AHAJII3 PEI'YJATOPHOI'O BIIVIUBY
10 NpoeKTy HaKka3y MiHicTepcTBa 0X0poHH 310poB’°st Ykpainu «IIpo
3aTBepa:KeHHs 3Minu 10 [lopsiaky mpoBeaeHHsI MiATBEPAKEHHS BIAMOBIIHOCTI
YMOB BUPOOHUITBA JIKAPCHLKHUX 32C00iB BUMOIraM HAJIesKHOI BUPOOHM Y01
NPaAKTHKN

I. BusnavyenHnsi npo6siemMu

OcHOBHMMH 3aBIaHHSAMU JlepaITIKCITY>KOU € peanizallisi AepKaBHOI MOJITUKHA Y
cepax KOHTPOIIIO AKOCTI Ta OE3MEeKH JIIKapChKUX 3ac00iB, Y TOMY YHCII MEIUYHHUX
IMyHOOIOJIOTIYHMX  MpenapariB, MEAUYHOI TEXHIKM 1 BHPOOIB METUYHOTO
pU3HAYCHHS, Ta 00Iry HAPKOTUYHHX 3aC001B, ICUXOTPOITHUX PEYOBHH 1 TPEKYPCOPIB,
poMno3uiliil 1moa0 ¢(opMyBaHHS JEpXKaBHOI TOJITUKM Y 3a3Ha4eHUX cdepax.
Hepxmikenyx06a, BIAMOBITHO 10 MOKJIAJACHUX Ha Hel 3aBIaHb, 30KpeMa 31HCHIOE
JIep’KaBHUI KOHTPOJIb 32 JIOTPUMAaHHSIM BHUMOT 3aKOHOJABCTBA IIOJ0 3a0€3MEUECHHS
SAKOCT1 Ta O€3MeKH JIIKapChKUX 3ac001B Ha BCIX e€Tamnax 00iry, B TOMYy YHCI1 KOHTPOJIb
3a BUPOOHMIITBOM Ha BIJMOBIJHICTH YMOB BHUMOTAaM €BPOMNEHCHKOIO CTaHIAPTy —
HaJIeXHOI BUpoOHHUO01 ipakTuku (GMP).

dapmalleBTUYHUN CEKTOp € QyHIaMEHTATbHUM sl chepu OXOPOHH 37I0POB’S.
HemorpumaHHs BHUMOT IIOAO BIAMOBIAHOCTI BUPOOHHIITBA JIIKAPCHKUX 3ac001B
BuMoraMm GMP Ta HajgeXHOTro KOHTPOJIO 3 OOKY YIIOBHOBa)XCHOTO PETYJISTOPHOTO
OpraHy IpH3BeJIe 10 BUKIIOUCHHS YKpaiHH 3 WieHiB MibkHapoaHoi cuctemu PIC/S Ta
pyHHAI1 CUCTEMU OXOPOHU 3/I0POB’A B LILIOMY.

Boanouac, Ha cbOroJ1HI ICHY€E psAJl NPOOJIEMHHUX TUTaHb, SIK B TPAKTyBaHHI TaK 1 B
peamizallii TOJOXXEHh HOPMATUBHO-TIPABOBUX aKTiB, M0 PETYJIOIOTH TMHTAaHHS
MIITBEPKCHHS BIJMOBITHOCTI YMOB BHUPOOHHIITBA JIKAPCHKMX 3acO0IB BHMOTaM
HaJIE)KHOI BUPOOHUYOT TPAKTUKH.

BignoBigHo mo a63amy m’storo myHKTy 1 posminy V Ilopsiaky mpoBencHHS
MIITBEPKCHHS BIAMOBITHOCTI YMOB BHPOOHMIITBA JIKAPCHKUX 3ac00IB BHMOTaM
HaAJIEKHOI BUPOOHUYOI MPAKTUKU 3aTBEPIKEHOI0 Haka3oM MIiHICTEpCTBA OXOPOHU
3nopoB’s Ykpainu Big 27 rtpyans 2012 poxy Ne 1130, 3apeectpoBaHOro Yy
Minicrepctsi roctumii Ykpaiau 21 ciunst 2013 poky 3a Ne 133/22665 (y penmakiii
Haka3zy MiHicTepcTBa 0XOpoHH 310poB’ st Ykpainu Bix 09 uepsas 2020 poky Ne 1346)
(mam - Tlopsmok) Ha cTpok mojoBXkeHHS ceptudikata GMP, Bumanoro
YIOBHOBa)XEHUM OpPTraHOM KpaiHu - usieHa €C, Benukoi bpuranii ado kpainu, sika Mae
yrojty npo B3aeMHe BuzHaHHs 3 €C a0o 3 YkpaiHoto, y MepioJi BUBHAHHS XBOPOOU
MaHJIeMIEI0 Ta HAJA3BUYANHOIO CHUTYAlll€l0 B Tally3l CBITOBOi OXOPOHH 370pOB’s (3a
BUHSTKOM BHUIIQJIKIB, KOJM B TMOSCHIOBAJIBLHUX TMpuUMITKax ceptudikata GMP
3a3Ha4yeHo iHIIe), mpo 1o Jlepxkiikenyxk0a moBimomisie 3asBHHKA (MIPEACTaBHUKA
3asBHUKA) B ManepoBii a00 eIeKTpoHHi GopMi y cTpok He Outbie 10 pobouux HIB.

3rinno 3 iHGopmariiero po3mimieHoro Ha caiti BOO3, BpaxoByrouu
pexomenaaiito komitetry BOO3 3 Haa3Buuaiinux curyaiiii momno COVID-19, 6yno
MPUIHATO PIIICHHS PO MPUMTUHEHHS BUSHAHHS XBOPOOU HAI3BUYAITHOIO CUTYAIIIEIO B



raixysi CBiTOBOi oxopoHHu 3710poB’s. [locranoBoro KaGinery MinicTpiB YkpaiHu Bij
27.06.2023 Ne 651 «IIpo BimMiHy Ha BCid TepuTopli YKpaiHM KapaHTHHY,
BCTAHOBJICHOTO 3 METOIO 3amoOiraHHsl MOIIMPEHHIO Ha TepuTopii YKpaiHU TroCTpoi
pecnipatopHoi xBopodbu COVID-19, cnpuunnenoi xkoponasipycom SARS-CoV-2»
BiIMiHEHO 3 24 rogunu 00 xBwimH 30 uyepBHs 2023 p. Ha BCid TepuTopii YKpaiHu
KapaHTWH, BCTAHOBJICHUI 3 METOIO 3armo0iraHHs MOIIMPEHHIO HA TEPUTOPii YKpaiHu
roctpoi pecriparoprnoi xsopoou COVID-19, cnpuunnenoi koponasipycom SARS-
CoV-2.

Pazom 3 tum, 3rigHo Ilopsaky, mpu po3risal 3asiBU Ha OTpUMaHHA BUCHOBKY
BpaxoByeTbcs 1HGopmMaris po3mimieHa Ha caiiti EudraGMP. 3rigno indopmarii 3
caiitry EudraGMP ctpok nii CeptudikatisB GMP nogosxeno a0 kinmsg 2024 poky, 3a
BUHSTKOM BHMAJKIB, KOJIM B TMOsCHIOBATbHUX mpumiTkax Ceptudikaty GMP
3a3HAYCHO IHIIIE.

3arBepmkeHHsa 3MiH 10 [lopsiiky 3a0e3meyuTh MOMKIUBICTh MOJOBXKEHHS il
nosoBxkeHHs ceptudikata GMP, BuaHOTO YIIOBHOBaXXEHUM OPraHOM KpaiHH - YjeHa
€C, Benukoi bpuranii abo kpainu, sika Mae yroy npo B3aemHe BuzHaHHs 3 €C abo 3
VYkpainoro 110 kinig 2024 poky.

OcHoBHI Tpynu (mArpynu), Ha SKI CHOPABJISIE BIUIMB TMPOEKTY HAKazy
MinictepcTBa oxopoHu 3710poB’s Ykpainu «Ilpo 3arBepmkenns 3min ao [lopsaky
MPOBEJICHHSI MiATBEPKEHHS BIJMOBIIHOCTI YMOB BUPOOHUIITBA JIIKAPCHKUX 3aCO0IB
BUMOIaM HaJIEKHOI BUPOOHMYOT IPAKTUKWY (IaJl — IPOEKT HAKA3y):

I'pynu (miarpymnm) Tak Hi
['pomansian +
HepxaBa +
Cy0’ekTH rocrnogaproBaHHs, +
y TOMY YHCII1 Cy0’ €KTH MaJIOTO TANPUEMHHIITBA -

BperyintoBaHHs 3a3Ha4€HUX NPOOJIEMHUX NUTaHb HE MOXeE OyTH 3A1MCHEHO 3a
JOTIOMOT010:

PUHKOBHX MEXaHI3MIB, OCKUIBKM TakKl MWUTaHHA pPEryJIOIThCS JIMIIE
HOPMATUBHO-TIPAaBOBUMH aKTaMH;

JIIOYUX PEryJSTOPHUX aKTiB, OCKUIbKH 3aKOHOJAABCTBOM MOPYILIEHI TUTAHHS HE
BUpILIEHI.

I1. Iixi gep:kaBHOTO peryJrOBaHHS

MeToro JaHOTO MPOEKTY Hakazy € 3a0e3MeUYeHHS MOXKJIMBICTH MOJOBXKCHHS JIii
nooBxkeHHs ceptudikata GMP, BUgaHOTO YITOBHOBaKEHUM OPTraHOM KpaiHU - YjeHa
€C, Benukoi bputanii abo kpainu, ska Mae yrogy npo B3aemue BusHaHHs 3 €C a0o 3
VYkpainoto 1o kiHmsg 2024 poky, a TakoXX CTBOPEHHS YMOB, IO TapaHTYIOTh
HAJIXO/DKCHHS HAa HalllOHAJIbHUN PUHOK YKpaiHW TUIBKU SIKICHUX, €(PEKTUBHHUX Ta
O€3MeYHMX JIIKapChKUX 3aCc001B, 110 BUPOOJICH] BIIMOBIAHO 10 BUMOT CTaHAAPTIB, 1110
€ 3aMOPYKOI0 3aXUCTY 37I0POB’SI 1 )KUTTS TPOMAJISIH Ta O€3IEKH JeP>KaBU B LIJIOMY.



Peanizariisi JaHOTO MPOEKTY HaKa3y 3a0e3MEeUnTh CTBOPCHHS MPO30POi CHCTEMH
poOOTH Ta €IMHMX MIAXOAIB MPHU MPOBEACHHI MIATBEPHKEHHS BIANOBITHOCTI YMOB

BUPOOHUIITBA JIIKAPCHKUX 3ac001B BuMoram GMP.

II1. Bu3zHayeHHs Ta OWiHKA aJIbTEPHATUBHUX CIIOCOOIB IOCATHEHHS IijTei
1. BuzHaueHHs albTepHATUBHUX CIIOCO0IB

BI/II[ AJbTCPHATHBU

Onmuc AJbTCPHATHBU

AnbTepHatuBa |

3aTBEPIKCHHS MPOEKTY HAKa3y

AJlbTEepHATHUBA 2

BUIMIIATH CUTYyaIlito 0e3 3MiH

2. O1inka BUOpaHUX aJIbTEPHATUBHUX CIIOCO01B JOCSATHEHHS IJICH

Bun Buroamn Burpartu
AJIbTEPHATHBH
AnprepHatuBa |1 | 3a0e3neunth 4ITKYy perjgaMmeHrtauiro Ta | He morpedye
YHOPMYBaHHS TIOJIOBKEHHS CTPOKY Jii | TOZATKOBUX
BucHOBKY GMP (1HaHCOBHX
BHUTpAT 3
JIEp’)KaBHOTO Ta
MICIIEBUX
OrO/1KETIB
Ykpainu
AnprepHaruBa 2 | BincytHi. He mnpwusBene no0 mocsraeHss | BiacyTHi
MOCTABJICHUX IIIJIEH.
3. Oninka BIUIMBY Ha cdepy iHTepeciB JepKaBH:
Bun Buroau Burparu
AJIbTEPHATUBHU
AnprepHatuBa 1 | 3a0e3nmedyeHHs 1IEHTHMYHOCTI Jomycky Ha | He  motpedye
punku Ykpainu ta €C nikapcbKux 3ac001B 3 | T0aTKOBUX
IHIIMX KpaiH. 3ale3rnedeHHs TpoMajsH | (IHAHCOBUX
Vkpainu  sSKiCHUMH Ta  O€3MEYHUMH | BUTPAT 3
JIKapChbKUMU 3acobamu. €IUHMA TIAX1A | 1ep)KaBHOTO Ta
NpOoIEeAYPU TPOBEACHHS MIATBEPKEHHS | MICIIEBUX
BIJIITOBITHOCTI YMOB BUPOOHUIITBA | OFOJIKETIB
JIKApChKUX 3ac0o0iB BHMOraM HaJleXkHOI | YKpaiHu.
BUPOOHHMUOT IPAKTUKHU 3 KpaiHamu €C.
AnwprepHatuBa 2 | BigcyTHi BigcyTHi

4. OmiHKa BIJTUBY Ha cepy IHTEPECIB TPOMAISH:
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Bun Buroan Burpartu
AJIbTEePHATUBH
AnprepHatuBa 1 | 3abe3neueHHs NAIl€HTIB VYkpainu | BiacyTthi

SAKICHUMH Ta O€3MEeYHUMH JIKapChbKUMH
3acobaMu 32 paxyHOK 3aKOHOJIaBUOTO
YHOPMYBaHHS ~ MEXaHi3Mi  TIOJIOBXKEHHS
ctpoky ni] BucnoBky GMP GMP Tta
1HCIIEKIIITHOT TIsITBHOCTI

AnprepHatuBa 2 | BiacyTHi BincyThi

5. OuiHka BIUIMBY Ha cepy iHTepeciB cy0 €KTIB TOCMOAAPIOBAHHS:
IMokazuuk™ Beauki | Cepenni | Maui Mikpo | Pazom

KinbkicTh cy0’€KTiB
rOCIIOIapIOBaHHA, 1110

. . - 643 — - 643
IM1A1a0a0Th i1
PEryJIIOBaHHS, OJIUHHITH
[Iutoma Bara rpymnu y
3arajbHIA KUIBKOCTI, - 100 - - 100

B1JICOTKIB
*Ipumimka: nasedena y yvomy APB kinoxicmv cyb’exmie 20cnooaprosaHusip 3

ypaxysanuam Kinvkicmi ompumanux Bucnoexie GMP, mepmin 0ii skux 3axinuyemucs
6 nepioo 3 01.07.2023 no 01.07.2024.

Bup ansrepHaTuBH Buroau Butpatn
AunprepHaruBa | 3abe3neunTh [Iporuo3Hi MIHIMaJIbH1
[IpuitHATH  TPOEKT | BPETYJIIOBAHHS MEXaHI3My | BUTpAaTH Ha OJHOTO C/T B
Hakazy MO3 ITOJIOBKECHHS Nepmuii  pik peryaoBaHHS
ckiamatumyTh — 3 786,00.
[Iporuo3ni MiHIMaJbH1
BUTpPAaTH Ha BCIX CyO’ €KTIB
rOCIIOJapOBAHHS
ckianatumyTth — 2434 398,00

AunbTepHaTHBa 2 bes 3min be3 3min

30epexkeHHs

CHUTYallii, IKa ICHy€ Ha

LIeH Jac

CyMapHi BUTpaTH 3a AJIbTEPHATHBAMH Cywma BuTpart, rpuBeHb

AnbrepHaruBa |

Butparu nepxxasu --

Butpatu ¢/T BEIMKOTO Ta CEpeIHHOTO 2 434 398, 00

Butpatu c¢/r Majoro ninpueMHHUIITBA




AubTepHaTHBA 2

Burtpartu gepxaBu

BI/ITpaTI/I ¢/T BEJIUKOTO Ta CCPCAHBOIO

Butpatu ¢/ Majioro mianpueMHHUIITBA

IV. Bu6ip Haii0l1b 11 ONTUMAJIBHOIO AJIbTEPHATUBHOIO CIIOCO0Y JOCATHEHHSA

nijien

3a pe3yiibTaTaMu OIIpallOBAHHA AJIbTCPHATUBHUX CIIoco0i1B JOCATHCHHSA Hiﬂeﬁ
ACPIKABHOTO PCTYJIIOBAHHA BHifICHCHO BI/I61p OIITUMAJIBHOTO aAJIBbTCPHATHUBHOI'O
CHOCO6y 3 YpaxyBaHHAM CHCTCMH OaIbHOT OHiHKH CTYIICHA JOCATHCHHS BHU3HAYCHUX

LJIEN.

BapticTe 6aniB BU3HAYAETHCA 32 YOTUPUOATHHOIO CHCTEMOIO OLIIHKU CTYTICHS
JIOCSITHEHHS BU3HAYECHUX IIJIEH, JIE:

4 - UUTl NPUAHATTS PETYJISITOPHOTO aKTa, IKI MOXKYTh OYTH JTOCATHYTI TOBHOIO
Mipoto (rpobsiema O1Ibllie iICHYBaTU HE Oye);

3 - LIl TPUAHATTS PEryJISATOPHOTO aKTa, SIKI MOXKYTh OyTH JOCSTHYTI Maibke
MOBHOIO MIpOIO (yCl BayKJIMBI aClIEeKTH MPOOJIEMHU ICHYBATU HE OYIyTh);

2 - 1Tl TPUAHATTSA PETYIATOPHOTO aKTa, IKi MOXKYTh OyTH JOCATHYTI YaCTKOBO
(mpobJyieMa 3HAYHO 3MEHIUUTHCS, JAESIKI Ba)KJIMBI Ta KPUTHYHI aCHEKTH MpoOieMu
3aJIMIIATHCS. HEBUPIIICHUMHU );

1 - Tl OpUMHATTS PEryJNSITOPHOTO aKTa, Kl HE MOXYTh OYTH JOCSTHYTI
(mpobJieMa MpoJI0BKY€E ICHYBATH).

PeldTMHT pe3yJIbTATUBHOCTI
(mocsirHeHHs LiJIeH Mmijg yac
BHPilICHHS NIPO0JIeMH)

Bban pe3yiabTaTuBHOCTI
(3a YoTHpPUOAIBLHOKO
CHCTEMOI0 OLIIHKH)

KomenTapi moao
MPUCBOECHHS
BianmoBigHoOro 0aJsa

AuspTepHarnBa | 4 —
AJibTepHAaTHBA 2 1 —
PeiTuHr Buroau Burparu OOrpyHTyBaHHS
pe3yJabTATUBHOCTI (miacymok) (miacymox) BiAOBIAHOTO
Micus
aJIbTEPHATUBHU
Yy PeMTHHTY
AnprepHaruBa | 3akoHOJaBYE Biacytni 3anpoBaKEHHS
3aKpITUICHHS Ta AnprepHaruBu |
BpEryJIIOBaHHS HalKpammm
MEXaHI3My YUHOM CIIPUATUME
MIOJIOB)KEHHS JOCSITHEHHIO
CTPOKY i BCTAHOBJICHUX
Bucnosky GMP. iIen
Buache




3a0e3neYeHHS
rpoMaisiH YKpaiHu
SIKICHUMH Ta
Oe3IeCYHUMHU
JKapChKUMU
3acobamu.
AnpTepHaTuBa 2 Bincytni. He BincyThi AnbpTepHaTHBa 2
pu3BeIe 70 HE JI03BOJISE
JIOCSATHCHHS BUPIIITUTH
MTOCTaBJICHUX poOJIeMH 11010
LJIEN. BIIITOB1THOCTI
MIPOIIEAYPHU J0
Bumor €C.
PeitTunr AprymMeHTu Ouinka pusuky
[0/10 NepeBaru o0paHoi 30BHIIIHIX
aJIbTEPHATUBU/TIPUYMHHU BiIMOBH BiJl | YHHHMKIB HA Jil0
AJIbTEPHATUBH 3alpONOHOBAHOTO
pPeryJsiToOpHoOro
aKTa
AnbTepHaTHBa | [Tonermenns Ta MPUCKOpPEHHs | Pu3uK BijCyTHIM
1101001 (100} T1ITBEPPKEHHS
BIJIITOBITHOCTI YMOB BUPOOHUIITBA
JKApChKUX 3ac001B BUMOTaM HaJekKHOI
BUPOOHUYOT TIPAKTHKH (GMP)
HEOOX1THOCTI TOJIaHHS HOBOI 3asBU Ha
OTPUMAaHHS BucHoBKy GMP.
BigcytHicTe  pediuuTy  JiKapChKHX
3ac00IB 3aKOPJIOHHOTO BUPOOHMIITBA B
VYkpaini 3a paxyHOK BYUaCHOT'O BUKOHAHHS
119010)1 (D13 0) i ITBEPIKCHHS
BIJIITOBIHOCTI YMOB BUPOOHUIITBA
JIKapChKUX 3aC001B BUMOTaM HAJICKHOI
BUPOOHUUOT MPaKTHKU (Bumaya
BrCHOBKIB GMP Jlepkiikcimyk0010).
AJlbTEepHATHUBA 2 Bincytni. He mpusBenme 10 nocsrHeHHs] Pusuk BiACYyTHIM
MMOCTaBJICHHUX ITIJICH.

V. MexaHizMu Ta 3axoaM, siKi 3a0e3nmedyaTh PO3B’SI3aHHA BH3HAYEHOI
npooJemMu

Mexanizmu, siki 3a0e3nedaTh po3B’s3aHHS MpoOJIeMH, BU3HAYEHOI y po3aun 1
I[bOTO aHAJTI3Y:

3aKOHOJIaBY€ YHOPMYBAHHS MEXaH13MY MOJI0OBKEHHS CTpOKY Aii BucHosky GMP.



3a0€3MeUYeHHs] €IUHOr0 IMIJXO0My MPOBEACHHS MPOLEAYPH MiATBEPIHKEHHS
BIIMOBITHOCTI yMOB BHUPOOHMIITBA JIIKAPCHKUX 3acO0IB BHUMOTaM  HaJEKHOT
BUpOOHNYOT npakTuku 10 BuMor €C ta PIC/S;

YHEMOXKJIUBJICHHSI KOPYIIIIHHUX PHU3UKIB TPU PpoOOTI MO TMIATBEPIKEHHIO
BIIMOBITHOCTI yMOB BHUPOOHMIITBA JIIKAPCHKUX 3acO0IB  BHUMOTaM  HaJEKHOT
BUPOOHMYOT MPAKTUKU B HACIIJIOK 3aMPOBAHKEHHS YITKOI Ta MPO30p0i MPOLETYPH;

3axoau, ki HEOOX1THO 3IHCHUTH IIEHTPAIbHOMY OpPTaHy BUKOHABYOT BIAIN JJISI
PO3B’sI3aHHS TPOOJIEMH:

3a0e3neunTr iHPOPMyBaHHS TPOMAJICHLKOCTI 3 MPOEKTOM HaKazy, MUIIXOM HOTO
OTPUITIOMHEHHS Ha odiriiitHomMy BeOcalTi MiHicTepcTBa OXOPOHU 370POB sl YKpaiHu
Ta MIPOBECTH IPOMAJICEKE OOTOBOPEHHS MTPOEKTY HAKa3y;

MOJAaTH TPOEKT HakKazy Ha PO3TIA] Ta TOTOMKCHHS — 3alliKaBICHUM
PEryJsTOPHUMH OpTaHAMH.

Po3B’s13aHHs mpoOsieMrd MOXIIMBE JIMIIE MUIIXOM HPUUHATTS JaHOTO MPOEKTY
HaKaszy.

3axoau, skl He0OX1THO 3AIMCHUTH Cy0’ €KTaM roCIOaprOBaHHS:

1) o3HAOMUTHCS 31 BCTAHOBJICHUMH IIPOEKTOM HaKa3y MOJOKEHHIMH;

2) MPOBECTH HABUYaHHS IEPCOHATY MO0 HEJOMYIICHHS MOPYIICHHS BHMOT
3aKOHO/IaBCTBA,

3) 3a0e3ne4ynTH BUKOHAHHS BUMOT 3aKOHOJABCTBA y cepi 00iry JiKapChbKUX
3ac00iB, 30KpeMa II0JI0 TMPOBEACHHS IMMATBEPHKCHHS BIJAMOBITHOCTI yMOB
BUPOOHUIITBA JIIKAPCHKUX 3aC001B BUMOTaM HaJIEkKHOT BUPOOHUYOT MPAKTUKH.

V1. Ouinka BUKOHAHHSI BUMOT PEryJISTOPHOIO aKTa 3aJIe:KHO Bij pecypcis,
SIKHMH PO3NOPSIKAIOTHCS OPraHd BHKOHABYOI BJIAIM YU OPraHM MicCIl€eBOTO
CaMOBPSIIyBaHHsA, Pi3M4YHI Ta WPUAMYHI 0c00H, SIKi MIOBUHHI MPOBAKYBATH 200
BUKOHYBATH Ili BUMOTH

BrpoBakeHHs 3MiH He niepeioadae yTBOPEHHs HOBOTO JIEp>KaBHOTO opraHy (a0o
HOBOTO CTPYKTYPHOTO MIIPO3ALIY AIF0YOro oprany). TepmiHu Ta 00’€M MPOBEIACHHS
eKCIIePTU3H JOKYMEHTIB, SIKI MOJAIOTHCA Pa3oM 13 3asiBOI0 HA BUA4y BHUCHOBKY Ha
BIJIMOBI/THICTh BUMOTaM HAJIE)KHOT BUPOOHUYOT MTPAKTUKH a00 3asBU Ha cepTU(]IKaIlio
BUPOOHHUIITBA Ha BIJAMOBIJHICTh BHMOTaM HaJCKHOT BHPOOHMYOI IPAKTHUKH, HE
30UTBIIYIOTHCS. TPOIIOHOBAaHUMU 3MIHAMMU.

JInsi BUKOHAHHS BHUMOT PETYJISTOPHOTO aKTa OpraHW BUKOHABYOI BIIAJIH,
MiITPHEMCTBA HE HECTUMYTh JTIOJAaTKOBUX BUTPAT.

Po3paxyHOk BHWTpaT Ha 3alpoOBa/PKCHHS JIEPKABHOTO PETYJIOBAHHS JUIS
cy0’€KTIB BEJIMKOIO 1 CEPEIHHOTO MIAMPUEMHHUIITBA JOAA€ThCS (01aTOK 1).

Po3paxyHOK OOKETHUX BUTpaT Ha aJMIHICTPYBAaHHS pETYJIIOBaHHS IS
cy0’€KTIB rOCIIOTapIOBaHHS 10JIA€ThCS (JI0JaTOK 2).

Crizt 3BEpHYTH yBary, mo sl cy0’€KTa rocroaproBaHHsa Ha0yBae HEOOX1THOCTI
JUIIEe TIpoIleaypa O3HAWOMJICHHS 3 pPETryJATOPHHM aKTOM, IHII €Tamu TIpH
MIPOXOJKEHHI MPOIIETYPH M ATBEPKEHHS HE 3MIHIOIOTHCS.



Po3paxynkn  BHTpar CyO’€KTIB  TOCIOJApPIOBaHHS  Majoro  (MiKpo-)
HiAMPUEMHUIITBA HA BUKOHAHHS BUMOT PETYJIIOBaHHS HE 3MIMCHIOBABCS, OCKIJIBKU
BIUIUB Ha HUX BIJICYTHIMN.

VII. O0rpyHTYBaHHA 32aNIPONIOHOBAHOIO CTPOKY Ail PeryJsirOpHOro aKkTa

[TpornoHy€ThCSI BCTAHOBUTH HEOOMEXEHHH CTPOK il PEeryIsaTOPHOTO aKTa, II0
CIIBBITHOCUTBHCS 3 IUIIMH HOTO IPUHAHSTTS.

3MiHU 10 PETYJSITOPHOTO aKTa BHOCSATHCS B pasi MOTpeOu Ta y pa3i BHECCHHSI 3MiH
JI0 YAHHOTO 3aKOHOJIaBCTBA.

Tepmin HaOpaHHS YWHHOCTI pETryJISTOPHHM aKTOM — BIJMOBIIHO [0
3aKOHOJIABCTBA 3 JTHS MOTO O(DIMIITHOTO ONIPHITIOTHEHHS.

VIIl. BuzHaueHHs MOKA3HUKIB pe3yJbTATUBHOCTI /il peryasiropHoro akra

[Iporuno3Hi 3Ha4YE€HHS MOKA3HUKIB PE3yJIbTATUBHOCTI PETYISTOPHOTO aKTa:

pO3Mip HAAXO/KEHb JO JEPKaBHOTO Ta MICIEBUX OIOKETIB 1 JEpPKABHUX
ITLOBUX (POH/IIB, OB’ A3aHUX 3 JII€I0 aKTa, HE 3MIHIOBATUMETHCH;

KUIBKICTh Cy0’€KTIB TOCIOAApIOBaHHsA Ta/ab0 ¢i3uuHUX o0cid, Ha AKUX
MOIIUPIOBATUMETHCS il aKTa, MOKE HE3HAYHO 3MEHITYBaTHCs a00 301JIbIITyBaTUCS, B
3aJIEKHOCTI BIJl KUTHKOCTI 3asiB Ha BU/Ia4yy BUCHOBKY UM 3asiB Ha BUJa4y cepTU(IKaATy
GMP, ski mogaroThes 3a Oa)KaHHAM;

piBeHb MOIH(POPMOBAHOCTI Cy0’€KTIB TOCMOAapIOBaHHs Ta/ab0 (Pi3uyHUX 0Ci0 3
OCHOBHUX TIOJIO’KE€HB aKTa BUCOKWH, OCKUTBKH MTOBITOMJICHHSI TIPO ONIPHITFOAHCHHS, CaM
MPOEKT HaKa3y Ta aHalli3 PEryIsTOPHOTO BIUIMBY PO3MIIIEHO Ha cailTi MiHicTepcTBa
OXOPOHHU 3JI0POB’sT YKpainu (WWW.moz.gov.ua). OKpim IIbOT0, MIiCIIsi IPUHHSATTS [IBOTO
HOPMATUBHO-TIPABOBOTO JOKyMEHTa ioro Oyzae o(imiiiHO OmyOJIIKOBaHO 3TiHO 3
BuMmoramu Ykaszy llpesuaenta Ykpainu «lIpo mopsimok odimiitHOro onpuitoHeHHs
HOPMATUBHO-TIPABOBUX aKTIB Ta HAOpaHHS HUMHU YHHHOCTD».

Jlo1aTKOB1 MOKa3HUKU PE3yJIbTATUBHOCTI PETYIISTOPHOTO aKTa:

KUIBKICTh TOJAHUX Cy0 €KTaMU TOCIOJApIOBAHHS JIMCTIB-3BEPHEHB I10JI0
nofoBxeHHs 1ii Bucnosky GMP;

KUIBKICTh 3BEPHEHb HA 3MiHY JIO MEPeiKiB JIKapChKuX 3aco0iB 10 BuCHOBKIB
GMP ta ceprudikaris GMP.

IX. BusHaueHHs1 3axo/iB, 3a J0NOMOIOK fIKHX 3/iliCHIOBATHMEThLCS
BiJICTe:KEHHSI Pe3yIbTATUBHOCTI Jil PeryJsirOpHOro aKTa

3axoAM IIOAO BIJACTEKEHHS pE3YyJbTATUBHOCTI MPOEKTY akTa Oa3yeTbcsl Ha
MeTonuili BiICTEKEHHS PE3YJbTATUBHOCTI PETYJISITOPHOTO aKTa, 3aTBEPIKEHIN
noctaHoBor KaGinery MinicTpiB Ykpainu Big 11 Oepesnst 2004 poxy Ne 308 «IIpo
3aTBEP/KEHHS  METOAMK TPOBEACHHS  aHali3y BIUIMBY Ta  BIJCTEKEHHS
pe3yJIbTaTUBHOCTI PETYJIATOPHOTO aKTay.

ba3oBe BiACTEXKEHHS PE3yJIbTaTUBHOCTI PETYJISTOPHOTO akTa OyJe 3A1iCHEHO
miciis HaOpaHHS YMHHOCTI ITUM aKTOM, ajieé He IM3HIMIe JHS, 3 SKOTO IMOYMHAETHCS
IIPOBEJICHHS MIOBTOPHOTO BIACTEKEHHS Pe3yIbTATUBHOCTI I[bOTO aKTa.


http://www.moz.gov.ua/

[ToBTOpHE BiICTEXXEHHS PE3yIBTATUBHOCTI PETYISITOPHOTO aKTa Oy 1e MPOBEICHO
gyepes pik 3 JHsA HaOpaHHS HUM YHHHOCTI, ajie He IMi3HIIIE IBOX POKIB 3 JIHS HAOpaHHS
YHHHOCTI IIAM aKTOM.

[lepioguyHi BIJICTE)KCHHS TUTAHYETHCS 3IMCHIOBATH pa3 Ha KOXHI TPU POKH
MIOYMHAIOYH 3 JHS 3aKiHUYEHHS 3aXO0JIiB 3 IOBTOPHOTO BiJCTE)KEHHS PE3yIbTaTHBHOCTI
I[LOTO aKTAa.

Jlyist IpoBEICHHS BIICTE)KEHHS PE3yJIbTATUBHOCTI PETYJIATOPHOTO aKkTa OymyTh
BHKOPHCTOBYBATHCH MIOKA3HUKH, HABEACHI Y TIOTICPETHROMY PO3ILIIL.

BigcTte:xxeHHS pe3ylbTaTHBHOCTI PETYJISATOPHOTO akTa Oyae 3M1HCHIOBATHCS
JlepxaBHOIO CITy>:k0010 YKpaiHH 3 TKapChKUX 3aC001B Ta KOHTPOJIIIO 32 HAPKOTUKAMH,
SK TEHTPAIBHUM OPTraHOM BHKOHABYOI BJIAJIU, MISUIBHICTH SIKOTO CIPSIMOBYETHCS 1
koopauHyeThcs: Kabinetom MinicTpiB Ykpainu uepe3 MiHicTpa 0XOpOHH 3A0POB’s,
KWW pealti3ye JAep>KaBHY MOMITHKY Y cpepax KOHTPOJIIIO IKOCTI Ta 0€3MEKH JTIKapChKUX
3ac001B, y TOMY YHCJII MEIMYHUX IMyHOO10JIOTTYHHX MTpenapartiB, MEJUYHOI TEXHIKH 1
BUPOOIB MEAMYHOTO MPHU3HAYEHHS, Ta 00Iry HAPKOTUYHHUX 3aC001B, TICUXOTPOITHUX

JI71st IpoBEICHHS B1ICTEKEHHS PE3yJIbTATUBHOCTI PETYJIATOPHOrO aKTa OyIyTh
BUKOPUCTOBYBATUCH NTOKA3HUKH, HABEJICH] Y MOINEPEAHBOMY PO3/ILIL.

CreniasibHe 3aJIy4eHHS] HAYKOBUX YCTAHOB HE TMepe10ayacThCsl.

MinicTp
OXOPOHM 310POB’Sl YKpaiHU BikTop JISALIKO
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