BHOCATHCA 10 AEPKABHOI'O PEECTPY JIKAPCBKHUX 3ACOBIB

HEPEJIIK
HEPEPEECTPOBAHUX JIIKAPCBKHUX 3ACOBIB (MEANYHUX IMYHOBIOJIOI'TYHUX ITPEITAPATIB), AKI

Jloparok 2
10 Haka3y MiHicrepcTBa 0X0poHHn
3q0poB’s Ykpainu «IIpo nep:xaBHy
peecTpauiio (nmepepeecTpauilo) JikapcbKHX
3aco0iB (MeqUYHHMX iMyHO0i0I0TiYHUX
npenapariB) Ta BHeCeHHs 3MiH /10
peecTpauniiiHuX MaTepiaaiB»
Bi1 08 BepecHs 2025 poxy Ne 1404

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JlikapcbKko2o | (nikapcbka ghopma, 3asieHUKa eupobHuka sionycky aHHs peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
1. | NETPO30n TabneTkn, BKPUTI TOB YkpaiHa TOB YkpaiHa MepepeecTpaLisi HA HEOOMEXEHUA TEPMIH. 3a He UA/18544/01/01
ACTPA NniBKOBOIO «ACTPA®APM» «ACTPAPAPM» OHoBneHo iHdopMaLito B iIHCTPYKUii Ans peuenmom nidnseae
obonoHkolo, no 2,5 MeON4YHOro 3acToCyBaHHS NiKapCbKoro
mr; no 10 TabneTok 3acoby y po3gini "MobivHi peakuii” woano
y 6nicTepi; no 3 BaXIMBOCTi 3BiTYBaHHS Npo NobiuHi peakuii.
6nictepa B kopobui Pestome nnaHy ynpaBniHHs pu3ukamu
3 KapTOHY Bepcis 1.2 gpopaeTtbes.
MepiognyHiCTb NogaHHA perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANOBIAHO
0o MNopsagky 3piicHEHHs hapMakoHarnsay,
3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300p0B'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTbL:
3riAHO 3i CTPOKaMu, 3a3HavYeHNMU y
NepiogMYHOCTI NOAAHHSA perynsipHMX 3BiTiB 3
Gesneku.
2. | MUPOOEKC KOHLeHTpaT Ans ToBapwucTtBo 3 YkpaiHa TOB "®apmiges” JatBisa MepepeecTpalis Ha HeOBMEXEHUI TEPMIH 3a He UA/18108/01/01
PO34MHYy Anis obMmexeHot OHoBneHo iHdhopMalLito B iIHCTPYKUii Ans peuenmom nidnsicae
iHdy3in, 100 Mkr/mn, BiANoBiganbHicT MeON4YHOro 3acToCyBaHHS NiKapCbKoro
no 2 mMn y CKNstHoMy 10 "HKC-®APM"

cdnakoHi; no 5
CKISIHMX PNaKoHIB y
KapTOHHI kopobLyi

3acoby B po3ginax "dapmMakonoriyHi
BnactueocTi", "Cnoci6 3acTocyBaHHsA Ta
[o3un" BignoBigHo Ao iHdopmauii
pedhepeHTHOro nikapcbkoro 3acoby
(Oekcpop, KOHUEHTpaT AN pO34uHy Anst
iHdy3in, 100 Mkr/mn).

Pestome nnaHy ynpaeniHHs pusnkamm




2

[IponoBkeHHs noaaTka 2

Ne
n/n

Hazea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuKa

PeecmpauyitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHs1

Homep

peecmpauyitiHo2o

noceid4yeHHs1

Bepcis 1.2 popaeTtbes.
[MepiognyHicTb NogaHHA perynsipHo
OHOBINIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO
0o MNopsagky 3piicHEHHs hapMakoHarnsay,
3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciunga 2007
poky 3a Ne 73/13340 (y penakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTbL:
3rigHO 3i CTPOKamMu, 3asHavyeHUMn y
NepioAMYHOCTI NOAAHHSA perynsipHMX 3BiTiB 3
Gesneku.

onTiH

OYHi kpanni, po34unH
0,5 mr/mn, no 10 mn
y cbnakoHi 3
[03y4nM
NPUCTPOEM; Mo 1
dnakoHy B
KapTOHHIl kopoOui

AppaH-
"aneHcbkun
JlabopaTopii
A.n.

Xopsaris

Appan-
[aneHcbkuin

Jlabopatopiii 4.4.

Xopsaris

MepepeecTpalis Ha HEOOMEXEHWI TEPMIH
Pestome nnaHy ynpasniHHSA pusnkamm
Bepcis 1.2 gopaeTtbes.
MepiognyHicTb NoJaHHA perynsipHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO
o MNopsagky 3giincHeHHs hapMakoHarnsaay,
3aTBEpKeHOro Hakazom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOpPOHM 300pOB'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTbL:
3rigHO 3i CTPOKamMu, 3a3HavyeHUMn y
nepioanMYHOCTI MOAAaHHS perynsipHuX 3BiTiB 3
6esneku.

be3
peuenma

nidnsicae

UA/18293/01/01

CYBETTA

Tabnetkn, no 20

Tabnetok y Gnictepi;
no 1 abo 2 Gnictepun
Y KapTOHHIln kopobui

TOB "Marepia
Meawvka-
YkpaiHa"

YkpaiHa

3AT CaHToHika

Jlntea

MepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH.
OHoBMeHo iHdopMaLiio y posainax
"OcobnuBocTi 3acTocyBaHHs" Woao 6e3nekn
3aCTOCyBaHHS AOMOMDKHOI PEYOBUHM,
"Mob6iuHi peakuii" wono 6e3neku
3aCcTOCyBaHHS fAil04NX PEYOBUWH, Ta
Ba)XMMBOCTI NOBIAOMIIEHHS NPO NOBIYHI
peakuii iIHCTpyKUii Ans MmegnyHoro
3acTocyBaHHS IikapcbKoro 3acoby.

Pesiome nnaHy ynpasniHHSA pusnkamu
Bepcist 4.1 popaeTtbes.
MepiognyHicTb NogaHHA perynsipHo
OHOBMIOBAHOTO 3BiTY 3 6e3neku, BiANoBiAHO
0o MNopsagky 3niicHEHHs hapMakoHarnsay,
3aTBEpaKeHOro Hakazom MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300p0B'st YKpaiHu Big

bes
peuenma

He
nionsieae

UA/18297/01/01




3 [IponoBkeHHs noaaTka 2
Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JlikapcbKo2o | (nikapcbka ghopma, 3asieHUKa eupobHuka sionycky aHHs peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKamMu, 3a3HavYeHMU y
NepiogMYHOCTI NOJAHHA perynsipHMX 3BiTiB 3
6esneku.
5. | TAMICTEP Kancynuv Teepai; no Mictpan Kenitan AHMmis Bupo6HuLTBO Icnanisa/ MepepeecTpaLisi Ha HEOBMEXEHWI TEPMIH. 3a He UA/18497/01/01
30 abo no 90 kancyn MeHeKmeHT NPOMiXKHOTO PymyHis OHoBneHo iHdhopMmalLito y po3aini peuenmom nidnsicae
y cbnakoHi; no 1 Jimiteq nNpoayKTy, "®apmakonorivyHi BNnacTMBOCTi" iIHCTPYKLii
nakoHy B roToBOro Onst MEQUYHOrO 3aCTOCYBaHHS MikapcbKoro
KapTOHHIl kopoOui nikapcbKkoro 3acoby BignoBiaHo Ao 6e3nekn
3aco0y, 3acTocyBaHHS pedepeHTHOrO MikapCbKoro
nakyBaHHS, 3acoby [lyonapT®, kancynu TBepai, y
KOHTPOb SIKOCTI, po3aini "MNMokasaHHs" - KOPEKTOPCbKI NpaBKM,
BMNYCK cepii: a Takox y po3gini "Mobivni peakuii” woao
JIABOPATOPIOC 3BiTyBaHHs NPO NoGiYHi peakuii.
JIEOH ®APMA
C.A., IcnaHisi; Pestome nnaHy ynpasniHHSA puankamm
Bupo6HuLTBO Bepcis 1.0 gopaeTtbes.
NPOMiXXHOTO MepiognyHicTb NoJaHHA perynsipHo
NpoayKTy: OHOBIIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO
3eHTiBa C.A,, o MNopsagky 3giincHeHHs hapMakoHarnsaay,
PymyHisi; 3aTBEpKeHOro Hakazom MiHicTepcTBa
AnbTepHaTuUBHE OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
BTOPUHHE 2006 poky Ne 898, 3apeecTpoBaHoro B
nakyBaHHS: MinicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
ATOIC ®APMA, poky 3a Ne 73/13340 (y pepakuii Hakasy
C.JI1., IcnaHis; MiHicTepcTBa OXOpPOHM 300pOB'st YKpaiHu Bif
AnbTepHaTuBHe 26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
BTOPUHHE 3rigHO 3i CTPOKamMu, 3a3HavyeHUMn y
nakyBaHHS: nepioanMYHOCTI MOAAaHHS perynsipHuX 3BiTiB 3
MAHAHTIAN 6esneku.
IHTEIMPA C.J1.1O.,
IcnaHis;
AnbTepHaTUBHE
nepBuHHE Ta
BTOPUHHE
nakyBaHHS:
JIABOPATOPIOC
JIKOHCA CA,,
Icnanis;
BupobHuLTBO
NPOMiXXHOTO
NPOAyKTY:
JIABOPATOPIOC
JIKOHCA C.A,,
IcnaHis
6. | UHE®OTA3MOU | nopoLuok s AAP ®APMA OO6'eaHaHi 3elicc IHgis MepepeecTpaLisi HA HEOOMEXEHUI TEPMIH. 3a He UA/17514/01/01
M pO34MHy Ans d3-NJ1C Apabcbki dapmac’ioTikenc OHoBneHo iHdopMalLito B iIHCTPYKUii Ans peuenmom nidnseae
iH ekui no 1000 mr, Emipatun Mer. N1ao. MEeONYHOro 3aCTOCyBaHHSA NiKapCbKoro

no 1 a6o 10
drakoHiB 3
NOPOLLKOM Y

3acoby y po3sginax: "®apmakonoriyHi
BnactmsocTi", "B3aemopais 3 iHwmnmMu
nikapcbkumm 3acobamu Ta iHWi Buam
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hazea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuKa

PeecmpauyitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHs1

Homep
peecmpauyitiHo2o
noceid4yeHHs1

KapTOHHIl kopoOui

B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHs y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "Cnocib 3actocyBaHHs
Ta po3un", "MobiyHi peakuii" BignoBigHO Ao
iHcbopMaUii Woao MeanMyHOro 3acToCyBaHHs
pedepeHTHOrO fikapCbkoro 3acoby
(POPTYM, nopoLLOK Anst pO34MHy AN
iH'ekLin), a Takox y po3aini "Mob6iyHi peakuyii”
LLIOZ0 BaXKIIMBOCTI 3BiTYBaHHsI NPO NOBiYHi
peakuii.

Pestome nnaHy ynpaeniHHSA pusnkamm
Bepcis 1.1 gopaeTtbes.
[MepioguyHicTb NogaHHA perynsipHo
OHOBIIOBAHOrO 3BiTY 3 6e3neku, BignoBigHO
0o MNopsagky 3piicHeHHs hapMakoHarnsay,
3aTBepaKeHoro Hakazom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHOro B
MiHicTepcTsi tocTuuii Ykpainu 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300p0B'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKamMu, 3a3HavyeHUMn y
NepioAMYHOCTI MOAAHHSA perynsipHMX 3BiTiB 3
Gesneku.

LE®TPUAKC
OH

NMOpOLLIOK ANd
PO34MHY Ang

iH ekuir no 1000 wr,
no 1 a6o 10
crakoHiB 3
MOPOLLKOM Y
KapTOHHIl kopoOui

AAP ®APMA
®3-JI1C

O6'egHaHi
Apabcbki
Emipatu

3encc
dapmac’ioTikenc
MeT. JlTA.

IHgis

MepepeecTpalis Ha HEOOMEXEHWI TEPMIH
OHoBReHo iHdhopMalLito B iIHCTPYKUii Ans
MEAMYHOrO 3aCTOCYBaHHS! NiKapCbKOro
3acoby y po3sginax: "OcobnueocTi
3acTtocyBaHHs", "Mo6iyHI peakuii” BignoBigHO
0o iHdopmaLii Woao MeanyHoro
3acTocyBaHHS pedepPeHTHOrO NikapCbKoro
3acoby (Rocephin 1g powder for solution for
injection or infusion), a Takox y po3aini
"Mo6iyHi peakuii" Woa0 BaXXIMBOCTI
3BiTyBaHHsI Npo NobiyHi peakuii.

Pestome nnaHy ynpaeniHHSA pusnkamm
Bepcis 1.0 gopaeTtbes.
[MepioguyHicTb NogaHHsA perynsipHo
OHOBIIOBAHOrO 3BiTY 3 Ge3neku, BignoBigHO
0o MNopsagky 3piicHEHHs hapMakoHarnsay,
3aTBepaKeHoro Hakasom MiHicTepcTBa
OXOPOHW 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300p0B'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTbL:
3riHO 3i CTPOKaMu, 3asHavyeHUMHn y

3a
peuenmom

He
nidnsicae

UA/17571/01/01
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[IponoBkeHHs noaaTka 2

Ne
n/n

Hazea
JliKapcbKo20
3acoby

®Popma sunycky
(nikapcbka ¢hopma,
ynakoeka)

3asieHUK

Kpaina
3asieHUKa

BupobHuk

Kpaina
eupobHuKa

PeecmpauyitiHa npoyedypa

Ymosu
sionycky

Peknamye
aHHs1

Homep
peecmpauyitiHo2o
noceid4yeHHs1

NepioAMYHOCTI NOAAHHA perynsipHMX 3BiTiB 3
Gesneku.

LLE®YPOKCHU
M1.5T

NMOpOLLIOK ANS
PO34MHy Ans

iH ekuir no 1500 wmr;
1 a6o 10 cnakoHiB y
KapTOHHIN kopobLyi

AAP ®APMA
®3-NN1C

O6'egHaHi
Apabcbki
Emipatu

3elicc

dapmac’ioTikenc

MeT. JlTA.

IHgis

MepepeecTpaLisi HA HEOOMEXEHUA TEPMIH.
OHoBneHo iHdopMaLito B iIHCTPYKUii ANns
MEAMNYHOro 3aCTOCYBaHHS! NiKapCbKOro
3acoby y po3aginax: "®apmakonoriyHi
BnacTtusocTi", "lNoka3aHHs", "B3aemogis 3
iHLWIXMK nikapcbkuMK 3acobamu Ta iHLWi BUam
B3aemogin", "OcobnueocTi 3acTocyBaHHA",
"3acTocyBaHHA y nepiog BariTHOCTi abo
rogyBaHHs rpyaat”, "3gaTHiCTb BNnvMBaTtu
Ha LWBUAKICTb peakKLii Npu kepyBaHHi
aBTOTPaHCNoOpPTOM abo iHWKMMK
mMexaHiamamu", "Cnocib 3acTocyBaHHs Ta
nosun", "Oitn", "MepenoayBanHs", "MobivHi
peakuii”, "HecymicHicTb" BignosigHo oo
iHbopMaLii Woao MeanMyHOro 3acTocyBaHHs
pedepeHTHOrO fikapCcbKoro 3acoby
(BHALLE®, nopoLuok Ans po3vnHy ansi
iH’ekUii), a Takox y poaaini "MobiuHi peakuii”
LLIOA0 BaXXIMBOCTI 3BiTYyBaHHsI NPO NOBiYHi
peakuii.

Pesiome nnaHy ynpasniHHSA pu3nkamu
Bepcis 1.2 gpopaeTtbes.
MepiognyHicTb NogaHHA perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO
0o MNopsagky 3piicHEHHs hapMakoHarnsay,
3aTBEpKeHOro Hakazom MiHicTepcTBa
OXOPOHU 340pOB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MinicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTbL:
3riAHO 3i CTPOKaMu, 3a3HavYeHMU y
NepioAMYHOCTI NOAAHHA perynsipHMX 3BiTiB 3
6esneku.

3a
peuenmom

He
nionsieae

UA/17488/01/01

LLEE®YPOKCHU
M 750 MI"

MopoLLOK AN
pO34MHy Ans

iH ekuin no 750 wmr;
no 1 a6o 10
crakoHiB 3
MOPOLLKOM Y
KapTOHHI kopobLyi

AAP ©APMA
®3-1I1C

O6'egHaHi
Apabcbki
Emipatun

3eiicc

dapmac’ioTikenc

Mer. N1ao.

IHAis

MepepeecTpalis Ha HEOBMEXEHUI TEPMIH
OHoBReHo iHdhopMalLito B iIHCTPYKLii Ans
Me[MYHOro 3aCTOCYBaHHS NiKapCbKOoro
3acoby y posainax: "®apmakonorivHi
BnacTuBocTi", "MNoka3aHHs", "B3aemogid 3
iHLMMM nikapcbkumm 3acobamu Ta iHWi BUan
B3aemogin", "OcobnmBocTi 3acTocyBaHHs",
"3acTocyBaHHA y nepiog BariTHoCTi abo
rogyBaHHs rpyaat”, "3gaTHicTb BNnvBaTtu
Ha LWBWAKICTb peakKLii Npu KepyBaHHi
aBTOTPaHCNoOpTOM abo iHWMMK
MexaHiamamu", "Cnocib 3actocyBaHHs Ta
nosu", "Oitn", "MepenosyBanHs", "MobiyHi
peakuii”, "HecymicHicTb" BignosigHo oo

3a
peuenmom

He
nidnsicae

UA/17542/01/01
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[IponoBkeHHs noaaTka 2

Ne Haszea ®Popma sunycky 3asieHUK Kpaina BupobHuk Kpaina PeecmpauyitiHa npoyedypa Ymosu Peknamye Homep
n/n JlikapcbKo2o | (nikapcbka ghopma, 3asieHUKa eupobHuka sionycky aHHs peecmpayiliHo2o
3acoby ynakoeka) noceid4yeHHs1

iHdbopMaUii Woao MegMYHOro 3aCToCyBaHHs
pedepeHTHOro nikapcbkoro 3acoby
(BHALLE®, nopoLuok Ans po3vnHy ansi
iH'ekuin), a Takox y po3aini "MobiyHi peakwii”
LLI00 BAXIMBOCTI 3BiTYBaHHS MPO NOGIYHi
peakuii.

Pesiome nnaHy ynpasniHHSA pu3nkamu
Bepcis 1.1 gopaeTtbes.
MepiognyHicTb NogaHHA perynsipHo
OHOBMIOBAHOTO 3BiTYy 3 6e3neku, BiANoBiAHO
0o MNopsagky 3piicHeHHs hapMakoHarnsay,
3aTBEpKeHOro Hakazom MiHicTepcTBa
OXOPOHU 340POB’A YKpaiHu Big 27 rpyaHs
2006 poky Ne 898, 3apeecTpoBaHoOro B
MiHicTepcTsi tocTuuii Ykpainm 29 ciunga 2007
poky 3a Ne 73/13340 (y pepakuii Hakasy
MiHicTepcTBa OXOPOHM 300pOB'st YKpaiHu Bif
26 BepecHs 2016 poky Ne 996), cTaHOBUTb:
3riAHO 3i CTPOKamMu, 3a3HavYeHMU y
NepioAMYHOCTI NOAAHHSA perynsipHMX 3BiTiB 3
6esneku.

B.o. HauaaLHUKA
dapManeBTUYHOT0 YIIPABJIiHHS

Oaexcanap I'PIHEHKO




