NEPENIK
NIKAPCbKNX 3ACOBIB HA Kl SABEPLUEHO PO3I NS4 PEECTPALIAHUX MATEPIA/IB NOAAHUX HA
JEPXXABHY PEECTPALLIIO, AKI SAPEECTPOBAHI KOMMNETEHTHUMU OPFAHAMUW CMIONYYEHUX LUTATIB
AMEPVIKU, LUBEALIAPIT, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A LLEHTPAMI3OBAHOIO
NPOLIEAYPOIO 3APEECTPOBAHI KOMNETEHTHMM OPFAHOM EBPOIMENCHKOIO COO3Y

Ne Hassa Popma sUMyCKY 3assBHUK KpaiHa Bupo6HuK KpaiHa

Peecmpayjitina Ymosu Peknamys Homep
n/n JNliKapcbKo20 (nikapcbka popma, npoyeoypa BionycKy aHHs peecmpayjiliHo2o
3acoby ynakoska) nocsio4YeHHs1
1. BANrAHUMKN TabneTkn, BKpUTI M.BIOTEK NIMITE/[, Benuka Lmnna Nimiteq, IHAisa peecTpadist Ha 5 3a He UA/18881/01/01
OBIP NNiBKOBOIO BpuTaHis pokiB peyenmom nidnsieae

060/10HKot0, No 450

Mr, no 60 TabneTok y

NAALWL




NMEPENIK

NIKAPCbKNX 3ACOBIB LLOAO AKUX SABEPLLEHO PO3I/IAA4, PE€CTP6LI,II7IHI/IX MATEPIA/IB NPO BHECEHHA
3MIH 4O PEECTPALIVNHUNX MATEPIAJIB NPOTAIOM Ali PEECTPALIVNHOIO NOCBIAYEHHA HA NIKAPCbKI

3ACOBW, AKI SAPEECTPOBAHI KOMMNETEHTHUMW OPIFAHAMW CMIONYYEHUX LUTATIB AMEPUKN,
LLBEALLAPCbKOI KOH®EAEPALLI, ANOHIT, ABCTPA/II, KAHAAW, NIKAPCbKNX 3ACOBIB, LLIO 3A
LIEHTPA/II30BAHOIO NPOLEAYPOIO 3APEECTPOBAHI KOMOETEHTHUM OPTAHOM
EBPOMENCHKOIrO COK3Y

Ne Hassa dopma sUnycKy 3asBHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjitiHa npoyedypa Ymosu Homep
n/n JNliKapcbKo20 (nikapcbka ¢hopma, BionycKky peecmpayiliHo2o
3acoby yrnakoska) nocsi04YeHHs1

1. EBPICAI MOPOLLIOK A1 OpasIbHOro ®.XodhcpmaHH- LLiBefiuapis BMNPOGYBaHHSA LLiBefiuapis Twn |l, Be3neka: 3anponoHoBaHi 3a UA/18405/01/01

po3uuHy, 075 mr/mn; Na Pow Ntpg, KOHTPO/O SIKOCTi Npu 3MiHM 0O MaTepianis peyenmom

NOPOLLOK A/151 OPa/IbHOTO BMNYCKY Ta peecTpauinHoro 4ocbe

pO34uHy y naswj; no 1 CTabiNIbHOCTI, BTOPVHHE 3a3Ha4YeHoro BuLLE NiKapCbKoro

NASALWLi y KOMNAekTi 3 1 nakyBaHHs Ta 3acoby nogasanuncs B

BTUCKHUM afantepom Ans MapKyBaHHs, BUMYCK pedhepeHTHI kpaiHi CLUA He 3a

NASALWKKY, 2 opanbHUMU cepii: ®.XodcpmaHH-/15 npoLeaypot BHECEHHS 3MiH O

wnpuuamm ans Pow N, Weeliyapis; marepianis peecTpaujiiiHoro

6araTopa3oBoro BMPOBHULITBO [0CbE, a B pamkax npouecy

3acTocyBaHHsA 06'eMoM 6 M/ Hepo3dacoBaHOro 3aKpUTTA NicApeecTpaLinHmx

(KOXHWIA y nonieTuneHoBoMy NpPOAYKTY, NePBUHHE 3060B's13aHb. byna oHoBneHa

nakeTnKy) Ta 2 opasibHUMK nakyBaHHs (cTagis IHCTPYKLiS NS Megu4Horo

wnpuuamu gns HanoBHEHHSA N/IALWOK) Ta 3acToCyBaHHs, 3aTBepkeHa B

6araTopa3oBoro MapKyBaHHS, CLWA (USPI). Takox 6yno

3acTocyBaHHs 06'emom 12 BMNPOGYBaHHSA [03BOJIEHO f0AaTh 3HaK

M (KOXKHUIA Y KOHTPO/O AKOCTI TOProBOi Mapku «®» A58 Ha3Bn

nosieTuneHoBoMy (TecTyBaHHA niKapcbKoro 3acoby Ha

nakeTuKy), ki BMiLLEeHi y Mikpob6ionoriyHoi aHrnincekili MoBi. JIuct HagaHo

noslieTuNeHoBMn nakeT; 1 4YnNCTOTH): Big TOB «Pow YkpaiHa», Wwo gie

nnswka ta 1 KoMnnekr ®.XohhmaHH-/1a PoLu Bif iMeHi Ta B iHTepecax

BMILLIEHi Y KAPTOHHY KOPOOKY Nta, Weenuapis 3asBHVKa (JOPYYEHHS HAafaHO).

BBefieHHs1 3MiH npoTArom 6-Tm
MicALiB Nic/a 3aTBePAXKEHHS.

2, 3IPABEB KOHLeHTpaT 4719 PO34nHy Mdpaiizep CLIA 36epiraHHa Adl, CLUA/ C.1.11.z-1B: To provide a revised 3a UA/18148/01/01

Ans iHdoysin, 25 mr/mn; no Eiiu.Ci.Mi. BVMPOGHULTBO, MEPBUHHE IpnaHgis/ RMP in order to align it with peyenmom

100 mr/4 mn y onakoHi; no 1 KopnopeiiwH nakyBaHHSs, TeCTyBaHHS Benbris Avastin indications and its RMP.

h1akoHy Y KapTOHHI npwn BUNYCKY, BTOPUHHE

KOpOOGLi 3 MapKyBaHHAM nakyBaHHs Ta

YKpaiHCbKOo MOBOH0; Mo 400 MapKyBaHHS, BUNYCK

Mr/16 mn y donakoHi; no 1 cepii: ®apmaujs i

h1aKoHy Y KapTOHHIiA AngxoH KomnaHi JI1C,

KOpo6Li 3 MapKyBaHHAM CLUA; TecTyBaHHA npu

YKparHCbKOK MOBOIO; o 100 BWMYCKY Cepii,

Mr/4 Mn 'y donakoHi; no 1 TeCTyBaHHs npu

(h/1aKOHY Y KapTOHHIlA LOCAIMKEHHI




BMOHTOBaHOMY B
0[lHOPA30BY LUMPULL-PYYKY;
no 3 abo no 5 wnpuu-py4vok
B KapPTOHHI kopo6uji. Moskn
B YNaKOBKY HE BK/THOYEHI

Other variation
To update sections 4.2, 4.4 and
4.8 of the SmPC, and section 2
and 4 of the PL to implement the
sighal recommendations on
Insulin - Cutaneous amyloidosis
(EPITT no 19499) adopted at
the 14-17 April 2020 PRAC.
In addition, the Pl has been
brought in line with the latest
QRD template (version 10.1).
BBefeHHs1 3MiH NpoTArom 6-Tu
MicsILiB nic/1s 3aTBepaAKEHHS.

Ne Hassa dopma BUMYCKY 3assHUK KpaiHa Bupo6Huk KpaiHa PeecmpayjiliHa npoyedypa Ymosu Homep
n/n NiKapcbKo20 (nikapcbka cpopma, BionycKy peecmpayjiliHo2o
3acoby yrnakoska) nocsi04YeHHs1
KOpOO6Li 3 MapKyBaHHSIM cTabinbHocTi: BaeT
iHO3EeMHO MOBOIO 3 Bio®apma fisixkH o
HaHeCeHHAM CTVKepy Baet dapmaceyTukanc
YKpaiHCbKO0 MOBOHO; Mo 400 NNC, CLWA; TecTyBaHHA
Mr/16 mn 'y donakoHi; no 1 npu BUNycky cepii,
hNakoHy y KapTOHHIN TeCTyBaHHs npu
KOpOO6Li 3 MapKyBaHHSIM LOCNIMKEHHI
iHO3EeMHO MOBOIO 3 cTabinbHocTi: Mdpaiizep
HaHeCeHHAM CTVKepy Ipnangis
YKpPaiHCbKOH MOBOKO dapmacbioTikans,
IpnaHgis; Bunyck cepii:
Mdpaiizep Cepsic
KomnaHi EBEA, benbris
3. COJIIKBA PO34MH ANA iH ek, 100 TOB "CaHodi- Ykpaina CaHodi-ABEHTIC HimeuunHa C.l.z-1Ain - Changes 3a UA/16774/01/01
Op,./Mn+50 mkr/mn, Ne3 abo ABeHTIC [onunang MvoéX, (Safety/Efficacy) of Human and peyenmom
Ne5: no 3 mn y kapTpigxi, YkpaiHa" Veterinary Medicinal Products -
BMOHTOBAHOMY B Other variation
0iHOPA30BY LUNPULL-PYYKY; To update sections 4.2, 4.4 and
no 3 abo no 5 WwnpuL-py4vok 4.8 of the SmPC, and section 2
B KapTOHHiiA kopo6Lii. Fonku and 4 of the PL to implement the
B YNaKoBKy HE BK/IHOUEHI signal recommendations on
Insulin - Cutaneous amyloidosis
(EPITT no 19499) adopted at
the 14-17 April 2020 PRAC.
In addition, the Pl has been
brought in line with the latest
QRD template (version 10.1).
BBeneHHs1 3MiH NpoTAroM 6-Tu
MicsLiB NicNs 3aTBEPAKEHHS.
4, CO/NIKBA pO34uH N8 iH ekuiin, 100 TOB "CaHodi- YkpaiHa CaHodi-ABEHTIC HimeuunHa C.l.z-1Ain - Changes 3a UA/16775/01/01
Opa./Mn+33 mkr/mn, Ne3 abo ABEHTIC [Hoiunang MméX, (Safety/Efficacy) of Human and peyenmom
Ne5: no 3 Mmn y kapTpigxi, YkpaiHa" Veterinary Medicinal Products -




