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CEPTH®UKAT COOTBETCTBUA
IMPOIYKT: BANEOCIN(BAHEOLIWH) 25045000 [U/G 10 G PWD PC RU
TOPITOBOE HAUMEHOBAHHE: BAHEOLIMH®
JO3UPOBKA: 250 ME+5000 ME/ 1T
JIEKAPCTBEHHAS ®OPMA: [TOPOLLOK
| TUII YITAKOBKH: BAHKA JUU1S TTOPOLLKA
OBBLEM YIIAKOBKMH: 1 VIIx 101
HOMEP MATEPHAIJIA: 44088892 Tun seinycka: Cepruduranuis cepun
BHYTPEHHIS1 CEPHSL: LW5184 Cepun na ynakopke: 462054
JATA TTIPOHU3BOACTBA: 16.12.2021 Jlata Beinycka:  01.02.2022
CPOK TOJHOCTH: 30.11.2023 Koaunueerpo: 61976 yn.
AJIPEC TTPOU3BOJIUTEJIA: ®APMALIOMTULLE ®ABPHK
3AJILIBEPILUTPACCE 96
6067 ALCAM
ABCTpHA
Brinyckarmoumii caiir: Jlex ®apmacsiotukanc 4.4, Jnmensns:800-12/2021-9
Bepoewikosa, 57
N/A
1526 JlioOnana, A
CroBeHus Y 574 NN
TecTnpyronuii caiir: GAPMALIOUTULLE ®DABPHK 1=/ 2\
3AJIBLIBEPILLITPACCE 96 5| o |
6067 ABCAM \
ApcTpus DN
Crpana umMnopTep: Homep perucTpanHoHHOroO yﬂOC'I'OBep‘é’il}[ﬂ':' -
Poccuiickas Menepauus [TNO011271/02 e S

3akaoueHne:
HacTosuuM NOATBEPAIAI0, YTO BCe MPOM3BOICTREHHbIE DTAIbI ITOI HaPTHI FOTOBOH NPOLY KU OBITH IPOBEACHBL B TIOITHOM
cooTBereTBuM ¢ Tpedosannsmn GMP u tpeopannsy GMP EC u (B cayuanx, koraa He 8 EC) ¢ rpedoBanmsivy PerneTpaimoHHoro: -

bIX V10CTOREPEHHA/ -l CTPAHBI/CTPAH HA3HAUCHHS. [
ESITE |

Kommenrtapuu k Ceprudurary:
B npouecce Npou3BOACTBA MPO/IYKTA HE ObIIO 3a(PHKCHPOBAHO KAKHX-I 100 OTKIOHEH M, KOTOpPbIE MOTIH Obl BIHATH

Hd BBIITYCK POAYKTA

V1 kommenTapuii coztan VALENZIT 01.02.2022/08:50:50 +++ COC- kommenTapuii] [losiHoe HauMeHOBaHHE
npoussoactea: Papmanoiitniie ®@adpnk MonTasuT 'M6X, Apcrpus. Creayrotuas Hi(popmauna 100aBICHa H3
Hopmarueroii lokymentaunu. YITAKOBKA [lo 10 r nopouika B Ganky W3 [IDBITTIBHIT ¢ nozatopom 3
MIBII/IIIHIL TTo 0HOM GaHKe B KAPTOHHYEO MAYKY BMECTE ¢ HHCTPYKLMei no npumeneino. Ipuveyanie: C Lebio
KOHTPOJIsl IEPBOTO BCKPBITHS € IBYX CTOPOH KAPTOHHOMN MaukH AOMyCKAETCH HATHUHE NPO3PAUHBIX HAKIECK.
MAPKHPOBKA Ha nepsruHoii ynakoske (3THKETKe MOAHITHIIEHOBOMH DatKH) HA PYCCKOM A3bIKE YKA3BIBAIOT:
TOProBOe HaHMEHOBAHHE NPENapaTa ¢ npeaynpeanTeabHoii MapKUPOBKOH ®, FPYNMHPOBOYHOE HAUMEHORAHNC,
nexapcTReHHy0 GopMy, «AHTHOAKTEPHATBHOE CPEICTBO», HAUMEHOBAHUS 1 CONCPAKAHHE neiicTByommX BewecTs B | 1
MOpOLLKa, HAMMEHOBAHHE BCIOMOTATEILHOIO BELLECTBA, YCI0BHA XPAHEHHA. MaCCy Npenapara b NOAMITHACHOBOH
68}{[\‘6, HOMEpP CepHH, JaTy TIPOI«‘['SBOI{CTB&, CPOK roaHOCTH (['OI[EH JO), HaMMeHOBAaHUWe, aiapec H JIoroTHn Jeparteas
PerucTPalHOHHOrO Y10CTOBEPEHHS, HAMMEHOBAHHE H CTPaHY

Crp: 1/2 *B 1aHHOM JOKYMEHTE N0CTaB/IeHa 3AEKTPOHHAN NOANNCH B COOTRETCTBHI CO CTAHIAPTOM Cannoz




@ANDO A Novartis BoinyLLeH: W
Division Nex dapmacbloTMKaNC A.A.

Beposlkoea, 57

1526 Nwbnaxa,

Cnoeexunsa

Ten.: +386 1 580 2111

daxke: + 386 1 5683517

ww ek sl

NuueHaua Ha NPon3BOACTRO:
800-12/2021-8

Cesinka: 0102220953

CEPTU®PHUKAT COOTBETCTBUI?1

[poaykr: BANEOCIN(BAHEOL[MH) 250+5000 1U/G 10 G PWD PC RU
Toprosoe HaumenoBanue: BAHEOLIMH® '
Homep maTepuaa: 44088892 Buytpennssi cepusi:  LW5184

KOMMAHHUH-NIPOU3BOANTEIA, BO3MOKHO HaHeceHHe BHYTPEHHHX KOIOB KOMITAHHM-TIPOH3BOAHTEIS. Ha BTOpH‘HEOﬁ
yrakopke (madke KapTOHHOM) Ha PYCCKOM  A3bIke  YKa3bIBAIOT. TOpropoe  HalMeHOBaHHe —TMpenapara ¢
npeiynpeanTenbHoii  MapkupoBkoit  ®,  rpynnupoovHOE  HAHMEHOBAHMC, nekapcTseHHylo  opmy,
«AHTHOAKTEPHANLHOE CPECTBO», HAMMEHOBAHMA W COACPKAHME neficTRYIOINNX BeulecTs B | T ropouka,
HaMMeHOBAHHE BCHOMOraTe/lbHOrO BELIECTBA, MAccy npenapara B nonwyruneHorofi Gavke, «baneounH® ABIAETCA
KOMGHHUPOBAHHBIM AHTHOAKTEPHAILHBIM MPENapaToM, NPeIHasHAICHHbIM A HAPYKHOTO npHMeHeHus. [lopomok
BaneolnH® nokasaH as jedenns u MpoQUIAKTHKY MHEKLMI KOKH.», «Criocof nphmenenns u 103bl HapykHo.

[lopowok HAHOCAT TOHKMM C/IOEM  HAa MOPAKCHHBIE  yHACTKH 2-4 pasa B JeHb B3POCIBIM W IeTAM.Y.
npeaynpeanTeabHbie Haanuc («[IpUMeHATL B COOTBETCTRIM € MHCTPYKUMEH.», « XPaHNTL B HENOCTYMHOM 174 nerei
MecTe.»), YCJAOBHA XPAaHCHHA, YCJOBMS OTMYCKA, HOMEP PEerHCTpalHOHHOTO yJIOCTOBEPEHMA, HOMEp cepui, aaty

npou3BOACTBEA, CpOK roagHocTH (I'O,Elel-l .’_10). HaHMeHOBaHHe, aapec U JOTOTHIT  JAep/KaTels PErucTpaltmoOHHONO
y10CTOREPEHHA, HAUMEHOBAHME M CTPAHY KOMMAHUN-MPOHUIBOANTCA. IUTPHUX-KOA. BHYTPEHHHE KOIbl KOMTAaHHII-
MPOM3BOAUTENS, n3obpakeHHe nonudTHAEHOBOM OaHku. JIONOIHHUTENLHO MOKET ObiTh HaHeceHa HHGopmauus s
MOHUTOPHHIA JABIDKEHHUS TeKAPCTBEHHbBIX MPenapaTos o1 [POU3BOAMTENIS 10 KOHCTHOTO notpedurens. XPAHEHME: B
OpUrHHAILHOI YIaKOBKe MPH TeMMEPaType He BBILIC 25°C,

Boinyck cepun / CepTHhHKAT CO31aH 3upa BaneHunu, yNoaHOMOUCHHOE JTHLO
Beinyck cepun / Jata cepTudukara 01.02.2022 / 08:52:21
JaTa coznanus cepTHHHKATA 01.02.2022 / 08:53:23

Crpanuua 2 13 2 B 1aHHOM A0KYMEHTE NOCTaBIeHa 3eKTPOHHAA MOAMICH B COOTBETCTBIN CO CTaHAAPTOM Cannos



Cepruduxar CoorBercrBusi Montavit

Mapwmanoittrule Gadpuk
Montasut ['mMOX.

BaHeolHH MOPOMIOK A5l HAPY/KHOT0 NIPHMCHEHH S 250ME/T'+5000ME/T
A-0067 Abcam

PeryiaTopHbI€ CChUIKM: HJ1: [1NO11271/02-011217 u3m. 1-2 |
PY No: TINO11271/02

Kon maTepuana: 44088892

Homep cepurt MOHTaBHT: 11051

Homep cepun Cannos: 462054

Jlara mpou3BO/ICTBA: 16.12.202]

CpoK ro/IHOCTH: 112023

O0beM napTuu: 61977 wt

[NOCTABIIUKH AKTHBHOMN II)APMAQEBTH"{ECKOP'I CYBCTAHIINH
BaLII/lTpaL[HHa LIMHK: [ ] Kcennus dapmackioTikans APS, Delslandsgade 11. 2300 Copenhagen/Denmark
[ X ] Kcenaus (Taiikoy) ®apmachiotukans Ko Jita
Xellia (Taizhou) pharmaceutical Co.,Ltd., Buiding Y29. 108 Binhai Road Jiaoiiang
Taizhou Zhejiang 318000 PRC, China
HeomuuuHa C_VJ'[B(baT: dapmauus 1 Ankon Kommanu, 7000 Portage Road, 49001-0199 Kalamazoo,
Michigan United States AM

IMPOM3BOJIUTE b/ YHAKOBUIHK(ITEPBUYHAS U BTOPHUHAS YTTAKOBKA)
dapmanoiituie padpuk Montasut I'm6X. 3anbubeprinrpacce 96,6067 Adcam. AscTpus

Ajipec BLINVCKA CepUH:
Jlex ®apmacekrotukaic a.1., SILI, Beposmkosa, 57, 1526 Jlrobnsua, CiaoBeHus

ARTWORKS:
FB (BropuuHas ynakoBka): 195732-4
PIL (MHCTpyKIHS 110 NPUMEHEHHIO): 196732-6
FOIL (TTepBuuHast ynakoBKa): 198732-8
OTKJOHEHMWA:

3HAYUTEJIBHBIE: ner
KPUTUUYECKHME: net

HacTosium NoATBEPIALD, Y4TO BhILIeYKa3aHHas HHPOPMaLis SBISETCA T0CTOBEPHOI it TouHOI. [lannas cepis
MPONYyKTa, BKIKOYAA YNAKOBKY M KOHTPOIb KAU€CTBa, MPOM3BE/ICHA BbILLEYIOMAHY ThIMIT IPOH3BOACTBEHHIMH
NTOLATKAMH B TOHOM COOTBETCTRMM ¢ GMP TpeGoBaHMAMU JIOKAILHOTO PErYIATOPHOTO OPraHa u cneundukalmm
PEricCTPaLIHOHHOM Y0CTOBEPEHHE CTPaHbl-UMNOPTEPA. JLOKYMEHTALIMA MO IPOHU3BOICTBY, VIIAKOBKE 1 AHANH3Y CepHi
OLLTN TIPOBEPEHBI H COOTBETCTBYIOT Tpedosannam GMP.

—— 18.01.2022 Hoauuck: Mor. Credan Mioxubaxep

Jata / TToanuch Yo, lHOMOUYEHHOTO AnLa




