M BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptucukar coorBeTCTBUS

MpoaykT:

[o3upoBka:

KonuuyectBO B ynakoBke:
MepBUYHaA ynakoBKa:
BHyTpeHHMIA KOA NpoayKTa:
Ne cepuu:

O6bem cepum (KONU4YECTBO
ynakoBOK):

[ata usrotoBneHus:

[aTta aHanu3a:
CtpaHa-umnoprep:
HaumeHoBaHue
npousBoauTens:

Homep pernctpaumoHHoro
yOOCTOBEpPeHUs:

HopmatuBHas AOKYMeHTauus:

Homep npobkl B LIMS: 155259

L-TupokcuH 100 bepnuH-Xemun

100 mkr NekapcTBeHHas ¢opma:
100 (4x25) EauHuua konuyecTBa:
onuctep

F158842

54561A Homep aHanu3sa:

36599 yn. YcnoBusa xpaHeHuA:
10/2025 lNopex po:

15/01/2026 [aTta Bbinycka cepuu:
Poccus CTtpaHa Bbinycka cepum:

BepnuH-Xemu Al
JIM-Ne(006025)-(PIr-RU)

NN-Ne(006025)-(PT-RU)-260624

Ctpanvnua: 1 u3 4

TabneTkn
LT,

155259

npu Temneparype He
Bbiwe 30 °C

10/2028
15/01/2026

FepmaHus



M BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudmkar cooTBeTCTBUA

APl HaumeHoBaHue: JIeBOTUPOKCUH HaTpus
APl UHudopmauusa o npousBogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npoussogurtensa: 21797PHM

MpousBoauTenu:
MpousBoauTenb roTOBOW NeKapcTBEHHON (POPMbI

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - Bepnun-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 bepnuH, NepmaHus

Homep nuueH3uu Ha npoussoactTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBercreua GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/pacoBLuK

HaumeHoBaHue npousBogurtens: Berlin-Chemie AG - Bepnud-Xemu Al
Appec: MuHunkep Ber 125, 12489 bepnuH, Nepmanus

Homep nuueH3un Ha npousBogcTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercreua GMP: DE_BE_01_GMP_2025_0015

Bbigaya pa3pelwieHusi Ha BbinyckK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnuH-Xemu Al
Apnpec: MuHukep Ber 125, 12489 bepnwvH, MN'epmaHus

Homep nuueH3umn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBercreua GMP: DE_BE_01_GMP_2025_0015

Homep npoGbl B LIMS: 155259 CtpaHunua: 2 u3 4



CepTtudpukart aHanusa / Ceptucdukar coorBeTCcTBUSA

Mokasarenb

OnucaHue

MoanuHHocTb (BIXKX)
JleBOTUPOKCUH HaTpus

Lincrenna rugpoxnopuga
MoHoruapat

PactBopeHue
JleBOTUPOKCUH-HATPUi

CpepHee 3HaveHue

NHanBuayanbHble 3Ha4YeHus
OcTaroyHasi BNaXHOCTb
PoncreeHHble npuMecu (B3 XKX)

NMOTUPOHUH

(npumeck A)

3,3',5,5'- TeTpaiiosTMpoyKCycHas

kucnota (npumech D)

3,3',5,5"-TeTpanoaTpoMypaBbHas

kucnota (npumeckh H)

nobas eguHNYHas

HenaeHTudLMpoBaHHas NPUMeCh
CyMMa BCeX npumeceii

OAHOPOAHOCTb [03UPOBaHUSA

MapameTp npuemnemocTy,

JleBOTMPOKCUH-HaTpWiA
KonuuyectBeHHOe
onpeaeneHue (B3XX)

JleBOTUPOKCUH-HaTpUiA

Homep npo6el B LIMS: 155259

M BERLIN-CHEMIE
MENARINI

Cneuundukauus

Genble unu noyTn 6enble ¢ XXenTosaTbiM
OTTEHKOM, Kpyrnble, cnerka

BbINyKble TaBNETKN, C PUCKOIA ANS AeneHus
Ha OAHOIN CTOPOHE

BpemMaA yaep>XXnsaHua OCHOBHOMO nuka Ha

XpomaTorpaMmme UCnbITyEMOro
pacTBopa A0JKHO COOTBETCTBOBATL
BpPEMEHMU

YAEPXKMBAHNSA OCHOBHOTO Muka Ha
XpomaTorpamme CTaHAapTHOro pacTeopa
NeBOTUPOKCUHA

Ha XpomaTorpamme MCrbITyeMOro
pactBopa A0MMKeH NpUCYTCTBOBaTb MUK
COOTBETCTBYIOLLWI NO BPEMEHU
YAEPXKNBAHNA OCHOBHOMY NUKY Ha
XpomaTorpamme

CTaHAapTHOro pacreopa L-uucreunHa
rmapoxnopuga MmoHorugpara

He meHee 75 % (Q) neBOTMPOKCUHA
HaTpUsA OT 3asIBIEHHOIO COAepPXaHus

yepes 30 MuH

He Gonee 10 %
He Gonee 1.0 %
He 6onee 0.5 %
He 6onee 0.5 %

He Gonee 0.5 %

He Gonee 2.0 %

napameTp npuemnemocTtu ana 10 eguHuy
fo3unpoBaHua < 15.0; napameTp
npuemnemoctu ans 30 eguHuL

fo3npoBaHnsa < 15.0 1 HM ofHA U3 OTAENbHbIX

eAnHUY f03npoBaHusa He meHee 0.75M
1 He Gonee 1.25M

95 % - 105 % neBOTMPOKCUHA HaTpuUs B
TabneTke OT 3aABNEHHOrO COAEpPXKaHUS

CtpaHunua: 3 us 4

PesynbTaTbl

COOTBETCTBYET

NOJNTOXUTENBbHO

NONOXUTENbHO

COOTBETCTBYET

94 %

96 92 93 94 95 93 %

8 %

<0,1 %
<0,1 %
<0,1 %
0,2%

0.2%

COOTBETCTBYET

3.6

101 %

YacToTa

UCNbITaHUN



BERLIN-CHEMIE
MENARINI

Ceptucdukar aHanusa / Ceptudmkat cooTBeTCTBUA

Mokasarenb

KonuyectBeHHOe

onpegeneHue (BAXX)
Lincrenna rugpoxnopuaa
MoHorugpar

Mukpo6uonoruyeckas
yucrora

O6Lee uncno aspobHbIX

MUKPOOPraHn3moB
MukpoGuonoruyeckas
yucrorta

O6Lyee Yncno ApoNOKEBLIX 1

nnecHeBbIX rpubos
Mukpo6Guonoruyeckas
yucrorta

Escherichia coli
MoanuHHocTb (YP-cnekTpod
OTOMETpMUSI)

JleBOTUPOKCUH HaTpUsi

[NosicHeHne reHeanoruu:.

Cneuundpukauums

He meHee 1 % OT 3asBNEHHOro
Konuyecrtsa

He Bonee 103 KOEB 1T

He 6onee 10"2 KOEB 1T

oTcytctBue B 11

CneKTpbl NOrMOLEHUA UCMBITYEMOrO
pacTBopa U CTaHAapTHOro pacTeopa B
o6nactu AnuH BonH oT 250 UM A0 450
HM J,0JKHbI COOTBETCTBOBATb APYr

APYry 1 UMETb MaKCUMYM MOFNOLLEHNUS

npu ANUHE BOIHbI 326 + 2 HM

APl:  AkTuBHasi hapmaueBTuyeckas cybctaHumns

SF: Bbank-npoaykt

YnakoBka: B cooTBETCTBUN C YTBEPXKAEHHBIMU MakeTaMun ynakoBKW.

Pe3ynbTaThl

19 %

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

NONOXNTENbHO

MapkupoBka: B cooTBeTCcTBUM C AelicTytowmm HI, cm. pasaen 1.3.2 Moaynsa 1 peructpaumoHHOro 4oche.

YactoTa

UCNbITAaHUN

CepTudmkaT: f, HacTOSILLMM 3aBEPSI0, YTO MHGOPMALUS, U3NOXEHHAS BbILLE, ABSETCA TOYHOW U fJocToBEPHON. lNpouecc

npounseoacTea OaHHoN cepun NpoaykTa, BKno4asa ynaKOBKylmapKprBKy W KOHTPOJ1b Ka4ecTBa, Obin OCyLleCTBIIEH B

MOMHOM COOTBETCTBUM C TpeGosaHuamu GMP, yTBepXAEHHBIMWU MECTHLIMW KOHTPOMUPYIOLWMMMN OpraHamu, u
cneunukaumMaMm perMcTPaLMOHHOIO YA0CTOBEPEHNS UMMNOPTUPYIOLLEN CTpaHbl, unu TpeboBaHuaMm cneumdukaumm ans
NPOAYKTOB, NpeAHa3Ha4YeHHbIX AN uccnegoBaHnin. OT4eTbl 0 NPOM3BOACTBE, YNAKOBKE M aHaNUTUYECKUX UCTIbITaHUAX

cepuy BbINK NpoaHanM3MpPoBaHbl U NPU3HaHLI yA0BNETBOPSAIOWMMMY cTaHAapTam GMP.

BbileykazaHHas cepus oTBeYaeT TpeboBaHUAM HOPMaTUBHON JOKYMEHTaLmu.

®uHanbHbIK cTaTyc: OaobpeH ANs Bbinycka Ha PbIHOK

YnonHoMo4eHHoe nNuuo
15/01/2026

Homep npo6bl B LIMS: 155259

. Dy
/ie SAvAl

Ctpanuuya: 4 u3 4

A b b




M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54561A

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 (naprun): 54561A

O0bem cepun(mapTun) 36 599

JlaTta mpou3BocTBa 10.2025

I'onen no 10.2028

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)
Brinyckawimmii KOHTPOJIb Ka4ecTBa —

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 nara HOpMaTUBHOM TOKYMEHTALMKU JITI-Ne(006025)-(PI'-RU)-260624
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KAAET:

-IaHHBIN neKapCTBeHHHﬁ npenapatr cooTBeTcTByeT 61-D3 «OO0 oOparieHuu JIeKapCTBEHHBIX
CPEJICTB. .
-cepust J'IeKapCTBeHHOFO mpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAaHOBJIECHHBIM IIPU €ro

7 SPysanosa T.B.  11.03.2026
(moaich) (nata)

IGokp OT «E»&mUHH Xcm&/
A ‘zmqu

000 “BepnuH-Xemu/A. MeHapuHu”

HOpuaounyeckunia agpec: Poceus, 123317, . Mockea, NpecHeHckana HabepexHas, . 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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