NEPENIK

[IponoBxenHs nonarka I

HDopatok 1

Ao Haka3sy MiHicTepcTBa oXopoHU
3n0poB’sa YkpaiHu «lpo gepxaBHY
peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX
iMyHoGionoriyHux npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpaLifnHUX
MaTepianis»

Big 24.02.2021 Ne 347

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIOJIOIN4YHUX NPENAPATIB), KI BHOCATLCA OO
AOEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

Ne Hasea nikapcbko20 ®Popma sunycky 3aseHuk Kpaina Bupo6bHuk Kpaina PeecmpauyitiHa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢popma, 3asieHUKa 8upo6HUKa npoyedypa eionycky aHHA peecmpayiliHo2o
ynakoeka) noceio4yeHHs
1. FHKIFO EKCTPAKT MOPOLLIOK (CybCTaHUis) y TOB Ykpaina Hinrbo piH-Xens Kutan peecTpauis Ha 5 pokis - He UA/18566/01/01
CYXum nonieTUNeHoBux nakeTax "BANAPTIH dapmacektotikan Ko., J1Ta. nidnsicae
ansa bapmaueBTUYHOro OAPMA"
3acTocyBaHHs
2. METOKCU®DITYPAH piavHa (cybcTaHuis) y TOB "HOpisi- YkpaiHa BMPOGHMK BignoBiganbHuii Ykpaina/ peecTpauis Ha 5 pokis - He UA/18567/01/01
6oukax 3 HepXkaBitoyoi dapm" 3a (piHanbHy O4MCTKY Ta KuTan nidnsicae
cTani gns BUNYCK cepii:
hapmaLeBTUHHOIO TOB "lOpis-®apm"”,
3acToCyBaHHS YkpaiHa;
BUPOBHWK XiMIYHO YMCTOT
CUPOBUHW:
HaHToHr Baokaw
dapmacsbtotikan Ko. 4.,
Kutan
3. MIHOKCUAUn MOPOLLIOK (CybCTaHUist) B mn Ykpaina BMJ1 Kemikans MNeT Jltg IHAisa peecTpauis Ha 5 pokis - He UA/18568/01/01
nonieTunNeHoBMX nakeTax "MELOEO" nidnseae
Ansa papmaueBTUYHOro
3acTocyBaHHs
4. HANBY®IHY MOPOLLIOK (CyBCTaHUist) y CaHeka CnoBaubka CaHeka ®apmacbloTikans CnoBaubka peecTpauis Ha 5 pokis - He UA/18569/01/01
rigpoxnoprPvg noAaBiNHNX dapmacktoTi |Pecnybnika a.c. Pecny6nika nidnsizae
nonieTUNeHoBMX NakeTax Kan3 a.c.
ans hapmMaueBTUYHOTO
3aCTOCYBaHHS
5. POTATEK BAKLUUHA PO34UH oparnbHuii, No Mepk Wapn i |LBenyapis BMPOGHMLTBO, NEPBUHHE Ta CLUA/ peecTpauis Ha 5 pokis 3a He UA/18589/01/01
ans NPO®INAKTUKU ofHin o3i (2 mn) y Ooym IOEA BTOPUHHE NaKyBaHHs, Hipepnanan | lNepioAnyHicTe noAaHHsA | peuernmom nidnseae
POTABIPYCHOI ronepeaHbLO 3anoBHEHIN M6X KOHTPOMb SIKOCTI: perynsipHo
IHOEKLIT, XXUBA, Ty6i Ne1 B 3axucHomy Mepk LWapn i Aoym Kopn., OHOBIOBAHOTO 3BITY 3
MEPOPAJIbHA, nakeTi B KAPTOHHIW CLUA; 6e3neku, BignosigHo Ao
NEHTABAJIEHTHA / kopooui [03BiN Ha BMNYCK cepil: Mopsaaky 3aiNcCHeHH:
ROTATEQ™ Mepk Wapn i Joym B.B., dapmakoHarnsay,
ROTAVIRUS VACCINE, Higepnangm 3aTBEpPAKEHOro Haka3oMm
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IIponoBxenHs nonarka I

Ne
n/n

Ha3sea nikapcbko20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asieHuUK

Kpaina
3asieHUKa

Bupo6Huk

Kpaina
eupobHUKa

PeecmpauyitiHa
npouedypa

Ymoeu
sionycky

Peknamyes
aHHSsA

Homep

peecmpauiliHo2o

noceid4yeHHsI

LIVE, ORAL,
PENTAVALENT

MiHicTepcTBa 0XOpoHK
340poB’a Ykpainu Big 27
rpyaHst 2006 poky Ne
898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii
Ykpainu 29 ciynsa 2007
poky 3a Ne 73/13340 (y
peaakuii Hakasy
MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26
BepecHsi 2016 poky Ne
996), cTaHOBWTb: 3riQHO
3i cTpokamu,
3a3HavYeHuMn y
nepiogu4HOCTI NOAAHHA
perynspHux 3BiTiB 3
besneku.

TENAI

TabneTkn, BKpUTI
nniskoBoto 060noHkot, 50
mr/300 mr/300 mr, no 30
TabneTok y KOHTeWHepi, No
1 KOHTEeWHepy B KApTOHHIl
Kopobui

[eTepo
Ja63
Jlimiten

IHgia

[etepo a63 Nimiteq

IHgia

peecTpauis Ha 5 pokiB
[MepiognyHiCTb NogaHHSA
perynsipHo
OHOBIOBAHOrO 3BITY 3
6e3neku, BignoBigHO A0
Mopsaky 3AiNCHEeHHS
dapmakoHarnsay,
3aTBEPKEHOr0 HaKasom
MiHicTepcTBa 0XOpoHM
340poB’a Ykpainu Big 27
rpyAaHs 2006 poky Ne
898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii
Ykpainu 29 ciunsa 2007
poky 3a Ne 73/13340 (y
pepakuii Hakasy
MiHicTepcTBa 0XOpoHK
300poB'a YkpaiHu Big 26
BepecHsi 2016 poky Ne
996), CTaHOBUTL: 3riAHO
3i cTpokamu,
3a3Ha4YeHUMm y
nepioanMYHOCTI NOAAHHS
perynspHux 3BiTiB 3
6esneku.

3a
peuenmom

He
nionsieae

UA/18591/01/01

XONEKANbUU®EPOI

Kpuctanu (cybcTaHuis) B
anoMiHieBi baHui ans
BUMPOOHMLITBA CTEPUINBHUX
Ta HECTEePUITbHNX
nikapcbknx dopm

TOB
"APTEPIYM
nrto"

YkpaiHa

OCM HytpiweHan MNpopaktc

®paHc CAC

®paHuis

peecTpauis Ha 5 poki

He
nionsieae

UA/18570/01/01

XONEKAINIbUN®EPON

Kpuctanu (cy6cTaHuisi) B
CKIsiHMX amnyrnax abo y

TOB
"APTEPIYM

YkpaiHa

®EPMEHTA BIOTEX

NIMITEL

IHaina

peecTpauis Ha 5 pokis

He
nionsieae

UA/18571/01/01




CTEePUIbHMX NMiKapCbKMUX
3acobiB

3 ITponosxenHs nmomarka 1
Ne Ha3sea nikapcbko20 ®Popma sunycky 3aseHuK Kpaina Bupo6Huk Kpaina PeecmpauyitiHa Ymosu Peknamyes Homep
n/n 3acoby (nikapcbka ¢gpopma, 3asieHUKa eupobHUKa npouedypa eidnycky aHHs1 peecmpauyitiHo2o
ynakoeka) noceioYyeHHs1

nonieTuneHoBoMy nakeTi nTo"
Ans BUpobHuUTBa
CTEPUNbHUX Ta
HECTEPUIbHUX MiKapCbKMX
dopm

9. LE®EMIM OANA MOPOLLIOK (CyB6CTaHUist) B MAT YkpaiHa HEKTAP TAN®CAEHCEC IHais peecTpauis Ha 5 pokis - He UA/18572/01/01

IH'EKLIA antoMiHIEBMX EMHOCTSIX "Kuismeanp NIMITEL nionsieae

Ans BMpobHmuTBa enapar"

FeHepanbHUW gupeKTop
OupekTopaTy thapmaueBTUYHOro 3abesneyvyeHHs

Onekcangp KOMAPIOA




