ja€ HOMy MOXJIMBICTh HaJaTHM KOMEHTapl Ta YCYHYTH TakKi HEBIAMOBIIHOCTI/HEIOMIKH Y
BU3HAYCHI CTPOKH.

VY pa3i morpebu opraH Jep>KaBHOTO KOHTPOJIO BXKHMBA€ 10 BJIACHUKA PEECTpallii HEOOXiTHUX
3aXOMiB JUIsl 3aCTOCYBaHHS €(EKTHUBHUX, MPOMOPIIMHMX Ta CTPUMYIOUMX 3aXOMiB y BHUMAAKaX,
nepen0aueHnX 3aKOHO/IaBCTBOM.

Crarra 111. [loBHOBa)kKeHHS TOCANOBUX OCI0 OpraHy Jep)KaBHOTO KOHTPONIO Ta MHOTo
TEPUTOPiaJIbHUX OpPTaHiB

1. ITocamoBi ocoOu opraHy AEp>KaBHOTO KOHTPOJIIO Ta WOTO TEPUTOpIaIbHUX OPTaHIB y MeXkax
KOMITIETEHIIii, BU3HAYEHOI 3aKOHOM, 32 HAsSBHOCTI MIJCTaB Ta B MOPSAKY, BcTaHOBIeHOMY KaGineTtom
MinictpiB Ykpainu, MatoTh paBo:

1) mepeBipsATH IoAepKaHHS BUMOT 3aKOHOJABCTBA IIMOAO SKOCTI, O€3MeYHOCTI Ta €(EeKTUBHOCTI
JTIKapChKUX 3ac00iB, Y TOMY YHMCII MpaBHJ 31MCHEHHS HAJIEKHMX NPAKTUK HA BCIX eramax ooiry
JTIKapChbKUX 3aC001B;

2) mepeBipATH JOAEP>KaHHS BUMOI 3aKOHOAaBCTBa o0 sikocTi ADI (3 ypaxyBaHHSIM BHUMOT
HaJIC)KHOT BHUPOOHMYOI MPAKTUKMA Ta HAJIEKHOI MPAKTHUKU TUCTPUOYLii) mijg yac iX BHUPOOHHIITBA,
IMIIOPTY, MOCTa4aHHs, yTUJIi3allii a00 3HUILECHHS;

3) Oe3nmepeuIkofHO MPOBOAMTU OIS Oynb-sSKUX BUPOOHUYMX, CKIAJCBKHUX, TOPTrOBEIBHHUX
NPUMIIIEHB CY0’ €KTiB TOCIOAAPCHKOT AISITBHOCTI (3 ypaxyBaHHSIM BCTAHOBJICHOTO PEKUMY POOOTH) Ta
KOHTPAKTHUX Jaboparopiii BIacHUKA JIEH31] HA BHPOOHHUIITBO, IMIIOPT JIIKAPCHKUX 3ac00iB (KpiM
A®I) 3a HasIBHOCTI pilIIEHHs PO MEPEBIPKY;

4) opepxyBaTu B CyO’€KTIB TOCIOJApPIOBaHHS HEOOXIJHI JJi1 TPOBEACHHA IEPEBIPKU
(iHCTIEeKTYBaHHS) BIJIOMOCTI TIPO JOJEP’KaHHS BUMOT CTaHJAPTIB, TEXHIYHHUX YMOB, MaTepiasiB
peecTpaiifHOro JOChe 1 TEXHOJIOTIUHOI TIOKYMEHTAallli, a TAKOXK MPO 3a0e3MeUeHHs SKOCTI JIIKapChbKOTO
3aco0y mij yac BUPOOHHUIITBA, IMIIOPTY, TPAHCIIOPTYBAHHs, 30epiraHHs Ta peasi3alii;

5) BimOMpaTH 3pa3Ku JIIKapchbKUX 3ac001B 1711 1TaOOpaTOPHOI MEPEBIPKHU iX SKOCTI;

6) 3aiMCHIOBATH IUIAHOBI Ta I03aIUIaHOBI 3aXOAM JIEPXKAaBHOTO HamiAny (KOHTPOJO) 3a
JTOTPUMAHHIM BHUMOT 3aKOHOJABCTBA IOAO SKOCTI JIKApChKUX 3ac00iB y GopMi MEpeBIipoK, peBi3iid,
OTJISAIB, OOCTEKEHb Ta B IHIIMX (opMaX, BUZHAYCHUX 3aKOHOM, a TAKOXK 3/1MCHIOBATH KOHTPOJIBHI
3aKyHiBIIi JTIKapChKUX 3ac00iB i yac peanizallii (BiAMycKy) JiKapChKUX 3ac001B IpOMaIsTHAM;

7) naBatu OOOB’SA3KOBI JUIi BHMKOHAaHHS HPUIIUMCH Ta PO3MOPSKEHHS IPO YCYHEHHs
HEBIAMOBIAHOCTEH (MOPYIIEHB) TaTy3eBUX CTaHIAPTIB (HACTAHOB), TEXHIYHUX YMOB, (papMaKOMEeHHUX
cTarel, MaTepiajiB PeeCTPALIHHOIO JIOChE 1 TEXHOJIOTIYHOI JIOKyMEHTallll, a TaKoXK NP0 YCYHEHHS
HEBIMOBIMHOCTEW (MOpYyIIeHb) MiJ dYac BUpOOHUIITBA, IMmopty (kpim ADI), 30epiranss,
TPAHCIOPTYBaHHA Ta peanizauii Jikapcbkux 3aco0iB, ADI;

8) mepenaBaru opraHam J0CYIOBOTO PO3CIIiIyBaHHs MaTepialiv 3a pe3yIbTaTaMy MEPEeBiPOK MO0
00CTaBHH, SIKi MOXKYTh CBITYMTH PO BYMHEHHS KPUMIHAILHUX MPABOIOPYIIICHb;

9) ckmamaTM OPOTOKOIM TMPO aJAMIHICTPAaTHBHI IPaBOMOPYIIEHHS, HakiagaTh mrpadu Ta
PO3MIAAATH CIIPABU PO aIMIHICTPATUBHI IPABOMOPYILEHHS Y BUMAKaX, epe10adyeHUX 3aKOHOM;

10) mpuiimMaté B yCTaHOBIIEHOMY TOPSIKY pIlIeHHsS Mpo 3a00pOHY 1 BWIy4YeHHs 3 00iry
Jikapcbkux 3aco0iB, A®I, mo He BIANOBIAIOTH MaTepiajlaM pPEeCTPaliifHOro J0Che, BHUMOTaM,
BU3HAUEHUM HOPMATUBHO-IPAaBOBUMM aKTaMM Ta HOPMAaTHUBHMMHU JOKYMEHTaMM, TIajy3eBUMHU
CTaHJapTaMH, a TaKOX JIIKAPCHKUX 3ac00iB, 1110 BBO3ATHCS Ha TEPUTOPit0 YKpaiHu abo BHBO3SATHCS 3
TepuTOpii YKpaiHu 3 MOPYIICHHSIM yCTaHOBJICHOTO 3aKOHOIaBCTBOM TIOPSIIIKY;

11) moBHICTIO 200 YaCTKOBO 3YMUHSATH BUPOOHHIITBO (BUTOTOBJICHHS ) JTIKAPCHKUX 3aC001B, IMIOPT
JikapchKuX 3aco0iB (kpiM ADI), onToBy Ta po3apiOHY TOPTIBIIO JIKAPCHKUMHU 3aC00aMH BHKIIIOYHO 32
PILIEHHSIM CYy, KpIM BHUIA/IKiB, BU3BHAYEHNUX YaCTUHOIO JIBAHAATOIO CTATTi 13 Ta YaCTHHOIO I’ SITOKO
ctarti 109 nporo 3akoHy;

12) 3miiicHIOBaTH TaITy3€BY aTeCTAIliI0 JJa00paTOpPiil 3 KOHTPOIIO SIKOCTI JTIKApPChKUX 3aCO01B;
13) 3ailficHIOBaTH iHIII TOBHOBAYKEHHS, BU3HAUEHI 3aKOHOM.

3aKkOHHI BUMOTHM IOCAJIOBUX OCIO OpraHy Jep»aBHOTO KOHTPOJIO Ta MOro TEPUTOPiaJIbHUX
OpraHiB € 000B’I3KOBUMH /10 BUKOHAHHS.

2. TlocamoBi ocoOM opraHy JIep>KaBHOTO KOHTPOJIIO Ta MOTO TEPUTOpIaIbHUX OPTaHiB HECYTh
BIJIMOBIIAJILHICTh 32 PO3TOJIOMICHHS 1HQOpMaIlii, Mo cTaja iM BiZOMa B pe3yJbTaTi BUKOHAHHS
CITy’k00BUX 000B’SI3KIB 1 OXOPOHSETHCS BIAMOBITHO IO 3aKOHOJABCTBA.

Crarra 112. ®i”aHcyBaHHS 1 MarepiajibHO-TEXHIYHE 3a0€3Me4YeHHs] [ISJIbHOCTI OpraHy
JIEpKABHOT'O KOHTPOJIIO

1. Opran nepaBHOTO KOHTPOJIIO € IIEHTPAJbHUM OpPraHOM BHMKOHABYOI BIIAAM, IO peaizye
Jep’KaBHY TOJITUKY y c(epi KOHTPOITIO SIKOCTi, O€3MEeYHOCT] Ta €(HEKTUBHOCTI JIKAPChKUX 3ac001B, 13
CHEIiaIbHUM CTaTyCOM.

2. di"aHcoBe 1 MaTepiadbHO-TEXHIYHE 3a0€3MeUeHHS IsITbHOCTI OpPraHy Jep>KaBHOTO KOHTPOJIO
Ta HOoro TepuTopiadbHUX OpPraHiB 3/1MCHIOETHCA 32 PaxXyHOK KomTiB JlepkaBHOro Orompkery YkpaiHu,
BHECKIB, IO CIUIAUyIOThCS Cy0’€KTaMH TOCMOJAPIOBaHHS y BUMAAKaX, MepeadaueHuX UM 3aKOHOM, 3
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IHIIMX JpKepels, He 3a00pOHEHMX 3aKOHOM, a TaKOXK MOXKE 3/IMCHIOBATHCSA 3a PaxXyHOK 3aJTy4eHHS
MDKHAPOAHOT TEXHIYHOI JOIOMOTH.

3. BrnacHl HaIXOKEHHS OpraHy JEp)KaBHOTO KOHTPOJIO, OTPUMaHi K IjlaTa 3a BIAMOBITHI
HOCIIYTH, 3apaXxOBYIOThCS /10 JIOXOIIB creuiaabHoro (ouay JlepkaBHoro Oromxkery VYKpaiHM Ha
crieniagbHUi paxyHok. Tapupu Ha TOCHYrH, SKi HAJalOTbCd OPraHOM JIEP>KAaBHOTO KOHTPOIIIO,
BCTaHOBIOIOTHCS Kabinerom MiHicTpiB YKpaiHu.

4.V JlepxkaBHOMY Oro/pkeTi YKpaiHM BUJATKU Ha (piHAHCYBaHHS OpraHy JIEp>KaBHOTO KOHTPOJIIIO
BU3HAYAIOTHCS OKPEMHM PSJIKOM Ha PiBHI, 110 3a0e3reuye Halle)kHEe BUKOHAHHS TIOBHOBA)XEHb OPTaHy
JIEP>KaBHOTO KOHTPOJIIO, ajieé He MeHIIOMY 3a 50 BiJICOTKIB BIIACHUX HAJXOMKEHb OpPraHy JIep>KaBHOTO
KOHTPOJIIO, OTPUMAHHUX SIK TIaTa 32 HAJaHHS BIAMOBITHUX MOCIYT 3a MONepeaHiil O0MKEeTHUH piK.

5. Opran Jep>aBHOTO KOHTPOJIIO € TOJOBHUM PO3MOPSIHUKOM KOWITIB Jlep:kaBHOTO OHOIKETY
VYkpainu, 1o BUAUISIOTECS IS Horo (iiHaHCyBaHHS.

T'ostoBa oprany ep:kaBHOIO KOHTPOJIIO MPEACTaBIIA€ OPraH JEp:KaBHOIO KOHTPOIIIO 3 IIUTaHb HOro
(inancyBaHHs Ha 3acigaHHsax KaOinety MiHicTpiB YKpaiHu.

6. 3apobiTHa 1mara MpamiBHUKIB OpraHy JepXKaBHOTO KOHTPOJIIO, SIKI € Jep>KaBHUMH
CIIyOOBIIIMH, CKJIQJIA€ETBCS 3 MOCAZAOBOTO OKJIAAy Ta HaA0aBOK 1 TpeMid, BCTaHOBICHUX
3aKOHOABCTBOM IIPO JIepKaBHY CITykKOy.

[locamoBi oOkJaAM TpAliBHUKIB OpraHy JEp:KaBHOTO KOHTPONIO, SIKI € Jep>KaBHUMHU
CITy’)KOOBIISIMHU, BCTAHOBJIOIOTHCSI OPTAHOM JIEPKABHOTO KOHTPOJIO 32 IMOTOKEHHSIM 13 IIEHTPaTbHUM
OpraHOM BHMKOHaBUOl BIajM, 110 3a0e3neuye (GpopMyBaHHS Ta peasizye AepkKaBHY MOMITHKY Yy cdepi
OXOPOHH 3/10POB’sl.

[TocamoBi okJ1au MPAIiBHUKIB OpraHy J€PKAaBHOTO KOHTPOJIIO HE MOXYTh OyTH HIDKYUMU 32:
1) 12 miHiManbHUX 3apOOITHUX ILJIAT - JIJISl TOJIOBH,

2) 11 miHiManbHUX 3apOOITHUX TUIAT - JIJIs1 3aCTYITHUKA TOJIOBH;

3) 10 mMiHiMaNBbHUX 3apOOITHHUX IUIAT - U HAYaJIbHUKA JIeNapTaMeHTy;

4) 9 MiHIMaJIbHUX 3apOOITHHUX TUIAT - U1 HauaJbHUKA YIIPaBIiHHS,

5) 8 MiHIMaIBHHUX 3apOOITHUX TUIAT - ISl HAYAIbHUKA BiIJILTY;

6) 7 MiHIMaIbHHUX 3apPOOITHUX IUIAT - 1711 HAYAJIbHUKA BIJALTY Y CKJIa/ll YIIpaBIiHHS.

JUia ninedt miel cTarTi po3Mmip MIHIMaIbHOI 3apOoO0ITHOI IJIaTH BHU3HAYAETHCS 3aKOHOM IIPO
JIep’KaBHUH OFOIDKET Ha BiMOBITHUH PiK.

7. Po3mip mpemiii mTpamiBHUKaM OpraHy JepKaBHOTO KOHTPOJIO, SIKi € JIepKaBHUMH
CITY>KOOBIISIMH, BU3HAUAETHCA 3 YpPaxyBaHHSM KJIIOYOBHX ITOKa3HUKIB €()EKTUBHOCTI, PO3POOIICHUX
OpPraHoOM JIEP>KaBHOTO KOHTPOJIIO.

8. Ilopsimok Ta po3mip OIJIaTH Mpalli MpalliBHUKIB OPraHy JEpPKAaBHOTO KOHTPOJIIO, SIKI HE €
Jep’KaBHUMHU CITY>KOOBIISIMHM, BU3HAUAIOTHCS OPTaHOM JEpyKaBHOTO KOHTpoito. Po3mip omnatu mpaii
MPaLliBHUKIB OpraHy JAEp>KaBHOTO KOHTPOJIIO, IKI He € JepKaBHUMHU CIYKOOBISIMU, BU3HAYAETHCS 3
ypaxyBaHHSIM KJIIOYOBUX MTOKA3HHUKIB €(PEKTHBHOCTI, pO3POOIIEHUX OPTaHOM JEP>KaBHOTO KOHTPOIIIO.

Crarrsa 113. ['onoBa oprany JepaBHOT0 KOHTpo:to. [TpaliiBHUKN oprany JepKaBHOTO KOHTPOJIIO

1. TonoBa oprany nep>kaBHOTO KOHTpOJIIO Tpu3HadaeThcsi KabGinerom MiHicTpiB Ykpainu 3a
IOJIAHHAM KEepIBHMKA LIEHTPAJIbHOIO OpraHy BHMKOHABYOi BiaJu, 110 3ale3neuye (opMyBaHHS Ta
peatizye Jiep>KaBHY MOJITHKY Y chepi OXOPOHH 370pOB’ s, IKHIl BHOCUTH ISl IPU3HAYEHHS Ha TOCaTy
OJTHOTO 3 TPHOX KaHAMATIB, BiAIOpaHUX 3a pe3ylibTaTaMi KOHKYPCHOTO BiOODYy.

TostoBa opraHy Jaep»aBHOTO KOHTPOITKO MPU3HAYAETHCS HA ITOCATy CTPOKOM Ha ITsITh pokiB. OmHa
1 Ta cama ocoba He MOXke 00iiiMaTh Tocaay TOJIOBH OPraHy ACPXKaBHOTO KOHTPOIO OibIIe TBOX
CTpPOKIB.

He moxxe OyTu mpu3HaueHa Ha TOcCaay TOJOBH OpPTaHy JAep>KaBHOTO KOHTPOIIO 0co0a, sika He
NpOHIIIA CHemialibHy TMEepeBipKy, mependadeHy 3akoHoM Ykpainu "IIpo 3amoOiranHs kopymmii", i
nepeBipKy, nependadeny 3akoHoMm Ykpainu "[Ipo ounnienHs Biaan".

ITopsaiox MpoBeNEHHS KOHKYPCY Ha IOCaay IOJIOBU OpraHy JI€p:KaBHOIO KOHTPOJIIO, BUMOTH 10
KaHIUAATIB Ha TOcajly TOJIOBH, MiACTaBH NPUIIMHEHHS IOBHOBA)XEHb TOJOBHU BCTAHOBIIOIOTHCS
MOJIOKEHHSIM TIPO OpTraH Jep>KaBHOIO KOHTPOJIIO, 110 3aTBepaKyeThest Kabinerom MinicTpiB YikpaiHu.

2. TlpamiBHUKaMU OpraHy Jep:KaBHOTO KOHTPOJIIO € JIepKaBHI CIy»KOOBII Ta ocoOw, sKi
MPAIIOIOTh 32 TPYIOBHM JOTOBOPOM. JlepKaBHUMHU CITY)KOOBISIMH € TOJIOBA, 3aCTYITHHKH TOJIOBH,
KEPIBHUKU CTPYKTYPHUX MIJIPO3IITIIB OpraHy AepKaBHOTO KOHTPOIIO, & TAKOXK 1HIII MPAIiBHUKH, SKi
3aliMaloTh MOCA/IN JAEP>KaBHOI CITy>KOH BIAMOBIIHO JI0 IITAaTHOTO PO3IHUCY.

3. ExcnieproM opraHy JAep>KaBHOTO KOHTPOJIO € 0co0a, sika MPOBOAWTH HAYKOBY OIIHKY 3asB,
MOJIAHUX JI0 OpraHy JEp>KaBHOTO KOHTPOJIIO, BUKOHYE 1HIII (DYHKIIT, 1110 TOTPeOyIOTh HAyKOBOI OLIIHKU
B paMKax MpOIeayp, L0 3HIMCHIOIOTHCS OPraHOM JIEP’KaBHOTO KOHTPOJIO BIAMOBIAHO 10 HOTrO
MoBHOBakeHb. [locama excriepra opraHy Jep)KaBHOTO KOHTPOJIO HE HAIEKHUTH 10 Kareropii mocan
nepkaBHOI ciryxOu. Ocobm, siKi 3aliMalOTh MMOCaay EKCHEPTIB OpraHy Jep>KaBHOTO KOHTPOIIO, €
cy0’€KTaMHM JIeKJIapyBaHHs, Ha SIKUX MOIIUPIOETHCS IS MOJIOKeHb 3akoHy YKpainu "lIpo 3amobiranus
Kopymuii" moao 3amo0iraHHs Ta BPETYIIOBAHHS KOH(IIKTY I1HTEpPECiB, a TaKOX BHUMOTH IIOJO
3ano0iraHHs Ta BPETYIIOBaHHS KOHMIIKTY 1HTEpECiB, BU3HAUEHI IUM 3aKOHOM.

4. Y pa3i HEIOCTAaTHOCTI BHYTPINIHIX pPECypCiB OpraH JEp:KaBHOTO KOHTPOJIIO Ha TMiACTaBi
LMBUILHO-TIPABOBUX JIOTOBOPIB MOXE 3adydyard OcCi0 [ BUKOHAHHSA OKPEMHUX 3aBllaHb OpraHy
JIepKaBHOTO KOHTpoJto. Ha Takux oci0 mommprorThes BUMOTH 1IOJI0 JIeKJIapyBaHHs, 3al00iraHHs Ta
BpETy/IIOBaHHS KOH(JIIKTY IHTEpEeCiB, BU3HAYCHI YACTUHOIO JPYTOIO II€T CTATTI.

Crarrs 114. KoHdmikT iHTEpeciB
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1. Ileit 3akoH mepenbayae MOAATKOBI MO0 BU3HAYEHHMX 3akoHOM Ykpainu "lIpo 3amobGiranus
KOpyIuii" BUMOTH 110710 KOH(IIIKTY IHTepeciB, 30KpeMa CIelialbHOro KOH(IIIKTY IHTEpEeCiB.

2. CnemianpHuil KOH(MIIKT 1HTEPECIB - 11€ HASBHICTh IHTEPECIB, IO CTOCYIOTHCS a00 MOXYTh
NOTCHINIMHO CTOCYBaTHCS MEIMYHOI, (hapMalleBTUYHOI Ta IHIIMX Tajxy3ed, MOB’s3aHuX 13 chepamu
MMOBHOBA)KEHb OPTaHy JIeP>KaBHOTO KOHTPOJIIO.

3. TomoBa oprany nepKaBHOTO KOHTPOJIO, WOTO 3aCTYHNHHMKH, KEPIBHUKH CTPYKTYPHHX
MiAPO3ALTIB, EKCIEePTH, IHCIEKTOpU Ta 1HII 0CcOOM, 3allyueHl A0 pealizailii MOBHOBaXEHb OpraHy
JIep’KaBHOTO KOHTPOMIO (Hali - CyO’€KT crenianbHOT0 KOH(MIIIKTY iHTEpeciB) He IMOBHHHI Maru
(hiHAHCOBMX UYMW IHIIWX 1HTEPECIB Y MEIWYHIN, (hapMaleBTUYHINA Ta IHIIUX TaIy3sX, MOB’sA3aHUX 13
IIOBHOBA)XEHHSIMH OpPTaHy JEP>KaBHOTO KOHTPOJIO, [0 MOXYTh BIUIMHYTH Ha TIXHIO HEYIEPEHKEHICTb.

4. Cy0’exT cnemianbHOro KOH(IIKTY 1HTEpeciB 3000B’S3aHUN MJISTH HEYNEPEeIKEHO Ta B
IHTEepecax CyCHIJIbCTBA 1 MIOPOKY IOAABATH JCKJIAPAIlI0 MPO HASBHICTH/BIACYTHICTh CIEIIATILHOTO
KOH(ITIKTY 1HTEpECIB.

5. IllopiuHa neknapaiiss NpO HASIBHICTH/BIACYTHICTh CHELiaIbHOIO KOH(QIIIKTY 1HTEpECIB
BHOCHUTBCSL JI0 PEECTPY, IO BEAETbCS OPraHOM JAEp>KaBHOTO KOHTPOJIO Ta IMyONIKyeTbcs Ha HOro
o(iniiHoMy BeO-CauTI.

6. Cy0’ekT crieniaJbHOTO KOH(IIIKTY 1HTEpeCiB y pa3i 3MiHM a00 3’sCyBaHHs HOBHX OOCTaBWH,
II0/I0 SIKUX BUHUK 200 MOXKE€ BUHMKHYTH CIIE€LiaJbHUN KOHQUIIKT 1HTEpeciB, HEBIAKIAIHO, MPOTATOM
24 roawH 3 JHS, KOJMHM BiH Ji3HABCSA MPO TaKi 3MiHH, MOBIJOMIISE TPO HEOOXITHICTH BHECEHHS [0
JeKjapalii 3MiH 100 HasBHOCTI/BIJICYTHOCTI CIIE€L1aJIbHOTO KOH(IIIKTY 1HTEPECIB.

7. Opran JepaBHOTO KOHTPONIO 3a0e3ledyye BHUKOHAHHS L€l CTaTTi MUISIXOM MPUAHATTA
BHYTPIIIHBOI MOJITHKH MIOAO CIIEHIaTbHOTO KOH(MIIIKTY 1HTEpECiB Ta 1HIIUX HEOOXITHUX BHYTPIIIHIX
aKTiB.

8. BHyTpIlTHS TOJTITHKA OpTraHy JIep:KaBHOTO KOHTPOJIIO MO0 CIeiaTbHOTO KOH(IIIKTY iHTepeCiB
Mae mependavaT, 30KpeMa, HasiBHICTb MPOLEAYpY MOAAHHS IIOPIYHOI JEKIapallii mpo creriaaibHui
KOH(QUIIKT 1HTEpECIB, MPOIEIyPH MOBITOMIICHHS PO HOBI OOCTAaBUHM, IMOAO SIKUX MOXE BHHHKHYTH
crieliaJbHUi KOH(MIIKT 1HTEpecCiB, HACTIIKA HEJAOTPUMAHHS BUMOT OO CIELIATbHOTO KOH(IIKTY
IHTEpeCiB, MPOLEAYPHU YIIPABIIHHS CIIEI[IaIbHUM KOH(IIIKTOM 1HTEPECiB.

Crarrsa 115. KoHTposb 3a TisSUIbHICTIO OpTraHy JepKaBHOTO KOHTPOJIIO

1. JlisIpHICTE Oprany Jep>KaBHOTO KOHTPOJIIO MIJISATAE MIOPIYHIN He3aIeKHIM 30BHIMIHIN OIIHII,
sKa TPOBOIUTHCS KOMICI€IO 13 30BHIIIHBOTO KOHTPOIIO Yy CKiIami Tpbox ocid. Ckiam xomicii i3
30BHIIIHBOTO KOHTPOIO (GopMyeThes 3a nopaHHsaM BepxoBnoi Panu Ykpainu, Kabinety MinicTpi
VkpaiHu Ta HEHTPaJIbHOTO OpraHy BUKOHABYOi BiaaW, 1o 3abesmedye (GOpMyBaHHS Ta peajizye
JIepKaBHY HOJITUKY y c(epl OXOPOHH 310pOB’sl, Ta OHOBJIIOETHCS, SIK IPABUJIO, OJIUH pa3 Ha JIBa POKU
abo 3a moTpedu - y pa3l HEMOMKJIMBOCTI YJ€Ha KOMICIi 13 30BHIIIHBOIO KOHTPOJIO 3 00 €KTUBHHMX
MPUYMH BUKOHYBAaTH BUMOTH, BU3HAYCHI LII€I0 CTATTEIO.

Bepxosna Pana Ykpainu, KaGiner MinicTpiB YkpaiHu Ta IEHTpadbHUN OpraH BUKOHABYOI BIIAJIH,
1o 3a0e3mneuye GOpMyBaHHS Ta peaji3dye JepKaBHY MOJITHKY Y cepl OXOpOHH 340pOB’s, pa3 Ha JiBa
POKH BH3HAUYaIOTh 10 OJHOMY WIEHY KOMIcii 3 umcna oci0, sSiki MaroTh He MeHII 5K 10 pokiB T0CBimy
pobotu y cdepax, 30KpeMa, OXOpPOHHU 30pOB’s, YMPAaBIIHHSI, aJIMIHICTPYBaHHs, NpaBa, (DiHAHCIB,
€KOHOMIKH, ayJUTy, BUPOOHHIITBA a00 TEXHOJOrM B YKpaiHi, y AepikaBax - wieHaX €BpONEHCHKOro
Coro3y abo B ycraHoBax €Bporneiicbkoro Coro3y, He0OX1/1HI 3HAHHS Ta HABUYKHU IS POBEICHHS TaKOi
OIIIHKH, & TAaKOXK O€3/I0TaHHY PEeITyTallifo.

2. He morxe OyTH 4JI€HOM KOMICIT 13 30BHIIIHBOTO KOHTPOJIIO:

1) ocoba, yrmoBHOBa)K€HAa Ha BHWKOHAaHHS (YHKIIA Jep:kaBH ab0 MICIIEBOTO CaMOBPSIYBaHHS
BiAMoBiAHO 10 3akoHy Ykpainu "[Ipo 3amobiranus xkopymiii'";

2) ocoba, sika 3a pilIeHHSIM CyAdy BU3HAHA HEI€3aTHOIO a00 /Ti€3aTHICTh K01 0OMeXKeHa;

3) ocoba, sika Ma€ CyAMMICTh 32 BUMHEHHS 3JI0YMHY YU KPUMIHAJIBHOTO MPOCTYIKY, SKIIO Taka
CYIUMICTh HE ToramieHa abo He 3HATa B YCTAHOBJICHOMY 3aKOHOM TOPSIIKY, a00 Ha SIKy MPOTATOM
OCTaHHBOTO POKY JI0 JIHS MOJaHHS
3a8BM HA y4acTb Y KOHKYpPCI HAKJIQAAJIOCs aJMIHICTPAaTUBHE CTATHEHHS 3a BUMHEHHS KOPYMLIHHOTO
IIPaBOIOPYIIECHHS;

4) ocoba, sika BIPOIOBX IONEPEAHHOTO POKY HE3aJeKHO BiJ CTPOKY BXOAWJIA JO CKJIAaay
KEpIBHUX OPraHiB MMOJITHYHOI MapTii;

5) oco0a, sika BianmoBigHO 10 3akoHy Ykpainu "[Ipo 3amoOiranHs xopymiii" € OJI1M3bK0I0 0c00010
TOJIOBH, 3aCTYITHUKA TOJIOBHU, KEPIBHUKA CTPYKTYPHOTO MiAPO3ILITY OPraHy JAep>KaBHOTO KOHTPOJIIO;

6) ocoba, sKa € YICHOM OpraHiB YNpaBIiHHSA Ta/ab0 mpsiMO abo OIMOCEPEIKOBAHO BOJIOJIE
MiApUEMCTBAMA 200 KOPIIOPaTMBHUMHU TpPaBaMH CyO’ €KTIB TOCTOJApIOBAaHHS, SIKI TMPOBAIATH
TOCHOAAPCHKY MAISIBHICTh 3 MEIUYHOI MPAKTUKH, 3 BHPOOHMIITBA JIIKAPCHKHX 3aco0iB, ONTOBOI,
PpO3ApiOHOI TOPTiBII JIKAPCHKUMU 3ac00aMH, IMIOPTY JiKapchbkux 3aco0iB, abo wieHu ciM’i sKoi (B
po3yminHi 3akoHy Ykpaiam "lIpo 3amobiranns kopymiii') € BJIaCHUKaMW TaKWUX IMIANPUEMCTB abo
KOPITIOPaTUBHUX IMpaB Ta/ab0 WieHaMH OPTaHiB YIPaBIiHHS TaKUX CyO’ €KTIB TOCIIOIapIOBAHHS;

7) ocoba, sika He3aJIeKHO BiJl CTPOKY BUKOHAHHS TOBHOBa)KEHB OyJia MPaIliBHUKOM IIEHTPAILHOTO
opraHy BHUKOHAaBYOi BIIaJ, IO 3a0e3nedyye (GopMyBaHHS Ta pealidye Jep)kaBHY TOJITHKY y cdepi
OXOPOHH 37I0pOB’s1, Ta/ab0 OpraHy Aep>KaBHOTO KOHTPOJIIO BIIPOIOBK MONEPEAHIX JIBOX POKIB;

8) ocoba, Onu3bKi ocobu sikoi (B po3ymiHHI 3akoHy Ykpainu "IIpo 3amobiranHs kopymiii")
HE3aJIS)KHO BiJl TPHUBAIOCTI OynM NpaliBHUKAMH LEHTPAJbHOTO OpraHy BHKOHABUOi BIAJH, IO
3abe3neuye GOpMyBaHHS Ta peajizye Jep>KaBHY MONITUKY y cdepi OXOPOHHU 3/10pOB’s, Ta/abo opraHy
JIep’KaBHOTO KOHTPOJIIO BIIPOJIOBXK TONEPEIHIX TBOX POKiB. YNeHM KoMicii 30BHIIIHBOTO KOHTPOIIO
JIIOTh HE3aJIe)KHO Ta HE TMOBMHHI BUKOHYBAaTH Oyb-sKi JOPYYEHHS, BKa3iBKH, HaJaHI OYIb-SKOIO
0c000I0.
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3. Jlns mpoBeJeHHST HE3aJIC)KHOI 30BHIMIHBOI OI[IHKM YICHH KOMICIi 13 30BHINTHBOTO KOHTPOIIIO
MaloTh TPaBo:

1) moctymy no wmarepiaiiB, iHIIoi iHGopmaiii (IOKyMEHTIB), IO € Yy BOJOJIHHI OpraHy
JIEp’KaBHOTO KOHTPOINO (3 oOMexeHHsAMHU, mepenadadeHnMu 3akoHoM VYipainu "IIpo nepxkaBHy
TaeEMHUIIIO");

2) mpoBOIUTH KOH(INEHIIMHI 1HTEPB’I0 3 MpalliBHUKAMH OpTaHy JIep>KaBHOTO KOHTPOJIIO,
MpaliBHUKAMU 1HIIUX JEepKaBHUX OPraHiB, a TAaKOX IHIIMMU 0COOAMH, SIKI BOJIOAIIOTH iH(OpMaIli€lo
(moxymeHTaMu), HEOOXiHOO (HEOOXiTHUMU) JUTsI IIPOBEICHHS OIIHKHY;

3) 3anmyuaru y pa3i HEOOXIAHOCTI 1HIIMX OCi0 10 BUKOHAHHS OKPEMUX 3aBJaHb Y MEXKax OI[IHKH,
3a YMOBH B3STTS Ha ce0e TakuMU ocoOamu 3000B’si3aHHS 3 HEPO3TOIOMICHHS KOHQIICHIIIHOT
iHpopmarii, mo crama iM BiiomMa y 3B’A3Ky 3 BUKOHAHHSIM TakKWX 3aBJaHb. UineHHW Kowmicii i3
30BHINIHHOTO KOHTPOJIIO 3a0€3IMe4yI0Th HEpPO3royIonIeHHsT KoH(iAeHIIiiHOT iHopMallii, mo craia iMm
BiZlOMa y 3B’SI3KYy 13 3[IHCHEHHSAM CBOiX TOBHOBA)XEHb.

4. KoMicist 13 30BHIITHBOTO KOHTPOJIIO MOYMHAE pOOOTY 1 CiUHS POKY, HACTYITHOTO 32 POKOM, IIO0
SIKOTO 31MCHIOEThCS HEe3aJIe)KHA 30BHIIIHS OLIIHKA ISJIbHOCTI OpraHy JIep:KaBHOr0 KOHTpodro. [Ipoekt
BHUCHOBKY HE3aJIe)KHOT 30BHINIHBOI OI[IHKH ITOJA€THCS TOJIOBI OpraHy JEp:KaBHOTO KOHTPOJIO 10 1
Oepe3Hs A HaJaHHS KOMeHTapiB. [onoBa opraHy nAep)KaBHOIO KOHTPOJIO Hasla€ KOMEHTapl 0
MPOEKTY TPOTITOM JBOX TIDKHIB 13 JHsS #oro orpumaHHs. Komicis 13 30BHINIHBOTO KOHTPOIIO
IPOTATOM JIBOX THXKHIB 13 JHS OTPUMaHHA KOMEHTapiB TOJOBU OpraHy JAEp>KaBHOTO KOHTPOIIO
npuiiMae Taki KOMEHTapi Ta BHOCUTH BIANOBIAHI 3MIiHH 10 TPOEKTy abo BIAXWILE€ KOMEHTapi i
MOB1JOMJISIE TOJIOBY OpraHy JIep>KaBHOTO KOHTPOJIIO PO OOIPYHTOBAHI MPUYMHU BIIXUIICHHS.

5. BHUCHOBOK He3aJeXHOI 30BHIIIHBOI OIIIHKM [iSUIBHOCTI OpraHy JEep’KaBHOTO KOHTPOJIIO
JIOIAETHCS 10 IOPIYHOTO 3BITYy OpraHy AEp>KaBHOTO KOHTPOJIO.

6. Bunaropona 3a 31iliCHEHHSI He3aJIeKHOI 30BHILIHBOI OLIIHKH JAISJIbHOCTI OpraHy JAep>KaBHOTO
KOHTPOJIIO YJ€HaM KOMicii 13 30BHINIHBOTO KOHTPOJIIO Ta BUTPATH, IMOB’si3aHi 3 poOOTOIO KOMICIi,
(hbiHAHCYIOTbCS 32 PaxyHOK KOILTIB AepxaBHOro Oromkery. Ilopsaok po3paxyHKy 1 BUILIATH Yi€HAM
KOMICii 13 30BHIIIHBOTO KOHTPOJIFO BHUHArOPOAM 3a MPOBEJACHHS HE3aJIC)KHOI 30BHINIHBOI OIIHKH
JISUTBHOCTI OpraHy JEp>KaBHOTO KOHTPOJIIO, OPSIIOK (hiHAHCYBaHHS BUTPAT, MOB’SI3aHUX 13 POOOTOIO
KOMicii, BcTaHOBITIOIOThCsI KabineTom MiHicTpiB Ykpainu.

7. 3 Meroro 3a0e3MeueHHs] MPO30pOCTI Ta TI'POMAJCHKOTO KOHTPOJIO 3a [ISUIBHICTIO OpraHy
JIepKaBHOTO KOHTPOJIIO 3 MO3UIII] Mali€HTIB, TPOMAJICHKOTO 3A0POB’sl, CHEIIATICTIB Y cdepl 0OXOpOHU
3JI0pOB’s Ta MPEICTAaBHUKIB (papMalleBTUYHOI rajly31 yTBOpIo€eThcsl Paja rpomMaicbkkoro KOHTPOIIIO, 1110
dbopMmyeTbcs Ha 3acazax BIIKPUTOTO Ta IMPO30POr0 KOHKYpCY y CKJIaai JeB’sATH 0ci0, sKi
nepeoOuparoThesi KoXKHI J1Ba poku. Jlo ckimaay Pagu rpomMaachbKoro KOHTPOJIIO HE MOXKYTh BXOIHMTH
ocobw, 3a3HavyeHi B 4acTUHI Apyrii wiel crarti. [lopsgok nmpoBeAeHHsS KOHKYpCy Ha MOCaau WICHIB
Paau rpoManchkoro KOHTpOIIIO, nepcoHabHUM ckian Pagu ta [lonoxenns npo Pamy rpomancekoro
KOHTPOJTIO 3aTBepAKytoThess KabineTom MiHicTpiB YkpaiH.

8. Paga rpoMaacbKoro KOHTPOIHIO:
1) 3acityxoBye iH(pOpMAaLit0 PO IisIbHICTh, BAKOHAHHS 3aB/IaHb OPTraHy Jep>KaBHOTO KOHTPOIIIO;

2) po3misAae MopivHi 3BITH OpPTraHy JEp:KaBHOTO KOHTPOJIIO 1 3aTBEPKYE CBi1 BUCHOBOK IOJIO
HUX;

3) mae iH111 TIpaBa, nepeadaydeHi [lonoxennsm npo Paxy rpomaicbkoro KOHTPOIIO.

9. Opran JAepXaBHOTO KOHTPOJIO TOTye€ MLIOPIYHMH 3BIT MPO CBOK MAISUIBHICTB, IIO
OTIPHIITIONHIOETHCA 10 15 KBiTHA Ha oQinifHOMY BeO-calTi OpraHy Jep»KaBHOTO KOHTPOJIO. 3BIT MPO
JISUTBHICTH OpraHy AEepP’KaBHOTO KOHTPOJIIO MAa€ BKIIFOYATH, 30KpeMa:

1) y3aragpbHEHy OLIHKY CTaHy crnpaB y cdepi KOMIETEHLIi OopraHy Aep>KaBHOTO KOHTPOJIO,
OCHOBHI TTPOOJIEMH Ta MPOMO3HUIIIT 1I0/I0 X PO3B’SI3aHHS;

2) netanbHl pidyHI CTATMCTUYHI TOKa3HUKU [ISUIBHOCTI OpraHy Jep>KaBHOIO KOHTPONIIO Ta
NOPIBHSAHHA 3 aHAJIOTTYHUMHU TTOKa3HUKaMU MUHYJIOTO POKY;

3) iHdopMalIiro PO MiATOTOBJEH] Ta MOAAHI 1O OpraHy JePKaBHOTO KOHTPOJIIO MPOTO3UII 11010
(dopMyBaHHS JAEp)KaBHOI MOMITUKA y cdepax i1 KOMIETEHLIi, y TOMYy 4YHCIi 3a pe3ylbTaraMu
BIJIC)TIIKOBYBaHHSI 3aKoHOIaBcTBa €Bporelickkoro Coro3y 3 METOK HAONMMKEHHS BIAMOBITHUX
HaIllOHAJILHUX TIPaKTUK 1 TpoIeayp A0 3akoHoAaBcTBa €Bpomeiickkoro Coro3y, Ta MpO CTaTyc
PO3MIISALY TAKUX MPOMO3UILIH.

Crarra 116. OuiHKa €KBIBAJIEHTHOCT! HAlllOHAJIbHUX CHCTEM JEpPKABHOTO PETYIIOBAHHS 00Iry
JKapChKHUX 3ac00iB

1. 3a BnHacHOIO IHINIATHBOIO 200 33 MPOIMO3UINIEI0 1HIIOT KpaiHU OpraH JEp)KaBHOTO KOHTPOIIO
OIIIHIOE €KBIBAJICHTHICTh HAIlIOHAIBHUX CHCTEM JCP)KaBHOTO PETYIIOBaHHS OOITY JIKapChKHUX 3aC001B
KpaiHHU-eKCIIopTepa Ta YKpaiHu.

Ko omiHKa MIATBEPIKY€E EKBIBAJIEHTHICTh, LEHTPAJbHUN OpPraH BHUKOHABYOi BIaaAH, IO
3abe3mneuye (popMyBaHHS Ta pealizye Iep)KaBHY MOJITUKY Yy cepi OXOPOHH 370pOB’S, 32 TOJAHHSIM
Oprasy J1ep>KaBHOTO KOHTPOJIIO MpHUIMae pillieHHs MPO BKJIIOYEHHS TAaKoi KpaiHU J0 MEepertiKy KpaiH i3
CTPOTMMH PEryasiTOpHUMU opraHaMu (SRAS).

[Ipouenypa omiHku TPOBOAUTHECS Y (GopMi MEepeBipkH BiAMOBIAHOI JAoKyMmeHTamii. Skmo Yroga
npo B3aeMHe BuzHaHHA (MRA) a6o Yroma npo OmiHKYy BiJIOBITHOCTI Ta MPUUHATHICTD IPOMHUCIIOBHX
toBapiB (ACAA), 110 NOUIMPIOIOTHCS HA Taky cdepy, NpUMHATA, IpOolelypa OLIHKK Ma€ BKIIOYATH
MIPOBEJICHHSI OI[IHKK PETYJISATOPHOI CHCTEMH 1HIIOT KpaiHW Ta B pa3i HEOOX1THOCTI - iHCIIEKTYBaHHS Ha
oZIHOMY a00 KUIBKOX MiMPUEMCTBAX 13 BUPOOHUIITBA JIIKAPCHKUX 3aC001B y i KpaiHi.

[Topsimok BHW3HAHHSA €KBIBAJECHTHOCTI PETYISITOPHUX CHUCTEM Y cdepl JIKapChKuX 3aco0iB
BCTAHOBJIIOETHCS [ICHTPAJIBHUM OPraHOM BHKOHABYOI B/, 110 3a0e3mneuye (hopMyBaHHS Ta pealizye
JiepKaBHY TOJIITUKY Y c(hepi OXOPOHH 310pOB 4.
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2. OpraH Jaep>KaBHOTO KOHTPOJIIO TPOBOAWTH OIIIHKY 1 TEPEBIpKYy, 3a3Ha4eHl B I CTarTi, y
criBmpari 3 €BpONEHCHKUM areHTCTBOM 3 JiKapchkux 3aco0iB (EMA) i KOMIETEHTHUMH OpraHaMu
NeprKaB - wieHiB €Bporelicbkkoro Coro3sy.

Crarrsa 117. Jlep>xaBHuil KOHTPOJIb SKOCTI JIKapChKUX 3ac001B

1. JepxaBHUH KOHTpOJb SIKOCTI JIIKAPCHKUX 3aco0IB MPOBOAMTHCS B JIep:KaBHIM abo
YIOBHOBAXXEHIH OpraHOM JEp>KaBHOTO KOHTPOIIO JIAOOPATOPii y MOPAAKY Ta BHUIAJKaX, BU3ZHAUEHUX
Kabinerom MinicTpiB YKpaiHH, 3 ypaxyBaHHSM 3aTBEp/PKEHOI piyHOI mporpamu (IuiaHy) BinOopy
3pa3KkiB JIKapCchKUX 3aco0iB, 1m0 (OPMYETbCS Ha TMIJICTaBi PUUK-OPIEHTOBAHOTO IIAXOAY 3
ypaxyBaHHSAM BHU3HAYEHUX KPUTEPIiB.

Kpurepii popmyBanHs pidHoi nporpamu (1aHy) BiOOpy 3pa3KiB JiKapChKUX 3ac00iB, MiJCTaBH
JUTSL TIPOBEJICHHS TT03aIJIAHOBOTO J1a00PaTOPHOTO KOHTPOJIIO SKOCTI JIIKAPCHKUX 3aC001B, Y TOMY YHUCI1
OKpPEMUX CEpiii JIIKapChbKUX 3ac001B, BCTAHOBIIOIOTHCS KabineTom MiHICTpiB YKpaiHHu.

2. lnst okpeMHuX O10JIOTIYHMX JIIKapChKHX 3ac00iB (IMyHOJIOT14YHI JIiIKapchKi 3acO0M Ta JIIKapChKi
3aco0u, SIK1 OAEPXKYIOTh 3 KPOBi a00 T1a3Mu KPOBI JIIOAWHHM ) 3 METOIO 3a0€3MEeUEHHS iX SIKOCT1, Oe3meKn
Ta e(PEKTUBHOCTI OPraHOM JIEP>KaBHOTO KOHTPOJIO 31HCHIOETHCS O(DiliifHUNA BUIYCK cepil sIK OKpema
(GyHKILIS pPEryasTOpHOI CHUCTEMHM BUIYCKY y BHIIAQJKaX Ta TOPsJAKY, BCTaHOBIeHHMX KabineTom
MinictpiB Vkpaian. Odiniiiauii BUIyCK cepii 3MIHCHIOETBCS Ul KOXKHOI cepii TakuxX Oi0JOoTi4HUX
JIKapChKUX 3ac00iIB 1 BPaXOBY€ MPHUPOY Ta MPUTAMaHHY MIHJIMBICTh ITUX MPOIYKTIB.

Odiniitanii BUIycK cepii JikapcbKkoro 3aco0y, BBE3€HOTO 3 KpaiHM 13 CTPOTMMHU PETYIATOPHUMHU
opranamu (SRASs), Moxe 37liiCHIOBaTHCA Ha MiACTaBl BU3HAHHS pe3yibTaTiB OQILIHHOTO BUITYCKY
cepii BIAMOBIJHUM CTPOTUM PEryISTOPHUM OPTraHOM.

Crarra 118. Harsin (KOHTpOIB) 3a TIpoIiecaMy BUPOOHHUIITBA JTIKAPCHKUX 3aC00iB, OTPUMaHUX 13
JIIO/ICHKOT KpOBi a00 Tu1azmMu

1. IIporecu BUPOOHUIITBA Ta OUMIIEHHS, 110 BUKOPUCTOBYIOTHCS I BUPOOHMIITBA JIIKAPCHKUX
3aco0iB, OTPUMaHUX 13 JIFOJCHKOT KPOB1 ab0 TuTa3Mu, MiJIATalOTh BaiAaIlii 3 METOIO 3a0e3MeUeHHs
CTablILHOCTI TMPOIECy BHPOOHMIITBA Bia cepii 0 cepii Ta HETOMYIIEHHS KOHTaMiHaIlli Bipycamwu.
BupoOuuku 3000B’sA3aHI  MOBIAOMHTH OpraH JIEpPXKaBHOIO KOHTPOJIIO TPO  METOA, W10
BUKOPHCTOBYETHCS JIJIsl iHAKTUBAII] a00 eNiMiHaIlil MaTOTeHHUX BIPYCiB, SIKI MOXYTh NEpeaaBaTHCS 3
JTKapChKUMHU 3ac00aMH, OTPUMAaHHMMH 3 JIIOICHKOI KpOBI ab0 IIa3MH, y TOPSAKY, BCTAHOBICHOMY
JIIEeH31HHUMU YMOBaMH.

3a pimieHHSM OpraHy Jep>KaBHOTO KOHTPOJIIO 3pa3ku Hepo3(dacoBaHOro Ta/abo TOTOBOTO
npenapary sl TPOBEIACHHS KOHTPONIO SIKOCTI MOXYTh HANpPaBIATHCS 10 JEpKaBHOI abo
YIIOBHOB2XEHOT OpPIraHOM JIEp)KaBHOTO KOHTPOJIO JlabopaTtopii mix yac JAep)kaBHOI peecTparii
JIKapCchKOTro 3aco0y BIANOBIAHO 10 crarTi 28 mporo 3akoHy Ta/abo Tija 4ac 3MiCHEHHsS 3aXOJiB
JIEP’)KaBHOTO HATIIAY (KOHTPOJIIO).

Crarra 119. MixHapoaHa cucTeMa i3 3amo0iraHHs TOTPAIUIIHHIO 10 TAIi€HTIB HESKICHUX
JKapChKHUX 3ac001B

1. Opran JgepaBHOTO KOHTpONIO 3a0e3neuye (YHKLIOHYBaHHS CHUCTEMH 3amoOiraHHs
MOTPAIUITHHIO JI0 TAIIEHTIB JIKAPCHKUX 3ac00iB, M0N0 SKUX € IiJ03pa, 10 BOHU CTAHOBISATH
HeOe3neKy ISt 3710pOB’ s HACEJICHHS, SIKa BKIIIOYAE:

1) oTpyMaHHsI OBIJIOMJIEHD 1 pearyBaHHsI Ha MOBIJOMJIEHHS PO JIIKApPChKi 3aCO0M, MO0 SIKUX
BUHHUKIIA Mi103pa y danbcudikaiii ta/ado mpo aedeKTu IKoCTi J1KapChKuX 3aco01B;

2) BIAKJIMKAHHS JIIKAPCHKHUX 3aC001B 3 pUHKY BJIAaCHUKAaMU peecTpallii Ha JIikapchbki 3aco0u;

3) BIIIyYEHHS JIIKapChKHUX 3aC001B 3 PUHKY 32 PO3IOPSKEHHSIM OpPraHy Jep>KaBHOTO KOHTPOIIIO Y
BIJIMOBIIHUX Cy0’ €KTIB rOCMOAPIOBAHHS Ha BCIX e€Tanax MoCTaBoK;

4) BUIyYeHHS JIKapChKHUX 3aco0iB y TMalli€eHTiB, sKi Tpuadand Taki JHKapcbki 3acodw, i3
3aiTydeHHsIM (DaxiBIliB y rajy3i OXOPOHH 3710POB’S.

2. Y pasi HasBHOCTI MiA03pH, LI0 JTIKAPCHKHUi 3aci0 CTAHOBUTH CEPO3HY HEOE3MeKy ISl 3I0POB’ S
HACeJICHHs, OpTraH JEpPXXaBHOTO KOHTPOJIK 3000B’sS3aHUN TEPMIHOBO HAMPABUTH BIIMOBIIHE
TIOTIEPE/PKEHHSI BCIM KOMIIETEHTHHM OpraHam Jep)kaB - wieHiB €Bpomneiickkoro Corosy, BeecBiTHil
opranizamii oxoponu 3mo0poB’ss (BOO3), unmenam Cucremu criBpoOITHUITBA (hapMarleBTUUHUX
incnekiit (PIC/S) Ta B pa3i HEOOX1IHOCTI - KOMIETEHTHIUM OpraHaM iHIIUX KpaiH Ta BCIM y4acHUKaM
€TarliB IMOCTABOK 3a3HAYEHOTO JIIKApPChKOTO 3aco0y B YKpaiHi.

Crarrsa 120. 3acrocyBaHHs aJMiHICTPaTUBHO-TOCIIOAAPCHKUX CaHKIIIH

1. 1o cy0’€ekTiB TOCIOMApIOBaHHS, SIKI MPOBAAATH TOCIOMAPCHKY MiSUIBHICTH 3 BUPOOHUIITBA,
IMIOPTY, ONTOBOI Ta PO3APiOHOI TOPriBII JTIKAPCHKUMHU 3aco0aMM, KEPIBHUKIB 3aKJIaiB OXOPOHU
3I0POB’s, B SIKHUX 3aCTOCOBYIOTBHCS JIIKAapChKi 3aco0u, y pa3i MOpyImIeHHS HUMH 3aKOHOIABCTBA PO
JiKapchKl 3aco0M y BHUIAJKax, IMepeadadyeHuX 3aKOHOM, 3aCTOCOBYIOTHCS —aJMIHICTPaTHUBHO-
TOCIOIAPChKI CAaHKIIIT.

Crarra 121. BianoBiganbHICTh MpU MPOBEAEHHI AOKIIHIYHUX JOCHIDKEHb 1 KIIHIYHHX
JOCITIDKeHb (BUIMPOOYBaHb) JTIKaPChKHUX 3aC00IB

1. IIpu BcraHOBNEeHHI (DaKTy MOpPYIICHHS TMOPSIKY OpraHizaimii Ta NPOBEACHHS MOKIIHIYHUX
JTOCTI/DKEHb 1 KIIHIYHUX JOCIHIDKEHb (BUMPOOYBaHb) JIKAPCHKUX 3aco0iB OpraH Jep>KaBHOTO
KOHTPOJTIO BXKHUBAE 3aXOJIiB MI0JI0:

1) HeponyIIeHHS OPYLIEHHS 3aKOHO/IaBCTBA Ta YCYHEHHS IIPUUMH, 1110 MPU3BEIIHU J0 NOPYILICHHS;
2) 3yNnUHEHHs y BCTAHOBJIEHUX 3aKOHOJAABCTBOM BHIIA/IKAX TAKHUX JIOCIIKEHb;

3) TOpUTATHEHHS A0 IOPUAWYHOI BIANOBIJAIBHOCTI 0Ci0 y MOpSAAKy, NependadeHoMy
3aKOHOJIAaBCTBOM;

4) nampaBieHHs 1H(pOpMalli PO BUSBIEHI MOPYLIEHHS A0 MPAaBOOXOPOHHUX OpPraHiB y pasi
HasBHOCTI O3HAK BUMHEHHS KPUMIHAIBHOTO ITPABOIIOPYIIECHHS.
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Crarrsa 122. BigmkoayBaHHS ITKOH, 3aMOAISTHOT 370POB’I0 TPOMAJISTH BHACIIIJIOK 3aCTOCYBAaHHS
JKapchKUX 3ac001B

1. BupoOHuk abo iMrmoprep JiKapchkoro 3aco0y 3000B’s3aHUIN BiIIITKOYyBATH IIKOMY, 3aMOisSHY
3I0POB’I0 TPOMAJISIH BHACIITOK 3aCTOCYBAaHHS JIIKAPCHKOTO 3acOo0y, SKIIO JOBEACHO, IO JIKAPChKUN
3aci0 3aCTOCOBYBABCS 3a MPU3HAYCHHSM BiJIITOBIAHO JO KOPOTKOT XapaKTEPUCTUKHU JTIKAPCHKOTO 3ac00y
Ta MPUIMHOIO IIKO/IH € BBEICHHS B O0IT HESKICHOTO JIIKAPCHKOTO 3aC00Yy.

Brnacuuk peectparmii Jikapchkoro 3aco0y 3000B’si3aHMH  BiAIIKOAYBAaTH IIKOAY, 3amOAISHY
3I0OPOB’I0 TPOMAJSTH BHACIHIJOK 3aCTOCYBaHHS JIIKAPCHKOTO 3aco0y, SKIIO JOBEACHO, IO IIKOJA
3I0POB’I0 CIIPUYMHEHA HEIOCTOBIPHOIO 1H(POPMAIII€I0, 110 MICTUTHCS B JTUCTKY-BKIIAMIIl JIKAPCHKOTO
3aco0y.

2.V pasi KO HIKOAY 370pOB’I0 3allOJISIHO BHACIIAOK 3aCTOCYBAaHHS JIIKAPCHKOTO 3ac00y, 1110
CTaB HEMPHUJIATHUM JI0 3aCTOCYBaHHS B PE3y/IbTaTi MOPYIICHHS MpaByi 30epiraHHs, TPAaHCIIOPTYBaHH,
ONTOBOI Ta PO3ApiOHOT TOPTiBii, BIJIIKOAYBAHHS LIKOAW 3IIHCHIOETHCS BIATOBIAHUM CYO’ €KTOM
TOCIIOAPIOBAHHS, SIKUH IOYCTHB MOPYIICHHS TaKUX MPABUIL.

3. BigmkomyBaHHsI KO/, 3AIOIisSTHOT 370pOB 10 TPOMaJIsiH BHACIIIOK 3aCTOCYBAHHS JTIKAPCHKUX
3ac001B, 31HICHIOETHCS BIAMOBIIHO 10 3aKOHOJABCTBA.

Crarrs 123. CniBnparist oprany Jep>kaBHOTO KOHTPOJIIO 1 MUTHHX OpTraHiB

1. LenTpanpHuii OpraH BUKOHABYOI BIIAIM, 10 3a0e3neuye (OpMyBaHHS Ta peaizye Iep:KaBHY
MOMITHKY Yy c(epl OXOPOHH 3A0POB’ s, BKMBAE HEOOXITHUX 3aXO/IB /I 3a0€3MeUeHHs CIIBIIpaIll MiX
OpTraHoOM JIep>KaBHOTO KOHTPOJIIO 1 MUTHUMH OpraHaMH.

Crarrsa 124. [IpaBo Ha agMiHICTpaTUBHE OCKAPKEHHS PIllIEHh OpraHy JAEpP>KaBHOTO KOHTPOIIO

1. PimeHHst oprany JAep>kaBHOTO KOHTPOJIO MOXYTh OyTH OCKap»KeHi (IIOBHICTIO YU B OKpeMiil
YacTHHI) B aJIMIHICTPAaTUBHOMY MOPSAKY 70 LEHTPAIBHOTO OpraHy BUKOHABYOI BIIaJH, 110 3a0e3meuye
(dhopmyBaHHS Ta pealidye Aep>KaBHY MOMITHKY Yy chepl OXOPOHH 3A0POB’S.

2. ITopsok ocKapKEeHHS pillieHb OPraHy JAEp>KaBHOTO KOHTPOJIO B aAMIHICTPAaTUBHOMY HOPSJIKY,
30KpeMa BUMOTH /10 O(OpPMIICHHS CKAapry, MOPSIO0K MOAAHHS Ta PO3MNISALY CKapr BCTaHOBIIOKOTHCS
Kab6inerom MinictpiB Ykpainu.

Crarrsa 125. [IpaBo Ha cynoBe OCKap>KeHHS pillieHb OPTaHiB JepKaBHOI BIIa M

1. PimenHs, mpuiHATI OpraHaMu JEp>KaBHOI BIaJM B MeEXax NPOLENyp, BU3HAYCHUX [IUM
3akoHOM, iX nii 4M Oe3AisUIBHICTh, IO MOPYLIYIOTH IpaBa 3aiHTEPecCOBAaHUX OCi0, MOXYTh OyTH
OCKap>KeHi JI0 CYLIy.

Crarrsa 126. BinnosinanabHIiCTh 32 MOPYILIEHHS 3aKOHOAABCTBA MPO JIKapChKi 3aC00U

1. Ocobu, BUHHI B MOPYILICHHI 3aKOHOJABCTBA MO JIKapChKl 3acO0M, HECYTh JUCIHUILIIHAPHY,
aJIMIHICTpAaTUBHY, [UBIJILHO-IPABOBY a00 KpUMiHAJIBHY BIAMOBIAQIBHICTh 3TiHO 13 3aKOHOM, Y TOMY
9yucali 3a IMOOPT, BUPOOHUIITBO, peaizallil0 Ta MEIWYHE 3aCTOCYBAaHHsS JIKapChKUX 3aco0iB
HEBIAITOBITHOT SIKOCTI.

Crarrs 127. MixkHapoaHe CriBpOOITHUILITBO

1. Ykpaina Oepe y4acTp y MIKHaApOIHOMY CHiBpOOITHHITBI y cdepi obiry mikapchkux 3aco0iB,
SIKE 3A1MCHIOETHCS IUIIXOM:

1) 3abe3neueHHsT yMOB Uil y4acTi YKpaiHM B MDKHApOJHUX OaraTOIEHTPOBUX KIIIHIYHHX
JOCIIKEHHAX (BUMPOOYBaHHSIX) IHHOBALIMHUX Mpenaparis;

2) 3abe3neueHHs ydacTi YKpaiHu B poOOTI BIANOBIAHMX MDKHAPOJHMX OpraHizamiii, B
MDKHApPOJHUX OTOBOPAX/yroaax;

3) obmiHy iH(popMaIlli€0, HOBUMHU TPOIPECUBHUMH TEXHOJOTISIMM CTBOPEHHS, BHUPOOHUIITBA
JIKapChKUX 3ac001B Ta IUISIXOM 1HIIOI CIiBIpalli B HAYKOBii cdepi;

4) yHidikamii Ta rapMoHi3allii 3aKOHOJABCTBa YKpaiHU PO JIKAPChKI 3acO00M 3 MIKHAPOIHUM
3aKOHOJIABCTBOM;

5) amanrarii 3aKOHOJABCTBAa YKpaiHMW MPO JIIKAPChKI 3aCO0M /10 3aKOHOJABCTBA €BPOIEHCHKOTO
Coro3y.

Po3ain XI.
MNPUKIHIEBI ITIOJIOXKXEHHS

1. Lleit 3akoH HaOMpae YMHHOCTI 3 JTHS WOTO OIMyOIiKyBaHHs Ta BBOAUTHCSA B /it0 yepes 30 micsiiB
MCIs 3aBEepIIEHHsS BOEHHOTO CTaHy, BBeaeHOro YkazoM IIpesumenta VYikpainu "IIpo BBemeHHs
BOEHHOTO cTaHy B Ykpaini" Bix 24 mororo 2022 poky Ne 64/2022, 3aTBepakeHOro 3aKOHOM YKpaiHu
"IIpo 3arBepmxenHs Ykasy [Ipesunenta Ykpainu "lIpo BBeJeHHS BOEHHOTO cTaHy B Ykpaini" Bix 24
motoro 2022 poxy Ne 2102-1X, kpim:

ab3aiy Apyroro yactuHM IrictHaauaToi crarti 10, yactuHu apyroi crarTi 42, crareit 46 1 50,
YACTHHH I’ ATOI CTATTi 74 1[bOTO 3aKOHY, K1 BBOJASATHCS B 110 3 1 ciunst 2028 poky;

cTarti 57, sika BBOAUTHCSA B fit0 3 1 ciuns 2028 poky, ane He paHille HiXK 4epe3 MIICTAECIT MICAILIIB
MCNs 3aBEpUICHHS BOEHHOTO CTaHy, BBeldeHoro YkazoMm IlIpesmpenta VYkpainm "IIpo BBemeHHs
BOEHHOTO cTaHy B Ykpaini" Bix 24 mororo 2022 poxy Ne 64/2022, 3aTBepmKeHOro 3aKOHOM YKpaiHu
"IIpo 3arBepmkenHs Ykaszy Ilpesunenra Ykpainu "[Ipo BBeneHHs BOeHHOTO cTaHy B Ykpaini" Bix 24
mrotoro 2022 poky Ne 2102-IX;

YaCTHHU WIOCTOI cTarTi 13, ska BBOAUTHCS B IO 4Yepe3 TPU POKU 3 JTHS OMyOJIIKyBaHHS 1IbOTO
3aKoHy;

a03aIly Qpyroro 4acTHHU Tepmioi cTarti 15, skuiéi BBOAMTHCA B Ait0 4epe3 30 MicsiiB 3 JHS
omyOIIiKyBaHHS 1IbOTO 3aKOHY Ta BTpada€ YMHHICTh OJIHOYACHO 3 BBEJEHHSM Yy JiI0 YaCTHHHU MIOCTOT
ctarti 13 mporo 3akony.
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2. BuszHaru TakuMmu, 1110 BTPATHIIA YUHHICTD 3 JIHS BBEACHHS B Ji0 IIbOTO 3aKOHY:

3akon Ykpaiau "[Ipo mikapcebki 3acobu” (Bimomocti BepxoBroi Pamu Yipaiau, 1996 p., Ne 22, cT.
86 13 HACTYITHUMU 3MiHAMHU);

ITocranoBy BepxoBuoi Pamu Ykpainu "[Ipo mopsimox BBenenHs B nito 3akoHy Ykpainu "lIpo
nikapebki 3acodu" (Binomocti BepxoBhoi Paau Ykpainu, 1996 p., Ne 22, ct. 87).

3. BHecCTH 3MiHU /10 TaKUX 3aKOHOAABYMX aKTIB YKpaiHU:

1) v Komekci anmMiHicTpatuBHOTO cymounHCTBa Ykpainu (Bimomocti BepxoHoi Pagm Ykpainwm,
2017 p., Ne 48, cT. 436):

JIOTIOBHUTH cTaTTero 2832 Takoro 3micTy:

"Crarrsi 2832 OcoOnMBOCTI NpOBAIKEHHS Yy CHpaBax 3a 3BEPHEHHAM OpraHy JepKaBHOIO
KOHTPOJIIO

1. TlpoBajykeHHs Yy chpaBax 3a 3BEPHEHHSM OpraHy JEpXKaBHOIO KOHTPOJK UM HOro
TEPUTOPIAIbHUX OPraHiB MPH 31IHCHEHHI HUIMU BH3HAYEHUX 3aKOHOM ITOBHOBAXCHb 3/IHCHIOETHCS HA
MiJICTaBl 3asBH TAKOTO OpraHy IIOAO 3YNMHWHEHHsS TMOBHICTIO a00 4YacTKOBO BHUPOOHHUIITBA
(BUTOTOBJIEHHS) JIIKAPChKUX 3ac001B, IMIOPTY JIKapChKUX 3ac00iB (KpiM aKTMBHUX (papMaleBTUUHHUX
IHTpeiEHTIB), ONTOBOI Ta PO3APIOHOI TOPTiBII JIIKAPCHBKUMH 3aco0aMH 32 BIATOBIAHUM MicLeM
MIPOBAKEHHS JISUIbHOCTI Cy0’ €KTa rocroiaploBaHHs.

2. 3asBa MOJAETHCS JI0 CyAy MEpIIoi 1HCTAHIIi MPOTAroM 24 roAWH 3 MOMEHTY BCTAHOBIICHHS
0O0CTaBMH, IO 3YMOBJIIOIOTH 3BEPHEHHS 1O Cydy, 3@ 3araJbHUMH NpPaBUJIAMU IiJCYIHOCTI,
BcTaHOBNIeHUMHU IuM KozmekcoM, y miuchbMOBil (hopMi Ta TOBUHHA MICTUTH:

1) HaiiMeHyBaHHS aJIMIHICTPAaTHBHOTO CY/Y;
2) HaliMeHyBaHHSI, TIOIITOBY a/IPECy, @ TAKOK HOMEP 3aco0y 3B’SI3KYy 3asIBHUKA;

3) HaiiMeHyBaHHS, TIOIITOBY aJIpeCy, a TAKOXK HOMEp 3ac0o0y 3B’ 3Ky (SKIIO BiJOMHIT) CTOPOHH, 10
SIKOT 3aCTOCOBYIOTBCS 3aX0/IH, MIepe10aueH] YaCTHHOIO TIEPIIOKO IIi€1 CTaTTI;

4) mincTaBu 3BEpHEHHS 13 3asBOI0, OOCTAaBMHM, IO MiATBEPAXKYIOTHCS JIOKa3aMH, Ta BUMOTH
3assBHUKA;

5) meperik JOKYMEHTIB Ta IHIIUX MaTepialiB, 110 JT0Ial0ThCS;
6) mianyuc ynoBHOBaXXeHOi 0CO0M Cy0’€KTa BiIaJIHUX MOBHOBAXXEHb, 1110 CKPIIUIIOETHCS M1€YATKOIO.

3.V pa3i HeAOTpUMaHHS BUMOT YaCTHHM JPYToi L€l CTAaTTi Cy[ MOBIAOMIISE PO 1€ 3asBHUKA Ta
HaJlae HOMY CTpOK, ajie He OUIbLIe HIK 24 TOIUHY, 111 YCYHEHHS HEJOMIKIB.

HeBukoHaHHS BUMOT Cy[y B YCTaHOBJICHMI CTPOK TATHE 32 COOOI0 MOBEPHEHHS 3asIBHUKY 3asiBU
Ta JOJAaHUX JI0 Hel TOKYMEHTIB.

[ToBepHEHHS 3asBU HE € MEPEIIKOI00 [Tl HOBTOPHOTO 3BEPHEHHS 3 HEIO JI0 Cy/y MICHIs YCYHEHHS
il HemomikiB, aje He IMi3HIIIE HDK MPOTIroM 48 TOIMH 3 MOMEHTY BCTaHOBJIEHHS OOCTaBHH, IO
3yMOBIIIOIOTH 3BEPHEHHS JI0 CYIY.

4. V pa3i MOCTaHOBJIEHHS CyIOM yXBajH PO BIAKPUTTSA NPOBAUKEHHS Y CIpaBi cya Hpuiimae
pillIeHHs MO CYTi 3asBJICHUX BUMOI' HE Mi3HiIIe 72 TOIWH 3 MOMEHTY BCTAHOBJICHHS OOCTaBHH, IO
3yMOBJIIOIOTH 3BEPHEHHS 3asBHUKA IO CYIIY.

Po3risig 3asBu BiI0OYBa€eThCs 3a y4acTIO OpraHy Jep>KaBHOTO KOHTPOJIIO, IIO ii MOAaB, Ta Cy0’ €KTa
rOCIIOIapIOBaHHs, CTOCOBHO SIKOI'O 11 IIOJAHO.

5. PimeHHs cyny y cnpaBax, BU3HAQUEHMX YaCTHHOIO MEPILOO L€l CTATTI, MiJUIsIrae HeraitHoMy
BUKOHAHHIO. ATIEJIALINAHI CKapTy Ha Cy/IOBi PIIIEHHS Y CIpaBaxX, BU3HAYCHUX II€I0 CTATTEI0, MOXKYTh
OyTH noaaHi ctopoHamu rpotsroMm 10 qHiB 3 AHs iX nporosyomeHHs. [TonanHs anensuiiHol ckapru Ha
pillieHHs Cyly Yy CHpaBi, BU3HAYCHIH YaCTUHOIO TEPIIOI0 IIi€i CTaTTi, HE TNEPEMIKOIKAE HOTr0
BUKOHAHHIO.

6. Y pimeHHi cyny 3a3Ha4arOThC:

1) nata yxBaJeHHs pilLICHHS;

2) HaliMEHYBaHHS Cyy, IPI3BHINE Ta 1HIIAIHA CY/I;

3) HaliMeHYBaHHS CTOPiH, X MICIIE3HAXOKEHHS;

4) MOTHBH 33/I0BOJICHHS CYJIOM 3asIBJICHUX BUMOT 3 TIOCHJIAHHSM Ha 3aKOH;

5) mopsAOK BAMHECHHSI JIild, BABHAYCHUX PIIICHHSIM;

6) BiTOMOCTI TIPO MOPSAOK anesIiiHOTO Neperisay CIpaBU, CTPOKH aleNsIiHHOTO OCKapKEeHHS.

7. Cyn anesnsiiiiHol IHCTaHIIT pO3IIsAae ClpaBy y JECATUACHHUN CTPOK MMICIS 3aKIHUEHHS CTPOKY
Ha aressiiifHe 0CKap>KeHHSI.

8. Jma mimedt wmiei crarTi TepMmiH "opraH Iep)KaBHOTO KOHTPOJNIO" BKMBAETHCSA Yy 3HAYCHHI
"HEeHTpaJbHUN OpraH BUKOHABUOI BJIAJIU 13 CIEHMIAIIBHIUM CTAaTyCOM, IIIO peai3y€e Aep>KaBHY MOJITUKY
y cdepl CTBOPEHHS, JOMYCKY Ha PUHOK, KOHTPOIIO SKOCTi, Oe3meku Ta €(eKTUBHOCTI JIKapChbKUX
3ac00iB";

a03a11 eB’ ATUH YaCTUHU TepIoi ctaTTi 371 BUKIACTH B TaKii peaakiiii:

"HeraiilHO Tako)X BHKOHYIOTBbCS pIIIEHHS Cyay, HPUAHATI B aaMIHICTpAaTUBHUX CIpaBax,
BU3HAYEHUX MyHKTaMH 1, 5 yacTuHM nepimoi ctarTi 263, myHkramu 1-4 yacTuHM nepioi crarTi 283,
yacTuHM nepmoi crarti 283% uporo Konexcy";

2) B OcHOBax 3aKOHONIABCTBa YKpaiHW Mpo OXOpoHy 3m0poB’st (Bimomocti BepxosHoi Pamm
Vkpaiau, 1993 p., Ne 4, cT. 19 13 HacTynmHUMH 3MiHAMU):

a03a1] M’ ATUH YaCTUHU TIEPIIOoi CTAaTTi 3 BUKIIACTH B TaKid peaaKilii:
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"3aK7a] OXOPOHHM 3I0pOB’S - OpHIMYHA oco0a He3aJe)KHO Big (OpMH BIACHOCTI Ta
Oprasi3amiifHo-paBoBoi ¢GopmMu abo ii BIAOKpEMICHHA MiAPO3ALT (ISl anTEUYHUX 3aKJIaTiB TaKOX
MiCIIe TPOBA/UKEHHS TISUIBHOCTI (i3MYHMX OCIO - MiAMPHUEMIIIB), OCHOBHHMHU 3aBIAHHIMH SKUX €
3a0€3Me4YeHHs] MEIUIHOTO OOCITYyTrOBYBaHHSI HAceJeHHs Ta/abo HalaHHs peaduTTamiitHol JOTTOMOTH Ha
OCHOBI BIJIIOBITHOI JIiIIEH31] Ta 3a0e3nedyeHHs npodeciiiHol AisNIbHOCTI MeANYHUX ((papMalieBTUUHUX)
MpaLiBHUKIB 1 (haxiBiiB 3 peadimiTamii";

MONOBHUTH crarTsamu 442 i 541 rakoro 3MICTY:

"Crarrsa 44%. 3acTOCYBaHHS 3apPeECTPOBAHOIO JIKAPCHKOTO 3aco0y He 3a mpu3HaueHHsIM ("off-
label use")

J103BONSETHCSI TIPU3HAYCHHS JIIKAPCHKOTO 3ac00y 3a TIOKAa3aHHSIMH, BIKOBUMH OOMEKCHHSIMH,
JI03yBaHHSAMH, CIIOCOOAMHU 3aCTOCYBaHHs, HE 3a3HaYEHUMHM B 1HCTPYKLII 10 MEAUYHOIO 3aCTOCYBAHHS
Y1 KOPOTKIM XapakTepUCTHULI JIKapchKoro 3acoly (nam - He 3a npusHadeHHsM ("off-label use"), 3a
YMOBU OTpHUMaHHsS iH(GOPMOBAHOI 3roa Mali€HTa HA MEIUYHE BTPYYaHHsS BiIMOBIIHO O LOTO
3aKoHy, IPH OJJTHOYACHOMY JIOTPUMaHHI TAKHX YMOB:

y Tali€eHTa MiATBEPIKCHO HAsIBHICTh 3aXBOPIOBAHHA, IO 3arpoXkye€ JKUTTIO MalieHTa Ta/abo
MPU3BOAMTE JI0 TPUBAJIOTO Ta 3HAYHOTO MOTIPIICHHS SKOCTI KHUTTS;

B YKpaiHi BIJICYTHiH Ta/ab0 He 3apeecTpOoBaHMM JIKAPCHKUI 3aci0 3 HEOOX1IHUMH MOKa3aHHAMU
70 3aCTOCYBaHHS, HEOOXITHWUH 7S JIIKyBaHHS TAIli€eHTa 3a BIAMOBITHUMHU TIOKA3aHHIMH [0
3aCTOCYBaHHS;

KOHCWJIIYyMOM JIIKapiB MIiATBEP/KEHO BIJCYTHICTh JIIKAPCHKUX 3ac00iB, M0 MOXYTh MaTu
OYiKyBaHy €(EeKTHBHICTh 3aCTOCYBaHHS y TAIliEHTa Ta 3aCTOCOBYBATUCS 3TiAHO 3 1HCTPYKLIEKO 0
MEIUYHOTO 3aCTOCYBAaHHS;

KOHCWJIIyMOM JIiKapiB MiATBEPUKEHO HEe(PEKTHUBHICTh 3aCTOCYBAaHHS Yy TMalli€HTa IHIIUX
JKapChKUX 3ac00iB, 110 MAlOTh HEOOX1AH1 TTOKa3aHHS 10 3aCTOCYBaHHS;

OYiKyBaHa KOPHUCTb BiJ] 3aCTOCYBaHHs JIKapchbKoro 3acoly He 3a mpusHadeHHsM ("off-label use")
nepeBakae PU3MKH MOTO HE3aCTOCYBaHHSA, IO MiATBEPHKEHO iH(OpMAI€0 3 KIIHIYHUX MPOTOKOIIB
Ta HOBUX KJIIHIYHUX TPOTOKOJTIB.

PimenHs koHCWJIiyMy JiKapiB i3 3a3HadueHHSAM iHdopmarii mpo JikapiB, ki Opanau ydyacTb B
0OroBOpeHH1, Ta OOIPYHTYBaHHS 3 MOCWJIAHHSM Ha BUKOPUCTAHHS rajy3eBHX CTaHIApTIB y cdepi
OXOPOHM 370pOB’s ab0 IHIIMX HAyKOBUX JDKEpesl 3a3HadaloThCsl y (opMax NEpBUHHOI OOJIKOBOI
JOKYMEHTAIIi1 TTaIlieHTa.

[TamienT Ta/ab0 WOro 3aKOHHWUW MPEACTABHUK MalTh OyTH TmoiH(OpMOBaHI mpo QakT
npU3HaYeHHS JIiIKapchbKoro 3aco0y He 3a mpu3HaueHHsM ("off-label use").

VY pasi BUKOpHUCTaHHS JiKapchkoro 3acoly He 3a npusHadeHHsM ("off-label use") mamient ta/abo
HOT0 3aKOHHUW TPEICTABHUK MArOTh OyTH MOiH(GOpPMOBaAHI MPO OUYIKYBaHI PU3UKH Ta KOPUCThH Bij
TAKOrO 3aCTOCYBaHHs, MPO IHII JOCTYIHI CIIOCOOM JIIKyBaHHS Ta KJIiHIYHI BUNPOOYBaHHS, IO
POBOAATHCS B YKpaiHi, B IKHX Mali€HT MOXKe OpaTH y4acTs';

"Crarrs 54'. HanioHansHuii nepesiik OCHOBHHX JIKapChKHX 3ac00iB

HamionanbHmii mepesnik OCHOBHMX JIKApChKHX 3aco0iB (7aji - HAIIOHAJIBHHUHN MepemiK) €
MO3UTHUBHUM MEPETIKOM, 1[0 MICTUTh OCHOBHI JIIKapChKi 3ac00U Ta BIJOMOCTI MPO 1X 3aCTOCYBaHHSI.

OcHOBHI JTIKapChKi 3aCO0M 33I0BOJIBHSIIOTH MPIOPUTETHI MOTPEOH OXOPOHH 3I0OPOB’S HACEIICHHS
Ta € (PI3UYHO Ta EKOHOMIYHO JOCTYITHUMH JIJII OKPEMOI JIFOUHUA Ta CYyCHIJIbCTBA, BUTOTOBIISIFOTHCS Y
BIZIMOBIJTHUX JIIKAPCHKUX (JOPMax Ta 3 TAPAHTOBAHOIO SIKICTIO.

HanionanpHuil mepenik CKJIAaJa€eTbCcsl 3a MDKHAPOJHUMHU HENATEHTOBAaHUMH Ha3BaMH Ta/abo y
BU3HAUEHHMX 3aKOHOJABCTBOM BHIIaKaX TOPrOBEIbHUMHM HAa3BaMU JIIKAPCHKUX 3aCO0IB 1 MOIUPIOETHCS
Ha BC1 FOTOBI JIIKapCchKi GOpMH, 3apeecTpoBaHi B YKpaiHi.

J1o HaIIOHAIBHOTO TIEPEITIKY BKIIOYAIOTHCS JTIKapChKi 3ac00M, 110:

MOXKYTh Y BCTAHOBJICHOMY 3aKOHOJABCTBOM TOPSAKY MOBHICTIO UM YaCTKOBO 32 PaXyHOK KOIIITIB
JIep’KaBHOTO Oro/keTy abo MICLEBUX OODKETIB 3aKyNOBYBaTHCS Ta/ab0o BapTICTh SKUX MOXKE
BIJITKOJTOBYBaTHCS (peiMOypcyBaTUCs), y TOMY YHCII 32 OKPEMHUMH TepellikaMu/HOMEHKIaTypamu/
CIIUCKaMU/peecTpamMu/I0roBOpaMu, 30KpeMa JOTOBOPAMU KEPOBAHOTO JOCTYIY, [JIsi BUKOHAHHSA
nporpamMm JepXKaBHUX TapaHTId MEIWYHOro OOCITYrOBYBaHHS HACEJICHHS, IHIIUX MporpaM Ta/abo
3MIMCHEHHS IIEHTPATI30BaHUX 3aXO0/1iB 3 OXOPOHH 310POB’S;

MOXYTh y BCTAQHOBJIICHOMY 3aKOHOJIAaBCTBOM TIOPSIKY 3aKyIIOBYBAaTHCS 3aKiIaJlaMd OXOPOHH
3JI0pPOB’ s, 110 TTOBHICTIO YX YACTKOBO (hiHAHCYIOTHCS 32 PAXyHOK KOIITIB JIEPKABHOTO OIOMKETY Ta/abo
MiCILIEBUX OIOIKETIB;

MOXKYTh Y BCTAHOBIIEHOMY 3aKOHOJ/IABCTBOM TIOPS/IKY 3aKYIIOBYBAaTHUCS Ta/ab0 BapTICTh SKUX MOXKE
BI/IIIKOJIOBYBATHCSI B MEKaX BUKOHAHHS 3axO/AIB PETIOHATBHUX IUIBOBUX TIPOTpPaM 3 OXOPOHU
310POB’ 4.

Jlikapchbki 3aco0M BKIIFOYAIOTHCS/BUKITIOYAOTHCS  J10/3 HAI[IOHAJLHOTO TIEPEIliKy, 30KpeMa 3
ypaxyBaHHSIM:

3aTBepmkeHnx Kabinerom MinicTpiB YkpaiHu KpUTEpiiB, IO BPaXOBYIOTh MPIOPUTETHI HANPSIMH
PO3BUTKY c(hepu OXOpOHHM 370pOB’sl B YKpaiHi, HAI[IOHAJIbHI OHOBJICHI CTAHJAPTH HAJaHHS MEIMYHUX
MOCIIYT, COLialibHI TapaHTii, emigeMionoriyHi moka3Huku. [lopsamok po3pobieHHs KpUTepiiB
3aTBepKyeThest Kabinetom MinicTpiB Ykpainu;

pexkomeHmamiii BcecBiTHROT opranizailii OXOpOHHM 310pOB’S (MOJEIBHUN Tepelik OCHOBHUX
JIKapchKuX 3ac001B);

OCHOBHHUX HampsMiB J€P>KaBHOI LIIHOBOT MOJITHKY Ta IIHOYTBOPEHHS;

BIJIIIOBITHOCTI BHECEHHS 3MiH JI0 HAI[IOHAJIBHOTO IMEPesiKy MPIOPUTETHUM HalpsMaM PO3BHUTKY
chepu OXOpOHH 3I0pOB’st B YKpaiHi.

https://zakon.rada.gov.ua/laws/show/2469-20/print
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[Topsimok (hopmyBaHHS, BeCHHS Ta BUKOPHCTaHHS HAIlIOHAIBHOTO IMEPEIiKy, @ TAKOK KOHTPOIIO
3a palliOHaJIbHUM BUKOPHCTAaHHSIM JIIKAPCHKUX 3ac00iB, BKIIIOYEHUX JO HBOTO, 3aTBEPKYETHCS
Kab6inerom MinictpiB Ykpainu.

HarmionaapHU# mieperntik Ta 3MiHH 10 HbOTO 3aTBEPKYIOTHCS IIEHTPATbHUM OPraHOM BHKOHABYOT
BJIaJIU, 1110 3a0e3mneuye hopMyBaHHS Ta peasizye JepKaBHY MOMITUKY Y cepi OXOpOHU 3T0POB’s.

PimeHHst mpo BKIIIOUEHHS/BUKIIIOYEHHST 00 MPO BiAMOBY y BKJIIOYCHHI/BHKIIOUYCHHI JIIKAPCHKOTO
3aco0y [10/3 HAI[IOHATLHOTO TIEPETiKy MOXKe OyTH OCKap:KEHO 3asBHUKOM Y TOPSIKY, 3aTBEPIKECHOMY
Kab6inerom MinicTpiB Ykpainu, ab0 y Cy0BOMY TOPSIKY.

[inn Ha JiKapchbki 3acoOu, BKJIIOYEHI 10 HAIIOHAJIBHOTO MEPEeNiKy, MiUISralTh AepKaBHOMY
PETYJIIOBaHHIO y MOPAIKY, BcTaHoBIeHOMY KabineroM MiHicTpiB YkpaiHu.

3a00poHsIETHCS 3IIMCHIOBATH, SIKIIO 1HIIIE HE BCTAHOBJICHO 3aKOHOM Ta/a00 KaGineTom MiHicTpiB
VkpaiHu, 3aKkymiBial Ta/abo BIJIIKOAYBaHHS BapToCTi (peiMOypcallilo) 3a paxyHOK KOILTIB
JepKaBHOTO OrO/pkeTy Ta/abo MICHEBUX OFOMKETIB JIKAPCHKUX 3ac00iB, HE BKIIOYCHHUX [0
HaI[lOHAJILHOTO TMepeniky";

3) y 3akoni Ykpainu "lIpo pexnamy" (Binomocti BepxoBnoi Paau Ykpainu, 2004 p., Ne §, ct. 62
13 HACTYTTHUMU 3MIHAMH):

cTarTio 21 BUKJIACTH B TaKiil peAaKiii:

"Crarra 21. Peknama Inikapchbkux 3aco0iB, MEIUYHOI TEXHIKM, METOJIB MNpO(DITaKTUKHU,
J1arHOCTUKH, JIKyBaHHS 1 peadimiTartii

1. Jlo3BonsieThCs pekiiaMa BUKIIIOUHO TaKUX JIIKAPCHKUX 3aC00iB, MEAMYHUX BHPOOIB Ta METOIB
npodiIaKTUKK, TIarHOCTHKH, JIIKYBaHHS 1 peabimiTarii, 0 B YCTaHOBJICHOMY MOPSJIKY J03BOJICHI
LIEHTPAJIbHUM OpPraHOM BHUKOHABUOi BJIAJH, IO peai3ye Jep)KaBHY MOJITHKY Yy cdepl OXOpOHHU
3II0OPOB’s, IO 3aCTOCYBAaHHS B YKpaiHi.

2. 3a00pOoHSETHCS peKIIaMa JIKapChKHUX 3aC001B:

3aCTOCYBAHHS Ta BIIITYCK SKHUX JIO3BOJISIETHCS JIUIIE 33 PELENTOM JIiKaps;

BHECEHHUX JI0 TIepeiiKy 3a00pOHEHUX JI0 PeKIaMyBaHHS JTIKapChKUX 3aC001B;

SIK1 MICTSITh HAPKOTHYHI 3aCO0M, IICUXOTPOIHI PEYOBUHU 1 IPEKYPCOPH;

BapTICTh AKX MiJUIsArae peimOypcarii.

3. 3a00poHSETHCS pekiama JIOMIHIOBUX PEYOBUH Ta/ab0 METO/IB /Ui iX BUKOPUCTAHHS Y CIIOPTI.

4. Peknama niKapchbKUX 3ac00iB, MEIUYHHX BHUPOOIB, METOMIB MPO(ITAKTUKH, 1iarHOCTHUKH,
JiKyBaHHS 1 peabimiTallii MTOBUHHA MiCTUTH:

Ha3By JIKapChKOro 3acoly, a TakoX HOro 3arajlbHONIPUMHATY Ha3By, SKIIO JIKApChbKHHA 3aci0d
MICTUTh JIMIIE OJMH aKTHUBHUNA (apMalleBTUYHUN IHIpedieHT, iH(opMaIlio, HEOOXiaHy Ui
MPaBMWJIBHOTO 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y;

00’ekTUBHY 1H(pOpMaIiI0 TPO JIKAPCHKUHM 3acid, MeauuHuil BuUpiO, MeTon NpOo]ITAKTHKH,
JIarHOCTUKH, JIKyBaHHs, peabimiTamii 0e3 mepeOuTbIIeHHS X BIACTUBOCTEH 1 3IIHCHIOBATHCS Tak,
100 Oyi1o 3p0o3yMmijio, 10 HaBEJASHE MOBITOMIICHHSI € PEKJIaMOI0, @ PEKJIaMOBaHUHN TOBAp € JIIKAPCHKUM
3ac000M, METUYHUM BUPOOOM, METOJJOM MPO]ITAKTHUKH, JIarHOCTUKH, JIIKYBaHHS, peadiliTamii;

BUMOTY NP0 HEOOXIHICTh KOHCYJIbTAIII] 3 JIKapeM Hepe]] 3aCTOCYBaHHSIM JIIKapChKOTO 3ac00y 4
MEJIMYHOro BUPOOY;

YiTKy Ta 3p03yMily pEKOMEH/AIIII0 00 000B’I3KOBOT0 03HAHOMIICHHS 3 IHCTPYKLIEIO 13 JINCTKA-
BKJIaJIKU a00 (3a HAsIBHOCTI) MapKyBaHHS BTOPHMHHOI YIAKOBKH JIIKApCHKOTO 3aco0y, IO BiJIOBIiJA€E
JaHUM, BUKJIAJICHUM Y KOPOTKIii XapaKTepUCTHIII JTIKapChKOTO 3aco0y.

5. Peknama nikapchkux 3aco0iB, MEAMYHUX BUPOOIB Ta METOAIB MPOMUIAKTUKU, JIarHOCTUKH,
JiKyBaHHS 1 pealimiTalii He MOke MICTUTH 1H(OpPMAIIii, SKa BBOAUTH B OMaHY IIIJISXOM ITOCHJIAHHS Ha
TepaneBTUYHI e(eKTH, He MATBEPIKEHI KIIHIYHUMHU AOCTIDKEHHSAMU (BUMPOOYBaHHAMHU), OO
3aXBOPIOBaHb, SKi HE MIIAI0THCS a00 BAXKKO MiIAFOTHCS JIIKYBaHHIO, 00 MarepiaiiB, 110, BBOASIYU B
OMaHy, OOIIISIFOTh OTy>KaHHSI 13 3aCTOCYBaHHSM JIIKAPCHKOTO 3aC00Y.

6. Y pekiami JiKapcbKHX 3ac00iB, MEAUYHUX BUPOOIB Ta METOJIB MPOQIIAKTUKH, J1arHOCTHKH,
JIKyBaHHS 1 peadiniTanii 3a00pOHIETHCS PO3MIIIICHHS:

BIJIOMOCTEH, SIKI MOXKYTh CIPABISITH BPaXXEHHS, 10 32 YMOBU 3aCTOCYBaHHS JIIKAPCHKOTO 3aC00y
91 MEIMYHOTO BUPOOy KOHCYIbTAMis 3 (paxiBieM a0 XipypridHa ornepaiist He € He0OX1THOI0, 30KpemMa
3aB/ISIKA HABEICHHIO B PEKJIaMi peKOMEH Al 11010 JIarHOCTUKU a00 MPOMOHYBAHHIO JUCTAHIIIMHOTO
JIKyBaHHS,

B1JIOMOCTEH PO Te, 110 JIKyBaJIbHUN €(PEKT BiJ 3aCTOCYBaHHSI JIIKAPCHKOTO 3aC00y UM MEAMYHOTO
BUpOOY € rapaHTOBAHHM;

BIZIOMOCTEH, 1110 3aCTOCYBaHHS JIKapChKOIO 3ac00y HE CYMPOBOKYETHCS PO3BUTKOM HEOaXaHUX
peakuiii abo #oro e(eKTUBHICTh € TaKOK caMOi0 ab0 BHIOI0, HIK €(PEKTHUBHICTh 1HIIOIO METOAY
JiKyBaHHs a00 JKapcChbKoro 3acoly;

MarepiaiiB, SKi 3 METOI BBEICHHS B OMaHy BHKOPHUCTOBYIOTh 300pakK€HHS 3MiH Y ITIOICBKOMY
TiJT, 3yMOBJICHUX 3aXBOPIOBaHHSIM, TPaBMOKO a00 €0 JIKapChKOTO 3aco0y Ha TUIO JIFOMUHU abo
YacTUHY TLJIa;

TBEP/AKEHb, 10 CIPUSAIOTh BUHUKHEHHIO a00 PO3BUTKY CTpaxy 3aXBOpITH abO MOTIPIIMTU CTaH
CBOTO 37I0pPOB’s Uepe3 HEBUKOPUCTAHHS JIKapChKUX 3ac001B, MEAUYHUX BUPOOIB Ta MEAUYHUX MOCIYT,
mo pekiamyroTbes. Ll 3a00poHa HE MOIIMPIOETHCS Ha PEKIaMyBaHHS BakKIMHALII SK METOTY
npoQiTaKTUKH;
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TBEp)KCHb, MaTepiaiiB, sIKIi BHACIIIOK HABEJCHHS OMHCY abo0 JAEMOHCTpaIii icTopii XBopoOH
COPUSIOTH MOXJIMBOCTI OMHJIKOBOIO CAaMOCTIMHOTO BCTAQHOBJICHHS [iarHo3y JJsi XBOPOO,
NaTOJIOTIYHUX CTaHIB JIOJMHM Ta iX CAMOCTIHHOTO JIIKyBaHHS 3 BUKOPHCTAaHHSIM MEIUYHUX TOBAPIB,
10 PEeKIaMYIOThCS,

MOCUJIaHb Ha JIKAapChKi 3aco0HM, MEOU4YHI BHPOOM, METOIM MNPO(MITaKTUKH, IarHOCTHKH,
JiKyBaHHS 1 peaOumirtamii sk Ha HalOUIbII edeKTUBHI, HaWOULIbII O€3MeuHi, BUHATKOBI MO0
BIJICYTHOCTI HeOakaHNX e(PEeKTiB;

MOCHJIaHb HAa KOHKPETHI BUITAIKU B/IAJIOT0 3aCTOCYBAaHHS JIKapChKUX 3aC001B, MEIMYHUX BUPOOIB,
METO/IIB MPO(DUTAKTHKH, AIarHOCTHUKH, JIIKYBaHHS 1 peadimiTarii;

peKoMeHamiii abo TMOCWIaHb Ha peKOMEeHJalil MeAWYHHX, (apManeBTHUHUX (axiBIiB
(mpawiBHUKIB), HAayKOBLIB, MEIWYHMX 3aKjiajiB Ta OpraHizaliii LI0A0 PEKJIaMOBAHMX TOBApIB YU
nocayr. Lls 3a6opoHa He MOLIMPIOETHCS HAa 3a3HAUYEHHS B pekiami 1H(opMaliifHuX [oKepel, IO
MiATBEPKYIOTh TOCTOBIPHICTh iH(POPMALlii, HABEACHOT B pEKIaMi;

CreIiaIbHUX BUSBIEHb TIOJSKH, BISYHOCTI, JIUCTIB, YPUBKIB 3 HHUX 13 PEKOMEHJAIIsIMHU,
PO3MOBIISIMU TIPO 3aCTOCYBAHHS Ta Pe3y/bTaTH Ail PEKIaMOBAaHUX TOBapy YH MOCIYTH Bil OKPEMUX
0cio;

300pakeHb 1 3raJIOK IMEH TMOMYJIAPHUX JIIOACH, TepoiB KiHO-, TeJie- Ta aHIMaliMHUX (IIbMIB,
aBTOPUTETHUX OpraHi3alliii;

iH(dopmarrii, mo MoXe BBOIWTH CIOXKHMBa4a B OMaHy, 30KpeMa IIMOAO0 CKJIady, TMOXOKEHHS,
e(heKTUBHOCTI, MaTEHTHOI 3aXHUIIIEHOCTI TOBAPY, 1110 PEKIaMy€ThCS;

BIIOMOCTEH, SIKi Jal0Th MOXKJIUBICTh NMPHITYCTUTH, IO CTaH 3I0POB’S 37I0POBOI JIIOMMHU MOXKE
OyTH TIOKpAIIIEHUI B pe3y/IbTaTi 3aCTOCYBaHHS JIIKAPCHKOTO 3ac00y;

iHpopMalii, TPU3HAYCHOT BUKITIOYHO a00 MEePEeBaXKHO IS IITEH.

7. Y pexnami JiKapchKuX 3ac00iB, MEIMYHUX BHPOOIB Ta METOMIB MPOQITaAKTUKH, T1arHOCTHKH,
JiKyBaHHS 1 peaOumitamii 3a00pOHA€THCS y4yacTb MEAMYHHX, (apMaleBTUYHUX  (axiBLiB
(TIpariBHUKIB), @ TAKOXK OCI0, 30BHIIIHINA BUIIISA SKUX IMITY€ 30BHIIIHIA BUIIISA] OCTAHHIX.

8. 3a00poHSEThCS BMIILYBaTH B pekjaMi JIKapChKUX 3aco0iB 1H(oOpMallito, sKka Ja€ MOXKINUBICTh
MPUITYCTUTH, IO JIKAPCHKUN 3aci0 € Xap4oBUM, KOCMETHYHUM UM IHIIUM CHOXHBYMM TOBApOM abo
110 Oe3MeYHICTh Y €(PEKTUBHICTH LHOTO 3ac00y 00YMOBIIEHA HOTO MPUPOIHUM MOXOJKEHHSIM.

9. Y peknami ToBapiB Ta METO/IB, 0 HE HANEXATh JO JIKAPCHKUX 3ac00iB, MEAMYHUX BHPOOIB,
METOJIB NPOQIIAKTUKH, IIarHOCTHKH, JIKyBaHHS 1 peaOimiTamii, a TakoX y pekjami XapuoBHX
MPOJYKTIB ISl CHEIiaJbHOTO MIETUYHOTO CIOKHBAaHHA, (DYHKIIOHAJBHUX XapuyOBHUX NPOAYKTIB Ta
TIETHYHUX T00aBOK 3a00pOHSIETHCS MOCUIIATUCS Ha T€, 110 BOHU MAIOTh JIIKYBallbH1 BIaCTUBOCTI.

10. 3ab60poHsIETHCS peKIamMa MPOBEECHHS HUTUTEIHCTBA HA MACOBY ayIUTOPIIO.

11. 3abopoHsieTbCs pekiaMa HOBHX METOMAIB MNPOQUIAKTUKH, AIarHOCTUKH, peadimitamii Ta
JTIKapChKUX 3ac001B, SKi 3HAXOASATHCS HA PO3MIISJIl B YCTAHOBICHOMY MOPSIJIKY, aJie IIe He JOIYIICHI 10
3aCTOCYBaHHSI.

12. PexnaMa mociyr HapoiHOi MeTUIMHU (IIUIUTENBCTBA) Ta 0Ci0, SKi X HAAAI0Th, JO3BOJISETHCS
JMILIE 3a HAsBHOCTI BIAMNOBIJHOIO CHELIaJIbHOIO J03BOJNY Ha 3aHATTd HApOAHOI MEAMIIMHOIO
(M TENIbCTBOM), BHJIAHOTO IIEHTPAJIbHUM OPraHOM BHMKOHABYOI BIIAJIA, IO peaTi3y€e JepKaBHY
MOJIITUKY Y c(hepi OXOPOHU 37I0POB’sl, 1 MOBUHHA MICTUTH HOMED, AaTy BHadi 3a3HAUEHOTO JT03BOIY Ta
Ha3BY OpraHy, SKui HOTo BUAB.

13. Ocobu, sKi 3A1MCHIOIOTH, BUPOOHUIITBO Ta/abo Mpojax JiKapchKUX 3aco0iB (y TOMY 4HCHI
JIKapChKUX 3aco0iB, pekiiama sKUX 3a00pOHEHa), MEOUYHOI TEeXHIKH, METOMiB MpPOQiIaKTHUKH,
TIarHOCTUKH, JIIKyBaHHS 1 peaOumiTamii, MOXYTh BHCTYIAaTH CIIOHCOpaMHU Teje-, paiiorepenad,
rporpaM, CTOPIHOK Ta MyOMiKaIliid y COIliaJbHUX Mepekax 1 BeO-caTiB y Mepexi [HTepHeT muisxom
HaBesleHHs iH(popMalii peKIaMHOIro Xapakrepy Mpo iM’s abo HaliMEHyBaHHS, 3HAK JJIs TOBapiB 1
TIOCITYT, KpiM OyIb-SIKOTO MTOCWJIAHHS HA JIIKApCHKi 3aCO0M, peKyiaMa sIKHX 3a00pOHEHA, Ta MEAHYHY
TEXHIKY, METOM MPO(IIAKTUKH, TIarHOCTUKHU, JIKYBaHHS 1 peadiniTailii, 3acCTOCYBaHHS SIKUX MOTpedye
CHeIialbHUX 3HAHB Ta IMiITOTOBKH.

14. 3a00poHSEThCS TENECNPONAX JIKAPCHKUX 3aco0iB, METOAIB TPOQITAKTHUKH, JTiarHOCTHKH,
JiKyBaHHS 1 peaOumirtarii, a Tako)X MEIUYHOI TEXHIKH, 3aCTOCYBaHHS sKOi MOTpeOye creriagTbHuX
3HaHb Ta MiATOTOBKHU.

15. 3abopoHsiEThCS peKiiaMa JIIKApPChKUX 3aC00iB MIISAXOM 0€3MOCepeHROTO PO3MOBCIOMKEHHS
3pa3KiB 3 METOIO MPOCYBaHHs, 6€30IIaTHO a00 HAa YMOBAX, MO CyTi aHAJIOTIYHUX OE30TIIaTHUM.

16. ITonoxkeHHsS W€l CTATTI HE TOIMIMPIOIOTHCS Ha pekiamy (IIPOMOIII0) JTIKapChKUX 3aco0iB,
MEIUYHUX BHPOOIB Ta METOMIB MPO(DUIAKTHKH, MIarHOCTUKH, JIKyBaHHS 1 peabumiTaiii, Mpu3HaYeHY
U MEIMYHUX Ta/abo (papMaleBTMUHMX NpaliBHUKIB, Ta/a00 (axiBLiB 3 pealiniTauii, po3MiIIeHy y
BIJIMOBITHUX CHEMialli30BaHUX BUAAHHAX, NPU3HAYCHUX IS MEIWYHMX YCTAaHOB Ta MEIUYHUX,
(apmaneBTHYHMX (PaxiBLiB (IIPaLIBHUKIB), Y TOMY YHCII pO3MILIEHY Ha CIeliali30BaHUX BeO-caiiTax
y wMepexi Iareprer. Ilpomortis mikapcbkoro 3acoOy, Mpu3HAYeHa Ui MEIUYHUX Ta/abo
(hapMaleBTUYHKUX TPAIiBHUKIB, TOBHHHA MICTUTH HEOOXiAHY iH(MOpPMAIiIO0 BiIMOBIAHO O KOPOTKOI
XapaKTEPUCTUKH JTIKAPCHKOTO 3ac00y.

17. He BBa)kaeThbcs peKJIaMOIO JIKapChKUX 3aCO01B:

1) iHdopmalis MO0 MapKyBaHHS JIIKapChKOIO 3aco0y Ta JIMCTKa-BKJIAJKW, BHKIJIaJeHA
BIiJITOBIAHO 0 3aKOHOMABCTBA;

2) KOPECTOHJEHIs, SKa MOXE CYIpPOBOKYBATHUCS MaTepiajJaMi HEPEeKJIAMHOTO XapakTepy,
HEOOX1THa JJI BIAMOBII1 HA 3aIIUT PO OKPEMUH JTIKapChKHA 3aci0;

3) 3acHOBaHi Ha (akTax BiIOMOCTI iH()OPMATUBHOTO XapaKTepy 1 JOBIIKOBUI MaTepial, 30KpemMa
I0A0 3MIHM YMAaKOBKH, MOIEpeeHb Npo HedakaHl peakilii, TOProBi KaTajoru 1 Mpanc-JIUCTH,
pe3yJIbTaTH JOCHIKEHb (BUMPOOYBaHb), 32 YMOBH 1110 B HUX HE MICTATHCS PEKIaMHI TBEPIKCHHSI TIPO

https://zakon.rada.gov.ua/laws/show/2469-20/print

71/74



22.08.2022, 14:45

Mpo nikapcebki 3acobwm | Big 28.07.2022 Ne 2469-1X (TekcT Ans Apyky)

JKapChKi 3ac00M;

4) indopmariist mox0 cTaHy 370poB’st a00 3aXBOPIOBAHb JIIOIWHH, 32 YMOBH IO B Hill BiJICYTHI
MOCUJIAaHHS, Y TOMY YKCJIl HENpsiMi, Ha JIIKapCchKi 3aco0un";

YaCTUHHM MEPIIy Ta IPYTy CTaTTi 26 BUKIACTH B TaKii pegaKiii:

"1. KoHTponp 3a AOTPUMaHHSM 3aKOHOJABCTBAa IPO PEKJIaMy 3IIMCHIOIOTH Yy MeXax CBOIX
[MOBHOBAXEHb!

IEHTPAIBHUN OpTraH BUKOHABYOI BIIAJIH, IO pealli3ye Nep)KaBHY IMOJITHKY y cdepi IepKaBHOTO
KOHTPOJIIO 3a JOJEPKaHHSAM 3aKOHOIABCTBA PO 3aXWCT TpaB CIIOKUBAYIB, - IIONO 3aXUCTy IIpaB
CHOKHMBaUiB PEKJIAMHU;

AHTUMOHOIIOJIbHAM KOMITET VYKpaiHW - MI0AO0 JOTPUMAHHS 3aKOHOIABCTBA TMPO 3aXUCT
€KOHOMIYHOT KOHKYPEHLI1i;

Hamionanena pama VYkpainm 3 nuTaHb  TeneOadeHHS 1 pPaaIOMOBICHHS -  HIOJO
TeJepaaioopranizaiii ycix ¢gopm BIacHOCTI;

[EHTPAIBHUN OpraH BHKOHABYOI BJIalH, IO peallizye AepKaBHY OIODKETHY IONITHKY y cdepi
YIPaBIiHHSA JEp’KaBHUM OOpProM Ta rapaHTOBAaHHM JEP)KaBOIO OOProM, - IIO0 PEKJIAMH Jep>KaBHUX
[[IHHUX TaTepiB;

Hamionaneuuii 6ank YkpaiHu - MO0 pekjIaMu Ha pUHKaX (PIHAHCOBHX MOCHYT (y TOMY YHCII
CIIO’)KUBYOTO KPEJIUTY ), KpiM (POHIOBOTO PUHKY;

HarionaipHa KoMicist 3 I[IHHUX ManepiB Ta (GOHIOBOTO PUHKY - MO0 PEKJIaMU Ha (OHIOBOMY
PHUHKY;

LEHTPAIbHUN OpraH BUKOHABUOI BJIa/IU, 1110 peai3ye JepKaBHY MOJITHKY y cepax OymiBHUIITBA,
apXITEKTypH, - MO0 CHOPYHKEHHS KUTIOBOTO OYIHHKY;

LEHTPAJILHUN OpTaH BUKOHABYOI BJIAJH, IO peati3ye AepKaBHY MOJITUKY 3 MUTAHb JEPKaBHOTO
HaISTy Ta KOHTPOJIO 3a JIOTPUMAaHHSM 3aKOHOIABCTBA MPO 3alHATICTh HACENIEHHS, - IIO/I0 PEKIIaMu
po BakaHcii (mpuitom Ha poOOTY);

LEHTpPAJIbHUN OpraH BHMKOHABYOI BIAAM 13 CHEUiaJbHUM CTaTyCcoOM, IO peallizye Aep)KaBHY
MOMTHKY y cdepl CTBOPEHHS, JOMYCKy Ha PHUHOK, KOHTPOJIO SIKOCTi, Oe3meku Ta e(EeKTUBHOCTI
JKapChKUX 3ac00iB, - III0JI0 PEKJIAMH JIIKAPCHKUX 3ac00iB.

2. Ha BuMory opraniB aep)kaBHOI BIIafH, Ha SIKi 3TiTHO 13 3aKOHOM MOKJIAZEHO KOHTPOJb 32
JOTPUMAHHIM BUMOT 3aKOHOJABCTBA MPO PEKJIaMy, PeKJIaMOJIaBIli, BAPOOHUKH Ta PO3MOBCIOKYBAYi
peksamMu 3000B’s13aH1 Ha/1aBaTH JIOKyMEHTH, YCHI Ta/a00 MUCHhMOBI MOSICHEHHS, BiJICO- Ta 3ByKO3AIIUCH,
a TakoX 1HIIY iH(pOpMaLlit0, HEOOX1IHY JUIs 3A1MCHEHHSI HUMHU IIOBHOBAXXEHb 11010 KOHTPOJIIO.

Kpim Toro, BianmoBiqHU OpraH Jep>KaBHOI BJIaIH Ma€ MPaBo:

BHUMaraTH BiJl peKIaMO/IaBIiB, BUPOOHUKIB Ta PO3MOBCIOMKYBaUiB PEKIAMU YCYHEHHSI BUSBICHUX
MOPYIIEHb BUMOT 3aKOHO/IaBCTBA;

BUMAraTu NpuimuHCHHSA ,[[iﬁ, IO MCPCUIKOKAOTH 3,[[iI>iCH€HHIO JACPIKAaBHOI'O KOHTPOJIHO,

HajaBaTH (HAJACWIATH) pPEKJIAMOAABLSAM, BUPOOHHMKAM Ta PpO3MOBCIOMKYBauaM peKIaMH
000B’s13K0BI1 /17151 BAKOHAHHS IPUIIMCH IIPO YCYHEHHSI TOPYIIECHb;

MpUMMAaTH pIlIEHHS NP0 BHU3HAHHS pPEKJIaMU HeI0OpPOCOBICHOIO, IMPUXOBAHOIO, NMPO BHU3HAHHSI
NOPIBHSAHHS B pEKJIaMi HENPABOMIPHUM 3 OJHOYACHMM 3YIUHEHHSAM ii PO3MOBCIOIKEHHS, PO
3yMHUHEHHS PO3MOBCIOMKEHHS BIAMOBIIHOT pEKIaMH.

Opranm gepxkaBHOi BiIaAu 3000B’si3aHI  MOBIIOMIJIATH —PEKJIAMOJIABIIIB, BHUPOOHUKIB Ta
PO3MOBCIO/DKYBAYIB PEKJIAMHU MPO PO3MIISA] CIPaB MPO MOPYIICHHS HUMH BHMOT 3aKOHOIABCTBA IPO
peKiIaMy He MEHIIE HiX 3a IT'SITh pOOOYHX JIHIB J0 JIaTH PO3IVIsAY CripaBH';

4) y 3akoni Ykpainu "IIpo ocHOBHI 3acagu JAepkaBHOTO Hamisay (KOHTpomwo) y cdepi
rocnogapcbkoi gisuibHOCTI" (Bimomocti BepxoBnoi Pamm VYkpainu, 2007 p., Ne 29, ct. 389 i3
HACTYITHUMH 3MiHAMH):

CTATTIO 2 MiCJsA YaCTUHHU JBaHAALATOI JONOBHUTH HOBOIO YACTUHOIO TAKOTO 3MiCTy:

"IlepxkaBHUN HarsAa (KOHTPOJIb) y cepl TOCTIOAAPCHKOI AiSTTbHOCTI 3 BUPOOHUIITBA JIIKAPCHKUX
3aco0iB, ONTOBOI Ta PO3APiIOHOT TOPTIBII JIKAPCHKUMHU 3acO0aMH, IMITOPTY JIIKAPChKUX 3ac001B (Kpim
aKTHUBHMX (DapMalleBTUUHUX 1HTPEIIEHTIB) 3M1HCHIOETHCS 3 YpaxyBaHHIM OCOOIUBOCTEH, BU3HAYEHUX
3akonoM Ykpainu "IIpo mikapcebki 3acobu’.

VY 3B’sA3Ky 3 MM YacTUHU TPUHAALUATY 1 YOTHPHAALATY BBaXKaTW BIAMOBITHO YaCTHHAMU
YOTUPHAIIATOIO 1 I’ ATHAAISITOIO;

YACTUHY IT’ATY CTaTTi 4 JOTIOBHUTH a03aIi0M TPETIM TaKOTO 3MICTY:

"BupoOHUIITBO  (BUTOTOBIICHHS), IMIIOPT, peaii3aiis JIKapChKUX 3aco0iB  Cy0’ekTamu
TrOCTIOAAPIOBAaHHA MOXXYTh OyTH 3yNmUHEHI MOBHICTIO a00 YaCTKOBO BUKIIIOYHO 3a PIMICHHSM CyIy B
nopsiaky, nepeadaueHomy KomekcoM aaMiHICTPaTHBHOTO CYIOYMHCTBA YKpaiHH, 3 OCOOIMBOCTSIMHU,
BCTaHOBJIEHUMH 3akoHOM Ykpainu "[Ipo nikapcbki 3acoou”.

Po3ain XII.
HNEPEXIIHI ITOJOKEHHS

1. YcraHoBUTH, 110 peecTpaliiiHe MOCBITYEHHS Ha JIIKAPCHKUN 3aci0, sKe BHAAHO A0 HaOpaHHA
YUHHOCTI IIUM 3aKOHOM Ta Ma€ OOMEXEHHUH CTPOK [ii, € YUHHUM IPOTATOM CTPOKY, 3a3HAYEHOIO Y
bOMY TIOCBIJYEHHI.

Peectpartiiine moCBiUeHHsI Ha JIIKApCHKUW 3aci0, sKe BUAAHO J0 HAOpaHHS YWUHHOCTI UM
3aKkoHOM Ta Mae HEOOMEeXEeHWMH CTPOK Jii, € YMHHUM Ticis HaOpaHHS YUHHOCTI UM 3aKOHOM
6e3cTpokoBo. Take peecTpaliifHe MOCBIAYEHHS 3aMIHIOETHCS Ha BHUTAT 13 Jlep)aBHOTO peecTpy
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JKapChKUX 3aCc001B 3a 3asABOIO BIIACHHWKA peeCcTparlii (IpeicTaBHUKA B YKpaiHi) 6€30MIaTHO TPOTATOM
I’SITH POKIB 3 JHS HaOpaHHS YMHHOCTI MM 3aKOHOM. BUTAT BUmaeThcs 0e3 BHECEHHS 3MiH 10
peecTpariiHuX MaTepialiB Ta/abo 6e3 BUMOT OO0 HaIaHHs JOAATKOBUX MaTepiaiis.

2. YcTaHOBUTH, IO JIIKApChKi 3aco0u, 3apeecTpoBaHl B YKpaiHi 0 HaOpaHHS YMHHOCTI LUM
3aKOHOM, MOXYTh BBOAMTHUCS B 00Ir IPOTATOM IT’SITH POKIB 3 THS HAOpAaHHS YNHHOCTI IIUM 3aKOHOM Ta
3HAXOAMUTHUCA B 00ITy J0 3aBEpILICHHS CTPOKY 1X MPUJIATHOCTI BIAMOBIAHO JIO 3aKOHOJABCTBA, 110 /1510
710 HaOpaHHsI YMHHOCTI UM 3aKOHOM, 0€3 3aCTOCYBaHHs ILOJO HUX 3a00pOH YU OOMEXKEHb 3 TaKUX
MIPUYHH.

3. YcTaHOBUTH, IO KIIIHIYHI JOCTIKEHHS (BUMIPOOYBaHHS ), J03BOJICHI JIO TIPOBECHHS PIIICHHSIM
[EHTPaIBFHOTO OpraHy BHUKOHABYOi BIaaM, 1[0 3abe3meuye (opMyBaHHS Ta peaizye AepkKaBHY
MOJITUKY Y cdepi OXOpOHU 3MOpOB’s, Ta/abo0 BHECEHI OO0 JEPKABHOTO PEECTPY KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKUX 3aC001B 10 HAOpAaHHS YMHHOCTI UM 3aKOHOM, MPOBOJSTHCS BIAMNOBIIHO /10
BHUMOT, YUHHUX HAa MOMEHT MPHUUHSATTA LIEHTPAJIbHUM OPraHOM BHKOHABUOI Biajad, IO 3abe3mneuye
(opMyBaHHs Ta peainisye JepXKaBHY MOJITHKY y chepi OXOPOHM 370pOB’s, PILLICHHS PO MPOBEIACHHS
KIIIHIYHOTO JTOCIIJKeHHSI (BUTIPOOyBaHHS) Ta/a00 BHECEHHS iX 10 PeeCTpy KIHIYHUX BHUIIPOOYBaHb
JKapChKUX 3aCc001B, Ta PO3MIAAAIOTHCA 1] YaC €KCIEPTHU3HU 3 ypaxyBaHHSM BUMOT IO MPOBEACHHS X
JOCIIKeHb (BUMTPOOYBaHb), YNHHUX HA TOI MOMEHT.

4. YcTaHOBUTH, 1110 IO BBEACHHS B JIIF0 YaCTUHU IIOCTOI cTarTi 13 11b0ro 3aKoHy TOKYMEHTH IS
JepkaBHOI peectparii (mepepeecTparlii, 6€3CTPOKOBOTO MOAOBKEHHS pEeCTpallii TOIIO0) JIKAPChKUX
3ac00iB, BHECEHHS 3MiH /10 MaTepiajiiB peecTPaLiifHOTO JIOChE, a TAKOXK 3asBa Ta MaTrepiaay KIIHIYHUX
JOCIIJDKeHD  (BUNPOOYBaHb), CYTTEBUX TIONMPABOK JUIS 3aTBEP/DKEHHS TMPOBENEHHS KIIHIYHUX
JOCITIKEeHb (BUMIPOOyBaHb) B YKpaiHi MOXYTh IMOJABATHCS 3asSBHUKOM (TPEJCTABHUKOM B YKpaiHi) y
nanepoBii Ta/abo eneKTpoHHii (popmi BiAMOBITHO JO BUMOT, BCTAHOBIEHUX 3aKOHOAABCTBOM.

5. YcranoBuTH, 110:

1) BracHUKM peecTpalii MPOTSAroM II'STH POKIB 3 JHS BBEIEHHS B JiI0 I[bOr0 3aKOHY MaloTh
NPUBECTH pEeCTpaliiHi MaTepiand Ha BJIACHI JIIKAPChKI 3aco0M, MapKyBaHHS, MAKyBaHHS Y
BIJIMTOBIHICTG 13 IIUM 3aKOHOM;

2) BIACHUKU PEECTPAIifHUX MMOCBITYCHb HA JIIKAPCHKI 3aCO0M MOJAIOTh J0 OpraHy JIep>KaBHOTO
KOHTPOJTIO JaH1 3 hapMaKOHATIISAY 3 THS HAOpaHHS YMHHOCTI IIUM 3aKOHOM;

3) BIIaCHUKM peecTpalii Ta BUPOOHUKH JIIKAPCHKHUX 3ac00iB 10 BBEJCHHA B JiI0 CTaTTi 57 1bOIO
3aKoHy 3aCTOCOBYIOTH 1i BUMOTH Ha IOOPOBUIBHHX 3acajax.

6. KaGinety MinicTpiB Ykpainu 10 BBeIEeHHS B /110 [IbOTO 3aKOHY:

3a0e3neynuTH po3poOJICHHS Ta 3aTBEPIDKCHHS MOJOKEHHS MNP0 OpraH JAEp:KaBHOTO KOHTPOJIIO
3TIIHO 3 MM 3aKOHOM 13 BCTAHOBJICHHSM TMPOIEAYPH NPHUHHATTS HA TOCAId KEPIBHUKIB TaKOTO
Oprasy 3a pe3yJlbTaTaMH MPOBEICHHS MPO30POTro KOHKYPCY BiAMOBIIHO IO 3aKOHOAABCTBA,

YTBOPUTH OpraH JAepKaBHOTO KOHTPOJIIO Ta 3a0€3MEUNTH HOro HajeKHe (piHAHCYBaHHS;

NIPUBECTU CBOI HOPMATHBHO-NIPABOBI aKTH Yy BIJAMOBIAHICTH 13 IIMM 3aKOHOM Ta 3a0e3MeuuTH
HaOpaHHs HUIMHM YHHHOCTI OJTHOYACHO 13 BBEJICHHSAM Y JIiI0 BIAMOBIHUX MOJIOKEHB I[LOTO 3aKOHY;

3a0e3MeunTH NPUBEICHHA MIiHICTEPCTBAMHU Ta IHIIUMH LEHTPAJbHUMH OpraHaMH BHUKOHABYOI
BJIaJ X HOPMATUBHO-IIPABOBUX AKTIiB Y BIJIMOBIJHICTD 13 IUM 3aKOHOM;

3a0e3MeYnTy NPOBEACHHS KOHKYPCY Ha MOCaay TOJOBH OpraHy Jep)KaBHOIO KOHTPOJIO Yy
MOPSIAKY, BU3HAUEHOMY LIUM 3aKOHOM.

7. MiHiCcTEpCTBY OXOPOHHU 3/10pOB’ sl YKpaiHU:

NIPUBECTU CBOI HOPMATHMBHO-IIPABOBI aKTH Yy BIAMOBIAHICTH 13 IIMM 3aKOHOM Ta 3a0e3MEunTH
HaOpaHHS HUMH YMHHOCTI OTHOYACHO 13 BBEJICHHSM Y [0 BIATIOBITHUX MOJIOKEHB I[LOTO 3aKOHY;

3a0€e3MeYnTH NPUNAHATTS HOPMATHBHO-NIPABOBUX aKTiB, mepeAdadeHuX UM 3aKOHOM, Ta
3a0e3rneunTi HaOpaHHS HUMU YMHHOCTI OJTHOYACHO 13 BBEICHHSM Y JIIFO BIATIOBITHUX MOJIOKEHB I[HOTO
3akony.

8. PexomenayBaru MiHiCTEpPCTBY OXOPOHM 370pPOB’Sl YKpaiHU CIIJIBHO 3 OPraHOM JEp>KaBHOTO
KOHTPOJIIO OPTaHi3yBaTH HABYAIBHO-METOAMYHY POOOTY MO0 pealTi3allii MOJI0KEHb I[LOTO 3aKOHY.

IIpe3uaenT Ykpainu B. 3EJIEHCBbKUM

M. KuiB
28 siunHs 2022 poky
Ne 2469-1X

https://zakon.rada.gov.ua/laws/show/2469-20/print

73/74



22.08.2022, 14:45 Mpo nikapcebki 3acobwm | Big 28.07.2022 Ne 2469-1X (TekcT Ans Apyky)
[Ty6nikauii nokymeHTa
» [onoc Ykpainum if 18.08.2022 — N° 169

https://zakon.rada.gov.ua/laws/show/2469-20/print 74174


https://zakon.rada.gov.ua/go/2469-20

