NEPENIK
3APEECTPOBAHUX NIKAPCbKUX 3ACOBIB (MEANYHUX IMYHOBIONON4YHUX NPENAPATIB), AKI BHOCATLCA OO
AEPXXABHOI'O PEECTPY JIIKAPCbKUX 3ACOBIB YKPAIHA

DopaTtok 1
po Haka3y MiHictepcTBa OXOpOHU
3popoB’s YkpaiHu «[po gepxaBHy

peecTpauilo (nepepeecTpalito)
nikapcbKnx 3acobiB (Megu4HNX

iMyHoGionoriyHux npenapariB) Ta
BHeCEeHHS 3MiH [0 peecTpauinHuX
MaTepianis»
Big 28 yepBHs 2021 poky Ne 1290

GnicTepi; no 1
Gnictepy y
KapTOHHIN navui

OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO 0
Mopsaky 3aificHeHHs hapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne

Ne Haszea Popma eunycky 3asisHUK KpaiHa Bupo6Huk KpaiHa Peecmpauyitina npoyedypa Ymoesu Peknam Homep
n/ JNlikapcbKo20o (nikapcbka 3asi8HUKa eupobHuKa eidnycky | yeaHHs1 | peecmpauiliHo20
n 3acoby ¢hopma, noceid4yeHHs
ynakoeka)
1. ABITA3UM NOPOLLIOK ANA Mictpan AHrniga BMPOBHMLTBO ITanis/ peecTpauis Ha 5 pokis 3a He UA/18808/01/01
pPO34MHy Ang Kenitan roToBOro MepiognyHiCTb NoAaHHA perynspHo peuenmom | nidnsizae
iH'ekuimn no 1, no MeHemKmeHT nikapcbKkoro Kopes: OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
1 a6o 10 JlimiTen 3acoby, Bunyck P Mopsiaky 3aincHeHHs1 hapmakoHarnsaay,
cbnakoHiB B cepii: 3aTBepAKEHOro Hakasom MiHicTepcTBa OXOPOHMU
KapTOHHil kopobui ALC 1OB®AP 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
C.M.A., Itanis; 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
BMPOGHMLTBO Ta Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
KOHTOMb SKOCTI pepakuii Hakasy MiHicTepcTBa OXOpPOHU
CTepuUnbHOI 3a0poB'a Ykpaiu Big 26 BepecHs 2016 poky Ne
CyMiLLi: 996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
XAHMI ®ANH 3a3HavYeHnMY y NepioguyHOCTi NoAaHHS
KEMIKAI KO., perynsipHux 3BiTiB 3 6e3neku.
JITA., Kopes
2. | AMOKCULUUNIH kancynu no 250 mr | AHTUBIOTUK PymyHis AHTUBIOTUKU PymyHis peecTpauis Ha 5 pokis 3a He UA/18798/01/01
no 10 kancyn y M CA CA MepiognyHiCTb NOAAHHSA perynsipHo peuenmowm | nidnsizae
GnicTepi; no 2 OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Gnictepn y Mopsiaky 3diNCHeHHs1 hapmakoHarnsgy,
KapTOHHIN nayui 3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
3p00poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi toCcTuuji
Ykpainn 29 ciuna 2007 poky 3a Ne 73/13340 (y
penakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3riQHO 3i CTPOKaMK,
3a3HayYeHVMK y NepioANYHOCTI NoAaHHS
perynsipHux 3BiTiB 3 6e3neku.
3. | AMOKCUUMNIH kancynu no 500 mr | AHTUBIOTUK PymyHis AHTUBIOTUKN PymyHis peecTpauis Ha 5 pokis 3a He UA/18798/01/02
no 10 kancyny M CA CA MepiognyHiCTb NoAaHHA perynsipHo peuenmom | nidnseae
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898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
300poB'a Ykpainu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3rigHO 3i CTPOKaMK,
3a3HavYeHNMKY Y NepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

ACNIPO3A®

Kancynu TBepgi no
5 mr/100 mr, no 10
Kancyn y 6nictepi,
no 3 Gnictepu B
nayui

MpAT
"®apmaneBTu
YyHa dipma
"NapHuus"

YkpaiHa

Apawveg ®apma
C.A.

Monbwa

peecTpauis Ha 5 pokis
MepioanyHiCTb NoAaHHA perynspHo
OHOBIOBAHOTO 3BiTy 3 6e3neku, BiANOBIAHO A0
[Mopsiaky 3dincHeHHs hapmakoHarnsgy,
3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Haka3y MiHicTepcTBa OXOpoHU
3a40poB'a YkpaiHu Big 26 sepecHs 2016 poky Ne
996), CTaHOBMTL: 3riAHO 3i CTpOKamu,
3a3Ha4YeHVMU y NepioaNYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.

3a He UA/18799/01/01

peuenmowm | nidnsizae

ACMIPO3A®

Kancynwv Teepgi no
10 mr/100 wmr, no
10 kancyn y
Gnictepi, no 3
Gnictepu B nayui

MpAT
"dapmaneBTu
YHa dipma
"NapHuug"

Ykpaina

Apawveg ®apma
C.A.

Monbwa

peecTpauis Ha 5 pokiB
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
Mopsaaky 3aificHeHHs hapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3A0poB'a Ykpainu Bia 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i CTPOKaMK,
3a3HayveHVMK y NepioANYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.

3a He UA/18799/01/02

peuenmom | nidnsieae

ACNIPO3A®

Karncynuv Teepgi no
20 mr/100 wr, no
10 kancyn y
GnicTepi, no 3
Gnictepu B nayui

MpAT
"®PapmaLeBTn
YHa dipma
"OapHuus”

YkpaiHa

Apamep ®apma
C.A.

Monbwa

peecTpauis Ha 5 pokis
[MepioAnyHiCTb NOAaHHA perynspHo
OHOBIOBaHOrO 3BiTy 3 6e3neku, BiANOBIAHO A0
[Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi tocTuuji
Ykpainu 29 ciuHs 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTL: 3rigHO 3i CTPOKamK,
3a3Ha4YeHNMKM Y NEPIOSUYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.

3a He UA/18799/01/03

peuenmom | nidnsieae

BINEHEM

MOPOLLIOK Arsl
PO34KHyY Ans

MicTtpan
Kenitan

AHrnia

BUPOGHULTBO
NMOBHWI LMK,

ITania

peecTpauis Ha 5 pokis
MepiognyHicTb NogaHHs perynspHo

3a He UA/18809/01/01

peuenmom | nidnsizae




IIponoBxenHs nonarka I

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eidnycky | yeaHHs1 | peecmpauiliHo20
n 3acoby ¢opma, noceioYyeHHs1
ynakoeka)
iHdpysin no 500 MeHepKmMeHT KOHTpOIb cepii: OHOBINIOBAHOIO 3BiTYy 3 6e3neku, BiANoOBIAHO A0
Mr/500 mry Nimiten ALC 1OB®AP Mopsaky 3aificHeHHs dhapmakoHarnsgy,
dnakoHax no 1 C.MN.A,, Itanis; 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
abo 10 dnakoHiB BMPOBHMLTBO Ta 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
B KAPTOHHIl KOHTPOSb SIKOCTi 898, 3apeecTtpoBaHoro B MiHicTepcTsi tocTumuji
KopobLi CTepunbHOI Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
CyMiLui: pepakuii Hakasy MiHicTepcTBa OXOpoHU
ALC 1OB®AP 300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
C.IN.A,, Itanis 996), cTaHOBWTB: 3riQHO 3i CTPOKaMK,
3a3Ha4YeHVMM y NepioanNYHOCTI NOAAaHHS
perynsipHux 3BiTiB 3 6e3neku.
8. 30JIEBICTA pPO34nH ans Mictpan AHrnis AINTAH Icnania peecTpauis Ha 5 pokiB 3a He UA/18800/01/01
iHdy3in 5 mr/100 Kenitan PAPMACBIOTIKA [MepiognyHiCTb NOAAHHSA perynsipHo peuenmowm | nidnsizae
mn, no 100 mn B MeHemKMeHT N3, C.A. OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIgHO 0
KOHTEeWHepi B Tlimiteq Mopsaky 3aifcHeHHsA hapmakoHarnsgy,
3aXMCHOMY MakeTi 3aTBEPAKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
B KapTOHHIN 300poB’a Ykpainu Big 27 rpyaHs 2006 poky Ne
Kopoo6ui 898, 3apeectpoBaHoro B MiHicTepcTsi tocTuLii
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3HayYeHVMK y NepioANYHOCTI NoAAHHSA
perynsipHux 3BiTiB 3 6e3neku.
9. | NIAOKCAH® NbOAAHUKK, 5 Mr/1 CaHpos CnoBeHis BUNyck cepiint: Nek CnoBeHisi/ peecTpauis Ha 5 pokis be3 nionseae UA/18801/01/01
nonyHnuA Mr; 6nicTep, Wwo dapmachbtoTika dapmaueBTUYHa Benbris MepiognyHicTb NogaHHA perynspHo peuenma
MicTUTb 12 n3 g.a. KoMnaHisa a.4., OHOBIIIOBAHOIO 3BTy 3 6e3neku, BiANoBiaHO OO
NbOASHUKIB; MO 2 CnoBeHisi; Mopsiaky 3dincHeHHs hapmakoHarnsaay,
Gnictepu B BMPOGHMLTBO in 3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHU
KapTOHHIN kopobLyi bulk, nepsuHHe Ta 300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
BTOPUHHE 898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuL;ji
nakyBaHHs1, Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
KOHTPOrb Cepili: pepakuii Hakasy MiHicTepcTBa OXOpoHU
ITabopaTopia 3A0poB'a Ykpainu Big 26 BepecHs 2016 poky Ne
Keanicap HB 996), cTaHOBWTL: 3rigHO 3i CTPOKaMK,
(Keanicap HB), 3a3Ha4YeHNMU y NepioaNYHOCTI NOAAHHS
Benebris perynsipHux 3BiTiB 3 6e3neku.
10. | m3nHOMPUN Tabnetkn no 10 mr | AHTUBIOTUK PymyHis AHTUBIOTUKU PymyHis peecTpauis Ha 5 pokis 3a He UA/18802/01/01
no 10 Tabnetok y M CA CA MepiognyHiCTb NOAAHHA perynsipHo peuenmom | nidnsizae
GnicTepi, no 1 abo OHOBIOBAHOrO 3BIiTYy 3 6e3neku, BiANOBIAHO 0
no 2 abono 3 [Mopsiaky 34incCHeHHs1 hapmakoHarnsgy,
Gnictepn y 3aTBEpKEHOro Haka3om MiHicTepcTBa OXOPOHM
KapTOHHIN navui 3p00poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi toCcTuuji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), CTaHOBWTB: 3rigHO 3i CTPOKaMK,




4 ITponosxenHs nmomarka 1
Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eidnycky | yeaHHs1 | peecmpauiliHo20
n 3acoby ¢opma, noceioYyeHHs1
ynakoeka)
3a3HavYeHNMKY Y NepioguYHOCTI NOAaHHS
perynsipHux 3BiTiB 3 6e3neku.
11. | ni3nHonPun Tabnetkn no 20 mr | AHTUBIOTUK PymyHis AHTUBIOTUKN PymyHis peecTpauis Ha 5 pokis 3a He UA/18802/01/02
no 10 Tabnetok y M CA CA MepioanyHicTb NogaHHs perynsipHo peuenmom | nidnsizae
6nictepi, no 1 abo OHOBOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
no 2 abo no 3 Mopsaaky 3aincHeHHs hapmakoHarnsgy,
Gnictepn y 3aTBepAKeHoro Hakasom MiHicTepcTBa OXOPOHMU
KapTOHHIN navi 300poB’s Ykpainu Big 27 rpyaHs 2006 poky Ne
898, 3apeectpoBaHoro B MiHicTepcTsi tocTumuji
Ykpainu 29 ciyna 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
300poB'a Ykpaiu Big 26 BepecHs 2016 poky Ne
996), CTaHOBUTL: 3ri4HO 3i CTPOKaMW,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
12. | TEKCAKAUHO PO34MH ans MaHkanHg IHpia MaHkanHg dapma IHpia peecTpauis Ha 5 pokis 3a He UA/18803/01/01
iH'ekuin 100 mr/mn, dapma Jimiten [MepioAnyHiCTb NOAaHHA perynspHo peuenmom | nidnsizae
no5wmne Jlimiten OHOBIIIOBAHOrO 3BiTy 3 6e3neku, BianoBiaHO OO
amnynax, no 4 Mopsiaky 3diNCHeHHs hapmakoHarnsgy,
amnynu y 3aTBEPKEHOr0 Haka3om MiHicTepcTBa OXOPOHM
Gnictepi, no 1 300poB’a Ykpainu Bif 27 rpyaHs 2006 poky Ne
6nictepy B 898, 3apeectpoBaHoro B MiHicTepcTBi tocTuuii
KapTOHHiI kopobui Ykpainu 29 ciyHsa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpoHU
3a0poB'a YkpaiHu Big 26 BepecHst 2016 poky Ne
996), cTaHOBWTb: 3rigHO 3i CTPOKamK,
3a3Ha4YeHNMKY Y NEPIOJUYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3mneku.
13. | TETAHYC pO34unH Ans BiHc IHpia BiHc BionpopakTc IHpia peecTpauis Ha 5 pokis 3a He UA/18804/01/01
AHTUTOKCUH iH eKuin, He Bionpogaktc JlimiTen MepiognyHiCTb NOAaHHSA perynsipHo peuenmom | nidnsizae
meHLwe 1000 Nimiten OHOBIOBAHOrO 3BIiTy 3 6e3neku, BiANOBIAHO A0
MO/mn, no 1 mny Mopsiaky 3dinCHeHHs hapmakoHarnsgy,
cdnakoHi, no 10 3aTBEepAKEHOro Hakasom MiHicTepcTBa OXOpOHM
drakoHiB y 3a0poB’a Ykpainu Big 27 rpyaHsa 2006 poky Ne
KapTOHHiI kopobui 898, 3apeecTtpoBaHoro B MiHicTepcTBi toCcTuL;ji
Ykpainu 29 ciyHa 2007 poky 3a Ne 73/13340 (y
pepakuii Hakasy MiHicTepcTBa OXOpPOHU
3a0poB'a YkpaiHu Big 26 BepecHs 2016 poky Ne
996), cTaHOBWTB: 3riQHO 3i CTPOKamu,
3a3Ha4YeHVMU y NEPIOANYHOCTI NOAAHHS
perynsipHux 3BiTiB 3 6e3neku.
14. | TETPAUUKNIHY NMOPOLLIOK My6niyne YkpaiHa PYXKIAH GYKAHI Kutan peecTpauis Ha 5 pokis - He UA/18805/01/01
rigpoxnorua (cybeTaHuis) y akKuioHepHe SAPMACBHIOTIKA nionseae
nonieTuneHoBmx TOBapuCTBO JNTKO., NTa.
naketax gns "HaykoBo-
dapmaLeBTU4HOr BUPOGHWYMIA
0 3aCTOCYBaHHS LEHTP
"Bopuiariscbk




IIponoBxenHs nonarka I

Ne Haszea Popma eunycky 3asieHUK Kpaina Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Peknam Homep
n/ JNlikapcbKo20 (nikapcbka 3asi8HUKa eupobHUKa eidnycky | yeaHHs1 | peecmpauiliHo20
n 3acoby ¢hopma, noceid4yeHHs
ynakoeka)
W XiMiKO-
cthapmaneBTny
HWUI 3aBog"

B.o. leHepanbHOro aoMpeKkropa
OupekTopaTy thapmaueBTUYHOro 3abesneyvyeHHs

IBaH 3SAIBOPHUX




