NEPENIK

NIKAPCbKNX 3ACOBIB WOAO AKX 3ABEPLLEHO PO3I/iA4 PI§€CTPALI,II7IHI/IX MATEPIANIB NPO BHECEHHA 3MIH 4O
PEECTPALINHNX MATEPIANIB NMPOTArOM Ali PEECTPALIMHOIO NOCBIAYEHHA HA NIKAPCbKI 3ACOBU, AKI
3APEECTPOBAHI KOMMNETEHTHMW OPITAHAMWU CNMONYYEHUX WUTATIB AMEPUKIN, LULBENLAPCBKOI KOH®EAEPALI,

AMNOHII, ABCTPAJTI, KAHAAW, NIKAPCbKX 3ACOBIB, WO 3A LEHTPA/TI3OBAHORK NMPOLUEAYPOK 3APEECTPOBAHI

KOMMNETEHTHMM OPIFAHOM_EBPOMNENCBLKOIO COKO3Y

Ne Hassa dopma sunycky 3assHUK KpaiHa Bupo6Huk Kpaina Peecmpayitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayjitiHo2o
3acoby ynakosKa) nocsi04YeHHs1
1. MOHCETWVH Kancynu no 10 mr, no 15 dapmacaiiHc IHk. KaHapa BMPOOHULITBO KaHnapa BHECEHHS 3MiH 10 peecTpaviiiHnX 3a UA/16627/01/01
Kancyn y énictepi, no 2 Hepo3dacosaHoro matepianis: A.7. (tun 1A) BunyuenHa | peyernmom
6nictepu y kopobuj NpoAyKTy, NepBUHHE BMPOGHWYOI AiNbHML (BKIOYAKUN
Ta BTOPVHHE AinbHuui ans A®I, npomixHoro
nakyBaHHS, npoayKTy abo rotToBOro NikapcbLKoro
KOHTPO/b SKOCTI, 3aco6y, AiNbHULI 4518 NPOBEAEHHS
BUMyCK cepii: nakyBaHHS, BUPOGHUKa,
dapmacaiiHc IHK. BiZJNOBIAA/ILHOMO 3a BUMYCK Cepild,
MiCLie NPOBEAEHHS KOHTPOJIIO Cepir)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[OMOMDKHOT PEYOBUHMW.
Bpaxosytoun 3miHK B JliLeHsii ans
3aTBEPAKEHOr0 BUPOGHMKA
Mexnpgocapm nigpo3gin dapmacaiHc
IHK., KaHapa BigbyBa€eTbCA
CKOPOYEHHS1 BUKOHYBaHMX Ha Lijii
OiNsaHUi OyHKUIA — Us ginbHULA
BU/Ty4Ya€ETbCA 3 BUPOOHNYOrO
npovecy. NepBrvHHe Ta BTOPUHHE
nakyBaHHs 6yae 3ailicHioBaTuCs
Ti/IbKM Ha AinsHui dapmMacaiiHe IHK.,
KaHaga.
2. MOHCETUVH kancynv no 18 mr, no 15 dapmacaiiHc IHk. KaHaga BMPOGHMLTBO Kanaga BHECEHHS 3MiH 0 peecTpavLiiiHnX 3a UA/16627/01/02
Kancyn y 6nictepi, no 2 Hepo3hacoBaHoOro mMartepianis: A.7. (Tvn IA) BunyyeHHs peuenmom
6nictepu y kopobui NpoaykKTy, NepBUHHE BMPOGHNYOI AinbHUL (BKNOYAKOUN
Ta BTOpPVHHE AinbHuuUi Ana A®l, npoMixHoro
nakyBaHHs, npoAyKTy abo roToBOro nikapcbKoro
KOHTPO/b AKOCTI, 3aco6y, AiNbHULI 4518 NPOBEAEHHS
BUMYyCK cepii: nakyBaHHS, BUPOGHUKa,
dapmacaiiHc IHK. BiANOBIAAILHOIO 3a BUNYCK Cepiid,
MiCLie NPOBEAEHHSA KOHTPO/IIO CepiT)
abo noctavanbHUKa BUXIAHOTO
mMaTepiany, peareHTy abo
[OMNOMDKHOT PEYOBUHMW.
BpaxoBytouun 3MiHu B JlineHsii ans
3aTBEPAKEHOTO BUPOOHMKA




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsioyeHHs

Mexnpocapm nigpo3ain dapmacaiiHc
IHK., KaHapa BigbyBa€eTbCA
CKOPOYEHHS BUKOHYBaHMX Ha LIt
OiNsHUi OyHKUI — Us ginbHULA
BUNYYaETLCA 3 BUPOOHNYOrO
npouecy. lMNepB1HHe Ta BTOPUHHE
nakyBaHHs 6yae 3aiiicHioBaTUCS
TiNbKN Ha AiNaHui PapmacaiHc IHK.,
KaHaga.

MOHCETWUH

Kancynu no 25 mr, no 15
Kancyn y 6nictepi, no 2
6nictepu y kopobuj

dapmacaiiHc IHk.

KaHapa

BUPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 10 peecTpaviiiHnX
matepianis: A.7. (tun 1A) BunyyeHhs
BMPOGHWYOI AinbHML (BKIOYAKUN
AinbHuui ans A®I, npomixHoro
npoAayKTy abo rotToBOro Nikapcbkoro
3aco6y, AiNbHULI 4518 NPOBEAEHHS
nakyBaHHS, BUPOGHUKa,
BiZJNOBIAAILHOMO 3a BUMYCK Cepild,
MiCLie NPOBEAEHHS KOHTPOJIIO Cepir)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0NOMIXHOT PEYOBUHW.
Bpaxosytoun 3miHK B JliLeHsii ans
3aTBEPAKEHOr0 BUPOGHMKA
Mexnpgocapm nigpo3gin dapmacaiHc
IHk., KaHapa BigbyBaeTbcs
CKOPOYEHHS1 BUKOHYBaHMX Ha Lijii
OiNsaHUi OyHKUIA — Us ginbHULA
BU/Ty4Ya€ETbCA 3 BUPOOHNYOrO
npotecy. NepByHHe Ta BTOPUHHE
nakyBaHHs 6yae 3aiicHioBaTuCS
Ti/IbKM Ha AinsHui dapmMacaiiHe IHK.,
KaHaga.

3a
peyenmom

UA/16627/01/03

MOHCETVH

Kancynu no 40 mr, no 15
Kancyn y 6nictepi, no 2
6nictepu y kopobui

dapmacaiiHc IHk.

KaHaga

BMPOGHMLTBO
Hepo3gacoBaHOro
NPOAYKTY, NePBUHHE
Ta BTOPVHHE
nakyBaHHs,
KOHTPO/b SIKOCTI,
BWMNYCK Cepil:
dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 0 peecTpavLiiiHnX
mMartepianis: A.7. (Tvn IA) BunyyeHHs
BMPOGHNYOI AinbHUL (BKNOYAKOUN
AinbHuuUi Ana A®l, npoMixHoro
npoAyKTy abo roToBOro nikapcbKoro
3aco6y, AiNbHULI 4518 NPOBEAEHHS
nakyBaHHS, BUPOGHUKa,
BiANOBIAA/ILHOIO 3a BUNYCK Cepiid,
MiCLie NPOBEAEHHSA KOHTPOIIO CepiT)
abo noctavanbHUKa BUXIAHOTO
mMaTepiany, peareHTy abo
[,0MOMIKHOT PEYOBUHW.
BpaxoBytouun 3MiHu B JlineHsii ans
3aTBEPAKEHOTO BUPOOHMKA
Mengodapm nigposain PapmacaiHc
IHk., KaHaga BigbyBaeTbCA
CKOPOYEHHS1 BUKOHYBaHWX Ha Lijii

3a
peyenmom

UA/16627/01/04




Ne
n/n

Hassa
JNliKapcbKo20
3acoby

dopma sunycky
(nikapcbka gpopma,
ynakoska)

3asaBHUK

Kpaina

Bupo6Huk

KpaiHa

Peecmpayjitina npoyedypa

Ymosu
BionyckKy

Homep
peecmpayiliHo2o
nocsioyeHHs

OiNsHUi OyHKUIT — Uus ginbHULA
BUNYYaETLCA 3 BUPOOHNYOrO
npouecy. lMNepB1HHe Ta BTOPUHHE
nakyBaHHs 6yae 3aiiicHioBaTUCS
TiNbKM Ha AiNaHui PapmacaiHc IHK.,
KaHaga.

MOHCETWUH

Kancynu no 60 mr, no 15
Kancyn y 6nictepi, no 2
6nictepu y kopobuj

dapmacaiiHc IHk.

KaHapa

BUPOGHMLTBO
Hepo3dacosaHoro
NPOAYKTY, NepBUHHE
Ta BTOPVHHE
nakyBaHHS,
KOHTPO/b SIKOCTI,
BUNYCK cepil:
dapmacaiiHc IHk.

KaHaga

BHECEHHS 3MiH 10 peecTpaLiiiHnX
matepianis: A.7. (tun 1A) BunyyeHhs
BMPOGHWYOI AinbHML (BKIOYAKUN
AinbHuui ans A®I, npomixHoro
npoAyKTy abo rotToBOro Nikapcbkoro
3aco6y, AiNbHULI 4518 NPOBEAEHHS
nakyBaHHS, BUPOGHUKa,
BiZJNOBIAAILHOMO 3a BUMYCK Cepild,
MiCLie NPOBEAEHHS KOHTPOJIIO Cepir)
abo nocrtavasibHUKa BUXiLHOro
maTepiany, peareHTy abo
[L,0NOMIXHOT PEYOBUHW.
BpaxoBytouu 3miHK B JliLeHsii ans
3aTBEPAKEHOr0 BUPOGHMKA
Mexnpgocapm nigpo3gin dapmacaiHc
IHk., KaHapa BigbyBaeTbcs
CKOPOYEHHSI BUKOHYBaHMX Ha Lijii
OiNsaHUi OyHKUIA — Us ginbHULA
BU/Ty4Ya€ETbCA 3 BUPOOHNYOrO
npotecy. NepBrHHe Ta BTOPUHHE
nakyBaHHs 6yae 3ailicHioBaTuCs
Ti/IbKM Ha AinsHui dapmMacaiiHe IHK.,
KaHaga.

3a
peyenmom

UA/16627/01/05

XAUPIMO3 40

PO34uH A8 iH'eKUi, 40
mr/0,8 mn; no 0,8 mn
PO34MHY Yy nonepesHL0
HamnoBHEHOMY LINpULi; Mo
1 a6o 2 nonepeaHbLO
HaMoOBHEHWX LUMPULIB Y
6nicTepax y KapTOHHil
Kopobui

CaHpos 'm6X

ABcTpist

KOHTPO/b
(XiMiYHWIA/i3NYHMIA)
: Hosaprtic ®apma
LTaviH AT,
LLiBeiiLapis;
KOHTPO/b cepii
(6ionoriynuii):
Hosaprtic ®apma Al’,
LLseiuapis;
KOHTpO/b cepii
(6ionoriyHunid): Nek
a.n., Ne
Brpo6HMLUTBO
Metrew, CroseHis;
NOBHWI LMK
BMPOGHMLTBA:
CaHpo3 'm6X -
Bupo6Huya
OinbHUUSA ACENTUYHI
Jlikapcbki 3acobu

LLiseiiuapis/
CnoseHis/
AscTpis/
HimeuunHa

1) 3miHM Wo0 AKOCTi:
«B.IL.f.1.d., IB —Stability of FP —
Change in storage conditions of the
finished product or the
diluted/reconstituted product.
Removal of the ‘do not shake’
warning from the Pl».

2) 3MiHuM Woao 6e3nekn y IHCTPYKLi
ONA MeANYHOro 3acToCyBaHHS Yy
po3gini «Mo6ivHi peakuii».
«C.l.z, IAin — Changes
(Safety/Efficacy) of Human and
Veterinary Medicinal Products —
Other variation. To update section
4.8 of the SmPC and section 4 of the
PL to implement the signal
recommendation on ‘Adalimumab —
Abnormal weight gain’ (EPITT No
19520) adopted at the 11-14
January 2021 PRAC meeting».

3a
peyenmom

UA/17973/01/01




Ne

Hassa

dopma sunycky 3assHUK Kpaina Bupo6Huk KpaiHa Peecmpayjitina npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka gpopma, BionycKy peecmpayiliHo2o
3acoby ynakoska) nocsio4YeHHs1
WadteHay

(AcenTuyni N3LU),
ABCTpISl; KOHTPO/b
cepii
(XiMiyHWiA/chiznyHNiA)
: €BpocpiHc PACT
M6X, HimeuunHa;
KOHTpO/b cepii
(mikpo6ionoriyHuiA -
CTepuW/IbHI
NMOKa3HWKN,
MiKpOGiONOriYHNI -
HeCTepW/bHI
nokasHuku): CaHgos
'M6X - Bupo6Huya
AinbHUUA
BioTexHonoriyHi
Nikapcbki
Cy6cTaHuii KyHanb
(BT NICK), ABcTpis;
KOHTPO/Ib cepii
(6ionoriyHuii):
CUHNAB AHanitukc
eHp Cepsicuc
LLiBeiiuapist AT,
Lseliuapis




