BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / CeptucpmkaTt cOoTBETCTBUSA

MpoaykT:

[o3upoBka:

KonuyectBO B ynakoBke:
MepBUYHas ynakoBkKa:
BHyTpeHHMIA KOO NnpoaykKTa:
Ne cepuu:

O61Lem cepum (KONMYECTBO
ynaKoBOK):

[laTta n3rotoBneHus:

[ata aHanu3sa:
CrtpaHa-umnoprep:
HaumeHoBaHue
npousBoauTens:

Howmep peructpauuoHHOro
yAoCcTOBEepeHuUs:

HopmaTuBHas oKyMeHTauus:

Homep npobbl B LIMS: 150577

L-TupokcuH 50 BepnuH-Xemu

50 mkr INlekapcTBeHHas popma:
50 (2x25) EauHuua konuyectsa:
onucrep

F158839

53523A Homep aHanu3a:

154944 yn. YcnoBus XxpaHeHus:
09/2025 lNopex po:

10/12/2025 [arta BbIinycka cepum:
Poccua CtpaHa BbinyCKa Cepuu:

BepnnH-Xemn Al
JIM-Ne(006003)-(PIr-RU)

JIMN-Ne(006003)-(Pr-RU)-260624

Ctpanuua: 1 us 4

TabneTtkn
LT,

150577

npu Temneparype He
Bbiwe 30 °C

09/2028
16/12/2025

MepmaHus



BERLIN-CHEMIE
MENARINI

Ceptucpukar aHanusa / Ceptudpukat cooTBeTCTBUSA

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpUs
API Undopmauus o npousBoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
API Homep cepuu npousBogutens: 21759 PHM

MpousBoauTenu:

MpousBoauTenb roToBOM NieKapcTBeHHOW hopMbl

HaumeHoBaHue npoussoauTtens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: Temnenbxodep Ber 83, 12347 BepnuH, MNepmanuns

Homep nuueH3uu Ha npoussoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkaTta coorsercreuss GMP: DE_BE_01_GMP_2025_0016

YnakoBuk/dacoBLUK

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: muHukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukarta coorBetcTBua GMP: DE_BE_01_GMP_2025_0015

Bbigaya pa3spelueHus Ha BbiNycCK

HaumeHoBaHue npoussogutens: Berlin-Chemie AG - bepnuH-Xemun Al
Anpec: muxukep Ber 125, 12489 BepnuH, 'epmaHus

Homep nuueH3uu Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukarta coorBetcTBua GMP: DE_BE_01_GMP_2025_0015

Homep npo6bi B LIMS: 150577 CtpaHuuya: 2 n3 4



BERLIN-CHEMIE
MENARINI

Ceptudmkar ananusa / Ceptudukar cootBeTcTBUSA

lNMoka3aTenb Cneumdmkauus Pe3ynbTathl YacTtoTta

UcnbiTaHUN

OnucaHue Benble unu nouTun Benble ¢ XXenToBaTbiM COOTBETCTBYET
OTTEHKOM, Kpyrmble, crierka

BbINykNble TAGNETKN, C PUCKO ANS AeneHuns
Ha OAHOW CTOPOHE

MoanuHHoCTL (B3XKX)
JleBOTUPOKCUH HaTpusA BPEMSA YAEPXKUBAHNA OCHOBHOrO Nuka Ha NONOXUTENBHO
XpomaTtorpamme UCnbITyeMOro
pacTBOpa A,0MKHO COOTBETCTBOBATb
BPEMEHU
YAEPXKUBAHUSA OCHOBHOMO NuKa Ha
XpOMaTorpaMmme CTaHAapTHOro pacTteopa
NeBOTUpOKCUHA
LincrenHa rugpoxnopuga Ha XpomaTorpamme UCnbITYyEMOro NONOXUTENbHO
MOHorugpat pacTBopa A,0MKeH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLLMIA NO BPEMEHU
YyAEPXUBAHNSA OCHOBHOMY MUKY Ha
XpomaTtorpamme
cTaHjapTHoro pacreopa L-uucreunHa
rMapoxnopuaa MoHorugpara
PactBopenue
JleBOTUPOKCUH-HATpuUiA He meHee 75 % (Q) neBoTupokcuHa COOTBETCTBYET
HaTpusA OT 3asiBNIEHHOIO COAEepPXaHus
yepes 30 MuH
CpepHee 3HayeHune 94 %
NHanBuayanbHble 3HaYeHus 93 94 95 94 95 93 %
OcTaTo4Has BMaXHOCTb He 6onee 10 % 8%
PoacrtBeHHbIe npuMecu (BIXKX)
NINOTUPOHUH He Gonee 1.0 % <0,1 %
(npumecs A)
3,3',5,5'- TeTpaiioaTMpoyKCyCcHas He Gonee 0.5 % <0,1 %
kucnota (npumecs D)
3,3',5,5'-TeTpainoaTupomypaBbnHas  He Gonee 0.5 % <0,1 %
kucnota (npumech H)
nobas eguHUYHas He Gonee 0.5 % 0.2%
HengeHTudUMpoBaHHas NpumMecs
cymMmma Bcex npumecei He 6onee 2.0 % 0.2%
OQHOPOAHOCTL AO03UPOBAHUA napameTtp npuemnemoctun Ans 10 eguuuy COOTBETCTBYET

fo3uposaHusa < 15.0; napameTp
npuemnemoctu Ans 30 eanHuy,
Ao3npoBaHua < 15.0 u HM ogHAa U3 OTAENbHbIX
eAuHnY fo3upoBaHusa He meHee 0.75M
1 He Gonee 1.25M
MapameTp npuemnemocTy, 5.6
J1eBOTUPOKCUH-HATPUiA

Homep npo6bl B LIMS: 150577 CtpaHuuya: 3 u3 4



MokasaTenb

KonuyectBeHHoe
onpeaenexnue (BAXX)
JleBOTMPOKCUH-HaTPUIA

KonuyectBeHHOE
onpegeneHue (BAXX)
Lincrenna rugpoxnopuaa
MoHorugpar

MukpoGuonoruyeckas
yucrorta

Obwee 4ncno aspobHbIx

MWUKPOOPraHM3MoB
Mukpo6uonoruyeckas
yucrorta

O6Lyee YnCno APOXOKEBBIX 1

nnecHeBbIX rpubos
Mukpobuonoruyeckas
yucrorta

Escherichia coli
MoanuHHocTk (Y®-cnekTpod
oToMeTpusl)

JleBOTMPOKCUH HaTpuUsA

[NosicHeHne reHeanoruu:

BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucukat cooTBeTCTBUA

Cneuundukauus Pe3ynbTaThl
95 % - 105 % neBoTUPOKCUHA HATPUA B 101 %
TabneTke OT 3asBNEHHOrO

coaepxaHus

He meHee 1 % OT 3asBreHHoro 31%
KonmyecTsa

He Gonee 103 KOEB1Tr <10 KOE/r

He Gonee 10"2KOEB 11 <10 KOE/r
oTcytctBue B 11 COOTBETCTBYET
CNeKTpbl MOrMOLEeHUst UCTIBITYEMOrO NONOXUTENBHO

pacTBopa 1 CTaHAapTHOro pacTeopa B
obnacTtu AnuH BonH ot 250 HM a0 450
HM AOJIKHbI COOTBETCTBOBATb ApYr
APYrY ¥ UMETb MaKCUMyM MOTNOLLEHUA
npu ANUHE BOMHbI 326 £ 2 HM

APl AkTuBHas capmaueBTnyeckas cybcTaHums

SF: Bank-npoaykT

YacToTa

uUcnbITaHUA

CepTudukaT: S, HACTOSALMM 3aBEPSIO, YTO MHDOPMALMS, N3FNOXKEHHASs BbilLE, ABMSETCA TOYHON 1 AoCToBEPHON. MNpouecc

NPOU3BOACTBA AAHHOI CEpUM NPOAYKTA, BKIOYas yNakoBKy/MapKUpOBKY U KOHTPOMb kavecTBa, Obin ocyLecTBneH B
MOMHOM COOTBETCTBUM C TpebosaHuaMu GMP, yTBEpXAEHHBIMU MECTHBIMW KOHTPOMMPYIOLLMMU OpraHamu, 1

cneumguKaumsaMm PerucTpaLyoHHOro YA0CTOBEPEHUS UMMOPTUPYIOLLEN CTPaHbI, Unu TpebosaHaMu cneumdukaumm 4ns
NpoAyKTOB, NpeAHa3HayYeHHbIX Ans uccnefosaHuin. OTyeTbl 0 NPOM3BOACTBE, YNAKOBKE U aHanMTUYECKNUX UCNbITaHUAX
cepuu BNy NpoaHanM3MpoBaHbl U NPU3HaHbI yA0BMNETBOPSOWMMY cTaHaapTam GMP.

BolleykasaHHas cepusi oTBeyaeT TpeboBaHUsM HOPMATUBHON AOKYMEHTaLMN.

®uHanbHbIM cTaTyc: Ono6peH Ans Bbinycka Ha pPbIHOK

YnonHoMo4eHHoe nuuo
16/12/2025

Dr. beff\Stang

Homep npo6bi B LIMS: 150577

CtpaHuua: 4 u3 4




M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53523A

ToproBoe HaMMEHOBaHUE L-Tupokcun 50 bepnun-Xemu

MexnyHapoHOE HEMTATEHTOBAHHOE HAUMEHOBAHUE JleBOTHpOKCHH HATPUS

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas hopma Ta0JICTKH

Jo3upoBka 50 MKr

®dopma BBITTyCKa 25 mT. - GucTepsl (2 MIT.) - MaYKu

KapTOHHBIE

Howmep cepuu (maptum): 53523A

O0beM cepun(mapTun) 154 944

Jlata npousBoacTBa 09.2025

l'onen o 09.2028

HanvenoBanwe wu azapec mnpousBomutens (c IpousBoaurenn I'JID

YKa3aHHUEM CTaJui MPOU3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

YnakoBumuk/acoBmmk
(B MepBUYHYIO /BTOPUYHYIO YIAKOBKY)
bepnun-Xemu Al',I'epmanust
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u para perucTpallioOHHOTO y10CTOBEPEHUS JIIT-Ne(006003)-(PT-RU)-o1 26.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(006003)-(PI'-RU)-260624
HanmenoBanue u azpec nepxarens | bepnun-Xemu Al I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosumii JOKyMeHT NOATBEPKIAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX

CPEICTB...»;
-cepusi JIEKApCTBEHHOT'O TMpernapara COOTBETCTBYET TPEOOBAHHUSM, YCTAHOBJIEHHBIM TIPH €ro
s DErUCTPaLUU
>
P - ” e
— Coxouos B./I. 10.02.2026
(moamuce) (maTa)

KOpuguyeckmnin agpec: Poc = 3317, r. Mockea, NpecHeHckasa HabepexHas, g. 10
[Mo4ToBbin agpec: Poccus, 123317, r. Mockea, NpecHeHckan HabepexHana, a. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


