MIHICTEPCTBO OXOPOHMU 3/I0POB’SI YKPAIHA
HAKA3

Kuis

18 ceprias 2022 poky Ne 1494

I[Ipo eKCTpeHy [ep)XaBHy peecTpalii0 J/KapCbKHX 3aco0iB, MeJUYHHX
iMmyHoOio/loriuHux mpenapartiB, NpenapariB KpoBi, 1m0 BUPOO/IATHCA abo
MOCTAYalThCA B YKpaiHy MNpPOTAroM mepiogy [Aii BOEHHOr0 CTaHy, Mij
3000B’A3aHHA

BignosigHo mo cratti 9 3akoHy Ykpainu «IIpo mikapchbki 3acobu», ab3ary
[BaJILIATb CbOMOrO MiANYHKTY 12 nyHKTY 4 [lonoxeHHs1 po MiHiCTepCcTBO 0XOPOHU
370pOB’sl YKpaiHH, 3aTBep/pkeHoro mocraHoBoto Kabinety MiHicTpiB Ykpainu Bif
25 6epe3ns 2015 poky Ne 267 (B pefakiiii mocraHoBu Kabinety MiHicTpiB YKpainu
BiZ 24 ciuns 2020 poky Ne 90), nynkty 3 [TopsiiKy eKCTpeHOi Ziep;KaBHOI peecTpariil
niKapcbKux 3aco0iB, MeWYHMX iMyHOOiOMOTiUHKX TiperapaTiB, TperapaTiB KpOBI,
1110 BUpOOJIsTIOTECST ab0 MOoCTauaroThCsl B YKpaiHy TPOTSATOM Iepiofy il BOEHHOTO
CcTaHy, 1M 3000B’s3aHHS, 3aTBep/P)KEHOro TI0CTaHOBOIO Kabinety MiHicTpiB
Ykpainu Big 15 kBiTHS 2022 poky Ne 471 «/lesski muTaHHSA €KCTPEHOI JeprKaBHOI
peectparjii JiKapcbkuX 3acobiB, MeJUYHHUX iMYHOOIO/IOTiUHMX TIperaparis,
rperiapaTiB KpoBi, II[0 BUPOOJSIOTHCS ab0 IOCTauaroThbCsA B YKpaiHy IPOTSATOM
riepiofy [ii BOEHHOTO CTaHy, i/l 3000B’si3aHH», Ha ITi/[CTaBi pe3y/bTaTiB IepeBipKu
peecTpaliiHiX MaTepiasiB JIiKapchbKUX 3acobiB, 1110 TI0/jaHi Ha €KCTPeHYy [iep’KaBHY
peecTpallito, MPOBEIEHUX [ep>KaBHUM MiJIIPUEMCTBOM «[lep>KaBHUM eKCIepTHUU
LleHTp MiHicTepcTBa OXOPOHM 3[0pOB’d YKpaiHW», BHUCHOBKIB 3a pe3y/bTaTaMU
TepeBipKM  JIOKYMEHTiB Ha JIiKapChKWW 3acib, MeauuHui iMyHOOiosoTiuHuH
ripenapar, mpernapaT KpOBi, MOJaHWM Ha €KCTpPeHY Jep’kaBHy peectpariito, Bix 30
TpaBHA 2022 poky, 15 murnHa 2022 poky, 26 munHg 2022 poky, 29 nunHa 2022 poky
Ta 04 cepnHs 2022 poKy, peKOMeH/allili POKY iX 10 eKCTPeHOI Ziep>KaBHOI peecTpariil
abo BiIMOBH y TakiH,

HAKA3YIO:

1. 3apeecTpyBaT Ta BHeCTH [0 [lep)KaBHOIO PeECTpPy JiKapCchbKux 3acobiB
YKpaiHu fiKapchbKi 3acobu 3rijHO 3 AogaTKOM 1.

2. BiZMOBUTH y eKCTpeHil Jiep>KaBHiM peecTparlii Ta BHeCeHHi 10 [lep>KaBHOTO
peecTpy JMiKapCchKuX 3aco0iB YKpaiHu JiKapchbKUX 3aco0iB 3rifiHO 3 IogaTKOM 2.

3. KOHTpOJIb 3a BUKOHAHHSM LIbOTO HaKa3y MOK/IaCTU Ha TepIIoro 3acTyIMHUKa
Minictpa Komapigy O.O.

MinicTp BikTop JISALIKO



Moparox 1

[0 Haka3y MiHicTepcTBa 0X0poHH

370poB’st YKpaiHu «IIpo eKcTpeHy jep>kKaBHY
peecTpani JTKapchbKUX 3aC00iB, MeJUUHHX
iMyHoOGio/s1oriuHNX Npenaparis, npenaparis
KPOBI, 1110 BUPOO/IAIOTHCSA a0 MOCTaYalTHCA
B YKpaiHy NpoTAroM nepioay /iii BOEHHOT0
CTaHy, i 30008’ A3aHHA»

Bix 18 cepnns 2022 poky Ne 1494

NEPENIK
3APEECTPOBAHUX 3A NPOLEAYPOK EKCTPEHOI AEP)XABHOI PEECTPALJI NIKAPCbKNX 3ACOBIB, MEAUYHNX
IMYHOBIO/TOIN4YHNX NMPEMNAPATIB, NMPEMAPATIB KPOBI, AKI BHOCATbLCA A0 AEPXXABHOIO PEECTPY
NIKAPCbKUX 3ACOBIB YKPAIHU

Ne Ha3sBsa nikapcbko2o 3acoby Popma sunycky 3assBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknam Homep
n/n (nikapcbka ¢hopma, 3asiBHUKa BUPOGHUKaA liHa BionycKy | ysaHHS | peecmpayiliHo2o
ynakoska) npoyedypa nocsioyeHHs
1. BYNIBAKAIH ATETAH 2,5 PO34uH A5 iH'EKLA No Na6opaTtopi PpaHuin BMPOGHULITBO, KOHTPO/1b, NEPBUHHE PpaHuis peecTpauis 3a He UA/19588/01/01
Mr/iMn, PO341H Ansa 20 mn y donakoHax; no A AreTaH Ta BTOPUHHE MNaKyBaHHA: Ha 1 pik peuenmom | nidnsizae
IH'EKLIA/ BUPIVACAINE 10 cpnakonis y [Jencbapm Taypc, dPpaHuis;
AGUETTANT 2,5 MG/ML, KapTOHHIA KopoobLi BUNYCK NPOAYKL;i:
SOLUTION INJECTABLE Nab6opaTtopia AreTaH, ®paHuis
2. BYNIBAKAIH ATETAH 5 PO34UH A5 iH'EKLA No Na6opaTtopi PpaHuin BUPOBHULTBO, KOHTPO/Ib, NEPBUHHE PpaHuis peecTpauis 3a He UA/19588/01/02
MriMn, PO341H Ans 20 mn y donakoHax, no A AreTaH Ta BTOPUHHE MNaKyBaHHA: Ha 1 pik peyenmom | niosisg2ae
IH’EKLIN | BUPIVACAINE 10 donakoHiB y Lendapm Taypc, ©paHuisi;
AGUETTANT 5 MG/ML, KapTOHHI Kopo6Li BUNYCK NPOAYKL;i:
SOLUTION INJECTABLE Na6opaTopis AreTaH, ®paHuis
3. BYNIBAKAIH Ansa po3uuH A8 iH'ekuii no 4 | Na6opaTtopi PpaHuis CEHEKCI-®OHTEHE-CY-BYA PpaHuis peecTpauis 3a He UA/19589/01/01
CMIHA/TIbHOI AHECTE3II M/1y amnynax; no 5 A AretaH Ha 1 pik peyenmom | nidnsizae
AFETAH 5 Mr/Mn, PO34MH amnys y KapTOHHIl
LS IH'EKLIIA Kopo6L;
(IHTPACNIHANBHO)/
BUPIVACAINE POUR
RACHIANESTHESIE
AGUETTANT 5MGI/ML,
SOLUTION INJECTABLE
(VOIE INTRARACHIDIENNE)
4. OHKOTPOH ONKOTRONE PO34UH A1 iH'eKLil no 5 Bakctep HimeuunHa Bakctep OHkonomaxi MmeX HimeuunHa peecTpauis 3a He UA/19558/01/01
MY ¢hrakoHi, no 1 OHKonoaXi Ha 1 pik peuenmom | niosnsizae
h1aKoHY B KapPTOHHIi 6X
Kopo6ui; no 10 mny
donakoHi, no 1 dpnakoHy
B KapPTOHHIli Kopobu,i
5. TIOTENA PIMCEP NOpoLUOK ANs Mictpan AHrnis Bupo6HuK, BiaNoBiganbHuii 3a HimeyunHa peecTpavuis 3a He UA/19594/01/01
KOHUEeHTpaTy Ans Kenitan BMPOOGHULITBO rOTOBOI NliKapcbKOoT Ha 1 pik peyenmom | mnidss2ae
PO34MHY ANs iHQys3i no MeHepKMeH ¢hopmK, NEPBUHHY YNAKOBKY Ta




Ne HasBsa nikapcbko20 3acooy ®opma surnycKy 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknam Howmep
n/n (nikapcbka gpopma, 3asBHUKa BUPOGHUKa tiHa BiOnycKy | yBaHHsA | peecmpayiliHo2o
ynakosKa) npoyedypa nocsioYeHHs1
100 mr, donakoH y T NimiTeq, KOHTPO/Ib cepii (OKpiM KOHTPOS0
KapTOHHiA Kopoo6Li CTepubHOCTI Ta 6akTepiasibHUX

€H/I0TOKCUHIB):
TumoopraH ®apmavie M6X,
HimeuuunHa;

Brpo6HuK, BignoBiganbHWiA 3a
KOHTPO/b Ccepii 3a NoKasH1KamMm
CTEpPUSILHICTb | GakTepiasbHi
€HA0TOKCUHU:

Na6op /IC CE & Ko. KI', HimeuunHa;
Bupo6HuK, BiaNoBiganbHuiA 3a
KOHTPO/b Cepii 3a NoKasHnkamu
CTEpPUIbHICTb | 6akTepiasibHi
€HAO0TOKCUHU:

Biokem Jlabop dotop Gionoriwe yHA,
ximilwe AHanitik F'M6X, Himeuunna;
Bupo6HuK, BiaNoBiganbHUiA 3a
BTOPUHHY YMakoBKy Ta BUMYCK cepii:
Enua6ntOAiL gesenonmeHT MmoX,
HimeuunHa

B.o. I'enepanbHoro gupexkropa /lupekropary

apMaleBTHYHOr0 3a0e3meueHHs IBan 3A/IBOPHUX
P




NEPENIK
NIKAPCbKMX 3ACOBIB, MEAWYHWX IMYHOBIONONI4YHMX MPEMAPATIB, MPEMAPATIB KPOBI, IKUM
BIAMOB/IEHO Y AEP)XABHI PEECTPALLIi 3A MPOLEAYPOIO EKCTPEHOI IEP)XABHOI PEECTPALLIi TA

JoaarTok 2

Jlo Haka3y MiHicTepcTBa 0X0pOHH

30poB’st YKpainu «IIpo eKcTpeHy /iep>kKaBHY
peecTpauiio JTiKapcbKUX 3ac00iB, MeHUHHUX
iMyHoOGiostoriuHNX NMpenaparis, npenaparis
KPOBI, 1110 BUP00,/IAI0THCA 200 MOCTa4arThCs
B YKpaiHy NpoTAroM nepioay /ii BOEHHOT0
cTaHy, mij 30008’ sI3aHHA»

Bij 18 cepmaa 2022 poky Ne 1494

BHECEHHI 40 AEP)XABHOIO PEECTPY NNIKAPCbKNX 3ACOBIB YKPAIHU

Ha3ssa sikapcbko20
3acoby

®dopma sunycky (nikapcbKa
¢hopma, ynakoska)

3asaBHUK

Kpaina
3asBHUKa

Bupo6Huk

Kpaina
BUPOGHUKa

Peknam
yBaHHSs

Peecmpayi Ymosu
tiHa Bionycky
npoyeoypa

Homep
peecmpayitiHo20
nocBi04Y€HHs1

ANIOPAN IAPIORAL

cnpeii cy6niHrBabHWiM,
noyatkosuit Habip: no 1
chnakoHy Tvin 1 (3,5 mn)
(cbnakoH Tvn 1, 1/5
po3BefeHHs) pa3om 3 2
chnakoHamu Tvn 2 (9,5 mn)
(cbnakoH TUN 2, MakcumasibHa
KOHLeHTpaLis) y
Nn1acTMKOBOMY KOHTelHepi, No
1 KOHTelHepy B KapTOHHIl
KOpOoO6Li; NigTPUMYOUNiA Habip:
no 2 donakoHun tun 2 (9,5 mn)
(cbnakoH TUN 2, MakcumasibHa
KOHLeHTpauis) y
N1acTMKOBOMY KOHTelHepi, No
1 KOHTelHepy B KapTOHHIl
Kopobui

HEO
MPOBIO
KEAP IHK.

KaHaga

ACAK dapmacbloTikan
ImyHonoaxi, C.A.

IcnaHis

peecTpauis 3a He UA/19587/01/01

Ha 1 pik peyenmom | nidssi2ae

BAKUVHA AnA
NPOGITAKTUKM
JVOTEPIi TA NPABLS,
A[ICOPBOBAHA, AN4
JIOPOCNINX TA
NIAAITKIB | DIPHTHERIA
AND TETANUS
VACCINE ADSORBED
FOR ADULTS AND
ADOLESCENTS

cycneHsis ons iH'ekuii no 0,5
M (1 gosa) B amnyni, no 5 mn
(10 pos3) y dhnakoHi, no 10 mn
(20 po3) y donakoHi; 50 amnyn
no 0,5 mn (1 fo3a) y nauui 3
KapToHy; 50 dhnakoHiB no 5 mn
(10 po3) y nauui 3 KapToHy; 25
onakoHiB no 10 mn (10 o3) y
nauuj 3 KapToHy

M.BIOTEK
NIMITEL

Benuka
BpuTaHis

BUPOBHWLITBO, NEPBUHHE
Ta BTOPVMHHE NakKyBaHHS,
KOHTPO/b AKOCTI:
CEPYM IHCTUTYT
IHAIT MBT. NTA.

IHAisA

peecTpauis 3a He UA/19592/01/01

Ha 1 pik peuenmom | ridssieae

BAHTO / VANTO

TabneTku, BKPUTIi 060IOHKOIO,
KMLIKOBOPO34MHHI Mo 500 wr,
no 10 Tabnetok B 6nicTepi, no
10 6nicTepiB y KAPTOHHIiA
Kopobui

TOB
MIOBE
[NMOBA

MonbLya

CkalibioTek
NaiicpcaeHcus MBT. /T4,

IHais

peecTpavuis 3a He UA/19580/01/01

Ha 1 pik peuenmom | ridsisieae




Ne Ha3sBsa nikapcbko2o ®opma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknam Homep
n/n 3acoby ¢hopma, ynakoska) 3asBHUKa BUPOGHUKA tiHa BiOnycky | yBaHHs | peecmpayiliHo20
npoyeoypa nocsi0O4YeHHs1
9. BIFArM10B6 500 / TabneTku, BKpUTI NNiBKOBOHO TOB Monbwa FNOBENIA ®APMA MNBT. IHAjs peecTpauis 3a He UA/19581/01/01
VIGAGLOB 500 060/10HKO10, Mo 500 wmr, no 10 MOBE nTAa. Ha 1 pik peuenmom | nidssieae
TabneTtok B 6nicTepi, no 10 rNMOBAN
6icTEPIB Y KAPTOHHI KOpoobLUi
10. FEPTPA3 NOPOLLOK 4719 KOHLeHTpaTy M.BIOTEK Benuka nepBYHHE MapKyBaHHS, IHais/ peecTpauis 3a He UA/19582/01/02
0115 PO3UMHY ANns NIMITEL BpuTtaHis BTOPVHHE NakKyBaHHsA CLWA Ha 1 pik peyenmom | nidssi2ae
BHYTPILLHbOBEHHOT iHAIY3ii MO (kombi-ynakoBka) Ta
440 mr; no 440 Mr NOpPOLLKY y BUWMYCK Cepiii:
6araTofo30BoMy (h/1akoHi; no BiokoH Bionogxikc
1 6araTof030BOMY (H/IaKOHY 3 Nimitea, IHais;
NOPOLLKOM pa3om 3 2 BMPOGHMLITBO
chnakoHamy po3unHHKKa no 10 (cTepunbHa chinbTpauis,
M KOXHWI (BakTepiocTaTnyHa HarnoBHEHHS B
BOJa ANs iH'eKLin Papm. acenTUYHMX yMOBAX,
CLUA) B kKapTOHHIli KOpOObLi niodhinizauis), KOHTPOsib
AKOCTI:
Kemsenn Bioghapma
MNet. N14., IHAiS;
BMPOGHMLTBO
BakTepiocTatuyHoi Boau
ans iH'exkuii ®apm. CLUA
(cTepunbHa chinbTpauis,
HanoBHEHHS B
acenTUYHNX YMOBax),
aHaniTUYHI
BMNPOBYBaHHA Ta
BMNPOGYBaHHA No
CTabiNIbHOCTI, BUMYCK
cepii 6bakTepiocTaTuyHol
BOAW ANS iH'EKLi,
36epiraHHs, MapKyBaHHs
Ta TPaHCMOPTYBaHHS:
BiokoH NlimiTes, IHAis
11. FEPTPA3 NOPOLLOK A/19 KOHLeHTpaTy M.BIOTEK Benuka nepBrYHHE MapKyBaHHS, IHais/ peecTpauis 3a He UA/19582/01/01
0118 pO3UVHY ANns NIMITEL, BpuTaHis BTOPUHHE nakyBaHHSA CLIA Ha 1 pik peuenmom | ridssieae

BHYTPILLHbOBEHHOT iHIY3ii MO
150 mr; no 150 Mr nopoLuky y
0AHOA030BOMY (hriakoHi; no 1
04HOA030BOMY (h/1aKOHY 3
MOPOLLKOM B KapTOHHii
Kopo6ui; no 150 Mr NopoLuKy y
6araTo030BoMY (h/1akoHi; no
1 6aratofo30B0My thnakoHy 3
NOPOLLKOM pa3om 3 1
hNakoHOM pPO34MHHMKa no 10
mn (BakTepioctatnyHa Boga
Ans iH'ekuii ®apm. CLUA) B
KapTOHHI/ KopoobLi

(kombi-ynakoBka) Ta
BUWMYCK Cepiii:
BiokoH Bionoaxikc
Nimitea, IHais;
BMPOGHMLTBO
(cTepunbHa inbTpavis,
HamnoBHEHHS B
acenTUYHMX yMOBaX,
niodpinisayis), KOHTPOsb
AKOCTI:
Kemsenn biothapma
Met. 1T4., IHAIS;
BMPOGHMLTBO
BakTepiocTatnyHoi Boau
Ans iH'exuii ®apm. CLUA




Ne Ha3sBsa nikapcbko2o ®opma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknam Homep
n/n 3acoby ¢hopma, ynakoska) 3asBHUKa BUPOGHUKA tiHa BiOnycky | yBaHHs | peecmpayiliHo20
npoyeoypa nocsi0O4YeHHs1
(cTepunbHa chinbTpauis,
HanoBHEHHS B
acenTUYHUX YMOBax),
aHaniTUYHI
BMMPOBYyBaHHA Ta
BMNPOGYBaHHSA No
CTabiNIbHOCTI, BUMYCK
cepii 6bakTepiocTaTuyHol
BOAMW ANS iH'EKLINA,
36epiraHHs, MapKyBaHHs
Ta TPaHCMOPTYBaHHS:
BiokoH Nimites, IHAjA
12. OBOXBAJIEHTHA Kpanni, no 10 o3 (1 mn) abo MNT Bio IHOOHe3sia MT bio ®apma IHOOHe3sia peecTpauis 3a He UA/19590/01/01
OPA/TbHA BAKUVHA no 20 Ao3 (2 mn) y chnakoHax; dapma (Mepcepo) Ha 1 pik peyenmom | nidasi2ae
ANnA NPO®PINAKTUKA 10 dpnakonis no 10 o3 (1 mn) (Mepcepo)
noniomMieNniTy TuniB 1 BaKUMHW Y NnayLi 3 KapToHY y
TA 31 BIVALENT ORAL KOMMNEKTI 3 KpanenbHULEto,
POLIOMYELITIS no 10 kpanenbHWLb Y Navui 3
VACCINETYPES 1& 3 KapToHy; 50 dpnakoHis no 20
[03 (2 M) BaKUMHN Y nayui 3
KapTOHY Y KOMMNEKTi 3
KpanensHuueto, no 50
KpanenbHULb y nav 3
KapTOHyY
13. MEPKAMNTOMYPWUH Tabnetkn no 50 mr y dpnakoHi MicTtpan AHrnis Brpo6HMLTBO roToBOI Icnanis peecTpavuis 3a He UA/19593/01/01
TINNOMES, 50 Mr, B nauui Kenitan nikapcbKoi chopmu, Ha 1 pik peuenmowm | ridssieae
TABJETKW, I)XXEHEPIK MeHeaxm nepBuHHa Ta BTOPUHHA
eHT ynakoBka, KOHTPO/b
Nimviteq cepii, BUMYCK Cepii:
101PAPMA
LE3APPONNO
®APMALIEBTIKO, C.N.,
Icnanis;
KOHTPO/b Ccepil:
IHGAPMEWNA, C.N1.,
Icnanis;
BTOPVHHA ynakKoBKa:
NNABOPATOPI
SYHOALIO JAY,
Icnanis;
NNABEOPATOPI3
EHTEMA, C.J1., IcnaHis
14. MAPALIEETAMON Tabnetku, no 2 TabneTkn y Bioghapm MonbLa BUPOBHULTBO Monbla peecTpavuis 3a He UA/19559/01/01
BIO®APM 6nictepi, no 1 6nictepy y ntg NiKapcbKoro 3acooy, Ha 1 pik peuenmowm | ridsisieae
(PARACETAMOL KapTOHHI ynakoBLi; no 6 BUNYCK cepil:
BIOFARM) Tabnetok y 6nictepi, no 1 Biochapm 14, MonbLya,;
6nicTepy y KapTOHHIl OinbHUUS ans

ynakoBLi; no 10 TabneTok y
6nictepi, no 1, 2, 3 abo 5

Mikpo6ionoriyHoro
KOHTPO/IHO:




Ne Ha3sBsa nikapcbko2o ®opma sunycky (nikapcbka 3asiBHUK KpaiHa Bupo6Huk KpaiHa Peecmpayi Ymosu Peknam Homep
n/n 3acoby ¢hopma, ynakoska) 3asBHUKa BUPOGHUKA tiHa BiOnycky | yBaHHs | peecmpayiliHo20
npoyeoypa nocsi0O4YeHHs1
6nicTepiB y KAPTOHHIi ®diTodhapm Kneka
ynakoBLii Cnornka AkuijiiHa,
MonbLa
15. TPO-LE®TPUAKC 1T MOPOLLIOK A1 PO34MHY ANS TPOTE HimeuunHa XetoH ®apmacbloTikan Kuraii peecTpauis 3a He UA/19465/01/01
TRO-CEFTRIAX 1 G iH'ekyjii/iHpy3iino 1 ry MEQAIKAN Ko., N14 Ha 1 pik peuenmom | riosisieae

donakoHi, no 50 dpiakoHiB y TMBX

KapPTOHHI KOpooLyi

B.o. I'enepanbHOro gupexkropa Jlupekropary
(hapMaLieBTUYHOTr0 3a0e3neueHHs

Isan 3AZIBOPHUX
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