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Jlep:kaBHA peryJiiTOpHa cJIy:k0a
Ykpainu

MiHicTepcTBO OXOPOHH 370POB’sl YKpaiHU HAMpaBIiA€ HA MOTOJKEHHS MPOEKT
Hakazy MO3 «IIpo 3atBepkerHss 3min g0 llopsiaky 3miiiCHEHHS KOHTPOJIIO
3a BIIMOBI/IHICTIO IMYHOO10JIOTIYHUX TpenapariB, MO0 3aCTOCOBYIOTHCS B MEAMYHIN
MPaKTUIll, BUMOTaM JIEPKABHUX 1 MUKHAPOIHUX CTaHIAPTIBY.
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MIHICTEPCTBO OXOPOHHA 310POB’Sl YKPATHU

HAKA3

Kuis

IIpo BHecenns 3min no Ilopsaky 3milicHenns KOHTPOJII 3a Binnosinnich_f
iMmyHoGionoriunmx npenapartis, IO 3aCTOCOBYIOThbCS B MeXHdHiil MPaKTHIL,
BUMOTaM A€PKABHUX | MKHAPOTHHX cTaHAAPTIB o

e
e

Binnosigao 1o 3akomy Vkpainu Bix 04 keitHS 1996 poxy Ne 123/96-BP «IIpo’
MKapchKi  3ac06m», 3akoHy  YkpaiHu «IIpo 3abesmeuenHs camitapHOoro Ta
EIIEMIYHOTO GNAronoIydds HACENCHHM», 3akony VYkpainn «IIpo mprenmanus’
Ykpainun no Kousenuii mpo Po3pobKy €pomeiicekoi (apmakomei i3 MONPaBKaMH,
BHECEHUMH BI/IIOBIIHO 1O TION0KeHE [[pOTOKOMY /10 Heiw, ITomoKeH s IIPO KOHTPOJIb
32 BiMOBiAHICTIO iIMyHOGiONTOriUHIX IPEnapaTis, MO 3aCTOCOBYIOTHCS B MEJIAIHIN
TPAKTHIi, BUMOTaM JEPKaBHUX Ta MiKHAPOIHUX CTaHIAPTiB, 3aTBEPIKEHOTY
nocraHoeoro Kabinery Minictpis Yipainu Bix 15 ciums 1996 poky Ne 73, nynkry 8
Homoxenns mpo MinicrepcTBo OXOpOHH 3JI0pOB's YKpainu, 3aTBep;1>KeH0rd_”
nocranoBoro Kabinery Minictpis Vkpaiam Big 25 Oepesns 2015 poky Ne 267
(B pepaxuii mocranosu Kabinery Minictpis Yxpaium Big 24 ciuns 2020 poky Ne 90y
3 MCTOIO  TIONANBIIOTO  yAOCKOHANCHHS CTaHAAPTH3AWii Ta KOHTPONIO SKOCTi
iMyHOGioOTi9HMX Ipemaparis, :

HAKA3YIO:

1. Bmectm gno Ilopsaxy 3milicHenHs KOHTPOIIO 33 BiANOBiAHICTH)
iMyHOGioOTiYHMX TpenapaTis, mo 3aCTOCOBYIOTLCS B MEWYHIN IPAKTHINi, BEMOTan"
ACPXKABHUX 1 MIKHAPOIHHX CTAHIAPTIB, 3aTBEPIUKCHOTO HAKA30M Miuicrepcrna
OXOPOHHM 3/10p0B’s Ykpait Bix 01.10.2014 Ne 698, 3apeectpoBaroro B MiHiCTCpC’fﬁf“
IocTUIil Ykpainu 29 xoBTHs 2014 poky 3a Ne 1356/26133 3MiHH, IO JOMAIOTECA. .

2. ®apMareBTHIHOMY VIIPABIIiHHIO (Onekcannpy I'pinenky) 3abe3meyntu:

1) mopmaHHA 1HOTO HAaKa3y Ha JEPKABHY peecTpaniro 1o MiHicTepcersa rocTuii
YKpaiHH B yCTAHOBIEHOMY 3aKOHOTABCTBOM TIOPS/KY; »
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2) OUpPHIIOMHEHHS IbOI0 Hakasy

Ha odimifiHoMy BeGcaiiTi Minicrepcrpa’

OXOPOHM 310pOB’s YKpaiHu Imicis 3miiicHen s ACpxaBHOI peecTparnii B Mimictepersi

foctunii Ykpainu,

3. KoHTpoms 3a BHKOHAHHIM [IBOTO HaKa3y MHOKIACTH Ha IIEPUIOro

3aCTyIHHKA Minictpa Cepris Hy6posa.

4. el Hakas HAGHpae THHHOCT] 3 s #oro qimiiiHoro omy6mikyBamms, -
Minictp (z/‘—/ - Bikrop JIAIIKO




3ATBEP/IDKEHO

Hakas Minictepcrsa oxoporu
3MI0pOB'st YKpainu

poky Ne

3minn ,

o Iopsiaxy snilicHeHHs: KOBTPOJIIO 32 BiTNOBINHICTIO iMyHoOGioTorigamnx
Npenaparis, M0 3aCTOCOBYIOTLCS B MeIU4Hiil NPaKTHII, BHMOIaM [JepsKaBHAX
i MiskHapOAHUX cTaBAapTIB, 3aTBep/KeHOro HakazoM MinmicTeperBa oxoponn

3A0poB’ss Ykpainu Bix 01 sxoeTHs 2014 poxy Ne 698, 3apeecTpoBanoro

B Minicrepersi loctunii Ykpainn 29 soptast 2014 PoKy 3a Ne 1356/26133

1.V mynkri 3 posginy I:
1) micns a63ary apyroro momoBHuTH a63aroMm TPETIM TaKOro 3MicTy:

«3araJbHOEBPONICHChKAa  Mepexa  odiriiHux nabopaTopifi  KOHTpOIFO
MKapchkux 3aco6iB (General European OMCL Network, GEON) — wmepexa
odiniiinnx nmabGopartopilf KOHTpOIIO MKAapCBKUX 3aco6iB, sKi mimmOpsIKoBami
YIOBHOBa)XCHHM OpraHaM 3 KOHTPOJIIO JIIKapCHKHX 3aC00iB;».

Y 3B’s3ky 3 nmM abzamm TPeTil - CHOMUI BBAXKATH BIJITIOBiHO ab03aramu
9E€TBEPTUM-BOCEMUM. !

ICIIST a63a11y YETBECPTOIr'O AOIIOBHUTHU 3,63aIIOM II’ITEM TaKOro 3MiCTy1

«3BENICHUH LIPOTOKOJ Cepii BaKIMHM — JOKYMEHT, IO IiICyMOBy€E Bci eramu
BUPOGHHIITBA T4 pe3yIbTAaTH BHIPOGYBAHB IS cepii BaKUWHHU, 3aCBimTUeHwL
Ta IiMHCaHNu} YIIOBHOBAXEHOK 0COGO0 BUPOOHUKA (M1 BITYM3HSHUX BUPOGHHKIB
3MICT 3BEIIEHOTO IIPOTOKOIY Cepil BaKI[MHK 3aTBEP/KYETHCS LIEHTPAIBHAM OPraHoOM
BUKOHABYOI BNajy, IO peayidye NepiKaBHy HOJITHKY y chepi KOHTPOIIO SKOCTI Ta
Oesmeku MikapchbKuX 3aco0iB);». VA

VY 3B’43Ky 3 UuM a03any I’STHH - BOCEMEI BBAKATH BiJIITOBiIHO aG3anmamu
LHIOCTHM — JIEB’ ITHM. ‘

1iciist ab3aIly ChOMOTO JIOTIOBHATH ab3a10M BOCEMHM TAKOT0 3MicTy:
L
«cepTudiKaT PO BUITYCK Cepii BAKIIHHHI — CepTH(IKAT BUTAHUHN PEryIIITOPHEN
OpraHoM a0 HaLliOHATBHOK JabopaTopiero Kpainu BHPOOHHKA 3a pe3ylbTaTem
IpOIIeCY OLUHKKA OKpeMoi cepii 3apeecTpoBaHOi BaKIMHH (g iMIoproBaHmX
BAaKIIWH );»; '
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Y 3B’s13Ky 3 1IuIM ab3any BocEMuif — JIeB’ITHH BBakaTHl BI/IIOBINHO a3aranis
JIEB’ITUM — TECATUM. B

2. Y nyrxri 1 posginy II:
1) ab3ar nepmmi UiMIYHKTY | BUKIIACTH B Taxii penaxiyi: e

«l) momaHHs 3aBHHKOM 1O Oprany IEpKaBHOTO KOHTPONIO 3a MicIem
IIPOBa/DKEHHA  TOCIIOAAPCHKO  MisUTBHOCT] 3a5BH IIp0  BUJaYy BHCHOBKY Ipo
BIAIIOBIAHICTE MeauIHOro iMyHOGIOTOT UHOrO LPEIIapaTy BHMOraM [ep:KaBHUX 1
MIKHAPOIHUX CTaHAapTiB (nomatok, 1); NEPENKy MeaudHux iMyHOGiOZOT v FiRrH
IpeapaTis (JoxaTok 2); 3BeneHwii TIPOTOXOI Cepii BakmuHM; ceprrdikar PO BUIYCK
cepii Bakuunu (3a HAsABHOCTI); cepTudikaTis x0CTi Ha 1i cepii MIBIT mignpuemcrsas
BUPOOHMKa (KOIIisl, 3acBimgena 3a4BHUKOM) 3 IEpeKIamoM Ha YKPaiHCEKy MOBY}
PeeCTpanifHuX HOCBiqUEHD Ha MKAapCHKU 3aci6 (Memuammit iMyHOGiOMOT YR M
npenapar) (komii, 3acmimueni 3ajBHHKOM), a TaKOX 3acBITYeHi 3asBHEKOM KOHil
JIOKYMEHTIB, M0 i ATBEP/PKYIOTh  TOTPHMAHHS YMOB 30epirans mig wuac
TPaHCIOPTYBaHHs Bifl BUPOGHMKA 10 iMnoprepa (posapykisku OpunagB abo Kol
KypHaniB). Jlns iMmoprosarmx MIBIT Takosx AOMAFOTHCA KOIIi MUTHOL ACKJIapargif
iHBOWCY Ta 3a HasBHOCT] KOIIis ZIOKyMEHTa, 110 HiJTBEpIDKyE BiAMIOBITHICTE YMOB
BUPOOHHUIITBA JIIKApCHKOTO 3ac00y BHMOTaM 10 BMpOGHHMITBA TKapCBKUX 3acoGin
B YKpaiHi (KpiM akTHBHIX dapmarnesTHaHIX IHrpemicHTIB (cy6eranmiit) Ta TIPOIY KL
«in bulk»).». §d

2) abzar Tperiit HIAIYHKTY 2 BUKJIACTHA B TaKil penaKiii: Copd
¥y
«Kpim Toro, opran /ICPHEBHOTO  KOHTPONIO 33 MICHEM IpPOBAIKCHHS
TOCIIONaPCHKOI AisTBHOCTI 3asBHUKA TIPOBOJTATH MEPEBIPKY BAHTaXy Ha BiANOB THIETE
MUTHIA nexmapanii moxo kimexocti MIBII KOXHOI cepii (st iMmoproanmx MIBIH
Ta NOTPUMAHHA HAICKHHX yMOB 36epiramns MIBIT il 9ac TpaHCIOpTyBaHis
BiJl BUpOOHMKa 110 iMnoprepa, BU3HaYeHNX B imcTpyKWii mpo #ioro 3aCTOCYBaHHS. Y B4

3) HiAMyHKT 3 BUKIACTH B Takii PelaKIi; i
«3) Binbip 3paskis cepii MIBII AN 31iACHEHHA 1a60paTopHOro aHaJlzy 134
BUSHAYCHUMM LEHTPATEHHM OPraHOM BHKOHABYO] BIaW, WO peanisye epikasy
IOJITHKY Yy chepi KORTpOmo sxocTi Ta Oesnexu mikapchrux 3aC001B, MOKA3ZHUKaNT
cnenudikarmii sxocti MKS ta ix HallpABICHHS Ha NabOpaTOpHUH aHami3 406
YHOBHOB&XEHOI Jj1aboparopii Ta/abo 3aragbHOEBPONEHCEKOT  Mepesxi oGimifiHER
naboparopiii KoHTpoto mikapcekux 3aco6iB (General European OMCL Networki
GEON) (y Busnauenmx y posuim Il mporo Topsaxy BUNIAKAX) 3AiHCHIOIOTHGH
OPTraHOM JCPXKaBHOTO KOHTPOJIO 33 MiCIEM IpOBa KeHHS TrOCIOAPCHKOT HisTbHOGHE
BinGip 3paskis MIBII sxuiiicaroeTscs 3rigHo 3 ITopsakom BiZGOPY 3pasKiB mikapcsKiix
3ac00iB s 1abopaTopHOro aHalsy Iij gac 3milicHeHmHs AEPXKABHOTO KOHTPOIIO
s
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AKOCTi TakuWx 3acobis, 3aTBEPIKECHMM n0CTaHOBOW Kabinery Mimictpis YKpa'IZ!;I_I{I%Q
Biz 03 moTtoro 2010 poxy Ne 260. o

3a TpaHCIOPTYBaHHSI 3paskis B YHOBHOBaXCHY Jiaboparopito Ta/afo -
3araJlbLHOEBPOIICHCEKY Mepexy odimiifaux naboparopiii KoHTpoIo JKAPCHKUX |
3aco0iB (General European OMCL Network, GEON) Bixmosinae 3aIBHUK;; ‘

4) HmiAIyHKT 4 BUKNAcTH B TaKii penaKiiii:

«4) IPOBEEHHsI IIEPEBiPKH 3BEIEHOTO HPOTOKOITY cepii BAKIIUHM Ta 3MiACHEHHS
1n1abOPaTOPHOTO aHATI3Y 3pa3KiB cepii MIBILy.
5) MONOBHHUTH MyHKTOM 4 TaKoro 3MICTy:
abe
«4. «BiTansusani Bupo6HIKM MIBII [ICpe]T BUITYCKOM Cepii Ha pPUHOK HOAOTE. .|
A0 OpTaty NepKaBHOIO KOHTPOIIO 3BE/IEHUH IIPOTOKOI Cepii BaKIMHMA (momatox 4).». . |

3.V poznini III:
1) myHKT 2 BUKIIACTH B Takiit penaxiii: ‘ LFE

«2. 3nilicHeHHS J1aGOPATOPHOTrO aHamisy Ha 6as3i BEpoGHWKa a6o IIIAXOM |
CKCTICPTU3H CEPTH(IKATy IO BUILYCK Cepii BaKIUHE (32 HasBHOCTI) Ta MaTepiais :
KOHTpomo sKocTi cepii MIBIT BupoGuuka (IIPOTOKOJIM KOHTPOJIO SIKOCTI - Cepiis -
aHAJITHYHI 3BiTH), MOXKIIFBE /IS gha s

2) IOIOBHHTH IIYHKTOM 3 Takoro 3MICTY:

«3. 'V pasi BusBiIeHHS HOPYIICHB, 110 MOXYTh HETATHBHO BILUIMHYTH Ha AKICTB,
OesneunicTs Ta epexrunricts MIBIT Ta HeMOXIHBOCT IIPOBENEHHs 1abOPaTOPHOLQ
aHamisy MIBIl B ymoBHOBakeHUX naboparopisx Ha TepmTopii Ykpainn, 3a :
SBEPHCHHAM 3asBHHKA JO3BOJISETHCS 3IiHCHEHHS 1abopaToOpHOro KOHTPOJQ
B 3araibHOEBPONEHCEKIM Mepexi oimilirnx maGoparopiit KOHTPOIIO JIiIKapPCBKHX
3acobis (General European OMCL Network, GEON). o

Y TakOMy BHIIa[IKy BHTPATH Ha [IPOBEICHHS 1ab0paToOPHOro aHamizy MIBI]
TIOKJIAIA€THCS HA 3asBHUKAY.

4.V HNonmatky 1:

i,

1) ciiosa «upizBuiite, im's, IO GaTHKOBI» 3AMIHETH ClIOBAMI «TIPI3BUIIE, BIIACHS |
. . . . R
1M’s1, 110 GaTHKOBI (32 HABHOCTI)»; Sy o3a

2) y myHKTi 2 cJI0Ba CIIOBa Ta 3HAKA «(abo xomis ceprudikata mpo AepiKa
peecrpanito Ha MIBII)» BukioqmTy;

3) IyHKT 5 BUKIACTH B Takiil pefakmii:

¥
H
]
1
E



«Komiss peectpaniiimoro moceimgenns mHa MKapchKuH  3aci6  (Memmumiiif

IMyHOOGIOIOTIYHMik IpenapaTt), 3aBipeHa MiJNHCOM KepiBHMKA a6o YIIOBHOBaEHO
ocobu cy6’exra T'OCTIONAPIOBaHHSA (CKpillieHa HOro meuaTKoro 33 HAasABHOCTI) (y 2rx

IPHUMIPHHAKAX).»;

4) cmoBa «mpiseumie Ta iHimianm KepiBHUKa» 3aMiHUTH CIIOBaMU «IIPi3BHILE;
BIIACHE iM’s1, 110 GaTBKOBI (32 HASBHOCTI) KepiBHEKaY. i

5. MonoBruTu ITopamnok momatkoM 4 Takoro 3MICTY:

«

Fix

€5
s

Honatok 4 . - : ‘ g
1o Ilopsanky 3niticHenns KOHTPONIO &
3a BIJITOBI AHICTIO iMyHOGIOMOTIIHIX ¢
TIPeTIapaTis, IO 3aCTOCOBYIOThCS
B MEJUYHIi} IPaKkTUIi, BUMOTaM

ACPXKABHUX i MDKHAPOXHUX CTAHAAPTIBIc;

it aere P, dais

%

(tyBKT 4 posminy IT)
3BeeHu IIPOTOKONI cepii BaKIMHM
IMuranns HeoOxinua indopmaris
1 2 :
Lnenradixaris Hasga BupoGHuKa
BUPOOHMKA -
Homep ninensii YHiKaIbHMIM HoMep Jrinensii g
HinsHka(n) JinsHka BUPOGHULTBA I KOMKHOTO HEPO3(acoBaHOTO IPOAYKTY,
BUPOOHUIITBA

KiHIIEBOTO HEPO3(aCOBAHOIO MPOAYKTY Ta KiHIEBOIO IIPOLYKTY

Hassa ta Homep cepii

HaliMeHyBanus Ta  HoMep:m  cepili  KimmeBux IPOIYKTIB,
Hepo3(hacoBaHOTO IPOYKTY, KiHIIEBOT MACH Ta pO3piKyBaya, KY€~
it -:;

Poawmip cepii

O6c¢4r, KinbKicTs 103 i Tum KOHTelHepa B

Tepminu
NIPUJATHOCTI

JUI KO)KHOTO BUXifHOTO Marepiamy (KO €), IpOMDKHUX IPOJYKTIB,
HEPO3(hacoBaHOTO MPOMYKTY Ta KiHIIEBOTO IIPOXYKTY

Jlat BUTOTOBIIEHHS

[ S

JI1 KOXKHOTO KPUTHYHOTO BUXiIHOTO MaTepiairy (HapUKIaj, TOCIBH] |
KyIbTypu, OaHKM KITHMH, BuXimgmi Marepiaau TBAPHHHETY
TIOXO/DKEHHS), [POMDKHMH, KiHueBuii Hepos(acopammii IIPOXYKT:TA
KiHIIEBUI MPOLYKT ‘

biok-cxema

brox-cxema s Bincrexenns BHPOOHUYOIO MPOIIECY I OCHOB
KOMIIOHEHTIB, BKJIIOYAF0UU HOMEPH Cepiit

ItamMmu Ta xIiTHHHI
cyOcTparu

Ha3ga, HoMep cepii mociBHOI KyJIETYPH, KITBKICTh ACaxiB )




1 2

IIponec Koxen BupoGHuumit nponec (HampuKIa, KyJIbTUBYBAHHS, OYUIIEHHS, |
BUTOTOBJICHHS inaxTHBaig), Meromm BUIIPOOYBaHb KOHTPOIIO SIKOCTI, a TaKOXK

crienuebikanii iX Buiycky Ta oTpuMani PE3YIBTaTH; KiNBKICTH cepiif |
IPOMDKHUX OPOIYKTIB Ta iX Ppo3mip/o6esr, ymoBH 36epiramms

GopMyITIOBaHHS KinbkicTh axTMBHEX KoMIIOHEHTIR Y KiHIEBHX pementypax
333HAYCHHAM HOMEDIB cepilfi Ta o6caris CHITYYHX KOHIIEHTPAT
YMOBH 30epiranas '

Tectn KOHTpOJo | MakTuyHi pe3ynasrary BUIIPOOYBaHE KPUTHYHNX BYIXiTHIX Marepi

SIKOCTI IPOMDKHMX TPOMYKTIiB, KiHIIEBOrO HEPO3()aCOBAHOTO MPOMYKTY

KIHIIEBOTO NPONYKTy Ta crienmdikarii; BKIrOUaTH OKDEeMi ‘TECTH FTg -
CCPENHE 3HAYCHHA; HAJATH ATy MOYaTKy BUNPOOYBaHHS, METOM
TIEPeTiK KOHTPOIBHUX NPENaparis, CTaH/apPTiB, KPUTHIHUX peareHris
Ta 1X xBanidikaniinuii craryc, a Takox C(EKTUBHICTE BiAIIOB HIY"
CTAJIOHHUX NPENAPATiB, CTAHAAPTIB i BHYTPILIHBOTO KOHTPOJIIO, TaKHX"
JIK DESYNLTaTH KpHTEpiiB Bamimmocti amamisy (mampuica, HaXuj
KaniOpyBansHOi JIiHIT, Touka IepeTuHy, JiHifHicTh, 50% Ki

(YnoBHOBaXkeHa 0C06a)

(mimmuc)

B.o. HavyaabHHKA
PapManeBTHYHOIO yYOpaBainnas




HOSICHIOBAJIBHA 3AIIMCKA
/10 NpoexTy Haka3y MiHicrepcTBa 0X0poHu 310poB'st Yxkpaiun
«IIpo 3aTBepmxenns 3min 10 Hopsaky 3nilicaenns xonTpoIIO
3a BignmosigHicTIO imynoGioaoriuaux npenaparis, oo 3aCTOCOBYHThHCH
B MeAUYHIli mpakTHni, BUMoram Aep:KaBHHUX i Mi>KHAPOIHHX .
CcTaHaapTiB»

1. Meta

IIpoekt Haxa3y Minictepctsa OXOpOHH 3110poB'st Ykpainn «IIpo 3aTBepmxerns
3mia mo Ilopsaky smiticHenns KOHTPOJIIO 3a BiANOBiAHICTIO iMyHOGiONOTIYHIX
NpemapariB, IO 3aCTOCOBYIOTHCS B MeIHMUHiH IPAKTHIl, BAMOTaM MIEPKABHUX i
MDKHAPONHMX . CTAaHHAPTiBY (mami — IIDOEKT HAaKasy) pO3POOIEHO 3 METOIo
YAOCKOHAIICHHS CTaHIAPTH3AL] T KOHTPOIIIO SKOCTi iMyHOGi0oMoriaHIX IIpenaparis.

2. O0rpynTyBanns Heo6xignocTi NPHHHATTS aKTa o
Binnosiggo no mymxry 2 ITomoxeHmHs PO KOHTPOJb 3a BIANOBIHICTIO
iMmyHOGionoriunKx mpenaparis, mo 3aCTOCOBYIOTECS B MEAMYHIM MPaKTHIT, BUMOraM
JCPKABHUX Ta MDKHAPOXHUX CTAHAPTIB, 3aTBepIKeHOro mocraHoBoro KaGimery
MimnictpiB Yxpainu Big 15 cigns 1996 poxy Ne 73, (naui - lonoxerns) Ha TepuTOpi
VYKpailHH MOXyTb 3aCTOCOBYBATUCH B MCIWYHIM NPaKTWNi Ta MiarHOCTHIN TiIHKM
imyHoGiomoriuHi npenapaty, ski BinMOBiNaIOTh BUMOram ACPKABHUX 1 MKHAPOIHUX
CTaH/APTIB, 3apeecTpoBani B YkpaiHi, BKIodeHi 10 JepxaBHOro peectpy miKapchKH®
3ac001B i mpoimHn y BusHaueroMy MO3 IIOPSAKY KOHTPOIIE SKOCT. ey
3rifHo 3 nyHktamd 4 Ta 5 IonoxeHnst, KOHTpoIb 3a BiIIOBIAHICTIO
iMyHOGionpenapariB BumMoram AepXKaBHUX Ta MDKHAPOIHUX CTAHAAPTIB 3 HCHIOETHCS
Hepxnikenyx60ro. S
IIpUAHATTA TIPOEKTY HAKA3y NO3BONHTE 3allpOBAIMTH Yy pa3i HEMOXXIMBOCTI
NpOBECHHA J1aboparopHoro amamizy MIBIT B YIIOBHOBaXXEHUX JabopaTopisx Ha
TepUTOpil YKpaiuu, 3ailicHeHHS 11260paTOPHOTO KOHTPOIIO B 3aranbHOEBpOHEHCHKii
Mepexi odimiliEux naGoparopiit KOHTPOIFO  JiKapChKUX 3aco6iB  (General
European OMCL Network, GEON). RSN
26 tpasns 1994 poxy Kowmicis €Bponeiicskoro Corozy (€C) i Pama €spomm
BUDIIIMITA CTBOPHTH Mepexy odiriiaux nabopaTopiit 3 KOHTPONIO JiKapChKEX
3aco6iB (OMCL). Lls Mepesxa crana mo4aTrkoM HOBOI criBnpani y chepi KoHTpoIIo
SIKOCTI JIIKApCBKUX 3ac0o6iB IS Moeis i BETEpHHApPIi. ~ oq
Ha crorogni o cxiany mepesxi BXonaTh 61m3pK0 70 nabopatopiit 3 6Lk, Hix
40 xpaiH cBiTy. i
CriBnpang B it Mepexi eKOHOMHTH JepKaBHi KOIITH €Bponeiicpkux Kpaid
3aBIIKM 00’€HAaHHIO pecypciB. JUIsl KOMIIETEHTHHX HAI[iOHAIBHUX OPraHiB BOHA
po3mozinsie po6oTy, TaKUM YHHOM YHHKAOUH ny6mosanns. KpiM toro, naGoparopii
MaroTh JOCTYI 10 HAaHCYyYaCHIIIMX TEXHOIOTIH i aHAII THIHUX METOIHK.
Onmiero 3 Iporienyp, sKi JO3BONSIOTE €KOHOMATH pecypcen, € iponiegypa OCABR
(Official Control Authority Batch Release) — Bumyck cepiit 6iomoriuamx JKapCHKUX
3aC00iB yIOBHOB@XEHHM OpPTaHOM 3 KOHTPOJIIO JiKapcekux 3acobis. IIporenypa
nepenbadae B3a€MOBH3HAHHS pe3yinsraris OCABR YIIOBHOBa)XXEHHX OPraHiB KpaiHs
wieHiB €C Ta €Bporeiicbkol eKOHOMITHOT 30HM. '
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Sl yIOCKOHAEHHS PeryIATOPHOI chcTeM: Y cdepi 06iry nikapceKux 3aco6iB B
IPOIECi MiArOTOBKH OG’€KTMBHOI OIIHKH HAINOHATBHOL PETYIATOPHOI CHCTEMYE
y cepi 06iry mikapcekux 3aco6iB 3a momomoror IOGaIBHOIO iHCTpYMEHTY:
IOpiBHANBHOTO aHamisy BOO3 (WHO Global Benchmarking), Beaxaerscst
3a HeoOXiHe BIPOBaKEHHS KepiBHMITBA MO0 HE3ANEKHOTO BUIIYCKY MapTii
BaKIMH peryiaropHuMu opranamu (Guidelines for Independent Lot Release of
Vaccines by Regulatory Authorities, Annex 2, TRS No 978) (mani — Kepisuuntso).
BinnosinHo 10 myHKTY 4.2 KepisHunTBa, BUPOOHHK Hece psin 000B’sI3KiB MO0
BumycKy naptii HPO/HKJL V 3B's3ky 3 UuM BHPOGHHK MOBHHEH MONATH KOYKEH
3BelleHMH TPOTOKOJI BUPOGHUIITBA Ta KOHTPOIIIO. 1
Biamosigro fo myukTy 5 KepisHuUINTBA, 3B€1HMI IIPOTOKOJI BUPOOHWKA IOBUHEH
OyTH nepeBipeHy# HAL[IOHATBHAM PEryIATOPHEM opranoM (HPO) a6o manionanssom
KOHTpOIBHOW naboparopiero (HKJI), mo6 nepekonarues, mo cnenudikarii;
BU3HA4CHI B JOCHE PEECTPANiMHOrO MOCBifYEHHS, BHKOHYIOTHCS Iiepe]1 BUITYCKOM
TapTii Ha PHHOK. i
Otmxe, 3aTBep/KEHHS BIIIOBIMHMX 3MiH 3a0e3MMeYnT: CTBOPEHHS YMOB ISl
ONTHMi3allii cmiBmpani cy6’eKTiB TOCIONAPIOBAHHS 3 OpraHaMy Jep>KaBHOI'O
KOHTPOJIO SIKOCTi JIKAPCBKUX 3aCO0iB 3 ONHOYACHHM 3a0e3EUEHHSIM 3MiHCHEHHS
JICPKaBOIO KOHTPOIFOIOYHX Ta COLiaibHuX QYHKIIH B chepi 0XOpOHH 310poB’s.

3. OCHOBHI I0JIO;KEHHSI HPOEKTY aKTA B 35

IIpoekToM Hakasy IIPOLOHYETHCS 3aTBEPIMTH 3MiHH 0 Iopsaaxy 3miticnenms
KOHTPOJIFO 3a BIANOBIAHICTIO iMyHOGIONOriYHMX NpemapartiB, (O 3aCTOCOBYIOTHEH
B MCJMYHIA IpPAaXTWII, BUMOraM [ep)KaBHHX i MiKHAPOLHAX CTaHIAPTIB;
3aTBEPIDKEHOr0 Haka3oM MiHicTepcTBa 0XOpoHH 310poB’s Yxpaiuu Bin 01 %oBTHA
2014 poky Ne 698, 3apeectpoBanoro B MiHicTepcTsi rocTuuii Vxpaiau 29 xoBTHS
2014 poky 3a Ne 1356/26133.

4. IIpaBoBi acnekTn

V nawiii cdepi cycminpHuX BiTHOCKHH HifOTH Taki HOPMAaTUBHO-TIPABOBI aKTH: -

3akoHu VYkpainm «OCHOBH 3aKOHOJABCTBa YKpaiHH PO OXOPOHY 37I0POB'S;
«IIpo mikapcbki 3aco6m», «IIpo OCHOBHI 3acay AEPKABHOTO HarIsaay (KOHTPOJIO )t
chepi rocmomapchkol AistbHOCTI», «IIpo 3aXHMCT HaceNeHHS Bif iHpeKmifamY
XBOpOOY; b

nocraHoBu Kabinery Minictpin Vkpainu Big 15 ciums 1996 poky Ne 73 «I1Ipo
3aTBepkeHHs [IONOXKEHHS MpO KOHTPONB 3a BIiNOBiAHICTIO iMyHOGiONOriuHWX
IpenapariB, IO 3aCTOCOBYIOTBCS B MEIWYHill IPAaKTHI, BUMOTraM IEPKaBHUX Ta
MIXXKHapOJIHUX CTaHAApTiB», Bix 30 micTomana 2016 poky Ne 929 «IIpo 3aTBepmKenHs
JIineH3iMHUX yMOB NpPOBaIKEHHI rOCIOZIAPCHKOl  ISNBHOCTI 3 BHPOOHMIITBA
JIKapCHKUX 3aC00iB, OITOBOI Ta PO3APiGHOT TOpriBmi TiKapCEKHME 3acobamy; iMmopTy:
JIKApCHKMX 3ac00iB (KpiM aKTHBHYUX (apMaleBTHIHIX iHrpeieHTiB)»; Bix 03 MmoTory
2010 poxy Ne 260 «Jleski HHTaHHS [EPKABHOTO KOHTPOIIO SKOCTI TKapChEKuX
3aco0iB»; 12 cepnua 2015 poky Ne 647 «Ilpo 3arBepmxenus [10n0XkeHHS npe
MlepxaBHy ciyx0y YkpaiHu 3 TiKapchKUX 3aC06iB T KOHTPOIIO 32 HAPKOTHKAMEY. &




S. ®inaHCcoOBO-eKOHOMIUHE Oo0rpyHTYBaHHSN =
Peanizariis monoxxens TIpOEKTY Hakasy He MoTpebye dinancyBaHHs 3 JIepKABHOTO
Ta/abo MiCIIEBHX GIOKETIB. e

6. Ilo3umist 3ainTepecoBanux CTOpiH

Ilpoext  Hakasy noTpeOye  TpPOBEJEHHS  yGIivHMX KOHCYJIbTaIlii
3 TPOMAJCBKICTIO IIUIIXOM PO3MIIIEHHS Ha o¢inmifinomy BeGcaiirti Minictepcrsa
OXOPOHHU 3710pOB’sl YKpaiHu. o

lpoext Hakasy me crocyerbcs mmTamm byHKIiOHYBaHHS  MicHeBOT®
CaMOBDSNyBaHHs, TpaB Ta iHTEPeciB TepHTOpiambHHX TpoMaz, MicleBoro Ta
PeTiOHANBHOrO PO3BUTKY, byHKIiOHyBaHHS i 3acTocyBaHmHs YKPaiHCBKOI MOBH HK
ACPKABHOL, TOMy He IOTpefye MOTOMKEeHHS YIIOBHOBXXEHUMH TIPEACTABHUKAMMA
BCEYKPaiHCBKHX acoliialliii OpraHiB MicrieBoro CaMOBpSIAYBaHHA, BiAMIOBIIHMX
OPTaHiB MiCIIEBOrO CaMOBpSLyBAHHS, YpAIOBOTO YIOBHOBAXKEHOTO 3 mpaB ocib 3
iHBaiHICTIO Ta BCeyKpalHChKIX TPOMaZICbKUX OpraHi3aiiit oci6 3 imBamigHicTIO, X
CIIJIOK, YIIOBHOBa)KEHOTO i3 3aXUCTY NEepKaBHOI MOBH.

IIpoexT Hakasy He cTocyerscs cdepn HayKOBOI Ta HayKOBO-TeXHIUHOT
JUSUTBHOCTI. jf“

Ilpoext Hakazy moTpeGye moromkeHHS 3 YnosnoBaxenum BepxosHoi Paii
Yxpainy 3 npas mromqunmy, HepxaBHOIO Ci1yx)6050 Yxpainu 3 nikapcekux 3aco6is Td
KOHTPOJIIO 32 HAPKOTHKaMH, JlepxaBHOIO perynsaTopHOIO Ciyx6010 YKpaiHu.

IIpoexT Hakasy moTpebye 3milicHeHHS AepXKaBHOI peecTpaliii B MiHiCTepcﬁﬁf
foctrnii Ykpaiam. o

P

7. Oninka Bignosigmocri

Y IPOEKTi HaKasy BiACYTHi IIOIOXKEHHS, 1110 CTOCYIOTBCA 3000B’s13aHb Y Kpainu y
cepi espometicekoi inTerpanii, mpas Ta cBo6op, rapanrosanux KompeHmiero mpo
32XUCT IIpaB JIOAWHY | OCHOBONOJIOXKHUX CBOGOJ; IO BILIHBAIOTH Ha 3ale3neueHHs
PIBHHX IpaB Ta MOXJIMBOCTEH IKIHOK | YOJIOBIKiB; MICTATh DPH3MKHM BUMHCHEM
KOPYNIIMHAX IIPaBONOPYIICHs Ta IIPaBONIOPYIIEHb, IIOB’SI3aHUX 3 KOPYIIIi€lo;
CTBOPIOIOTH IIACTABH IS JUACKpUMIHALT. ; ';‘ff

IpoexT Hakasy He notpeGye mposenenms I(POBOT eKCIIePTH3N Ta OTPUMAHHS
BUCHOBKY MiHicTepcrBa 1mdposoi Tpancdopmanii Vkpainu TOMY, IIO BiH He
CTOCY€TBCS MNHTaHb 1H(MOPMATH3ALii, eTeKTPOHHOro ypanyBaHHs, (opMmyBaHHS
i BUKOPHCTAHHS HaIliOHANLHIX CIIEKTPOHHUX iHQopManiiiHux pecypcis, PO3BHTKY
iHpopManiiiHoro cycminbcTaa, CIIEKTPOHHOI IEMOKpaTii, HagaHHs aIMiHICTPAaTHBHHX
nociyr a6o uu$ppoBOro po3BHTKY.

I'pomazceka AHTHKOPYIIIiiina, rpoMajaceKa aHTHIUCKPUMiHAIlHHA
Ta rpoMa/iChKka reH/IepHO-IIPaBOBa eKCIIePTH3H He HPOBOIUITACS. ¢

8. IIporuos pesyabrtaris :
Peanizanis mpoexty Hakasy He wmaTMe BIUIUBY HAa DPUHKOBE CEpeNOBHILE!
PO3BHTOK DEriOHIB, MiIBUIIEHHS UM 3HIDKEHHS CIIPOMOXXHOCTi TepUTOpiabHIX
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TPoOMaJ, PMHOK Ipami, piBeHb 3aiiHATOCTI HaCeNleHHsl, eKOJOTiI0 Ta HaBKOJ'II/IH_IHG
TIPHPOZHE  CEpEeNOBHUINE, O6CAr MpHUPORHHX pecypciB, piBeHb 3a6py11HeHH;1
aTMocd)epHoro TOBITPS, BOIW, 3eMes, 30KpeMa 3abpynHeHHsS yTBopeHPIMPf
BiZIXONIaMH, 1HIII CYCITiTBHI BiqHOCHHHY.

Peanizanis mpoexry HaKasy IIO3WTHBHO BIUIMHE Ha chepy I'POMaJICEKOro
3):(op013 A, CIPHATHME MOKPAINEHHIO CTaHy 3/0POB’S HACENEHHS i 3aXHCTy IIpaB
Ta iHTepeciB cy6’eKTiB T'OCTIOIapIOBaHHs, IPOMaJIsIH, JIePKaBH.

Biiine Ha inTepecn 3aiHTepecoOBaHHX CTOpiH: - id
3ainTepecoBana | Bmims peaiizarii akta Iosicuennst ovixyBanoro BILIUBY o
CTOpoHa | g 3aiHTepec0BaHy ‘ : I '
CTOpPOHY

Cy6’extn ITosuTuBHwMit Onrumizariss  crimpani Cy0’eKTiB
TOCIIOTaPIOBAHHS TOCIIOIapIOBAHHS 3 opraHam# |
ACPKABHOTO  KOHTPONIO  SIKOCTI
JTKapCBKUX 3ac06iB.

I'pomMagsaun Io3uTueHMIL 3abesneuenns rpoMansaH  VkpaiHu;
iMyHOOiONMOr YHIMH HpernapaTamiy
HaAJIEXKHOI SIKOCTI.

Hepxasa Io3utuBHMi Omrumizanis  nopsiaky SIIII/ICHeHH}I
KOHTPOJIIO 3a Bl,Z[HOBl,Z[HlCTIO_':
iMyHOGi0ONOTiUHIX npenaparis, 1mo
3aCTOCOBYIOTHCS B MeANYHil |
TPaKTHULi, BHMOTaM JepXaBHUX |

Ml)KHap OJJHUX CTaHI[apTlB

MinicTp oxoponu 310pos’s Ykpainu Wﬂcmp JAIMIKO 3

2023 p.
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AHAJII3 PETYJISITOPHOI'O BILIUBY
/1o npoeKTy Haxasy MinicTepersa oxoponu 3q0pos'st Ypainu
«Ipo 3arBepmenns 3min no Mopaaky 3xilicHenns KOHTPOJTIO
3a BiANOBiAHICTIO iMyHOGiOMOTiYHAX npenaparis, 10 32CTOCOBYIOThLCS
B MEAHYHIN MpaKkTHLi, BAMOram AeP:KaBHUX | MiKHAPOHUX
CTaHIAPTiB»

L. Busnauenust npoGyemu

Binnosinno mo Ilonoxkerus mpo Hepxasuy cmyxGy Vkpainm 3 mixapcbkmx
3ac00iB Ta KOHTPOJNIO 32 HAPKOTHKAME, 3aTBEPIUKEHOTO ITOCTAHOBOKO Kabinery
Minictpis Vkpaiaw Big 12 cepums 2015 poky Noe 647, OCHOBHMMH 3aBHAHHIMHU
HepxasHoi ciyx6u Ykpainm 3 mikapchbkux 3acobiB Ta KOHTPOJIIO 32 HAPKOTHKAMH,
30KpeMa, € peallizallis JepkaBHOI MOMITHKE ¥ chepax KOHTPOJIIO AKOCTI Ta Oe3Iexn
JKApCHKUX 3ac0o0iB, y TOMy YMCI MeaHdHEX iMyHOGionOriYHUX mpenaparis,
MEIMIHOI TEXHiKM i BHPOGIB MEIWYHOTO IpH3HAYEHHS, Ta 00iry HapKOTHYHEX
3ac00iB, ICHXOTPOITHMX PEYOBHH i MPEKypCOpiB, npoTuii ix HezakoHHOMY 06iry, a
- TaKoX BHECEHHs MIHICTPOBI OXOPOHH 3HOpOB’S MPOIO3MIH OO (hopmyBamHHs
AePKaBHOI HOJITHKH Y 3a3HAYEHUX CEpax.

Hepxiikeayx0ba, BIAMOBIIHO [0 MOKIANeHMX Ha Hel 3aB/aHb, 30KpemMa
30iMCHIOE NepKaBHMM KOHTPONh 32 JOTPHMAHHSM BHMOT 3aKOHOJIABCTBA . IIOLG
3a0e3MeveHHs AKOCT] Ta Ge3meky IKapChKux 3acobiB Ha BCIX eTamax obiry, y Tomy
YHCIL I1JT Yac X BBe3eHHs Ha TepHTOpifo YKpainw, R

MexaHi3M [epaBHOTO KOHTPOJIO SKOCTi JTiKapChKUX 3ac00iB, 0 BBO3SATECH B
Vkpainy, BumsHaueno IlopsmkoM 3milicHeHHS JICPXKaBHOTO KOHTPOIIO  SIKOCTE]
JKapChKHUX 3aco0iB, IO BBO3STHCS B VYKpaiHy, 3aTBEpIKEHOTO MOCTAHOBGIG
Kabinety MinictpiB Vkpainu Bin 14 Bepecus 2005 poxy Ne 902, (mami — moctanopa
Ne 902). CHY

Binnosigno mo myrkry 9 mocrasosu Ne 902, 1abopaTOpHUI aHali3 MKapCHKUX
3ac00IB He MPOBOIUTECS B pasi, KOJH IiIPHEMCTBA 3 iX BUPOOHHUIITBA PO3TAIIOBAHL
B JiepiKaBax, yIOBHOBAXKEHHH OpraH y chepi KOHTPONIO SKOCTi HKapChKiX 3acofis
SJKUX € dleHoM MikHaponHoi CucreMd —cHiBpoGiTHHITBA (bapManeBTHYHmR
incrrexniit (Pharmaceutical Inspection Cooperation Scheme, PIC/S). Taxi mikapcski
3aCO0H MiIATAIOTH Bi3yalbHOMY KOHTPOIIIO. SUHR

PazoMm 3 THM, HA MOMeEHT 3alPOBAKEHHSI 3MIH 10 MOCTaHOBHA No 902 y 2012
poLi MO0 3BiNEHEHHS BBE3eHUX JIKAPCHKAX 3aC00iB Bij 1a60paTOPHOTO KOHTPOILIO;
anedamu PIC/S Gymm Bukmouno kpaimm 3 cyBoporo perynsaropHoro cuctemoro. Ha
ceoronti PIC/S mapaxoBye 52 perynaTopmi opramm 3 yChoro caity (€Bpormus
Adpukn, Amepuxu, Asii Ta ABcTpanii) i X KUTBKICTE 3 KOXKHHM POKOM TOCTiiiHG
301IIBITy €THCS. - i

Tax, Mixnaponna crucreMa (hapMaleBTHIHUX iHcmexiit, PIC/S, unenom. sigoi
Ykpaia B ocob6i epsxiikcayx6u € 3 2011 poky - e HeoQiniitHui noroBip-mpe
CHIBIPAIO y cepi 30KpeMa HaTeKHOT BUPOGHHIOT IPAKTHKH (Iai — GMP). Limisra
3apflanHa PIC/S cnpsmosani Ha rapmorizamiro mpomemyp IHCTIEKTYBaHHS y BCHOMY
CBITI IIAXOM PpO3POGKH Ta BIPOBAIKEHHS craugapris GMP ta kepiBRiz
FIOKYMEHTIB; MiIFOTOBKA KOMIIETEHTHHX OpIaHiB, 30KpeMa iHcriektopiB GIMEP;
OLIHKY (Ta MePEeOLiHKA) {HCIEKTOPATIiB Ta CIIPUSHHS criBmpani #f po6ori B cucreNd

Hid



2

m&f 15
JJISL KOMIICTCHTHHUX Opl"aHlB i Ml)KHapO,I[HI/IX OpFaHISaHIH BOI(HO“I&C B3a€MHOI;_‘Q§

BU3HaHHA MiX wieHamu PIC/S HeMmae, koxua KpalHa Mae BHYTpilIHi HopMaTHBHQ;
IIPaBOBI aKTH, AKI PEryJIHOI0Th BIATIOBiHI CepH. .‘

B Toif xe wac, BimmoBimHO 10 BHMOr craTTi 51 Jupexrusn 2001/83/%3?
€sponeiicekoro Iapnamenty Ta Pagu Bix 06 mucromana 2001 poxy mono Kojekc 3 }j{
CHiBTOBaprCIBa CTOCOBHO NIKapChKUX 3aco0iB, NIPHU3HAYEHUX I 3aCTocyBaH;I>I
JIFOJIMHOIO, KOXKHA cepm Jmcapcmcoro 3aco6y, sIKa BBO3UTBCA 3 TPETiX KpaiH, mmmrae
TIOBHOMY AKiICHOMY 1 KIJ'IBKICHOMy aHaN3y, JUIS TapaHTYBaHHS SKOCTI BBe3eHoro
JiKapchKOro 3acoby i Horo BimmoimHoCTi PeeCTpaliifHuM TOKYMEHTaM. o

BignoBimHo 10 mymkry 2 Ilonoxxemms IIpo KOHTPOIb 3a Bl,t[HOBmchﬁo
iMyHOGioNOTiUYHKX Ipenaparis, 1o 3aCTOCOBYIOTECS B MEAWYHIM NPAKTHUIlL, BUMO M
NEp)KaBHUX Ta MDKHapo,I[HI/IX CTaH/apTiB, 3aTBEPAKEHOI'O ITOCTAHOBOIO Ka61Hg

Minictpi YKpa1HH Bix 15 Cl‘IH)I 1996 poky No 73 Ha TepI/ITOpll pralHI/I MOXK

npenapaTy, sAKi BiNOBiNAaIOTh BHMOTaM NEPKaBHUX i MDI(HapOI[HI/IX CTaH,uap
3apeecTpoBaHi B YKpaiHi, BKitoueHi 10 JlepkaBHOTO peectpy TKapChKHX 3aco0iB
npoinum y BusHadenoMy MO3 mopsiiKy KOHTPOIb SIKOCT. i

¥

. . l '}
MexaHizm ACPKABHOT'O KOHTPOJIIO SKOCTI 1MYHO610J'IOI‘1‘—IHI/IX HpenapamB

3MIHCHIOETBCS BifMoBinHO 7o IlopsiiKy 3miliCHEHHS KOHTpOIIO 3a anomz:mcno
iMyHOGi0MIOTIYHMX IpenapaTis, O 3aCTOCOBYIOTHCS B MEqUYHIM IIPAKTHUIL, BAM
IEepXKaBHUX 1 Ml)KHapOI[HI/IX CTaH,I[apTlB 3aTBEPIDKEHOTO HakasoM Minicrep
OXOpOHH 3710poB’st YKpaitm Bixm 01 xoBTHI 2014 poky Ne 698, 3apeectpoBa
B MimicrepcTBi foctumii Vkpaimm 29 xosras 2014 poky 3a Ne 1356/26'“'
(mami — Hop;mOK) ¢

aHaNli3y 3a BM3HAYCHHMH LEHTPAIGHAM OPraHOM BHKOHABYOI BJIAIH, IO peam&ye:
JiepXaBHy MOMITHKY y cdepi KOHTPOMO SIKOCTI Ta Ge3meKH JiKapChKUX 3a0061B
nokasHuKamMu cremudikanii sxocti MKS mimmsraroTs: Bakmmhy, aHaTOKCI/IHPF
ajneprex TYOepKYIbO3HHIA, IPOTUIIPABIIEBa CHpPOBaTKa, aHTI/Ipa6IT-IH
iMyHOrmOGyIiH Ta iMyHOGiOMOrIYHI mpemapaTy. g
Hapasi ymosHOBaxkeHi naGoparopii He 3aBXIH MAalOTh MOMIHBICT IPOBEX
KOHTPOJIb SIKOCTi IMYHOOIONOriYHMX Mpemaparie y 3B’A3Ky 3 Bl,Z[C}’THlOfII
HeoOXiHOTO J1JabopaTopHOro o6Ia HaHHS. :
JI1s1 yROCKOHANIEHHS PeryIATOpHOI cucTeMu Yy cbepi 06iry ikapchKux 3aco@13
B IpoIeci MiATOTOBKH 00’€KTHBHOI OLIHKH HAIlOHAIBHOL pervaITopHm CHCTEN i
y chepi o6iry mikapcbkux 3aco0iB 3a momoMorono I 06aibHOro IHCprMeH*T}?
MOpiBHSUIBHOTO  aHanisy BOO3 (WHO Global Benchmarking), BBaKAETHCH
33 HeoOXi/iHe BIpOBajUKeHHs KepiBHMITBA INOJO HE3ANEKHOrO BHIYCKY napT;zm
BaklIUH perynaTopHumMu opranamu (Guidelines for Independent Lot Release }f:of
Vaccmes by Regulatory Authorities, Annex 2, TRS Ne 978) (mami — KeplBHI/IIITBO

purtycky naptii HPO/HKJI. V 3B'A3Ky 3 LM Bnpo6HHK ITOBUHEH ITOJATH SBene :
TPOTOKOI BHpOGHpIHTBa Ta KOHTPOIIO.

IOBHHEH OyTH IepeBipeHui HaH;IOHaJIBHI/IM PEryiIITOpHAM OPraHoM (HP@)
a0 HalIOHATEHOI0 KOHTPOJIBHOW Jaboparopiero (HKJI), mo6 mepekoHATHCS, m@f



crienudikanii, BUsHaYeH] B JOChe PEECTpaniifHOro IOCBiTIeHH s, BUKOHYIOTBCS ne it
BHUITyCKOM IIapTii Ha PHUHOK. By

Crnix 3aspaumty, mo y 2017 — 2022 poxax KiiekicTs Y4acCHHKIB an
po31piOHOI Ta ONTOBOT TOPTIBII JTiKAPCHKUMH 3aCO0aME CTAHOBHIIIA:

Kinekicts yaacHmkis | 2017 | 2018 | 2019 2020 12021 2022 ¢
pUHKY 8093 | 7847 | 7054 6757 | 6613 6674 |

Bogrouac, mo cranom Ha 01 TpaBHs 2023 poky KilbKicTb cy6’e
TOCIIOAAPIOBAHHS, 110 MAIOTh JHIECH3I Ha IPOBAKEHHS TOCIOAAPCHKOL isITEHOCTI 3
BUPOOHMIITBA JiKapPCHKUX 3aC06iB, ONTOBOI Ta PO3APi6HOI TOPriBmi IiKapCHKAM
3ac00aMy, IMIIOPTY. JIKAapCHKMX 3aco6iB (KpiM aKTHBHHX (hapMameBTHHHIK
iHrpeienTiB), cKIana: "

KisibkiceTs cy0’€xTiB rocmogapoBanns, Mo MAaOTh JineHsii Ha NpOBAKCHHNA

TroCIOAaPEHKOI TislIbHOCTI 3 BAPOOHUITEA JIIKAPCHKHX 32¢00iB, 0NTOBOT Ta po3apiGHoi

TOPIiBJIi JIiKapchKUMH 3acobamu, iMIOPTy JikapcbKuX 3aco6iB (KpiM aKTHBHEX
¢GapManeBTHIHUX iHTPeTiCHTIB)

Bupo6unnreo OntoBa Po3apiéHa Toprieas, B Tomy Pazo
Immopt (mpomuciioBe) TOPriBJs YHC/li BADOOHHIITBO B YMOBAaX o
anTeKH e

209 128 391 5946 66741

B Toit xe wac, KinmbKicTh CyG’€KTiB TroOCIHOZAapIOBAaHHS, IO 3IIHCHIOOTE

BBE3€HHS JTIKApCHKHUX 3aC00iB, npotsaroM 2017 — 2023 pokis: v

Kinbkicrs cy6’exris 2017 | 2018 | 2019 | 2020 | 2021 2022

rocnogapioBaHHs, 10
3{{{CHIOIOTEL BBe3eHHS

154 139 134 125 1133 128

KOHTPOJIIO SKOCTI JIIKapCHKUX 3ac00iB, 10 BBO3ITHCS B YKpaiHy:

Pix 2021
Beeseno na Tepuropiio Ykpaiuu (cepiii JI3) 21859
KinekicTs BBe3enn JI3 78697
IIposeneno BisyanabHnii KOHTpOJH (cepiii JI3) 78697
IIposeneno naGopaTopHnii KOHTPOIb (cepiii JI3) 5337
Bupano mo3nTHBHEX BHCHOBKIB 78701 58118 * 1




4

Bunano HeraTUBHHX BHCHOBKIB 25

Bgeseno Jgikapeskux 3acobis (BixmoBinHo mo peecTpaniiinmx 4042
IOCBiTYeHb) 3 TOKYMEHTOM, 0 WiATBEPIKye BiANOBiIHicTh
YMOB BHPOOHHUNTBA JHKADCHKHX 3ac00iB BHMOram mo
BHPOOHMITBA JiKapchKHX 3aco0iB B Ykpaini (ceprudikar
BiAnoBigHOCTi ymoBaM BHPOGHHNTBa JiKapchbKuX 3ac00iB
GMP/BacHoBOK  mom0 NiATBepIKeHNs1  BigmoBimHocTi
BHPOGHANTEA JiKapchKoro 3aco0y Bumoram GMP)

Breseno mgikapcskux 3aco6iB (Bixmosiano mo peecTpaniiinax 0
HOCBiAYeHb) 6€3 NOKYMEHTY, 0 WiXTBEPIKY€e BiAMOBiHiCTE
YMOB BHPOOHHUTBA JiKapchKux 3acofiB BHMoram o0
BHPOOHHNTBA JiKAPCHLKHX 3ac00iB B Ykpaimi (cepTudixar
BiamoBixHOCTI yMOBaM BHPOGHHITBA MIKAPCHKHX 3ac06iB
GMP/BucHOBOK  mOX0 NiTBEpIKeHHs  BignmoBigHOCTI
BHPOGHHUTBA JIiKapehKoro 3aco0y Bumoram GMP)

BBeseno Jixkaperknx 3aco6iB (Bigmosimmo g0 peecTpaniiinmx 100%
HOCBI4€Hb) 3 NOKYMECHTOM, 10 HiXTBEPIKYE BiAIOBiTHiCTE
YMOB BHPOOHHNTBA JiKapchbKuX 3aco0iB BHMoOram /0
BHPOOHHNTBA JiKAapChKHX 3ac00iB B Ykpaimi (ceprudixar
BiOBiTHOCTI yMoBaM BHpOGHHITBA JIKApPCHLKHX 3ac00iB
GMP/BucHoBOK  momo HiATBEpIKeHHA  BigmoBigmoCTI
BHPOGHANTEA JIiKapcbKoro 3aco0y Bumoram GMP)

Bigmosigao no mymkty 193 Jlimensiiimmx YMOB IIPOBA/KEHHS TOCIOAAPCHKOL
HiSIBHOCTI 3 BHPOOHUIITBA J'IlKapCBKI/IX 3aco0iB, onTOBOI Ta PO3APiIGHOI TOpT g
JUKapCRKAMH  3ac00aMu, IMIOPTY JHKAapchbKHX  3acobiB (xpiMm  aKTHBHMX
(hapMalleBTHYHUX IHIPEAi€HTIB), 3aTBEPIKEHUX OCTAHOBOIO Ka61HeTy Minictpis
VKpalﬂn Bix 30.11.2016 Ne 929 (naii — Jlinensiiini ymoBu), ninensiar 30608° SI3aHAN
3JIiCHIOBATH 1Mr[opT JTKapChKUX 3acO0iB TakUM UHHOM, 106 3a6e3neq1/1"“
BIANOBIMHICTS JHKApPCHKUX 3aCOGiB X MPH3HAYECHHIO, BHMOIaM HOPMATHB
aHATI THYHHX ,I[OKyMGHTlB peecTpariiHoro jgocke abo crmemubixanii Ta MeTo;g »
KOHTpOJ'IIO SIKOCTL, 3aTBep/keHHX MO3, Ta BHKIIOYHTH PH3HK IS MAIICHTIB;
NOB'S3aHUM i3 HENOCTATHEOI OE3IeKOI, SAKICTIO U e(heKTHBHICTIO JKapch x'_:
3aco0iB.

3rizHo i3 myHkToM 264 JlineHsidHux ymMoB YIoBHOBaXKeHa 0coda 1MnopTepa
3MIHCHIOE BXiHMIE KOHTPOJb SIKOCTi JIKapChKHX 3ac00iB, BBE3CHHX B YKpalny,'
TePEBIPsIE BIANOBIHICTE OJIEPIKAHHUX JIKAPCHKHX 3aCO0iB CYIPOBLIHAM JTOKYMEHTaM
o0 HailMeHyBaHHI, JIlKapCI)KOI (popMH BUJly Ta PO3MIpY YNAaKOBKH, KiTBKOCXH
JIO3yBaHHs, HOMEPIB Cepilf, TepMiHIB IPUAATHOCTI, peecTPamiiiHOro CTar
BHPOOHHUKA TOIIIO. -

Ilepes BUAa9010 XO3BOTY Ha BUITYCK (peaizaliio) cepii Jikapchkoro 3aco6y:ate
JI03BOJly HAa BHMKODHCTaHHS y BHPOOHMIITBI yHNOBHOBaXkeHa 0c06a 3000B's3al
NEPEKOHATHCS B JOTPUMAHHI TAaKMX BHMOT SK, 30KpeMa, IO BHPOOHHI
3IICHIOETHCS BiZIIOBIAHO 1O BUMOT HAIEXKHOL BHPOOHUYOT IPAKTHKH.

3 MeTOI0  YNOCKOHAeHHA CTAaH[ApTH3amii Ta  KOHTPOIIO XKO@?[fgi;(




iMyHoGionoritaux mpemapatis  Jlepiiikciyx6oto PO3pOOIIEHO TIPOEKT HaKaw i
MlHlCTepCTBa OXOpOHH 3710poB's Ykpainm «IIpo 3arBepmkeHHS 3MiH 110 Hopﬂme i
3[iMCHEHHA KOHTPONIO 3a BiINOBiAHICTIO iMyHOGionOriuHmX npenapaTlB ‘e |
3aCTOCOBYIOTECS B MEJMYHiM TNpPaKkTHNi, BUMOraM J[ep)KaBHHX i MDKHapOI[HI/I :
CTaH/IAPTIBY (Halli — IPOEKT HaKa3y). g4 )

IIpuiHATTS TPOEKTy HaKasy [O3BONMTH 3aIPOBAIHTH y pasi BI/UIBJIGHH}I
NOpyIIeHb, 1IN0 MOXYTh HETATMBHO BIUIMHYTH Ha SKiCTh, OesledHicTs Ta
epextuBHicTs MIBII Ta HEMOKIMBOCTI IPOBEIEHEHS 1abopaTOPHOTO aHaNi3y MIEH |
B YIIOBHOBaXXCHUX J1a00paTopiax Ha TepHTOpii YKpaiHw, 3a 3BEpHEHHIM 3asIBHHKA |
HO3BOJIETECS  3MIHMCHEHHS J1abopaTopHOro KOHTPOIIO B 3al“aJIBHO€Bp0IIEI/ICB 178
Mepexi odimiiHuX maGopaTopili KOHTPONO IKapchKEX — 3ac06iB rab |
European OMCL Network, GEON). - TG

26 tpaBusa 1994 pokxy Kowmicieto €sponeiicskoro Corosy (€C) 1 Pamn €Bp0ﬂn :
CTBOPEHO Mepexy odiuifinnx nabopaTopifi 3 KOHTPOMIO JiKAPCHKEX 3ac06113
(OMCL) {1 Mepexa crama movaTkoM HOBOI criBIpaui y chepi KOHTPOIIO HKOC
JKapChKUX 3ac00iB IIs ToAel i Betepunapii. i ; é

Ha cporozui 1o cxnaxy Mepexi Bxomsts 6iusbko 70 mabopaTopiit 3 6imbi, H1>Ie
40 xpaiH cBiTy. ity

CniBrpans B milf Mepexi eKOHOMHATH HEepkKaBHiI KOIITH €BpPOIENHCHKAX Kpa’mé
3aBIAKH 00’€IHAHHIO pecypciB. [ KOMICTCHTHHX HAIIOHATGHMX OPraHiB BOHA |
posnozinge po6oTy, TaKUM YUHOM YHHKAIOUK I[y6J'IIOBaHH$I Kpiwm Toro, JIa60pa'r0f i
MaIOTE JOCTYI [0 HalCyJacHIIINX TEXHOJOTIH i aHAITHYHIX METOINK. i

Onmiero 3 mpomenyp, fKi JIO3BOISIOTE €KOHOMHTH PECYypCH, € IPOLEY?
OCABR (Official Control Authority Batch Release) — Bumyck cepiit Giomoriugiss
JIKAPCHKUX 3ac00iB YIOBHOBaXGHHM OPraHOM 3 KOHTPOJIO JIKAPCHKHX 3acoGiBi’
Ilponienypa nepenbadae BiaemoBH3HaHHsA pesymsraris OCABR YHOBHOBa)KeHI/IX%
oprauiB kpain-wienis €C ta €Bponencm<01 €KOHOMIYHOI 30HH. i

OTtxe, 3aTBeP/IKEHHS BIAMIOBINHAX 3MiH 3a0€3II€YNTh CTBOPEHHSA YMOB sz
OIITHMi3allil cmBnpam cy0’€eKTiB TOCIIONIAPIOBAHHSA 3  OpraHaMH AlepiKaBt o

AE€PKaBOIO KOHTPOIFOIOYHX Ta COMianbHuX QYHKIIM B chepi 0xopoHU 3,uop013 s

OcHoBHI TpynH (HiATpyn®), Ha SKi YUHATH BIUIMB IPOEKT HAKa3y:

I'pynn (minrpynn) Taxk
I"pomassaan +
HepxaBa +
Cy0’€exTH rOCHOIapIOBaHHs, +
y TOMY YHCIi Cy0’€KTH MaJIOro MiqnpreMHHIITBa* +

IL IMiiai xepsxaBHOTO peryJIl0BAHHSA
Mertoro TNpOEKTy Hakasy € MiJBUINEHHS e(QEeKTHBHOCTI 3aXOfiB AepKaBHOTO |
KOHTPOITIO AKOCTi JTIKapCHKUX 3ac00iB, MO BBO3ATHCS B YKpaiHy, Ta CTBOPEHHS yMi")‘

J'IlKapCBKI/IX 3aco0iB.
ITpuiHATTS IPOEKTY Hakaszy COPHATAME BUPIIIECHHIO DAY IMTAHb:



IIOCHJICHHIO KOHTPOIIIO 33 SKICTIO JIIKAPChKUX 3aC00iB;

HEJIOIYIIEHHS PO3IIOBCIODKEHHS CyOCTaHAAPTHHX JTIKAPCEKUX 3aC00iB; !

CTBOPCHHS YMOB, IO [aAHTYIOTh HA[XOKCHHs Ha PHHOK YKpaiHu HKICHﬁ ;
e()eKTHUBHUX Ta Ge3leYHUX JIiKapCHKHX 3ac00iB, 110 BHpO6JIeH1 BiZIIOBiHO 11O BI/IM' :
CTaHIAPTIB, IO € 3aMOPyKOI0 3aXHCTy 3HOPOB'S i JKUTTA TPOMamsH Ta 6e3HeKI/I
J€pXKaBy B ILIOMY;

3a0e3IeueH s aIlieHTiB AKICHUME Ta Ge3MeTHNMH TiKapChKIMHE 3ac06aMH.

II1. Busna4eHHd Ta ONiHKA aJbTePHATHBHHX CHOCO0IB AOCSITHEHHS Iij1ei -

1. BusHa4eHHs abTepHATHBHUX CIIOCOOiB

Bun Onuc anprepHaATHBH
aJbTepPHATHBH
AnbrepHaThBa 1  [3aTBepDKCHHS MPOEKTY HAKAas3y. L
I [i(BUIUTE €)EKTUBHICTH 3aXOMIB AEPIKABHOIO KOHTPOJTIO }IKOCTI %‘, :
J'IlKapCBKI/IX 3ac00iB, II0 BBO3ATHCS B YKpaiHy. 3a0€3IeunTh
[aLi€HTiB SKiCHUMHE Ta 6ezneqHHMI/I J'IlKapCBKI/IMI/I 3aco6aMH

H3MKY 3aCTOCYBAHHS HESKiCHUX JIIKapChEKHX 3aC00iB.
AnpTepHATHBA 2 [SAJIMIIUTH CUTYyaLilo 6e3 3MiH.
He npusBeze /10 TOCATHEHHS IOCTABICHUX ITiICH.

2. Ouinka BUOpaHUX albTEPHATHBHUX CII0COOIB HOCATHEHHS IijIei

Omuinka BBy Ha cdepy iHTepeciB fep:kaBy

Bup Buroan Butpatn
AIbTEPHATHBH _
AnprepHatuBa 1 | Ilinpuimenss e(peKTUBHOCTI 3axofiB | BigcyrHi.

JIEPXKABHOIO KOHTPOIIO SKOCTI JKapChKMX
3ac00iB, 1IN0 BBO3ATECA B  YKpaiHy.

Hepomymenmns PO3NOBCIOKCHHS
cyOcTaHAapTHHX JiKapChKUX 3aco0iB.
CTBOpeHHs  yMOB, IO  TapaHTYIOTh

HaJIXOKCHHS HA DPHHOK YKpaiHM SKiCHHX,
ehexTuBHUX Ta Oe3meuHHX JHKAPCHKUX
3ac00iB, AKi BUPOOJIEHI BiAIOBIIHO 10 BUMOT
CTaHJApTiB, IO € 3alOPYKOI 3aXHCTy
3M0pOB'S 1 OKUTTA TpOMaidH Ta Oe3meKu
Jepxkasy B ntoMy. [locuneHHs KOHTpOIIIO 3a
SKICTIO JKapchKUX 3acobiB. 3abe3meyeHHs
NAIieHTiB ~ AKICHUIMH Ta  Oe3neYHuMu
| mkapcbkuMK 3aco0aMy. 3MEHINCHHS BHTPAT
Ha JiKyBaHHSA TIaIll€HTIB BHACJIIIOK
3MEHILEHHS PU3UKY 3aCTOCYBAaHHS HEAKICHHX
JTiKapChKUX 3aC00iB. P
Anvrepnatusa 2 | Bincyrni. He mnpusseme 1o mocsraenns | BigcyrtHi. et




| MOCTABJICHHX ITiJIEH.

2. Oninka BILIUBY Ha cdepy iHTepeciB rpoMasiH

Bun Buroan
AJILTEPHATHBH

AnprepHatuBa 1 | CTBOpEHHS yMOB, 1[0 I'apaHTYIOTh HAIXO/KEHHS HA
HAl[iOHAIBHUM pPHUHOK VYKpaiHW TINBKH SAKICHHUX,
edexTrBHUX Ta Ge3mevHHX JTIKApCHKHX 3aco0iB, IO
BUPOOJIEH] BiJIMOBiTHO 1O BUMOT CTaHIAPTIB, IO €
3aIIOPYKOIO 3aXHCTY 37I0POB'S i JXUTTSA IPOMAIIH Ta
O€3IeKH JIepIKaBy B LLJIOMY.

3abe3neunTs:

- TAIEHTIB AKICHUMH Ta Ge3MeYHUMH IKapCHKAMU
3aco0aMu;

- HEJIONMYINEHHS 3aCTOCYBaHHS JIKapCBKHX 3ac00iB
HEBCTAHOBIICHOI'O MOXOJKEHHS, (ambcrubikoBaHMX,
HESAKICHUX Ta HEe3apecCTPOBAHMX;

- 3MEHIICHHs BUTpaT /I IAlli€HTIB BHACIIiJOK
3BMEHIIIEHHS  PH3HKY 3aCTOCYBaHHS  HEAKICHHX
TiKapChKUX 3ac00iB.

AnbrepraruBa 2 | BigcyTsi

3. Oninka BOIMBY Ha chepy iHTepeciB cy6’eKTiB roCIoqapIOBaHHs
Ilokazuuk Bemuki | Cepenni Mauri Mikpo

KinpkicTs Cy0’eKTiB 1 2 21 80

rOCIOJApIOBAHHS, IO

ITi AT ar0Th ITi T JiF0

pETyIFOBaHHS, OJUHHAIE *

[Tutoma Bara Tpymu y | 0,96% | 1,92% 20,2% 76,92%
3arajabHii KiJIBKOCTI,
BiJICOTKIB

*Ipumimxa: wnaeedena y yvomy APB kinvkicme cy6’exmie 2ocnodapiosanis, u;og
30TUCHIOIOMb 66e3eHHs 6 YKpainy nikapcvkux 3acobis, 00epicana 3 Memorn npoeedennsy)
YMOGHUX. PO3PAXYHKIE, 30 CMAMUCMUYHOW iHopmayielo 6a3u Oanux Jepocnikciyncoi.)
Uoicepeno ompumanna  ingopmayii:  Inpopmayis wodo eudanux mepumopzaﬂbHuMu“f
opeanamu [[epocikCysicou 6UCHOBKI8 NPO SKICMb 68e3eHUX NIKAPCLKUX 30c06i6 cmarnom-H),
01 uepens 2023 poxy. CEl
Bun Buronn Burpata . .|
AJIbTEPHATHBH el
Anvreprarysa 1 | CTBOpeHHS yMOB, IO TaPaHTYIOTh HANXODKEHHS Ha | ButpaTu
PHMHOK  VYKpaiHM fKICHHX, e(QeKTHBHHX Ta | OB s13aHi
OesneyHMX JHKAapChKUX 3acobiB, 1m0 BUpoOIeHi | HeobXimHicTIO
BiITIOBIZHO O BMMOT CTaHIAPTiB; HEMOIYLIEHHS | 03HaioMieHH:  3Y !
PO3SIOBCIOMUKEHHS ~ CYOCTaHIAPTHHUX  JIIKApCHKUX peKOMeHz[aLu;nvﬁ/I’I i
3ac00iB; 3a0€3l€UeHHs TMAIiEHTIB SKICHUMH Ta | Ta opraﬂlgame}.o,-' 1

‘_Lz.s M%‘

eAd 1l




Ge3MeYHIMY JMiKapchKuUMU  3acobamu.  YiTke
PO3MEKYBaHHA HOPSAKY B3aeMOJil 3
KOHTPOJIIOIOUHMMY OpTaHAMH, CTBOPCHHS HAJICKHIX
YMOB JUISL BEICHHS IIiIPHEMHHUIBKOI IisSUIBHOCTI,
HiBHILEHHS PiBHA JOBIpH rPOMAasisH.

ITonoXXeHHS TPOEKTY HaKasy He BIUIMBAIOTH Ha
HPOJYKTHBHICTS ~ T4  KOHKYPEHTOCIPOMOKHICTE
Cy0’€eKTiB rocrmofapioBaHHA; Ha IHHOBAiii Ta
PO3BHTOK; Ha JOCTYI JI0 (hiHAHCIB.

BUKOHAHHA
BAMOT TIPOEKT
Hakazy:

rpH/gens *
HpalliBHUK.

AnvrepHarnBa 2

Bincytni

Bincyrthi

3aTBepIpKeHol moctaHoBoro Kabinery Minictpis Vkpaiam Bixm 11.03.2004 Ne 308)

10 JOMAIOTECA:

gt

CymapHi BUTpaTH 3a albTepHATHBAMA

AubTepHaTHBa 1.

Butparu nepxaBu -

i ATIPHEMHHAIITBA

ButpaTu c/r Benukoro ta cepeaHsoro -

Butpatn ¢/r Majoro mignpueMHHIITEA -

AJsbTepHaTHBA 2.

Burpatu nepxapu -

Butpatu c/T BeirKoro Ta cepeIHpOoro
i ATIPUEMHHAIITBA

121,38 rpm.

Burtpatu ¢/r Majoro miAnprHeMHHIITBA

4086,46 rpH.

IV. BubGip Hai0iapm oNTHMAJBHOTO AJLTEPHATHBHOIO cIOCODY
JOCATHEHHS IiJTei

IiJIEH.




BapricTe GaliB BU3HAYa€THCS 3a JOTUPHOATHHOW CHCTEMOI OIIHKH CTyIIeH
JIOCATHEHHS BU3HAUYCHUX LiJIeH, 1e:

4 - nini NpUEHATTS TMPOEKTY Hakasy, SKi MOXYTb GYTH HOCSTHYTI MOBHGIO
Mipoio (npo6JIeMa OlnbIe icHyBatH He Oyje);

3 - nim npuiiHATTS TIPOEKTY HaKasy, AKi MOXYTb OyTH JHOCATHYTI Maiik
TIOBHOIO MIpOI0 (yCi BaKIHBi acIeKTH MPo0lieMH iCHYBaTH He OyRyTh);

2 - LIl OpUMHATTS HPOEKTY HaKasy, AKi MOXYTh OYTH IOCATHYTI YacCTKOB
(mpobiema 3HAYHO 3MEHIUMTHCS, AESKI BAXIIUBI Ta KPATHYHI ACTIEKTH IpoOIeN
3aJIAIIATECS HEBUPIIIEHUMH);

1 - iy NpUHAHATTS IPOEKTY HaKa3y, sKi He MO)KyTB OyTH HOCATHYTI (IIpo6J‘Iei€/I-
IPONOBXY€E iCHYyBaTH)." 3

Peiitunr Ban KomeHnrapi momo mprucBoeHHs
PE3YNBTaTUBHOCTI | PE3yJIbTATHBHOCT BiATIOBiTHOTO Gasa
(mocsTHEHHS ITiIei i(3a )
IIiJ] 4ac BUPIMIEHHS | YOTUPHOAILHOIO O

IIpoOIeMu) CHCTEMOIO i
OIIiHKH)

ITpriHATTS IPOEKTY HAKA3y JO3BOIUTHIM
AnsrepHaTuBa 1. 4 - MJBAIUTH  e(eKTUBHICTE
JEPXKaBHOI'O KOHTPOJIO SKOCTi JIKAPChK
3ac00iB, 1110 BBO3ATHCS B YKpaiHy; S
- IONEePETUTH 00ir  cybcraHmapTHUX |
JNiKapCHKKX 3ac006iB; il
- CTBODHTH  YMOBH, IO TapaHTyIOTE.|
Ha/IXO/DKEHHS HA PUHOK YKpaiHu SKiCHIK
eQEKTHBHMX Ta OE3MEYHUX JHKAPCHRUX.|-
3ac00iB, sKi BHPOOIEH] BIiJOBIZTHO 0’
BAMOI' CTaHAApTiB, IMO € 3anopym}®
3aXUCTY 3IOPOB'S 1 XKHUTTH FpOMa/:(;IHLﬁTa

Oe3MeKN AepiKaBy B MIIOMY;
- IOCHIINTH ~ KOHTPOJIb 33  SKiCTIO

JNKapCBKHUX 3aCO0iB; il
- 3a0€3[eYNTH TMAIIEHTIB SKICHAMHU ?“ré .
Oe3NeuHUMY JTIKapCHKUMH 33C00aMMU; . 31
- 3MEHIIATH BUTPaTH Ha JIleBaxH/Hs;f

HAI[iEHTIB BHACII/OK 3MEHIIEHHA PH3HKY:| -
3aCTOCYBaHHs  HESKICHHX  JIKapCBKMX’

3acobiB. ‘
ITimi DpuHHATTS NPOEKTYy Hakasy: e
AnsTepHatuBa 2. | OyayTh IOCSTHYTI, Ipo0I

IIPOJIOBXKyBaTAME iCHYBaTH

u)eifm/mr | Buronu (migcymok) | Butpatu ] O6rpyHTyBaHH;1w

iR
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Pe3yNbTaTUBHOCTI (1miicyMoK) BiAmoBigHOTO
MicIs i
aJIbTePHATHBH
peHTHHTY :

Anbrepratusa 1. | Jlosomurb pocartd et | Butpary, Is anpTepHa

JIEPIKaBHOI'O PEryJIOBaHHS | IIOB’A3aHi 3|€ Haibi

IIIOJI0 CTBOPEHHSA YMOB, | HEOOXIIHICTIO | OITHMAJIBHOIO )

1o TapaHTyIOTh | O3HAHOMHUTHUCEH | 7 JepxKan

HaIXOKEHHS Ha |3 TPOMAJISTH

HalllOHAJILHUH PHHOK | IIOJIOXKEHHAME | Cy0’€KTiB oo

VKpaiHM TIIBKM SKiCHUX, | TPOEKTY rOCTIONAPIOBAHHSE |

e(QeKTUBHUX Ta OE3NEeYHNX | HAKa3y. :

JiKapchKuX 3aco0iB, 10

BHPOOJIeHI BiAMOBIAHO 10

BUMOI' CTaHJapTiB, IO €

3aI0PYKOI0 3axXUCTy

300pPOB's i JKUATTI

rpoMansgH Ta  Oe3meku

JEPKaBU B IIJIOMY.

3abe3neunTs:

- TIAIIEHTIB SIKICHUMH Ta

Oe3neYHrMH JTIKapCHKHMU

3acob0amu;

- HeJIOTYIIIeHHS

3aCTOCYBaHHS JIIKapChKUX

3ac00iB HEBCTaHOBJIEHOI'O

MTOXOKEHHSI,

danscudikoBaHmx,

HEeSKiCHUX Ta

HEe3apeeCTPOBAHUX;

- 3MEHIIIeHHS BUTpPAT MmJIsg

Al €HTIB BHACIIIIOK :

3MEHITIEHHS PH3HKY |

3aCTOCYBaHHS HESIKiCHUX

JIKapChKUX 3ac00iB. T
AnprepHaryBa 2. | Llini mpuifHaTTS 1poekTy | Butparn s ansTepHAT :

HakKazy HE OyayTh | BIACYTHI. He  3abesmeuye |

JOCSATHYTI, npobiiema PO3B’sI3aHHS

IIPOJOBXKYBaTHME npobieMu

icHyBaTHl JOCATHEHHSA |

BCTAHOBIIEHHX

TIJIEH.
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&

Petituar

30BHINTHIX'

Aprymentu mogno mepesard | OiHKa — pH3HKY

o6paHoi YUHHHUKIB Ha hisiced

QJIbTePHATUBU/TIPUIMHA 3aIpOIIOHOBAHOIO TPOEKTY |

BiJIMOBH BiJl aIbTEPHATHBH | HAKA3y
AnperepratmBa 1. | Taka aJbTEepHATHUBA € | BigcyTHi.

HaWOUIbII - ONITHMAaNbHOK, | Burpatn IOB’S3aHl

JIO3BOJIMTh HOCATTH I(JIEH | O3HAHOMIICHHIM 3 TIPOEKTO:

ACPXaBHOTO  PETYIIOBAaHHA | HaKa3y (3a 1 rogmam * 40,4 6 |

IIOZI0 CTBOPEHHSI YMOB, IO | I'pH/AeHb * 1 mpaiiBHuK). '

rapaHTylOTh HAIXOMKEHHS

Ha HAI[iOHANBHWM PHHOK

VkpalHu TibKM = SKiCHEX, |

eQeKTUBHUX Ta Oe3lmeYHHnx
JiKapceKuX  3acobiB, 110
BUpPOOJIEHI BiAmoBigHO 10
BHUMOI' CTaHAapTiB, IO €
3aMopPyKOI0 3aXHCTY
3MI0POB'S 1 JXKUTTSA TPOMAMSH
Ta Oe3nekw JepKaBd B

IiIoMy.

3abe3reunTs:

- TIAIlI€EHTIB  SKICHUMH Ta
Oe3leuHNMHU  JIiKApCHKUMHU
3acobami;

- HeIOMYIIeHH
3aCTOCYBAaHHS  JKapCBKHX
3ac00iB  HEBCTAHOBICHOTO
TTOXOIKEHHS,
dbanbcudikoBaHux,
HESKICHUX Ta
HE3apEECTPOBAHMX;

- 3MCHIIEHHS BHTpPaT I
MAIllE€HTIB BHACIIITOK
3MEHIIIEHHS PHU3HKY
3aCTOCYBaHHS HESIKiCHHUX

JTKapChKUX 3aCO0iB.

.S

AnprepHaTuBa 2.

ITepeBaru Bipcythi. Taxa
aJIbTEepHATHBA HE CIIPUATHME

JIOCATHEHHIO mine#f | HOB’S3aHi 3 IOJONAHHIMIL
JIEpKaBHOTO PETYJIIOBAHHA. | HETATUBHUX HaCJI1AKIB Bif
3aCTOCYBaHHS HeSIKiCHIX |
JKapChKUX 3aCO0iB. L

BincyTHi. -
JlofaTKoBl BHTpaTH TPOMAJISH, |

V. Mexanismu Ta 3axoad, siki 3a0e3mevaTh pO3B’SI3aHHS BH3HAYEHOT

npoGJieMu
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Sl
3a3Ha4eHa [UTh JOCATAEThCS MUISXOM IPUMHSTTS TPOEKTY HAKa3y, 301<pe1\ieltE
BHECEHHS 3MiH 10 Ilopaaky spilicHeHHs kouTpomo 3a anom,umcno
iMyHOGioNOTi9HEX NpenapariB, mo 3aCTOCOBYIOTLCS B ME/IMYHIH NPAKTHI, BUMOTaM:-
JCPXKaBHUX i MDKHapo,I[HI/IX CTaHJAPTiB, 3aTBEPIPKEHOro Haxkasom MiHicTepcTea -
OXOpOHM 3710poB’st Ykpainu Bix 01.10.2014 Ne 698, 3apeecTpoBaroro B M1H1CTepcf§f
rocthuil Yxpainu 29 xosras 2014 poky 3a Ne 1356/26133, a came:
Y pasi BHSBIEHHS NOpYIIeHb, IO MOXYTh HETATMBHO BIUIMHYTH HA AKiCTh
OesneunicTs Ta epexturicTs MIBII T2 HEMOMTHBOCTI IIPOBEEHHS na60paTopHoro
ananizy MIBII B ynoHOBa)keHHX aGopaTopisx Ha TepuTopii Ykpainm, B,HII/ICHGHHT
a0OPATOPHOTO ~ KOHTPOIIO  JI03BOIETBCS 334  3BEpHEHHAM BaﬂBHI/I}(a
B 3aranbHOEBpONCHCEKilt Mepexi odinifinux naGopaTopiii KOHTPOIO mxapcr:mx

3200018 (General European OMCL Network, GEON). r“ :
Y TakoMy BHIA[Ky BUTPaTH Ha IIPOBEJCHHS 1abopaTOPHOTO aHai3y MIEH
IOKJIaNA€ThCA HA 3asBHUKA. , . By

ik

3anponoHOBaHi IPOEKTOM Hakasy 3MiHK CIPHATHMYTh T IBUIIEHHEO
e(EeKTUBHOCTI 3aXOAiB JEPKABHOTO KOHTPOIIO SKOCTI TKapChKUX 3aco61]3 mo
BBO3ATHCA B YKpainy, 30KpeMa: TF

IO rapaHTyloTh HaJXOMXKCHHs Ha HAlliOHATBHUM PUHOK YKpaiHH TineKu ﬂKicHI/f _
eheKTUBHNX Ta Ge3MeYHuX JTIKapCHKUX 3ac06iB, 10 BI/Ip06JIeH1 BIZITIOBIJTHO 10 BHM,OIj
CTaHJAPTIB, O € 3alOPYKOI 3aXHCTy 3/OPOB'S i XKMTTS TPOMAASH Ta 6e3ne:<1r1‘
JIepKaBHU B LILJIIOMY. :
3abe3neunTs:
- HANi€HTIB AKICHIMY Ta Ge3IIe HHMHY JTiKapChKAMHE 3aCOGaAMHE;
- HOJIOMYIIEHHs. ~ 3aCTOCYBaHHS  JIKAPCHKHX 3ac00iB HeBCTaHOBJIeHré
TIOXOJDKEHHS, (panbecrikoBaHMX, HEIKICHUX Ta He3apeeCTpOBaHHx
- 3MEHIICHHA BHMTPaT [UI1 NAli€HTiB BHACHINOK 3MEHIIEHHS PH3MH
3aCTOCYBaHHs HESIKICHUX JIiIKAPCHKUX 3aC00iB. B

TIIPOEKTY HaKa3y Ha oiuiHoMy BeGcaliti MiHicTepcTBa OX0pOHH 30pOB’ st pralHI/I ]
IIPOBECTH TIOTO/KEHHA IPOEKT Hakasy 3 YIIOBHOBaXXCHUM BepxoBHOT Pa,nzﬁ
Ykpaitu 3 npas momuHy, JlepxaBHOO Ciyx600 YKpaiHH 3 JiKapchKux 3aco6113 izl
KOHTPOJTIO 32 HAPKOTHKAMI, HepkaBHOIO peryIsITOPHOIO CIy)60r0 YKpaiHH;.-
3I1HCHATH epXkaBHy peecTpanito B Minictepctsi ocTumii Vipainm.

BHKOHYBaTH IIl BUMOI'H

e APt

PerymoBanus He nependadae HeoOXixHOCTI BUTpaT 3 GOKY OpI‘aHlB BHKOHaBIim
BJIaJlA YU OPTaHIB MiCIIEBOTO CaMOBPSTYBAHHS, TOMY PO3PAXyHKH 3TiHO 3 z[o,uaTKONi
3 mo Meronuku IpoBe/IeHHS aHaNi3y BIUIUBY PETYIATOPHOTO aKTa He HpOBO,IH/IJII/IC

eisber S
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Pospaxynku Butpar cy6’extis rocmomaprosamms Bemmkoro | CEPEeHBOrO; |
Ouinka BUKOHAHHS BUMOT DeryIIOBaHHS, a came, BHUTOX 1 BHTpaT CyG’€KTiB

i APHEMHHUIITBA HABEIEHO B nonatky 1 mo nporo Anamizy. 1
PospaxyHku BUTpaT cy6’eKTiB Maioro HiIIPUEMHNUITBA Ha BUKOHAHHS BHM
TOCTIONAPIOBAHHS Ta JepXKaBH 3fifiCHeHA B pamKax posminy III mporo Amani

or |
PETyIIIOBaHHS HaBEIECHO B IOAATKY 2 10 IIOI'0 Ananisy.

L
(BrsHadeHHs Ta OLiHKA aTbTepHATHBHNX CIIOCOGiB JOCSTHEHHS TIiTei).

VII. O0rpynTyBanns 3anpononoBanoro CTPOKY Aii peryasTopHoro akra
IIpomoHyeThCSL BCTAaHOBUTH HEOOMEKESHHL CTPOK Jii peryJsTOpHOTO aKTa, mo € |
TOCTaTHIM UL PO3B’S3aHHSI TOCTABJICHHX IpoOJeM Ta CIHiBBIAHOCHTHCS 3 uinmém §
floro IpuHHATTS. 4 i
3MiHH JI0 PEryJIATOPHOTO aKTa BHOCSTHCH. Y pasi moTpe6u Ta y pasi BHeceuiis
3MiH JI0 YHHHOI'O 3aKOHOJABCTEA. o
Y BUNA[Ky TPHHHATTS NPOEKT HAKA3Y Habepe YMHHOCTI ITiciis peecTpar
MinicrepcTBoM rocTumii Vipainm.

IIporHo3Hi 3HAYEHHS IOKA3HWKIB Pe3y/IBTATHRHOCT PEryJIATOPHOTO aKTa:
1. Hanxomxenns no JACPKaBHOTO Ta MICIEBUX OIOKETIB i JEPKABHIIX
IIIEOBHX (OHJIIB, OB’ T3aHUX 3 JIEIO aKTa, He nependavaroThCs. B
2. Kimbkicts cy6’ekTiB rocmomaproBaHHs Ta/aGo ¢ismgHuX 0cib, Ha
TIOMMPIOBATUMETBCA  Misl aKTy — [is aKkTy IONIMPIOETBCS Ha ycix cy0’ek:
TOCIIONIAPIOBAHHS (PE3UICHTIB Ta HEPE3WACHTIB), IO BBO3ATH JIKapChKi 3aco6rT
Vkpainy cranosuts 104, S
3. Komrru Ta yac, mio BUTpagaTHMeThCS Ccyb'ekTamMu TOCIIONAPIOBAHHS Ta/abo
hisMIHEME 0cOGaMu, MOB'S3aHIMY 3 BUKOHAHHSIM BHMOL aKkTa — 1 roguna * 40‘; 0
IPH/IEHB * 1 mpaliBHUK. :
4. JlepxaBHuil Harysm (KOHTpOJIB) 3a HisUIBHICTIO CY6’eKTiB TOCHIOZIAPIOBAHHS] ;
3IiACHIOBATHMEThCS Bi/IIOBIHO 0 HOPM BCTAHOBICHHX 3AKOHOM. i
5. PiBenp moiH(OpPMOBaHOCTI i3 OCHOBHEMH  IIONIOYEHHSMI TIPOEKTY -
PCTYJUITOPHOrO  aKTa — BHMCOKMH, OCKIIBKH IPOEKT Hakasy pO3MilleHHE Hd .
odiniirOMy Bebcaiiti MinicTepcraa OXOPOHH 37I0pOB’s YKpaiHu. R
6. KibKicTh 3BepHEHB/CKapr cy6’eKTiB TOCIIOapIOBAHHS, ITOB’SI3aHUX i3 THETS

PETYIATOPHOTO aKTa; i
7. KinbKicTh HefoIymennx 10 o6iry HesKicHIX MiKapCchKUX 3ac06iB;
8. KiNbKiCTh BHABIICHUX NOPYIIEHD, TIOB’SI38HAX i3 Mi€r0 PETYILATOPHOIO aKTa.;

IX. Busnauvenns 3aX04iB, 32 JOIOMOIOI0 SKHX 3z(iﬁcrlmBaTnMeT1{:c
BiICTE:KEHHS pe3yJIbTaTHBHOCTI il PeryJIiTOpHOro axkra 3

bazoBe BifcTeXXeHHS pe3yNBTaTHBHOCTI PETyIATOPHOTO akTa Oyze IPOBENEHO :
4epes OJUH PIK ITicis HaOpaHHI HIM YHHHOCTI. 53,

lloBTOpHE  BiACTEXKEHHA pe3yTBTATHBHOCTI PerylATOpHOrO axTa  Gyime -
IIPOBEICHO 4Yepe3 2 pOKH  IIcis :
PE3yJIBTaTHBHOCTI PETYISITOPHOIO aKTA.

B f-
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HGplOI[I/I‘—IHI BIZ[CTC)KCHHSI pGBYJIBTaTI/IBHOCTl PEryJLITOPHOTO aKTa 6y,I[yTTB
HpOBO,I[I/ITI/ICﬂ qepes3 KOXHI TP POKH 3 JHA 3aKiHUEHHS 3aXO,I[1B 3 HOBTOpHOI‘ O :
BIHCTC}KCHH}I pCBYJIBTaTI/IBHOCTl

Bun gaHEx, 3a J0mMOMOror AKHX  3iMCHIOBATHMETHCS Bi]_[CTe)Ke;
PE3YIBTaTEBHOCTI — CTATHCTUYHI. R
Jns BifgcTeKeHHS BI/IKOpI/ICTOByBaTI/IMyTLCH CTaTHCTHYHI JIaHi ImOJ0 KiIbK
IpoBeNeHUX Jsabopartoprux aHamizie MIBII B 3aranbHoeBpomeiichKiit Mepe;

odinilinux abopaTopiii KOHTPOIIO JiKapchkux 3acobiB (General European OMC
Network, GEON) Ta MOJaHUX 3BEACHUX IIPOTOKOJIIB BUPOOHHMKA.
Meron BincTeXeHHS pe3yIbTATHBHOCT] — CTATHCTHYHHIA.

CroeniansHe 3axydeHHS HiJIBOBI/IX Ipyn oci6 Ta HAYKOBHX YyCTaHOB ge‘

nepen0avacThes. 2
MinicTp oxoponu 310pos’st Ypainu A\AIKTOP .JISIIIIK@f |

« » 2023 p.




Honatok 1
710 AHaIi3y peryisTOPHOTO BILTHB

BUTPATH

Ha O/HOTO cy(’€KTa IrOCHOAAPIOBAHHS BEJIHKOTO i CepeIHBOro
NiIIPHEMHNNTBA, AKi BHHHKAIOTL BHACTIIOK il PEryjsiTOpHOro aKrTa

[lopsankoBuii BurpaTn 3a mepmmid| 3a WAtk | |
HOMEp pik POKiB :
1 ButpaTty Ha npuaGaHHS OCHOBHEX (DOHZIB, - -

00JIamHaHHS Ta IIPUIIaJIiB, CEpBiCHE
00CIIyroByBaHHS, HABYAHHS/TIi [BUIICHHS
KBaJliikanii epcoHay ToIo, IPUBEHb
2 [Tomatku Ta 360pH (3MiHa po3mipy - -
110/1aTKiB/300piB, BUHUKHEHHS HEOOXiIHOCTI
y CILUIaTI HOAATKIB/300piB), IPUBEHb

3 Burpary, Mo’ s13aHi i3 BeieHHAM 00Ky, - -
[1iITOTOBKOIO T4 MOAAHHSAM 3BITHOCTI
JepKaBHKUM OpraHaM, IPUBEHb

4 Burtpary, 10B’s13aHi 3 aAMiHICTpyBaHHIM - -
3aXOJIiB EPXKABHOTO HArMsiAy (KOHTPOJIIO)
(mepeBipok, ITpagHUX CAHKITIH, BUKOHAHHS
pineHb/ IPUMIHACIB TOMIO), TPUBEHD

5 Butpati Ha OTpHIMaHHS aMiHICTPATHBHAX - -
OCIYT (4O3BOJMIB, JIileHsii, cepTudikaris,
aTecTariB, MOTOMKEHb, BUCHOBKIB, »
[IPOBEICHHS HE3AIIEXKHIX/000B’ I3KOBIX RS
eKcIepTus, cepTrudikanii, arecranii Tomo) Ta
iHDIFX NOCIyYT (TIPOBEICHHS HAYKOBHX,
iHIIMX eKCIIePTH3, CTPaxyBaHHs TOIIO),
I'pPUBEHB

6 Butparyu Ha 060pOTHI akTHBH (MaTepianm, - -
KaHIEISPCHKi TOBAPH TOIIO), TPUBEHb
7 ~ |Butpatu, nos’s3aHi i3 HalMOM 10IaTKOBOTO - -
ePCOHAITY, TPUBEHE

8 [H1Ue (YTOYHUTH), TPUBEHE:
OTPUMAaHHS IePBHHHOI iHQopMarii mpold0.46 rpu. |40.46
BHMOTH PEryIIOBaHH ™ I'DH.

9 PA3OM (cyma psaakiB: 1 +2+3+4+5+6 [40.46 rpu. [40.46
+ 7 + 8), rpuBeHb TDH.




2 Ilponmomxenns nogarka 1

rOCIIOJTAPFOBAHHS BEIUKOTO Ta CEPEIHBOTO
I1iTIPAEMHUIITBA, HA BHKOHAHHS
PeTYIIOBAaHHSA (BapTiCTh PETYIFOBAHHS)

(psmok 9 X psymok 10), rpuBeHb

10 KUTBKiCTE Cy6’€KTiB TOCIOapIOBaHHS 3 3
BEIIKOT'O Ta CEPENHBOTO T AIPHCMHUIITEA,
Ha SIKUX OyJle IIOIIMPEHO PETyIIOBaHHS,
OJTMHHIIH '

11 CyMmapHi Butparu cy6’exris 121,38 121,38

I'PH. TPH.

*-IU1s O3HAHOMITEHHS 3 aKTOM TOTPi6HO 1 romuna. Js 00paxyHKy 3a OCHOBY .
GepeTbcs MiHIMaNTBHA 3apo6iTHA ILTaTa, BU3HAYEHA Y TOTOIMHHOMY DPO3Mipi, MO

BiAmoBiHO 0 3akoHy Vkpainu «IIpo JlepxaBHuii GromKeT Yxpainu na 2023 pixy»-

3 1 ciuns craroBuTh 40,46 rpH/TO.

i
L




Haxaszy Ha oimiiHoMy BeGcaiiti MO3 mis rpomajachkoro OOI'OBOPEHHS 3 METOK).

Homarox 2 mo
AmMajizy peryisITOpHOTrO BILUIUBY

TECT

maJioro nignpuemunnrea (M-Teer)

1. Koncynpranii 3 mpencraBHHKamu MIiKpo- Ta Majioro I IITPAEMHHUIITBA
I[O/0 OLIHKH BIUIMBY PETY/IIOBAHHS

Koncyumbranii mo0 Bu3Ha4YeHHs BIUIEBY 3aIIPOOHOBAHOTO PEryIIOBAHHS Ha
Cy6’€KTiB MaJIOro HiANPHEMHHULTBA Oy/ie 30iHCHEHO NIITXOM PO3MIIEHHS IIPOEKTY

OTPHMEHHS 3ayBaXKeHb Ta MPOIIO3HIii.

PErYJIATOPHOI'O aKTa.

Ne | Bun  koHcympramil  (myGuriumi | KinekicTs OcHOBHI  pe3ymbraTh.
3/m | KOHCynbTamii Ipsmi  (Kpyriii | yY4acHMKIB KOHCYJIbTalii (omuc)
CTOJH, poOodi 3ycTpiui ToOIIO), | KOHCYNETAILil,
inTepHET-KOHCYNbTAaNii  mpsMi | oci6
(iHTepHEeT-hbOpYyMH,  coLianbHi
Mepexi Tomp), 3amutéd (o
i ITPHEMITIB, €KCIIepTiB,
HAayKOBLIIB TOIIO) 3.
1. | IlpoexT Hakazy posmimennii Ha | KinmpkicTh I"'pomancbke
odiniitnomMy BeOcaiiTi | yuacHHUKIB 00roBOpeHHs
MinicTepcTBa OXOpOHH 3/I0pOB’S | KOHCYIbTAIiH IIPOBOJIUTECS 3 METOIO
YKpaigu U1 I'pOMaJCHKOrO | Oye OTPHMAaHHS 3ayBaXeHb
OOrOBOPEHHS BCTaHOBJICHO | Ta TIPOTIO3HUITiif °
mics 3aIiKaBIIEHUX CTOPIH;
3aBEPIICHHSA | OTpUMaHHA iH(opMarii
IPOMAaJICBKOTO | II[OJI0 HepeNiKy
OOTOBOpEHHS | Iponeayp, AKi
IIPOEKTY HeOOXiTHO BHUKOHATH y.|
HaKazy 3B’ SI3KY i3
3alpOBaKCHHIM §
BAMOI'  peryJIOBaHHSI,
30KpeMa, -
O3HaHOMJIEHHS 3"
HOBUMH BAMOTaMH

2. BumiproBaHHsi BIUVIHBY peryJiloBaHHsi Ha cy0’ekTiB MaJoro

niJnpHEMHHNTBA (MiKpO- Ta MaJIi):




2 Ipororxenns nogarka 2 |

KiIBKICTE  Cy0’eKTiB  Majoro HiAIPUEMHUNTBA, HA SKHX TIONIMPIOETHCS
perymosanns: 101 (omumune), y Tomy wmem mamoro i JIPUEMHMIITBA 24
(onMHUIE) Ta MiKpomiMIpHeMunITRa 80 (onuHHIE); )

UTOMa Bara cy0’€KTiB Majoro i JIPUEMHHALITBA Yy 3araipHI¥ KiJIBKOCTI
Cy0’€KTiB TOCIIONAPIOBAHHS, Ha AKX npobiema cripasinse Brums 97,12 (BimcoTkiB).

3. Pospaxymok BuTpaT cy6’ekTiB Mmajoro MiINPHEMHHITBA, mo

BHHHKAIOTh HA BHKOHAHHSA BUMOT PEeryjaroBaHHA i

Ne | HalimenyBsarns ouinku |V nepmmit  pik | [lepiogwani | Burpatu 32
3/m ' (craproBumii  pik | (3a II’SITh POKIB

BIIPOBA/DKEHHSA | HACTYIHUI e
- PETyJIIOBaHH) piK) ‘

Doiae

Ominka «mpsMux» BHTpaT Cy6’eKkTiB UiANPUEMHANTBA HA BHKOHAHHS )
PEryrOBaHHS

1. | Ilpunbanrs - - -
Heo0XinHoro
o0agHaHHS
(opucTpoiB,  MammH,
MEXaHI3MiB)

Lo

2. |llponexypu  mosipku - - -
Ta/ab0 IMOCTAaHOBKU HA
BIAIOBINHME 00K y
BU3HAYEHOMY  Oprasi
JEPXKaBHOI BIAAU uH
MiCLIEBOrO
CaMOBPSIyBaHHSI

3. | Ipouexypu - - -
eKCILTyaranii
o0JIaJHaHHS

(excruryaraniiiai o




Ilponosxenns momarka 2

!

BUTPAaTH — BHTPAaTHi
MaTepiaim) i
4. | IIpouenypm - - -
o6ciyroByBanus
oOnamHaHHs (TexHiuHe
00CITyroByBaHHs:)
5. | Immm IIpoLeypr - - -
(yrounuTH)
6. | Pasowm, rpusens - - -
7. | Kimekicts  cy6’exris 101
TOCIIONApIOBAaHHS, IO
IIOBUHHI  BHKOHYBAaTH
BUMOTH PeryJIOBaHHS,
OJVHUITH
8. | CymapHo, rpuBeHs - - -
Ominka  BaprocTi aIMIiHICTpaTHBHHUX npoueayp  cy6’ekTiB  mayoro |
i APHEMHHITEA IIOJI0 BAKOHAHHS PEryIIOBaHHS Ta 3BITYBAHHS
9. | llpouexypu orpumanss | 1 rop, (4ac, sixmii | 0,00 40,46 TpH.
IEePBUHHOI iH(OpMaIiii | BATPAYaEThCs (mprnymero,
mpo BuMory | Y0 €kTamu oo  cy0’ekT
IOCITOIapIOBaHHS | IIOBHHEH
PerynroBaHHs
Ha HOIIYK | BUKOHYBAaTH
Dopmyna: HOPMAaTHUBHO- BAMOTH
IPAaBOBOTO  aKTy | peryaroBaHHSI
BUTPaTH  4Yacy Ha | B Mepexi | Jimie B
OTPUMAaHHS InTeprer Ta | IEPIINH PiK)
(03HaifoMTeHHS) 3 | O3HAHOMIIEHHS 3 |
indopmaricro IIpo




ITponosxenns momarka 2 |

perynroBaHHs X M) = 40,46
BapTICTh gacy | I'PH.
TpalliBHHKA Ha
O3HAOMJICHHS 3
iHdopmariero Ta
oprasizariiero
BUKOHAHHS BHAMOT
peryIoBaHHS
(3apobiTHa rmmmata) X )
OIIIHOYHA  KiJBKiCTh
hopm
3a 1 romuuy * 40,46
TPH/IEHb * 1 mpaniBaNK
(3apobirHa mmara) X
OIIHOYHA KIJIBKICTB
hopm
10. | ITponteypu opramizawii | 0,00 0,00 0,00
BHKOHAHHS BHMOT ( (
IIPHITYINEHO, | (IPHUIIYICHO
peryroBaHHsa PHILY L pHILy L
oo cy6’ekt | mo cy6’ekT
Dopmyna: IIOBHHEH IIOBHHEH
BUKOHYBAaTH | BUKOHYBAaTH
BUTpaTH  4Yacy  Ha
BUMOTH BHAMOTH
Po3po0IIeHHS,
PEryJIOBaHHS | peryIIOBaHHS
BIIPOBa KEHHS
. JIHIIe B | JIHIIIE B
pexoMeHariif Ta . . TN
. HEPIINii PiK) | HepImwid pik)-
OpraHizalfio j
BUKOHAHHS BHAMOT
perynroBaHHs X
BapTiCTh Hacy cy6’exTa
MaJioro
HiATPHEMHALITBA
(3apobitHa 1mmara) X
OI[IHOYHA KUIBKICTB
BHYTpilmHIX mpomexyp | | |
11. | IIpouenypu odiniitaoro - - -

3BITYBaHHS




5 IIponosxenus nonarka 2 %

12. | IIponenypu (03 (0] - - -
3a0e3neyeHHs IIpoLiecy
IIEPEBIPOK

13. | Irmi IpONenypH - - -
(BimcyTHi)

14. | Pazom, rpusens 40,46 pH. X 40,46 rpH.

15. | Kinekicte  cy6’exTiB 101
MaJoro

I JIPUEMHHUIITBA, IO
[TIOBHHHI BUKOHATH
BUMOTH PeryJIFOBaHHS,
OJIUHUIIB

16. | Cymapno, rpuseHs 4086,46 rpH. X -4086,46 TpH.

bromxerni BuTpaTn Ha aAMiHICTPYBaHHS pery.Il0BaHHA cy0’e€KTiB
MaJIoro mianpHEMHALITBA

PospaxyHox OromkeTHMX BHTparT Ha a):[MlHICTp}IBaHH}I PEryIIIOBaHHS ISt
BiJIIIOBITHOTO OPraHy JepXKaBHOT BIAIH i opramy MIiCIIEBOTO CaMOBPSITyBAHH31, L0
3aJIydeHMH N0 IPOLECY PeryJoBaHHS He 3MiHCHIOBABCS, OCKIIBKH JOIAaTKOBUX
BUTPAT He HepeadayacThes.

Ipouenypa |Ilmarosi| Bapricts | Ominka Ouinka Burpatu Ha |

PETYIIOBaHHS | BUTPATH qacy KUIBKOCT] |KiNBKOCTI Cy6’eK a,I[MiHiCprBa'
Cy0’ekTiB | wacy Ha |criBpoGiTHH| mponenyp TiB, IO HHS

MaJIoro Iponey | Ka opraHy |3a pik, IO| HiAIafaroTh i peI‘yJIIOBaHHﬂ
HiAMPUEMHUNT| Py AEpKaBHO]I |MpUIiafaro| JAifo mporexypu | * (3a piK),

Ba BIaaH T Ha peryiroBaHHs TPUBEHb
(po3paxyHOK BIIMOBiIHOT| OxHOrO

Ha OJIHOTO Kareropii | cy0’exra

THTIOBOT'O (3apoGitHa

cy0’exTa iara)
TOCIIOJapIOBaH

HSL MaJIoro
T ATPHEMHHALT

Ba - 3a




IIpomoexenns nomartka 2 :

noTpedu
OKPEMO J{Is
Cy0’€eKTiB
MAJIOTo Ta
MiKpo-
i IPHEMHHALT

B)

1. O6mix
cy0’exTa
rOCIIONapIOBaH
HS, 110
iepeOyBae y
chepi
PETyIIOBaHHA

2. ITorounuii
KOHTPOJIb 33
cy0’exTOM
TOCIIOaPIOBaH
H, 110
riepebyBae y
cepi
PETYIIIOBaHHS,
Yy TOMY YHCIIi:

KaMepaJIbHi

BHI3HIL

3. IlizroroBka,
3aTBEPKEHHS
Ta
ONpaloOBaHHs
OJTHOTO
OKPEMOT'O aKTa
po
OPYIICHHS
BHMOI'
PETyIIOBaHHS

4. Peanizaris
OJHOTO
OKPEMOI0




7 IIponossxenns nomgarka 2 |

pillleH s Moo
[IOPYIIIEHHS
BHMOT
PeryJrOBaHHS

5.Ocxkapxxenns
OJTHOTO
OKpEeMOTO
pilneHHs
cy6’exTamu
TOCIIOJIAPIOBaH
HST

6. ITinroroBka
3BITHOCTI 3a - - - -
pesyabTaTaMu |

PETYIIFOBAHHS

7. Iammi
aIMiHiCTpaTUB - - - - -
Hi IIpOLie Iy pU
(yrounuTH):

PazoMm 3a pik - -

CymapHo 3a
II’ITh POKiB

* BapricTe BUTpaT, HOB’s3aHEX 3 aIMIHICTPYBaHHSM IIpOIiecy peryioBaHHs
ACPXaBHUMK OpraHaMH, BH3HAYAETHCSA IDITXOM MHOMKEHES (GaKTHIHUX BHTpaT
Hacy IepcoHally Ha 3apoOiTHy IaTy chemiamicTa BiamosimHol KBarigikaiiii Ta Ha
KUTBKIiCTh Cy0’eKTiB, Io mimmanarors ML [iF0 HpOLEe/ypy peryOBaHHS, Ta Hd
KUTBKICT IIPOLEAYD 34 PiK.

JlepxaBHe perymoBaHHS He mepexbauac YTBOPEHHSI HOBOTO JI€PXKaBHOTO

oprany (a60 HOBOI'O CTPYKTYpPHOTO POy Jifo9oro opragy).

4. Pospaxynok cymapnux Butpar Cy0’eKTiB MaJoro mianpaeMHHNTBA, 111(0)
BHHHKAIOTH HA BHKOHAHHSI BHMOT PeryII0BaHHS 3

T

ITopsinko Ilokaszuux Iepmmit pik 3a I’5IT POKiB -+
BUH perymoBaHHs :
HOMeEp (cTapToBmif) %




. iR
8 Ilponosxenns Jonxarka 2

1 Onirka “npsamux” BUTpAT
cy0’€eKTiB Majoro 0.00 0.00
iAIPAEMHKLITBA HA BUKOHAHHST | i
PEryIIOBaHHS
2 Ouinka BaprocTi 4086,46 rpu. 0,00
aAMIHICTPaTHBHAX IPOIEyp ,
1L Cy0’ €KTiB Maoro (cy6’ext L
I JIPHEMHHUIITBA ITIOI0 TIOBHHEH S
BUKOHAHHS PETyIIIOBAHHS Ta BHKOHYBaTH
3BITYBaHHS BHMOrH
PETYIIIOBaHHS
JIHIIE B IISPIIHii
pix)
3 CymapHi BuTpaTy Manoro 086,46 rpe. 0,00
i APHEMHUITBA Ha BUKOHAHHS (cy6exr
3aIIIAaHOBAHOTO PEryIIIOBAHHS :
TOBUHEH 9
BHKOHYBATH
BHMOTHA ¢
PETyIIOBaHHS
JIAIIE B IEPIITHi
piK)
4 bromxeTHi BUTpaTn Ha
aJIMiHICTpyBaHHs peryIIOBaHHs |- -
Cy0’€KTiB Majioro
i INPHEMHEAIITBA ]
5 C . 4086,46 TpH.
YMapHI BUTPaTH Ha BUKOHAHHS
3aIIaHOBAHOTO PETYIIOBAHHS i

Ob6paxyHKku BUTpar 3a II’Th POKiB He IIPOBOJTUNIKCE, OCKUIBKH JIii, TOB’s3aHi i3
SallpOBA/LKCHHS PETyIOBAHHS 3 60Ky Cy0’€KTiB rociofaproBanms Ta OpraHy BiaJy
€ OIHOPA30BMMY i 3NIHCHATHCA y epIumit ik 3aMpoBaKeHHS PETYIIOBaHHS.
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MPO MIHICTEPCTBO | BOEHHMH CTAH | TPOMAJISHAM ME[W4HMM NPALIBHAKAM | OCBITA MPECUEHTP KOHTAKTH | YKP ~
HAKAD i o MpoekT Hakazy MiictepcTea OxopoHy 370poB's Ykpainu "Mpo BORINTHLS
BHECEHHS 3MiH [0 [opaaKy 30iACHEHHS KOHTPOMIO 33 BiANOBIHICTIO f ¥ G+ in
TONOBHWi AEPXABHMA iMyHoGionoriyHMX Npenaparie, LU0 3aCTOCOBYIOTLCA B MEOUYHIN
B CAHITAPHIH TKAP YKPAIKH NPaKTUL, BUMOraM NepKaBHUX | MKHAPOMHHX cTaHoapTie”
z 20 cepnHa 2023 © 16
¢ KEPIBHUK POBIT 3 NIKBILALIT
HACTIIKIE HAL3BHYARHOI
i . MPOEKT HAKA3Y MIHICTEPCTBA OXOPOHW 3[10POB'A YKPAIHW
o CHTYALIT (COVID-19)
AHATI3 PEMYNISTOPHOIO BNIMBY
TPOMALCLKA PALIA MO3 ~ SMIHY
MOBIAOMNEHHA
TPOMA/ICLKA EKCTIEPTH3A MOPIBHANBHA TABNULIA
MOACHIOBANEHA 3AMUCKA
LOKYMEHTH 3 UTAHb
EKOHOMIKK TA QIHAHCIB IEGT
HALIOHANBHA PAJIA 3 TUTAHb
NPOTWLIT TYBEPKYNIBO3Y TA  ~ e
BIN/CHIA MIHICTEPGTBO OXOPOHW 30,0POB'A YKPATHN
OHNanH NIATPUMEKA
Bac BiTae HauioHansHui
[IOKYMEHTH HAKAZ KOHTaKT-UEHTP MO3. YTOUHITB,

Oyab Nacka, YuM MoxeMo Bam
LONoMOrTu?

TPOMAJICLKE OBrOBOPEHHA




