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AHAJII3 PETYJSATOPHOI O BILINBY
NpoeKTy Hakasy MinicTepcTBa 0XopoHH 310poB’st YKpainu «Ilpo
saTBepmkenus 3min no Iopsaaky npoBegeHHs HiATBepAKeHHs BilNOBiIHOCTI
~ YMOB BHPOGHHITBA JIIKAPCHKHX 32C00iB BHUMOraM HaJIe)KHOI BHPOOHHIOT
“ NpPaKTHKI

I. Buznauenns npodaemu

Yactunoro apyrowo crarri 19 Koncrumtynii Vkpainm nepenbadeHo, IIo
OPraHHd JEpPXaBHOI BIajJ¥ Ta OPraHH MICIEBOTO CaMOBPSAYyBaHHS, IX IOCAIOBi
~ ocolu 3060B’s13aHi NifTH JIMINE HA MJICTaBi, B MEXax IOBHOBXKEHH Ta y CIocib,
mo nepenbadeni Koncturymieto Ta 3aKkoOHaMu YKpaiHH.

01 Bepecus 2017 poky VYroma mpo acomiamifo MDK VYKpaiHOKO Ta
Epponeiicekum Corozom (€C) Halyna 9MHHOCTI y MOBHOMY 0Ocsa3i. Yrozaa 3a
CBOIM 00CArOM i TEMATMYHHM OXOILICHHSAM cCTajia HaibinbmmM MiKHapOIHO-
IpPABOBHM JOKYMEHTOM 32 BCIO icTopito Ykpainu Ta HallOinpIIEM MiXHAPOIHHAM
JIOTOBOPOM i3 TPETLOIO KpaiHolo, yknamenum €ppomeiicskuM CorozoM. Bona
cTaja ACKpaBOK JEMOHCTPAILli€l0 SKICHO HOBOro (opMary BiZHOCHH MiK
Vkpainoro Ta €C Ha npuHIHNaxX HONTAYHOI acomiamii Ta eKOHOMi4HOI
iHTerparii. |

‘OcHoBuMME 3aBHaHHsME JIepKIIKCIyOM € peamizaimis JIep:KaBHOL
HOMITHKA ¥ chepax KOHTPOIIO SAKOCTi Ta Oe3MeKd JiKapchKUX 3ac00iB, y TOMY
9quCcIi MeAWYHHMX IMyHOOIOJOTiYHMX NpernapariB, MeIUYHOI TEeXHiKH 1 BHpPOOIB
MEJIWYHOTO MPHU3HAYEHHS, Ta OOIry HapKOTHYHHMX 3ac00iB, ICHXOTPOIHHX
_ PEYOBHH i IpeKypcopiB, MpoTHIil iX He3aKOHHOMY O0O6iry, a TaK0X BHECEHHS
MiHicTpoBi OXOpOHH 3I0pOB’S NPOMO3ULIM INOJ0 (OPMyBaHHS JEpHKAaBHOL
HOJITUKE Y 3a3HaueHUX chepax. [epxikciyx6a, BIIIOBIIHO A0 MOKIAJEHHX HA
Hel 3aBJaHb, 30KpeMa 3HIHCHIOE Jep)KaBHUI KOHTPONb 33 JOTPUMAHHSIM BHMOTL
3aKOHOMABCTBA MO0 3abe3leuyeHHs AKOCTI Ta Oeslieku JiKapchKuX 3acobiB Ha
BCiX eramax obiry, B TOMY 9ECIi KOHTPOJb 32 BUPOOHUITBOM Ha BiITOBITHICTE
YMOB BHMOTaM €BPOIMEACHKOr0 CTAHHAPTy — HANEKHOI BUPOOHUYO! IPAKTHKH
(GMP).

DapMaLEeBTUYHAN CeKTOp € (YHIaMEHTalbHEM Ui COEPH OXOPOHM
3gopos’s. IToGymoBa B Vkpaini cucreMu 3abesledeHHS SKOCTI NIKapChKAX
3aco0iB 3rigHO MikHapomHux cTaHnapris GMP mnpoiimuia TepHHCTHH UIIX
JTOBKHHOIO [EeKibKa JecsTWiiTh. HemoTpuMaHHS BEMOT IIOJO BiIIIOBiTHOCTI
BHpPOOHMIITBA JIKapCchKuX 3aco6is BumoramM GMP 1y ix BBe3eHHA Ta peecTpanii
IpU3Belie [0 BHUKIIOYCHHS YKpaiHd 3 unenis MixaapogHoi cucremu PIC/S,
HEMOJXKIIMBOCTI YKIaJaHHS MDKypSHOBOI yrogu IpO B3a€MHE BH3HAHHS
pe3yNbTaTIB iHCIeKTyBanHs Mixk Ykpairoto Ta €C Ta pyHHaIil CHCTEMM OXOPOHH
3IOPOB’S B ILIOMY.

BonHouac, Ha ChOrofHi iCHye mpobiema BiICyTHOCTI IPO30poOi, HiTKOI
nponenypy, ska Ou 3a0esnedmiia kKoMopTHI yMOBH poGOTH 3afBHUKAM TpPH
3milicCHEHHI HpOUENypH MiATBEPKEHHS BiOBITHOCTI yYMOB BHPOOHHMIITBA
niKapchkuX 3acobiB Bumoram GMP, mporesypH, ska MOBHHHA BU3HAYUTH YiTKi
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CTPOKH TIPOBEIEHHA KOXHOTO 3 €TaliB MpH 3alyd4eHH] MiJIPUEMCTB i
IIPOBEACHHS €KCIEPTI3M JNOKYMEHTIB Ta BHKOHAaHHA OKpPEMHX pPOOIT mij 4ac
IPOBEACHHS TPONEAYPH MiATBEP/PKEHHS BiMIOBIAHOCTI yYMOB BHPOOHMITBA
TKapCHKUX 3aC00IB BUMOTaM HaJIeXHOI BHPOOHMYOI MPAKTUKH.

Buecenns 3min g0 ITopsaxy IpOBEICHHS IIiITBEPIKEHHS BLONOBIAHOCTI
yMOB BHPOOHHWIITBA JIKapCBKMX 3ac0o0iB BHMOraM HaleKHOI BHPOOHMTO
IIPAaKTHKHU, 3aTBEPIPKEHOTO Haka3oM MiHiCTepCTBa OXOPOHM 3[40pOB’S YKpainu
Big 27 rpymms 2012 poxy Ne 1130, 3apeectposanoro y MinictepcTsi rocTuiii
Vxpainm 21 ciums 2013 poxy 3a Ne 133/22665 (y penaknii Hakazy MinicTepcTBa
OXOpOHH 370pOB’s Ykpainu Bix 09 HePBHS 2020 poxy Ne 1346), (mam -
Hopsinok) 3a0e3NeunTh NpHBEcHHS y Bigmopigmicts mo BuMmor €C Ta PIC/S
IPOIEAYPH IPOBENCHHS IMMiITBEPDKCHHS BIANOBIMHOCTI yYMOB BHMPOOHMITBA
JTKApCHKUX 3ac00iB BUMOT'aM HAIEXKHOI BHPOOHMYOI NPaKTMKM, JOCTYNl Ha
puHOK VKpaiuu TUIBKY SAKICHUX, eEeKTUBHHX Ta Oe3eYHUX JIiKapCchKuX 3acobiB,
BUPOGHHIITBO SKUX BiTIOBiIa€ BUMOTaM HaJIe)XHOI BUPOOHIYOI IIPaKTHKA.

OcHopHi rpyny (MiArpyIx), Ha sKi CIPABIILE BIUTHB IPOEKTy Hakasy MO3:

I'pynn (miarpynm) Tak Hi
I'pomagsiau 4 +
Hepxara +
Cy0’exTs FOCHONAPIOBAHH , e
y TOMY 9HCHi Cy0’€KTH MaJIOTO IiANPHEMHUITBA —

I1. i gep:xaBHOrO peryjiloBaHHsA

Meto10 HaHOro HPOEKTY HAKa3y € yAOCKOHAJEHHS IPOUEIypH IPOBCICHHST
HiATBEPIPKEHH BifIMOBIAHOCTI YMOB BUPOOHUITBA JIiKapPCHKUX 3aC001B BUMOTaM
HAJIEKHOI BHPOOHMYO! IPAKTWKH, & TAaKOX 3 METOK IPOBEICHHS HAJICKHOTO
KOHTPOJIIO SKOCT] JIKapCBKUX 3ac00iB # yMOB iX BEpOOHMITBA Ta HAOIMDKCHHS
nporeaypu g0 Bumor €C 3 METOI0 IOAAIBINOIO MiANMCAHHSA YIOJU IIPO B3aEMHE
BU3HAHHS PE3YJIBTATIB iHCICKTYBAHHA MK Ykpainowo Ta €C; CTBOPEHHS YMOB,
110 I‘apaHTYIOTB HaIXOKEHHS HA HAIlIOHAIBHUM PUHOK YKPaiHU TITBKH AKICHUX,
eeKTUBHMX Ta OesMeUHuX JIKapChKUX 3aco0iB, IO BHPOOIEHI BIANOBITHO JO
BMMOT, CTAHIAPTiB, IO € 3alOPYKOIO 3aXHCTy 3J0POB’S i HTTS TPOMaisH Ta
Oe3neKu JiepKaBH B IITIOMY.
" Peamizanig IaHOro IPOEKTy Hakaly 3a0e3NedUTh CTBOPEHHA IIPO30pPOIL
CHCTEMH po6OTH TA €OWHMX MiIXOMiB IpPH IPOBEACHHI IITBEP/UKCHHS
Bi[MIOBiHOCTI yMOB BHpOOHWIITBA JIKapchkuX 3aco0iB Bumoram GMP
JIEpXKABHMMY IMiAMPUEMCTBAME NPH X 3allydeHHI N0 IPOBCICHHS EKCHEPTU3H
JIOKYMEHTIB T4 BHKOHAHHS OKpeMHX po0it, Bu3HaueHmX IlopsjkoMm, mix wac
IIPOBE/ICHHA IPONEAypH MiATBEPIKCHHS BiIOBIIHOCTI YMOB BHPOOHHIITBA
JiKapchKuX 3aco0iB Bumoram GMP.
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III. BuzHauennss Ta ONIHKA AJNHTEPHATHBHHUX CHOCODIB MOCSATHEHHS

nijaen

1. BusHa4eHHS aJlbTePHATUBHUX CIIOCO0IB

Buja aabTepHATHBHA

Omuc anbTepHATHBY

JAnprepnarusa 1

BaTBEPIUKCHHSA NPOeKTy Hakasy MO3

RAMMINTH CUTYanito 0e3 3MiH

AnbsTepHaTHBA 2

2. Orinka BUOpaHUX aJIETEPHATHBHHUX CIIOCO0IB NOCATHEHHSA ILIeH

Bun
AJILTEPHATHBH

Buroaun

Burparn

AnpTepHatnBa 1

CTBOpEeHHS  IIpO3OpOi  CHCTEMH
OepIKaBHUX ITIATPUEMCTB IpH 3aIy4eHH1 IX 10
IMPOBEHACHHA  €KCHCPTU3H JOKYMEHTIB  Ta
BHKOHAHHSI OKpEMEX POOIT MiJ Yac MPOBEACHHS
MpOLCAYPH  HiATBEPIDKEHHS  BiAIIOBiXHOCTI
YMOB  BHpOOHHITBA  JNIKapChKHX  3acobiB
BAMOTaM HaJICKHOI BUpOOHNIO] IPaKTUKH.
BigcyrHicTs  KOPYHIIHMX  PU3HKIB  NIpHU
3alydeHHi [0 BHKOHAHHA po0oTi ¢axiBiiB
JIEpKaBHUX HiAIIPUEMCTB.

CrBopeHHS €OMHHUX MiJXOAIB MPU MPOBEIACHHS
IATBEPIHKCHHSA BIJIITOBIIHOCTI YMOB
BUPOOHHMITBA IKAapChKUX 3aco0iB BUMOIaM
HaJISKHO BUPOOHUTOT IIPAKTUKH.

ITigsumenns ¢peKTHBHOCTL pOOOTH AEPIKaRHHUX
MIATIPHEMCTB.

poGoTtH

He  mnotpebye
JOJAaTKOBUX
(hiHaHCOBUX
BUTPAT 3
IEPKAaBHOTO - Ta
MICIIEBHX
OroKETIB
Vkpaiau

AnBTepHATHBA 2

Bigcyri. He npussese
TIOCTARJICHUX HiIEH.
I'aneMye CTPOKM TPOBENEHHS IIiATREPIKEHHA
BiIMOBIAHOCTI YMOB BHUPOOHMITBA TiKAPCHKUX
3aco0iB BHMOTraM ~ HAJIGKHOI  BHPOOHHYOI
TIPaKTUKH. ' :
36inpieHHas  AehilMTy MKAPCEKUX 3aco0iB
3aKOPJOHHOTO BYPOOHMITBA B VYKpaiHi 3a
PaxyHOK HEMOXIMBOCTI BUKOHAHHS [IPOLEAYPH
TITBEPIKEHHS BiJIIOBIAHOCTI YMOB
BUPOOHUITBA JIKAapCHKHX 3ac00iB BHMOram
HaJIeXHOI BHPOOHMYOI HPakTUKM (BHAada
ceprudikaris ~ GMP, BucrHoBkiB  GMP)
Jlepxiikcimyx60m0

J0  OOCATHCHHIA

Bigcyrai

3. Ominka BIUBY Ha cepy iHTEpECiB JepKaBH:

Bng
aJbTEPHATHBH

Buromu

BnTpaTn

AnprepHaTnBa |

TapMoHizaiisi HOPMAaTHBHHX JIOKYMEHTIB Y

He  morpebye
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cepi 006iry mikapchKux 3aco0iB BiJMOBIAHO | TOJATKOBHX

Ito HOPMAaTHBHUX JIOKYMEHTIRB €C. | pinancoBux
3a0esneueHHs 1JEHTUYHOCTI JOIYCKYy Ha | BUTpaT 3
puHKH Ykpaiom Ta €C miKapchKux 3aco0iB 3 | AEpKaBHOIO Ta
inmux  kpaiH. 3a0esnmeueHHs  TPOMaJAH | MICHEBUX
Vxpainu SIKICHUMHA T2 OesreynuMu | OI0KeTIB
JgikapcekuMy  3acobamm.  €aumHEE  migxin | YkpaiHp.
HNPOLEAYPH  NPOBEAEHHS  HiATBEPIKSHHS
BiZITIOBIAHOCTI YMOB BUPOOHMIITBA JIIKAPCHKHUX
3ac00iB BHMOTaM HaJeXHOI BUPOOHHUOT
mpaktukn go Bumor €C  Ta  PIC/S
HiAPUEMCTBAMI, yCTaHOBaMH Ta
OpraHizalisM{, IO HaJexars J0 cdepu
yropapniaas  JepxiuikcmyxOu, mpm  IX
3aJIyICHHI.

BuacHe 3abesnedeHHd TrpoMajsH VYKpaiHu
AKICHUMH Ta O€3leYHHMH  JiKapChKAMU
3aco0aMu.

AusTepHaTRa 2 Bincyrai | Bigcyrhi

4. OrniHka BIUIMBY Ha chepy iHTepeciB rpoMaigH:

Bun Buroan Burparn
AJIBTEPHATHBH
AnpTepHaTuBa | Buacue 3a0esmedeHHs TamieHTiB Ykpainu | Bigcyrsi

AKICHUMH Ta Oe3meyHuMH  JIIKaPChKUMU
3acobamMM 3a paxyHOK BYacHOI BHadi
Hdepxnikciyx6010 Ha - OCHOBI 3BITIB 32
pe3ynbTaTaMy 1HCIEKTYBaHHA Ta IPOBEICHUX
excrieptu3 iHcmekropamu GMP ceptudikatis
GMP T1a BucHOBKiB GMP

AJpTepHaTHBRA 2 Bigcyrai ‘ -| Bincyrai

'5. Omninka BIUTUBY Ha chepy iHTEpECiB Y0’ €KTIB rOCTIOHApIOBAHHS:

Ioxa3zHuk* Beanki | Cepenni Mauti Mikpe | Pazom
KinpkicTs cy0’exTiB
TOCITOIAPIOBAaHHA, IO 20 1006 _ B 1026

MAIagaroTh I
PETYIIOBaHHA, O{HHUITD

IImtoMa Bara rpynu y :
3arayibHif KiTbKOCTI, 1,95 98,05 — - 100
BIZICOTKIB

“ITpumimxa: Haeedena y yvomy APB xinokicmv cyb’exmie 20Cnodapioganis 00epIcand
8i0n06iOH0 00 ingopmayii cmanom na 31.12.2020 npo kinvkicmv 3a56HUKIE, AKumu 6yau
nooari npomszom 2020 poxy 3a:16u HA BUHAHHS YM08 supobruymea JI3 eumozam GMP, nucmu
Ha 3miHU 00 nepenikie Mkapcurux 3acobig 0o eucroexkie GMP ma cepmugpixamie GMP, 3aasu
Ha cepmugikayito (Hepesudenmu), nucmi no nepeogopmneno cepmugpivamie GMP y 36 a3Ky 3i
SMIHAMUY. '



V Bun Buroan Burparu
ANLTEPHATHBH | _ | ‘
AsnprepHatuba 1 Bcranosnenns JITKOTO, mposoporo | He morpebye
' MEXaHI3MY 3aIy4CHHS IEePKAaBHUX | JOAATKOBUX
HiJIPUEMCTB o mporeaypu | GiHAHCOBUX BUTPAT
HiJTBEP/DKEHHST ~ BIATIOBINHOCTI  YMOB | 3 JEPXKABHOTO Ta
BHPOOHWITBA - JIIKAPCHKHX 3aco0iB | MicIIeBUX OIOIKETIB

BHAMOTaM HAJIC)KHOI BUPOOHINTO] IIPAKTHKH.
BigcyrHicTe KOpPYHHIHHMX PH3HMKIB IIPH
3aIy4eHHs. JO  BHKOHaHHA  poboTu
(axiBIiB Jep:KABHUX IIi{IIPHEMCTB.
BusHauenHs mpas Ta 000B’SI3KiB KOXKHOI 13
CTOpiH TpH TPOIEAYpi MNiATBEPHKCHHS
BiJITIOBITHOCT1 YMOB BHPOOHHUIITBA
JTKApCBKUX 3acO0iB BHMOTaM HaJIEXHOI
BHAPOOHNYOI TIPAKTHKH.

Ykpainu.

AnsTepHaTuBa 2

Bigcyrmi

BigcyrtHi

IV. BuGip mHaii6iiem ONTHMAIBHOTO AJIbTEPHATHBHOIO CIOCO0Y

XOCATHEHHS IijIei

PefiTHHT pe3yIbTATHBHOCTI
(TocArHeHHs: MijeH mig Jac
BHpimIeHHsi NpolJaeMn)

Ban pesyabTaTusHOCTI
(332 YoTHPUOATHHOIO
CHCTEMOI0 OIIHKM)

KomenTapi mono
HPHCBOCHHS
BixmosigHoro 6ana

AnpTepHaTyBa 1 4 -
AnsTepHaTuBa 2 | -
PelTuHT Buaroam (mincymox) Burpatu | OOrpynryBanHs
Pe3yIbTATHBHOCTI ' (nizcymox) BiAOBiHOIO
| micng ajibTepHa-
TUBH
, , Y pedTHHTY
AmpTepratuba 1 Ipuseene o mposeneHHs | BincyThi AnsTepraruBa 1
IPOLIEAYPH IIiATBEPIAKCHHI Haltkpalmm
BIMOBIZHOCTL YMOB YUHOM
BUPOOHMIITBA  JIKapCBKHUX CTIpUSATAME
3aco0iB BMMOTaM HAJIEKHOI TOCATHEHHIO
BAPOOHHTOL TIPaKTUKU BCTAHOBIICHHUX
BIAMOBIAHO [O BHUMOI Ta e
Hamexxamx — npaktuk  €C.
ChauHuii mAXi Opouenypu
| IPOBE/ICHHS IIiATBEPIKCHHS
. BiIIIOBITHOCTI YMOB
- BUPOOHUITBA  JIKAPCBKHX
3ac06iB BUMOTaM HAaJIEXHOI
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BAPOOHWIOI IIPaKTHKY O

pumor €C Ta PIC/S
HiATIPHEMCTBAMH,
YCTaHOBaMH Ta
OpTraHi3aIiIMH, 11(0)
HaJIeXaTh hils) chepu
YIIPaBIiHAL
Hepxmikcmyx6u, 1npum ix
3aIy4eHHI.

Buache 3a0€3NECYCHHS
rpOMaJsiH Vkpainu

AKiCHUMH Ta Oe3neYyHuMU
JIKapCEKUMH 32c00aMU.
CtBOpEHHS Ipo30poi
cucTeMH poOOTH epKaBHUX
IiANPHEMCTB TIPH 3aJTYIEHH1
ix J0 TIPOBENECHHS
eKCIIePTHU3H JOKYMEHTIB Ta
BUKOHAaHHSI OKpPEeMHUX poOiT
i qac IIPOBEACHHA
TIPOLCOYPH TiATBEPIKCHHS
BIJITIOBiAHOCT1 YMOB
BHPOOHMITBA  JIKAPCHKUX
3aC00iB BHMOTaM HalIeXKHOI
BUPOOHUTO] ITPAKTHUKH.
BigcyTHicTs  KOPYIIiHHUX
PU3UKIB TIPH 3aJy4eHHI 0
BUKOHAHHS po0oTi (axiBIiB
JNEepKaBHUX IIiIIPUEMCTB.

AnpTepHaTHRa 2

Bincyrni. He mpusgezae 1o
JOCSITHEHHS TOCTARIICHUX
ITUTEH.

Bigcyrai

AnrTepHaTHBa 2
HE JT03BOJIAE
BUPIIIHTH
po0JIEMH IIOI0
BiJIIIOBITHOCTI
MpoIeypH 10
pumor €C ta B
ITOTATIBIIIOMY
YHEMONIIABIIOE
IMiIIMCaH s MK
VYxpainoro ta €C
YTOOM IIPO
B3a€MHE
BU3HAHHS
pe3ynbTaTiB
IHCTICKTYBaHHS
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AprymenTHu

HAJIXOKCHHS HA PUHOK YKpaiHu JiKapChKUX
3aco0iB, IO BUPOOIEHi BiAOBITHO JO BHMOT
HAJIE)KHOI BUPOOHWYOI MpakTUKH, @O €
3aOPYKOI0  3aXUCTy 3JOpPOB’A 1 IKHUTITA
IPOMajiiH Ta O€3[eKd [epKaBd B ILIOMY.
Peamizamis JgepkaBHOI IOMITHKH Y cdepi
VIOpaBIiHHA SKIiCTIO JiKapchbkux 3acoOiB.
lapanTyBanns  3a0e3ledeHHs  MAIlICHTIB
AKICHUMH JTiKapChKUMU 3acobamu. 3MeHIIEHHS
BHTpaT Ha JIKYBAaHHSA IAlli€HTIB BHACIIAOK
3MECHIICHHAS PU3NKY 3aCTOCYBAHHSA HEIKICHUX
TKAPCHKUX 3aco0i1B. B TIOTATBIIOMY
mignucasds Mk Ykpainow ta €C yrogu npo
B3a€EMHE BU3HAHHI PE3YIIBTATIB
{HCIIeKTYBaHHIA, IO 3MEHIIMTh (GiHAHCOBE
HABAHTAKEHHS HA BITUM3HAHI (papMarleRTHYHI
HiJIpPUEMCTBA IPH IeEpeBipkaxX, IO Hapasi
3MIACHIOIOTECS 3 OOKY PEryJITOPHUX OpTaHiB
kpair €C Ta xpain — maprepis €C. YHuKHEHHA
nedinuTy IikapchKkuMH 3acobaMu. €auHHN
migXing IIPOLEAYPHU TIPOBEICHHS
MiJTBEP/PKCHHA BiZIIIOB1THOCT1 YMOB
BAPOOHMIITRA JKAPCHKMX 3aco0iB BHMOIaM
HalIEXKHOI BUPOOHMYO1 npakTuky 1o BuMor €C
ta PIC/S migmpueMcTBamy, yCTaHOBaMH Ta
oprafisamisiMp, MmO HaiexaTh 10 cdepu
ympaBiiHHA  JlepxmikciayxOm, mpH  iX
sany4yeHHi. BuacHe 3a0esnedeHHs TIPOMajisH
VYkpainu  SKICHUMH Ta Oe3neuHnMu
mixapcekuMy 3aco6amu. CTBOpPEHHS MPo30poi
cHcTeEMH POOOTH JEePIKaBHUX IIiAIPHEMCTB IIPH
3amy4eHHi iX [0 IIPOBENCHHA EKCICPTH3U
JOKYMEHTIB Ta BUKOHAHHS OKPEeMHUX PoOIT mif
Yac IPOBEIEHHS NPONEAYPU IiATBEPIKCHHA
BIZIOBiZHOCTI YMOB BUPOOHMIITBA JIKAPCHKUX
3ac06iB BHMOTaM HAIEKHOI BHPOOHIIOI
OpaKkTUKY. BigcyTHicTh KOpYINIIHHHX PU3HKIB

IIPY 3aJIYYCHHI {0 BUKOHAHHS poOoTi (paxiBiiB

PeiiTnar Ouinka pu3uKy
100 NepeBaru 00panoi 30BHIIIHIX
AJbTEPHATUBH/MPUYMHE BiIMOBH Bil YHHHHKIB HA
ajibTepHATHBH i
‘ 3aIPONOHOBAHOT
]
peryJaTopHOro

AKTa

AmsTepHatuBa | |CTBOpeHHA YMOB, 1104 TapaHTyIOTh X
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AEepKaBHHUX  TiAOpHeMCTB.  JloTpuMaHHSA |
CTPOKIB IIpH TPOBEACHHI MIATBEPKCHHI |
BIJIIIOBITHOCTI YMOB RUPOOHUIITBA JTIKAPCHKHAX
3aco0iB  BMMOTaM HajexHOI BUPOOHHIOI
HpakTHKi. BifgcyTHICTh AehIIUTY JIKAPCHKUX
3ac00iB  33aKOpPJOHHOTO  BHPOOHHWITBA B
Vkpaini 3a paxyHOK BYAaCHOTO BHKOHAHHSA
HpONEAYPH  IATBEPUKEHHS  BiIIOBiTHOCTI
YMOB BHPOOHHILTBA JIKapChKHX 3aco0iB
BAMOI'aM HaJeXHOI BHUPOOHWHEOI IPAKTHKH
(Bupaua ceprudikarie GMP, Bucrokis GMP
JepRIikcayx6010)

AnsTepuatnpa 2 [BigcyrHi. HeMoxkuBicTs nposoporo BUKOHAHH X
IpOIEAYPH TiATBEPKEHHA BiANOBIAHOCTI YMOB
BUPOOHMIITBA JIIKAPCHKHX 3aco0lB  BUMOTaM
HAJICKHOT BAPOOHMYIOL MPAKTHKY]
(meMOXKIMBiCTE BHOawi cepTudikarie GMP,
BricHoBKiB GMP Jlepxiikemyx6010).
30iMpLICHHST ~ KOPYNIIMHMX  pH3HKIB  IIpH
[POBEICHHI MIPOLECIYPH MiATBEPIKECHHS
BiZIOBIAHOCTI YMOB BHUPOOHHMIITBA JIKAPCHKHX]
3aco0iB  BHMOTaM  HAlIe)KHOI ~ BHUPOOHHIO]
NpaKTUKHI '

V. MexanizMn Ta 3ax0qH, siki 3a0e3neyaTh PO3B’A3aHHA BH3IHAYEHOL
TpodaeMHu

3a3HaueHa IiIb JOCATAE€ThCA IWUIAXOM TPHAHATTI BusHadeHi Iimi
JIOCATAIOTHCS HUIIXOM BHECEHHS 3MIH Ta 3aTBEPIKCHHS HOBOI1 pe)lamm Mopsnky
TpOBEIEHHS NiJTBEP/DKECHHS BiAOBIOHOCTI YMOB BHPOOHMITBA JHKAPCHKHX
3ac00iB BIMOTaM Halle;kHoi Bupobumyoi npaktuxu (GMP), a came:

3a0eslieuye  €OWHWN WiAXiN TPOBEICHHS HPONCAYPH  IPOBESIACHHA
TIiTBEpKEHHS BiTIOBIHOCTI YMOB BUPOOHAITBA JTIKAPCEKAX 32C00iB BUMOTaM
HaJexHOi BHpoOHM4oi mpaktuku no Bumor €C Ta PIC/S mimmpuemcrBamy,
YCTaHOBAMH Ta Oprafi3alifiMy, IO HaJexaTh J0 cQepud YIPaBIiHHA
JepKImiKcnyx0u, IpH IX 3aly4eHHI;

YHEMOKIIMBIIEHHS KOPYIIIHHUX PH3MKIB IIpE PoOOTI i3 3aly4eHUMH [0

BUKOHAHHA pobiT  (axiBIaMu  [OEp)KaBHHMX IiIPHEMCTB B  HACHIJIOK
3aIpOBAKEHHS YiTKOI Ta IPO30POi NPONENYPH;
' BHpOBAIXKYE NPUHLMIY [POJOBXeHHT Aii cepTudikarie GMP , BugaHnx
VIIOBHOBAKCHHUME OpTaHAM¥ BH3HAYeHMX IlopsakoM Kpaid, sKi BUjamHA
oiriitEmi OKYMEHT, M0 HAGMIKye rapMOHI3allil0 3aKOHONABCTBA YKpaiHH 13
3aKOHOZABCTBOM €C.

Baxozm AKi HeOOXiMHO 3MiMCHUTH IEHTPANTFHOMY OpPraHy BUKOHABYOI BIan
JUTS PO3R’A3aHHS IPOOIIEMHU:
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-3a0e3meunTH iIHPOPMYBaHHS IPOMAJICHKOCTI IIPO IPOEKTOM HaKa3y, HUIIXOM
itoro omprroaHeHHd Ha odinifiHoMy BeOcaiiti MiHicTepcTBa OXOpOHH 3I0POB A
VKpaitu Ta IPOBECTH I'POMAJICBKE OOTOBOPEHHS IIPOEKTY HAKa3y;

IIOJATA IIPOEKT HaKa3dy Ha pO3IJLA Ta MOTOMKEHHA 3alliKaBICHHUM
PEryIATOPHUMY OpPTraHaMu.

Posp’s3amHs mpobreMu MOMXUJIMBE JIMINE IIISXOM HPUIHATTA [JaHOIO
MIPOEKTY HAKa3y.

3axoau, SKi HeOOXiHO 3MIHCHUTH Cy0’ €eKTaM IOCIIOIapIOBaHHS:

1) o3HaifloMUTHCS 31 BCTAHOBJICHUMHU IIPOEKTOM HAKa3y IOJIOKCHHAMM,

2) IPOBECTH HABYAHHS MEPCOHANY IO/I0 HEIONYIIECHHSI NOPYNICHHA BAMOT
3aKOHOMIABCTBA;

'3) 3a0e3neunTy BUKOHAHHS BUMOT 3aKOHOAABCTBA Y C(pepi o0iry JIiKapCBKI/IX
3ac06iB, 30KpeMa IIONO TPOBE/ICHHS MiATBEP/KCHHST BiATIOBITHOCTI YMOB
BUPOOHMIITBA JIIKAPCHKHUX 3aC00iB BUMOTaM HaJIEXHOI BUPOOHUIO1 TPAKTHKH.

Hepsxmikeayx06i 3a0e3eunTH BUKOHAHHS BUMOT 33aKOHOJABCTBA I 9ac
3ally4eHHs IIiIIpHEMCTB, YCTAHOB Ta OPTaHi3aIliif i MPOBEOCHHS EKCIEPTH3H
JOKYMECHTIB T4 BHKOHAHHS OKPEeMHX pPOOIT Il Yac NIpPOBEAEHHS IIPOLEAYPH
IiATBEPKEHHS BiMOBITHOCTI YMOB BUPOOHMIITBA JiKapChKUX 3aC00IB BUMOIaM
HAJICXKHOI BHPOOHMYOI NPAKTHKH, 4 TaKOX IPH IPOBEACHHI IPOLELYPH
IiITBEP/PKEHHS BiIMTOBIHOCTI YMOB BUPOOHHIITBA JTIKapChKUX 3aC00IB BUMOTaM
GMP...

VI. Oninka BHKOHAHHS BHMOI PEryJSITOPHOTO aKTa  3aJ1eKHO
BiZ pecypciB, SIKHMH pO3NOPSULKAOTHCS OPraHM BHKOHABYOI BJIAJH 9H
opraHm MicHeBoro camMoBpsjiyBanus, Qisumuni Ta ropuamdHi ocodm, sfKi
IIOBHHHI NPOBA/KYBATH 200 BUKOHYRATH I[i BUMOI'M

BrpoBamkerns 3min 10 IIopsiKy HaJacTh MOXKIHBICTE 3a0e3MedHTH BCi
chepu iHTEpEciB, 30KpeMa, IepPIKaBH, Cy0 €KTIB TOCIIOAAPIOBAHHS Ta TPOMAISH.

BrpoBa/pkeHHS 3MiH He IIependadae yTBOPEHHS HOBOTO JIEPKaBHOTO OpraHy
(abo HOBOI‘OA CTPYKTYPHOTO ninposniny nirogoro oprany). Tepminu Ta 00’eM
TPOBE/ICHHS KCTICPTH3H JOKYMEHTIB, AKi TIOJAI0THCS Pa3oM 13 3aSBOIO HA BUIAYY
BHCHOBKY Ha Bi/IIIOBiIHICTh BEMOTaM HAJICKHOI BAPOOHMYIOI IIPAKTHKY 200 3asBH
Ha . cepmcbucauuo BHpOOHWIITBA HA BIANOBIOHICTE BHMOTaM  HAJIECKHOI
BI/Ip06HI/I‘{01 IPAKTHKM, He 30UIBIIYIOTECA  IPOIOHOBAHUMM  3MIHAMMU.
Binmosinso, Glo/KeTHI BATpaTH Ha aJMIiHICTPYBAHHS peryIOBAHHS Cy0’€eKTiB
rOCIIONAPIOBAHHS Ha oaHoro creniamicta Jepxiikcmyx06u 3rigHo 3 Jlogatkom 3
10 MeToquKy NPOBENEHHS aHANI3Y BIUIMBY PErYIITOPHOTO aKTa, 3aTBEPKEHO]
nocranoBoro KaGinery Minictpis Ykpainu Big 11 Gepesna 2004 poxy Ne 308,
HE PO3paxOBYBAIHCA.

Burtpaty Ha ogHOrO cy0’€KTa IOCIIOJApIOBAHHS BEJFIKOTO T2 CEepEeHBOTO
HiJIPUEMHHALTRA, AKi BUHAKAIOTH BHACITIOK BIPOBAIKEHHA 3MIH PETYIISTOPHOTO
akTa (AspTepHaTHBa 1) Ta BHACHIOK Jii YMHHOIO DPETYJIATOPHOTO aKTa Ta
3aIMIICHHS cuTyanii Ge3 3min (AnpreprHarmBa 2) srimao 3 Jlomatkom 2 mo
MeTozuky HPOBENCHHS aHAJi3y BIUIMBY PETYILITOPHOTO aKTa, 3aTBEPILKEHOL
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nocraHosoro Kabinery Minmictpis Ykpainu Bif 11 Gepesus 2004 poky Ne 308,
HaBeAeHo B Tabmmumgx mHmxwe. CIig 3BEpHYTH yBary, mo mjId CyO’ekTa
TOCHO/JapIOBAHHS Ha6yBae HEOOXiTHOCTI JHIIe nponenypa O3HAMOMIIEHHS 3
PETYIATOPHEM aKTOM, 1HII €Tany MpY HPOXOKEHHI IPOLEAyPH IIATBEPIKEHHS
HE 3MIHIOIOTECSL.

AnrprepnaTusa 1

Pospaxymox Ha | IlnanoBi Bapricte  gacy | Kinekicts npornenyp | Burpatu 3a
OJIHOTO BUTpATH Yacy | CHiBpoOITHHKA 3a pix, o | piK, TPHBEHD
THIIOBOTO cy0’exTa [pUNAfAoTh Ha :
cy0’exTa TOCIO/IapIOBaHHA | OJHOIO cy0’exTa
TOCIIOAaPIOBAHHA (3apobitHa TOCIIOJIapIOBAHHSA
11aTa)

Ha 3 36,11 rpu/rox 2 216,66
O3HAaNMOMIICHHA 3
TpOLETYPOIO,
rox ,
OpienToBHA 3000 X 2 6000
CIIIaTa 3a '
nponenypy
Jep)KaBHOMY
i IPUEMCTBY
PazoMm 3a pik X X X 6216,66

| Pazom 32 0’aTh X X X 31 083,3
POKIB
AnpTepHaTHBA 2
Pozpaxynox Ha | Ilmanosi Bapricts  =acy | Kinpkicts mpouenyp | Butpatu  3a
OFHOIO BUTpATH 4acy | CHiBpoOITHHKA 3a piK, mo | pik, TpUBEHD
THIIOBOLO &%, - cy6’exTa [IPHUIIAIAI0TE Ha
cy0’exTa ¢ . . TOCTIOJAPIOBAHHA | OfHOTO  cyb’ekTa
TOCHOAAPIOBAHHS (3apobitHa rocHoAaproBaHHs

B IIIaTa)

Ha ' 1 36,11 rpu/ron 2 72,22
O3HAHMOMIICHHA 3
IIPOLIE Y POIO,
ronm - ,
OpieHTOBHA 3000 X -2 : 6000
ciiata 3a
Ipouneaypy
JCePKABHOMY
T/IPHEMCTBY
Pazom 3a p11< X X X 6072,22
Pazom 3a I’4Th X X X 30361,1
pOKiB

VII OO6rpynryBannd 3anp0n0nonanoro CTPOKY /il peryJsiTOpHOro aKra
HpOHOHyGTBCH BCTAHOBUTH HEOOMEKEHHUH CTPOK Jii PeTyIATOPHOIO aKTa,
IO CIiBBiHOCHTECS 3 HUTIME HOTO IPUIAHATTSL.
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3M1HH IO PETYIATOPHOTO aKTa BHOCATHCH B pa31 oTpedu 12 y pa31 BHECCHHS
3MiH /{0 YMHHOTO 3aKOHOJIABCTRA.

TepMmiH HaOpaHHS UYWHHOCTI PETryIITOPHHM aKTOM ' — Bi):[HOBi,t(Ho hi (o)
3aKOHOMABCTBRA 3 JHS Woro odimiitHOro ONPUIIOAHEHHS.

VIIL. BusnavyeHHs NOKA3HUKIB pe3yabTATHBHOCTI il peryﬂsrropnoro
aKTa

ITporso3Hi 3HAYEHHS TOKA3HUKIB PE3YIIFTATUBHOCTI PETYIATOPHOTO aKTa:

PO3MIp HAIXOMKEHE 0 AEPXKAaBHOIO Ta MICIEBHX OIOKETIB 1 JEpiKaBHHX
Nias0BuX (OHIIB, OB sM3aHUX 3 Aiero akrta, 1026, HE 3MIHIOBATMMETHCSH, B
3B 53Ky 3 THM, o Jlepxutikeny:k6a 3ificHIoe Ge3KOIITOBHO BHJAYy BHCHOBKIB
Ta cepTw(ikaTiB Mpo BIATOBIAHOCTI YMOB BHPOOHMIITBA BHMOTraM HAaJeXHOI
BUPOOHUYOI NIPaKTUKY;
 KiNBKIiCTE Cy0’eKTiB rocmojaproBaHHsi Ta/abo (ispuHMX 0c10, Ha AKX
NOIMPIOBATHMETHLCS  [Tist  aKTa, BOJHOYAC  KUIBKICTB MOXE  HE3HAYHO
3MEHIIyBaTHCA a00 30UIBINYBATHCA, B 3aJIEKHOCT] BiJi KITBKOCTI 3a4B HAa BUAAYY
BYICHOBKY U 3asB Ha BHIauy cepTudikaty, ki IOJAl0ThCA 32 OaKAHHAM;

_ piBeHb HOIH(GOPMOBAHOCTI CY0 €KTIB TOCIIONAPIOBAHHS Ta/a00 Gi3HIHHX 0Ci0

'3 OCHOBHHX IIOJNOXKEHH aKTA 3 OCHOBHMX IIOJIOKCHB aKTa BHMCOKHH, OCKIILKH
HOBiJOMJIEHHS PO ONPYIIIOHEHH, CaM IIPOEKT HAaKa3y Ta aHaIli3 PEry/ISTOPHOTO
BIUIMBY pO3MilleHO Ha caliti MiHiCTepcTB2 OXOpPOHH 3HOpOB’S YKpaiHu
(www.moz.gov.ua). OKpiM I[bOro, INCOA MNPHAHATIA [BOT0 HOPMATHBHO-
Hpangéro IOoKyMeHTa Horo Oyme oginiiiHo omyOIiKOBAaHO 3IiJHO 3 BUMOTaMH
Vkasy. Ilpesumenta VYipaimm «I[Ipo mopsgok oQimiiHOTO ONpPHIIOAHEHHS
HOPMATHBHO-TIPABOBUX aKTiB Ta HAOpaHHA HUMM YHHHOCTI».

JomaTKoBi MOKa3HUKHM PE3yIbTATUBHOCTI PETYIATOPHOTO aKTa:

KiﬁBKiCTB IOJJAHMX CYO’€KTaMu ITOCHOJApPIOBAHHS 3asB HA BUIAYy BUCHOBKY
- GMP; |
KUILKOCTI NOJaHUX 3asB Ha BUJAYY cemeblKaTy GMP (mepes3uneHTH);
: KiIBKICTh 3asB HA 3MiHY O IEpeNiKiB JiKapChKHX 3ac00iB 0 BUCHOBKIB
GMP Ta ceprudikarie GMP,

KlJIBKlCTB 3adB Ha nepeoQ)opMJIeHHﬂ ceprudikaris GMP y 3B’3Ky 31
sainaw,

,x IX Bn?.HaquHﬂ 3aX0/iB, 33 JONOMOIOI0 SIKHX 3AiCHIOBATHMETHCS
BigcTexenns pesyJILTaTanocn hii PeryIsiTopHoOro aKTa
3ax0y WIOZO0 BiICTEXCHHA Pe3yIbTATHBHOCTI IPOEKTY aKTa 6a3yeTI>c>1 Ha
MGTOI[HHI BIZICTEXKEHHSI PE3yIhTaTUBHOCTI PETyIATOPHOTO 2KTa, 3aTBEPHKCHIN
nocranoBoro KaGinmery Minictpis Vipainu Bin 11 Gepesns 2004 pOKy Ne 308
«IIpo 3aTBEP/DKCHHS METOMMK IPOBENCHHS aHami3y BIUIMBY Ta BIJCTEKECHHI
PEe3yABTATHBHOCT] PETYISTOPHOIO aKTay.
Ba3oBe BIiNCTC)KEHHA pEe3yNbTATHBHOCTI PETYIITOPHOrO akTa Oyme
3ifiCHeHO micld HAaOpaHHA YUHHOCTI LM aKTOM, ajle He Ii3Hille MHs, 3 SIKOTO
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IIOYMHAETHCA IPOBEECHHS IOBTOPHOTO BIJICTEKEHHS PE3YNBTaTUBHOCTI I[HOTO
aKTa. . '

TToBTOpHE BICTEKEHHS PE3YIBTATUBHOCTI PETyIATOPHOIO akTa Oyne
IIPOBEJICHO depe3 Pik 3 JHA HAOpaHHS HUM YMHHOCTI, ajle He Hi3Hile IBOX POKIB
3 HA HaOpaHHs YUHHOCTI ITUM aKTOM.

INepioguumi BiZCTEXKCHHS MIAHYETHCA 3M1HCHIOBATH Pa3 Ha KOXHI TPH POKHU
MMOYMHAIOYM 3 [OHA 3aKiHUCHHS 3aXOMiB 3 IOBTOPHOTO  BiJICTEXKECHHS
Pe3yNLTATHBHOCTI IHOTO AKTA.

it TIpOBEACHHS BIOCTEKCHHS pGSYJIBTaTHBHOCTl PEryJIsTOPHOTO  aKTa
OyIyTh BUKOPHCTOBYBATUCH ITOKA3HUKY, HABE/IEH] ¥ TONIEPETHHOMY PO3JILIL.

BifcTexeHHS pE3yIBTATHBHOCTI PETYISATOPHOTO aKTa Oyne 3A1ICHIOBATHCS
HepxaBHoio ciayx00r0 VYkpaiHm 3 JiKapchKuUX 3acO0iB Ta KOHTPOIIO 32
HAPKOTUKAMH, K ICHTPAIBHUM OPraHOM BHKOHABYOI BIATH, ALAIBHICTH AKOTO
CIIPSMOBYEThCA 1 KoopaunyeThes Kabinerom MinicTpiB Ykpainu gepes MiHicTpa
OXOPOHH 3[I0POB’S, AKWP peamizye Nep:KaBHY IONITHKY Y cq)epax KOHTPOJTIO
AKOCTI Ta Oe3meKku JIKapChKHX 3aco0iB, y ToMy YUCII  MEOUIHUX
iMyHOOGIONIOTiYHMX [pemapariB, MEAWYHOI TEXHIKM 1 BHPOOIB MEIUYHOTO
IpH3HAYCHAS, T2 00iry HapKOTUYHUX 3a006113, TICUXOTPOMHUX PEYOBUH 1

Hiist HpOBeI[eHHH BiJICTE)KEHHS peSyJ'IBTaTI/IBHOCTi PETYIATOPHOTO aKTa
OyAyTh BUKOPHCTOBYBATHCH TIOKA3HIKH, HABEIEHI Y IIOIIEPEIHBOMY PO3ILIL

Cremjianpe 3aydeHHS HAYKOBUX YCTaHOB HE TEepeR0adyacThbCs.

MlHlCTp ‘ |
OXOPOHH. 3n0p03 51 YKpainu d\/ﬁmp JIAHIKO
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