NEPENIK

DopaTtok 1
Ao Haka3y MiHicTepcTBa 0XOpOoHU
3n0opoB’sa YkpaiHu «[po aepxaBHy

peecTpadito (nepepeecTpadito)

nikapcbKnx 3acobiB (Mean4HNX

iMyHOoGionoriyHux npenapariB) Ta
BHECEHHSA 3MiH A0 peecTpaLifnHUX
maTtepianiB»

Big

OEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHU

2022 poky Ne

3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEAUYHUX IMYHOBIONOIN4YHUX NPEMNAPATIB), AKI BHOCATbLCA A0

mn, 25 mn abo no

OHOBIOBAHOrO 3BiTYy 3 6e3neku, BiANOBIAHO A0

Ne Hasea Popma sunycky 3asisHUK Kpaina Bupo6Huk KpaiHa Peecmpauyilina npoyedypa Ymoeu Peknamy Homep
n/ JlikapcbKo20 (nikapcbka ¢popma, 3asigHUKa 8upo6HUKa eionycky 8aHHs1 peecmpayiliHo2o
n 3acoby ynakoeka) noceid4yeHHs
1. BE3UME[ TabneTkn, BKPUTI Mepokemi Kinp nepBrvHHE Ta BTOPUHHE Kinp peecTpauis Ha 5 pokis 3a He UA/19173/01/01
NNiBKOBOK nTta NakyBaHHS: [MepioAnyHiCTb NOAaHHA perynspHo peuenmom nionsieae
o6ornoHkoto, no 5 wr, Mepokemi NNTA (3aBog OHOBOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
no 10 Tabnetok y AZ), Kinp; Mopsaky 3aincHeHHs dpapmakoHarnsagy,
6nicTepi, no 1 abo 3 BMPOGHMLTBO 32 3aTBepaKeHoro Hakazom MiHicTepcTBa OXOPOHU
Gnictepn y NOBHWUM LIMKITOM: 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
KapTOHHiI kopobui Mepokemi NTA 898, sapeectposaHoro B MiHicTepcTBi toCTuULi
(LleHTpanbHuii 3aBog), Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
Kinp pepakuii Hakasy MiHicTepcTBa OXOpOHM 340pPOB's
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMM, 3a3HaYeHUMN Yy
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3nekw.
2. BE3UMEQN TabneTkn, BKpUTI Mepokemi Kinp nepBUHHE Ta BTOPUHHE Kinp peecTpauis Ha 5 pokis 3a He UA/19173/01/02
NniBKOBOKO nTa nakyBaHH4: MepiognyHiCTb NOAaHHSA perynsipHo peuenmom nidnsieae
obonoHkoto, no 10 Mepokemi NTA (3aBog OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
Mr, no 10 TabneTtok y AZ), Kinp; Mopsaky 3aincHeHHs papmakoHarnsagy,
6nictepi, mo 1 abo 3 BMPOGHMLITBO 32 3aTBepakeHoro Hakasom MiHicTepcTBa OXOPOHM
Gnictepn y NOBHWUM LIMKIMOM: 3g0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
KapTOHHiIl kopobui Mepgokemi NTA 898, 3apeectpoBaHoro B MiHicTepcTBi loCcTuULji
(LlenTpanbHui 3aBog), Yxpainn 29 ciyna 2007 poky 3a Ne 73/13340 (y
Kinp pepakuii Hakady MiHicTepcTBa OXOpPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepiognYHOCTI NoAaHHA perynsipHUX 3BiTiB 3
6e3nekw.
3. OOKCOPYBIU PO34MH ANs iH'EKLN, Koneriym CnoBaubka Tumoopran ®apmauie Himeyunna peecTpauis Ha 5 poki 3a He UA/19174/01/01
WH ®APEC 2 mr/mn, no 5 mn, 10 c.p.o. Pecny6nika 6X MepiognyHicTb NogaHHs perynsipHo peuenimom | nidnszae
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IIponoBxenHs nonarka I

mr:no 1,5mny
KapTpumkax,
BKINageHux y
nonepeaHL0
3anoBHeHY
6aratogosoBy
0HOPa30BY LUMPULL-
pyuky; 1
nonepeaHLo
3anoBHeHa LWnpuu-
pydyka Ta 6
0[HOPa30BWX rONOK
Hoso®anH® [Mntoc B
KapTOHHIN kopobui; 1
Mr:no 3 mny
KapTpumKax,
BKNageHux y
nonepeaHL0
3aMoBHEHY
HaraTtonosoBy
0HOPa30BY LUNPWLI-
pyuKy; 1
nonepeaHL0
3anoBHeHa Wnpuu-

KapTpuaxy Ta
KOHTPOMb AKOCTI
npogykuii in bulk;

XiMiYHi/cpi3nyHi
BUNpobyBaHHs,
MikpobionoriyHi -
CTepunbHicTb Ta
MikpobionoriyHi -
MikpobiornoriyHa
yncrtoTa. Bunyck cepii:
A/T Hoso Hopgick,
OaHis;
KomnnektyBaHHs,
MapKyBaHHS Ta
BTOPWHHE MNaKyBaHHS
rOTOBOrO MiKapCbKOro
3acoby (cemarnytug
1,34 mMr/mn, po3yumH
ans iH'ekuin, wnpuu-
pyyka PDS290),
KOHTPOSIb SIKOCTi
(xiMiYHi/Di3nyHi
BUNPOOYBaHHs)
npogaykuii in bulk Ta

OHOBOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
Mopsaky 3aincHeHHs dpapmakoHarnsagy,
3aTBep4keHoro Haka3om MiHicTepcTBa OXOPOHM
3p0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, sapeectposaHoro B MiHicTepcTBi loCTuULi
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAaHHSA PerynsapHuX 3BiTiB 3
6e3nekw.

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamy Homep
n/ JliKapcbKo20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuka aidnycky 8aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
100 mn y donakoHi, Mopsaaky 3aiicHeHHs dapmakoHarnsay,
no 1 dnakoHy 3aTBepAKeHOro Hakasom MiHicTepcTBa OXOPOHM
KopobLi 300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi toCTuULji
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa 0XOpOHM 340pPOB's
Ykpainu Bia 26 BepecHs 2016 poky Ne 996),
CTaAHOBWTb: 3ri4HO 3i CTPOKaMU1, 3a3HaYEHUMN Y
nepioanYHOCTI MOAAHHA perynspHUX 3BiTiB 3
6e3nekw.
4. OYKPECCA® Kpanni O4Hi, PO34uH; CaHteH AT | ®iHnganaisa BMPOGHMK, PinnanHais/ peecTpauis Ha 5 pokis 3a He UA/19175/01/01
no 5 mn y pnakoHi 3 BiANOBiganbHUIM 3a ITania [MepioAnyHiCTb NOAaHHA perynspHo peuenmom nionsieae
HaKOHEYHMKOM- BUMNYCK Cepil: OHOBIIOBAHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
KpanernbHuuero Ta CaHTteH AT, QiHnsaHais; Mopsiaky 3aincHeHHst papmakoHarnsgy,
KpuLLkoto; no 1 BMPOGHMLTBO, 3aTBepOKeHoro Hakasom MiHicTepcTBa OXOPOHM
dnakoHy B nepBrvHHE Ta BTOPUHHE 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
KapTOHHIN ynakoBLii nakyBaHHs1, KOHTPOSb 898, 3apeecTtpoBaHoro B MiHictepcTsi tocTuLii
SIKOCTi: Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
TybGintokc Papma pepakuii Hakady MiHicTepcTBa OXOpPOHU 340pOB'SA
C.N.A., Itania Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riHO 3i CTPOKaMU, 3a3Ha4YeHUMN Yy
NepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6esneku.
5. O3EMIMIK PO34MH ANs iH'eKUin, A/T Hoso [aHis BupobHuuTBO [aHis peecTpauis Ha 5 pokis 3a He UA/19176/01/01
1,34 mr/mn; 0,25/0,5 Hopgaick NPOAYyKTY, HANOBHEHHSA MepiognyHiCTb NOAaHHSA perynsipHo peuenmom nidnsieae
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IIponoBxenHs nonarka I

no 1 dnakoHy y
KapTOHHIN ynakoBUj

Mopsaky 3aincHeHHs papmakoHarnsagy,
3aTBepaKeHOoro Hakazom MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
898, sapeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pegakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A

Ne Haszea ®Popma sunycky 3asieHUK Kpaina Bupob6Huk Kpaina Peecmpauyitina npoyedypa Ymoeu Peknamy Homep
n/ JliKapcbKo20 (nikapcbka ¢gpopma, 3asieHUKa eupobHuka aidnycky 8aHHs1 peecmpauyitiHo2o
n 3acoby ynakoeka) noceiodYyeHHs1
pydka Ta 4 roTOBOro MikapcbKoro
0HOPa30BMX rOMKM 3acoby:
Hoso®anH® lMntoc B A/T Hoso Hopaick,
KapTOHHIN kopobui Hania
6. NMEMETPEKCE | niocpinizat gns MpuBaTHe YkpaiHa MpuBaTHEe akLioHepHe YkpaiHa peecTpauis Ha 5 poki 3a He UA/17903/01/02
o NPUroTyBaHHs aKuioHepHe TOBapUCTBO "Jlekxim- [MepioAnyHiCTb NOAAHHA perynspHo peuenmom nidnsieae
PO34MHy Ans iHQY3in | TOBapuCTBO XapkiB" OHOBIOBAHOrO 3BiTY 3 6e3neku, BiANOBIAHO 0
no 100 mrno 1 "Nekxim- (BUPOOHMLTBO 3 Mopsaky 3aiicHeHHs dapmakoHarnsay,
nakoHy y nayui Xapkis" npoaykuii in bulk 3aTBepaAKeHoro Hakasom MiHicTepcTBa OXOPOHU
hipMu-BnpobHUKa 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
LissHbcy XaHbco 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuLii
dapmacbtotukan Npyn Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
Ko., NNTa., Kutan) pepakuii Hakady MiHicTepcTBa OXOpPOHU 340pPOB'S
Ykpainu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3ri4HO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioANYHOCTI MOAAHHSA PerynsapHuX 3BiTiB 3
6esnekw.
7. ®IYTUKA3OH | cnpelt HasanbHWi ToBapucTBO YkpaiHa KOHTPOSb SIKOCTI, YkpaiHa peecTpauis Ha 5 pokis 3a He UA/19177/01/01
-300POB'A [030BaHNI, 3 BUNYCK cepii: MepiognyHiCTb NOAAHHSA perynsipHo peuenmom | nidnseae
cycnexsis, 27,5 obmexeHo ToBapucTteo 3 OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
Mmkr/gosy, no 30 gos Bignosiganb obmexeHoto Mopsaky 3aincHeHHs dpapmakoHarnsagy,
abo no 120 go3 y HiCTIO BiAMOBIAAMNbLHICTIO 3aTBepAKeHOro Haka3om MiHicTepcTBa OXOPOHU
cbnakoHi 3i cnpen- "®apmaueBT "papmaueBTnyHa 300poB’a Ykpainu Big 27 rpygHs 2006 poky Ne
HaCOCOM 3 3aXUCHUM U4Ha KoMnaHis "3popos's”, 898, sapeectposaHoro B MiHicTepcTBi toCTuULi
KinbLem Ta KOMMaHisi YkpaiHa; Ykpainm 29 ciunsa 2007 poky 3a Ne 73/13340 (y
KoBMnaykom, no 1 "3gopos's" BCi cTagii pepakuii Hakady MiHicTepcTBa OXOPOHU 340pPOB'A
dnakoHy y kopobui 3 BMPOGHMLTBA, BUMYCK Ykpainu Big 26 BepecHsi 2016 poky Ne 996),
KapTOHY cepii: CTaHOBWTb: 3riJHO 3i CTPOKaMK, 3a3HAYEHUMU Y
ToBapwucTtBo 3 nepiognYHOCTI NOAAaHHA perynsipHuX 3BiTiB 3
obmexeHo 6e3neku.
BiANOBIgANbHICTIO
"®PapmaLeBTUYHa
KoMnaHis "3popos's”,
YkpaiHa;
KOHTPOIb SKOCTI:
ToBapwucTtBo 3
obmexeHo
BiANOBiganbHICTHO
"®APMEKC I'PYyI",
YKpaina
8. ®OPIrEHMIM- NopoLLOK Ans CeHc IHAgin CeHc JlabopaTtopic IHAis peecTpauis Ha 5 pokis 3a He UA/19178/01/01
1000 PO34nHy Ans Jlabopatopic MeT. JITA. MepiognyHiCTb NoAaHHA perynsipHo peuenimom | nidnszae
iH ekuin, no 1000 wr, MeT. 1A, OHOBJIOBAHOIO 3BTy 3 6e3neku, BiANoBiaHO OO
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Ne
n/

Hasea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢gpopma,
ynakoeka)

3asisHUK

Kpaina
3asieHUKa

Bupob6Huk

Kpaina
eupobHUKa

Peecmpauyitina npoyedypa

Ymoeu
aidnycky

Peknamy
B8aHHs

Homep
peecmpauiliHo2o
noceid4yeHHs

YkpaiHu Big 26 BepecHs 2016 poky Ne 996),
CTaHOBWTb: 3riAHO 3i CTPOKaMU, 3a3Ha4YeHUMN Y
nepioanNYHOCTI MOAAHHA perynsapHuX 3BiTiB 3
Gesneku.

B.o. leHepanbHOro gupekropa Aupekroparty
chapmaueBTUYHOrO 3abe3neyYeHHs

IeaH 3SAIBOPHUX




