BERLIN-CHEMIE
MENARINI

CepTtudmkar aHanusa / Ceptucukar cooTBeTCTBUSA

MpoaykT: L-TupokcuH 50 BepnuH-Xemu

[o3upoBka: 50 mkr INlekapcTBeHHas dopma: TabneTkn
KonuyecTBO B ynakoBke: 50 (2x25) EavHuua konuuyecTBa: LT,
lNMepBuYHas ynakoBka: Gnuctep

BHyTpeHHUIA KOA npoaykTa: F158839

Ne cepuwu: 53526A Homep aHanusa: 151460
O6bem cepum (konuyecTBo 155520 yn. YcnoBus xpaHeHuUs: npu Temneparype He
ynakoBOK): Bbiwe 30 °C
[arta nsrotoBneHus: 09/2025 lopeH po: 09/2028
Data aHanu3a: 11/12/2025 [aTa Bbinycka cepum: 16/12/2025
CrtpaHa-umnoprep: Poccusa CTtpaHa Bbinycka cepum: repmaHuns
HaumeHoBaHue BepnuH-Xemu Al

npousBoauTens:

Homep perncrpaumoHHoOro JIM-Ne(006003)-(PI-RU)

yAOCTOBEPEHUS:

HopmaTuBHasa goKyMeHTaums: JIM-Ne(006003)-(PIr-RU)-260624

Homep npo6el B LIMS: 151460 CtpaHnua: 1 us 4



BERLIN-CHEMIE
MENARINI

Ceptudmkar ananusa / Ceptudukat cooTBeTCTBUA

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpus
APl Undpopmauus o npousBoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
API Homep cepuu npousBoautens: 21759 PHM

MpoussoauTenu:

MpousBoauTenb roTOBOW JIeKapCTBEHHON (hOpMblI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 BepnvH, NepmaHus

Homep nuueH3um Ha npoussoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudmkaTta coorBetcTBuss GMP: DE_BE_01_GMP_2025_0016
YnakoBuuk/cacoBLmK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuuen3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkaTta coorBetctBua GMP: DE_BE_01_GMP_2025_0015

Bblgaya pa3spelueHuUsi Ha BbiNyck

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: Munukep Ber 125, 12489 BepnuH, NepmanHus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudpmkara coorsercteuss GMP: DE_BE_01_GMP_2025_0015

Homep npo6bl B LIMS: 151460 Ctpanuua: 2 u3 4



BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptucdukar cooTBeTCTBUA
MNMokasatenb Cneumndukaums Pe3ynbTaTthbl YacToTa

UCNbITaHUN

Onucaxue Genble unu noytu Genblie ¢ XenToBaTbiM COOTBETCTBYET
OTTEHKOM, Kpyrnble, cnerka
BbINyKnble TabneTkn, C puckoii ANs feneHus
Ha OAHOW CTOPOHE

MoanuHHocTb (BAXKX)

neBOTMpOKCMH HaTpuAa BpeMsA yaepXXnBaHuA OCHOBHOMO nuka Ha NONOXUTESNbHO

XpoMaTorpamme UCnbITyeMoro

pacTBopa A05KHO COOTBETCTBOBATD
BPEMEHN

YAEPXNBAHUS OCHOBHOIO NUKa Ha
XpoMaTorpamMmme CTaHAapTHOro pacTeopa

NEBOTMPOKCUHA
LincreuHa rugpoxnopuga Ha XpoMaTorpamme UCMbITYEMOro NONOXUTENbHO
MoHoruapar pacTBopa f0/KEH NPUCYTCTBOBATbL MUK

COOTBETCTBYIOLLMWIA N0 BPEMEHM
YAEPXUBaHUA OCHOBHOMY MUKY Ha
Xpomarorpamme

CTaHjapTHOro pacreopa L-uucteunHa
rMApOXnopuAa MoHoruapara

PacTtBopeHue
JleBOTUPOKCUH-HaTpUIA He meHee 75 % (Q) neBoTMpPOKCUHA COOTBETCTBYET
HaTpUSA OT 3asABIIEHHOTO COAepPXXaHus
yepes 30 MuH
CpepHee 3HayeHue 97 %
NHanBuayanbHble 3Ha4YeHUS 92 98 95 102 97 95 %
OcTaTo4Has BNaXxHOCTb He Bonee 10 % 8 %
PopactBeHHbIe npumMecu (BIXKX)
TNINOTUPOHUH He 6onee 1.0 % <0,1 %
(npumeckb A)
3,3',5,5'- TeTpainoaTMpOyKCyCHas He Gonee 0.5 % <0,1 %
kucnota (npumecs D)
3,3',5,5-TeTpanoaTpomypaBbuHas  He 6onee 0.5 % <0,1 %
kucnota (npumeck H)
niobas egnHNYHas He Gonee 0.5 % <0,1 %
HenaeHTUdUMpoBaHHaa NpUMeCh
Cymma Bcex npumeceil He Gonee 2.0 % <0,1 %
O[HOPOAHOCTL A03UPOBaHUS napameTp npuemnemoctu Ans 10 eanHuL COOTBETCTBYET

fo3nposaHus < 15.0; napameTtp
npuemnemocTu aAnsa 30 eanHuL
Ao3upoBaHus < 15.0 n HM ogHaA U3 OTAENbHbIX
eAuHULY 403upoBaHus He meHee 0.75M
n He Bonee 1.25M
MapameTp npuemnemocTy, 41
JleBoTUPOKCUH-HATPUIA

Homep npo6ei B LIMS: 151460 Crtpanuua: 3 u3 4



Moka3arenb

KonuuyectBeHHOe
onpeageneHue (B3XX)
JleBOTUPOKCUH-HaTpPWIA

KonuyectBeHHoe
onpeaeneHune (B3XX)
LiucrenHa rugpoxnopuaa
MOHOrMapart

MukpoGuonoruyeckas
yucrorta

O6wwee uncno aapobHbix

MUKPOOPraH13MOB
Mukpo6buonoruyeckas
yucrorta

ObLLee YnCNo APOIOKEBBIX U

nnecHeBbIx rpubos
Mukpo6Guonoruyeckas
yucrorta

Escherichia coli
MoanuHHoCTL (Y®-cnekTpod
oToMeTpusl)

JIEBOTUPOKCUH HaTpUs

[MNosicHeHne reHeanoruu:

BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucdumkar cooTBeTCTBUSA

Cneuundukaums PesynbTatbl
95 % - 105 % neBOTUPOKCUHA HATPUs B 102 %
TabneTke OT 3asBMNEHHOro

coaepxxaHus

He MeHee 1 % OT 3asBNeHHOro 24 %
KonuyecTsa

He Gonee 10”3 KOEB1T1 <10 KOE/r

He Bonee 102 KOEB 1T <10 KOE/r
oTcytctBue B 11 COOTBETCTBYET
CMEKTPbI NOMOLLEHUS UCTLITYEMOro NosoXUTENBbHO

pacTBopa 1 CTaHAapTHOro pactsopa B
obnactu gnuH BosH oT 250 Hm a0 450
HM A OMKHbI COOTBETCTBOBATL APYr
LPYry ¥ UMETb MaKCUMYM MOFMOLLEHNS
npu AnNvHe BonHbl 326 £ 2 HM

APl AkTuBHas cdhapmaveBTuyeckas cybcrtaHums

SF: Bank-npoaykr

YacTtoTa

UCMNbITaHUNA

CepTudukaT: H, HAaCTOSILLMM 3aBEPSI0, YTO MHGOPMALWS, U3NOXEHHAS BbILLIE, ABMSETCA TOYHOM 1 AOCTOBEPHON. MNpouecc

NPOM3BOACTBA AAHHON CEpUM NPOAYKTA, BKIIKOYAs yNakoBKY/MapKUPOBKY U KOHTPOIb KayecTsa, Obin OCyLLEeCTBEH B
NOMHOM cooTBeTCTBUU C TpebosaHuaMu GMP, yTBepXaeHHbIMU MECTHBIMU KOHTPONMPYIOLLIMMU OpraHamu, n

cneundrKaLmMsM1 PErncTPaLMOHHOIO YA0CTOBEPEHUS UMMOPTUPYIOLLEN CTpaHbl, unu TpebosaHuamu cneumdukaumm ans
NPOAYKTOB, NpeAHa3HauYeHHbIX 4ns uccnegosaHui. OT4eTbl 0 NPOU3BOACTBE, YNaKOBKE U aHANUTUHECKNX UCTIbITAHUSAX
cepuu BbIny NpoaHanuanpoBaHbl U NpU3HaHbl yaoBreTsopsitowmMy ctargaptam GMP.

BbiweykazaHHas cepus oTBe4YaeT TpeboBaHWSIM HOPMATUBHON AOKYMEHTaLMK.

®uHanbHbIK cTaTyc: OnobpeH Ans BbinNycka Ha PbIHOK

YnonHoMo4YeHHoe nuuo
16/12/2025

Homep npo6bl B LIMS: 151460

Dr. Nor

)

Stang

CtpaHuua: 4 u3 4




M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53526A

ToproBoe HaMMEHOBaHUE

L-Tupokcun 50 bepnun-Xemu

MG)KIIYHapO[[HOC HEIMMaTCHTOBAHHOC HAMMEHOBAHUEC
(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JIeBOTUPOKCUH HaTpuUs

JlexapcTBenHas hopma Ta0JICTKH

Jo3upoBka 50 MKr

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

KapTOHHBIE

Howmep cepuu (maptum): 53526A

O0beM cepun(mapTun) 155 520

Jlata npousBoacTBa 09.2025

l'onen o 09.2028

HaumenoBanue wu angpec mnpousBoautens (c
YKa3aHHUEM CTaJui MPOU3BOJICTBA)

IpousBoaurenn I'JID

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 1 nara perucTpallMOHHOTO YAOCTOBEPEHUS

JITT-Ne(006003)-(PT-RU)-oT 26.06.2024

Howmep 1 1ata HOpMaTUBHOW JTOKYMEHTAIlUU

JITI-Ne(006003)-(PT-RU)-260624

HaumenoBanue u azapec Jepkatens
PEruCTPaIIOHHOTO YO0CTOBEPEHUS

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

Hacrosumii JOKyMeHT NOATBEPKIAET:

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

CPEJICTB...»;

-cepusi JIEKAPCTBEHHOT'O IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAaHOBJICHHBIM IPU €ro

roCyJJapCTBEHHOMN pEerucTpanun
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(monmuck)

Coxkouos B.JI. 10.02.2026

(mata)
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