BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudukar CooTBeTCTBUA

Mpoaykr: L-TupokecuH 150 Bepnun-Xemu

[o3upoBka: 150 mkr JlekapcTBeHHas ¢opma: TabneTku
KonuyecTBO B ynakoBke: 100 (4x25) EavHuua konuyecTsa: LuT.
MNMepBUYHaA ynakoBkKa: onucrep

BHyTpeHHUI Koa npoaykKTa: F158844

Ne cepuum: 53502A Homep aHanusa: 142737
O6beM cepum (KonmM4yecTBo yn. YcnoBusi XpaHeHus: npu Temnepartype He
ynaKoBOK): Bbiwe 30 °C
[ata nsrotoBneHus: 07/2025 lopex po: 07/2028
HaTta aHanu3a: 16/10/2025 [arta BbInycka cepuu: 16/10/2025
CrtpaHa-umnoprep: Poccus CTtpaHa Bbinycka cepuu: repmanus
HaumeHoBaHue BepnuH-Xemu Al

npou3BoAUTENA:

Homep peructpauuoHHoro JIM-Ne(006040)-(PIr-RU)

YAOCTOBEPEHUA:

HopmatuBHas pokymenTtaumusa:  JIMN-Ne(006040)-(Pr-RU)-270624

Homep npo6bl B LIMS: 142737 Crpanuua: 1 u3 4



BERLIN-CHEMIE
MENARINI

CepTtudmkar aHanusa / Ceptucpukat cooTBeTCTBUSA

APl HaumeHoBaHue: J1eBOTUPOKCUH HaTpuA
APl Uncdopmauus o npoussoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepun npousBogutens: 21744 PHM

MpousBoauTenu:

MNpousBoauTenb roToBoM nieKapcTBeHHOH (hOpMbI

HaumeHoBaHnue npousBoautens: Berlin-Chemie AG - bepnun-Xemun Al
Agnpec: Temnenbxodep Ber 83, 12347 BepnuH, 'epmanus

Homep nuueH3umn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Howmep cepTudukata coorsetcTeuss GMP: DE_BE_01_GMP_2025_0016

YnakoBuwmk/cacoBIUK

HaumenoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Agnpec: MmuHukep Ber 125, 12489 BepnuH, MepmaHus

Homep nuueH3um Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorBetctBus GMP: DE_BE_01_GMP_2025_0015

Bbipava paspelueHus Ha BbiMyCK

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

Homep nuueH3um Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Howmep ceptudgmkara coorsetcTteus GMP: DE_BE_01_GMP_2025_0015

Homep npo6el B LIMS: 142737 CTtpaHuua: 2 us 4



Ceptudukar aHanusa / CeptucukaTt cooTBeTCTBUA

MokasaTenb

OnucaHue

MoanuHHocTb (BAXKX)
JleBoTMpPOKCUH HaTpus

LiucrenHa rugpoxnopuaa
MoHorugpar

PactBopeHue
JleBOTUPOKCUH-HaTpWiA

CpepgHee 3HauyeHue
WHavBMAYanbHble 3Ha4YeHns
CopepxaHue Boabl
Mpumecu (BIXKX)

TINOTUPOHUH

(npumecs A)

3,3',5,5'- TeTpaiioTMPOYyKCyCHast
kucnota (npumeck D)
3,3',5,5'-TeTpaitog TMpomypaBbuHas
kucnota (npumeck H)

niobas egnHUYHas

HenaeHTudULMpoBaHHas NpUMech
Cymma Bcex npumecei

OaHOpOAHOCTL eAnHUL,
[031MpoBaHUsA

MapameTp npuemnemocty,

JleBOTUPOKCUH-HaTpWiA
KonuuectBeHHoe
onpepenexnue (BAXX)

JleBOTUPOKCUH-HaTpWii

Homep npo6el B LIMS: 142737

Cneuudukauyusa

Genbie Uy NouTn Gesble C XenToBaTbiM
OTTEHKOM, Kpyrfble, crnerka
BbINYKble TaBNeTku, C pUCKON ANSA AereHus

Ha O4HON CTOPOHE

BpeMsA yaepXnuBaHnua OCHOBHOrO nuka Ha

XpomaTorpamMmme UCMbITyeMoro
pacTeopa A0/MKHO COOTBETCTBOBATh

BpemeHun

YAEPXUBAHUSI OCHOBHOTO MUKa Ha
XpomaTorpamme CTaHAapTHOro pacteopa

NeBOTUPOKCUHA

Ha XpoMaTorpamMmme UCMbITYeMOro
pacTBopa AOMKEH NPUCYTCTBOBATbL MUK
COOTBETCTBYIOLLUI N0 BpEMEHU
YAEPXKNBAHUA OCHOBHOMY MUKY Ha

XpomaTtorpamme

CTaHAapTHOro pacreopa L-uucrenHa
ruapoxsiopuaa moHorugpara

He menee 75 % (Q) neBoTMpOKCMHA
HaTpus OT 3asiBMEHHOMO COAepXaHus

yepes 30 MuH

He 6onee 10 %

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

He 6onee 0.5 %

He 6onee 2.0 %

napameTp npuemnemoctu Ans 10 eguHuny
fo3upoBanusa < 15.0; napameTtp
npuemnemoctyn Ans 30 eguHuL,

A03npoBaHus < 15.0 n HX 0aHA U3 OTAENbHBIX
€AVHNL fo31poBaHua He meHee 0.75M

n He Gonee 1.25M

95 % - 105 % NneBOTUPOKCKHA HATPUA B
TabneTke OT 3asBNEHHOro

coAepxaHus

BERLIN-CHEMIE
MENARINI

Crtpanuua: 3 uns 4

Pe3ynbTaTbl

COOTBETCTBYET

NOJNTIOXUTENBHO

NONTOXNTENbHO

COOTBETCTBYET

95 %
94 95 97 93 96 96 %
9%

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

<0,1 %
COOTBETCTBYET

4.4

100 %

YacToTa

UCNbITaAaHUN



BERLIN-CHEMIE
MENARINI

Ceptudukart aHanusa / Ceptucpukat cooTBeTCTBUSA

KonuyectseHHoe

onpeaenexue (BAXX)
Lincrenna ruapoxnopuga He meHee 1 % OT 3asBNEeHHOro 18 %
MoHoruapat KonmyecTaa

Mukpo6uonoruyeckas

yucrtora
O6Lwee yncno aspobHbIX He Gonee 10"3 KOEB 1T <10 KOE/r
MWUKPOOPraHU3mMoB

Mukpo6uonoruyeckas

yucrtora
O6bLee Yncno ApoXoKeBbIX U He Gonee 102 KOEB 1T <10 KOE/r
nnecHeBbIX rpnboB

MukpoGuonoruyeckas

yucrora
Escherichia coli otcytctBue B 1r COOTBETCTBYET

MoanuHHocTb (Y®-cnekTpod
oToMeTpus)
JleBOTMPOKCUH HaTpusi CMEKTPbI MOrMOLEHNS UCTBLITYEMOro NONOXUTENBHO

pacTBopa ¥ CTaHAapTHOro pacreopa B
obnactu AnuH BosH oT 250 Hm 0 450
HM A0J1)KHbl COOTBETCTBOBATbL ApYr
LPYry U UMeTb MakCUMyM MOrfoLeHns
npu AnNuHe BomHbl 326 + 2 HM

MosicHeHWe reHeanoruu:
APl AkTuBHas apmaueBTuyeckasi cybctaHumns
SF: bBank-npoaykr

YnakoBka: B cOOTBETCTBUM C YyTBEPXKAEHHBIMU MaKETaMU YMaKOBKU.
Mapkuposka: B cootBeTcTaum ¢ gevicteytowmm HL, cm. pasgen 1.3.2 Moayns 1 peructpaumoHHOro AoChe.

CepTudukar: A, HACTOALIMM 3aBEPSII0, YTO UHOPMALIMS, U3NOXKEHHAS Bbille, ABMSAETCSA TOYHOW U AocToBepHON. MNpouecc
NPOW3BOACTBA AAHHON CEpUM NPOAYKTA, BKIOYAs yNakoBKy/MapKUPOBKY U KOHTPOIb Ka4ecTBa, Obi OCYLLECTBIEH B
MOfHOM COOTBETCTBUU C TpebosaHuamu GMP, yTBepXAEeHHBIMU MECTHLIMU KOHTPOMMUPYIOLLIMMI OpraHamu, u
cneunduKaLmaMi PermcTpaLmMoHHOro YA0CTOBEPEHNS! UMMOPTUPYIOLLIe CTpaHbl, Unu TpebosaHnaMu cneumndukaumm ans

NPOAYKTOB, NpeAHa3HaYeHHbIX Ans uccrepoBaHuin. OTYeTbl O NPOU3BOACTBE, YNAKOBKE U aHANIMTUYECKUX UCMBITAHUAX
cepuu BbinK NpoaHanuaMpoBaHbl U NpU3HaHbl yAoBMNeTBOpsioWmMMI cTaHaapTam GMP.

BoilueykasaHHas cepusi oTBeyaeT TpeboBaHUSIM HOPMATUBHOI JOKYMEHTaLMM.

®uHanbHbIK cTaTyc: OpobpeH Ans Bbinycka Ha PbIHOK

)

A

Dr. Samy Schwangt \

YnonHoMo4yeHHoOe nuuo

Homep npoGei B LIMS: 142737 CrtpaHuua: 4 u3 4



M OO0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53502A

ToproBoe HaMMEHOBaHUE

L-Tupoxcun 150 bepaun-Xemu

MC)KIIYHapO[[HOC HEIMMaTCHTOBAHHOC HAMMCHOBAHUEC
(TpynmupOBOYHOE HIJIH XMMHUYECKOE)

JIeBOTUPOKCUH HaTpUs

JlexapcTBenHas hopma

TabJIETKHN

Jo3upoBka

150 Mkr

®dopma BhIITyCKa

25 mT., 6aucTepsl (4 MT.), KOHTypHAs
SYEUKOBAasl YIIAKOBKA,
nayka KapTOHHast

Howmep cepuu (naprun): 53502A
O06Bem cepun(mapTun) 26 160
JlaTa npousBojacTBa 07.2025
I'onen no 07.2028

(c

HaumenoBanue wu  agpec  NpPOU3BOIUTENS
yKa3aHUEM CTaJuil MPOU3BOJCTBA)

IMpoussoaurens I'J1D

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

YnakoBmuk/(pacoBmuk
(B IEpBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Boinyckawimmi KOHTPOJb Ka4ecTBa —

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

HowMmep 1 1aTa perucTpaiioOHHOTO yI0CTOBEPEHHS

JITI-Ne(006040)-(PT-RU) ot 27.06.2024

Howmep 1 nara HOpMaTUBHOW TOKYMEHTALMKU

JITI-Ne(006040)-(PT-RU)-270624

Hanmenosanue 51 aapec JIepIKaTeIIsI
PETUCTPAIIHOHHOTO YIOCTOBEPCHHUS

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

Hacrosimumii 10KyMeHT NOATBEP:KIAeT:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTBYeT 61-P3 «OO6 obpalieHuH JeKapCTBEHHBIX

CPEICTB...»;

-CCpusd JICKAPCTBCHHOTO Ipfcrapara COOTBCTCTBYCT Tpe6OBaHI/IHM, YCTaHOBJICHHBIM IIpU €TI0

rOCy/apCTBEHHOW PETUCTpALIUU

al
(&5

(monmucek)

-Xemu/A.MeRgpuam» < Coxkomnos B./I.

01.12.2025
(mara)
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