3ATBEPJ[’)KEHO
Haxka3 MiHictepcTBa 0XOpOHU
310pOB’sl YKpaiHu

Ne

IHopsinoxk 3ailicHeHHs1 papMaKOHATJISIAY
I. 3arajbHi MoJI0KeHHS

1. Ileit Ilopsimok BCTaHOBJIIOE BUMOTH JI0 3A1MCHEHHS (apMakoHArsiny B
VYkpaini, K1 aJanToBaH1 10 3aKOHO/IaBcTBa €Bpomneiicbkkoro Coro3y.

2. Y ubomy Ilopsiaky TepMiHM BXKHBAIOTHCA Y TAKUX 3HAYCHHSX:

1) ©Oa3a manux 3 (apmMakoHArJISINy OpraHy JEp>KaBHOTO KOHTPOIO —
iHpopMaliitHO-KOMYHIKAIlliiHa cUcTeMa Ui 300py, VYIOpaBJiHHS Ta aHajizy
iHdopmariii 3 Oe3neku Ta €PEeKTUBHOCTI JIKAPCHKUX 3ac00IB 3 JOCTYNOM O
MOB1JOMJIEHB BJIACHUKA peecTpallii mpo HebakaHi peakiii, BIICYTHICTh €(heKTHBHOCTI,
Hee(DEKTUBHICTh BaKIMHALIIl Ta HECTIPUATIMBUX MOJIM MCs IMYyHI3allii, 1110 BUHUKIIN
IIPU 3aCTOCYBaHHI HMUMH 3apeECTPOBAHUX JIIKAPCHKHUX 3aC001B, 10 MICTIAThCA y 0a3i
JaHuX 3 (papMaKOHArJISIAY OpraHy JIepKaBHOTO KOHTPOJIIO;

2) BakuuHaiig (IICTUICHHS, AaKTUBHA/TIACMBHA IMYHI3allis) — CTBOPCHHS
IITY4YHOTO IMYHITETY Yy JIIOJWHU 10 NMEBHUX 1HOEKIIIMHIX XBOPOO HMUIIXOM BBEICHHS
BaKLWHU YU IMYHOTJIOOYITiHY;

3) BIACYTHICTh €()EKTUBHOCTI JIKapChKOTO 3ac00y — BIJICYTHICTh CHPUATIUBOI
JIarHOCTUYHOI, JIKYBJIbHOI 4M NPOQIIaKTUYHOI Jii JIKapChKOro 3aco0y o0
BCTAHOBJICHHSI XapaKTepy 3aXBOPIOBAHHS, WOro mepediry, TpuBaJlocTi ad0o KOpeKIii
cTaHy 4M (1310J0rYHUX (QYHKLIA OpraHi3My JIOAWHU BIAIOBIJHO J0 MOKa3aHb 0
3aCTOCYBaHHS,  3a3HAYEHUX Yy  KOPOTKIM  XapaKTepUCTULl  JIKapChKOro
3ac00y/IHCTPYKIIIT 1JI1 METUYHOTO 3aCTOCYBaHHS,

4) TpynoBi HECHPUATIMBI MOMAIT MICHs iIMyHI3aIlii — JaBa a00 OiIbIle BUIAIKIB
HECOPUSTIMBUX MOMIA TICHS IMyHI3alii, 10 MarwTh MOAIOHI KIIHIYHI TPOSBH,
NOB’sI3aH1 32 YaCOM, MICIIEM MPOBEJICHHS IMYHI13allil Ta Cepl€r0 BBEAEHOI BaKIIUHH;
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5) momatkoBi 3axomu 3 MiHiMi3amii pPU3HKIB, TOB’S3aHI 13 3aCTOCYBaHHSIM
JIKapChbKOro 3aco0y (mani — MO0AAaTKOBI 3aXOJu 3 MiHIMI3aIlll PU3HKIB) — 3aXO/H
HaIlpaBJIeHl Ha J0JaTKoBe 1H(OPMYBAHHS [UJIsl TOCWJIEHHS YBAaru MEIUYHHUX
MpaliBHUKIB Ta/ad0 MAlI€HTIB 3 MHUTAaHb 3all00iraHHsA a00 3HMUXKEHHS WMOBIPHOCTI
PO3BUTKY OJIHOTO 200 JIEKUIbKOX HeOa)KaHWX peakIliii, MOB'sI3aHOl 13 3aCTOCYBaHHAM
JKapChKOro 3aco0y;

6) epeKTHBHICTP BaKIMH — 3HIKCHHS BIJICOTKA KEPOBaHMX I1HQEKIIHHUX
3aXBOPIOBAHb Yy TPYIII MIETICHUX 0C10 MOPIBHIHO 3 TPYIIOI0 HEMICTUICHUX OCi0;

7) edeKTUBHICTD JIKapChKOIro 3ac00y — CHPUATINBA JA1arHOCTUYHA, JIKyBaJIbHA
yu mpoiTakTUYHA i JIKapChbKOTro 3aco0y IIOA0 XapaKTepy 3aXBOPIOBAHHSI, HOTrO
nepebiry, TpuBajocTi abo Kopekuii ctany uu (i3loJoriyHuX (YHKIIH OpraHizmy
JIOAMHMA BIATMOBITHO JO TOKa3aHb [0 3aCTOCYBaHHS, 3a3HAUYE€HUX Yy KOPOTKIM
XapaKTEePUCTHULI JIKAPCHKOr0 3aC00y/IHCTPYKIIIT AJI1 MEAMYHOTO 3aCTOCYBaHHS;

8) 3BezeH1 JaHl MPO BUMAIKK HEOKAHUX PEaKIIii Mic/sl 3aCTOCYBaHHS BaKIIUH,
TyOepKyJIiHy — 3BIT, IO y3arajbHIOE€ 1HQOpMAIiI0O TPO HebaXkaHi peakiii IMmics
3aCTOCYBAaHHS BAaKIMH, TYOEpKYIiHY 3TiIHO 3 TMEpeNiKOM KIHIYHUX TPOSBIB
HeOakaHUX PEaKIlii Micys 3aCTOCYBaHHS BaKIMH, TYOCPKYIIHY Ta/abo iX omucom, 1110
MICTUTBCS Y KOPOTKUX XapaKTEPUCTUKAX/THCTPYKIISAX I METUYHOTO 3aCTOCYBAHHS
BaKIIMH, TYOCpPKYJIHY, 3a 3BITHUHN NEPIO/I;

9) IMYHOTEHHICTh BAKIIMHU — 3[AaTHICTb BaKIMHU YTBOPIOBATH TyMOpaJIbHHIMA
(BU3HAUEH1 PiBHI aHTUTLI Y B1ICOTKaX) Ta/ab0 KIITUHHO-OMOCEPEIKOBAHUIN IMYHITET.
Le#t moka3HUK 3a JAaHUMU KIIHIYHUX JOCTIKeHb Mae Oyru Outbiie 90 % (kpim
BaKIMH JJIs1 MPO(IAKTUKY TPUITY); 11 KOMOIHOBAaHUX BaKIMH KOXKEH 3 KOMIIOHEHTIB
BIJIMIOBIJA€ [IbOMY MTOKA3HUKY;

10) komMOiHOBaH1 BaKIMHU — BaKLIMHH, TPU3HAYCHI JJIS 3aXUCTY BIJ JEKIIBKOX
iHDEeKIIHHUX ~ XBOpOO, COPUYMHEH] pI3HUMHU IITaMaMu  Ta/abo  pI3HUMU
MIKpOOpraHizMaMu Ta/ab0 cepoTUIIaMU MIKPOOPTaHi3MiB;

11) KOpHCTb — CYKYIHICTh CTYNEHIB MO3UTHBHOI'O BILTUBY JIIKAPCHKOTO 3aC00y
Ha 3MEHIICHHS TSKKOCTI mepediry abo 3HMKEHHS IHTEHCUBHOCTI MPOSIBIB CUMIITOMIB
3aXBOPIOBAHHSI, THTEHCUBHICTh MO3UTHUBHOI (hapMaKoJIOT14HOI peakilii Ha BBEJACHHS
JKapChKOTo 3ac00y Ta ii TPUBAIICTH;

12) KpUTHYHI HEBIANOBIIHOCTI — HEBIAMOBIAHOCTI, SKI YHEMOXKIHBIIOIOTH
OLIIHKY O€3MeKM 3aCTOCYBaHHS Ta CIHIBBIJHOIIEHHS KOPUCTH/PU3UK JIKAPCHKUX
3ac001B, 10 CHPUYMHSE HETATUBHI HACIIJIKU JUIS 3JI0pOB’S HACEJEeHHs abo
rpOMaZIChKOro 310poB’sa. KpuTHUHI HEBIJAMOBIIHOCTI BKIIOYAIOTh BIJCYTHICTD
cucteMu (apmakoHarysiny abo0 OJHIE] YW JEKUIBKOX CKJIQJIOBUX CHCTEMU
dbapmakoHarsay;

13) meBimkiagHa mpobieMa 3 OE3MEKM — MUTAHHS OE3MeKH, SKe, Ha JYMKY
BJIACHHMKA PEECTpallii, moTpedye TEPMIHOBOI yBaru OpraHy JAEp>KaBHOT'O KOHTPOIIIO
yepe3 MOTEHILINHUN 3HAYHUN BIUIMB HA CIHIBBIJHOIICHHS PHU3UKY Ta KOPHUCTI
JIKapCchKOro 3aco0y Ta/abo Ha 370pOB’S MAIlIEHTIB a00 TPOMajChKe 37I0pOB’Sl Ta
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MOTEHIIWHY MOTpeOy B HETallHUX PETyISITOPHUX 15X, @ TAKOXK NOTPeOye KOMYyHIKaIlii
3 Mall€EHTaMU Ta CHeLialicTaMHi cpepru OXOPOHU 3/10pOB’S;

14) HecyTTE€BI HEBIAIMOBIIHOCTI — HEBIAMOBIAHOCTI, IO HE CHPHYHUHSIOTH
HEraTMBHOTO BIUJIUBY Ha OIlIHKY O€3MeKH 3acCTOCYBaHHS Ta CIHIBBIIHOIICHHS
KOPUCTBH/PU3UK JIIKAPCHKOTO 3ac00y Ta HETraTMBHUX HACHIAKIB JJIsi  370pOB’s
HACEJICHHS YU IPOMAJICHKOT0 370POB’s;

15) HeedeKTUBHICTh BaKIMHAII — BHUMAJOK, II0 BU3HAYAETHCS HA OCHOBI
KIMHIYHUX TPOsBIB  1HGEKIIHHOT XBOpPOOHW, 10 J1a00paTOPHO TMiATBEPIKEHO
BIJICYTHICTIO 3aXMCHUX MapKepiB Bia 11i€i xBopoOu. IlepBunHa HeedEeKTHBHICTH
BaKI[MHAIIl € HaC/IIJIKOM HEIOCSITHEHHS 3alJIaHOBAHOTO €QeKTy BiJ IICTJICHHS
(BiACYTHICTh CEepOKOHBepcli abo cepompoTeKiii), BTOPUHHA - BPODKEHHUX Ta/abo
HaO0yTuX JedeKTiB IMYHHOI CHUCTEMU a00 HEHAJIEKHOTO BBEICHHS MPH3HAYCHOI
BaKIMHMY;

16) HecnpusATIMBA MO MICHs IMyHI3allil — Oy/Ib-Ka HECTIPUATIUBA 3 MEIUYHOI
TOYKH 30py IOAISA, IO CIIOCTEPIraeThCs IMICHS IMyHi3alii Ta HEOOOB’SI3KOBO Mae
MPUYMHHO-HACTIIKOBUI 3B’S30K 3 BUKOPHCTAaHHSIM BaKIHWHUA. HeCHpHUATIHBOIO
nojfiero € Oynpb-fka HecnpusTIMBa ab0 HEHABMHCHA O3HAKa, BIAXWICHHA Y
pe3ynbrarax  JabopaTOpHUX  JOCHIIKEHb, CHUMITOMH  3aXBOpIOBaHHSA  a0o
3aXBOPIOBAHHS;

17) "ecnmpusTAMBa TOAIS, IO BUKJIUKAE OCOOJMBHUI I1HTEpPEC — 3a3dalierilb
BHU3HAYEHA 3HAUyIla MEAWYHA TOJis, 110 MOTEHIINHO MOB’s3aHa 31 3aCTOCYBAaHHSIM
BaKIIMHU Ta TOTpedye peTeTbHOr0 MOHITOPUHTY, Ta MIATBEPKEHHS abo
CIIPOCTYBaHHS 3B’ SI3KY 3 IMYHI3aII€I0 MPH MOAAIBIIHNX CIICMIATbHUX JOCTIKEHHSIX;

18) nepBuHHA MeANYHA JOKYMEHTALll — BUX1JHI JIOKyMEHTH, J1aHl1 1 3anucu (Taxi
K, 1CTOpli XBOpoOM, aMOyIaTopHI KapTH, JIaOOpaTOPHi 3aluCH, CIYKOOB1 3alUCKH,
IIOACHHUKHN JOCTI)KYBaHUX a00 ONUTYBAJBbHUKH, >KypPHAIM BHUIAul JIKAPCHKUX
3ac001B, pO3APYKIBKH MpHUIaIiB, Bepru(DiKOBaH1 Ta 3aCBi4eH1 Komii a00 po3mudpoBKU
dbonorpam, mikpodimr, dortorpadiuHi HEraTUBHU, MIKPOIUIIBKM ab0 MarHiTHI HOCI,
PEHTTEHIBChKI 3HIMKH, aJMIHICTPaTHBHI JOKYMEHTH, 3aIUCH, LI0 30€piraroThCs B
anTeni, jabopaTopii Ta y BIJAUIEHHI 1HCTPYMEHTAJIbHOI IIarHOCTHKHU 3aKJajliB
OXOPOHHM 3JIOPOB’S) Ta 1HIII JOKYMEHTH TOB’S3aH1 3 BUIAJIKOM HeOa)kaHOl peakIlii,
BIZICYTHOCTI €(DEeKTUBHOCTI, HECIPUSITIUBOI MOi1 MiCHA IMyH13a1ii Ta Mpo Oyb-sIKOIO
1HIIOKO MTPOOJIEMOI0 Oe3MeKu Ta ePeKTUBHOCTI 3aCTOCYBaHHS JIKaPCHKUX 3aC001B;

19) nmepion micns 3aCTOCYBaHHS BakKIMHU — MPOMIDKOK 4Yacy MIiCIs TMPOBEACHOI
IMyHI13aI1ii, 1110 KOJTUBAETHCS y MEKaxX B1J IEPIIOi JoOU 710 24 MICAIIIB Ta 3aJICKUTh BiJl
THUITY BaKIIUHU 1 JJIs1 IEPEBAXKHOI OLIBIIOCTI 3 HUX cTaHOBUTH 30 110;

20) mepioAMYHO OHOBIIFOBAHUM 3BIT 3 OE3IMEKH JIIKAPCHKOTO 3ac00y — JOKYMEHT
BIAMOBIAHOrO dopMaTy Ta 3MICTy, IO MNPU3HAYEHUH JJI1 HAJaHHS OLIHKH
CHIBBIIHOUIEHHSI «KOPUCTH/PU3UK» JIKAPCHKOrO 3aco0y, Ta MOAAHHS BJIACHUKAMU
peecTpalli y BUBHaY€HI CTPOKH Yy MICIspeeCTpaliiHOMY Mepioi;

21) nino3pa Ha AePEKT SKOCTI JIKAPChKOro 3ac00y — MOBILAOMIIEHHS TIPO T€, 110
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SKICTh JIIKAPCHKOTO 3ac00y HE BIAMOBIAAE 3asBJICHIN y MaTepialiax pPeecTpariiitHoro
JIOCBE;

22) TOBIMOMJICHHS TIpO HeOaxaHy peakIlilo JIKapCchbKoro 3aco0y Ta/abo
HECIPUSITIIMBY TMOJIIO0 MICIIs IMYyHI3aIlii Ta/abo BICYTHICTh €hEeKTUBHOCTI — opMa Ta
3MICT MOBIJIOMJICHHS MPO MiJ03pIOBaHl HebakaHl peakiii/BIACYTHICTh €EKTUBHOCTI
Ha JIKAPChKU 3ac10/ HECIPUSTIMUBY MOIF0 MICHS IMYH13a1ll1, [0 BUHUKIIA Y OKPEMOT'O
naIfieHTa B IEBHUH MOMEHT Yacy,

23) TPUYMHHO-HACIIIKOBHI 3B’SI30K MDK KIIHIYHUMHU TPOSBAMH OYIb-SKOi
HeOakaHOi peaklii/HecCIpusATIMBOI MOAIl MICAs IMYyHi3allli Ta 3acTOCYBaHHSM
JIKapChbKOIo 3ac00y — CTYIIHb, SKMH BU3HAYAETHCS MPUUHATHUM METOAOM (sIKiCHa
MeToauka BceecBiTHROI opranizailii 0XOpoHHU 3A0poB’s, mkana Hapawxko, 6iHapHUM
Meron abo IHIIMHA METOA) 3a TEBHUMHU KpUTEpIsIMH Ta BKa3dye Ha
B3a€MOIIOB’ SI3aHICTh/B3a€MO3B 30K HEOAXKaHOI PEaKIlii/HeCTIPUSITIMBOI MOIT TiCIs
IMyHI13aI11i, II10 CIIOCTEPITa€ThCs, 13 3aCTOCYBAHHSM JIIKAPCHKOTO 3ac00Y;

24) mpodine Oe3meKku - CYKYIHICTh ITOKa3HUKIB 3aCTOCYBaHHS JIIKApPChKOIO
3aco0y, 110 TAI0Th 3MOT'y BU3SHAUUTH CITiBBITHOIIEHHS! «KOPUCTH/PU3UK» JTIKAPCHKOTO
3aco0y;

25) pU3HK-OPIEHTOBAHUM MIIXiJ — MiIXil, SKHHA 1AeHTU(IKYE (BHUSBISE, OMIHIOE
(MOBTOPHO OIIIHIOE) Ta BHW3HAYa€) PU3UKH, IIOB’S3aHI 3 HEBHKOHAHHSIM a0o
HEHAJIE)KHUM BHUKOHAHHSM 3asBHUKOM/BIACHUKOM pEeCTpalii BUMOI 3A1HCHEHHS
dbapmakoHarjisiy Ta mnepejadadae po3poOJECHHs W 3M1MCHEHHs 3a pe3yjibTaTaMM iX
OIIIHIOBAHHSI 3aX0/11B 1010 MiHIMI13aIlil Ta YCYHEHHS TaKUX PU3UKIB, 1110 3/11MCHIOETHCS
IUISIXOM aHaJli3y Ta 31CTaBJICHHS JaHUX, [0 MICTITHCA B MaTepiajax peecTpaliitHoro
JIOCh€ Ha JIKapChbKUM 3aci0 Ta CTPYKTYpOBAaHUX, HECTPYKTYPOBAHHUX JAaHUX, & TAKOX
iHdopmarii oTpumaHOi 3a pe3ylbTaTaMd TMPOBEACHHS 1HCHEKII CHCTEMH
dbapmakoHarsiay;

26) pu3MKH, MOB’s3aHI 13 3aCTOCYBaHHSM JIIKAPCHKOTO 3aco0y, — Oymb-siKi
PHU3HKHU, TIOB’s3aH1 3 SAKICTIO, 0€3MEKOI0 Ta €(PEKTHUBHICTIO JIIKAPCHKOIO 3aco0y s
3M0pOB’sl TAIIEHTIB a00 TPOMAACHKOTO 3I0pOB’s, a TaKOX OyAb-fKi PH3UKU
HeOaXaHOTO BIUTUBY HA HABKOJIMIIHE IPUPOIHE CEPEIOBUIIIE;

27) cepoKOHBepCisl — MPOIyKyBaHHs a00 301JIbIICHHS] KOHIIEHTPAIIil aHTUTL, 1110
PO3TIIAAETHCS K TEPEXiJl BiJl CEpOHETATUBHOI JO CEPOMO3UTUBHOI peakilii abo sk
KJIIHIYHO 3HayMMe 30UIBIICHHS 3aJlaHOT0 PIBHS aHTUTUI, IO JEMOHCTPYE
IMYHOT€HHICTb BaKIIMHH;

28) cepornpoTeKIlisg — TUTP aHTUTLI, 1110 3aXUIIA€E BiJl BU3HAUEHOI(1X) 1HeKii(i1);

29) curHan — iudopmailisi, oTpuMaHa 3 OAHOro abo JEKUIBKOX JIKEpel,
BKJIFOYAIOUM CIIOCTEPEIKCHHS Ta JIOCIIKCHHS, 110 Mepeadayac HOBUM MOTSHIIMHUN
OPUYUHHO-HACIIJIKOBUM 3B’SI30K a00 HOBUM acCleKT BIAOMOrO HNPUYUHHO-
HACJIIKOBOT'O 3B’SI3Ky MK BTPYYaHHSIM Ta SBUIIEM a00 CYKYITHICTIO TOB’SI3aHHUX
SIBUII, K HEOaKaHUX TaK 1 KOPUCHUX, KA BBAXKAETHCS JOCTATHHO BIPOTITHOIO JJIS
OOTpyHTYBaHHS 1K 11010 11 IEPEBIPKH;
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30) cyTTeBI HEBIAMOBIMIHOCTI — HEBIAMOBITHOCTI, sIKI HETAaTUBHO BIUTMBAIOTH HA
OILIHKY O€3MEeKH 3aCTOCYBaHHS Ta CIIBBIIHOIICHHS KOPUCTH/PU3UK JIKAPCHKUX
3ac00iB, IO CHOPUYWHSAE HETaTHBHI HACTIAKU JUIS 370POB’Sl HACEJIICHHS YH
TPOMAJICBKOTO 310pOB’s, BKJIIOUAIOYHU (aJie HE BUKIIIOYHO) MOPYIIEHHS BUMOT 010
kBamdikaiii, ocBitTh Ta 000B’s3kiB  YOD/KO®D, Henmomku, BHUABICHI Yy
3aJIOKyMEHTOBAHUX TMPOIEAYPHUX TMpoIecax, TMOB’S3aHUX 31  3/1MCHEHHSIM
(dhapmMaKkoHars1y, HeAOMIKM BEACHHS 0a3 JaHUX CUCTEMHU (papMaKoHAarIsIAy, HeOMIKH
BEJICHHSI CUCTEMH YIPABJIIHHS PU3UKAMU, HEJIOJIKH BEJACHHS JOKYMEHTAIlli CTOCOBHO
dbapmakoHarsiay;

31) w4yacrora BHMAnAKiB HeOaKaHUX peEakIilid JIKAPCHKOro 3aco0y —
CHIBBIIHOUIEHHS! KUIBKOCTI MAIIEHTIB 3a MEBHUM MPOMIKOK 4acy, y SAKUX BHUHHKJIA
HeOakaHa peakIlis Py 3aCTOCYBaHHI JIIKAPCHKOTO 3ac00y A0 KIJIBKOCTI MAIIEHTIB 32
el caMuil MPOMIKOK Yacy, sIKI 3aCTOCOBYBAJIM JIIKAPChKHUI 3aci0, BUpakeHe Yy
BIJICOTKaXx.

[nmi Ttepmian B mpomy [lopsiaky BXXKHMBAIOTHCS y 3HAYEHHSX, BU3HAUCHUX B
OcHoBax 3aKOHOJABCTBAa YKpaiHU MPO OXOPOHY 310pOB’s, 3aKOHI YKpaiHU BiJ
28 mumnag 2022 poky Ne 2469-1X «IIpo mikapceki 3aco0u» Ta 1HIIMX HOPMATHUBHO-
MIPABOBUX aKTaxX y c(hepi OXOpOHM 3710POB’S, TPOMAICHKOTO 310POB’S Ta CaHITapHO-
eniJeMIYHOro OJ1aronoydus HaceJaeHHS .

3. OOpobka mepcoHANbHUX MaHWX IIiJ dYac 3IHCHEHHsS (dapMaKOHATISIAY
3IIACHIOETHCS BIANOBIIHO 10 BUMOT 3akoHy YKpainu «IIpo 3aXucT mepcoHanbHHX
TaHUX.

I1. 3acagm 3xiiicHeHHs1 (papMaKOHATJIALY

1. 3niiicHenHs (¢dapmakoHarisily B YKpaiHi  3a0€3Me4yeThCsl  IUIIXOM
3aCTOCYBaHHS MDKHAPOJHUX CTaHIAPTIB Ta (PopMaTiB, y3roKeHO1 Ha MI>KHAPOTHOMY
PIBHI TEPMIHOJIOrIi, BUKOHAHHS MpaBuj 1 BUMOT, BCTaHOBJIEHUX UM [lopsakoMm, Ta
nependavyae CTBOPEHHS 1 QyHKIIOHYBAHHS CUCTEM (DapMaKOHarJIsIy.

2. Cucrema (hapMakoHArJsily CTBOPIOETHCS Yy CHCTEMI OXOPOHHU 37I0pOB’Sl Ha
3araJibHOJIEP>KaBHOMY PiBHI Ta y 3asBHUKIB/BIACHUKIB PeeCTpallii IIKapChKUX 3aCO01B.

Ha 3aranbHOzep»aBHOMY piBHI y CHUCTEM1 OXOPOHH 30pOB’sl (papMakoHArmsijg
3MIIMCHIOETHCS HA JIOKAJIbHOMY, aJMIHICTPATUBHO-TEPUTOPIATIBHOMY Ta EHTPAIbHOMY
PIBHSX TMpAIliBHUKAMU 3 MEINYHOI0 YH (HapMaIieBTUYHOK OCBITOIO, MAIllEHTAMHU, iX
Npe/ICTABHUKAMU Ta OpraHi3allisiMH, 0 MPEJCTaBISAIOTh CIOXKUBAUIB JIIKAPCHKUX
3aco01B, MAIIEHTIB Ta MEIUYHUX IPAI[IBHUKIB.

Y dapmaneBTuuHIA Tany3l (apMakoOHAIISIA  3A1MCHIOETBCS BJIaCHUKaMU
peecTparii JikapChbKHUX 3ac001B.

Opran nepXKaBHOTO KOHTPOJIIO KOOPJIMHYE 3AIMCHEHHS (apMakoHArIsAy B
VYkpaiHi Ta BUKOHY€E 3aBJaHHS 3 papMaKOHArJsiy, BU3HAYEH] 3aKOHO/IaBCTBOM.

3. Cucrema (apMakoHarJsi Ty BUKOPUCTOBYETHCS IS

1) 30o0py iHdopmalii mpo PU3MKH BCIX JIKAPCBKUX 3aCO0IB JIS 3JI0POB’S
NAIl€HTIB YA FPOMAJICHKOI0 3/10POB s, 30KpeMa AJis 300py 1iHpopmarlii npo HebaxkaHi
peakuii JiKapchbKUX 3aco01B, MpHU iX 3aCTOCYBaHHI, a00 y 3B'I3KY 3 MpodeciiHOI0
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TiSTBHICTIO, HECTPUATAWBI mofii micns imyHizamii (mami — HII), HIIIL 1o
BUKJIUKAIOTh OCOOJIMBUM 1HTEpeC Ta Mpo Oyab-iKl 1HIII NUTaHHS, IOB’S3aHl 3
0e3mexoro Ta e(PEeKTUBHICTIO, 3aCTOCYBaHHS JIIKAPCHKHUX 3aCO0IB, @ TaKOX HeOaKaHUX
peaxiiii, MoB’si3aHUX 3 iX BIIMBOM Ha moauny. Knacudikamis HIIII, naBenena y
noaatky 1 no uporo Iopsaxy;

2) oOrpyHTOBAaHOI HayKOBOi OILIIHKH yci€l 1H(OpMALll PO PU3UKHU JTIKAPCHKUX
3ac001B 11010 BIUIMBY Ha 3/10POB’s MAILIIEHTIB YU IPOMAJICHKE 37J0POB’S;

3) po3poOKHU Ta IMIJIEMEHTAIII1 3aX0/I1B JIJIs 3a1100iraHHs a00 MiHIMI3aIlil pU3HKIB,
OB’ SI3aHUX 13 3aCTOCYBAaHHSM JIKapChbKUX 3aCO01B.

4. Jns 3aificHeHHs (papMaKoHAarJIsi 1y opraH Jep:KaBHOTO KOHTPOJIIO:

1) 3anmy4ae oprasizariii, o IPeACTaBIAIOTh CIIOKUBAYIB, MMAIIEHTIB Ta MEAMYHUX
MPaLiBHUKIB, @ TAKOX (haxiBI[iB, SIKI BOJIOAIIOTH 3HAHHSAMU Ta MAlOTh JOCBIJ 3 TUTaHb
(dapMakoHarsay, 10 MOMKPEHHS 1HpOopMaIlil PO HEOOXITHICTh MOJAHHS 10 OPraHy
JIep)KaBHOTO  KOHTPOJIIO  TAllieHTaMH, MpaliBHUKaMd 3  MEAWYHOI  YH
(apMareBTUYHOIO OCBITOIO MOBIJOMIIEHB TIPO Oy/Ab-sIK1 HeOaXKaH1 peakilii JKapChKUX
3aco0iB, HIIIII, BiacyTHICTh €EeKTHBHOCTI;

2) 3amydyae TAII€HTIB 110 HAJaHHS TMOBIJIOMIICHb MpO HeOakaHi peakiii
nmikapcekux 3aco6iB, HIIIII, BiacyTHICTh €(PEKTUBHOCTI Ta TPO OyIab-iKi 1HIII
po0JsieMH, TIOB’si3aH1 3 0€31MeK0I0 Ta €(DEKTUBHICTIO 3aCTOCYBAHHS JIIKAPCHKUX 3aC001B
710 OpTaHy JEP:KaBHOI'0 KOHTPOJIO yCiMa JOCTYITHUMHU CHOCO0aMH, y TOMY YHCHI 3a
JOTIOMOT 010 Mepexi [HTepHeT;

3) BXKMBa€ BCiX HEOOXITHUX 3aXO/iB /I OTPUMAHHS TOYHHX JAHUX JJIST HAYKOBOT
OIIHKU TOBIIOMJICHb PO Oynb-aKl HeOa)kaHl peakiiii Jikapchbkux 3aco06iB, HIIIII,
BIJICYTHICTh €()EKTUBHOCTI;

4) 3MICHIOE CBOEYACHE HAJAHHS BCIM 3allIKaBJICHUM CTOPOHAM, BKJIIOYAIOYU
IPOMAJICHKICTh, BXKJIUBOI 1H(GOpMAITli 1110710 TPoOJIeM, OB’ A3aHUX 13 3aCTOCYBAHHIM
JTKapChKUX 3aco01B, HUIIXOM ii ONPUIIOAHEHHS Ha OodimiiiHOMY BeOcallTi oprany
JIEp’)KaBHOT'O KOHTPOJIFO Ta B pa3l HEOOXITHOCTI - 3a JOMOMOTOIO 1HIMUX 3aco0iB
1H(hOpMyBaHHS;

5) 3abe3meuye 3a JOMOMOIOI0 PI3HUX METOAIB 300py iHpopmaiii i B pasi
HEOOXI1THOCTI — 3a JIONMOMOTOI0 MOAANBIINX J0IaTKOBUX MOBIJIOMJICHb MPO HeOaXKaHi
peakiii nmikapcbkux 3aco6iB, HIIIII, BiacyTHICTh e€(eKTUBHOCTI, 3aCTOCYBAaHHS BCIX
BIJIMOBIIHUX 3aXOJIB 3 METOI0 4YITKOI 1JeHTHdIKalli Oyab-SKoro O10J0T1YHOIO
JIKapchbKOro 3acoly, 10 MpU3HAYEHUM, BIAMYIICHUN a00 MpoJaHuil Ha TEPUTOPIi
VYKpaiHM Ta € NpeAMETOM IMOBIJOMIJICHHS NpO HebaXaHy peakiliio, BIJICYTHICTb
epexruBHocti, HIIIII n7151 BU3HaU€HHS MOro Ha3BU Ta HOMEpa Cepii;

6) 3acTOCOBYE 10 BIIACHHMKA PEeeCTpallii epeKTHBHI, POMOPIIIHHI Ta CTPUMYIOUI
CaHKIIli, Y pa3l He BAKOHAHHSI HUM OOOB’S3KIB 111010 3/I1ICHEHHS (papMaKOHArJISY;

7) oliHIO€E BCIO 1H(MOpMaIIiIO PO OE3MEKy JIIKAPChKUX 3aC00IB 3 HAYKOBOI TOYKH
30py;
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8) posrmsmae BapiaHTH 3amoOiraHHs Ta MiHIMI3alli pU3MKIB, a Yy pasi
HEOOX1JTHOCTI BXXKMBAE 3aXO/I1B 1010 AEPKABHOI peecTpalli JIIKapChbKUX 3ac001B;

9) mpoBOANTH ayIUT CBOET CHCTEMHU (hapMaKOHATIISAy Ha PErYIApHIA OCHOBI Ta
OJIMH pa3 Ha PIK ONPHIIOJHIOE HOro pe3yJIbTaTH;

10) mpoBoauTh 1HCHEKIi cHCTeM (hapMakOHATISAY 3asBHUKIB/BIACHHKIB
peectpanii BiAnoBiAHO A0 rasu 2 po3auty VI uporo opsaxy;

11) 3niiicHIOE TOCTIMHUI HATJISIT 32 PUHKOM, a TAKOXK - KOHTPOJIb 32 YIPABIIHHIM
¢dbiHaHcaMu, TPU3HAYEHUMHU IS JISUIBHOCTI, TOB’s3aHOi 3  (hapMaKOHArJIsIoM,
BUKOPUCTAHHSIM KOMYHIKAIITHUX MEPEXK;

12) mae mpaBOo CTATYBaTH 3 BJACHHUKIB peecTparii mopiuHuii 30ip 3a
MPOBAKEHHS JISUTbHOCTI 3 (hapMaKOHArJIsYy;

13) Gepe y4yacTh y MDKHApPOMHIN rapMoOHI3aIlii Ta CTaHAApTU3AIli TEXHIYHHUX
3ax0/iB 00 (hapMaKOHATIISITY.

5. BnacHuk peecTpartii mij yac 3a1HCHEHHS (apMaKOHATJsIy:

1) crBOproe Ta 3abe3neuye PyHKIIIOHYBaHHS BJIACHOI CUCTEMHU (papMaKOHArSIy
JUII BUKOHAHHS 3aBJIaHb 3 (DapMaKOHATIISATY;

2) 3a 10NOMOTOI0 cUCTeMU (hapMaKOHATJISAlY 3 HAYKOBO1 TOUKH 30PY OILIIHIOE BCIO
HasiBHY 1HQOpMaIlito, po3riisiae BapiaHTH MiHIMI3allli Ta 3armobiraHHs puU3UKaM, a
TaKOX Yy pa3l HeOOX1JHOCT1 BXKMBA€E BIJIMOBITHUX 3aXO0/IIB;

3) peryasipHO MPOBOAMUTH ayAUT CBO€i CUCTEMH (papMaKOHArJsily, 3a3Ha4aouu
OCHOBHI  pe3yJbTaTH ayAUTy B Macrep-Qaiim cuctemMu  (papMaKoHArIsIAy
(masmi — M®OCO), Ta, 3 ypaxyBaHHIM pe3yJbTaTiB ayAuTy, 3a0€3MeUy€e MiIrOTOBKY 1
BUKOHAHHS BIATIOBIIHOTO IJIaHY KOPUTYBAJIBHUX Ta 3aMTO01KHHUX 3aXO/I1B;

4) KOHTpOJIIOE pEe3yNbTATU 3A1MCHEHHS 3aXO[IB 3 MIHIMI3alli PU3UKIB, IO
MICTATBCSI B TUIAHI YIOPABIIHHS PU3WKAMU, BKIIOYAIOUH Ti, IO € YMOBOIO TIpU
MPUMHSTTI PIICHHA PO ASPKaBHY PEECTPAIilo JIKapChKOro 3aco0y;

5) mpusHavae i1 3a0e3nedye Oe3MepepBHY HASIBHICTH YIIOBHOBAXXKEHOI 0OCOOH,
BIZITIOBIJATbHY 32 3MIMCHEHHS (hapMaKOHATJISATY.

SIkuo yrmoBHOBaXkeHa ocoba He MpPOXKUBae€ B YKpaiHI BIACHUKOM peecTparrii
NPU3HAYAETHCS KOHTaKTHA ocoba 3 (papMakoHArIsiAy, sSiKa MPOKUBAE 1 MPAIlOe€ B
VYKpaiHi Ta ni3BITHA YIOBHOBaXXEH1H 0c001 3 (hapMaKoHArIsi 1y BIaCHUKA PEeeCTpallii;

6) miaTpuMye 1 HaJa€ Ha BUMOTY OpraHy JEp»KaBHOT'O KOHTPOJIIO MacTep-(aiin
cuctemMu (hapMakoHarJsiy;

7) CTBOPIOE CUCTEMY YIPABIIHHS PU3UKAMU Ta 31MCHIOE i1 yIIPaBIiHHS;

8) OHOBIIIOE CHCTEMY YIPABIIHHSI PU3MKAMH Ta 3MIMCHIOE MOHITOPWUHT JaHHUX
dbapmakoHarisaay A BU3HAYEHHS TOSIBU HOBUX PHU3UKIB, 3MIHM PHU3UKIB 1 3MiH
CHIBBIIHOIIEHHS «KOPUCTH/PU3UKY» 3aPEECTPOBAHOTO JIIKAPCHKOT0 3aCO0Y;

9) crtauye mopivyHMK 301p 32 KOPUCTYBAHH OCOOMCTHM KaOIHETOM y 0a3i JaHuX
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3 (papMakoHarIsAy Oprany JIep>KaBHOr0 KOHTPOJIO;

10) BuKOHYE iHII OOOB’SI3KM IS 3AiMCHEHHS (papMakoHArysiLy, nepeadaveHi
uum Iopsiakom.

6. Opran nep>kaBHOTO KOHTPOJIFO Ta BIIACHUKHM pPEECTpallii B3a€MOMIIOTH Ta
3a0e3MmeuyoTh Oe3MepepBHUI MOHITOPUHT 0a3u NaHuX 3 (apMaKoOHArJsAy OpraHy
JepKaBHOTO KOHTPOJII0O 3 YacTOTOI, TMPOIMOPILIHHOK BHUSIBICHOMY PHU3HKY,
MOTEHIIITHUM pHu3uKaMm 1 moTpedi B momaTkoBid iH(opmariii. BracHuku peectparrii
BIJICJIIIKOBYIOTh HasiBHI JlaHl y 6a3l JaHuX 3 (papMaKOHAIJSy OpraHy Jep»KaBHOTO
KOHTPOJIIO 1110JI0 3apEECTPOBAHUM HUMH JIIKAPCHKHUX 3aCO0I1B.

II1. OTpumanusa Ta 00MiH iHpopMamicro 3 Oe3neKkn Ta e(PeKTUBHOCTI JIKAPCHKUX
3ac00iB

1. Tndopmarist 3 6e3nexn Ta €PEeKTUBHOCTI JIKAPCHKUX 3aC001B, HATXOIUTH 10
Oprafy Jep>KaBHOT'O KOHTPOJIIO BiJ:
1) npaliBHUKIB 3 MEAMYHOO Ui (hapMaleBTUIHOIO OCBITOIO;

2) cy0’€KTiB roCIOAAapIOBaHHS, SKI 3AIHCHIOIOTH T'OCHOJAPCHKY MiSUIbHICTH 3
MEJUYHOI PAKTUKHU;

3) 3akiaaiB 0XopoHH 310poB’s (xami — 303);

4) BIIaCHUKIB peecTparlii;

5) mamieHTiB Ta/ab0 iX 3aKOHHUX MPE/ICTABHUKIB,

6) opranizailiii, 10 MPEACTABISAIOTh MAIIEHTIB Ta MEANYHUX MPalliBHUKIB;
7) TepUTOpiaIbHUX OPTaHiB OpraHy JIEPKaBHOTO KOHTPOJIIO;

8) BcecBiTHBOI opranizaiiii oxoponu 310poB’s (gam — BOO3), €Bporneiicbkoi
MEJUYHOI areHilii, ATeHTCTBa 3 KOHTPOJIIO 32 JIKAPCHhKUMH 3ac00aMH Ta XapuyOBUMH
npoaykramu CIHIA, AreHTCTBa 3 perystoBaHHs OOIry JIIKAPChKUX 3ac001B 1 BUPOOiB
MeIUYHOro mnpu3HadeHHs Bemukoi bputanii, MiHicTepcTBa OXOpOHU 30POB’S
Kanamu, AreHTcTBa 3 KOHTPOJIO 32 JIKAPChKUMHU 3aC00aMH Ta BUPOOAMU MEIUYHOTO
npu3HauYeHHS ABCTpasiii, AreHTcTBa 3 Jikapchkux 3aco0iB IlIBeapii, AreHTcTBa 3
KOHTPOJTIO 32 JIIKAPCHKUMHU 3ac00aMU Ta BUpOOaMU MEIUYHOrO NMpU3HAYeHHs AmoHii
Ta 1HIIUX MDKHAPOJHUX OpraHi3alliil 1 areHTCTB;

9) odimifiaux 1HGOpMALIHHUX JKepes Ta NepioUIYHUX MPodeCciTHUX BUIaHb;

10) iHImMX opraHiB JAep>KaBHOI BJIAJIH Ta THIINUX HKEPEIL.

EnexTponHa ¢opMa MoBIIOMIIEHHS MpO HEOAaKaHy PEaKIliio Ta/abo BIICYTHICTh
e(eKTUBHOCTI JIKAaPChbKOro 3acoly, Ta/abo HECHPUSTIMBY MOJI0 MICHs IMYHI3aIil
(HIIITI) po3mimryeTbes Ha odimiitHOMY BeOCaiiTi oprany Aep:kaBHOTO KOHTPOJTIO.

2. Oprad Jiep>kaBHOT'0 KOHTPOJTIO Hajae iHGopMalliro 3 0e3neku Ta €PeKTUBHOCTI
JKapChKUX 3aCO01B:

1) BrmacHWKY peecTparli — TMIIIXOM JOCTYIY JI0 BHIMAAKIB HeOakaHUX
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peaxiIiif/BiACyTHOCTI edeKTHUBHOCTI Jikapchbkux 3aco0is/HIIIII, mo BiH mpencraBiisie
Ha (QapMaleBTUUHOMY PHUHKY YKpaiHu, uepe3 €JIEKTPOHHUU KaOlHEeT BJIACHHKA
peectpariii 6a3u nanux 3 hapMakoHarJsaly Oprany JAep>KaBHOTO KOHTPOJIIO;

2) MO3, 1V «lleHTp rpoMagchbKOro 310pOB’s» — Ha 3aIluT;

3) LenrpanpHiii rpymni  ONEPAaTUBHOIO  pearyBaHHs MNP0  BHUMAAKU
HIIITI/nebaxanux peakiiiil micis TyOepKyIiHOA1arHOCTUKHU:

[0 MICTATH 1H(OpMaLI0 MPO KIIIHIYHI MPOSIBH, 110 HE 3a3HAY€HI B KOPOTKIH
XapaKTEPUCTHIIl JIKAPCHKOTO 3aCO0Y/IHCTPYKIIIT 1T MEIUYHOTO 3aCTOCYBaHHS a0o
nepeniky  KIIHIYHUX TposBIB  HEOWKAaHWX  peakiiil  Mmichis  3acTOCYBaHHS
BaKIIMH/TYOEpKYIIiHY, HaBeAeHUN y noaatky 2 no uboro [opsanky (mam — meperik
KJIHIYHUX TPOSIBIB), Ta CTPOKAX PO3BUTKY KIIHIYHUX MPOSBIB HEO@KAHUX pPEaKIIiif
MPU 3aCTOCYBaHHI BaKIIMH, TYOEPKYJIHY 3a KOJaMH, HaBEACHI y AOAATKYy 3 10 LbOTrO
[Topsiaky (man — CTPOKH PO3BUTKY KIIHIYHUX MPOSBIB), HE Mi3HiIIE 48 TOIUH 3 JTHS
OTPUMAaHHSI OPraHOM JIEP’KaBHOT'O KOHTPOJIO 1H(OpMaIlii, 1110 MiATBEPIKY€E HASIBHICTD
MPUYUHHO-HACTIIKOBOTO 3B’s3Ky Mk Takumu HIIIII/HeOaxkxaHuMu peakiiissMu micis
TyOCpKYJIIHOJIIAarHOCTUKU Ta 3aCTOCYBaHHSAM cepli (cepiil), BakIMHU (BaKIIMH),
TYyOCpKYIiHY;

JeTAIbHUM BUNAJ0K, BUMAJO0K 1HBAJIIAHOCTI, 10 3apeecTpoBaHuil mpotsirom 30
KaJICHJIApHUX JHIB MMIC/Is iIMyHi3arlii/ TYOSpKYIiHOI1arHOCTHKH - HE Mi3HiIe 48 roauH
3 JTHSI OTPUMAHHS OPraHOM JIEPKaBHOT'O KOHTPOJIO TTOBITIOMJICHHS;

110 OB’ 53aH1 3 MPOTPaAaMHOI0 TOMIJIKOIO IMYHI13al1ii/TyOepKYIIHOIIarHOCTUKH 32
HaAsBHOCTI 1H(OpMaIi 3riIHO 3 TpoTokosoM poscainyBanus HIIIII, oo miarBepaxye
HAsSBHICTh IPUYUHHO-HACIIIKOBOTO 3B’SI3KYy MiK HUMH Ta 3aCTOCYBaHHSIM BaKIIWHH,
TyOepKyJIiHy - He mi3Hime 48 TOIWH 3 JNHS OTPUMAaHHS OpPTraHOM JEpP>KAaBHOTO
KOHTPOJIIO TaKoi 1H(Qopmarii.

Skmio cTpok mogaHHs iHpopMalIii npumagae Ha BUXigHUN a00 CBATKOBH JICHD,
1H(DOpMaIlis HATAETHCS y MEPIIHA MICIST HHOTO POOOUHIA JICHb;

4) BOO3.

IV. llopsinok aiil KepiBHUKIB CTPYKTYPHHUX MiAPO031iJiB 3 MUTAHb OXOPOHU
310POB’Sl AAMIHICTPATUBHO-TEPUTOPIAJIbHUX OAMHM b, KePiBHUKIB 3aKJIA/iB
OXOPOHH 3/10POB’sl HE3AJIeKHO BiJ ()OpM BJIACHOCTI i
MeIMYHMX/(papManeBTHYHUX NPANIBHUKIB 1010 31iliCHEHHS (papMaKOHATJIALY

1. KepiBHUKM CTPYKTYpHUX MIAPO3AUIB 3 THTaHb OXOPOHHU 3I0POB’S
aJIMIHICTPaTUBHO-TEPUTOPIATbHUX OAUHULb:

1) po3rIAgarOTh MIOMIBPOKY MHTAaHHS TMPO CTaH MOJAHHS TpAIliBHUKAMH 3
MEIUYHOIO 4M (DapMaleBTUYHOK OCBITOIO 1H(OpMaIli NMpo BHUMAAKUH HEOAKaAHUX
peaxiiif mikapcekux 3aco0iB, HIIIII, BimcyTHOCTI epeKTUBHOCTI JIIKApChKUX 3ac00iB
Ha 3aciIaHHSAX KOJErid CTPYKTYPHUX MIAPO3JUIIB 3 MUTaHb OXOPOHHU 3J0POB’S 13
3aJydeHHSIM YIOBHOBA)KEHUX OPraHoOM JIEP)KaBHOI'O KOHTPOJIO 0cCi0 3 MHUTaHb
dbapmakoHarysaay (1aa — YIOBHOBaKEHI OCOOH);

2) BKJIIOYAIOTh [0 CKIaay aTecTallifHUX KOMICIH Tpu MiAIOPSIKOBAHUX
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CTPYKTYPHHX MIJIPO3/LJIax 3 TUTaHb OXOPOHU 3/I0POB’sl YITOBHOBAXKEHUX 0C10;

3) 3a0e3meuyroTh CBO€YACHE IIOJIaHHS JIO OpraHy JEpXKaBHOTO KOHTPOJIO
MPOTOKOMIB  PO3CIIAyBaHHS HIIIII /  HebaxxkaHux  peakiii nicis
TyO€pKYJIIHO/IIarHOCTUKH.

2. YnoBHoBaxkeHa MO3 yctaHoBa Ta/ab0 miANPHUEMCTBO Ha IIEHTPAIHLHOMY PiBHI,
sIKa BIJIMOBIJIa€ 32 OTPUMAHHSI Ta PO3MOI1JI BaKIIMH, TYOSPKYIIHY MO aAMIHICTPATHBHO-
TEpUTOpiaJIbHUM OJWHUILIAM, HANa€ Ha 3alHUT OpPraHy JAEpP>KaBHOTO KOHTPOJIO 3BIT
MIOAO0 KIIBKICHOTO PO3MOAUTY BaklWH, TYOEpKyIiHYy MO aJMIHICTpaTHUBHO-
TEPUTOPIaJIbHUM OJUHUIIM 32 (POPMOI0, HABEIEHOO Y A0AaTKy 4 10 1poro [opsaky.

3. LlenTpu KOHTPOJIIO Ta MPOPUIAKTUKU XBOPOO HAAIOTh:

1) 3BeneHi JaHi Ipo BUMAAKKA HeOAKaHMX PEaKIliii Micis 3aCTOCYBaHHS BaKIIKH,
TyOepKyIiHY (3BElIeHI /1aHi) 3a (OPMOI0, HABEJEHOIO y T0AaTKy S5 1o mboro [lopsaky,
70 OpraHy JepaBHOTO KOHTPOJIO MIOPIYHO depe3 odimiiiHuii BeOcalT opraHy
JEP)KaBHOT'O KOHTPOJIFO Pa30oM i3 CYNPOBITHUM JIMCTOM 3a ITAMKUCOM KEPiBHUKA Y
cTpok A0 20 CiuHS HACTYITHOTO 32 3BITHUM POKY. Y pa3i AKIIO el CTPOK MPHUITaIae Ha
BUXIJTHUM a00 CBSATKOBHH JI€Hb, 3BEJCHI JaH1 MOJAIOTHCSA Yy MEPIIMM IMICIS HBHOTO
pobouuii neHb;

2) 3BeJicHI JaHl Ha 3alUT OPTraHy JeP)KaBHOTO KOHTPOJIIO.
4. KepiBuuku 303:

1) mpusHayaroTh Ha MOCAAY BIAMOBIJAIBHOTO 3a MUTaHHS (DapMaKOHATISALY Y
303 - mpodecioHama 3 (apmakoHarjsay - Ta 3IIMCHIOIOTH KOHTPOJIb 3a HOro
JUSITBHICTIO;

2) 3a0e3neuyyloTh CBOEYACHE TOJAHHS TPAIIBHUKAMH 3 MEIUYHOI YU
(apMalleBTUYHOIO OCBITOIO MOBIIOMJIEHBb MPO BUNAAKK Hebaxanux peaxuiid, HIIIII,
BIJICYTHOCT1 €()eKTUBHOCTI BIAMOBIAHO 10 MYHKTY 9 11bOT0 po3auty mporo [opsaky;

3) 3a0e3neuyroTh HaIaHHS KOM1H JIOKYMEHTIB IEPBUHHOT MEIMYHOT JIOKYMEHTAIli1
303 Ta HagaHHS [0MaTKOBOI 1H(oOpMallli Tpo BHUMAAKU HEOAKaHUX peakiii
mikapcbkux 3aco0iB, HIIIIL, BimcyTHOCTI €deKTMBHOCTI Ta iX HACHIIKIB Ha 3aIluT
OpraHy Jep»aBHOT'O KOHTPOIIIO, BKIIOYAIOYM BHCHOBOK KITIHIKO-EKCIEPTHOI KOMiCii
MinicTrepcTBa 0XOpOHH 3710poB'ss ABTOHOMHOI PecnyOmiku Kpum, cTpykTypHUX
MiIPO3/ILIIIB 3 MUTaHb OXOPOHM 3/10poB'st obsacHux, KuiBcbkoi Ta CeBacTonoibChbKo1
MICBKHX JepP’KaBHUX aJMIHICTpaIliif;

4) cki1aaroTh Ta MOJAIOTH JI0 BITMIOBITHOTO IIEHTPY KOHTPOIIIO Ta MPOQiTaKTUKH
XBOpOO 3BE/IEH1 JaHl BIAMOBIAHO A0 1H(opMalii Mpo BCl 3apeecTpoBaHl BUIAAKU
HeOaXaHUX peakiliii Micis 3aCTOCYBAaHHSI BaKIMH Ta TYOEpKYJIiHOI1arHOCTUKH, IO
BHECEHI1 JI0 MEPBUHHOI MEIUYHOI JTOKyMEHTaIli1, momicsis g0 05 ducia HacTyImHOTO
3a 3BITHUM MicCsIs 32 (POpMOIO, HaBEIEHOW y noaaTky 5 no 1poro Iopsanky. ¥V pasi
SIKIITO 1IeH CTPOK MPHUIIAa€e Ha BUXITHUM a00 CBITKOBUM JCHbB, 3BEJICHI JaH1 HAAAI0ThCS
y TP TICIsl HhOTO pOOOYHil IEHbD.

5. BinnmoBinansHuM 3a muTaHHs GhapMaKoHArJs Ly IPU3HAYAETHCS 0C00a, SIKa Ma€e


https://zakon.rada.gov.ua/laws/show/z0073-07#n518
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BUIIIYy OCBITY JApPYroro (MariCTepchbKoro) piBHS 3a CHEUIabHICTIO «MenuiuHay,
«IlemiaTpisy», «CromaTonorisy, «MeauuHa rcuxosoris» ado «®Dapmarris» (OCBITHS
nporpama 3a auruioMoM «@apmarisi», «Kiiniuda dapmanisy abo «TexHonorii
nappyMepHO-KOCMETUYHUX 3aC001B») ranys3i 3HaHb «OX0OpOoHa 310pOB’s Ta COLIAIbHE
3a0e3MeUeHHs» Ta 3aKiHYWja I1HTEPHATYPY 3a OJHIEI 3 JIKapChbkux abo
dapManeBTHYHUX crerianbHocTel. [IpoTsaroM poky 3 aHS TpU3HAYCHHS HA TOCATy
Taka oco0a Mae TPOWTH MIATOTOBKY Ha IMKII CIeHali3aiii 3a CHeliabHICTIO
«DapmakoHaryisany Ta orpuMmaTtu kBamidikaiio «IIpodecionan 3 ¢papmakoHarIsIy»
(3a BIJICYTHOCTI TakoBOi) 1 3M1MCHIOBaTH MoOjanblinii Oe3nepepBHUI mpodeciitHuit
PO3BHUTOK BIJIMOBIIHO /10 BUMOT 3aKOHO/IaBCTBA.

6. Ilpodecionan 3 QapmakoHarasay 3IMCHIOE MiSJIBHICTD 32 TaKUMH
HampsIMKaMu:

1) cTBOpPeHHsSI CTaHAApTHUX onepamiiaux mporeayp (mami — COII) momo
3a1dCHEHHST (apMaKOHArJsAay MpaliBHUKAMU 3 MEIUYHOI 4d (apMaleBTUIHOIO
OCBITOIO;

2) HaBYaHHS TMPAIiBHUKIB 3 MEIUYHOIO YH (HapMaleBTUIHOIO OCBITOIO
BianoBigHO g0 COIl momo 3miicHeHHs dapMakoHarsiay, 3 3a(iKCOBaHUMH
pe3yabTaTaMM IIbOI0 HaBYAHHS;

3) BeeHHs 00JIIKY MOBIIOMJICHD PO BUIAJAKH HEOKAaHMX PEaKIlii JTiKapChKUX
3aco6iB, HIIIIL, BigcyTHOCTI ehekTUBHOCTI, 110 cTanucs y 303,

4) mpoBeneHHs aHami3y iH(oOpMaIli y MOBIJOMJICHHSAX MpPO HeOakaHi peakiii
nikapcekux 3aco0iB, HIIIII, BiaCyTHICTh €(pEKTHBHOCTI JIKapChKOrOo 3aco0y Ha
npeaMer 3abesnedeHHs 303 3aco0aMu MEIUYHOrO MPU3HAYEHHS Ta JIKAPCHbKUMH
3acobamu, HEOOXITHUMHU [JIs SKICHOTO HAJaHHS JOMOMOTH TallieHTaM Yy pa3si
BUHUKHEHHS HeOaKaHUX peakilii Jikapchkux 3aco0iB, HIIIII BiamoBinHO 10 mOoTpeo.

7. TlpaiiBHUKH 3 METUYHOIO UM (PapMalleBTUYHOIO OCBITOK 1HPOPMYIOTh:

1) mamienTiB (0aThKIiB YM 3aKOHHHX IPEJCTABHUKIB) MPO HeOaxaHi peakilii, 1o
MOXXYThb BUHUKHYTH TIpH 3aCTOCYBaHHI JIKAapChbKUX 3aco0iB, Ta HEOOXITHICTh
3BEpPHEHHS 3a MEAMYHOI JOMOMOIOK 110 MeaudyHoro mnpamiBHuka/303 y pasi
HOTIPIIEHHS CTaHy 3/I0POB’s MICJIsl 3aCTOCYBAHHS JIIKAPCHKOTO 3ac00Y;

2) ocib, fAKi miAIAraroTh IMyHi3allii, TyOepKyIiHOAIarHOCTHUIll (OaThKiB YH
3akoHHUX mpencraBHuKiB), mpo HIIIII Ta HeGakaHi peakiiii TyOSpKyIiHY, 110 MOXYTh
BUHHUKHYTH ITIiCJIA 3aCTOCYBaHHS IMEBHOI BaKIIMHU/TYOCPKYIIHY Ta PO HEOOXITHICTD
3BEPHEHHS 32 MEIUYHOIO JJOIIOMOIOI0 10 MeANYHOro mnpauiBHuka/303 y pasi Oyab-
SAKOTO HOTIPIICHHS CTaHy 3JI0pPOB’ sl icost IIPOBENCHHS
IMyHI3a1l1i/TyOepKyJIIHOA1arHOCTUKH.

8. IlpariBHUKH 3 METUYHOIO UM (PapMalleBTHUYHOIO OCBITOIO BUSIBIISIOTH:

1) HebaxkaHi peaxiii JiKapChKUX 3ac00iB, Oy/b-SIKe MOTIPIICHHS CTaHY 310POB’sI
Ta Oy/Ab-sKI1 1HILI MPOOJIEMH, MOB’sA3aH1 3 O€3MEK0I0 Ta €(PEKTUBHICTIO 3aCTOCYBaHHS
J1KapChbKOro 3aco0y;
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2) HIIIII Ta HeOaxaHi peakilii TyOSpKyITiHy a TaKOX 1HII TPOOIEeMU, OB’ sI3aHi 3
0€3MEeKOI0 3aCTOCYBAaHHS BaKLIMHU/TYOECPKYJIIIHY.

9. IlpamiBHUKM 3 MEOUYHOIO YK (PapMaIleBTHUHOI OCBITOIO HAJIalOTh
iHdopmarllito mpo BUMAIKK HeOakaHUX peakiiid Jikapcbkux 3aco6is, HIIIII,
BIJICYTHOCTI €(E€KTHUBHOCTI JI0 OpraHy J€p>KaBHOTO KOHTPOJIIO Yy BUIJIAII
MOBIIOMJIEHHSI 3a (OPMOIO, HABEICHOW Yy nojatky 6 mo mwporo Ilopsaky, abo y
EJIEKTPOHHOMY BUTJISIAI uepe3 odimiiiHuii BeOCalT oprany JIep>KaBHOTO KOHTPOJIO Y
TaKi CTPOKH:

1) mpo cepio3Hi HeOaxkaHi peakilii JiKapchbkoro 3acol0y - mpotsrom 15
KaJICHAApHUX JIHIB 3 MOMEHTY 1X BUSBIICHHS,

2) mpo Hecepiio3HI HeOakaHi peakIlii JiKapchkoro 3acody - mpotsarom 90
KaJICH/IAPHKX JIHIB 3 MOMCHTY X BUSBJICHHSI,

3) mpo BiACYTHICTh €(EeKTHBHOCTI JIKapChKOro 3aco0y - mpotsaroM 15
KaJICH/IapHUX JHIB 3 MOMEHTY 1X BUSIBJICHHS,

4) mpo po3BUTOK HeOaxkaHOI peakilii MPH HAIBHOCTI MiJ03pH HA JehEKT SKOCTI
JIKapChbKOro 3aco0y - mpoTArom 48 roJiiH 3 MOMEHTY ii BUSIBICHHS.

VY pasi sKio 3a3HaueH1 CTPOKU MPUIAal0Th Ha BUX1AHUI a00 CBSITKOBUM JICHbD,
1H(opMarlis HaZAETHCS y NEPIINUNA MICIsA HbOrO POOOYUIA JIEHB.

Hananns BnacHuKy peectpauii iHpopMaliii, 3a3Ha4€HOoi y MAMyHKTax 1 - 4 1poro
NYHKTY 3MIMCHIOETHCS 32 BIJIACHOIO 1HIIIATHBOIO TMPAI[IBHUKIB 3 MEIUYHOI YH
(dhapMarieBTUIHOIO OCBITOIO.

10. Jlixap BHOCUTBH iH(OPMAIlIIO TIPO BUIAIKH HEOAKAHUX PEaKIlii JTIKapChKUX
3aco0iB, HIIIIL, BigcyrHOCTI €(EKTHUBHOCTI J10 TEPBUHHOI OOJIKOBOI MEIUYHOI
JIOKYMEHTAIII1.

11. TlpamiBHuKM 3 MeAMYHOK ab0 ¢apMaleBTUYHOK OCBITOK MOMAIOTH 0
OpraHy JepKaBHOTO KOHTPOJIIO Ta TPYIHU OINEPATHBHOTO pearyBaHHS BIAMOBIIHUX
CTPYKTYpHUX MIAPO3AUIB 3 MHTaHb OXOPOHMU 370pOB’A (perioHanbHa Tpyma
OIEepPaTUBHOIO pearyBaHHs) MoBiAoMIeHHS mpo Bei Bumaaku HITTII/Hebaxani peakirii
MICHs 3aCTOCYBAHHSI TYOEPKYIIHY IMPO sIKl CTajo BiAOMO 3 aAoTpuManHsM [lepemiky
HIIITI, miomo SIKMX 3alOBHIOETHCS Ta HANAETHCA TOBIIOMJICHHS PO HeOaxaHy
peaxIiito JiKapCchKoro 3aco0y Ta/abo BiACYTHICTH €(heKTUBHOCTI JIIKApPChKOT'0 3aco0y,
Ta/ab0 HECHPHUATIMBY TOMII0 TICIS 1IMYHI3aIlli, HABEIEHOTO y MOAATKy 7 JO IIOTO
[Topsiaky, y cTpok He mi3Hime 48 roAuH MICIsA peecTpallii BUMAIKY .

VY pasi sK11o 1ei CTpoK MpuIiaae Ha BUX1AHUI a00 CBATKOBHI JIeHb, 1H(GOpMaITis
HAJAETHCS Y IEPIINHN MICIIs HBOTO POOOYUN JIEHb.

12. Bumoru A0 CTBOpEHHS, CKJIaay 1 3aBJaHHS PEriOHAIBHUX Ta LEHTPAIbHOI
rpyn onepatuBHoro pearyBanHsa Ha HIIIII Buznaueni [lonoxxkeHHsIM Npo LIEHTpabHY 1
perioHajgbHl TPYNH OINEPATUBHOI'O pearyBaHHsS HA HECHPHUSTIUBI TMOAIT TICIsS
IMyHi3allli, 3aTBEp/PKEHOr0 Hakaz3oM MiHicTepcTBa OXOPOHHU 370pOB’Sl YKpaiHU Bij
26 Bepechs 2016 poky Ne 996.
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V. 3xilicHeHHs1 (papMaKOHATJISIAY BJIACHUKOM peecTpauii

1. 3arajnbHi BUMOIM 10 CHCTeMH (papMaKOHAIJIAAY BJIACHUKA peecTpauil

1. BnacHuk peectpariii 3000B’s13aHui 3a0e3meunTd (HYHKIIOHYBAaHHS BJIACHOI
cuctemu (cucreM) papMakoHarisiay. J{o MOMEHTY OTpUMaHHS peecTpallii 11KapChbKOro
3ac00y BUMOTH /IO BJIACHHUKA PEECTpaIllii PO3MOBCIOIKYETHCS HA 3asIBHUKA JT1KAPCHKOTO
3aco0y.

2. Cucrema dapMakoHArisiy CKJIATAEThCS 3 €JIEMEHTIB, M0 JAal0Th 3MOTY
3M11IICHIOBATH MOHITOPUHT O€3MEKH JIKAPChKHUX 3ac001B Ta BU3HAYATH OyIb-K1 3MIHU
CHIBBIIHOUIEHHSI «KOPUCTH/PUBHK», & CaMeE:

1) HasgBHICT, YHNOBHOBa)XEHOI OCOOM, BIAMOBIAAIBHOI 3a (apMaKoHArIsu
(mami — YO®). BracHuk peectparii mi 9ac 30iiCHeHHS (hapMaKOHArISy MOCTIHHO 1
6e3nepepBHO 3a0e3neuye HasBHICTh YO®D. Koxna cuctema dapmakoHariasigy mae
onny YOO®. Sfkmo YO® He npoxuBae B VYKpaiHi, BIACHUKOM peecTpalii
MPU3HAYAETHCS KOHTAKTHA 0coba 3 ¢apmakoHarsiny (mam — KO®), sika nmpoxxusae i
npairoe B Ykpaini ta mia3BiTHa YO® BnacHuka peecrtpariii. [ToBHoBaxenus KOD
MiATBEPIKYIOThCS JOKyMeHTalbHO. KoxkHa cucrema ¢dapmakoHarjsiy Mae JuIile
onny KO® B Ykpaiuni. BnacHukom peectpallii nepegdoadaeThes Mpoleaypa 3aMieHHs
YO® ta KOO B pa3si ii BIACYTHOCTI;

2) HasBHICTb CTPYKTYPHOTO MIIPO3ALTY JJIs 3A1MCHEHHS (papMaKoHArsay, Moro
OHOBJICHHS 1 HAJIE)KHE 3a0€3MIEYECHHS;

3) IOKyMEHTYBaHHSI BCIX MPOIEAYPHUX MPOILIECIB;

4) crBOpeHHs Ta 3a0e3neyeHHs (YHKUIOHYBaHHS 0a3  JaHHUX, MIO
BUKOPHUCTOBYIOTHCSI BIACHUKOM peecTpallli Mpu 31HCHEHHI (papMaKOHAIJISIY;

5) 3anyuenHs (y pa3i HEOOXIJTHOCT1) 10 3AiHMCHEHHsS (papMakOHArIsAy I1HIINX
IOpUANYHUX Ta/abo (Pi3nyHuX 0cid Ta MIANPUEMCTB, YCTAHOB, OpraHizaliil NUIIXOM
YKJIQJ€HHS BiJIMOBITHUX JOTOBOPIB;

6) HaBYaHHA [EPCOHAITY BIIACHUKA PEeCTpallii Uit BAKOHAHHS i, OB’ I3aHUX 13
(apMakoHar I 10M;

7) CTBOPCHHSI CHCTEMU SIKOCTI (hapMaKOHArIsy;

8) BemeHHs MOKyMeHTAIlil 3 (papMakoOHArIsAy, BKJIIOYAIOUM ii 30epiraHHs Ta
apXiByBaHHS,

9) cTBOpEHHs Ta MATPUMKA CUCTEMH YIIPABIIHHS PU3UKAMH;

10) ympaBmiHHS HaHUMH 3 O€3MEKH, BKIIOYarouu 301p, OIIHKY Ta HaJaHHS 0
OpraHy Jep»aBHOTO KOHTpOdr0 iHdopmaiii mpo HebaxkaHl peakilii JIKapChKUX

3aco61B, HIIIII, BiACyTHICTh €peKTUBHOCTI, Hee(h)EKTUBHICTh BaKIIMHAI(ll BKIFOYAIOUU
BUSIBJICHHS Ta YIIPABJIIHHS CUTHAJIOM;

11) KOHTpOJIb PE3yNbTATIB 3MIMCHEHHS 3aXOJiB 3 MiHIMI3alll PHU3UKIB, IO
MICTATHCSI B TUIAHI YIPABIIHHS PU3WKaMU, BKIIOYAIOUM Ti, MO € YMOBOI TIpU
MPUIHATTI PIICHHS PO JIEP>KaBHY PEECTPAITIIO JIIKAPCHKOTO 3ac00Y;
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12)  BmacHuK  peecTparii  3000B’s3aHUN  3a0e3reyuTH  Oe3mepepBHE
(YHKI1IOHYBaHHS BJIACHOI CUCTEMH (papMaKOHATJISY .

3. Bumorn, sikuM mae Binosigatu Y OD/KOD:

1) Ha nocagy YO® BiacHuKa peecTpallii, 110 3HaX0QuThcsd B Ykpaini Ta KOD
MPU3HAYAETHCS 0c00a, SIKa Ma€ BUIY OCBITY APYroro (MaricTepchbKoro) piBHs 3a
cnemianbHicTiIO  «Menunuuay,  «llemiatpisi»,  «Cromaronoris»y, «Menuuna
ncuxonoris» abo «®Papmartis» (OCBITHS mporpama 3a guriiomMmoM «@Dapmarrism,
«Kniniuna dapmaris» abo «TexHosorii napdyMepHO-KOCMETHYHUX 3aC001B») rajysi
3HaHb «OXOpOHa 37I0pOB’s Ta colliaabHe 3a0€3MeUeHHs» Ta 3aKIHUMWIIA IHTepHATYPY 32
OJTHIEIO 3 JIIKAPChKUX a00 (papManeBTUUHUX crielianbHocTei. [Ipotsarom poky 3 gHs
npuszHaueHHs1 Y OD/KO® taka ocoba Mae NMpoOMTH MIATOTOBKY Ha MUK CIienai3ari
3a creuiaibHicTIo «Dapmakonarnan» Ta orpuMmaru kBamidikauio «lIpodecionan 3
dbapmakoHarmsaay» (3a BIACYTHOCTI TaKOBOI), a TaKOXK MPOWUTH TIEPBUHHE HABYAHHS
0JI0 cUcTeMH (hapMaKOHAIISIAy BIIACHUKA peecTparii (3a HEOOXIIHICTTIO) 1
3M1ACHIOBaTH  Oe3nmepepBHUN MpoQeciiiHuii PO3BUTOK BIJAMOBIAHO JO BUMOT
3aKOHOJIaBCTBA;

2) 000B’s3ku Y OD/KOD BKIIIOYAIOTH:

CTBOPEHHS, (YHKI[IOHYBaHHSI Ta MIATPUMKY CHCTeMH (dapMaKoHarsiy,
BKJIIOUAIOUM CHUCTEMY SIKOCTI CHUCTeMH (hpapMaKOHArJsiy BIIACHUKA peecTparlii, 3
METOI0 3a0e3neueHHs 300py, OIIHKK Ta HaJ@HHS 10 OpraHy JAEP:KaBHOTO KOHTPOJIIO
iHdopmarii mpo HeOaxaHl peakii mikapcbkux 3aco0iB, HIIIII, BixcyTHiCcTh
e(eKTUBHOCTI, IHIUX JJAHUX, TTOB'SI3aHUX 3 0€3MEKO0I0 Ta €(DEKTUBHICTIO 3aCTOCYBAHHS
JIKapChbKHUX 3aC001B, BKJIIOUAIOYM YIPaBIiHHS CUTHAJIAMHU 3 O€3MeKH, a TaKOX OyJib-
SAKUX JAaHUX, HEOOX1THUX JIJISl OI[IHKH PU3UKY 1 KOPHUCTI MIPH 3aCTOCYBAHHI1 JIIKAPCHKOTO
3aco0y;

MpoLECY MOHITOPUHTY Oe€3MeKr Ta €(QEeKTUBHOCTI JIKApChKUX 3aco0iB Ta
BU3HAUCHHS OyAb-SIKUX 3MIH CIIBBIIHOIIEHHS «KOPUCTH/PU3HUK», 3arajibHOi
XapaKTEePUCTUKU TpodUIB Oe3MeKH JIKapChKUX 3aCO0IB Ta OYyJb-SKUX BUSIBICHUX
CUTHaIB 3 0€3MeKH, YIIPaBIIHHS CUTHAJIaMU 3 O€3IeKH;

BOJIOAIHHS Yy TIOBHOMY 00csa31 iHpopmalieo mnpo Oyab-sKi yYMOBU YU
3000B’s13aHHS, 110 OYJIM TIEPEyMOBOIO BHUJIaul pEECTpaIlIMHUX MOCBITUYEHb Ta THIIUX
3000B’513aHb, 110 CTOCYIOTHCS OE€3MEKH 3aCTOCYBaHHS JIIKAPChKUX 3aC001B BIACHHUKA
peectpartii;

CTBOPCHHSI IIEPIOAMYHO OHOBJIFOBAHUX 3BITIB 3 O€3IEKH JIIKAPChKOI0 3ac00y (mai
—I103B);

CTBOPEHHS Ta OHOBJICHHS TUIAHIB YIIPABJIIHHS PU3UKAMU;

HaJ[aHHS BIJTOBIEH Ha BCl 3alUTH OpraHy JIEP>KaBHOTO KOHTPOJIIO, JT0JIaTKOBOT
KOPEKTHOI Ta mMOBHOI 1H(opMallii, HEOOXiAHOI JIsi OIIHKK CIIBBIIHOIIECHHS
«KOPUCTB/PU3UK» JIKAPCHKUX 3aC001B, Y TOMY YHUCII JaHHUX MPO OOCITH TPOAAKY
JKapChKUX 3ac00iB ab00 EKCITO3MINII0 TMAIi€HTIB, SKi 3a3HAJIM BIUIMBY JIIKAPCHKOT'O
3aco0y;

HaJlaHHS Oynb-IKUX JaHWX, HEOOXiMHUX [UIsl OI[IHKW  CITIBBIJHOIICHHS
«KOPUCTB/PU3UK»  JIKAPCHKUX  3aco0iB,  BKJIOYAalOYuM  iHMOpMaIio  mpo
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MTOCTPEECTPAIIiiTHI JOCTIHKEHHS 3 OE3IMEKH JIIKapChKUX 3aC00i1B;

HaJIaHHS MMOBIIOMJICHHS JIO OpPTraHy Jep>KaBHOTO KOHTPOJIO MPO 3alPOBaKEHHS
HEOOX1THMX 3aXOJ1B Ta BHECEHHs BIJIMOBIJHUX 3MiH 1 JIOMOBHEHb J10 1HOpMaIli 3
0e3neKH JIIKapChbKoro 3aco0y, BIIOOpaXeHOi B KOPOTKIM XapaKTepUCTULl/ IHCTPYKIIT
JUISE. MEIUYHOTO 3aCTOCYBaHHS/JIMCTKY-BKJIA/III JIKApChKOTO 3aco0y, y BHIIQJIKy
BUSIBJICHHSI paHillle HEBIJIOMHUX HEOE3MEYHUX BJIACTHUBOCTEN JIIKAPCHKOTO 3aco0y, 110
npu3BeIr a00 MOXKYTh MTPU3BECTHU JI0 TSHKKUX HACTIIKIB JJIS1 3I0POB’ S 1 KUTTS JFOJEH
a00 3MIHU OLIIHKHU CITIBBITHOIICHHS «KOPHUCTH/PU3UK» Yy OIK PU3UKY, MPO SKI CTAIO
BIJIOMO BJIACHUKY peeCTpallii;

3a0e3MeueHHs TPOIECYy HaBYaHHS TMIEPCOHATy BIIACHUKA PEECTpalii aJis
BUKOHAHHS JIIH, OB’ SI3aHUX 13 (hapMaKOHATJISIOM.

4. O60B’s13kM BlacHUKA peecTpailii o0 Y OD/KOD:
1) nani mpo YO® ta KO® mictsatecs B MOCO BnacHuKa peecTpariii;

2) BIIaCHUK peecTpallii HaJa€e 10 Oprany Aep>KkaBHOTO KOHTPOJIIO 1HGOpMAITit0 TIPO
YO®, KO®D, a came: BiacHe iM’s, Mpi3BHUINE, KOHTAKTHI JaHi, iH(QopMali Mpo
OCBITHIO Ta mpodeciiiHy kBamiQikailito i JOCBi poOOTH, JOKYMEHT, IO MiATBEPHKYE
noBHOBakeHHST Y O®D, KOD ta mani moao Micue3HaxomkeHas MOCD. JIng YOD Ta
KO®, sixi 3HaX05ThCs B YKpaiHi, HAJal0ThCs KOIi JOKYMEHTIB ITPO HAsIBHICTh BHUIIO]
Ta MICIISIUIUIOMHOI OCBITH BIJITIOBITHOT'O HAMPSMKY;

3) HasBHICTH y BiacHHKa peectpallii YO®D, KOD, siki BOIOMIIOTH MPaKTHIHUMH
Ta TEOPETUYHHUMM 3HAHHSIMH, HEOOXIAHI I  3AIMCHEHHS  JISUIBHOCTI 3
dbapmakoHarsay;

4) BnacHHK peectparlii 3a0e3neuye g YOO, KO nepBruHHE HaBYaHHS 1010
cBO€i cuctemMu GapMakoHArIAAy Ta NONANbIIUN Oe3nepepBHU mpodeciitHmit
po3BUTOK. [lepBHHHE HaBYaHHS NPOBOAWUTHCS N0 mpu3HadyeHHS YOD, KOD Ha
nocany;

5 y pasi 3mian YOD/KOD Tta/ado 11 (iX) KOHTAaKTHUX JaHUX Ta/abo
Mmicne3HaxomkeHass MOCO BracHuk peectpairii iHGOPMYE PO 11€ OPTaH AEP>KaBHOTO
KOHTPOJIIO HE TI3HIIIe HiXK 15 KajneHmapHuX THIB 3 aTH BBEACHHS BiIMOBITHUX 3MiH.

5. BnacHuk peecrpartii:

1) 3000B’s3aHuit cTBOopuUTH Ta miarpuMmyBati M®CO i HajmaBaTh Ha BUMOLY
oprany ziep:kaBHOro KoHTposito MOCD. MOCOD nogaeThes 10 Oprany AEp KaBHOTO
KOHTPOJIIO Y TIAIIepOBiii a00 eIeKTPOH1M (opMi, YKpaiHChKOIO YU aHTTIHICHKOK MOBOIO.
VY pa3i momaHHs 10 oprany Jep:kaBHOro KOHTporo MOPCO aHTIIHCHKOI MOBOIO,
noTpi10HO MojaTu nepekian ycix po3aunB MOCD ykpaiHCBKOIO MOBOKO y TEPMIHH,
110 3a3HAYEHI Yy 3alUTi Opra”y AepxaBHOro KOHTpoio. MOCO 3asBHUKA/BIaCHUKA
peecTpariii CKIIaAaeThCsl BIAMOBIIHO 10 CTPYKTYPH, HABEJEHOI Y IOAATKY 8 710 IILOTO
[Topsanky. Bumoru a0 3anoBHeHHs Mactep-¢aiiny BukiaaeHi y monym II cranmapry
«HacranoBa. Jlikapcbki 3acoOu. Hamexni mnpaktuku (apmakonarmsny» (CT-H
MinicTepcTBa O0XOpoHHU 370poB’st Ykpainu 42-8.5:2015), 3aTBepIKEHOTO HaKa3oM
MinictepcTBa 0XOpoHHU 370poB’ st Ykpainu Big 21 tpaBus 2015 poky Ne 299 (B penakiii
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Haka3y MiHicTepcTBa 0XOpoHHU 310poB’st Ykpainu Bia 05 kBitHa 2018 poky Ne 620);

2) IpOBOAMTH MOCTPEECTPALIIIHI TOCHTIIKEHHS 3 0€3MEKH JIKAPChKUX 3aC001B, 110
OynM BHM3HAYEH1 JJIsl HHOTO, SIK 3000B’SI3aHHS OPraHOM JEP’KaBHOTO KOHTPOIIO Y
croci®0 Ta cTpoku, 3azHauyeHl y ctarTsax 102 — 105 3akony VYkpainu 28 numHs
2022 poky Ne 2469-IX «IIpo mikapchki 3aco0u» Ta BIJAMOBIIHO JO0 METOJOJOTIH
3a3HaueHuXx y craHgapti «HacranoBa. Jlikapceki 3aco0u. HanexHi mnpakTuku
dapmaxonarisay» (CT-H MinicrepctBa oxopoHu 310poB’st Ykpainu 42-8.5:2015),
3aTBEPKEHOr0 Haka3oM MiHicTepcTBa OXOPOHHU 370poB’sl YKpaiHu BiJ 21 TpaBHS
2015 poky Ne 299 (B penakiiii Hakazy MiHicTepcTBa OXOPOHU 370pOB’ST YKpaiHU Bif
05 xBiTHs 2018 poxy Ne 620);

3) ToOBiAOMIIIE OpPTaH ACPKABHOTO KOHTPOIIO TMPO HEBIAKIAAHY TpoOIeMy 3
Oe3mneku, 110 BUSBICHA BIACHUKOM peeCTpallii Ta, HA JyMKYy BJIAcHHMKa peecTparlii,
norpedye TEpMiHOBOI yBarm 3 OOKy OpraHy Jep)KaBHOTO KOHTPOJIO depes
MOTEHUIWHUN CepHO3HUI BIUIMB HA CHIBBIJHOIIEHHS «KOPUCTB/PU3UK» JIKAPCHKOTO
3aco0y Ta/abo Ha 3740pOB’S MAIlIEHTIB a00 HACEJICHHS Ta Ma€ MOTEHIIHY NoTpedy B
HEralHUX PETYJSITOPHHUX MiAX, a TaKoXK IMOTpeOye KOMYHIKAIliii 3 MallieHTaMu Ta
IpalliBHUKaMH 3 MEAMYHOIO Ta (papMaIieBTHYIHOIO OCBITOIO;

4) onpwmoaHioe iH(opMalio Mpo Oe3NneKy JIKapChKUX 3aco0iB, BKIHOYAIOUH
JUCTU-3BEPHEHHSI 10 CIEUIANICTIB CPepu OXOPOHU 3J0POB’s, TI'POMAICHKOCTI,
MpalliBHUKIB 3 MEAMYHOI Ta (apMaleBTUYHOI OCBITOIO Ta marieHTiB. [lepen
ONPWIIOAHEHHSM TMOIMEPEAHBO Y3rO/KYye L0 1H(OpPMALi0 3 OpraHOM JAEpKaBHOIO
KOHTPOJTIO, 32 BHHATKOM THX BHITJIKiB, IO MTOTPEOYIOTH TEPMIHOBOTO OIPHITFOTHCHHS
Takoi 1H(opmaIlii 32 yMOBU OJJHOYACHOTO 1H(OPMYBaHHS TIPO 1€ OpraHy JAEP>KaBHOTO
KOHTPOJITIO;

5) cTBOpIOE Ta BUKOPUCTOBYE CHCTEMY SIKOCTI CHCTEMH (hapMaKOHArJSLy, sKa €
BIJITIOBITHOIO Ta €(PEKTUBHOIO JIJIS 3/IMCHEHHS (papMaKOHATJISITY.

6. Cucrema sSKOCTI cucTemMu (hapMaKOHATJISy Ma€ BIMOBIIATH TAKUM BUMOTaM:

1) oxomutoBaTH OpraHi3amiifHy CTPYKTYpPY, BiIIOBITAIBHICT, TPOLEAYPH,
MIPOLIECH Ta PECYPCH, HAJIEKHE YIPABIIHHS pecypcamu, yIpaBIiHHS BIAMOBIAHICTIO Ta
YIIPaBIIiHHS 3aITUCAMU;

2) GazyBaTHCsl Ha TAaKUX BHJAX JisUTBHOCTI:

IJIAaHYBAaHHS SIKOCT1: CTBOPEHHS CTPYKTYp 1 IIJIJaHYBaHHS 1HTErpOBaHUX 1
MTOCITITOBHUX TPOIIECIB;

JOTPUMAaHHSI SIKOCT1: BUKOHAHHS 3aBJaHb Ta OOOB'SI3KIB BIJIMOBIJHO JO BUMOT
SIKOCTI;

KOHTPOJb Ta 3a0€3ME€UEHHsI SKOCTI: MOHITOPHHI Ta OI[IHKa TOTr0, HACKUIbKU
edeKTUBHO OYJIM CTBOPEHI CTPYKTYpPHU Ta MPOIECH Ta HACKIIbKUA €(hEeKTUBHO MPOIECH
BUKOHYIOTbHCS,

MOKPAIEHHS SIKOCT1: BUIIPABJCHHS Ta BJIOCKOHAJICHHS CTPYKTYpP 1 MPOIECIB, e
11€ HeO0OXI1IHO;

3) y01 CJIICMCHTH, BUMOI'M Ta IMOJIOKCHHSA, IO BUKOPHUCTOBYIOTLCA IJIA CUCTEMU
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AKOCTl, JIOKYMEHTYIOTHCS CHCTEMaTHYHO Ta BIOPAJKOBYIOTHCS y BHUIJIAMI TaKUX
JTIOKYMEHTIB:

MOJIITUKK CUCTEMHU SAKOCTI CHUCTEMM (hapMakoHArAay (BUTIKAIOTh 3 MOJITHUK
cuctemMu (hapMakoOHarsaYy);

IJIAaHU CUCTEMHU SKOCTI cucteMu (papmakonarisay (CTpaTeridyHi Ta TaKTHYHI.
CrpareriuHi IJIaHU CTBOPIOIOTHCSA Ha 3-5 piuHMii nepiof. TakTuyHi a00 MIOpI4HI IUIaHU
BUTIKAIOTh 13 CTPATET1YHOTO TIJIaHy);

HAacTaHOBa CHCTEMH  SKOCTI cHcTeMu (apMakoHarsiny  (po3poOseHa
Oe3nocepeIHbO BIIACHUKOM peecTpallii abo BUKOpUCTaHA HalllOHAJIbHA/€BPOIEChKa
HAcTaHoOBa 3 (hapMaKOHAIISANY, B SKUX OMHUCAHI MIAXOAW A0 MEHEKMEHTY CUCTEMH
SIKOCT1 CUCTeMH (papMaKOHATTISY);

3allMCHU 3 SKOCTI, BKIIIOYAIOYU CTaHIapTHI onepaiiiini npoueaypu (COII), gek-
JUCTU 3 OLIHKH MPOLECIB/JOKYMEHTIB (apMakOHArJsAay, 3BITHU NP0 MPOBEACHHS
NepeBipoK (ayAUTiB, CAMOAYINUT ), TOKYMEHTH PO MPOBECHHS HaBYaHHS (Pe3yJIbTaTH
TECTOBOI'0 KOHTPOJIO, MPOTOKOJ MPO MPOBEJICHHS HaBYaHHS, MPE3EHTAllll), TUIaHU
KOPUTYBAJILHUX Ta 3alMO0DKHUX 3aXOiB, pe3yJbTaTH OLIHKKA e(PEeKTUBHOCTI
(GyHKIIIOHYBaHHS cUCTeMU (hapMaKOHATJIAY.

7. BnacHuk peecTpailii BUKOPHCTOBY€E TTOKa3HUKHU €(hEKTUBHOCTI JIJIsl TIOCTIHHOTO
MOHITOPUHTY HAJICKHO1 OIIIHKM €()EeKTUBHOCTI 3MIMCHEHHS (apMaKoOHATJsIy, IO
MICTATHCS Y BiANOBiAHOMY po3aui MOCO Tta nogaTky 10 HbOTO.

8. 3 MeTor0 SKICHOTO 31HMCHEHHS (papMaKOHArJSIY y CHUCTEMI SIKOCTI CHCTEMH
dbapmakoHarsiy 10 TOBHOBAXKEHD BIACHUKA PEECTPAIlli HATICKUTH:

1) ynpaBiHHS JTIOJICBKUMHU PECypcaMH, 10 Mepeadoayac:

HasBHICTh TMIAPO3ALTY 3 (QapMakoHArjsily Yy BIACHUKA peecTpallii, Mo
CTPYKTYPOBAHHI 3 UITKO BUSHAYECHUM MiAMOPSIKYBAHHSM IIEPCOHAITY;,

HaAsABHICTH IOCTaTHBOI  KIJIBKOCTI KOMIIETEHTHOI'O Ta B1IIOBITHO
KBaTi(hiIKOBAHOTO Ta HABUEHOTO TIEPCOHATY JJIs 3/11MCHEHHSI (hapMaKOHArJIsYy;

BH3HAUYCHI y MOCAI0BUX IHCTPYKITIAX 00OB’SI3KM KEPIBHUIITBA Ta CIIBPOOITHUKIB
nigpo3ainy 3 (apmakonarmsay, Bkmodaroun YOD/KOD. YOD/KOD naxgineHa
JOCTaTHIMU TIOBHOBAKEHHSIMU JUIsl BIUIMBY Ha €(EKTUBHICTh CUCTEMHU SIKOCTI Ta
TISUTBHICTD 3 (papMaKOHArjsiy BIaCHUKA peecTpallii;

MOYaTKOBE HaByYaHHS 3 (¢apMakoHArsiaAy Ta NOJAIbIINN Oe3nepepBHUM
npodeciiHuii  pO3BUTOK  MEpCOHaNy, [0  3aJy4yaeTbCsi 10  3A1HCHEHHS
dapmakonarmsany. BrmacHuk peectparii 30epirac HaBYaibHI IUIAHW Ta 3alHCH IIPO
HABYaHHS JIJISl TOKYMEHTYBAHHS, IATPUMKHU Ta PO3BUTKY KOMIIETEHIIT MepCOHAIlY Ta
HaJaBaTH 1X JIs ayJUTY YU 1HIIOI MEePEBIPKH;

HasIBHICTh BIATMOBIIHUX 1HCTPYKLIM II0J0 MPOIECIB, 10 BUKOPUCTOBYIOTHCS B
€KCTPEHUX BHUIA/IKaX, BKIOYAOUU O€3MEePEPBHICTh A1SUIBHOCTI;

2) ynpaBJIiHHS BiJITOBITHICTIO JIJIsI 3a0€3MEUeHHS:

MOCTITHOTO MOHITOPUHTY JaHMX MO0 Oe3meku Ta e(HEeKTUBHOCTI JIKAPChKHUX
3ac00iB Ta MHTaHb 3A1HMCHEHHs (apMakoOHArsAay, BHBUEHHS, pO3POOKM Ta
BITPOBA/IPKEHHS 3aX0/1B 3 MiHIMI3aIlii Ta 3a100iraHHs pU3HKY BIACHUKOM PEECTpALlii;

HAyKOBOI OITIHKM BIJIACHUKOM peecTparlii Bcie€i iH(opmarii mnpo pusuku
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JTIKapChKHUX 3aCO01B;

MOJIaHHSI TOYHHUX Ta MEPEBIPEHUX JIAHUX MPO CEPHO3HI Ta HEecepilo3H1 HebaaH1
peakiii 70 opraHy Jep:KaBHOTO KOHTPOJIIO TMPOTITOM CTPOKIB, TepeadaueHux
nmianyHkToMm 1 mynkry 12 miei rnaBu uporo Ilopsaky;

SKOCT1, IUTICHOCTI 1 MOBHOTH HajaHoi 1H(opmarlii mpo pU3UKH JIKAPCHKUX
3ac00iB, BKJIIOYAIOUN TIPOIECH JJII YHUKHEHHS TIOBTOPHOT'O IMOJAHHS Ta IMEPEBIPKU
CHUTHAJIIB;

edeKTUBHOI KOMYHIKaIlli BJIACHUKA PpEECTparlii 3 OpraHoM JEp>KaBHOTO
KOHTPOJIIO, BKJIIOYAIOYM TMOBIJOMJIEHHS NP0 HOBI PU3UKU a00 3MIHEH1 PHU3UKH,
MOCO, cucremy ympaBIiHHS pU3MKaMHU, 3aX0au 3 MiHiMizamii pusukis, [103B,
KOpUT'YBaJIbHI Ta 3aMmo01KHI M1 Ta TOCTPEECTPAIlIHHI TOCIIIKEHHS;

OHOBJICHHS 1H(OpMaIllii Mpo JKApChKi 3aCO0M BIACHUKOM pPEECTpallii y CBITII
HAyKOBUX 3HaHb, BKIIIOYAIOYH OLIIHKU Ta PEKOMEH/allii, OMPUIIOAHEH]I Yepe3 BeOcaiT
JKapChKUX 3aco0iB €Bpormneiicbkoro Coro3y, 1 Ha OCHOBI MOCTIMHOTO MOHITOPUHTY
BJIACHUKOM peecTpallii iHpopMarlii, ony0aikoBaHOT Ha BeOCalTI JIKapChKUX 3acO01B
€spornericbkoro Coro3sy;

iHpOpMyBaHHS  BJACHUKOM pEECTpallii MpaliBHUKIB 3 MEIMYHOK Ta
dbapMalleBTUYHOKO OCBITOIO 1 TAIIEHTIB 3 IUMTaHb Oe3neku Ta e(PEeKTUBHOCTI
JIKapChKHUX 3aCO01B.

SK1110 BIaCHUK peecTparlii nepeaan MapTHEpaM BUKOHAHHS JISSIKUX CBOIX 3aB/IaHb
3 (hapMaKkoHarJs1y, BiH 3QIMIIAETHCS BIJMOBIIAJIbHUM 32 3a0€3M€UeHHS 3aCTOCYBAaHHS
e(heKTUBHOI CUCTEMU SKOCTI I[0JI0 IIUX 3aBJaHb;

3) yIpaBJIiHHS 3alKMCaMHU Ta 30epeKCHHS JTaHUX:

BJIACHUKHU PEECTpAIlli PEECTPYIOTh BClO 1H(opMarlito npo dapMakoHaArIsaa 1
rapaHTyIOTh, 1110 BOHA 00pOOJISIETHCS Ta 30€pITaETHCS TAKMM YHHOM, 100 3a0€3MeUnTH
TOUYHE 3BITYBaHHS, IHTEPIPETALIIO Ta MEPEBIPKY 11€i 1HPOpMaIlii;

BJIACHUKHU PEECTpaIlii 3anpoBaKylOTh CUCTEMY YIIPABJIIHHS 3allMCaMH JIJIS BCiX
JIOKYMEHTIB, 10 BUKOPHUCTOBYIOTHCA JUIS [ISUIIBHOCTI 3 (apMaKoHArsimy, sKa
3a0e3neuye MOXJIMBICTh BIJIHOBJICHHS IMX JIOKYMEHTIB, a TaKOXX MOJIMBICTh
BIJICTEKEHHS 3aXOJ[IB, BKUTUX JIJISl JOCITIDKCHHS Po0ieM Oe3MeKr, YaCOBUX PaMOK
IUX PO3CIIAYBaHb Ta pillIeHb LIOA0 MpoOjemMH Oe3nekd, BKIIOYAIOYW iX HaTy Ta
poLec TPUUHATTS PillieHb;,

BJIACHUKH  pEECTpallii BCTAHOBIIOIOTh  MEXaHI3MH, M0 3a0e3MeuyloTh
BIICTO)KCHHS Ta TOAQIbIml Jii y TOBIIOMJICHHAX MNpo HebakaHl peakiii
HIII/BiacyTHICTh €hEeKTUBHOCTI, HEE(PEKTUBHICTh BaKI[MHAILII].

9. Bnacuuku peectparliii 3a0e3neuyroTh 30epiranusg MOCD npotsirom 5 pokiB 3
JHS 0(IIIHHOTO MPUIIMHEHHS CUCTEMH, sika onrcaHo B MOCO.

10. dani dapmakoHariasigy Ta JOKYMEHTH, 110 CTOCYIOThCS JIIKAPChKUX 3aC001B,
30epiraroThCsl MPOTATOM YChOI'O CTPOKY peecTpallii JiKapChbKOTro 3aco0y Ta MPOTATroM
10 pokiB micist MpUIUHEHHS A1l peecTpailii JiKapcbKoro 3acooy.

11. AyauT cuctemu SIKOCTI CUCTeMU (hapMaKOHATJISAly BJIACHUKA PEECTPAITIi:

1) npoBOASTHCS MOCTIHHO ayAMTH CHCTEMHM SIKOCTI HA OCHOBI OIIIHKH PHU3HKIB,
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o0 TMEepEeKOHATHUCS, IO CUCTEMa SIKOCTI BIJMOBIJA€ BHUMOTAaM CHCTEMH SIKOCTI 1
BU3HAUUTH 11 ePexTuBHICTh. Lli aynuTu mpoBoAsATbCS oco0amu, y SIKMX BIJICYTHIN
KOH(JIIIKT 1HTEPECIB;

2) 3 METOI0 YCYHEHHS HEJOJIKIB y CUCTEMI SIKOCTI MPOBOATHCS KOPUTYBaJIbHI
nii. 3a pe3ynbTaTamMu IMEPEeBIPKM CKIIAJAETHCA 3BIT MPO KOXKHY MEpPEBIPKY Ta
KOHTPOJIbHY TIEPEeBipKY. AYIUTOPCHKHUIA 3BIT HAACHIIAETHCS KepiBHULTBY. Jlatu Ta
pE3yNbTaTH AYAUTIB 1 MOAATBIINX aYAUTIB BIAMOBIIHO JOKYMEHTYIOTHCS;

3) yci ocobu, sKi 3amydeHi A0 MPOIEAyp Ta TMPOIECIB CHCTEM SKOCTI,
BCTAHOBJICHMX 3aKOHOJIABCTBOM [IJISl 3IACHEHHS NIsUTbHOCTI 3 (hapMakoHarisny,
3a0e3nmeuyioTh HajekHe (PYHKIIOHYBAHHS CHUCTEMH SKOCTI Ta 3a0e3NeuyroTh
CUCTEMHUH MIJIX1]] 10 SKOCT1 Ta A0 BIPOBAKEHHSI Ta MIATPUMKUA CUCTEMHU SKOCTI.

12. Bumoru 110 mojjaHHs BIACHUKOM peeCTpartii moBiJOMJICHb 3 O€3MeKH :

1) BmacHuUK peecTpaulii TMOMA€ TOBIJOMICHHS 3 0€3MeKd, BKIIOYAIOYU
MOBIJOMJICHHS OTPUMaHI B PE3yIbTaTi 3INCHEHHS MOHITOPWHTY JTEPaTypH, 0
OpraHy JepXaBHOI'O0 KOHTPOJIO B EJIEKTPOHHOMY BHIJISAI 10 0a3u JaHuX 3
(apMakoHarIsy Oprany Jep>KaBHOTO KOHTPOJIIO, MMOCHJIAHHS Ha SIKYy PO3MIIIEHO Ha
odiniiHOMy BeOCaliTI Oprany IepKaBHOIO0 KOHTPOJIIO

PO BCl BUNAAKUA CEPHO3HUX HEOaKAHUX Ppeakiliii Ha JIKapChKli 3aco0u, IO
3aikcoBaHI MPH iX 3aCTOCYBAaHHI B YKpaiHi 1 PO sIKI HOMY CTajI0 B1IOMO - HE Mi3HIIIE
15 kaneHmapHUX JHIB 3 JHS OTPUMAaHHS Takoi 1H(popMaIIii;

PO BCl BUIAJKK HECEPHO3HUX HEOAKAHUX pEeakiliii Ha JIKapchbKi 3aco0u, M0
Oynu 3adikcoBaHI MIPH iX 3aCTOCYBaHHI B YKpaiHi - He mi3Hime 90 KajeHaapHUX JTHIB
3 THA OTPUMAaHHS Takoi 1H(opMaIIii;

PO BCl BUMAJKKU CEPHO3HUX Hemepen0aueHnX HeOaKaHUX peakIlii Ha JiKapChKi
3aco0u, 10 MPU3BEIU 10 CMEPTi a00 CTAHOBUJIM 3arpo3y JAJIs )KUTTS MallieHTa, Mpo BCl
I1T03pIOBaH]1 BUITQJKU TepeaaBaHHs 1H(EKIil JikapchbKuM 3aco0oM, 110 3adiKcoBaHi
Ha TEPUTOPIi 1HIIOT KpaiHU - HE Mi3HiIIe 15 KaleH1apHuX JIHIB 3 JHS OTPUMAaHHS TaKoi
1H(opMarii;

PO BUNAAKUA TOPYIICHb, [0 BUHUKAIOTH y TPOIeCi BUPOOHMIITBA BAKIIWHH,
TyOepKYJIiHYy, BKJIIOUAIOYM MPHUCTPIM sl BBEJICHHS, - HE Mi3Hime 48 ToauH 3 AHS
OTpPUMaHHSI TaKoi 1H(opMaIlii.

SAxio cTpok momaHHs iH(GOpMaIlli Ipummaaae Ha BUXiAHUN a00 CBATKOBUU JICHD,
iH(pOpMaIlis HaZae€ThCs y MEPIINH TICII HOTO poO0OUnii IEHB;

2) iadopmarris mpo BCl 1HII BUMAAKH HeOaKaHUX Peakiliil JiKapchbKuX 3aco0iB,
110 Oynu 3apikcoBaHI Ha TEPUTOPIT 1HINOT KPATHU 1 TIPO sIKI BIACHUKY PEECTPALlii CTaIo
BIJIOMO TOBIIOMJISIETHCS Y ckiaai ueprororo [103b;

3) mpo BUMNAIKH BIACYTHOCTI ©(EKTUBHOCTI JIKApPChKHX 3ac00iB, IO OyiH
3aikcoBaHl B YKpaiHi 1 BUHUKIIH:

Ipy JIIKYBaHHI CTaHIB, [0 3arpoXKylOTh J>KUTTIO a00 HEBIAKIAIHUX, KpIM
BUITQJIKIB, KOJIM TIEPIIOKEPENIO TOBIJOMIICHHS 3a3Hayae, IO BUITAJIOK BiJCYTHOCTI
e(eKTUBHOCTI MOB'A3aHUI 13 MPOTPECYBAHHSIM 3aXBOPIOBAHHS, a HE 13 3aCTOCYBAHHIM
JKapChKOTo 3aco0y;
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IIPU 3aCTOCYBAaHH1 KOHTPAICNITHBIB;

PO BUMNAJKK HEe(PEKTUBHOCTI BaKIIMHALIIL B pe3yJIbTaTl MPOBEACHHS ILEIIIICHHS .

[Hpopmariis nogaeTses He Mi3HIMIE 15 KaneHIapHUX JHIB 3 IHS il OTpUMaHHS.

Ao meil cTpok MNpuragae Ha BUXIOHUNA ab0 CBATKOBHM JIeHb, 1H(pOpMaLis
HAJAETHCS Y TIEPIIH TICIsE HbOrO pOOOUHA JICHb;

4) indopmarriro Mpo BCi iHII BHUIAIKU BiJCYTHOCTI €(DEKTUBHOCTI JIKApChKOTO
3aco0y, Mpo sAK1 HOMY CTajo BiOMO, - y ckiazal yeproBoro [103b;

5) BIacHHK peecTpallii CHIBIpAIOE 3 OPraHOM JACP)KaBHOTO KOHTPOJIIO IIOA0
BUSIBJICHHS TyOJiKaTiB [MOB1IOMJIEHD po BUIIAIKHU HeOaKaHNX
peaxuiit/HITIII/BincyTHOCTI €(heKTUBHOCTI JIKapCHKOTO 3ac00Y.

13. Ilpu momaHHI MOBIIOMJIEHHS TPO BUMAA0K HeOakaHOi peakiii J1KapChbKOro
3aco0y Ta/ab0 HeeeKTHBHICTh BaKIMHAIl Ta/ab0 BIACYTHOCTI €(EKTUBHOCTI
JKapChKOro 3ac00y BIIACHUK pPeecTpallii Hajae BCIO HasBHY 1H()OPMAIIIIO PO KOXKHHIMA
OKpPEMUI BUNAJ0K, BKIIFOYAIOUU:

1) aamiHicTpaTuBHY iH(OpMaIilo (BUI TOBIJOMIIEHHS, JaTa, YHIKaJIbHUN
IILCHTI/I(i)lKaHII/IHI/II/I HOMEp BUMAJIKY, @ TAKOXK YHIKAJIbHUM IIIGHTI/I(blKaTOp BIJITPaBHUKA
1 TUN BIJNpaBHUKA, JaTa BIepile OTpuMaHoi iHdopmarllii BiJ JKepeina Ta aara
OTPUMaHHS OCTaHHBOI OHOBJIEHOI 1H(OpMalli (BUKOPUCTOBYIOUM TOYHI JATH); 1HIII
11eHTU(IKaTOPU BUIIAJIKIB Ta iX JKepesa, a TAKOXK MOCHUJIaHHS Ha JI0AaTKOBI TOCTYITHI
JOKYMEHTH, L0 HaJeXaTh BIANPABHUKY MOBIJIOMJEHHS, PO BUIAJOK HEOAKaHOI
peaxiiii JikapchbKoro 3aco0y, Ta/abo BiJICYTHOCTI €(pEKTHUBHOCTI JIIKAPCHKOT'O 3aC00Yy
Ta/a00 Hee()EKTUBHICTh BaKIIMHAIIT, SKIIO 1€ MOXKIIUBO);

2) mnocuiaHHS BIJAMOBIAHO [0 MIDKHApPOJHUX Ta BITYM3HSHHUX BHUMOI IOAO
nmyOmiKaiii - uist iHpopmariii mpo BUMaAKU HEOaKaHUX PEakilii JTIKapchKOTo 3aco0y
Ta/ab0 BiJICYTHOCTI €(PEKTUBHOCTI JIKApChKOro 3aco0y (3a JaHMMH JIITepaTypHHUX
JOKEpen), y TOMY YHCI BHUYEPITHE PE3IOME CTATTI aHTIIHCHKOI ab0 YKpaiHCHKOIO
MOBOIO. Y pa3l SIKIIO CTATTs BUKJIaJeHA aHTJI1HCHKOIO MOBOKO, CIIIJI HAJATH IEPEKIIal
pe3toMe yKpaiHChKOI0 MOBOr0. Ha 3amut oprany AepaBHOTO KOHTPOJIO BIIACHUK
peecTpartii, sIKuii mepeaaB NEPBUHHE MTOBIJOMIICHHS, Ha/1a€ KOIIiI0 BIMOBIAHOI CTATTI
3 ypaxyBaHHSM OOMEXEHb aBTOPCHKOTO TPaBa, a TAKOX MOBHUHM MEPEKIIa IT1€T CTATTI
YKpPaiHChKOIO MOBOIO y pa3i, SIKIIO CTATTs BUKJIAeHa aHTTIHCHKOI MOBOIO;

3) BUA, Ha3By 1 HOMEp, MPUCBOEHHM CIIOHCOPOM, a00 peeCTpaliiHUN HOMEp
JOCIIIJDKEHHST 3 OE3MEeKH JIKApChKOro 3aco0y - I TMOBIJIOMJIEHb IPO BHUIAIKH
HeOaXaHUX peakiliii JikapchbKoro 3aco0y Ta/abo BiICYTHOCTI €(EKTUBHOCTI Ta/abo
Hee(eKTUBHOCTI  BaKIMHAIl JIKAPCHKOIO 3aco0y TMpH MPOBEIEHHI OO
HEIHTEPBEHIIIMHOTO JTOCIIKCHHS;

4) iudopmariito po nepiiomkepeno(a) (iHbopMmaiiiro, 1mo iaeHTUdIKYe 0co0y,
sKa TIOBIJOMJISiE, BKJIIOUAIOUW Ha3By KpaiHH, JI¢ MPOXKWBAE TOBIJOMHHK, Ta HOTO
npodeciiiny KBamQikailio);

5) indopmariro, mo 1AeHTU(IKYE TaIl€eHTa W OJHOro 3 OAaThKIB Yy BHUIIAJIKY
ITOBIJIOMJICHHS OaThbKHU-IUTHHA, BKIIOYAIOYM BIK HA MOMEHT BUHHKHEHHS HeOaKaHOI
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peaKIii/BiICYTHOCTI ePEeKTUBHOCTI/HEE(PEKTUBHOCTI BAaKIMHAIlll, BIKOBY TpYIY,
recTalifHui BiK, KOJU peakilis/sBUIlle criocTepiranacsa(ocs) y IJioja, Bary, 3picT,
CTaTh, ATy OCTAaHHBOI'O MEHCTPYaJIbHOTO Ta/ab0 recTaliifHOro mepiojgly Ha MOMEHT
BUHUKHEHHs  HEOaXaHOI  peakuli/BIACYTHOCTI  e€()eKTUBHOCTI/HEe(EKTUBHOCTI
BaKI[MHAIIIT;

6) aHaMHe3 1 CyIIyTHI 3aXBOPIOBaHHS Malll€HTA;

7) TOproBebHY(1) Ha3BYy(M) JKapChbKOTo(UX) 3aco0y(iB), 10
Mi03PIOEThCA(TOTHCA) Y CHOPUYMHEHHI HeOaxkaHoi peakilii Ta/abo BiACYTHOCTI
e(peKTUBHOCTI Ta/a00 HeePeKTUBHOCTI BaKLIMHALIl1, Y TOMY YHCJI CYITyTHIX JIIKAPCHKUX
3ac00i1B, 200, SKILIO Ha3Ba HEB1JIOMA, aKTUBHMI(1) (papMarieBTUUHUI(1) IHTpeieHT(1) 1
Oyap-sKi 1HIII JaHi, IO MAOTh 3MOTY imeHTH(]iKyBaTH Jikapchkuii(i) 3acio(odm), y
TOMY YHCJIl HAHMEHYBaHHsI BJACHUKA PEeeCTpallii/BUpOOHHKA, HOMEP PEECTPaLiitHOrO
MOCBITYEHHSI, KpaiHy, 1€ 3apeeCTpOBaHMM JIKapChKui 3aci0, GopMy BHUMYCKY Ta
croci0 3acTocyBaHHS, MOKa3aHHA Ui 3aCTOCYBAaHHS Y IIbOMY BHUMAJKY, 3aCTOCOBaH1
7I03M, J1aTy MOYaTKy 3aCTOCYBaHHS 1 JIaTy 3aKiHYCHHS 3aCTOCYBaHHS, BXKUTI 3aXOJIU
II0JI0 YCYHEHHS TIpOsIBIB HeOakaHOi peakilii, BKIOYarOYd (papMakoTepariio,
pe3yNbTAT BIAMIHH Ta TOBTOPHOT'O IPU3HAYCHHS IT1103PIOBAHOTO( X ) JIIKAPCHKOTO(1X )
3aco0y(iB);

8) 11 O10JIOTTYHHX JIKAPChbKUX 3ac001B - HOMep cepii. [ Toro, mob orpumaru
HOMEp cepii, SKIIO BiH HE BKa3aHUN y MEPBHUHHOMY IOBIAOMJICHHI, Y BJIaCHUKA
peectpariii Mae OyTH HasgBHA MpoIleaypa 300py 10AaTKOBOI iH(popmaIlii;

9) cynyTtHI JKapchKi 3ac00H, 110 HE MiT03PIOIOTHCA Y CIPUYMHEHHI HeOa)kaHol
peaxuii/BIACYTHOCTI  epeKTHBHOCTI, (apmakoTepamnio mnamieHTta (0aTbKIiB) ¥y
MUHYJIOMY, TIPU JOLUUIBHOCTI;

10) iudopmamito npo mnigo3proBany(i) HeOakany(i) peakiito(i)/BIACYTHICTh
eheKTUBHOCTI /Hee(PeKTUBHICTh BaKIIMHAIlI] (7aTa MOYaTKy 1 Jara 3aBepiieHHs a0o
TPUBATICTD, CEPUO3HICTb, HACJTIJIOK M17103PIOBAHO1(MX) HeOaxaHoi(1X)
peakiii(i)/BiacyTHOCTI  €(eKTUBHOCTI/HEe()EKTUBHOCTI BaKI[MHAIlI HAa MOMEHT
OCTAaHHBOTO  CTIOCTEPEIKEHHSA MaIi€HTa, MPOMIXKOK 4acy, 1o MHHYB BiJ TOYATKY
3aCTOCYBaHHS II1JI03PIOBAHOTO JIIKAPCHKOrO 3aco0y 1 mo4aTKy HeOaxaHoi(uXx)
peakiii(i)/BiacyTHoCTI e(DEeKTUBHOCTI/Hee(PEKTUBHOCTI BaKI[MHAIIll, TEPMIHHU Ta JaHI,
3a3Ha4YeHI y  JOKyMeHTamii  mpo  Hebaxkany(i)  peaxitiro(i)/BiACyTHICTh
e(eKTUBHOCTI/HEee(DEKTUBHICTh BAaKIMHAII 1, SIKI BUKOPHCTOBYBAJIO TEPIIOIKEPEIIO
U1 omucy HeOakaHoi(ux) peakxiii(if)/BiicyTHOCTI €(peKTUBHOCTI/Hee(heKTUBHOCTI
BaKIIMHAIIli, Ta KpaiHa, Ha TEPUTOPIT sIKOT BUHUKIA(K) HebaxkaHa(i) peakuis(i) Ta/adbo
BIJICYTHICTh €()EKTUBHOCTI);

11) pe3ynbTaT TECTIB 1 MPOLIEAYP, IO CTOCYIOTHCS JTOCIIKSHHS Talli€HTa;

12) nmaty 1 MOBIIOMJIEHY MPUYUHY CMEpPTi, Y TOMY YHWCIl TPUYUHY CMEpTI,
BCTAHOBJICHY 3a  pe3yjbTaTaMH  I1aTOJIOT0-aHaTOMIYHOTO/CYI0BO-MEANIHOTO
JIOCITI>KEHHS

13) onmc BunaaKy (HaJa€THCS 32 MOKIMBOCTI yCsI TTOB’si3aHa iHGopMarris).
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[ndopmariiss mogaeTbes B JIOTIYHIN MOCHITOBHOCTI (PO3BUTOK CUTYyalii y 4aci, y
XpOHOJIOTIi HArjsily 3a IMali€eHTOM, BKJIIOYAIOYW KIIHIYHUANA Mepedir, Tepariio,
HACJHIIKM Ta OTPUMaHy y MOJANIBIIOMY JIOAATKOBY 1H(pOpMaLito; Oyab-aKl JOpEUH1
pe3yNbTaTH MaTOJOr0-aHATOMIYHOIO JOCTIKEHHS; 1HQOpMalii [M0A0 MPUYHHHO-
HACJIIJIKOBOT'O 3B'A3KYy MIXK TposBaMH HeOakaHOi peakili Ta/abo BiJACYTHOCTI
e(eKTUBHOCTI Ta/a00 Hee()EeKTUBHOCTI BAaKLIMHALII1 Ta 3aCTOCYBAaHHSIM I1J103PIOBAHOT O
JKapChbKOT0 3ac00y; MPUUMHA aHYIIOBAaHHS 400 BHECEHHS 3MiH JI0 TTOBIOMJICHHSI TTPO
HeOakaH1 peakIlii IikapChbKOro 3aco0y, Ta/abo BiJICYTHICTh €(PEKTUBHOCTI JIIKAPCHKOTO
3ac00y, Ta/ab0 HeePeKTUBHOCTI BaKITMHAIII].

14. BrmacHuk peectpaiii 3a3Hadae y 0asi JaHWUX BIAOMOCTI, HEOOXigHI aJis
OTPUMaHHA Yy TMOJANbIIOMY JOJAaTKOBOi 1H(popMalii mnpo HebaxaHl peakiii
JKapchKoro 3aco0y Ta/abo BIACYTHICTH €(EKTUBHOCTI JIIKAPCHKHUX 3aco01B, Ta/abo
HeeeKTUBHOCTI BakIHalii. HacTymnHi moBiqoMIIEHHS 3a3Ha4al0Thes y 0a3i JaHUX.

2. Bumoru 10 nogaHHs BJACHUKAMHU PeecTpamii nepiofuuHO OHOBIIOBAHUX
3BITIB 3 0e3MeKH JIKAPCHKOro 3aco0y

1. TIO3b nomaeTbest A TAKUX 3apEeECTPOBAHUX JIIKAPCHKUX 3aCO01B HE3AJIEHKHO
BIJl HASIBHOCTI JIIKAPCHKOT0 3ac00y B 001ry B YKpaiHi:

1) nns nmikapcbkux 3aco0iB, BKIoueHUX 10 Ilepeniky pedepeHTHUX natr 1
nepioguunocti nmoxanus [103b6 (nami — [Nepenik noganus [103B) y BiamoBigHOCTI 10
nepioUYHOCTI, 110 3a3HavyeHa y [lepeniky noganus [103b;

2) [Jig JIKapChbKOro 3aco0y 3 J1H040I0 peYOBUHOIO, 0 3apEECTPOBAHO B Y KpaiHi
BIIEpILIE CEPEJT KPAiH CBITY - KOXHI 6 MICSI[IB TPOTATOM IMEPIINX JABOX POKIB, OJMH pa3
Ha PIK IPOTSATOM HACTYITHUX JBOX POKIB Ta Hajami - 1 pa3 KOXKHI TPU POKH, TOUMHAIOYN
3 JIJaTH PEeECTpallii JJIKapChKOro 3aco0y 0 MOMEHTY BKJIFOUCHHS Ii€T A10401 peYOBUHU
abo0 xkombOiHarii girounx peduoBuH 1o Ilepeniky noganns 1103b;

3) nna mikapeekux 3aco0iB [103b sikux OLIHIOIOTHCS 3a MPOLEAYpPOr0 €AUHOI
omiaku [1O3b (Periodic safety update report single assessments (PSUSA)) y
€pporeiicekomy Coro3si:

BJIACHUKHU peeCTparlii TakuxX JKapchkux 3aco0iB mogaioth 11036 no oprany
JepKaBHOT'0 KOHTPOJIIO pa3oM 3 Horo nogaueto y €sponeiicbkomy Coro3i, BiIIMOBIAHO
no Ilepeniky momanus I1O3b. [ani ans Takux mikapchkux 3aco0iB y Ilepemiky
noganHs [10O3b momo natu ta yacroru nmoganus [I0O3b rapmonizoBani g0 Ilepeniky
pedepentHux nat i nepioguunocti noxanusa [103b y €sponelickkomy Corosi.

Taxi BIacHUKY peecTpallii HaJIal0Th 10 OpPraHy JAep>KaBHOIO KOHTPOJIIO BUCHOBOK
3BiTY TIpo €auny orminky I[103b y €sponeticbkomy Coro3i micis 3aBepiieHHs €1uHOi
ominku [I0O3b y €Bponelickkomy Coro3i He mi3Hime 30 KajlleHJapHUX [IHIB BiJ
MOMEHTY OTpPUMAaHHs BJIACHUKOM peecTpailii 3BiTy npo €mauny ominky [103b y
E€sponeiickkomy Coro3i.

2. I1O3b He nmojaeTbest A TAKUX JIKAPCHKUX 3aC001B:
1) reHepUYHUX JIKAPCHKUX 3aC00IB;

2) nikapchbKUX 3ac00iB, 110 MalOTh 00pE BUBUCHE MEAMYHE 3aCTOCYBAHHS;
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3) TpaauIiHUX POCIMHHUX JIIKAPCHKHUX 3aCO0IB;
4) roMeonaTHYHUX JTIKApPChKUX 3aCO0IB;
5) nikapchKuX 3ac00iB, M0 HAIEKATH J0 TPYNH «MeTuvHi ra3m»;

6) JikapchbKUX 3aC001B, 10 BUPOOJISIOTHCS 32 3aTBEPAKEHUMH ITPOITUCAMH.

3a BUHATKOM BUNAIKiB, Ko HagaHHsa [103b qis Takux JikapCchbKUX 3aC001B:

€ 3000B'I3aHHSAM MpU MNPUHHATTI PIIIEHHS MPO JIEPKABHY PEECTPALIIO
JKapChKOro 3aco0y;

BUMAra€ThCsd OPraHOM JIEP)KaBHOTO KOHTPOJIO Y 3B’SI3KY 3 THUTAHHSIMH,
OB’ sI3aHUMH 3 (hapMaKOHATIISIIOM;

BUMAra€eThCs 4epe3 BIACYTHICTh JIKAPCHKOTO 3aco0y, 3 BIAMOBIAHOIO MIFOYOI0
(iFOYMMH) PEYOBHHOIO (PEUOBMHAMHM), IO 3apPEECTPOBAHUMN 3a MOBHUM JOCHE B
VYkpaini, KoJiu JIiI0 peecTpallii JIKapCchbKoro 3acoly, 110 3apeecTpoBaHUM 3a MTOBHUM
noche B YKpaiHi mpunmHeHo. [Ipo Taky cuTyallifo opraH JIep>KaBHOTO KOHTPOIIIO
CBOEYACHO TOBIJIOMJISIE BJIIACHUKIB peecTpallii BIAMOBIAHUX JIKApChKUX 3ac00iB 3a
JIOTIOMOT'00 3a3HaueHHs BiAMOBIAHOI iH(opMarii y [epeniky noganus [103b.

Jliroua peuoBuHa abo kombOiHaris Airounx pedoBuH 11 [103b Takux mikapchKux
3ac00IB BHOCHUTBHCS JI0 1H(QOPMAIIHOTO pecypcy Ta 3a3HAa4aeTbCs YacToTa Ta
nepioanuHicTh noganus [103b.

3. BrnacHuku peectpariii JiKapchKuX 3ac0o0iB, AKi 3riJHO BUMOT 11boro [lopsiaky
He nojatTh [103b, nmpoAoBXKYIOTh PErylspHY OLIHKY O€3MEKH CBOIX JIKapChKUX
3ac001B Ta MOBIAOMJIAIOTH PO OyAb-sKY HOBY 1H(OpMAIlito 3 O€3IMEKH, 110 BILTUBAE HA
CHBBIIHOIIEHHS «KOPUCTH/PU3HK», Ta 3MIHU B 1H(POpMAIIi Tpo JTiKapChbKuii 3aci0, 110
3a3Ha4€Ha B KOPOTKIM XapakTEPUCTHIl JIKAPCHKOrO 3acO0y/IHCTPYKIIT IS
MEIUYHOTO 3aCTOCYBaHHS.

4. BnacHuk peecTpaiii momae A0 Opra"y JaepxaBHoro koHTponwo [103b
BIJIOBITHO 10 CTPYKTYpH, HaBeAeHOI y aoaatrky 9 mo uwsoro Ilopsinky, Ta BUMOT 10
Horo 3amoBHEHHS, 3a3HaueHuX Yy crannapti «Hactanosa. Jlikapceki 3acoou. HanexHi
npakTuku papmakonarisiny» (CT-H MinictepcTBa oxopoHu 3710poB’s Ykpainu 42-
8.5:2015), 3arBepxeHoro HakazoM MiHICTEpPCTBA OXOPOHHM 3710pOB’s YKpainu Bix 21
tpaBHa 2015 poxy Ne 299 (B pemakuii Hakazy MiHicTepcTBa OXOPOHH 3/10POB’ s
VYkpainu Big 05 xBitHg 2018 poky Ne 620). [1I03b pa3om 3 gogaTkamMu MOJAETHCA Y
eneKTpoHHii dopmi abo y dopmari eCTD (3a HABHOCTI TEXHIYHUX MOKIHUBOCTEH ),
pa3oM 13 CyNMpOBITHUM JIUCTOM BiacHuKa peectpaiii. [I03b nonaerbes ykpaiHChbKOIO
a00 aHTJHCHKOI0 MOBOIO 3 MEPIOIMYHICTIO, 3a3HAYEHO0 Y MYHKTI 1 1i€i rnasu. Y pasi
nonanns [103b anrmniticekoro MoBoto po3aiu 11 «3axonu 3 6e3nexu, BKUTI IPOTITOM
3BITHOrO nepioay», IV «3miHu y JnoBigkoBid 1HQopMmauii 3 Oe3nekm», XVIII
«IHTErpOBaHMl aHaN3 KOPUCTH/PU3MK HJIsl 3apEECTPOBAHUX TOKazaHby Ta XIX
«BHCHOBKH Ta 3ax01» a00 1HIII PO31UIH, 110 MICTIThH TaKy iH(POpMaIlito, oAl ThCS
B MIEpEKIIa/ll YKPaiHCHbKOK MOBOIO.

5. BrnacHuky peectpaiii 3 OOIpyHTOBaHUX TPHUYHH JO3BOJIIETHCS HaJTaBaTH
I1O3b 3 mepioanuHICTIO, IO BIAPIZHAETHCS BiA BcTaHoBIeHOI y Ilepeniky momaHHs
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[103b, ane He pifle, HIX 3a3HAYEHO Y LILOMY MEPETIKY:

1) BacHUK peecTpallii MOKe 3BEpHYTHUCS 10 OpPraHy AEpXaBHOTO KOHTPOIIO 13
MMCbMOBHM 3alIMTOM IIOAO BU3HAYEHHS peepeHTHUX AaT ado 3MiHU MEPIOJUYHOCTI
nonanHs 11036 3 o0rpyHTOBaHHMX IPUYHH;

2) opraH nIep)KaBHOTO KOHTPOJIIO CBOIM DIIIEHHSM MOXKE 3aJI0BOJLHUTH YU
BIIXWJIATU 3allUT BJIACHHMKA peecTparlii. Y pasi, KOJIM 3alHuT BIACHHKA peeCTparlii
33JIOBOJIbHSIETHCSI OPTraHOM JICP)KaBHOTO KOHTPOJIFO, BJIACHUK PEECTpaIlii BHOCHUTH
BIJIMOB1/IHI 3M1HU JI0 JIEPKABHOI peecTparlii JiKapchbKOro 3acoly;

3) pimedHs npo 3MmiHy Jgar abo nepioguuyHocTi moxanHs  [IO3b
OTIPUITIOHIOIOTHCS TpoTarom 30 KajneHaapHUX AHIB Ta HAOMPAIOTh YNHHOCTI Yepe3 6
MICSIIIIB 3 JTHA iX ONPHITIOTHCHHS.

6. Brnacuuk peectpanii Hanae [103b 3a 3anuToM/BUMOrOI0 OpraHy JIep:KaBHOTO
KoHTpotto poTsiroM 70-90 kaneHaapHUX THIB BT MOMEHTY HaJlaHHS 3allUTy/BUMOTH,
B 3aJIEKHOCTI BiJ 3BITHOTO IIepioAy, 110 Bigoopaxenuit y [103b.

7. I1O3b cknagaeThest Ta MOJAETHCS BIAMOBIIHO 10 TAKUX CTPOKIB:

1) npotsrom 70 kajgeHIapHUX THIB 3 JaTH 3aKpUTTS 0aszu nanux (aeHsb 0) - ms
[1O3Bb, 1110 OXOITIOITH 3BITHHM TIepiol 10 12 MicsIIiB BKIIOYHO;

2) mpotsiroM 90 KaneHAapHUX JTHIB 3 JaTH 3aKpUTTs 0a3u manux (neHs 0) - mis
[1O3Bb, 110 0XOITIOIOTH 3BITHHI TIepiol moHas 12 micAiliB.

8. Bmacumk peectpamii ckimamae Ta mnomae II0O3b  gma  girowoi
PEYOBUHM/KOMOIHAIlT JIIOYMX PEUYOBUH HaA BCl JIKapchki (GOpMHU BIJMOBITHO [0
CTpOKIB Ta TepMiHIB Bu3HaueHux y llepeniky mnomanua IIO3b, saxmio iHme He
3a3Ha4€HO y 3000B’s3aHl, 1110 € YMOBOIO IiJl Yac MPUIHATTS PILICHHS MPO ACPKABHY
peecTpalliio JIIKapChKOro 3aco0y abo € BUMOrOK OpraHy JI€p)KaBHOI'O KOHTPOJIIO Ha
MifCTaBl BWSIBICHUX MpoOJeM, MOB’si3aHuX 13 ganuMu (papmakonarmany. [103b
OXOILIOE BCl MOKa3aHHS, CIOCOOH 3aCTOCYBaHHS, (bopMH BUITYCKY 1 cuty aii
HE3aJIeKHO BIJ TOr0, 3apeecTpoBaHl UM HI TaKl JIKapchki 3acoOu, MiJl PI3HUMHU
TOPTrOBEJIbHUMH Ha3BaMU 1 3a PI3HUMH TUIAMHU 3as1B HA peecTpawito. Ko BUSIBIECHO
CYTTEBI BIAMIHHOCTI y mpodini Oe3neku s OKpeMuX IoKa3aHb, (OpM BUIYCKY,
croco0iB 3aCTOCYBaHHS YHM CHJIM [ii, Taki JaHI MOXYTh OyTH BUJUIEHI B OKPEMHUX
po3ainax I1O3b mys iX 11I50BOTO aHai3Yy.

9. fkmo He 3a3HauyeHo iHme y [lepeniky moganus [1O3b Ta mepiomuyHicTh
noganHs 11036 He 3a3HadyeHa y 3000B’s3aHi, 0 € YMOBOIO MiJ Yac MNPUHHATTA
pIIICHHST TIPO JIEP’KaBHY PEECTpallil0 JIKAPChKOTo 3aco0y, a TaKOX SIKIIO Jiro4a
pedoBHHA, Ha sKy nomuproeTbes Aisg [103b, Takox 3apeecTpoBaHa SIK CKJIaI0Ba
¢dikcoBaHoi KOMOiHaIi, BJIACHHK peectpanii abo momae oxpemuit [103b s
KOMO1HaIIi 1IF0YNX PEYOBUH, 10 3aPEECTPOBAHI TUM CAMHUM BJIIACHHKOM PEECTpAllii, 3
nepexpecHuMu nocuianuaMmu Ha [I03b(u) 11t okpeMoi A1r04uoi peyoBUHU, a0 To1ae
naHi i71st kom6iHarii B mexax [103b 1t ofiHi€T 1110401 pEUOBUHH.

10. ITO3b micTuTh:
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1) pe3toMe MaHUX IIOJO KOPUCTI Ta PHU3MKIB JIKapChKOro(mx) 3aco0y(iB),
BKJIIOYAIOYM PE3YJbTaTH YCIX JOCIIKEHb 3 ypaxXyBaHHSAM MOTEHIIHHOrO BIUIMBY Ha
JIep>KaBHY peecTpartito JKapCbKOro 3acooy;

2) HayKOBY OIIHKY CHIBBIJIHOIICHHS «KOPUCTH/PU3UK» JIIKAPCHKOTO(MX)
3aco0y(iB);

3) Bci gaHi moao0 o0cary mpojaXiB Ta 1HIIN JaHl 00 O0CATY MpPU3HAYCHD
(BUIMUCAHUX PEILENTIB) JIKapChKOro(ux) 3aco0y(iB), 110 BiJOMI BIIACHUKY PEECTpAIlii,
BKJIFOUAIOUH OLIHKY MOMYJIALIi, IKa 3a3Halla BIUTUBY JIIKAPChbKOTo(KX) 3aco0y(1B);

4) pe3yabTaTH OINIHKKM €(PEeKTHUBHOCTI MISUIBHOCTI 3 MIHIMI3allli pPHU3HUKIB,
OB’ I3aHUX 3 OIL[IHKOIO CITIBBIJTHOIIEHHS «KOPUCTH/PUZUKY,

5) BHUCHOBOK MO0 HEOOXITHOCTI 3I1MCHEHHS TEBHUX 3aXO[IB, BKJIOUYAIOYHU
HEOOX1/IHICTh BHECEHHsSI 3MIH Ta/ab0 [OMOBHEHb /O JUCTKa-BKJIAIKU/KOPOTKOI
XapaKTePUCTUKHU/IHCTPYKIT  JJIT  MEIUYHOTO  3aCTOCYBaHHS  JIKAPCHKOTO(UX)
3aco0y(iB), momo sikux nompaetses [103b.

11. TIO3b rpyHTYEThCS Ha BCIX HAABHUX JIaHUX 1 30CEPEIKYETHCS HA HOBIN
iHpopMarii 3 0e3NMeKu MEJIUYHOr0 3aCTOCYBaHHS JIIKAPCHKOIo 3aco0y 3a 3BITHUM
nepion. Y I1O3b Takoxk HamaeTbes OIIHKA €KCITO3ULII, 10 CYTIPOBOIKYETHCS IKICHUM
1 KUIBKICHUM aHaji3oM (aKTUYHOTO BHUKOPUCTaHHSA, IO Ma€ ToKazyBaTu (3a
MOXJIUBOCT1), SIK (aKTUYHE BUKOPUCTAHHS BIJAPI3HAETHCS BIJ TOKA3aHOTO
3aCTOCYBaHHS, IPYHTYIOUHMCh Ha BCIX HASIBHUX Y PO3MOPSIKEHH] BIACHUKA PEECTpaLii
JAHUX, BKIIIOYAIOYM PE3YJbTAaTH HEIHTEPBEHIIIWHUX JIOCHIKEHb 1 JIOCIHIJKEHb
BUKOPHUCTAHHS JTIKAPCHKHUX 3aCO01B.

12. 'V pa3i HeoOX1JHOCTI BHECEHHS 3MIH JI0 JIEP’KaBHOI peecTpallii J1KapChbKOro
3aco0y 3a pe3ynbTatamu ouiHku [103b Ta pimeHHs oprany Aep>KaBHOTO KOHTPOJIIO
BJIACHUK pEeCTpallii ToJa€e 10 OpraHy JAEp>KaBHOTO KOHTPONIO 3asBY MPO BHECEHHS
3MIH J0 MarepiajiiB peecTpaliiHOro JOChE, OHOBIEHY KOPOTKY XapaKTEpPUCTUKY
JKApChKOTO 3aCO0Y/IHCTPYKIIIIO JIJIT MEIMYHOTO 3aCTOCYBAHHS 1 JIMCTOK-BKIAAKY Y
CTpPOKH, 3a3HAYCHI Yy pillIEHH] Oprany Jep>KaBHOTO KOHTPOITIO.

13. Sxmo y nepioa miaroroBku I1O3b BuHUKae HEOOXIAHICTH CTBOPEHHS a0o0
OHOBJICHHS TUIAHY YIIPABJIiHHS pH3UKaMU (BHACIIIOK MOSIBH/BUSBICHHS HOBUX JIAHUX
mpo Oesneky Ta/abo iHmmMX nanux), ogHodacHo i3 [1IO3b BmacHuk peectpariii momae
OHOBJICHY BEpCil0 IIaHy YIPABIIHHSA PU3HKaMU. Y I[IbOMY BHIAAKy HE IOTPIOHO
MO/IaBaTH OKPEMY 3asBYy Ha 3MIiHU JJIS MOAAHHS TUIAHY YIIPABIIHHS PU3HKAMU.

3. Bumoru 10 cucreMu ynpapJiiHHsI PU3MKAMHU Y CHUCTeMi (papMaKoOHATJIsITY
BJIACHUKA peecTpauii

1. BimacHuk peectpailii CTBOPIOE Ta MIATPUMYE CUCTEMY YIPABIIHHS PU3IUKAMHU
JUTSL BCIX 3apEECTPOBAHUX HUM JIIKAPCHKUX 3aCO0IB.

2. BnacHuk peecrtpariii JiKapchKoro 3aco0y CTBOPIOE/OHOBIIIOE Ta HAJA€ J0
Oprany J€p>KaBHOT'0 KOHTPOJIIO TUIAHU YIIPABIIHHS PUSHKAMH:
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1) asnst ycix HOBHX 3asiB Ha PEECTPALlio JIKapChbKUX 3aC001B, KPIM THUX JIIKAPCHKUX
3ac001B, 1110 MOXOASTH 3 JAepKaB-wieHiB €Bponeiicbkoro Cor3y Ta nepepeecTpoBaHi
Ha Teputopii €Bpornericekoro Coro3y a0 01 uepBnst 2012 poky, KpiM BUTIQAKIB, KOJIH
IJIaH VYIPaBJIiHHA PU3MKAMU HEOOXIHUA 32 pe3ylbTaTaMH IPOBEICHOI OLIHKU
CHBBIIHOIIEHHS KKOPUCTb/PUBHK.

[Inanu ympaBiiHHS pU3MKaMU HE MOJAIOTHCA MO0 TPAAMIIIMHUX JIKAPCHKUX
3ac001B, JIKapChKUX 3ac00iB, 110 BUPOOJSAIOTHCS 3TiAHO 13 3aTBEPIKEHUMH
IPOIKCaMH, TOMEOIIAaTUYHHX JIIKAPCHKUX 3aC001B, IO PEECTPYIOTHCS 3a CIPOIICHOIO
IPOIEAYPOIO, Ta JIIKAPChKUX 3ac00iB, 10 HAJIEkKATh J0 rpynu «MenuyHi ra3u»;

2) y pasi 3MiH, 0 MOTPeOYIOTh HOBOI peecTpallii, 30KpeMa HOBOI JIKapChKOT
dbopMHU, HOBOrO CHOCOOY BBEACHHS, HOBOI'O MPOIECY BUPOOHHUIITBA O10JOTIYHOTO
JIKapChbKOTO 3ac00y, MeAlaTpPUYHUX MTOKA3aHb Ta 1HITUX ICTOTHUX 3MiH B MOKAa3aHHAX
(Y pasi, SIKIIO I1i 3MiHU CTOCYIOTHCS JIIKAPCHKOTO 3aC00Y, 3apeeCTPOBAHOTO B YKpaiHi);

3) y pa3i NosSBW/BUSBICHHS HOBUX JAaHWX, 110 BIUIMBAIOTH HA CITIBBITHOIICHHS
«KOPUCTB/PU3UK»  JIKApCBKOTrO 3aco0y, TMOTOYHY cherudikarito, IUlaH 3
dbapmMakoHarjsA1y, 3aXoAu 3 MiHIMI3aIlli pU3UKIB YU iX e(EKTHUBHICTh, a00 IiCIsA
JOCATHEHHS BaXJIMBUX PE3yJbTaTIB 100 (hapMakoHarIAy abo MiHIMIzallli pU3KKIB
(y pasi, SIKILO 111 JaHl CTOCYIOThCS Y KpaiHu);

4) y pasi nepepeecTpallii, K10 TUIaH YIPaBIiHHS pU3UKaMU 3a3HaB 3HAYHUX 3MiH
IIOJI0 BaXJIMBUX PU3UKIB Ta MIJIXO/IB A0 X YIPABIIHHS - HAJAETHCSA HOr0 OHOBJIEHA
BepCif;

5) Ha BUMOTy OpraHy Jep>KaBHOTO KOHTPOJIIO MpoTAromM 60 KajaeHIapHUX JTHIB
ICTIS TTOJaHHS 3aIUTY.

3. Y Bunajaky BUSBJICHHS HOBUX BKJIMBHUX PU3HUKIB, III0 MOXKYTh BIUIMHYTH Ha
CHIBBIIHOIIEHHS! «KOPUCTB/PU3UK» CTBOPIOETHCS IUIAH YIPABIIHHS PU3UKAMU IS
JIKapChKUX 3acO0iB [T SIKUX CTBOPEHHS IUIAHY VIPABIIHHS pU3UKAMU HE
nependayeHo. Y TakoMy pasi opraH JEp>KaBHOTO KOHTPOJIIO 3000B’s3y€ BIIACHHUKA
peecTparlii po3poOHUTH Ta HAJATH TIJIaH YIPABIIHHS PU3UKAMH JIIKAPCHKOTO 3ac00Yy.

[Toknamanus Takux 3000B’si3aHb HAJEKHUM YHMHOM OOTIPYHTOBYETHCS Ta
MOBIIOMJISIETBCS BIIACHUKY peeCTpallii B MUCHMOBIH (opMi 13 3a3HAYEHHSIM CTPOKIB
MOJIaHHS TUTaHY YIPABIIHHA PU3UKaMU JUIS JIKapChbKOTO 3ac00Yy.

4. BnacHuk peecTpaiii Hajae y pasi HasgBHOCTI IHCHMOBI TOSCHEHHS 3
OOTpYHTYBAHHSIM Y BIJNIOBIIb HA HaKJIaJACH1 3000B’13aHHs MpoTsaroM 30 KaJleH1apHUX
JIHIB MICJII OTPUMAHHS TMCHMOBOIO MTOBIIOMIJIEHHS TIPO 3000B'3aHHS.

3a pe3yapTaTaMu OIpallOBaHHS MHUCBMOBHUX IOSICHEHb, HAJaHUX BIACHUKOM
peecTpalii JiKapchKOro 3aco0y, OpraH JIep>KaBHOTO KOHTPOJIIO MpHUIIMAae OCTaTOYHE
pllIEHHs 3 TWTaHb, 3a3HAYEHHUX Yy MYHKTI 3 wi€i rmaBu mporo Ilopsnky, ske €
000B’SI3KOBUM JI0 BUKOHAHHS BIACHUKOM PEeECTpallii.

5. Jnsg Tux JiKapchKUX 3aco0iB, L0 HE MOTPeOYIOTh CTBOPEHHS IJIAHIB
YIPaBIIiHHS PU3MKaMH, BJIACHUK peECTpallli JIKapchbKOTo 3aco0y miaTpumye Qaiin
cnenu@ikamli BAXKJIMBUX 11IEHTU(PIKOBAHUX PU3UKIB, BAXJIMBUX MOTEHUIMHUX PU3UKIB
1 BIJICYTHBOI 1HQopMarlii 3 metoro miarorosku [103b.
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6. SIkuio iHIIE HE 3a3HAYEHO SIK YMOBA peecTpallii Ta y pasi AOLIIBHOCTI IJIaH
VIIPABJIIHHS PU3UKAMM CKJIAJIA€ThCS JJIS JIIKAPCHKUX 3ac001B, IO MICTSATH OJHAKOBI
A®I (onuH UM AEKUIbKA), HAJIEKATh OTHOMY i TOMY CaMOMY BJIACHUKY PEECTpaIlii i €
MPEAMETOM OJIHOTO IJIaHy YHpaBIiHHA PU3MKaAMU HE3aJIEKHO BiJ iX peecTpallii B
VYkpaiHi 3a yMOBH peecTpailii xoua 6 OJHOTO JIIKAPChKOTO 3ac00y BKIIFOUEHOTO 10
IUTaHY YIPaBIIHHS PU3UKAaMU B YKpaiHi.

7. Ilnan ympaBiiHHS pU3MKAMU TOAAETHCS Y (opMaTi OKPEMOro TOKyMEHTa
BIJITTOBITHO 10 BUMOT Ta CTPYKTYPH JIO TUJIaHY YIpPaBJIiHHS PU3HKAMU, HAaBCJICHHUX B
nonatky 10 mo mporo Ilopsaky 3 ypaxyBaHHAM THWITYy 3asgBU Ha PEECTpPAIiio
JiKkapchkoro 3aco0y. IHdopmaiito B TUTaHi yOpaBiiHHS PU3UKAMU HEOOX1THO
MPEACTAaBUTH BIJATMOBIIHO 10 MIA0JIOHY, IO PO3MIIICHUN Ha odilmiiiHOMy BeOcalTi
OpraHy JAep)KaBHOTO KOHTPOJIO Ta BIJAIMOBIAA€ aKTyaJbHIN Bepcii mabioHy IUIaHy
VIPaBIIiHHS PHU3WKaMH, OMYyOJIKOBAaHOTO Ha BeOcalTi €BpOMEHCHKOI MEAUYHOI
areH1li, 3 ypaxyBaHHSIM HaI[lOHAJIbHUX OCOOJIMBOCTEH.

8. [Iman ympaBiiHHS pU3UKaMH, pO3POOJICHII BIIACHUKOM PEECTpaIlii, BKIIIOYAE:

1) Bu3HauYeHHS a00 XapaKTEPUCTUKY Mpodito Oe3mekn ITiKapChKOTro(UX)
30c00Yy(iB);

2) iH(opMaIliio 100 TOro, K JOAATKOBO OXapaKTepu3yBaTH MPpodisib Oe3meKku
JiKapchKkoro(ux) 3aco0y(iB);

3) MOKyMEHTYBaHHS 3axOJMiB IMOJO0 3amo0iraHHs abo MiHIMi3alii PH3UKIB,
OB’ SI3aHUX 13 JTIKAPCHKUM 3ac000M, BKIIFOUAIOUH OLIHKY €(DEKTUBHOCTI IIUX 3aXO/1B;

4) inopmariiro om0 MicIIpeecTpaIiitHuX 30008’ A3aHb, SKi OyJIM HAKIAICHI K
yMOBa peecTpaiiii.

SKI1110 MIaH ynpaBiHHSA PU3UKAMU CTOCYETHCS OCTPEECTPALIMHUX JOCTIIKEHbD,
BIH Ma€ BKa3yBaTH, UM III JOCJIJKEHHs 1HIIMOBaHI, KepoBaHl YU (HIHAHCYIOThCS
BJIACHUKOM peecTpallii JoOpOBUIBHO YM BIJAMOBIAHO 10 3000B’S3aHb, IMOKJIAJIESHUX
HaIllOHAJILHUM KOMIIETEHTHUM OpraHoM. Yci 3000B’si3aHHSI TICIS peecTparlii
BIJOOpaXKalOThCs B Pe3lOME IUIaHY YIPABIiHHS PU3UKaMU pa3oM 13 TepMiHaMU iX
BUKOHAHHS.

9. KoxeH miaH ympaBiiHHS PU3MKAMHM, 110 MOJAETHCA 10 OpPTraHy JIep:KaBHOTO
KOHTPOJTI0, MICTUTh HOMEp Bepcii 1 JaTy HOro CTBOPEHHS.

10. Ilnan ympaBmiHHS PU3MKAMHU TOMAETHCS YKPATHCHKOIO ab0 aHTIIHCHKOIO
MOBOIO. Y pa3i MoAaHHs IJIaHy YIPaBIiHHSA PU3HUKAMU aHTIIIMCHKOI MOBOIO YaCTUHU
V «3axoau 3 miHiMizamii pusukiB» Ta VI «Pe3tome 1uiaHy ynpapiiHHS PU3UKAMHU»
MOJIAI0THCS B MEpeKiaal ykpaiHcbkoro MoBorw. Moayine CVIII «Pe3tome npobriem 3
oesnekn», dactuHa Il «Ilman 3 dapmakonarmsay», dactuHa IV «Ilmanm momo
MICTSAPEECTPAIMHUX ~ JTOCHIDKEHh  e(PEKTUBHOCTI» TOJMAIOThCS B IepeKiIaji
YKpaTHCHKOI0 MOBOIO Ha BUMOTY OPraHy Jep»KaBHOT'O KOHTPOJTIO.

11. Pe3tome miiaHy yHpaBiiHHS pPHU3MKAMHU PO3MIIIYEThCA Ha OQIUIHHOMY
BeOCailTI opraHy Jep:KaBHOTO KOHTPOJItO. Pe3iome IaHy yHpaBiiHHS PU3UKaMU
HAJAIOTHCS JI0 OpraHy JAep KaBHOTO KOHTPOJIO B €JIEKTPOHHOMY BUTIIAI, y (opmaTi
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PDF. loxyment PDF HanaeTscsi 6e3 3aroioBkiB a00 KOJOHTHUTYJIB, MOB’SI3aHUX 13
3arajlbHUM JJOKYMEHTOM, JJOCTYITHOIO JJISi TPOMaJICEKOCTI MOBOIO.

12. 3a ymoBHM 3roam Biff OpraHy JAEpKaBHOT'O KOHTPOJIO BIIACHUK pEECTparlii
JIKapChKOro 3aco0y IMOJa€ TUIBKKM OHOBJIEHI MOJYJI, YaCTUHHU, PO3AUIM. SKIIO
HEOOXiTHO, 3asBHHMK TOJA€ HA BUMOTY OpraHy JAEp>XaBHOTO KOHTPOJIO OHOBJICHE
pe3toMe TUIaHy YIpaBIIiHHS PU3HKAMU.

V1. 3niiicHeHHs papMaKoHArJIsy OPraHoM JAep:KaBHOI0 KOHTPOJIIO

1. 3aranbHi nosokeHHs 3ilicHeHHs GapMaKOHATJISIy OPTaHOM JIePKABHOT 0
KOHTP 0JI10

1. Opran nep:xaBHOTO KOHTPOJIO JJisi OTpUMaHHS iHGopmarlli mpo HedakaHi
peaxiiii, BIICYTHICTh eeKTUBHOCTI, HeepekTuBHicTh BakuuHaiii, HIIIII ta mpo Oyab-
AK1 1HIIl TpobsemMu Oe3neku Ta ePEeKTUBHOCTI 3aCTOCYBAHHS JIIKAPCHKHUX 3aco0iB
BUKOPUCTOBYE BCl JOCTYMHI MeToau 300py iHopmalii Ta 3adydyae BIACHUKIB
peecTparlii, MpamiBHUKIB 3 MEAUYHOI abo0 (apMaleBTUYHOIO OCBITOI, CYO’€KTIB
rOCIOJIapIOBaHHS, SIK1 3[1HCHIOIOTh TOCTIOAAPCHKY AISUIbHICTD 3 MEIUYHOI MPAKTUKH,
narieHTiB Ta/abo X 3aKOHHUX MPEICTABHUKIB.

Opran JAepKaBHOIO KOHTPOJIO 3ajlydyae MpAIiBHUKIB 3 MEAUYHOK YU
(dbapMalleBTUYHOI OCBITOIO, MAaIli€eHTIB a00 iX 3aKOHHUX MPEJICTaBHUKIB IS
MOJIAJIBIIIOTO BIICTEXKEHHS OTpUMaHOi iH(popMarlii 3 6e3neku Ta epexTuBHOCTI. Opran
JEP>KaBHOTO KOHTPOJTIO 3aJTy4ae BIACHUKIB peecTparlii IJ1s MoJaabIIoro BiJICTeKEHHS
OTPUMAaHOI B1J] BJIACHHUKIB peecTpailii iHdopmarlii 3 6e31neku Ta epeKTUBHOCTI.

2. OpraH nep»aBHOT0 KOHTPOJIIO MPOBOJUTH aHali3 iHGopMallli npo HebaxaH1
peaxiii, BiACYTHICTh e(eKTUBHOCTI, HeepekTuBHICTh BakuuHaii, HIIIII Ta mpo Oynb-
AK1 1HII TpoOsieMu Oe3neKku Ta €(PEeKTUBHOCTI 3aCTOCYBaHHS JIKapChKUX 3aco0iB,
OTPUMAHOI 3 YyCIX JOCTYIMHHMX JIKEpesl Ta 3a JIONOMOIOK YCIX METO[IB, IO
BUKOPHUCTOBYIOTHCS TIPH 3A1MCHEHH1 (hapMaKOHATIISATY.

[Ipu aHami3i BUKOPHCTOBYETbCA HACTYMHUN MIiAX1J 00 PO3MOALTY BHITAJKIB
HeOaXaHUX PeakKlliil JJIKapChKOro 3aco0y 3a 4aCTOTOK iX BUHUKHEHHS:

nonan 10 % - qyxe yacro;

1-10 % - yacro;

0,1 -1 % - HeuacTo;

0,01 - 0,1 % - pingko;

mentre 0,01 % - gyxe piako.

3. Opran paepkaBHOTO KOHTPOJK NpH MPOBEAEHHI aHamizy 1Hdopmarlii,
3a3HAYCHOI y MOBIJOMIICHHAX NPO HeOaKaHy PEakiliio JIKapchbKoro 3acoly Ta/abo
HIIIII ta/abo BiaCyTHICTH €(EKTUBHOCTI, Y pa3i HEOOXITHOCTI 3alUTYE Ta OTPUMYE
KOIIi JOKYMEHTIB, BKJIFOUAIOUH MEPBUHHY MEAUYHY JIOKYMEHTAI1l0, Y MPAallIBHUKIB 3
MeauYHOI abo ¢dapmareBTHYHOIO oOcBiTOO, Yy 303, y BIIACHMKIB peecTpallii, B
yCTaHOBAX, Y CYO’€KTIB rOCMOJIaPIOBAHHS, 5Kl 3A1HCHIOIOTH TOB’SI3aHY 3 MEJIUYHOIO
PAKTUKOIO A1SUTbHICTh, Y TAIIEHTIB Ta iX 3aKOHHUX MPEICTaBHUKIB, 1[0 HAIAIOTh TaKy
1H(popmariiro.
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4. Opran aep>kaBHOT'O KOHTPOJIIO MPOBOJAUTH 1HPOPMAIIIIHY Ta MPOCBITHULIBKY
po0OTY 3 MUTaHb (GpapMaKOHATIISAY Cepell MEAUYHUX/PpapMalleBTUYHUX MpalliBHUKIB,
Mall€HTIB Ta/a00 iX 3aKOHHUX MPECTABHUKIB Ta BIACHUKIB PEECTPALL] 13 3a]y4EHHAM
YIIOBHOBAKEHHX OCI0.

5. YnoBHOBaxkeHI OCOOM TMPOBOASTH HAaBYAHHS 3 MHUTaHb (papmakoHarIsAy,
aHaMI3yIOTh  pe3yJbTaTH  3A1HCHEHHs  (apMakoHArjisiAy Yy  BIANOBIIHHUX
aJMIHICTPAaTUBHO-TEPUTOPIATILHUX OJUHUIX 13 3ATYYEHHSIM 32 HEOOX1THOCTI 1HIIHUX
daxiBIIiB, gKi MpodeciitHO BUBYAIOTH TPOOIEMATHKY 31HCHEHHS (papMaKOHATrJISI Y.

6. Opran JepxaBHOTO  KOHTPOJIO  MPOBOJUTH  1HCIEKIT  CHUCTEMH
dbapmakoHarsy 3asBHUKIB/BIACHUKIB PEECTPAIII] Ta ONMPHIIIOIHIOE X PE3YJIbTATH .

7. OpraH aep>KaBHOTO KOHTPOJIIO OTPUITIOAHIOE HA CBOEMY O(IIIIHHOMY BeOCanTi
NepestiK MOCTPEECTPALITHUX JOCIIKEHb 3 O€3MEKH JTIKapChKUX 3aC001B.

8. Opran nepxaBHOTO KOHTPOJIO 3acToCOBye mporenypy omiaku [103b
3apeecTpoOBaHMX B YKpaiHi JIKapChKUX 3acC00iB Ta iMIUIEMEHTaIlli €auHOI OIlIHKU
MepIOIMYHO OHOBJIIOBAaHMX 3BITIB 3 Oesmeku y €Bpomeiickkomy Corozi. Opran
JEeP’)KaBHOTO KOHTPOJIIO 3/I1MCHIOE KOHTPOJIb 32 IMIIJIEMEHTAIIIEI0 Pe3yJIbTAaTIB OLIIHKH
[1O3b BnacHukamu peectpaliii Ta €IUHO1 OIIHKY MEPIOIUYHO OHOBITIOBAHUX 3BITIB 3
oesrneku y €Bponericbkomy Corosi.

2. IllopsiioK MPOBEACHHS OPTaHOM [IePsKABHOI 0 KOHTPOJIIO IHCIeKIIii 3
dpapmakoHarJisiy 3asiBHMKIB/BJIaCHUKIB peecTpamil

1. Opran pgepXaBHOTO  KOHTPOJIO  TMPOBOAHWTH  JOPEECTpaIliiiHl  Ta
niciasipeecTpaliiiii IHCIEKIii 3 papMaKoHarIsI Ay 3assBHUKIB/BJIACHUKIB peecTpartii.

[acmekii 3 dapmakoHarisaay 3asBHUKIB/BIACHUKIB peeCTparlii MPOBOASTHCS
JepKaBHOIO MOBOIO.

2. Incexui €:

1) myaHoBI:

Ha OCHOBI PU3UK-OPIEHTOBAHOTO MiXOAY;

SKIO 1HCHEKINis 3 (hapMaKOHArNsAay BIACHHKA PEECTpaIlii HE MPOBOAUIIACS
MPOTATOM OCTaHHIX 4 POKiB;

2) IIBOBI:

3 MIPUYMH, 110 CTOCYIOTHCS MUTaHb, MOB'SI3aHUX 3 0€3MEKOI0 JTIKapChKOro 3aco0y;

3 TMPUYUH, [0 HE CTOCYIOTHCS MHTaHb, MOB’A3aHUX 3 OE3MEKOI0 JIKAPCHKUX
3ac001B (3MIHM B OpraHizamiifHO-TpaBoBii (QopMi MiAMNPUEMCTB, 3MIHH Yy CHCTEMI
dbapmakoHarsiay).

3. IIpoBeneHHs 1HCIIEKITIH OPraHOM JIeP’KaBHOTO KOHTPOITIO Tiepeadadac:

1) HajacWIIaHHS TONEPEAHBOIO TOBIIOMIICHHS-3aIUTY 13 MPOXAHHIM HaJIaTH
JIOKYMEHTH, HAsBHICTh SIKMUX Y 3asBHUKA/BJIACHHKA peecTparlii € 00O0B’s3KOBa s
JOTPUMAHHA BUMOI 3JIMCHEHHA (apMakoHArjsay, B 4YacTHHI HEOOXIIHIN s
IIPOBEICHHS 1HCTICIIII:
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JUIA TITAaHOBOI 1HCIEKII He Mi3HIIIe HIXK 3a 7 THXKHIB 10 TIOYATKy MPOBEACHHS
1HCIIEKIIIT;

JUTSL I{IIbOBOTO 1HCIIEKIIT HE Mi3HImE HiXK 32 30 KaJeHAapHUX JHIB A0 MOYaTKy
MPOBEACHHS 1HCHEKIIl (KpiM IIJIbOBOi 1HCHEKI[li, MOB’SI3aHOiI 3 HEBIJIKJIATHUMU
npobsieMaMu 3 O0€3MeKH, siKa IPOBOAUTHCS O€3 MonepeKEHHs a00 3 MONepeKEHHIM
10 30 KaJieHTapHUX JHIB).

[lonepenne MOBIIOMJICHHS-3aIIUT  HAJACWIAETHCS HA  TIOMITOBY  aJpecy
3assBHUKA/BMacHUKa peectpamii abo YOD/KO®, 3a3HayeHy Yy Marepiaigax
peecTpallifHoro J0che, Ta/abo Ha aapecy eJIEeKTPOHHOI IMOIITU 3asBHUKA/BIACHUKA
peectpariii abo YOD/KOD, 3aznaueHy y marepianax peecTpariiHoro Jocke, abo
BPYYaETHCS  OCOOMCTO MMiJ  PO3MUCKY 3asABHUKY/BJIACHUKY PEECTpallii  du
YIOBHOBaXXEHI1 HUM 0C001;

2) HamaHHS 3asBHUKOM/BIACHUKOM pEeCTpalii JOKYMEHTIB, 3a3HAUYE€HUX Y
MOTNEePEeIHLOMY TTOBIIOMJICHHI-3aIIUTY, HE Mi3HIIIE HIXK 3a 14 KajneHaapHUX IHIB 10
MOYaTKy TMPOBEACHHA 1HCHEKIli (KpiM WIJbOBOI 1HCIEKIi, TMOB’sI3aHOI 3
HEBIIKJIJHUMH MTpobieMaMu 3 O€3IeKH, SKUi IPOBOAUTHCS 0€3 morepeKeHHs ado 3
norepepkeHAIM 10 30 KaJeHIapHUX JTHIB);

3) mpoBeieHHs IHCHEKIi KBali()iKOBAaHMMH TIOCaJIOBUMH 0COOaAMH OpraHy
JIEp’)KaBHOT'O KOHTPOJIIO 3 KOMIIETEHIIEI0 Yy cdepi 3MiiCHeHHS (dapMaKoHarisiy,
JISTBHICTD SIKUX HE MPU3BOAUTH 10 KOH(DIKTYy 1HTepeciB. Ilix dac mpoBeaeHHS
THCIIEKIII1 JTOMYCKA€ThCS 3BEPHEHHS JIO IHIIUX EKCIEPTIB /MOCaloBUX 0cCi0 Oprany
JIEp>KaBHOT'O KOHTPOJIIO 3 IOTPUMAHHSIM 3armo0iraHds KOHMIIIKTY 1HTEPECIB;

4) npucytHicth YO® Ta/abo KO®D 3asBHMKa/BIacCHUKA peecTpailii abo ocil, sKi
BUKOHYIOTh O00OB’s3KM Ha mepion BiacyTHocTi YO® Ta/abo KO®. Jlomyckaerbes
IPUCYTHICTh 1HIIUX YIOBHOBAXXEHUX MPE/ICTABHUKIB 3asBHUKA/BJIACHUKA peecTparlii
3a ix 3rojor. BifcyTHicTh BCix 0ci0, 3a3HaYeHUX y LbOMY MiAMYHKTI, MiJ 4Yac
MPOBEICHHS 1HCIIEKIII1, HE € MIACTaBOIO JJIsl CKaCyBaHHs 1HCHEKIIIi, Ta CBIIYUTH MPO
BIJICYTHICTh €JIEMEHTIB CUCTEMH (papMaKoHArJsiy adbo cucreMu (papMaKOHATISAAY Y
3asBHHMKA/BIACHHUKA PEECTpaIlii;

5) weposromomieHHs KoH(ineHHmIWHOI iHQoOpMalii Ta  OXOpOHY  Bif
HEZA00POCOBICHOTO KOMEPIIIHHOTO BUKOPUCTAHHS Takoi 1H(popmMarlii;

6) odopmIteHHS 3BITY TIPO PE3yJIbTATH MPOBEACHHS 1HCIICKIIIT, IKHI MiATBEPKYE
(dbakT IpoBEICHHS 1HCIIEKIIIT Ta BU3HAYA€E, Y pa3l HASIBHOCTI, TaKl HEB1AMOBITHOCTI:

KPUTHUYHI;

CYTTEBI;

HECYTTEBI;

7) HaJaHHS 3asBHUKY/BIACHUKY PEECTpAIlii 3BITY PO pe3yibTaTH MPOBEIACHHS
THCIIEKIIT cucTeMu (papMaKOHArJIsAy 3asBHUKA/BIACHUKA peecTpailii, B cTpok 10 30
poOOYMX IHIB IMICIIA TOBHOT'O 3aBEPIICHHS 1HCIICKIIIT;

8) HazaHHs 3asIBHUKOM/BJIACHUKOM PEECTpALIii 10 OpraHy JAep:KaBHOTO KOHTPOJIIO
Ha MOTO/KEHHS TUIAHY KOPUT'YBAJIbHUX Ta 3amoOikHuX 3axoaiB (mam — [1K33) mns
YCYHEHHS  3asBHUKOM/BIACHHUKOM  pEECTpallii KPUTHYHHX Ta/abo  CYTTEBHX
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HEBIJIMOBITHOCTEW, BUSABICHUX IIJI Yac TMPOBEACHOI 1HCHEKII CHUCTEeMH
dbapmakoHarisiay, B cTpok 10 30 KajJeHaapHUX JTHIB 3 JaTH MiIMUCAHHSA 3BITY OPraHOM
JIep>KaBHOT'O KOHTPOJTIO.

st HecyTTeBUX HEBiAMOBIAHOCTEN He BuMaraeTbest HaganHs [1K33. Tlpu upomy
3asiBHUK/BJIIACHUK PEECTpaIlli Ha/la€ 0 OpraHy JEep>KaBHOTO KOHTPOIIO 1H(OpMAIIit0
1010 CTPOKIB YCYHEHHS TaKO1 HEB1AMOBIAHOCTI.

[1K33 nomaeTbes ykpaiHChKOIO a00 aHTIiHCHEKO0 MOBOMO. Y pasi nomanus [TK33
aHTNMCHKOI MOBOIO, HamaeThes mepeknan I[IK33 ykpaincekoro moBoro. I1K33
nianucyerbes Y OD ta KO (y pasi SKILIO 3aCTOCOBHO);

9) iHGopMyBaHHS OpPraHOM [EPXKABHOT'O KOHTPOJIO 3asBHHKA/BIACHHKA
peecTparii mpo MmoromkeHHs ad00 HeoOXiIHICTh AoomnpaloBanHs [1K33;

10) micns moromkenns [1K33, HamaHHS 3assBHHKOM/BIACHUKOM pEECTpallii 10
OpraHy Jep>KaBHOTO KOHTpPOIIO 3BITYy mpo crtaH peanizamii [IK33 y Tepminu,
BCTAHOBJICHI OPTaHOM JIEP’KaBHOT'O KOHTPOJTIO.

3BiT npo crtaH peam3aiii [IK33 nomaerbcs ykpaiHchbkOl a00 aHMMIMCHKOIO
MOBOIO. Y pa3si mojaHHs 3BITY mpo craH peamizamii [1K33 anrmificbkkor0 MOBOIO,
HAJAETHCS TEepeKaa 3BiTy mpo cran pearnizamii [1IK33 ykpaiHChko0 MOBOIO. 3BIT PO
ctan peam3aiii [IK33 mianucyerscss YOD ta KO (y pasi SKIIO 3aCTOCOBHO).

4. Opran AepX aBHOTO KOHTPOJIO IMPOBOAUTH IMOBTOPHY I1HCHEKIIIO CHCTEMH
dbapmakoHaryisily 3asBHUKA/BIaCHUKA peecTpaiili y pa3i HEBUKOHaHHS abo
HeHanekHoro BukoHaHHs [IK33 st ycyHeHHsI 3asBHUKOM/BIACHUKOM peecTpariii
KPUTUYHHUX Ta/ab0 CYTTEBUX HEBIJAMOBIIHOCTEH, BUSIBJICHUX 1]l Yac MPOBEACHOI
1HCTICKIII].

5. He ycyHeHHs  3asBHUKOM/BIACHMKOM  pEECTpalii  KPUTHYHOI(KX)
HEBIJMOBITHOCTI(€H) y BH3HAYCHUN OpPraHOM JEPKAaBHOTO KOHTPOJIO CTPOK, €
I1JICTAaBOIO MPU3YIUHEHHS [IIi IepKaBHOI peecTparlii JIKapchKoro 3aco0y BiJMOBIIHO
no crarti 39 3akony Ykpainu Bing 28 mumnHsg 2022 poky Ne 2469 «lIpo mikapchki
3ac00M».

3. 3aBaaHHS OpPraHy JepPKABHOI0 KOHTPOJIK Y PaMKaxX BUSIBJICHHS Ta
YIPABJIiHHS CUTHAJIOM

1. Opran npep>XaBHOTO KOHTPOJIO 3JIIMCHIOE MOHITOPUHI 0a3u JaHuX 13
(dapMakoHarysAay A BHUSBJICHHS HOBHX PHU3MKIB, 3MIHU PHU3UKIB 1 iX BIUIMBY Ha
CHIBBITHOIIEHHS "KOPUCTH/PU3UK" MO0 KOKHOTO JTIKAPCHKOTO 3ac00Yy.

2.B paMKax BUABJICHHA Ta ynpaBJIiHHH CHUTHAJIOM IIPOBOAMNTHCA.

1) 3aificHeHHs ineHTH]IKAIIT 3MIHEHUX 1 HOBUX PU3HUKIB.

Inentudikariisi HOBUX pU3HKIB 200 3MIHEHUX PU3UKIB 0a3yeThbCsl HA BUSIBICHHI Ta
aHaJi31 CUTHAIIB IIOJI0 JIKapChKOro 3aco0y abo J1iF090i peYOBHUHH.

3 METO MOHITOPUHTY JaHuX y 0a3l jgaHux 3 (apMakoHaryisiny oOpraHy
JIEP’KaBHOTO KOHTPOJIIO PO3MIISIAAIOTHCS CUTHAIM, TIOB’s13aH1 3 HEOAXKAHOK PEAKIIIETO.

BusiBienHs curnany rpyHTYeTbCsSl HA MDKAUCITUTUTIHApHOMY TTixo1. BusiBnenus
curHainy B 0a31 jgaHux 3 (¢dapMakoHArJisily OpraHy JepKaBHOIO KOHTPOJIIO
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CYIPOBOJDKYETHCS CTATUCTHYHUM aHANi30M (32 MOXJmMBOCTi). OpraH aep:kaBHOTO
KOHTPOJIIO OMYyOIIKOBYE TEpeNiK MEIUYHUX TEPMIHIB, SIKI HEOOX1IHO BpaxOBYBaTH
BJIACHUKY pE€ECTpallii 1751 BUSBICHHS CUTHAIY.

[IpoBeneHHSI MOHITOPUHTY I1HIIMX JAOCTYINHUX JKepea 1H(opmalii 3 METO
BUSIBJICHHS] CUTHAIY,

2) BU3HAYEHHS METOIUKH 3 BU3HAHHS JIOKA30BOI1 CHJIM CUTHAIY.

Opran nep:kaBHOT'O KOHTPOJIIO BU3HAYAE JIOKA30BY LIHHICTh CUTHAITY O€pydHu J10
yBaru KJIIHIYHY 3HAYYIIICTh, KIIBKICHY CHJIY acolliamii, Y3ro[KEHICTh JaHuX,
B3a€MO3B’SI30K E€KCITO3MIIIS-PEaKilis, O10J0TIYHY JOCTOBIPHICTh, €KCIIEPUMEHTAIbHI
BHCHOBKH, MOXJIMBI aHAJIOT11 Ta XapakTep 1 AKICTh TaHUX.

JInst BU3HAUYEHHS MPIOPUTETHOCTI CUTHANIB BPaXOBYIOThCS (DaKTOPH, MOB’sI3aH1 3
CEpUO3HICTIO BIAMOBIMHOI peakilii, ¢akTopu, TMOB’sA3aHI 3 JOKYMEHTAIIIEIO
MOBIJOMJIEHb Yy 0a3i jgaHuX 3 (apMakoOHArIsAy OpraHy Jep’KaBHOTO KOHTPOIIO,
HasBHICTh acoliallii abo Jikapcbkuil 3aci®0 HOBHH, (PakTOpH, MOB’si3aHI 3 CHUJIOIO
acoramii;

3) mpoliec yrpaBIliHHS CUTHAJIaMHU.

[Ipomiec ympaBiiHHS CHTHaJTaMHU BKIIOYA€ Taki Jii: BUSBICHHS CUTHAIY,
nepeBipka CHUTHANy, MIATBEPIKCHHS CUTHATYy, NEPBUHHUN aHalli3 CUTHAIY Ta
BCTAHOBJICHHS TIPIOPUTETIB, OIIHKA CUTHATY Ta pEKOMEH Al 1010 3aX0/IIB.

[lepeBipka cuUTHaJly O3HA4a€ TMPOIEC OIIHKKA JaHUX, IO HiATBEPIKYIOTh
BUSBIICHUN CUTHAJ, 1100 MEPEKOHATHUCS, 110 HasiBHA JJOKYMEHTAIlisl MICTUTh JOCTaTHI
JIOKa3H, 10 JEMOHCTPYIOTh ICHYBaHHS MOTEHIIIITHO HOBOT'O MPUYUHHO-HACIIIKOBOTO
3B’s13Ky 200 HOBOTO acHeKTy BIJOMOr0 MPUYUHHO-HACTIAKOBOTO 3B’SI3KYy 1 TOMY
BUIIPABOBYE MOAAIBIITNIN aHAII3 CUTHAITY.

SK110 BIACHUK peecTpallli BUSBISE HOBUM CUTHAJ 1]l 4aC MOHITOPUHTY 0a3u
naHuX 3 (apMakoHArJsIIy OpraHy Jep)KaBHOTO KOHTPOJIO, BJIACHUK peecTpartii
MTBEPKYE MOT0 Ta HEraiHoO 1H(POPMYE PO 11€ OpPraH JIeP>KaBHOTO KOHTPOIIO.

Ao miATBEpIKEHUM  CUTHAI MOTpedye  MOAANBLIOrO  aHali3y  BiH
MiATBEPHKYETHCS HE Mi3HIIIE HIXK yepe3 30 KaneHJapHuX JHIB Micis HOTo OTpUMaHHS
OpraHoM JIep’KaBHOT'O KOHTPOJTIO.

[Tin yac aHami3y miATBEPAKEHOTO CUTHAITY, OpraH JEp>KaBHOIO KOHTPOIIIO Oepe
710 yBaru iHIIy HassBHY 1H(OpMaIIil0, L0 CTOCYETHCA JIKAPCHKOT0 3ac00Yy.

Y pa3di He TIATBEPIKEHHS JIOCTOBIPHOCTI CHUTHANy, BpPaXxOBYIOThCS
HEIIATBEP/DKCHI CUTHAJIM MO0 JIKAPChKOTo 3aco0y, SKIIO I CUTHAIW 3TOAO0M
CYIPOBOIKYIOTHCS HOBUMH CUTHAJIAMHU II0JI0 TOTO CaMOT0 JIIKapChKOro 3aco0y.

Opran AepaBHOTO KOHTPOJIIO TEPEBIps€ 1 MIATBEPIKYE OYyAb-SKHI CHUTHa,
SKUW BIH BUSBHUB II1J] 4YaC MOHITOPUHTY 0a3u JaHuX 3 (apMaKOHArJsIAy OpraHy
JepKaBHOT'O KOHTPOJIIO.

Bynp-skuii mMiATBEPHKCHUN CUTHAT BHOCUTBHCS JIO CHCTEMHM BIJICTCKEHHS, SKY
BEJC OpraH JEepKaBHOTO KOHTPOJIIO, Ta TIPOBOAWTHCA TIEPBUHHUN aHAJI3 Ta
BU3HAYEHHSI PIOPUTETHOCTI CUTHAIIIB.

Opran Jep>kaBHOTO KOHTPOJIO TOBIJOMIISIE  BIJTIOBITHOTO  BJIACHUKA(IB)
peecTpariii mpo Moro BUCHOBKH MO0 OIIIHKH OY/b-SKOT'0 MATBEPHKEHOTO CUTHATY;
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4) BelieHHS )KypHATY ayJIUTy BUSBJICHHS CUTHAITY.

Opran Jep>KaBHOIO KOHTPOJIIO BeJ€ KOHTPOJb CBOET AISUIBHOCTI 3 BUSIBICHHS
CUTHAMIIB, 110 BUKOHYEThCA B 0a3l JaHUX 3 (papMakoHArjsily OpraHy Jep>KaBHOTO
KOHTPOJIIO, @ TAKOK BIAMOBIAHUX 3aMMTIB Ta X PE3YJIbTATIB.

Bene o611k curHaiis, Mo JO3BOJISIE MPOCTEKUTH, SIK CUTHAIIA BUSBIICHI, a TAKOX
Te, SIK MATBEPHKEH1 CUTHAJIM TIEPEBIPEHI Ta OIIHEHI.

3. Y pasi HEOoOX1THOCTI BHECEHHS 3MiH JI0 JI€P’KaBHOI peecTpallii JIKapchbKOTro
3aco0y 3a pe3ynbTaTaMu MPHUHITOrO OPraHOM JEP)KaBHOTO KOHTPONIO pillleHHS
BJIACHUK pEeCTpallii MoJae A0 OpraHy AEpXaBHOTO KOHTPOJIIO 3asBYy MPO BHECEHHS
3MIH JI0 MarepiajiiB peecTpaliiHOro JOChE, OHOBIEHY KOPOTKY XapaKTEpPUCTUKY
JIKapChbKOIo 3ac00y 1 TUCTOK-BKJIAJKY Y CTPOKH, 3a3HaY€H1 y PIllIEHH1, BIIMOBITHO J10
[lopsiaky mpoBeneHHsI €KCIIEPTU3H MaTepialliB PeecTpalinHoOro J0Che Ha JIKapChKi
3aco0m, MO TOAAIOTHCA Ha JACPXKABHY peecTpaiiro (mepepeecTpariiro), a TaKoxX
eKCIEepTU3U MaTepialiB MPo BHECEHHS 3MIH J0 MaTepiajiB PEeeCTPAIliHHOrO J0ChE
MIPOTATOM i Iep’KaBHOI peecTparlii JikapchKoro 3aco0y, 3arBepkenoro MO3 (nami
— Iopsiiok IpOBEACHHSI €KCTIIEPTH3H ).

4. SIxuio 3a pe3ynbTaTaMu OLIHKH CUTHANIIB PEKOMEHIYIOThCS OyIb-sIKi 3aX01
IOJI0 JEpPXKABHOI peecTpallii OIbIl SK OJHOrO JIKAapChbKOTO 3acoly, opraH
JIEP>KaBHOT'O KOHTPOJIIO TICTS MiJITOTOBKH 3BITY 3 OIIIHKM IpPHUMMAaE OJIHE 3 TaKUX
pilIeHb: IPO 3aIMILIECHHS 0€3 3MiH MaTepiajiiB PeeCTPAlIiHOIO AOChE, IPO BHECEHHS
3MIH JI0 MaTeplajiB PEeeCTPaliHOro J0Ch€, MPO NPUIYNHUHEHHS [ii Jep:KaBHOI
peecTparlii  JiKapchbKOro 3aco0y, Mpo CKacyBaHHA il JEpXKaBHOI peecTparii
JKApChKUX 3aC001B, 1110 OXOILTIOITHCS 3aX0/IaMH, 3a3HAYCHUMU Y 3BITI BKJIIOYAIOUU
rpadixk BUKOHAHHS BUCHOBKIB.

VY pasi He3roau 3 pIIIEHHSM 3a3HAYEHUX B LIbOMY IYHKTI BJIACHUK peecTparii
MOXKE€ OCKap)KUTH PIIIEHHS B aIMIHICTPAaTUBHOMY MOPSIKY BIAMOBITHO 10 3aKOHY
VYkpainu «IIpo anmiHicTpaTUBHY POLEAYPY» Ta/abo B CyZOBOMY MOPSIIKY.

Opras nep>xaBHOT'0 KOHTPOJIIO 3a0e31euye 30epiranHs JOKYMEHTIB TTOB’ I3aHUX 3
BUSIBJICHHS Ta OI[IHKOIO CUTHAIB.

5. BUCHOBKM PO pe3ynbTaTH MPOBEJAEHOT OIIHKHU MIATBEPPKCHUX CUTHAJIIB Ta
pEeKOMEH Al MOJabIINX A OMPUITIOAHIOIOTECS Ha odimiitHOMY BeOcallTi oprany
JepKaBHOT'O KOHTPOJIIO.

6. Opran naep)kaBHOTO KOHTPOJIO 1 BJIACHUK peecTpaiii 1H(GOPMYIOTh OIWH
OJIHOTO TIPO BUSBJICHHS HOBHX a00 3MIHEHHUX PH3MKIB YU 3MiH y CIIBBITHOIICHHI
"KOPHUCTH/PU3UK" 1010 KOKHOTO JIIKapChKOT0 3aC00y.

4. BUMOru 10 cHCTeMH SIKOCTi CUCTeMH (papMaKOHATJIAY OPraHy JIePKABHOI0
KOHTP 0JI10

1. Opran nepaBHOT'O KOHTPOJIKO CTBOPIOE Ta BUKOPUCTOBYE CUCTEMY SIKOCTI, sIKa
€ e(pEeKTUBHOIO JJIs 3/IIMCHEHHS Oro IIsTbHOCTI 3 (hapMaKOHarJsy.

2. Cuctema SKOCT1 OpraHy Jep»KaBHOT'O KOHTPOJIIO:
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1) oxorutroe oprasi3aiiifHy CTpYKTYpY, BiIIOBIJAIBHICTD, TPOLEAYPH, IPOIIECH
Ta PECypCH, HaJIeKHE YIPaBJIIHHSA pecypcamu, VIPaBIiHHA BIAMOBIIHICTIO Ta
YIPaBIIIHHS 3aIIUCaAMU;

2) 0a3yeThCs Ha TAaKUX BHJAX JSUTBHOCTI:

IUIAaHYBAaHHS SKOCTI, IO TMepeadadae CTBOPEHHS CTPYKTYp 1 IUIaHYBaHHS
IHTErpoOBaHUX 1 MOCIIJOBHUX MPOLIECIB;

JOTpUMaHHS SKOCTI, IO Iepeadavyae BUKOHAHHS 3aBJaHb Ta OOOB'SI3KIB
BIJIITOBITHO JIO BUMOT SIKOCTI;

KOHTPOJIb Ta 3a0€3MeUeHHS SKOCTI, 10 mepeadadac 3a1CHEHHS MOHITOPUHTY Ta
OIlIHKA TOTO, HACKIIbKUA €(EKTUBHO CTBOPEHI CTPYKTYpU Ta MPOIIECH Ta HACKUIBKU
e(EeKTHBHO MPOIIECH BUKOHYIOThCS;

MOKPAIIEHHS SIKOCTI, 1110 TIepen0adae BUMIPABICHHS Ta BJOCKOHAJICHHS CTPYKTYP
1 TIPOIIECiB.

3. Yci enemeHTH, BUMOTH Ta TOJIOKCHHS, TPUUHSTI I CHUCTEMH SKOCTI,
JOKYMEHTYIOTHCSI CHCTEMATHYHO Ta BIOPSAKOBAHO y (OPMi MHCHMOBOI MOMITUKH Ta
IPOLIeTYP, TAKUX K TIJIaHU SKOCTI (CTpaTeriuHui, 1110 OXOIUTIoE 3-5 piuHUM 1epio, Ta
IIOPIYHI, 1110 BUTIKAIOTh 13 CTPATET1YHOI0), HACTAHOBA 3 SIKOCTI Ta 3aIlMCH 3 SKOCTI.

4. Yci ocobu, 3allydeHi N0 MpOILENyp Ta MPOIECIB CHUCTEM SKOCTI OpraHy
JEp’)KaBHOI'O  KOHTPOJIO  JUISl  3MA1MCHEHHS  JIJIbHOCTI 3 (apMakoHarisay,
3a0e3MeuyloTh Halie)kHe (GYHKIIOHYBAaHHS ILMX CHUCTEM SIKOCTI Ta 3a0e3MeuyroTh
CUCTEMHUH X1 10 SIKOCT1 Ta JI0 BIPOBAHKEHHS 1 MIATPUMKHU CUCTEMH SIKOCTI.

5. Opran aepKaBHOIO KOHTPOJIIO BUKOPUCTOBYE MOKA3HUKHU €(PEKTUBHOCTI IS
NOCTITHOTO MOHITOPUHTY HaJjeXHOi €(eKTHBHOCTI AISUIBHOCTI 3 (papMakoHarsay,
nepesik SKUX OIYOJIKOBYETbCS Ha O(DIiMiiHOMY BeOCalTI OpraHy JIepXaBHOIO
KOHTPOJIIO.

6. Bumoru mo cucteMm SIKOCT1 it 3MIMCHEHHS MisUTBHOCTI 3 (papMakoHarsy
Oprafy Jep>KaBHOT'O KOHTPOJIIO y chepax:

1) ynpaBiiHHS JIOACBKUMHU PeCypcamu.

Opranizariiiii CTpyKTypud Ta PO3MOIIT 3aBAaHbh 1 OOOB'I3KIB € YITKUMH Ta
JOCTYMHUMHU. BCTaHOBIIOIOTBCS Ta 3a3HAYAIOTHCS KOHTAKTH, HEOOXIAHI JUIs
3a1ACHEHHS (hapMaKOHATJIS Y.

Becp mepconan, skuit Oepe y4dacTh y [ISUTIBHOCTI 3 (papMakoHarssmy,
110U paeThCS BIAMOBIAHO A0 KOMIIETEHIlT, 000B’s3KIB Ta mpodeciiiHoi kBamidikarlii,
HEOOXITHUX Il 3a0e3nmeyeHHs 3I1MCHEHHS (apMakoHArjasay, 3 HOCTIMHUM
niaTpuMaHHsIM Oe3nepepBHOTo mpodeciitHoro po3BuTky. HaBuanbHi M1aHu Ta 3amucu
JUISE  JOKyMEHTYBaHHS, MIATPUMKA Ta PO3BUTKY KOMIIETEHTHOCTI TIEPCOHAITY
30€piraroThCs Ta HAAAKOTHCA TPH AYAMTI.

Opran aepaBHOTO KOHTPOJIIO HAJa€ CBOEMY MEPCOHANY BIAMOBIIHI IHCTPYKIIIT
IIOJI0 TIPOIIECIB, IO BHKOPHUCTOBYIOTHCS B CKCTPEHHX BHUIAAKAX, BKIIFOYAIOYH
Oe3nepepBHICTL POOOTH;

2) ynpaBJIiHHSI BiIMOBIIHICTIO.
Opran gepaBHOTO KOHTPOJIIO:
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BCTAHOBJIIOE CIIEIIaIbHI MPOIEIYPU Ta MPOIECH JJISl JOCITHCHHSI TaKWX IIJICH:
3a0€3MEeUeHHsS OI[IHKK SKOCTI, y TOMY YHCJII TOBHOTH, TIOJlaHUX JIaHHUX
(apmakoHariisiy; 3a0€3MeYeHHsl OLIHKH JTaHuX (papMaKOHArIsay Ta iX O0OpoOKu y
CTPOKH, TepeadadyeHi 3aKOHOJABCTBOM; 3a0€3MEUEHHSI HE3aJIeKHOCTI Yy 3/1MCHEHHI
3axomiB 3 (hapmMakoHarsy;3a0e3neueHHss e(PEeKTUBHOI KOMYHIKAIli MiX yciMa
3all1KaBJIEHUMU CTOPOHAMH 3 MTUTaHb O€3MeKU Ta €(PEeKTUBHOCTI JIIKAPCHKUX 3aCO01B Ta
dbapmakoHarsiay; rapaHTyBaHHS TOTO, IO OpPraH Jep>KaBHOT'O KOHTPOIO iHDopmye
yCl 3aIliKaBJICHI CTOPOHU TIPO CBIA HaMip OrOJIOCUTH MPO OE3MeKy JIIKapChKOro
3aco0y, MPOBEICHHS MEPEBIPOK, Y TOMY YKCII MEpeIpeecTpaIliiHuX;

JI0JIAaTKOBO BCTAHOBJIIOE TMPOIENYPH Jig 300py Ta peecTparlii BCix HeOakaHUX
peakmii/HIII/BincyTHOCTI  eheKTUBHOCTI, HEC(PEKTHMBHOCTI  BaKIMHAILIl, M0
BUHHMKAIOTh Ha TEPUTOPIT Y KpaiHu;

BCTaHOBJIIOE MIPOLEAYPHU JUIsl MOHITOPUHTY MEAUYHOI JIITEPATYPH

3) yIpaBIiHHS 3alMCaMU Ta 30CPEKEHHS TaHUX.

Opran aep:kaBHOTO KOHTPOJIO PEECTPYE BCIO 1H(POPMAITifO Mpo hapMaKOHATIISI 1
3abe3neuye ii 0OpoOKy Ta 30epiraHHs JJjIsi TOYHOTO 3BITYBaHHS, IHTEpIIpeTallii Ta
nepeBipKH I1i€i 1HGOopMaIIii.

Opras gep»aBHOT0 KOHTPOJTIO 3alpOBAIXKY€E CUCTEMY YIIPABIIHHS 3alIUCaMU JIJIs
BCIX JOKYMEHTIB, III0 BUKOPUCTOBYIOTHCSA JJISL JISUIBHOCTI 3 (hapMaKoHArsiay, sKa
3a0e3meuye MOXJIMBICTh BIJIHOBJICHHS IMX JIOKYMEHTIB, a TaKOXX MOXJIMBICTh
BIJICTEKEHHS 3aXO1B, BXKUTUX JUIsl PO3CIIAYBAaHHS MpoOjemM Oe3MeKH, CTPOKIB IUX
pO3CIiIyBaHb 1 pillIeHb MIOAO0 MpoOjeM Oe3MeKu, BKIIOYAIoUud iX J1aTy Ta Mpolec
OPUIHATTS PILLIECHbD.

Opran aepKaBHOTO KOHTPOJIO 3a0e3neuye 30epiraHHsl OCHOBHUX JIOKYMEHTIB,
10 OMUCYIOTh WOT0 CUCTEMY (papMaKOHArJsiAy, HE MEHIIIE D POKiB MiCs O(IIIHHOTO
PUITMHEHHS i1 CUCTEMHU.

Jlau1 papMakoHariasiAy Ta JOKYMEHTH, IO CTOCYIOTHCS PEECTparlii JKapChKUX
3ac001B, 30epiraroThCsl MPOTITOM CTPOKY il JIep)KaBHOI peecTpariii JTiKapchbKOTo
3aco0y Ta 10 pokiB micis 3aKiHYEHHS TEPMIHY Aii peecTparlii;

4) ayaur.

AyIuTH CHCTEMU SKOCTI Ha OCHOBI OIlIHKA PU3UKIB TPOBOJATHCS dYepe3
peryisipHi MPOMDKKHM 4acy, sKI BH3HAYalOThCS OPraHOM JEpPKABHOTO KOHTPOIIIO,
BIJIMOBIIHO JI0 3arajlbHOi METOJIONIOrii, 100 TEepPEeKOHATHUCs, IO CHCTeMa SKOCTI
BIJIOB1/1a€ BUMOT'aM 1Ii€1 IJ1aBU Ta 3a0€3MeUUTH 11 €(DeKTUBHICTb.

KopuryBanpHi 1111, BKIIOYar0U1 NOJABIINI ayTUT HEAOMIKIB, BXKHBAIOTHCS Y pasi
HEOOX1AHOCTI. AYIUTOPCHKUM 3BIT HAJCUIAETHCSA KEpIBHUITBY. JlaTu Ta pe3ynbraru
ayJUTIB 1 MOJAIBIINX ayJUTIB JOKYMEHTYIOThHCS.

5. Bumoru 10 npoBeleHHS aHAJII3Y Ta OUiHKH iH(popMauii npo 0e3nmeKky Ta
e(eKTUBHICTB JIiIKapCHKHUX 3aC00IB
1. Opran nepkaBHOr0 KOHTPOJIIO CUCTEMATU3YE, aHAII3YE Ta OIIHIOE:

1) orpumany iHdopMaiito Tpo HebaxaHi peakilii, Ta/ado BIACYTHICTb
e(deKTUBHOCTI, Ta/ab0 Hee(PEeKTUBHICTh BaKIMHAaLli, Ta/ab0 HebaxkaHl peakuii Mnpu
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HAsBHOCTI MiJ03pU Ha AEPEKT SKOCTI JiKapchkoro 3acody, ta/ado HIIIII, 6yms-saki
1HII1 TpoOsieMu Oe3neKu Ta ePeKTUBHOCTI 3aCTOCYBAHHS JIIKAPChKUX 3aCO01B,;

2) [103b;

3) maHu yrpaBJIiHHS PU3UKAMHU.

2. OpraH Jep»aBHOTO KOHTPOJIFO TPOBOJAUT:

1) omiHKy SIKOCT1 JaHUX 3 Oe3neKu Ta e(heKTUBHOCTI JIIKAPChbKUX 3aCO01B;
2) 30epiranHs qaHuX 3 6e3neku Ta e(heKTUBHOCTI JIIKAPChKUX 3aC001B;

3) aHami3 qaHux 3 6e3neku Ta e(heKTUBHOCTI JIIKAPChKUX 3aC001B;

4)  OIIHKY MNPUYMHHO-HACIIJKOBOTO  3B'I3Ky, mepeabauyBaHocTi  /
Herepen0adyeHo T, CTYIEHS CEPHO3HOCTI HeOaKaHMX PEaKIIii JTIKapChKUX 3aC001B;

5) nporeaypy yrpaBiiHHS CUTHAJIaMu 3 O€3IEKH;
6) OLIIHKY CIiBBITHOIIEHHS «KOPUCTH/PU3HUK» JIIKAPCHKUX 3aC001B;
7) OLIIHKY OHOBJICHHSI CHCTEMU YIIPaBIIIHHSA PU3UKAMU;

8) ominky eheKTHMBHOCTI 3axXO[iB 3 MiHIMI3alii/3ano0iraHHs PU3UKIB, BKUTUX
BJIACHUKOM peecTpallii mnepeadadeHnX IUIaHaMH YIPaBIiHHA PU3UKAMHU 1 YMOB,
3a3HauYeHHUX y cTaTTsax 24, 32 3akony Ykpainu Bia 28 munHs 2022 poky Ne 2469-1X
«IIpo nikapchki 3ac00m»;

9) HaBuaHHs 3 MUTaHb apMaKOHATIISTY;

10) omiHKy MOCTpEECTPAIIHHUX TOCTIKEHD 3 OS3MEeKH JIIKapChKOro 3aco0y (3a
HEOOX1JTHOCT1).

3. Opran nep:xaBHOTO KOHTPOJIIO MPH MPOBEICHHI aHaNi3y Ta OI[IHKH JaHUX
Oe3nekr Ta e(PEeKTUBHOCTI JIKAPCHKUX 3ac001B, OI[IHKM MNPUIMHHO-HACIIIKOBOI'O
3B'SI3KY MDK KIIHIYHUMM TposiBaMU Oynb-sikoi HeOaxaHoi peakuii/HIIIIT Tta
3aCTOCYBAHHSM JIIKAPCHKOTO 3aco0y, OI[IHKA MPUYMHHO-HACIIIKOBOTO 3B'3KY MIX
BIJICYTHICTIO €(EKTUBHOCTI Ta 3aCTOCYBaHHSM JIIKAPCBKOTO 3aco0y, OIlIHKU
BUHUKHEHHS HEC(PEKTUBHOCTI BaKLHMHAIli, OLIHKH MPUYUHHO-HACIIAKOBOTO 3B'SI3KY
MDK HeOaXaHOI0 pEakIi€l0 Mpu Miao3pl Ha AedeKT SKOCTI Ta 3aCTOCYBaHHSIM
JIKapChKOTo 3aco0y TmepeadayeHoCTi/Henepe0auyeHoCTl, CTYMeHsS CEepHO3HOCTI, a
TaKOXX OI[IHKM CIIBBIAHOIICHHS «KOPHCTH/PU3UK» 3allydae OCi0 y AKUX BiACYTHIH
KOH(QIIKT 1HTEpECiB/IPUBATHHM 1HTEPEC.

4. 3a pesynbTaTaMU aHali3y Ta OIIHKM JaHuX Oe3neku Ta e(EeKTUBHOCTI
JIKapChKUX 3ac00iB Ta NPOBEIEHOI OLIHKK MIATBEPKEHUX CUTHAIIB OpraH
JepKaBHOI'O KOHTPOJIIO MpuUiiMae OOrpyHTOBaHE PIMIEHHA MpPO 3aXOAH, ULI0J0
Jep’KaBHOI ~ peecTpalii  JIKapcbKoro 3acol0y, 3  ypaXyBaHHSIM  HasBHOCTI
aIbTEPHATUBHOIO JIIKYBAaHHSI, 32 HASIBHOCTI OJHI€1 a00 AEKIJIBKOX 3 TaKUX IT1JICTAB:

1) BUSBJICHHS HEBIIOMHX paHille HEOE3MEYHUX BIIACTUBOCTEH JIIKAPCHKOTO
3ac00y, M0 HEMOXJIMBO MIHIMI3yBaTH/3aMo0ITTH 3aBASKA PUBUK-TIPONOPIIHHUM
3axo0j1aM 3 MiHIMi3allii PU3HKiB;
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2) KOJIM PU3HUK BiJl 3aCTOCYBAHHS JiKapCHKOTO 3ac00y MEPEBUIIYE KOPHUCTH;
3) HEeBUKOHAHHSI BIACHMKOM PEECTpAIlii YMOB peecTpallii;
4) HeBUKOHAHHS BJIIACHUKOM PEECTpAIlil MOKIAICHUX Ha HhOT'O 3000B’ 13aHb.

5. 3a pe3ynapTaraM aHami3y JaHUX 3 Oe3Meku Ta €PEeKTUBHOCTI JIKApChKUX
3ac00iB, Ta TMPOBEICHOI OIIHKKA TMIATBEPIPKEHUX CHUTHAJIB OpraH Jep>KaBHOTO
KOHTPOJIIO HAJa€ TaKli PEKOMEH IaIlil BIACHUKY pPeecTpartii:

1) BHecTH yTOYHEHHS, JOMOBHEHHS a00 3MIHU JO JIMCTKA-BKJIAIKH/KOPOTKOI
XapaKTePUCTUKHU/IHCTPYKIT UIsi MEIMYHOIO 3aCTOCYBAHHS JIIKAPCHKOIO 3acoly, 3
HaJaHHSIM BMOTHBOBAaHHUX BUCHOBKIB Ta pEKOMEH/IAITiH;

2) HaJlaTy JOJIaTKOBI JIaHi JUTSl OIIHKY B PaMKax MPOIIEAYPH OIIHKU CUTHAIY;
3) posrasinytH curHan y Hactynmaomy [103b, a6o Hagatu no3amnanosuii [1036;
4) HajaTH TIJIaH YIPaBIiHHS pU3MKaMu a00 HOTo OHOBJICHY BEPCIiIO;

5) BIpoBa)KyBaTH JOJATKOBI 3aX0JIM 3 MIHIMI3AIlll PU3UKY, TaKl SK Po3poOKa
HAaBYAJILHUX MaTepiaaiB a0o MOMUPEeHHS 1H(OPMAIIMHUX JIMCTIB-3BE€PHEHB [0
CHerianicTiB chepu OXOPOHU 370POB’ sI/MAIIEHTIB;

6) mpoBECTH MOCTpeeCTpalliiHe JOCHIIKEHHS 3 O€3MEeKH JIKapChbKOro 3acoly
BIJINOBIIHO /10 Y3TOJDKEHOr'O0 TMPOTOKOJY Ta HAJaTH 3aKIOYHI Pe3yJbTaTH LbOTO
JOCIIIIKEHHS;

7) Oynmpb-aKi iHIN [Aii, 10 HampaBlieHI Ha TOJIMIIEHHS NpoduTo Oe3nexu
JKapChKOro 3aco0y;

8) momanpIMii 301p HaHUX 3 O€3MEKH JTIKAPChbKOTo 3aco0y.

6. Opran Jep)KaBHOTO KOHTPOJIIO BH3HA4ae mepioguyHicTh nojanHs [103b
VYkpainu Ta pedepeHTHI AaTH IS JTIKApChKUX 3aC001B, MO0 MICTITh OAHAKOBY JII0UY
pEYOBMHY a00 OJHAKOBY KOMOIHAIIIO AIIOUMX PEUOBHH, IUISIXOM PO3MIIICHHS B
[lepeniky moganust [I0O3b Ha cBoemy odiuiitHoMy BeOcaiiti. OpraH Jep>KaBHOTO
KOHTPOJIIO TIEPErJIsiac Ta OHOBIIOE TEpeNik pedepeHTHUX JaT 1 MEeplOANYHICTH
noxadusa [1036.

Kputepii Bu3HaueHHS NEPIOAUYHOCTI MOIaHHS MEPIOJUIHHX 3BITIB 3 O€3MEKH:

iH(opMalis 010 PU3UKIB UM KOPUCTI, 1110 MOTSHIIIMHO BILUIMBAE Ha 3I0POB’S Ta
JKUTTS TAIIE€HTIB;

HOBUH JIIKapChKHUM 3aci0, MIOA0 SKOTO Hapaszl HeMae BUUYEpIHOI 1H(opMarlii 3
Oe3rneku (BKII0YAIOYH JOPEECTPAIIMHUM Ta MiCIsIpeeCTPalliHUMA JIOCBIN);

3HAYH1 3M1HH JIIKAPCHKOT0 3ac00y (HAMpUKIIaJ, 3apeeCTPOBAHO HOBE MOKA3aHHS,
HOBa (opma BHUIYCKYy UM CHOCIO 3aCTOCYBaHHS, IO PO3MIUPIOIOTH TOMYJISIII0
NAII€HTIB, K1 32aCTOCOBYIOTh JIIKAPCHKUIL 3aC10);

Bpa3JIMBI/HEIOCTaTHHO BHUBYCHI TOMYJALIl MAIll€HTIB, BIACYTHS 1HGOpMAIlis
(HampuKIazd, JTITH, BariTHI JKIHKH), SKIIO TaKl MOIYJSIi MaIll€EHTIB 3aCTOCOBYIOTH
JiKapchbKUii 3aci0 y miciasipeecTpaiiHoMy nepioit;
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CHUTHaJ MpO MOTEHIIHHY 3arpo3y a0 MOTeHIliiiHa 3arpo3a HEMpaBUIBHOTO
3aCTOCYBaHHS, JIKOMOB’ I3aHOI MOMUWJIKH, PU3UKY MEPEI03yBaHHs a00 3a1€KHOCTI BiJl
JIKapChKOro 3aco0y;

HasBHICTb JIaHUX 3 O€3IMEKHU 3aCTOCYBAaHHS JIIKAPCHKOTO 3aC00Y;

JKapChKi 3ac00U, 10 MiIATAI0Th TOJaTKOBOMY MOHITOPHHTY.

Kpurepii nepernsiny nepioguyHOCTI MOJAHHS MEPIOANYHUX 3BITIB 3 O€3MeKu:

MOsIBA/BUSIBJICHHST HOBOi  1H(oOpMariii 1mon0 BIACTUBOCTEH  (CKIIAJOBHX)
JKapChbKOT0 3ac00Yy, M0 MOYKE BIUTMHYTH Ha CITIBBITHOIICHHS <KOPUCTh-pU3HK» ADI
a60 xoMOiHarliit ADI Ta MOTEHIIHHO Ha 3/T0pOB’ sl HACEJIEHHS Y1 TPOMAJIChKE 3I0POB’S;

Oynb-sika 3MiHA KPUTEpiiB, 10 BUKOPUCTOBYIOTHCS [IJII  BU3HAYCHHS
nepioanuHocti nojanxs [1036;

Ha BHMOTY 3asBHUKA 3 TPUYWH, IO CTOCYIOTHCS 3/IOpPOB’S HACEJICHHS YH
IpOMAaJICbKOI0 370POB’sl; 3 METOI0 YHUKHEHHSI AyOIIOBAHHS OLIIHKH; JUIsSl JOCATHEHHS
MDKHApPOJIHOT TapMOH13allii;

HOBHI1 3apeecTpoBannii ADI.

7. Opran aep:XaBHOTO KOHTPOJIO 3aCTOCOBYE MPOLEAYPY OILIHKH MEPIOAUYHO
OHOBJIIOBAaHUX 3BITIB 3 OE3MEKU 3apeeCcTpPOBAHUX B YKpaiHl JIKapChKHUX 3aco0iB Ta
iMIuIeMeHTalli €AuHOT OLIHKU MEpPIOAUYHO OHOBJIIOBAHUX 3BITIB 3 O€3MEKU Yy
€poneiicbkomy Coro3i. J{J1s IbOro BIaCHUK peecTpaliii mojae 10 Oprany JepKaBHOTO
KOHTPOJIIO B €JIeKTpoHHIN (opmi 3aaBy Ha nojaHHs [IO3b6 3 Merorw mpoBeaeHHS

ouinku [103b He mi3HilIe KIHIEBOT 1aTH MOAaHHS, 10 3a3HavyeHa y llepeniky moganHs
10356 .

8. OpraH nep>kaBHOTO KOHTPOJIIO MPOBOIUTH OIIHKY MEPIOIUYHO OHOBIIFOBAHUX
3BITIB 3 O€3MEKM I BU3HAYCHHS, UM 3 SIBUJIUCS HOBI PH3UKH, YU HE 3MIHHIIMCS
PU3UKH, UM € 3MIHH Y CIIBBITHOIICHH] «KOPUCTH/PU3UK» JIKAPCHKOTO 3aC00Y.

9. Ominka mepioAMYHO OHOBIIIOBAHUX 3BITIB 3 OC3MEKH MPOBOJIMTHCS I BCIX
JIKApChKUX 3ac0o0iB, IO MICTITh OJHAKOBY 104y PEYOBHHY a00 OJHAKOBY
KOMOIHAINIO JII0OYMX PEYOBWH, 1 JJIsI SKUX BCTAHOBICHO pedEepeHTHY nary 1
nepioguuHicTh nmoganHs [103b.

10. 3aranpauii crpok oninku [103b6 opranom gepkaBHOT'0 KOHTPOJIIO CTAaHOBUTH
145 pobouux HIB.

11. 3a pesymbraramu ouinku [1O3b opran aepkaBHOrO KOHTPOJIO TOTY€
nonepeAaHi 3BiT npo ominky 1036 Ta Hajacuiae Woro A0 BIACHUKIB peecTpallii, sKi
noganu [10O3b npotsrom 5 poOounx HIB 3 MOMEHTY CKJIa/laHHS 3BITY.

12. BnacHuk peecTpallii HaJa€ 0 OpraHy Jep>KaBHOTO KOHTPOJIO MOSICHEHHS Ta
KoMeHTapi y TepMiH 10 30 po6oUYux JHIB MICJIS OTPUMAHHS MOMEPEIHBOrO 3BITY MPO
ominky I[10O3b.

13. Opran [epkaBHOTO KOHTPOJIO 32 pe3yJlbTaTaMU OIliHKH OTPHUMaHHUX
NOSICHEHb Ta KOMEHTAapIB, a00 3aKIHYEHHSI CTPOKIB HAJIaHHS MOSICHEHb Ta KOMEHTAapIB
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3atBepKye 3BIT mpo omiaKy [103b mpotsarom 15 pobodyux MHIB 3 AaTH OTPUMaHHS
OCTaHHIX MOSICHEHb T4 KOMEHTapiB a00 3aKIHYEHHS CTPOKIB X HA/IaHHS.

14. Opran nep>xaBHOTO KOHTPOJIIO 30epirae 3aTBEpIPKEHHUI 3BIT MPO OLIHKY
[IO3b Ta pexomeHpgaiii y CBOiil 3arajJbHOMOCTYIHIN 0a3l AaHUX 1 HaJCWIAE I1X
BJIACHHUKY pe€eCTparlii.

15. Opran gep>kaBHOTO KOHTpOJtO 3a pesyibratamu ouiHku 1036 mpuitmae
pIlIEHHS] PO 3ajJuUIeHHs 0€3 3MiH, PO BHECEHHS 3MIH [0 JIepXaBHOI peecTparlii
JIKapChKOro 3aco0y, Mpo NPU3YNMUHEHHS ab0 MpO CKacyBaHHS [ii JepKaBHOI
peectpariii JikapcbKoro 3aco0y Ta iHhGOPMYE PO 1€ BJaCHUKA PEECTpAIIii.

16. 3BiTu 3 ominku [103b pa3om 3 iX pe3roMe ONPUITIOTHIOIOTHCS Ha ODIIHHOMY
BeOCailTI oprany JAep>KaBHOTO KOHTPOJTIO.

17. V pa3i Hesromu 3 BHUCHOBKOM OpraHy JAEpKaBHOTO KOHTPOJIIO IIOJO
MOJATIBIIIOT0 MEAWYHOTO 3aCTOCYBaHHS JiKapchKoro(nx) 3aco0y(iB) BIACHUK
peecTpanii MOXXE€ OCKapKUTH JIaHUM BHUCHOBOK B aJMIHICTPATUBHOMY MOPSAKY
BiANOBiNHO A0 3akoHy Ykpainu «lIpo agmiHicTpaTuBHY mpoueaypy» Ta/abo B
CYJIOBOMY TOPSIZIKY.

VII. lonaTKOBH MOHITOPHHI

1. Opran aepx’aBHOIO KOHTPOJIIO 3 ypaxyBaHHsAM [lepeniky mkapchkux 3aco0iB
IiJT JOJATKOBHMM MOHITOPMHIOM B €Bpormeiicbkkomy Coro3i, OIMyOJIKOBAaHOTO Ha
€Bponeiickkomy BeOcaiiti sikapebkux 3aco0iB (List of medicines under additional
monitoring EMA) (3a MDKHapOZHMMHM HENaTeHTOBAHMMHM Ha3BaMH  Ta/abo
TOPrOBEJIbHUMHU Ha3BaMH) Yy 3B’SI3Ky 3 PU3UKAMH TIEBHUX JIIKAPCHKUX 3aC00iB, 1110
MOTEHIIMHO HETaTMBHO BIUIMBAIOTh Ha 370pOB’S Ta JKUTTSA TAII€HTIB Ta/abo
IpOMaJIChKE 3/T0POB’S Yy pasi BUKOpUCTaHHS ckianae [lepenik mikapchbKux 3aco0iB, 110

I1JUISITal0Th TOAATKOBOMY MOHITOpUHTY (mami — Ilepenik) 1 mogae Ha 3aTBEpIKEHHS
o MO3.

2. Jlikapchki 3ac00M, 10 MiUIATal0Th J0JATKOBOMY MOHITOPHUHTY Ta BKJIFOYECHI
1o Ilepeniky Mo3HaYarOTHCS MEPEBEPHYTUM PIBHOCTOPOHHIM TPUKYTHHKOM YOPHOTO
KOJIBOPY.

YopHuil TPUKYTHUK BIANOBIA€ TAKOMY 3pa3Ky:

v

YopHuil TPUKYTHUK MPOMOPLUIHHUAN 10 po3Mipy WIPUPTY TEKCTY iHGOpMAIIii Ipo
JIKapChbKH 3ac10, a MIHIMaJIbHA JIOBKMHA KOXHOI CTOPOHU TPUKYTHUKA 5 MM.
3. Ilepenik cKJIaga€eThCs 3a MDKHAPOJHUMHM HENATEHTOBAHMMU Ha3BaMH Ta/abo

TOPrOBUMHU Ha3BaMU JIIKAPChKUX 3aCO0IB 1 MOIIMPIOETHCS HA BCl TOTOBI JIIKAPCHKI
3aco0wu, 3apeecTpoBaHi B YKpaiHi.

4. BxuroueHHst mikapcbkux 3aco0iB g0 [lepeniky, BimOyBaeTbcs 3a TaKMMHU
KPUTEPISIMU:

1) mikapchki 3acobu, mo BkIOYeHi g0 Ilepemiky JikapchbKuX 3aco0iB I
JOJIAaTKOBUM ~ MOHITOpUHTOM B €Bpomneiicbkomy Coro3i, OIyOJiKOBaHOTO Ha
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€BporneiichkoMy BeOCaiTi JiKapChKUX 3ac001B (3a MIXKHAPOJHUMHU HETTATCHTOBAHUMU
Ha3BaMHM Ta/ab0 TOPrOBEJILHUMHU Ha3BaMM );

2) JiKapchKi 3ac00u, 110 MICTATh HOBY 109y PeYOBHHY (IHHOBAIIiiHI JIIKapChKi
3aco0u), 10 3apeecTpoBaHi B YKpaiHi BIMOBITHO 0 BUMOT 3aKOHY YKpaiHM BiJ
28 mumHs 2022 poxy Ne 2469-1X «IIpo nikapchki 3aco0ny;

3) mikapchki 3aco0M 010JOTIYHOrO TMOXOMKCHHS 3apeecTpoBaHi B YKpaiHi
BIJIMOBIAHO 70 BUMOT 3akoHy Ykpainu Bin 28 munusa 2022 poky Ne 2469-1X «IIpo
JIKapChKi 3aCO0n»;

4) nikapchKi 3aCO0H, J03BOJICHI JI0 3aCTOCYBAaHHS B Y KpaiHi BiIMOBIAHO IO CTATTI
24 3akony Ykpainu BiJ 28 munns 2022 poky Ne 2469-1X «IIpo nikapceki 3aco0u»;

5) mikapchbKi 3aCO0M IS SIKUX IIPOBEACHHS IIOCTPEECTPALIMHUX JOCTIIKEHD 0YJ10
YMOBOIO JIepKaBHOI peecTpariii;

6) oikapcbki 3aco0uM JUIs  SIKMX BHHHMKJIA HEOOXITHICTH IPOBEICHHS
MOCTPEECTPALIIMHUX JOCTIKEHD 3 O€3IeKHU B MiCIIpeecTpaIiitHOMY Tepio/l;

7) 3a pe3yabTaTaMH OL[IHKHM PU3HKIB IIEBHUX JIKAPChKUX 3aC0O01B, [0 MOTEHIIHHO
HEraTWBHO BIUIMBAIOTH HA 3/I0OPOB’S Ta KUTTS MAIlIEHTIB Ta/abo rpoMaicbKe 370pOB’s
y pa3l BUKOPUCTaHHS, OPraHOM JEpPXABHOTO KOHTPOJIO BCTAHOBIIOETHCA
HEOOX1AHICTh JOJaTKOBOTO MOHITOPHUHTY.

5. Bxuttouenns Jikapchkoro 3aco0y 1o Ilepemniky BimOyBa€eThCS KOMM BiH BIIEpIIIE
3apeeCTpOBaHUM B YKpaiHi a0o B OyAb-KMIl 4Yac MPOTIrOM >KUTTEBOTO LUKIY
J1KapChbKOro 3aco0y

6. Jlikapcekuii 3aci0 BrmoueHuid g0 Ilepenmiky mnigisirae 10AaTKOBOMY
MOHITOPUHTY MTPOTATOM S POKIB a00 /10 BUKIIIOUEHHs ioro 3 [lepemniky.

7. Tlepenik momicsIils NeperisaacThCcs OPraHoM JEP>KaBHOTO KOHTPOJIIO Ta Yy pasi
HEOOX1THOCTI OHOBJIIOETHCS Ta ToAaeThes 10 MO3 1151 3aTBEpAKEHHS 3 TTOAAIBIIINM
OMPUJTIOTHEHHSAM Ha oQiliiiHOMY BeOCalTI OpraHy Jep>KaBHOTO KOHTPOJIIO.

8. Ilepenik OmpuIIOJHIOETHCS Ha OQiliiHOMY BeOCalTi Oprany Iep:KaBHOTO
KOHTPOJTIO.

9. JlomaTkoBUM MOHITOPUHT 3IIMCHIOETHCS BIAMOBIAHO 10 PEKOMEHJIAIlIMN,
BUKIaaeHux y crangapti «HacranoBa. Jlikapceki 3acoOu. HamexHi mpakTHKu
dapmaxonarysay» (CT-H MinicrepctBa oxopoHH 310poB’st Ykpainu 42-8.5:2015),
3aTBEP/XKEHOr0 Haka3oM MiHicTepcTBa OXOpPOHU 370pOB’s YKpainu Bif 21 TpaBHA
2015 poky Ne 299 (B penakiiii Hakazy MiHICTepCTBa OXOPOHH 310POB’ sl YKpaiHH Bif
05 kBiTHs 2018 poky Ne 620).

B.o. HayaabHUKA
DapManeBTUYHOI O YIIPABJIIHHS Oaekcanap I'PIHEHKO



