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3A0 «3u0-3nopoBbe»

142103, Poccus, MockoBckast 065acTs,

IMoponsck, yn. XKenesnonopoxksad, a. 2
Ten.: (495) 642-05-42
(axc: (495) 642-05-43

JlnneA3us Ha OCYINECTBJIEHHE NPOH3IBOACTEA JIEKAPCTBEHHBIX CPEACTB

Ne 00049-JIC or 20.10.2021 r.

HanmenoBaHnHe npenaparta

Kop npenapara
Homep cepan
O6nem cepun

JI&TR NpOH3BOACTBA

Tonen o
Jara ananuza

HACIHOPT Ne 1814/22

390

1121122

16 800 mr. ynaxkoBok
11.11.2022 r.
31.10.2025 r.
08.12.2022 r.

Buasnpagen® Comora6® rabaerxu nucneprupyemsie, 1000 mr, N 10

AHaau3 npoBeeH Mo CI-K0-0701-0138-06 «Buasnpagen® Conoraé® TabneTku ancneprupyemsie, 1000 mr»
H/I JIC-001632-250520 «Buasnpaden® Comorat® raGaerkn aucneprupyemsie, 1000 mr»
Haumenorsanue TpeGosahus HOPMATHBHOHK JOKYMEHTALIHH PesynbTaThi HCMBITAHUHA
nokasarene
Onmcanne Beneie win Genbie © JKEATOBATHIM OTTEHKOM | Benbie npogonrosatod  dopmbi  Tabnerka ¢
npogonroeatodi ¢opmul TabneTkH ¢ 3anaxom | samaxoMm knyOHukm, ¢ Hagmucslo «IOSA» u
kinyOuuks, ¢ HaomAcsio «IOSA» W pHekoli Ha | puckoit Ha OfiHOI CTOpOHE TaONETKH W HAAMKCHIO
omHOM cropoue TabneTky ¥ Hapnucsio «1000» - va | «1000» - Ha apyro#.
OpYroi.
ITopaMHROCTS TCX. OcnoBHOe mnaTHO Ha Xpomarorpamme | OcHoBHOE NATHO Ha XpoMarorpamme
Jhxo3laMumEa HCOBITYEMOFO  PAcTBOpa 1O  TMONOKEHHMIO, | MCTIBITYEMOro  pacTeopa MO TONOXKEHHIO,
IPOMHOHAT HHTEHCHBHOCTH OKDackH M BeMYMHE NO/KHO | MHTEHCHBHOCTH OKPacKH H BEIHYHHE
COOTBETCTBOBAThH  OCHOBHOMY  MNATHY  HA | COOTBETCTBYET OCHOBHOMY TIATHY Ha
XpOMATOrpaMMe CTaHZAPTHOTO pacTBOpa | XpoMaTrorpamMme CTaHIAPTHOTO pacTsopa
IKO3aMHLMHA MPONHOHATA. IDKO3aMHLMHA IPONHOHATA.
B3)KX. Bpems ynepixusaHus OCHOBHOro nuka Ha | Bpems YASpPKUBAHUA OCHOBHOTO  MNHKA
XPOMATOTPAMME HCHBITYEMOrO PACTRBOpA NOJ/UKHO | HA  XPOMATOrpaMMe HCMBITYEMOr0  pacrsopa
COOTBETCTBOBATH BPEMEHH YAEPKUBAHMS | COOTBETCTBYET BpeMesH yAepHHBaHMA
OCHOBHOTO [TMKA HA XPOMATOrPaMMe CTAHJIAPTHOTO | OCHOBHOTO TTHKA HA XPOMATOrpaMMe CTAHAAPTHOr0
pacTtsopa (a). pactsopa (a)
OnxopoaHOCTD TpeGorauns BHIMONAHAIOTCH, €CNH [OKAa3aTe/sb
O3MPOBAHNS npuemaemocta (AV) nns 10 egunmn < L1.
B cayuae, ecnn AV Gonee L1, nononunrensio n=10
aHanu3upyoT 20 eAMHMII M PacCHMTHIBAIOT
3nayenue AV. TpeGoBaHus BBHIONHAIOTCH, ECHH AV =22
AV < L1 pna 30 enuHHU, ¥ BCe 3HAYECHHA
conepaxanus (x;) 6onee (1 - L2 % 0,01) - M u Menee
(1 +L2x0,01)- M (re |M-x{< 0,0/ L2-M).
PacmamaemocTts, MAH | He Gomee 3 muHYyT B BOAC mpHM TeMmneparype 1
15 — 25 °C ¢ HCNOMB3IOBAHMEM JHCKOB.
IlucniepcrocTs, % He menee 99,5 % uactuul JOMKHBI (POHTH Yepes Bonee 99,5
CHTO ¢ pazmepom ayeex 710 MxmM.
PacTopenue, % He menee 80 % (Q) mxo3amuuuHa nponuoHara 95
OT HOMHHANBHOTO COAepKaHua depes 30 MuH. 96
94
94
95
96

Cpennee 3HaueHne 95

pH (Bonmo-criupToBOit
pacTsop)

He menee 7,0 u He Gonee 8,5

7.9
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Hanmenosanue Tpebosanus HOpMaTHBHOH PeaynsraTet HCOBITaHUIA
TioKa3areyeH JAOKYMEHTANHH

Poncraennsie B3XKX.

npuMecH, %

[pamecs D (Esp. ®apm.) | He Gonee 3,0 %. 0,7

Jhoban npyras

uUIMpOBaHHAN

’;ﬁ;‘f (npecn A, B, C, | He 6onee2,0% 12

E (Esp. ®apm.))

Jlwo6as gpyras

HEHICHTHOMIMPOBAHHAK He 6onee 2,0 % 1,3

NpUMECH

Cymma npumeceid He 6onee 14,0 % 5,1

Mukpobuonorngeckasn Kareropusa 3A.

YHCTOTA O6uiee yuCno adpobHBIX MHKpoopranuaMos | Obuiee 4kes0 a3poBHBIX MHKPOOPTaHHIMOB
(TAMC): ne Gonee 10° KOE/T. (TAMC): menee 5-10? KOE/T.
O61uee HHCAO APOHGKEBBIX W TIECHEBBIX | O6uiee YHCAO APONKKEBIX H JIECHEBBIX PHEOR
rpuGos (TYMC): ne Gonee 102 KOE/r. (TYMC): menee 10 KOE/r.
Escherichia coli: orcytctre B 1 1. Escherichia coli otcyteteyers 1.

Konuuectrennoe Muxkpo6uonoruiecknii aHanua.

onpeaenexue/ 900 000 — 1 100 000 E (eamuuu seiicTaus )/ 978 436

AKTHBHOCTS, EJ] Tabnerka; (1 000 000 EJl / rabnerka + 10 %)

‘Ynakoska Mo 5 Tafnerox B KOHTYPHON AueiixoBoi ITo 5 Tabnerok B KOHTYpHOM A4eiiKOROI YNaKoBKe
ynakoske i3 rnenkn [IBXTIBAX u poneru | u3 nnenku [IBX/TIBIX 1 doasrn amoMuEHeBOH,
amomunuesoit. 1o 2 koHTypHsie suefikossie | [To 2 KOHTYPHEIE A4EHKOBBIE YIIAKOBKH BMECTE C
YNaKOBKH BMECTE C HHCTPYKLMEH 1o HHCTpYKuMedt no npumenennio (kox 161752) s
MEIHIMHCKOMY MPHMEHSHHIO MOMEILAIOT B | MaYMKe KapTOHHOH.
AayKy KapTOHHYIO.

Mapxuposka [Mepruynas ynakoBka TepBA4Has yrnakoska
Ha baucmepe na pycckom azsike ykaswieqiom: | Ha Gaucmiepe Ha pycckom AsbiKe YKAIAHO:
TOProBO€ HAaHMEHOBaHHE [ipenapara ¢ | TOProBOE  HAaWMEHOBaHHEe npenapara ¢
npegynpeauTensHod  Mapkuposkoi  ®, | npenynpeauTensHOR MapKHPOBKOH ®
MEXAYHapoOaHOS Heratentopantoe | «Buasnpaden® Comorat®), MexaynaponHoe
HAaUMCHOBAHHE, JICKAPCTBEHHYI0 (opMy, | HenaTeHTOBaHHOE HauMeHoRaHUe
LO3HPOBKY; JIOTOTHII RIAAENBIA | €IKO3AMHIIHY, NeKApCTBEHHAA dopma
PETHCTPALHOHHOI ylAocToBepeHHs | «TalJeTKH  AMcIeprupyeMbie»,  NO3MPOBKA
(rpajguueckoe wm3obpaxenne W Haanucs | «1000 MD»; JIOroTHn BJajenbia

"astellas”), Homep cepuw, cpok roamocTy (A0
MM ITTT), MOTYT BBITb YKa3aHbi BHYTPEHHHE
3aBOJCKHE KOZBL

Bropuunas ynakoeka

Ha xapmounoili_nauxe wa pycexom azsike
VKGZHI8QIO.

TOProBOE HaMMEHOoBaHME TMipenapara ¢
NpeAynpennTensHOR  Mapkupoekoit ®,
MeXAYHapoaHOe HEMATEHTOBAHHOE
HAWMEHOBAHWE, [IO3HPOBKY, KONHYECTBO

TabNeTOK B YMAaKoBKE H JIEKAPCTBEHHYIO
thopMy B PONHTENEHOM NafekKe; HAIBAHHE M
copepiKanre OeiCTBYIOHIEro Belecrsa B
tabnetke B pegakumu:  «[eiicTeyiomes
BEWECTBO: JUKOIAMHIWHA MPONHOHAT -
1067,66 Mr (3KBHBaneHTHO AMOIAMHLIMHY —
1000 mr)»; «[lpenapar copepsur HaTpus
JIOKY34T, acrnapram, ApOMaTH3IATOp
knyOHAuHb, «Cnocof npumeHesus
TIOMTHEBHA nepeyeHs BCIIOMOraTeNLHBIX
BE1LIECTB: eM. HHCTPYKLIHIO no
MPHMEHCHUION ), YCOBUA XPAHEHHS, YCIIOBUS
OTITYCKa, &A1 MPHEMA BHYTPbY,

PETUCTPALIHOHHOrO YAOCTOBepeHua (rpaduueckoe
usobpaxeHHe W Haanuce "astellas"), Homep cepuan
«1121122», cpox rommoctH «JdO 10 2025»,
BHYTPEHHHWH 3asockoi kon (159139).

Bropuusas ynakoska

Ha xagmonnoﬁ RAYKe HA PYCCKOM A3BIKE YRAIAHO!
TOproBOe HAMMEHOBAHHE npenapara
¢  npeaynpemuTensHo  MapkupoBkoit | ®
«Bunbnpagen® Comorab®, Mexaysaponuoe
HENATEHTOBAHHOE HauMeHOBaH#e
«AKOIAMHOHHY»,  A03upoBka  «1000  mr»,
konu4ecTBo  TameTOK B YNAaKOBKE M

nexapcTBeHHad (opMa B POAMTENBHOM nNanexe
«10 Tabaeroxk AMcHepPrupyembix»; HalBaHWe U
COAEpIKAHHE NEHCTBYIOMIEro BEIECTRa B Tabnerxe
B pemakumu: «/leficTByomee BemecTBo:
MKO3aMHIHHa npomuonar — 1067,66 wmr
(OxBHBaJeHTHO mKko3amHuuay — 1000 mr)»;
«[Ipenapar COAEPHT HATPHA  HOKY3aT,
ACTMAPTAM, ApOMATHIATOP  KAYGHHMUHBIIDY,
«Cnocof npuMeHeHHE M NOAHLIA HepeveHs
BCTIOMOFATEALHBIX BEMECTB: €M, HHCTPYKUMID
N0  NPHMEHEHHIO»),  YCNOBUA  XpaHeHHs
«XpaHuTs B  OPHTHHANBHON  ynmakoske
(nayxke xaprommoif) ApH  TeMmmepaType
He Boie 25 °Cy, yenosus otnycka «OTmyckaior
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Hanmernosanue TpeGoBaHUA HOPMATHBHOH PeaynbTaThl HCTIBITAHUHA
TioKasaTened | JNOKYMEHTAlHH

Mapkuaposxa «XpaHWTh B HENOCTYNMHOM AAA | 10 PELENTY», AN NPHEMA BHYTPLY, «XpaHHTL B HEAOCTYNHOM
pereif MecTey; Ha3BaHHe, ampec M | A geTeil MecTen,
cTpaHy BAANeNENA | HalsaHWe, AApeC W CTpaHa BAAJENBUA PETMCTPALHOHHOIO
PErHCTPALIAOHHONO YIOCTOBEPEHHH, | yAocToBepennd «Baase/ el perHCTPALHOHHOID YAOCTOBEPEHIN:
ero JIOTOTHI (rpadudeckoe | Acrenaac ®apma FOpon B.B., CunBuycser 62,2333 BE Jleiigen,
uzoGpaxenne u Hanmwcs "astellas”); | Hunepnanpe», ero norotan (rpadmueckoe nzobpaxceHue M
HA3BAHWE M CTpaHy MPOU3BOJWTENL, | Hagnuce “astellas"); wasBawke W CTpaHa MNpPOW3BOMMTENA
HOMEp perncrpanuonsoro | «Mpomssomurens: 3A0 «3u0-3z0poBbe», Poccus», HOMEp
YIAOCTOBEPEHHA; MEpPEeMEHHBIE | PEFHCTPALHOHHOTO YOOCTOBEPEHHA «PerueTpalMoHHO
HaHMBie (HOMep cepuH, CpOK | ynocrosepesme: JIC-001632»; nepeMeHHbie JaHHBIE {Homep
romHOCTH), HH(OPMALMIO  [UIN | CEPHM, CPOK FOAHOCTH), HH(OPMALA. I MOHHTOPHHIA IBHIKCHHA
MOHHTOpPHHT2 JIBMAEHNS | JIEKAPCTBEHHOrO Mpenapara OT NPOM3BONMTENA [0 KOHEUHOTO
NIeKApCTBEHHOTO  mpenapara  OT | motpeburens
npoussopuTens A0 koHewsoro | «Data Matrix»;
norpefurend, WTphx-kod, MoryT | «GTIN: 04607098452122»,
GbITE yKasaHbl BHyTperHHe | «Cepus: 1121122»,
3asonckue Koasl. Pacronoxesue | «logen: 10 2025»,
3aBOJCKMX KOOOB M nocepuiiHeix | «S/Ni» ¢ yxkasaHueM HHIWBHAYANBEHOTO CEPHANM3ALHOHHOIO
HAHHBIX HA KOMMepuecKol | HoMepa MauykKH, IITPUX-KOA «4607098452122», BHYTpEHHHE
YIIaKOBKE MOMKET HI3MEHATECH, saBoackie Kofsr «159132», «I1-390-10-03-01».

XpaHeHHe B opHriBansHOR ynakoBke B opurusansHol ynakoske (nauke kapToHHOi) NpH TeMneparype
(nauxe KapTOHHOH) Npu ne Beiwe 25 °C.
Temnepatype He Bsime 25 °C.

Cpok rofHOCTH 3 rona. 3 roma.

Baxmouenne: Jexapcmeennwiii npenapam Bunsnpagen®™ Comoma6® mabremxu ducnepeupyemsie,
1000 me, Ne 10, cepuu 1121122 coomeememeyem mpeGosanusm 8 Yacmu. npoepenHbix NOKA3ameneu.

HagansHuk oTeNna KOHTPOJIA Ka4eCTsa

Hexsunackas O.E.

Honocnocms

DHO

3A0 «3u0-3d0poebey
OKK

/%/ O 1L Aol
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PASPEIIEHHE
HA BRIIYCK I'OTOBOI'O IPOAYKTA Ne 1843/22
Toprosoe HEaUMEHOBAHHE IIPENApaTa Bumsnpaher® Comorabt®
Mexaysaposoe HENaTeHTOBAHHOE
HaUMEHOBAaHHUE (rpynmepoBOYHOE WA JoxosaMuIaH
XHMHIECKOE)
JlexapcTBeHHas opMa TabNeTKH JECIeprEpyeMEle
Jo3upoBKa 1000 mx
rabnetku mEcneprapyemsre, 1000 Mr
dopma BEOTYCKa (koHTYpHas AYeiiKoBad yIakoeka) 5 x 2
(mauka KApTOHHASN)
Homep cepug 1121122
O6neM cepar 16 800 mT. ynaxoBok
JlaTa IpoH3BOACTEA 11.11,2022
Topmen no 31,10.2025
HauMenoBas@e H® afpec IPOH3BOJHTENA 3aKpEIToe aKIEOHSpHOE 06IIEecTBO
(mpom3BOZCTBO, nepBHYIHAS ynaxkoska, | «3u0-3popossen (3A0 «3rO-3x0poBsen),

BTOpHIHAS/TOTPeOATENbCKA YIIaKOBKA, Poccms, 142103, Mockogckas 06macTs,
BEITYCKAOIMY KOBTPOIIE KA9ECTBA) r. ITozlomscek, yir. XKenessonopoxuad, . 2

JTanenzus Ne 00049-JIC ot 20.10.2021 .
Homep d Jarta PerHCTPaIHOHEOIO JIC-001632 or 23.08.2010 .
YIOCTOBEPEHAS (maTa 3amens PY 25.05.2020 r.)
HoMep HOpMaTHBHOR NOKYMEHTAIHE JIC-001632-250520

Actemnac ®apma IOpon B.B.
HaumenoBaHEE U af(pec NepxaTes (Astellas Pharma Europe B.V.),
PErUCTPAITHOHHOIO YAOCTOBEPEHUA Cunsuycser 62, 2333 BE Jlefines,
Hupepnas st

PEIHOK MOCTAaBKH OPOAYKIHA Poccna
Homep macmopra 1814/22

TlopgTBepXKaa¥0, WIO BBRIIEYKA3AHHAS CEpPHA JICKAPCTBCHHOIO npenapara BBITYCKAaeTCA B

obpanienue,

2. TapaHTHpYIO, YTO BHUNCYKAlaHHAA HH(OPMAIMA TNOIHEHA W BepHa. JTa Cepui Grina
IPOW3BENEHA, BKIIOYAS YNMAKOBKY M KOHTDONb KadecTsa, NO YKA3AHHBIM BBEIIE aJpecaM
NpPOM3BOJICTBEHHEX IUIOMAAOK B CooTBeTcTBHM ¢ TpeGosammwsvu GMP («IIpasmna Hamexamel
IIPOM3BOJCTBEHHOM NPAKTHKAY) B PErHCTPAIMOHHON JOKyMEHTaLeH Ha TPOMYKT.

3. Bce pesy/BTATS AHANM3A M 3aIWCH GBUIM PaccMOTpeHE! W opo6pens! B cootseTcrem ¢ GMP,
TeXHHYECKHMH cornamexusMy H CornameHuaMH I10 KA9eCTBY.

4, Brum mu xakue-nubo OTKIOHEHHA OT IIPOH3BOACTBEHHOrO Npomecca, KacaloNTHECd Ka€ecTBa
TIPOLy KITHH:

M Her O Ha

BBIIYCK I'OTOBOI'O IIPOAYKTA PASPEINIEH JA v HET

YnomHoMOo9eHHOE JIHIIO: /3/
“—Tlednucs

45" 14 LA L

Jlara Beimycka B ofpamesne:




PEAEPAABHAA CAVXKEA TI0 HAA3OPY
B COEPE 3APABOOXPAHEHMA

«CBefeHnA o0 BBOLE B rpaxgaHckmini odbopoT B Poccuinckon ®epepayunm
NeKkapCTBeHHbIX CPeACcTB Mo COCTOAHWMIO Ha 25.03.2023 09:24»

AYEHKOBbIE KOHTYPHbIE (2),
NaukH KapTOHHbIE/ ~

"31u0-3nopoebe”)

"3n0-3g0poese”),
Poccus

Opranxsaums,
Hara Buecenus B Ilpoussoaurens Homep Homep, nata
CaeneHHs 0 CTafHAX HopmaTtHBHas BbINYCTHBINAA B
AHC Topropoe HaHMeHOBAHHE (BBINMYCKAKLHA Crpana CepHH, paspeieHns
NPOH3BOJICTBA OKYMEHTAIHA IPaXIAHCKHHA
Pocanpaeuanzopa KOHTPOJIb) napTHH ua HJIIT
obopor
Bunbnpagen® Comotab®; 3aKpHITOE AKLHOHEPHOE
) 3aKpbITOE AKLHMOHEPHOE
TabNETKH JHCIEpPryupyemMbie oncs e obuecTso 3A0 "340
9 5 R " ” i .7 5 b) -
16.12.2022 1000 mr 5 wr., ynakosgu "340-3g0poBse” (3A0 Poccus 3u0-3n0poese” (3A0 JIC-001632-250520 T—" 1121122




