MEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKNX 3ABEPLLEHO PO3rNA4 PEECTPALINHNX MATEPIAMIB NMPO BHECEHHA 3MIH A0 PEECTPALINHUX

MATEPIANIB NPOTArOM Ali PEECTPALIAHOIMO NOCBIAYEHHS HA NNIKAPCbKI 3ACOBMW, AKI 3BAPEECTPOBAHI KOMMNETEHTHUMU

OPIrAHAMW CMONYYEHUX LUTATIB AMEPUKW, LUBENLAPCbKOI KOH®EAEPALLT, AMOHII, ABCTPANI, KAHAAW, NIKAPCbKNX 3ACOBIB, LLO

3A LEHTPA/II3OBAHOIO NPOLEAYPOK 3APEECTPOBAHI KOMNETEHTHUAM OPIFAHOM EBPOMENCBLKOIrO COK3Y

Ne Hassa ®dopma sUnycKy 3asasHuUKk Kpaina Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, BiOnycKy peecmpayjiliHo2o
3acoby YnakoskKa) nocsio4YeHHs1
1. MAWNOTAPI NOpoLUOK ANs Mdpaiizep CWA BTOPVHHE NakKyBaHHS, MapKyBaHHs, CLWA CTtucnuii onuc 3MiH: AkicTb 3a UA/18298/01/01
KOHUEeHTpaTy Ans Eiiy.Ci.Mi. 36epiraHHs, BUNYCK Cepii: - OHOBJ1EHHS KPEC/IEHHSA peyenmom
pO3unHy ons KopnopeiiwH dapmauis i AngxoH Komnani /11C, 3aBogy Lonza Slough gns
iHcpysiid, 4,5 mr, no CUA; 6aHKy KiTUH remTy3ymaoy,
4,5 Mr y donakoHi, no BUMPOGHMLITBO, NEPBUHHE MaKyBaHHS, BUPOGHNUNX 30H, Ae
1 donakoHy y TeCTyBaHHS Npu BUMYCKY cepii, 3[iICHIOETLCA KOHTPO/b.
KapTOHHI KOopoo6Li TeCTyBaHHS Npu AOCISKEHHI MepernsHyTo ans
cTabinbHOCTI, 36epiraHHs: BiJOOpaXKeHHS HE3HAYHNX
BaeTt ®apmacbioTikan [iBixH o 3MiH Ta Mogudikauiii
Baet XongijHrc /INC, CLUA; NPUMILLEHHS, BNPOBAa)KEHHS
TEeCTYBaHHS Ha Li/TiCHICTb YNakKoBKU HOBOrO BMPOGHWYOrO
(npw gocnigpXeHHi cTabisIbHOCTI): 06n1aHaHHA Ta 3MiHW Micus
Bect ®apmachbtoTikan Cepsicec, NpOBeJEHHs TeCTyBaHHS.
IHk., CLLA - po3gin 3.2.P.3.1
Brpo6HWK(1) By/10 OHOB/EHO,
o6 y3roguTy Ha3By Ta
ajpecy BiAnNoBigHOT
BMPOGHWYOI finbHNLi 3 623010
[JaHnx caiiTy NoTO4HOT
peecTtpauii FDA Drug
Establishment. ®yHkuji
BMPOOHMKA HE 3MIHUINCS.
BBegeHHs 3MiH npoTsArom 6-tv
MiCALIB MiC/A 3aTBEPKEHHS.
2. CIBPABA PO34MH ONs iH'EKLN, HoBapric Lseliyapis B1po6HMLTBO CTEPUSIBHOTO ITania/ [aHa 3MiHa € NoKasIbHOHO | He 3a UA/19037/01/01
284 mr/1,5 mn; no OBepci3 nikapcbKoro 3acoby - acenTuyHa Mae nigTBepaKeHHS peyenmom
1,5 M1 po3UnHy y IHBECTMEHTC niarotoska Ctepunisaujs - Himeuumnna/ 3aTBEpAKEHHN 3MiH 3 EMA. B
nonepeaHsL0 Al inbTpaLis, KOHTPOsb AKOCTI . €BPONeCcbKoMy [OCbE, AaHe
HanoBHEHOMY (i3nKO-XiMiYHWIA, BIONOTIYHNIA, ABCTDIA nakyBaHHs 6yno
wnpuyi; no 1 MiKpOGIoNOriYHUIA - CTEPU/ILHICTB), 3apeecTpoBaHe npu
nonepeaHLo nepBMHHe nakyBaHHS): KopaeH peecTpaLii, Toai sk npu
HanoBHEHOMY dapma C.n.A, Nigposgin UP3, peecTpadii B YkpaiHi faHe

LUNPWLi B KAPTOHHIN
Kopoo6Ui

ITanis; BTOPUHHE NakyBaHHSA:
KopaeH ®apma C.n.A., Itanis;
BUNYyCK cepiii: HoBapTic ®apma

m6X, HimeuunHa; Bunyck cepii:
CaHpgo3 'm6X, ABCTpIs; KOHTPO/Ib

nakyBaHHs He 6yno
getanizoBaHo. [laHo 3MiHO
NPOMOHYETHLCSA YTOUHUTMN
MapkyBaHHs Ta 3a3HaunTu
HasIBHICTb MPOMiXKHOT




KapTOHHI KOpoOLj

LWadpteHay (AcenTuuHi N13LL),
ABCTpIsi; KOHTPOSb cepil
(XimiuHWiA/pi3nyHMiA): EBpOCiHC
®ACT 'm6X, HimeuumHa; KOHTpob
cepii (MikpoGIiOSIOriYHUIA -CTEPUNBHI
NoKa3HUKK, MiKpobionoriYHWiA -
HecTepw/bHI NokasHukM): CaHao3
M6X - BupobHuya finbHuus
BioTexHonoriyHi Jlikapcbki
Cy6cTtaHuii Kynans (BT J/ICK),
ABCTpISi; KOHTPOSb cepil
(6ionoriynwnit): CUHNAB AHaniTukc
eHp Cepsicuc Lseliyapis Al,
LLiBeiuapis

- The Rheumatoid Arthritis
Observation of Biologic
Therapy (RABBIT, Germany)
- The British Association of
Dermatologists Biological
Interventions Register
(BADBIR, UK)

- The Inflammatory Bowel
Disease Registry (UKIBD, UK)

Ne Hassa dopma sUMyCKYy 3assHuUK Kpaina Bupo6Huk KpaiHa PeecmpayjitliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, BIiOnycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsio4YeHHs1
sKocTi (chizuko-ximivHwuiA): Yenab YMaKoBKU B Kili PO3MiLLy€ETbCS
C.p.n., Itanis nepsuHHa ynakoska. [aHa
yrnakoBka C/yrye B SKOCTi
yTpuMyBava nepsuHHOT
ynakoBKM A5 KpaLloi dikcaui
i He JonyLLEeHHA MexaHiYHOoro
BM/IMBY NPU TPAHCMOPTYBaHHI.
B pe3ynbTarti BHECEHHS 3MiHM
He 6yae 3MiHloBaTUCA
KINIbKICTb MAaYyoK Ha PUHKY
YKpaiHu, OCKiflbkn 3MiHa
CTOCYETbCA Ti/TbKN NPOMDKHOI
ynakoBkun. BBefeHHs 3MiH
NPOTAroM 6-Tn MicALiB nicns
3aTBEPKEHHS.
3. XAWPIMOS 40 PO3YUH O151 iH'EKLLNA, CaHpo3 'm6X ABCTpis KOHTPO/b (XiIMIYHWIA/DI3NYHNIA): Lseiiuapis/ IB, besneka C.1.11.z - IB: To 3a UA/17973/01/01
40 wmr/0,8 mr; no 0,8 HoBaprTic ®apma LWTaiiH AT, ) align the additional peyenmom
MJ1 PO3YMHY Y LLBeiiyapisi; KOHTPOsIb cepil CnoseHisi/ pharmacovigilance activities
nonepegHb0 (6ionoriuHuid): HoBapTic ®apma Al ) as category 3 with the updated
HanoBHEHOMY LLBeiiLapis; KOHTpoOsb cepil ABCTpis/ version of the reference
wnpuyi; no 1 aéo 2 (6ionoriyHwuid): Nek a.4a., NE HimeuunHa product RMP, as guided by
nonepegHsL0 Brnpo6bHmuTBO MeHreww, CrnoBeHis; EMEA/CHMP/BMWP/42832/2
HanoBHEHMNX NoBHWIA UMK BUpO6HULTBa: CaHao3 005 Revl. The following
wnpuuis y 'M6X - Bupo6Huya AinbHuus registries were removed from
6nictepax y AcenTunyHi Jlikapcbki 3acobu the RMP:




