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Ceptudukar aHanusa / Ceptucdumkar cooTBeTCTBUSA

MpopaykT:

[No3upoBka:

KonuuectBo B ynakoBke:
lNMepBuuyHan ynakoBka:
BHyTpeHHUM KO NnpoayKTa:
Ne cepuwu:

O61bem cepum (KONMUYECTBO
yMnaKoBOK):

[aTta u3rotoBrneHus:
[aTta aHanu3a:
CrtpaHa-umnoprep:
HaumeHoBaHue
npousBoAUTENs:

Homep pernctpauuoHHoro
YAOCTOBEPEHMUA:

HopMaTtuBHasa foKyMeHTauusN:

Homep npo6el B LIMS: 165969

ScnymusaH®

40 mr
25
onuctep
F165851
54742B

492670 yn.

11/2025
20/03/2026
Poccus
BepnuH-Xemun Al

N/A

Crtpanuua:

INlekapcTBeHHasa dopma:

EauHuua konuyecTtBa:

Homep aHanu3za:
YcnoBusa xpaHeHus:

lopgeH po:
[arta Bbinycka cepum:

CTpaHa Bbinycka cepuu:

JIM-Ne(001033)-(Plr-RU)-150825

1us 4

MArkne Kancynbol
LT,

165969

He xpaHuTte npu
TemnepaType Bbiwe 30°

11/2028
20/03/2026
epmaHus
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CepTtudukart aHanusa / Ceptudumkat cooTBeTCTBUA

Mpoussoautenu:

MpouszBogutens A®C

HaumeHoBaHue npoussoauTtens: Basildon Chemical Company Ltd. - Basildon Chemical Company Ltd.
Appec: Kimber Road, Abingdon, OX14 1RZ, United Kingdom

HaumeHoBanue: SIMETICONE

Homep cepumn npousBogutens: 25DABG284

Homep nuueH3un Ha npousBoacTeo: N/A

Howmep ceptudmkaTta coorBercTBus GMP: N/A

MpousBoauTeENb FOTOBOM fleKapcTBEHHOW (POPMbI

HaumeHnoBaHue npoussoautens: Catalent Germany Eberbach GmbH - Catalent Germany Eberbach GmbH

Anpec: Gammelsbacher Str.2 D-69412 Eberbach
Homep nuueH3um Ha npoussoacTBo: DE_BW_01_MIA_2024_0033
Homep ceptudukara coorsercteua GMP: DE_BW_01_GMP_2024_0040

YnakoBuwuk/(pacoBLUK

HaumeHoBaHue npoussogutens: Berlin-Chemie AG - Bepnut-Xemun Al

Appec: MmuHukep Ber 125, 12489 BepnuH, NepmaHus
Homep nuueH3um Ha npousBopacteo: DE_BE_01_MIA_2025_0008
Homep ceptudpukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Bblgaua pa3pelueHus Ha BbinyckK
HaumeHoBaHue npoussogutens: Berlin-Chemie AG - Bepnui-Xemu Al
Appec: MuHukep Ber 125, 12489 bepnuH, NepmaHuns

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukarta coorBetcTeua GMP: DE_BE_01_GMP_2025_0015

Homep npo6si B LIMS: 165969 Ctpanuua: 2 u3 4
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Ceptudukar aHanusa / Ceptucdumkar coorseTcTBUsA

Moka3aTtenb

OnucaHue

CpepnHsa macca
COAEePXXMMOro Kancynbl
OAHOPOAHOCTL MacChl

Pacnapaemoctb

CnocoBHOCTL K

NeHoraleHuIo

Wpentudpukaums
MonuaumeTtuncunokcan (UK-cnekr
pockonus)

WUpeHTudpmkaumus
Me'rvnnnaparw,qpoxcmﬁeu.soaf (TCX)

WUpentudbmkauusn

Kpacutenb XWHONWHOBBIN XENTbINA
(Y®-cnekrpodhoTomeTpns)

KonuuyectBeHHOE

onpegenexHue
MonuaumeTuncunokcax

KonuyectBeHHOEe

onpegerneHue
MeTtunnaparugpokcmubeHsoar

Mukpo6uonoruueckas
yucroTa
O6wwee uncno aapobHbIX
MUKPOOPraHu3MoB
MukpoGuonoruyeckas
yucroTta
O6Lee Uncno ApoXOKEBLIX U
nnecHeBbIX rpubos
Mukpo6uonoruyeckas

yucroTa
Escherichia coli

Homep npo6ei B LIMS: 165969

Cneuundomkauus

prl’nble WUNN NOYTU KPyrnble, MsArkue,

XenTble Kancynbl U3 xenaTuHa co

LUBOM W FMaj Ko NOBEPXHOCTbIO.
Copepxumoe kancynbl: 6ecuBeTHas, Bsi3kas,
nonynpospayHas XuaKocCTb.

40Mr+10 %

18/20 He Gonee + 10 %; 2/20 kancyn

He 6onee * 20 % OT cpesHel macchl
He 6onee 30 muH

He meHee 80 %

WK-cnekTp nornoweHus ncnbITyeMmoro
pacteopa, CHATbI B obnactu ot 1500
cm?-1 po 850 cm™-1, pomkeH
cooTBeTcTBOBaTb MK-CnekTpy nornowieHus
CTaHAapTHOro pacreopa
nonuauMeTuncunokcaHa

+ 8HayeHue Rf ocHoBHOro nuka Ha

XpomMaTtorpamMmme UCMNbITYeMOro pacreopa

" AOMKHO COBMafaTth Co 3HayeHnem Rf

OCHOBHOIO NUKa Ha XxpomaTorpamme
CTaHAapTHOro pacreopa
mMeTunnaparugpokcubeHsoara

HomkHbl'HaGnoAaTbCA MaKCUMyMbI

NOTSIOLLEHNS UCNbITYEMbIX PAaCTBOPOB Nput
3HaYeHUsX ANUH BONH 414 £ 5 Hm n 378
+ 5 HM COOTBETCTBEHHO

Ot 33.5 po 42.6 mr/kancyny

Ot 0.22 po 0.31 mr/kancyny

He 6onee yem 1073 KOE/r

He 6onee 4yem 1072 KOE/r

OtcyTtctBUEe B 1T

CtpaHuua: 3 u3 4

Pe3ynbTaTthbl YacToTa

ucnbiTaHUN
COOTBETCTBYET

40 mr
COOTBETCTBYET

7 MUH
94 %

NONOXUTENbHO

NONOXUTENbHO

noNoXUTenNbHO

37.6 mr

0.27 mr

10 KOE/r

<10 KOE/r

COOTBETCTBYET
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CepTtudukar aHanusa / Ceptudukar cooTBeTCTBUSA

[MosicHeHwe reHeanoruu:
APl:  AkTuBHas chapmaleBTuyeckasi cybcTaHums
SF:. bBank-npogykTt

YnakoBka: B COOTBETCTBUM C yTBEPXAEHHbIMI MakeTamu ynakoBKU.
MapkupoBka: B cootBeTcTBUM ¢ AeiicTBytowmm HI, cM. pasgen 1.3.2 Mogyns 1 peructpauuoHHOro Aocke.

CepTudukar: A, HAaCTOALMM 3aBEPSIt0, YTO MHDOPMALWSI, U3NOXKEHHAS BbILLE, ABMSETCS TOYHON U JOCTOBEPHOM.
Mpouecc NPou3BOACTBA LaHHOM Cepun NPOAYKTa, BKIKOYAs yNakoBKY/MapKUpOBKY 1 KOHTPOSb kayecTea, Obin
OCYLLECTBIIEH B MOSIHOM COOTBETCTBUU C TpeGoBaHussMu GMP, yTBepXaeHHbIMI MECTHBIMI KOHTPOTMPY LMK
opraHamu, v cneunduKaumsaMi PerucTpaLyoHHOro YAOCTOBEPEHNS UMMOPTUPYIOLLIEN CTPaHbl, unu TpeboBaHAMM
cneumnduKkaLmm Ans NPoAYKTOB, NpeaHa3HauYeHHbIX ANs uccnefoBaHnii. OTYeTbl 0 NPOM3BOACTBE, YNaKOBKe 1
aHanNMTUYECKNX UCTILITaHNSIX cepumn Bbinn NpoaHanuanpoBaHbl U NpU3HaHbl yaoBneTBopsoLwmuMny ctaHaaptam GMP.

BbilweykasaHHasa cepusa oTBevaeT Tpe60BaHVIFIM HOpMaTI/IBHOIZ AOKyMeHTauun.

®duHanbHbIA cTaTyc: OgobpeH Ans Bbinycka Ha pbIHOK

YnonHoMo4eHHoe nuuo:
20/03/2026

Dr. Seft Qtang

Homep npo6bl B LIMS: 165969 CtpaHnua: 4 u3 4



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54742B

ToproBoe HaMMEHOBaHUE Ocnymu3zaH®

MexayHapoHOE HETTATEHTOBAHHOE HAUMEHOBAHUE CHUMeTHKOH

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapctBeHHas popma KariCyJibl

Jo3upoBka 40 mr

®dopma BBITTyCKa 25 mt. , 6iuctepsl (1 mT.) , mavyku
KapTOHHBIE

Howmep cepuu (maptum): 54742B

O0beM cepun(mapTun) 377470

Jlata npousBoacTBa 11.2025

l'onen no 11.2028

HanvenoBanne wu aapec mpomsBomguTens  (c IpousBoaurenn I'JID

yKa3aHHUEM CTaJui MPOU3BOJICTBA) Karanent I'epmanms D0epbax I'mM0X,

I'epmanns (Gammelsbacher Str. 2, 69412
Eberbach, Germany)
YnakoBmnk/gpacoBmuk -
(B MepBUYHYIO/BTOPUYHYIO YTIAKOBKY)
bepmun-Xemu AI, 'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)
Borinyckawmmii KOHTPOJb KadecTBa-
bepmun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Howmep u nara perucTpaliMOHHOTO YAOCTOBEPEHUS JITT-Ne(001033)-(PT-RU) ot 18.07.2022
Jara 3amensr 15.08.2025

Howmep u nata HOpMaTUBHOM JOKYMEHTAIIMHU JITT-Ne(001033)-(PT-RU)-150825

HaumenoBanue 51 azpec nepxarens | bepaun-Xemu Al I'epmanus

PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimmii 10KyMeHT NOATBEP:KIAeT:

-lIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TpPEOOBAHUSAM, YCTAHOBJICHHBIM IPU €ro
roCyJJapCTBEHHOHN perucTpaluu
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000 “BepnuH-Xé AEeHapUHK"
HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10

TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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