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JepaBpa peryjifaropta ciyxda
Yrpaiuu

MiHICTEPCTBO OXOPOHN 370poB’s YKpaiiy Hajlae Ha po3riil Ta TOTO/LKEHHS
po3pOMIICHHI 3 METOO saBe3neyents BHKOHAHHS NONOKENL HYHKTY 12 [opanky
BUKOPHCTAHHSA KOUITIB, nepenbaueHnx vy ACpHKaBHOMY SroJuKeTl VIS BHUKOHANS
nporpaM Ta  3A1ACHEHHS LEHTPANI30BAHUX JaxO[iB 3 OXOpOHM 3JOPOB'S,
3aTREPKEHOTO T10CTaHOBOI0 Kabinery Minictpis Y xpaliu pij 17 6epesna 2011 poxy
Ne 298 1ipoeKT nakasy MinicTepcTsa 0XOpOHH 3nopoR’st Yrpainu «11po 3aTBepIKCHRA
[lopsiky po3noalny Ta nepesiavl iMyHOO100TTHHIX nperapartin (BaKiii) 14
MCIIMMHIX BUPOOIB, Ki BUKOPHCTORYIOTHCA JUIH HPOMHAAKTHHHUX TIIETCHB,

TIpocuMo pO3MNAHYTH ja3HAYeHUH NPOEKT, NOFOAUTH HOro y HAHKOPOTUIHI
Tepmili Ta TOIHHOPMYBATH MiHiCTEPCTBO OXOPOHH 3OPOB’ Yxpaluu.

Jlojatiu Ha .__ﬁ_,. aKp.

JacTynHuk MinicTpa

3 nTalL epponeHckioi inTerpauil Oawbra CTEGAHWILIUHA
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Ipo 3ateepiokerHs [Topanky po3noniny Ta nepeaayi iMyHOBiONOriYHKX TIpenapaTis

(BakuMH) Ta MEIHUHUX Bupo6iB, AKI BHKOPHCTOBYIOThCH [UIA npodinakTHYHKHX
WwenneHb

Bignosiato ao nynkty 12 [lopaiky BHKOPHUCTAHHSA KotuTis, nepeabaveHux y
AepKaBHOMY OOMLKETI NS BHKOHAHHSE TIPOTpaM Ta afificHeHHS LEHTpaNlizoBatKuX
3aXOAIB 3 OXOPOHW 3[0POB'A, 3aTBEPHAXKEHOTO MOCTAHOBOKO KabiHety MiHicTpis
Vipatuu i 17 Gepesust 2011 poxy Ne 298, nynkty 8 TTonoxeHHA 1po MiHicrepcTao
OXOPOHH 30pOB’s YkpaiHH, 3aTBEPAKCHOTO MOCTAHOBOIO KaGinery MiHicTpis
Vkpainu Bin 25 Gepests 2015 poxy Ne 267, 3 MeTOI0 panioHansHOro Ta eQCKTHBHOrO
BHKODHCTAHHA IMYHOGIONOTIMHMX [penapaTis (BaKUHH) Ta MEAHUHHX pupolin, aKi

BUKOPHCTOBYIOTBCA JUIR  NPOdINaKTHUHMX LIenTeHb, (pradanuXx

3@ KOIUTH
nepxasHoro Groaxery,

HAKA3Y1O:

1. 3arsepuuth Topsnok posnofiny Ta nepenadi imyrnoBionorivuux npenaparis

(BakUMH) Ta MeOWuHuXx BUPOOiB, fAKI BHKOPUCTOBYIOTBCH MM NpodinakTHUHKX
llerneHb, 1o 104aCTbCA,
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2. MiHicTpy OXOpOHH 310pOB’S ABTOHOMHOL PecnyGnixu Kpum, ggpiamixam
CTPYKTYPHHX [LIPO3AL1IB 3 NHTaHb OXOPOHH 3popo’s odmacuux, KuiBeekoi Ta
CepacTononbebkol  MICBKHX  AepxkanMiuicTpaui — 3a0e3neduTH  DPOBENCHHA
KOPEryBaHHs pO3MNOLINY HaABHHX Y aAMIHICTPATHBHO-TEPUTOPIANIbHUX OMHHUAX
sanacie  IMyHOBIONOriYHWX Mpenaparti (BAKUHH) Ta MEOHYHHX BHpoGiB, AKi
BHKOPHCTOBYIOThCS [UIS TIPOQINAKTHYHUX ILEMIIEHD 3 ypax yBaHHAM notpedu 3aKIafiB
OXOPOHH 30POB’S HE3WIeWHO Bia GQOPMH BJACHOCTI, 110 HAJAKOTh CTalIOHAPHY
AKYLIEPCHKO-TIHEKOMOTIYHY Ta HEOHATONOr4HY JOMOMOry Ta 3asBHiH norpefy B
iMyHOGIONOTIHHX ~Mpenaparax (BaklMHax) NS HOBOHAPOIKEHUX JiTeH mnsA
npodinakTiky renatuty B mna gitell Ta BakuHHH A nipodinakTHKH TyGepkynbosy,
3aKnafiB OXOPOHH 3JI0POB’S TpHBATHOT QOpMM BracHocti, a Takox isuuHMx oCib -
MIANpUHEMUIB, SKi OAEpXalK JHUEH30 Ha MpaBo HPOBAUKECHHA TOCHOAAPCHKOT
JNISNBHOCTI 3 MEAWYHOT TIPAaKTHKH, 33 YMOBH YKJAQJIEHHA HHMH SK HanasayaMu
MEQHUYHHX TIOCHYT, JOTOBOPIB NPO MenHyuHe 00CNyToBYBaHHS HACCAEHHS 3a TIPOrpaMoro
MeTHyHUX rapadTiit 3 Haulonansnow ciayx6or0 310poB’s YKpaiHH 3 QOTPHMAaHHAM
BIANOBIAHUX BHMor [lopsaxy posmofiny Ta nepenadi iMyHOOIONOriYHHX MpenapaTtiBb
(BakKlMH) Ta MeIH4YHHX BHpOOIB, AKI BHKOPHCTOBYIOTBCA INIA NPODINAKTHYHHX
LenIeHs POTATOM OHOrO MicAUs MicNs HabyTTsd YHHHOCTI (bOTO HAKA3Y.,

3. KepiBuuky JlMpexTopaTy rpoMamchkoro 3a0poB’s 3afesneddTH MOJAHHS
LILOrO HAKA3y Ha JepP/KaBHY pPeecTpauilo 10 MinicTepeTsa tocTHuil Ykpaini.

4. KoHTponb 38 BHKOHAHHAM U{bOTO HAKa3y MOKNACTH Ha 3acTylHUKa MinicTpa
3 NUTaHk eBporteiickkol inTerpauii Crepanuumny O.A,

5. Lleit Hakas waGupae unnHOCTi 3 NHst Horo odiuifioro ony6aikyBaHHs.

3acrynnuk Miuicrpa IMasao KOBTOHIOK



3ATBEP/DKEHO

Hakaz MinicrepcTsa OXOpOHH
30poB’s YKpaiHi

AL A 2019 poky Ne
H 73

MOPAJOK
po3nojiay Ta nepeaaui iMyROGioMOriMHUX NpenapaTis (BaKUHH) Ta MEAHYHUX
BHpo6iB, AKi BHKOPHCTOBY10THLCH AR npopinakTHYHHX WeNIeHb

. Leit Ilopsmok BM3Hauae MeXaHi3M po3moOAUTy  Ta nepenadi
iMyHOGlonoriuHKX  TpemapaTiB  (BAKUHH)  Ta  MEMYHHUX BRpoOiB,  sKi
BHKOPHCTOBYIOTECS NS MPOQINAKTHURKX 1Wennens (aani — npenapari), NpuadaHux
34 paxyHOK GIOMKETHHX KOIUTIB A/IA 3a0€3NeHeHHS MEIHUHMX 3aX0JiB OKpEMHUX
NepWaBHHUX [POrpaM Ta KOMMJEKCHWX 3aXOMB MPOrpaMHOrO  XapakTepy s
ehEKTHBHOTO Ta PallioHAIbHOrO TX BUKOPHCTAHHA.

2.V upomy [Topsaky TepMiHH BXHBAIOTECS Y TAKOMY 3HAUEHHI:

notpeGa B npenapatax — KiibKicTh 403 Npenapatip po3paxoBana BUANOBIIHO
no Tlopsaxy BusHaueHHs noTpefu B MeAHYHWX IMyHOOioJOrIMHMX MperapaTax
(BaKLHHAX) Ta MeJMUHHX BHpoGax, AKi BHKOPHCTOBYKOTBCA ANA NPOQinakTHUHUX
wennels, 3aTeepaxkeroro HakazoM MO3 Ykpaiuud Big 18 tpasua 2018 Ne 948 «[lIpo
3ATBEPIKEHHE MeETONHKH pO3paxyHKy noTpefu B MeAudHHX iMyHOOIONOTIMHMX
npenapatax (BakLUMHax) Ta MeAHUHHX BHpobax, SKi BHKOPHCTOBYIOThCA JINK
NpoGinakTHUHHX [ennedb, Ta [lopaiaxy BU3HAueHHA [0TpebU B  MEAHURHUX
IMyHODIONOTIYHHX  ripenaparax  (BakuWHax) Ta MeAH4HUX  Bupobax, Kl
BHKOPHCTOBYIOTBCR  JUid  NPOQINaKTHUHHX  [UEeNNieHb», 3apeecTpOBaHOrQ B
Minicrepersi roctiuii Yxpaitin 04 yepsus 2018 p. 3a No 664/32116 (nani - Tlopsaky
BHIHauel% notpedd B MemuuHuUX IMyHOOIONOriYHHX npenaparax (BakuuHax) Ta
MEHUHHX BHpODAaXx, AKI BAKOPHCTOBYIOTHCS ANA NMPOdUIAKTHYHHX UlenNNeHb);

FpatiHYidiA 3ai1ac npenapatia — cymMa noTpebu B nNpenapatax B Neplof Ao
HaCTYNROT 3anhanosanol nocrasku Ta fygepuoro 3anacy, Wo ckNaaac 25 BACOTKIB
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Big piysol noTpebH B Npenaparax, _

MiniManLHRI Ge3nednii 3anac npenaparis — cyma norpe@u B Mpenapatax Ha
30 kanenpaphux anis ta 6ydepHoro 3anacy, Ul cknanae 25 BIACOTKIB BIJl PIYHOI
notpebu B Npenapatax. o

nnanoBwit pik - pik, sxuii nownsaersed 3 01 ciuHa i 3aKiHuyerbes 31 rpyaHs
POKY, IO HACTAE 3a NOTOUHHM POKOM. ‘ )

3. PoanoAin npenapatis Mix MiHICTEPCTBOM OXOPOHH 3710p08’st ABTOHOMHOI
Pecniyfnixy KpHM, CTPYKTYPHHMH nigposfinaMK 3 MHTaHb OXOPOHH 3nop0§‘ﬂ
o6nachux, Kuiscekoi Ta CeBacTONONBCHKON MIChKHX HepxaaMidicTpauii (mam -
CTPYXTYpHi FUAPO3AUIK 3 MHTaHk OXOPOHH 3popos’A) abo [0 BHIHAHEHOTO
MO3 Vkpaind nianpueMctsa, 1o 3adesneyye ix 3BepiralHg 3 JJOTPHMAHHAM BHMOT
nakazis MO3 VYxpaiun 16.09.2011 No 595 «llpo nopsnok mNpoBeacHHA
npodiNakTHYHUX LIeNNeHb B YkpaiHi Ta KOHTpOJb AKOCTI H obiry MefHaHUX
iMyHOBioOriYHIUX Npenaparisy, 3apeecTPOBAHOTO B MinictepeTsi tocTLil YkpaiHu
10 swontag 2011 poky 3a Ne 1159/19897 ta sin 16 rpynns 2003 Ne 584 «llpo
saTeepixkedHn Ipasun 36epiraHHs Ta NPOBEACHHA KOHTPOMHO AKOCTI J1IKAapChKHX
3acoBiB y NIKYBaNbHO-NPOQINaKTHYHUX 3aKnagax» (y penakuii Hakazy MiHicTepcTBa
OXOpOHH 3M10poB’s Ykpatuu Bin 03 keitna 2018 poky Ne 610), 3apeecTpoBaHoOro B
Minicrepersi toctuuil Yrpaitn 03 Gepesns 2004 poky 3a Ne 275/8874 31iACHIOETBCS
MO3 YxpaiHu MpoTsrom 15 IHIB 3 MOMEHTY OTPHMAUHA aKTy nocrayaHHsA-nepenati
npenapatis Mixk nocravankHikom Ta MO3 Ykpalti Ta 3aTBEPIKYETHCA BiANOBIAHHUM
HAKA30M.

OpieHToBHMH Tpadik noCTaYaHHA Tpenapatis Ha TUIAHOBUH pik (gani -
I'padik) KO CTPYKTYPHHX MILPO3AINIB 3 MHTAHL OXOPOHH 3I0POB’A 3aTREPIKYETHCH
wakasoM MO3 Vkpaiuu y tepmin o 31 rpynss. [padik nocrauanhs npenapatis
fIpOTATOM TIAHOBOTO POKY Moxe Koperysatcs MO3 VYkpainu npu IMIHEHHI
TepMiHIB OCTAuaHHA [penapariB y Kpaiiy, TEMMiB BHKOPHCTaHHs Tpenapartis y
AAMIHICTPATHBHO-TEPUTOPIAIBHUX OIHHHULAX, EMIIEMIONONTYHOT CHTYALLT, TOLLO,

4. PospaxyHxu 18 QopMmyBaHHsa posfionity Ta [padiky nocradadus
npenapaTis 3aificHioeTbex JepkaBHo0 yCTaHoBOw "LIeHTp IPOMaIcsKoro 310poB’a
MO3 Ykpainu " (gani - LleHTp rpoMafcekoro 310poB’s) 3 ypaxyBaHHAM:

oBcaris 06IpyHTOB2HOT NOTPeOH anMiHICTPaTHBHO-TEPUTOPIANBHHX OJHHUIE
B lipenaparax, 1110 BW3HauyeHa BimosigHo Ao llopAaky BH3HadeHHs TnoTpefu B
MeJHYHKEX IMyHOOIONOrMHHX npenaparax (BaknMHax) Ta MeAUYHUX Bupobax, ski
BUKOPHCTOBYHOTECH ARA NPOoQiNaKTHYHUX LETIeHb;

pesynpTariB wopidHol Bepudikauil norpefu B Npenapatax, MpoBefeHol
BIAMOBIAHO 10 BUMOT [Topsanky BUusHayeHHs natpelu B MEHUHUX IMYHOBIOROTIHHKX
npenaparax (BaKliHax) Ta MeauuHHX BHpofax, AKi BUKOPHCTORYHOTHCA LA
npodiNakTHUHUX WeTNeHb,

HafBHOCTI 3alIMILIKIB MpENaparis Ha HallioOHAILHOMY Ta TEPHTOPIANbHOMY
piBHSX;

0BcAriB OXOTUTEHHS HaceeHHS NPOdINaKTHUHUME LIENIEHHAMM;
TEMIIIB BUKOPHCTAHHS Npernaparis;

TC?MiHi.B OPHAATHOCTI HAABHMX 3aJHLIKIB TpenapaTin,
enigeMidHol cHTyauil;

MOKIIMBOCTI 3a0e3neueHHs HANeKHOro 36epiranHs Ta JOTPUMAHHA BUMOT



«X0TOROBOTO NIRHIKOTA;

{HUIHX YMHHHKIB, 110 MOXYTh BIIHBATH Ha pO3IOJT. '

QBrpyHTOBaHI NPOEKTH po3MojliNy Npenapatis Ta opieHToaﬂoro I"pgdnxy
nnoctaskd LIeHTp rpoMaicLKOro sgopos’s Hanae go MO3 YxpaiHH Yy TepMIH HE
nisuiwe 01 rpyAHSA POKY, WO Nepeye NaHOBOMY POKY. o

5. Poanoain mpenapaTiB RO CTPYKTYPHHX MUADO3AINIB 3 MUTaHb OXOPOHH
370poB'A  TIOBHHEH (OpMYyBaTH 3anac npenapatiB Y KOKHIA aIMIHICTPaTHBHO-
TepUTOpianbHii ofHHHLI Ha piBHi He BULIE IPAHKUKOrO 3aMacy Npenapatis Ha nary
iX pO3INOMIRY 3 ypaxyBaHHAM HAfBHHX y AAMIHICTPaTHBHO-TEPHTOPIATEHIA OHHHIL
JAIHLLKIB.

[penapaT, W10 3aNKIIAKOTHCR nicng  posmofily MiK CTPYKTYPHHMH
NiPO3LiaMK 3 [IHTEHb OXOpOHH 370pOB’S  PO3NOLNKIOTECA L0 BU3HAUCHOTO
MO3 Ykpainy nianpuemcrsa, 1o 3abesnedye ix s6epiraHHd 3 AOTPHMAHHA YMOB
piamosiaHo no Brmor Hakasis MO3 Ykpainu 16.09.2011 Ne 5395 «IIpo nopanok
npoBefieHHs NTPOQINAKTHHHHX LIEneqs B Vkpaidi Ta KOHTPONb AKOCTI # oGir}:
MeaHulHX IMYHOBIONOFIMHKX [penapatiBy», 3apeecTPOBAHOro B MIHICTEPCTRI
socTHuii Yipaiunr 10 wostHg 2011 poky 3a Ne 1159/19897 Ta Bia 16 rpynHs 2003 Ne
584 «IIpo sarBepfkenns Ilpasun s0epiraHuf Ta TPOBECHHSL KOHTPOIO AKOCTI
aikapebkux 3acoBiB y J1KYBATLHO-TIPOPUIAKTHUHUX 3aKJIAaxXy (y penakuil Hakasy
MinictepcTBa oxoposy 3iopos’s Ykpainw Bia 03 ksiths 2018 poky No 610),
sapeecTpoBaHoro B Minictepetsi tocTuitii Ykpainu 03 Gepesus 2004 poky 3a Ne
275/8874,

6. PiBHI rpaHH4HOrO Ta MiHiMaNbHOrO Ge3fNeYHOTO 3amacy mperaparis AN
KOKEOT aAMIHICTpaTHBHO-TEpHTOpIAlLHIA  ORMHHUI  pospaxosyioThes  LleHTpom
POMANICEKOTO 340POB’S N9 KOXHOTO [PerapaTty OKpeMo Ml Hac MPOBeACHHA
wopiuHol  Bepudikawii notpebu B Meauunux imyHobionoriunux npenaparax
(BaKUKHHAX) Ta MeaudHUX BHpobax, AKi BMKOPHCTOBYIOThCA JUIS [POREACHHS
MIAHOBUX NpOQinakTHUHMX IenneHb Yy TepMiHH BignosiaHo no [lopagky
BH3IHAYeHHA [oTpebH B MEOMUHHX IMYHODIONOTNIYHUX npenapatax (BakuHHax) Ta
MeAHYHHX BHPOOax, AKi BHKOPHCTOBYIOTECA [UI% MPOQINAKTHUHUX LUENIeHb,

7. MO3 VYkpainn 3alearneuye nocrauaHHs [penapaTiB  BIANIOBIAHO 1O
I'padika nmocrauanHs CTPYKTYPHHM NIiAPO3AINAM 3 NMTaHb OXOPOHH 310POB’S 14
nofaisiioro 3abesneveHHs HUMH 3aK1211B OXOPOHH 3[I0pOB’ s He3anexHo Bia Gopmu
BJIACHOCTI, WO HAJAOTh CTAliOHapHY  aKylIepcbKo-riHEKONOriMHy  Ta
HEOHATOJIONYHY JONOMOTY Ta 3afBHIH noTpeby B iMyHoGionoriurWx npenapatax
(BakUXHAX) 112 HOBOHAPOAKERUX AiTeH A1 npodinakTHKK renatvty B ans aiteit ta
BaKLHHU I8 npgcbinaxmxn TyOepKyNbo3y, 3aK/afiiB OXOPOHHU 3/I0pOB’A NPHBATHOI
(hOpPMH BITACHOCTI, & TAKOX DisuuHuX 0cif - MianpreMuis, 1kl ofepx)any niueHsio Ha
TPABo TIPOBAMKEHHA [OCIOAAPCHKOT MIANBHOCTI 3 MeAMUHOI NPAKTHKH, 3a YMOBRU
YKNAREHHA HHUMH SK HajaBauaMH MeIHUYHHX [OCAYr, HLOTOBOPiB MpO MegHuHE
0BCnyrosyBaHHs HaceleHHs 3a MPOrpaMold MeAMHHKX rapantiit 3 HauioHaibHowo
cnyxBoko 3R0POB’A YkpaiHH (llami — 3aKiagu OXOPOHH 3J0DOB’S, WO NPOBOAATH
NpOoGINAKTHYHI LenieHns).

B i i " : . :

0xoporH 310pos’'s MO3 Ykpainu, npu

HeoOXigHoCT, 3a0 i
» JADEINCAYE 1X TPAHCTOPTYBARHA 3 060B’AIKOBUM JOTPHMANHS YMOR
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putoRbBUo 0 ssor namnsin MO3 Yepaing 16092001 Ne 595 «lIpo nopaiok
NPOGEIIoe Npoginus s ennenns v Yrpain e Koipolih skoct # o6iry
MEHUTITN  IMVIOGIoor i apeipatin,  apeccipomiiioro B Minictepern
woe il Yepaiin 10 swonns 2001 poxy s No TISVTOROT 1 pij 16 1pyjos 2003 No
SN Ipo snnnepoienns HTpooir sOepiranig 1a nposejicing KOHIPOm FKoCTi
MIRAPCLKHN aenine Y SHRYIBIIHo-1poPURK HIHX yaktaax» (Y pejlakitl paxkasy
Ainiciepern oxopoiit yopon's Yrpaiing wig 03 knitis 2008 poky No 610),
apecctponnioro i Minierepermi oenuil Yepaiin 03 Gepenis 2004 poky ta Ne
JTNRRTA,

8. Hemp  rpoMwenkoro  yopon's 3 wmenol  initiatimg abo  nips
PIANOJORCHTI IO HEOIO BUUONREIONO SHCPHEHITE CIPYK TYPHOTO THIPO3ILULY 3 IHTaHb
OXopoi Yopon's abo su jlopytetis s MO)Y3 Yrpaiun neperisiae 1a 1a1ac NMOT
VP IPONOTINT 100 mifeceris il (koperywanis) ao posnojiny 1a [padiky
HOC T AR R HPCROPITI Y BHIGUIKY:

0 LImICHH IPOEHOTORAIOT KIIWKOCTE 0Ci0, SKHM [HIdHYCTRCS IPOBEICHIA
HECHACHE Y BUOBUUTET @iiMinicr patsnno-tTepuropizniif ojuti,

HOCHPOMMEITOCT  3alesie sy jylnoniant  yMonr  as 30epiranns
HUUIHOBANOT 0 nocranias KuiskoeTi npenaparis alo  gotpuvanig BuMor
WX OUOAOBOIO JIRHTTIO W

YCKIAHCHHS CHTJCMBIION CHTYaIl, 110 UPHiBoANTL /10 30ibinenia oGearis
ONOIICHHS JTHCCHCHIS NPOPIIAKTHUHNMHE IHCTICHHAMHE Ta TEMINB BHKOPHCTUIIHS
BpCHApaTIN,

IMCHIICHIS  3WIHINKIB  NPeNapatiB -y BULOBIJIHIA  aAMIHICTPATHBHO-
TepuTOpIaNLI oIl A0 PiBHS MilliMaisiio Oelneunoro 3akacy lpenapartis,
AKNLO TOCTAUANIA TIPenapatin He mianyeTbes B nactyiit 30 katenaapiux His;

NOBIIOMIIEHIHA BiJL CTPYKTYPHOFO NIAPOHIITY 3 [THTAHb OXOPOHH 310POB'S PO
HeMOXJIHBICTE DpuiiusTd npenapati abo 3abesneuuTn 1x nanexue 30epiranng 1a
YMOBH 1TOCTUBKY 3THI10 3 rpadikom,

9. padiik nocrayanis NpenapaTin Ta 3Mil 10 HLOro A0BOAXTECH 10 BijoMma
KCPIBHIKIB CTPYKTYPHHX [THIPOYLNIB 3 IIHTAHb OXOPOHH 3/IOPOB’'R He Milnie Hix
yepes 5 pobounx ANIB Nicss IX 3aTBep/uKers,

1O, CrpykTypni HAPO3LIH 3 MHTAIL OXOPOHH 310poB’'s alio ynosHoBaxeHi
HAMH BioByH obracii, MicT Kuesa ta CeBacToilons HeHTPH FPOMaACLKOro
popos's (y padi iX HANBHOCTI) NICAS HAAXO/DKCRHS NIPCHApaTiB y CTPOK, U0 He
HEPERHBLYE TPLOX pobouux s, 3a0eineuyioTs posuojil Bpenapatis 40 3aknauis
OXOPOHH 3JLOPOB’ A, HLO NPOBOJHTL BROPUIAKTHUIN HICTIICHIR,

I'1. 3axnajiu oxX0poiK 3)10poB’S, 110 IPOBOAATE HPOQINaKTHYHI LenNeHHs, i3
sanyuennam  obnacuux, Miet Kuenma ta Cenactonons UeHTpIB IPOMaACEKOro
3]10poB’8 (y pa3si X HAsBHOCTI), BH3HA4A0Th:

pittity Ta KBapTasisiy norpely 3aknafy B npenaparax.

Piuna notpela 3aknany no kox il BaKUMI BH3HAYAETLCA 38 QOPMYNON!

PIT= ((BI"1*(0,95)*Kn*®a) «1,25)+ ((B[,*(0,95)*Kn*ds) .1,25)) +..., ne:

PIT - piuna notpela;

BI' — yucenshicts BiKOBOT Tpymu, W0 OignArac BakuHuauwll y IUIaHOBOMY
potti;

0,95 — pexomennosaniil piseHb (95%) OXONNEHHS UIEMLIEHHAMH BIKOBOI
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FpYINH, Wo niansrae Bakuunauii (BD);

Ko — KinbkicTh 003 BakUMHM, WO MoBHHHI Byt 3pobreni nporaroM
NIAHOBOTO POKY vy Uii BiKoBi# rpymi;

(BB — THAMKATYBHUIT MTOKA3HKMK BTPAT, (1O BH3HAYAEThCH 3rijIHO 3 MeToaukoio
poIpaxyHky ToTpefd B MeuUHUX iMynoBionoriuHux npenapatax (BakiMHax) Ta
MEAHUYHHX BHpoDax, sSki BWKOPHCTOBYIOTHCK M TIPOQINAKTHUHWX  Ulenaens,
jatBepmkenoto Hakazom MO3 VYipainu Big 18 tpasus 2018 Ne 948 «lpo
3aTBEpIXeHHS MeTONWKH pospaxyHky noTpebn B MEAHIHUX iMmyHoGionoriunux
npenapatax (BakUWHAX) Ta MEIMUHWX BHpobax, fKi BUKOPUCTOBYIOTLCA AJSN
npodinakTHUHUX wwennexb, Ta [lopadKy BH3HA4EHHS TOTPEOH B MEAHUHMX
iMyHoGionoriuukx  npemapatax  (BaKWHHAX) Ta  MeAHUHWX  Bupobax, K
BMKOPHUCTOBYIOTBCS S NPOMINaKTHUHKX  LUEMNEeHb»,  3apPecCTpoBAHOTO B
Minrictepetsi toctvuii Ykpaitun 04 uepsag 2018 p. 3a Ne 664/32116;

TPaHHYHHIL 3anac Npenaparis, AKui MOXe 0HOYAcHO 30epiraTHeR B 3aKnaji
3 notpUmaHHsM BiMor [Ipasun 30epiranns Ta TPOBEAEHHS KOHTPOMO AKOCTI
nikapebknx  3acobiB y MKyBaNbHO-MpoGINaKTHYHHX  3aKj1afax, 3aTBEpAXEHHUX
nakazoM MO3 VYxpaiuu Big 16 rpyans 2003 Ne 584 «llpo satBepmxkenns Ipasun
36epiraiHg Ta NPOBCAEHHN KOHTPOMO AKOCTI NikapchkuX 3acoliB y JKYBalbHO-
ApoginakTuuHix 3aknafax» (y perakuil Hakasy MiHicTepcTBa OXOPOHHW 310pOB’A
Vkpaius in 03 kBiTHa 2018 poky Ne 610), 3apeectpoBaroro B MinicTepcTsi rocTHull
Vrpainu 03 Oepesns 2004 poky 3a Ne 275/8874  ta [llopsnky j3abesneuenns
HanexXHWX yMmoB 30epirania, TpaHCNopTypaHHs, npufiManHs Ta 001Ky BaKuHH,
ABaTOKCHHIB Ta alepreny TyGepKynbLo3HOTO B YKpaiHi, 3aTBep/DKEHOTO  HAaKa3oM
MO3 Vkpainu 16.09.2011 Ne 595 «[Ipo nopsiok nposedeHHA NPOQiNakTHUHKX
juennexs B YKpaiHi Ta KOHTpOnAb SKOCTI # ofiry MeauyHux imyHoOionorivuux
npenapatiny», 3apecctpoBatoro B MiHicTepeTsl wocTiuil Ykpalun 10 xosths 2011
pOKY 3a
Ne 1159/19897.

Pesynbraty Bu3naueHis Notpedy B Npefapartax 3akiald OXOpOHH 310pPOB'Y,
WO NPOBOAATH NPodinakTH4HI UlenaeHHs, 3 BLANOBIAHWM 00IPYHTYBaHHAM NOJAKTE
CTPYKTYPHUM NHAPO3/inaM oxopoHn 3gopos’s o 01 rpyans poky, wo nepeaye
NAAHOBOMY pOKY. 3a3HaueHi [OaHi CTPYKTYPHI NiApo3aiNy OXOPOHW 3710pOB’s
BPAXOBYIOTH [NPH NPOBCAEHH] PO3NOAINY NPENapaTis MK 3akiaflaMH OXOpOoNH
3;10pOB'4, WO NPOBOAATE NpodinakTHUHI LeNNeHNs.

12. Posnonia npenapatiB MiX 3aKnafaMd OXOPOHH 30POR’A, IO NPOBOAATL
npodinakTHYHI WeNneHHA Ta 3MiHWH [0 HbOTO ONPUIIOJHIOIOTECE Ha OodilliiiHOMY
sefi-cafiti CTPYKTYpHOrO TIAPO3AINY OXOPOHH 300pOB'A HE Mi3HIWE HIXK Hepe3 2
pofouuX Dt nicns #Oro 3aTBEPANKEHHA.

13. 3aknanu OXOpOHH 3Q0pOB'S, O NPOBOAATH NpOdINAKTHYHI WENNCHHS,
OTPHMYIOTh NIPENAPATH Y MICUAX BH3HAYEHHX CTPYKTYPHHMH NIAPOIRINAMH 3 NHTAHb
OXOpOHH 310POB'S.

Ipadix sula4l npenapaTiB 3aknadaM OXOPOHH 3A0pOB'S, LUO NPOBOAMTH
HPOQLIAKTHYHI UIeMNEHHS  BCTAHOBRIOETHCH CTPYKTYPHHM MIAPO3AIIOM OXOPOHH
1IOpOB'.

4. 3aknaith 0X0ponu 340poB’s, WO NPOBOAATE NPOGIAAKTHUHI WU I,
HIOMICHIY BHITYKOTD 10 CTPYKTYPHIX UIPO3ALNIB 3 MHTANB OXOPOHH 310pOR'8 1po
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TRETERHHI TN npcmparm Ta TepMiHH IX NPUAATHOCTI Ta y CTPOK A0 0l 4ucna

MiCHIS  HACTYIIOTO 3a 3BITHHUM RANAKOTH HdopMallifo PO HAfBHE  3ANHIUIKH

npumpann Ta TepMmilli IX NPHIATHOCTI A0 CTPYKTYPHHX NiAPO3AUHB OXOPOHH
1()[1(33 ",

CTpyKTVYPHI NIAPO3IALIH 3 NHTallb OXOPOHH 310pOB *q HIOMICSAUS B TEPMIH JI0
08 wiea MicS s HACTYTHIORO 32 38iTHIM 3alesnedyioTs (abo yacTiue y pasi Biayi
okpemoro postiopaokenng MO3 Ykpaliit) HALHHS ysamnhucnm iopmanil a0
Henpy rpoMaIcsROro 3 WOPOB’S LI0A0 JUTHINKIB NPEnapaTis 3 3a3HAUCHIAAM:

KiILKOCTE HPENapaTis, 10 BIKOPHCTORYIOTHCA 3AK1aA0MI 0XOPOHH 310po ',
IO HPOBOISTD upmln,lal-‘ruluu HICTITeHItA,

KLUIBKOCTI npcnaparm o 3naxofsThes Ha 3Gepiranui Ges posnoauly A0
SIKIUB OXOpOIH 3 LOPOB’, 11O NPOBOARTE. npod iTAKTHYHI ENNeHTIs;

KibKOCTI IPENapatip o Hepeaatt Jo (HHIHX CTPYKTYPHHX NiAPO3ALNIB 3
{11H1akb OXOPOHH sloponn ab0 OTPHMANNX B HUX Yy Pe3ynbTaTi 3AHICHEHHS
CaMoOCTIINOI !ILprmHO.ll.Iy.

cepiil npenapatis,

TepMiniB NPHIATHOCTE NPEnapatis;

llcnrp [POMAICHKOTO  3[0POB’d, Ha MiACTaBl  HamaHol CTPYKTYPHHMH
HLIPOLIIaME 3 HUT3HL OXOPOHH 370pOB’A inopmauii, IPOBOAHTH LOMICAUBH I
AHH3 CTaNy HUTHINKIB NPEUaparis, npo pPe3ynsTaTh AKOro y TepMid o 20 wnena
MiCHILA HACTYIHOrO 3a 38iTiis indopyye MO3 Yrpaiii,

Fenepaantnid aupervop Jsupexropary
I POMRLICHKUI 0 3I0DOB'H /"" A. CRIBChKHI
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NMOSICHIOBAJILHA 3ATTHCKA
no npoekTy itnkazy Minicrepcraa oxopons 'snop.oln‘ﬁ YKPE'I'“H-
«lpo saraepxenns Tlopsaky po3fofiny TR nepeaa‘ti iMyH0GioNOTIYHHX
npenapatin (BRKLII Ta METHIX BHPOGiB, AKi BHKOPHCTOBYIOTHCS [UTR
npodinakTHHIIHX tienIeHb

MeTa: yperynwobanhs NOpSAKY po3nNoAiny Ta nepenadl IMYHOOI0NOMHYHKX
npenapatip  (BAKUHH) T3  MEAHHHWX BUpOGiB, ski BHKOPHCTOBYIOTECH  JUHA
HpOdINAKTHUILHX LIETAeHb 3 ypaxyBaiiiaM ofcaris noTpeOH B penaparax.

1. Mincrana pospofacHig NPOCKTY aKTa

Myuxt 12 TlopaRaky BHKOPUCTAHHA xouiTis, rnepeafadeHux y ACpKaBHOMY
SloKeTi HNR BHKOHANWHA NporpaM Ta 3aificHenis UEHTpaNli30BaHUX 3aX0MiB 3
OXOPOHH 3/10pOB'S, 3aTBEPKEHOTO NTOCTAHOBOO Ka6inery Minictpis Yxpaiku sin 17
Gepeaun 2011 poxy Ne 298.

2. O6fpyHTYBIURA HeoOXiANOCTI NPHHHATTA aKTA

MilicTepcTBo OXOpPOHW  3710poB’s  YKpaiHM pianosinHo a0 [lopsaky
BUKOPHCTAHNS KOWTIB, nepenbauenix y AEPKABHOMY GroKeTi AN BHKOHAHHA
nporpaM  Ta  3AICHEHHR  UEHTPANI30BaHKX 2aXOfiB 3 OXOpPOHW 3J0POB'S,
jaTBepaxcHoro nocraosoto Kabinety Minictpis Ykpainu Big 17 Gepeans 2011
poxy Ne 298, 3 2018 poxy nepefilino Ha TpHpiuHe NnaHyBauHs noTpedu B MeAHYHHX
iMyHOBIONOTIMHIX NpenapaTax (BaKWHHaX) HA HALIOHATILHOMY pIBHI,

Bianosiaio no  Tlopaakoy  BusHauenns  notpefu B MEAHHHMX
imyHoGionoriviiix  npenapatax  (BaKWUHAX)  Ta  MEJHYHHX Bupobax, Axi
BHKOPICTOBYIOTHCS ANS MPOQINakTHUHKX Ulennenb 3aTRepKennM Hakazom MO3
Ykpainu 8ia 18 Tpasus 2018 No 948 «Ilpo 3aTBepaxentin MeTtolkku po3paxyHky
notpebU B MeAMuHIX IMyHOGIOOMUHUX nipenapaTax (BakuWHax) Ta MEAHMHHX
BipoBax, ki BHKOPWCTOBYIOThCS RAS NpodinakTHuHuX weneus, Ta [lopsaky
BHIHAUEHHR ToTpeBH B MeAnuHWX iMyHoBionoriunux npenapaTtax (BaxkuHHax) Ta
MeAHUHIX  BHpobax, AKi BHKOPUCTOBYIOTBCS AN MNPO(PIIAKTHUHWX LIENJEHbY,
japeccTposanoro B Minicrepersi roctuuil Ykpaiun 04 uvepsus 20138 p. 33 Ne
664/32116, 3apecctposaroro 8 MiicTepersi rocTHuil Yrpaiuu 04 uepsns 2018 p. 3a
Ne 66432116 pu3znadenns notpeSu B iMynoOlonorinuux npenapatax 3 2018 poky
BIA0YBACTBCA HA HALIOHANBHOMY PiBHI.

Boanouac, 3 2018 poxy Bianosiaino 10 suMor [TopAaKY BHKOPHCTAHHS KOLTIB,
nepeadavenix y aepxaBHoMy OlOKeTI A BHUKOHAHHS NporpaM Ta 3HiCHeHHR
UCHTPANIOBAKUX  3aX0AIB 3 OXOPOHW 3/10POB'A, 3aTBEPLKEHOrO TMOCTAHOBOIO
}{a(aine'.ry Milii.(:TpiB Ykpainn Big 17 OGepesns 2011 poky Ne 298 wmeunnuni
IMyHOBioa0ri4HI tpenapath (BakuniK) 3akynneni 3a xourtu Jdepxastoro Gropxkety,
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OKpIM  [IEPKABHHX T KOMYHAThHHX JaknaliB  OXOPOHH 3A0POB'A noe:um!i
NOCTAuaTHCA 1 [0 3aKnaliB OXOpoHH 310pOB’A HEBANSKHO Bl GopMH BAACHOCTI, 1O
Haz@loTh CTallioHapHy aKylnepCbko-riueKonoriuuy Ta HEOHATOMOriYHY NONOMOry
(iMyHobionoriuti  npenapat (BaxUMHK) A%  HOBOHADOIKEINX agitelt  ans
npodinakTHKH refiaTuTy B nns niTeil Ta BAKIMHW A4 npoQHnakTHK T}/6epkynbo?y),
jaK/aliB OXOPOHY 3[10pOB’S npKBaTHO! GOpPMH BIACHOCTI, @ Takok disHuHuX ocib -
MANPHEMUIB, AKI OIepXKanH niled3ilo Ha NpaBo NPOBAMKEHHS TrOCrnojapcbKol
JiABHOCTI 3 MEJMUHOl MPAKTHKH, 3a YMOBH yknafgeHHs HHUMH AK HaaBaqaMu
MeTUHHHX TIOCIYT, TIOB S3aHUX 3 NEPBHHHOI0 MEJHIHOKO AOMTOMOT 010, noroaopis. npo
MeauiHe OBCAyroByBaHHA HACENeHHK 3a MpOrpaMolo MEIHUHHX [apaHTii 3
HauioHanbHoI iy BH 3R0poB’S YKpPAIHH.

3 orfsAy Ha BHKIajeHe, HEODXIAHO BM3HAUWTH MEXaHIZM po3noiiny Ta
nepenaul  iMyHoGionoriuHKX npenapatis (BaKUWH) Ta MELHUHHX BHpo0is, SKI
BUKOPUCTOBYIOTECS Ui NPOGINAKTHUHHX 1UeriieHb, A% toro o6 3abesnevnTH
HAgBHICT BAKUMH Yy BCIX MYHKTaX UEANCHHR Ta jafe3rieyuTH IX eQeKTHBHE
3GepiraHKs BLANOBIIHO I0 BAMOT «X0JI0A0BOTO TAHLIOTYY.

3. CyTe NpoeKTy aKTa

MpoekT akTy nepenbaqae YiTK Mexarizmy po3nofiny iMyHoOiomoridHnX
npenapatis  (BaKUMH) Ta MEIHUHHX BUpo6iB, fKI BUKOPHCTOBYIOTbCH A1
ApodinakTHyHUX tenens (aani - npenapary), NpuaAbaHUX 32 paxyHoK B1oaKETHUX
KoWTiB Ang 3abe3meuesHs MEAMMHMX 3aXOMiB OKPEMHX JEpXaBHHX Mporpam Ta
KOMITEKCHHX 3aXOAiB TNPOrPAMHOrO  XapakTepy, 3 HaliOHAILHOTO PiBHA Ha

perioHanpHKit Ta 3 perioHanbHOrO piBHS 70 3aKNajiB OXOPOHH 310POB’H, skl
NPOBOARTH 1POQinakTHUHI HIETNeHNA.

4. [IpapoBi acnexTH

TIpasosUMHU AixcTaBaMI PO3POOKH NPOEKTY aKTY €

Jaxon Ykpainu «ITpo 3axucT HaceneHHs Bif indexuifiHnx xBopob»;

TMoctanona Kabinery Minictpis Ykpainu sin 17 Gepesns 2011 poky No 298
«IIpo satBepaxerHs [TopsaaKy BUKOPUCTARHS KOUITiB, NepeadayeHHX Y AePNABHOMY

GIOJOKETI NS BHKOHAHHA MpOrpaM Ta 3AINCHeHHs UCHTPANi3oBaHWX 3aX01iB 3
OXOPOHH 310POB'sAN,

8. dinancoBo-ekoHoMIMHE 00rPpYHTYBaHUN

Peanizauia UpOTO MpOEKTY Hakaly He HOTpebye NONATKOBUX BHTpaT 3
smicuesnx Ta JepxaBHoro OlKkeTiB Y Kpaiiu,

6. [Tporuel snausy

[TpuitHaTTs npoexTy Hakaly MaTUME TO3MTUBHWUN BIIMB HAa FPOMAICHKe
: )
POPOB'S, OCKiNLKK  3abesnieunTs edexkTUBHE Ta pallioHAlbHE BUKOPHCTAHNA
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iMyHoGI0NOTIHHHX npenaparis (RaKUHH)  Ta  MEAHUHHX pupofis,  AKI
BUKOPHCTOBYHOTBCS 114 npodUtaKTHUHIX LEeNeHb (nani - npenapam),.anHGaHHx
3a paxyHok OrOJUKETHHX xowiTig qnA safesnedeHHs MEAWYHUX 3aXOMIB OKPEMHX
[epKABHMX MPOTPaM Ta KOMIUIEKCHHX 3ax00iB NPOTPaMHOro XapakTepy. 3azHaueHe
[O3WTHBHO BIUIHHE Ha CTaH OXOIICHHA NpoQinakTHYHUMH ILENNCHHAMH HaceneHHs
Ta CYTTEBO 3MEHUIHTD pisens iHhEKUIARAX xBOpe6, AKHM MOXH2 1anoBIrTH WIAX0M
1IpOBEJICHHA iMyHONPODIIAKTHKH.

6'. Ctpateriuna eKoJIOTiHHA OUiNKa,

[IpoekT aKkTy He € JIOKYMEHTOM flepKaBHOro niaHyBaHns, o rOTYETHER 3
ypaxyBaHHAM ocobmiBocTell nepejfadeHnx 3aKoHOM Ykpainu «llpo cTpareriuty
eKOOTIUHY OUIHKYY.

7. [lo3nilin 3aiHTEPECOBAHIX CTOPiM

Peasilallis akTy MaTHMe BMIHBY Ha IHTEPECH IPYN HaceJeHHA PI3HOIO BiKY,
akuM  BianosiaHo  go  Kanenpaps npodinakTHHHAX — WETICHb nepeabayeHo
npoBefeHHs WeTUienHs. [IpUARATTA  aKTy aMoxe 3abe3neduTd  piBHOMIPHHHA
pPOIIOAIN IMYHOBIONOrTYHHX Npenaparis, 110 BHKOPUCTOBYIOTHCA A4 npopefeHHs
NPodiNaKTHUHHX LereHb Mi% 3aKTadaMn OXOPOHH 3A0POB’s ycix GopM BNACHOCTI
v KiNhKOCTI Ta € NepiojHUHICTIO NOCTATHIX AIA CTAJI0r0 Ta B focTatHROMY ofcH3i
NpoBeaeHHA LIeNIeHb sinnosiano o Kanenjpapg npo@inakTHyHux WEMIeHb, U0 B

CBO Hepry, AacTh MOXJMBICTh PIBHOTO AOCTYTTY 110 BakUHHaUll 3a3Ha4eHUX BULLE
rpyn. [Tportos BNAKBY A0AACTHCA.

8. [pomajckke obrosopenus

Mpoekt waxasy posmiliero Ha odiuiiitomy peG-caiiti MO3  VYkpainu:
WWW.NOZ.EOV.UA 3 METOIO TPOBEAeHHS KOHCYIbTaUiH 3 FPOMaChKICTIO.

9, [To3nuin 3aiHTepecoBAHNX OPTAHIB

.ﬂpocm nakazy noTpelye MOTOMKEHHA 3 Y DOBHOBAMEHUM Bepxosuol Paau
YKpaitiu 3 Npas TOOHHH.

10. Mpasora ercuepTsa

§ “I']puem- Hakaly nimnarae fepxasHiit peecrpauil B8 Minictepersi ocTi
KPatHi.

F1. 3anoGitanns anckpuminauil

Y npoek i Hikidy BLKCYTHI TONMOKCHIS, SKE MICTATD O3HAKH JHCKPHMIHMLT
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11, BiaznosianicTs npruunny jadesnedeHHs PIBHHX npas Ta MOATHBOCTEH
#1HOK | 40.10BIKIB

Y npoekTi akTy BIACYTHI NOJOXEHHA, SKi HOPYIIYIOTH IPHHUKT 3a0e3neyeHH
piBHHX MPaB Ta MOXKIHBOCTEH IHOK 1 HONOBIKIB

12. 3anobiranus Kopynuil

Y npoexTi Hakasy BiACYTHI [IpaBMNa | NPOUEIYPH, FKi MOXYTh MICTHTH PH3KKH
BUMHEHHA KOPYITILHUX [1PaBONOPYILEHb.

13. Mporxo3 pe3y.IbTATIR

[pufiHaATTs NpPOEKTY HaKaly jabe3neMuTs eGEKTHBHE Ta palioHalbHE
BHKOPHCTAHHA IMYHODIONMOTIYHIX npenapatis (BakitMH) Ta MEJHHHHX pupobis, AKi
BHKOPHCTOBYIOTBCS AR NPO(INaKTHYHKX IIENCHE (nani — npenapat), TpruadaHHX
32 paxyHoK O KETHHX KOWTIB ANS 3abe3nedeHHA MEAHUHUX 3aXO0NiB OKPEMHX
JepKaBHHX NPOTPaM Ta KOMTIIEKCHHX 3axOlliB POTPaMHOTO XapakTepy. 3a3HadeHe
HOIMTHBHO BILTHHE HA CTaH OXOMIEHHK NPOPINAKTHUHHMH LUETICHHAMH HaceneHH
Ta CYTTCBO 3MEHLIHTE PIBEHb iHpeKUINHAX XBOPOO, AKKM MOKHa 3anoBirTH LINAXOM
[poBeAeHHS IMYHONPODINTAKTHKH.

Jacrvnunk MinicTpa Masno KOBTOHKOK

« » 2019 poky
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