M BERLIN-CHEMIE
MENARINI

Ceptudukar ananusa / CeptucpukaTt cooTBeTCTBUSA

MpoaykT:

[o3upoBka:

KonuyecTtBO B ynakoBke:
MNepBuYyHasa ynakoBka:
BHyTpeHHU# KOp npoAaykKTa:
Ne cepuu:

O6bem cepum (KonuyecTBO
ynakoBOK):

[aTa n3rotoBrneHus:

Hara aHanu3a:
CtpaHa-umnoprep:
HaumeHoBaHue
npou3BOAMTENA:

Homep peructpaumoHHoro
yAOCTOBEpPEHMUs:

HopmaTtuBHas pokymMeHTauma:

Homep npobel B LIMS: 173664

L-TupokcuH 100 BepnuH-Xemu

100 mkr INexapcTBeHHas ¢opma:
100 (4x25) EanHuua konuuyecrtBa:
Onucrtep

F164309

61511A Homep aHanuasa:

38280 yn. YcnoBus XxpaHeHus:
01/2026 Fopex po:

20/05/2026 [aTa Bbinycka cepuu:
Poccusa CTtpaHa BbinycKa cepuu:

BepnuH-Xemn Al
JIM-Ne(006025)-(Pr-RU)

NM-Ne(006025)-(Pr-RU)-030725

Crtpanuua: 1 ns 4

TabneTku
LUT.

173664

npu TemnepaType He
Bbilwe 30 °C

01/2029
20/05/2026

"epmaHus



M BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptucdmukar cooTrBeTCTBUSA

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpuUs
API Uubopmauus o npousBoguTtene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepun npousBogutens: 21831PHM

MpousBoauTenu:
MpoussoauTenb roOTOBOW JieKapCTBEHHOW (POpPMbI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - bepnu-Xemu Al

Anpec: Temnenbxodep Ber 83, 12347 BepnuH, lepmarus
Homep nuueH3umn Ha npousBogcTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara cooreercteuss GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/acoBLmk

HaumeHnoBanue npousBogurtens: Berlin-Chemie AG - Bepnun-Xemu Al
Agppec: [muHukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudpukara coorsercreus GMP: DE_BE_01_GMP_2025_0015

Bbigaua pa3pelieHus Ha BbiNyck

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: muHukep Ber 125, 12489 BepnuH, Nepmanus

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudpmkara coorsercteuss GMP: DE_BE_01_GMP_2025_0015

Homep npo6bl B LIMS: 173664 CrtpaHuua: 2 u3 4



MokasaTtenb

OnucaHue

MoanuHHocTb (BAXKX)

J1eBOTUPOKCUH HaTpus

Lincrenna ruapoxnopuga
MoHoruapart

PacTtBopeHue
JleBOTUPOKCUH-HaTPUI

CpepHee 3HayYeHue
NHavBuayanbHble 3HaYeHus
OcTaTo4Has BNaXHOCTb
PoacrBeHHbIe npumecu (BIXKX)
NMOTUPOHMH (NpumMeck A)
3,3',5,5'- TeTpaiioaTUpOyKCycHas
kucnota (npumeck D)
3,3',5,5'-TeTpaitogTMpomypaBbuHas
kucnota (npumeck H)
no6as eguHNYHas
HenaeHTMMLMPOBaHHas NpUMech
CymMma Bcex npumecei

OAHOPOAHOCTL A03UPOBaHUS

MapameTp npuemnemocTy,

JleBOTUPOKCUH-HaTpWI
KonuyectBeHHOE
onpeaenexue (B3XX)

JleBOTMPOKCUH-HaTPWIA

KonuyectBeHHOe

onpegeneHue (B3XX)
LincreuHa ruapoxnopuga
MOHoOrugpar

Homep npo6bl B LIMS: 173664

BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucdukar cooTBeTCTBUA

Cneuundukauyms

Genble unu noyTn Genbie C XKenToBaThbIM
OTTEHKOM, Kpyrible, cnerka

BbINyKnble TabneTku, C pUCKoO AN AeneHns
Ha OAHON CTOpPOHe

BPEMS YAEPXKMBAHUA OCHOBHOIO N1Ka Ha

XpoMaTtorpamMmme UCMbITYyEMOro
pacTBopa f,0/1KHO COOTBETCTBOBATL
BPEMEHU

YAEPXKUBAHUA OCHOBHOIO NuKa Ha
XpomaTorpamMMe CTaHAapTHOro pacTeopa
NEeBOTUPOKCUHA

Ha xpomaTorpamme WUCrbITYEMOro
pacTBopa AOMKEH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLLWI MO BPEMEHN
YAEPXXUBAHNS OCHOBHOMY MUKy Ha
Xpomartorpamme

CTanAapTHoro pacreopa L-uuctenta
rMApOXNIopuaa MoHoruapara

He meHee 75 % (Q) neBoTupokcmHa

HaTpus OT 3asiBIEHHOr0 COAEPXKaHUS
yepes 30 MuH

He 6onee 10 %

He Bonee 1.0 %
He Gonee 0.5 %

He 6onee 0.5 %

He Gonee 0.5 %

He 6onee 3.0 %

napameTp npuemnemoctu Ans 10 eguHny
po3upoBanus < 15.0; napameTp
npuemnemoctu ansa 30 eanHUL,

Ao3npoBaHus < 15.0 1 HM 0AHA U3 OTAENbHBIX

eAVHUL A03npoBaHusa He meHee 0.75M
1 He Bonee 1.25M

95 % - 105 % neBOTUPOKCUHA HATpPUS B
TabneTke OT 3aSBNEHHOrO
coAepxaHus

He meHee 1 % OT 3asBIEHHOro
KonuuyecTea

Crtpanuua: 3 uns 4

Pe3ynbTaThl

COOTBETCTBYET

NONOXUTENBbHO

NONTOXXUTENBHO

COOTBETCTBYET

93 %
93 93 92 94 94 93 %
7%

<0,1 %
<0,1 %

<0,1 %
<0,1 %

<0,1 %

CooTBETCTBYET

3.7

102 %

18 %

YacToTa

WcnbiTanuu



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudmkar cooTBeTcTBUA

Mukpo6uonoruyeckas

yucrora
O6Lee yncno aspobHbIX He bonee 10"3 KOEB 1T <10 KOE/r
MUKPOOPraHu3mMoB

Mukpo6uonoruyeckas

yucrora
OObLwee Yncno ApoxoKeBbIX U He 6onee 102 KOEB 11 <10 KOE/r
nnecHeBbIX rpnbos

Mukpo6uonoruyeckas

yucrtora
Escherichia coli oTcytcTBue B 11 COOTBETCTBYET

MoanuHHocTb (Y®P-cnekTpod

oToMeTpus)
JIeBOTUPOKCUH HaTpus CneKTpbl MOrMOLEHUS UCMBITYEMOrO NONOXUTENBHO
pacTBopa 1 CTaHAapTHOro pacTeopa B
obnacTtu AnuH BosH oT 250 Hm 0 450
HM J,0J1KHbl COOTBETCTBOBATL APYr
LPYry U UMETb MaKCUMYM MOFMOLLEHUS
npu AnnHe BoSHbl 326 + 2 Hm

[MosicHeHue reHeanorum:
APIl:  AkTuBHas chapmaueBTuyeckas cybcTaHums
SF: Bank-npoaykr

YnakoBka: B COOTBETCTBUM C yTBEPXKAEHHBIMU MaKeTaMy YNakoBKU.
Mapkuposka: B cootBeTcTBUM C AevicTBytowmm HJ, cm. pasgen 1.3.2 Moayns 1 pernctpaumoHHOro Aocke.

CepTudmkart: S, HaCTOSILLUM 3aBepsito, YTO MHDOPMALWS, U3MOXEHHAs BbiLLE, SBMSETCS TOYHON 1 AocToBepHON. Npouecc
NPOuU3BOACTBA AaHHOI Cepuu NPoayKTa, BKIoYas ynakoBKy/MapKUpPOBKY U KOHTPOIb kayecTsa, Obin OCyLIEeCTBIEH B
MofHOM COOTBETCTBUM C TpebosaHuamu GMP, yTBepXAeHHbIMU MECTHLIMU KOHTPONMPYIOLLMMMX OpraHamu, v
cneunduKaumsiMm PerucTpaLmMoHHOro YA0CTOBEPEHUS UMMOPTUPYIOLLIH CTPaHbl, unu TpebosaHuAMU cneumdukaumum ans
MPOAYKTOB, NpeJiHa3HauYeHHbIX Ans uccnefoBaHnii. OT4eThbl 0 MPOU3BOACTBE, YNAKOBKE U aHaNMTUYECKNX UCTIbITaHUSAX
cepum BbINU NpoaHanM3npoBaHbl U NpuU3HaHbl yaoBneTsopsowmMMy ctaHaaptam GMP.

BbllweykasaHHas cepusi oTBeYaeT TpeboBaHUSM HOPMATUBHON AOKYMEHTaLMK.

®uHanbHbIN cTaTyc: OaobpeH Ans BbiNycka Ha PbIHOK

YnonHoMo4eHHoe nNuuo
20/05/2026

Homep npo6el B LIMS: 173664 CrtpaHuua: 4 u3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-61511A

ToproBoe HaMMEHOBaHUE L-Tupokcun 100 bepaun-Xemu
MC)KIIYHapO[[HOe HEIMMAaTCHTOBAHHOC HAMMCHOBAHUEC .HGBOTI/IPOKCI/IH HaTpusia
(TpynmupOBOYHOE WIIH XMMHUYECKOE)

JlekapcTBenHas dhopma Ta0JICTKH

Jo3upoBka 100 mkr

®dopma BhITTyCKa 25 ., 6aucTtepsl (4 mT.), KOHTypHas

SIYEUKOBAas yIIaKOBKa,
IayKa KapTOHHAas

Howmep cepuu (maptun): 61511A

O0bem cepun(mapTun) 38 280

JlaTta mpou3BocTBa 01.2026

I'onen no 01.2029

HaumenoBanue wu  azgpec mnpousBoautens  (C poussoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Ynakomuk/pacoBuuk

(B IEPBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Brinyckawimmnii KOHTPOJIb KayecTBa —

bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u nata peructpaniioHHOTO yI0CTOBEPECHHS JITT-Ne(006025)-(PI'-RU) ot 26.06.2024
Howmep u nata HOpMaTUBHON JOKYMEHTAIIMHU JITT-Ne(006025)-(PT-RU)-030725
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KAAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpemnapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKApCTBEHHOTO IMpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIPU €ro
roCyJapCTBEHHOMN pEerucTpanun

000 ¢ % ) »_ L= CoxomosBJIl.  23.06.2026
b (moanuce) (nara)

JoBepdie (g@;g 7]
No 6/n §ye00.01 205401/ 7>

KOpuguyeckuia agpec: Poccvm12331? r. Mockea, lNpecHeHckana HabepexHas, a. 10
lMo4ToBbin agpec: Poccua, 123317, . Mockea, MNpecHeHckaa HabepexHas, a. 10
TenedgoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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