M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53527A

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): 53527A

O0beM cepun(mapTun) 155 088

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

>

=

Mo4ToBbI agpec: Poccw
Tenedpon: +7 (495) 785-01-UC &+

(monmuck)

e

Coxkouos B.JI. 10.02.2026

(mata)

,_ (\_\9 ocksa, lNpecHeHckas HabepexHas, 4. 10
123N B #0ckea, MNpecHeHckan HabepexHas, a. 10
+7 (495) 785-01-01, e-mail: info@b-c.ru
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BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudukar CooTBeTCTBUA

Mpoaykr:

Ho3upoBka:

KonuuecTBO B ynakoBke:
MepBuYHas ynakoBKa:
BHyTpeHHMIA KOA NpoAaykKTa:
Ne cepum:

O6bem cepuu (KONM4YecTBO
ynakKoBOK):

[aTa usrotoBrieHus:

[OaTta aHanu3a:
CrtpaHa-umnopTep:
HaumeHoBaHue
npousBoauTens:

Homep perucTpauuoHHoOro
YAOCTOBEpPEeHUs:

HopmaTtuBHas AOKyMeHTauus:

Homep npo6ei B LIMS: 151752

L-TupokcuH 50 bepnuH-Xemu

50 mkr NekapcTBeHHas dopma:
50 (2x25) EavHuua konuyecTBa:
6nuctep

F158839

53527A Homep aHanu3sa:

155088 yn. YcnoBus xpaHeHuUA:
09/2025 FopeH po:

15/12/2025 [lata Bbinycka cepuum:
Poccus CtpaHa Bbinycka cepuu:

BepnuH-Xemu Al
J1M-Ne(006003)-(Pr-RU)

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

Crtpanuua: 1 u3 4

TabneTkn
LT,

151752

npu Temneparype He
Bbilwe 30 °C

09/2028
16/12/2025

lepmaHus



BERLIN-CHEMIE
MENARINI

Ceptudomkar aHanusa / Ceptucukar cootBeTcTBUSA

APl HaumeHoBaHue: JIeBOTUPOKCUH HaTpUs

APl Uncpopmauma o npousBoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npousBogutens: 21759 PHM

MpousBoguTenu:

MpoussoauTenb roToBOW NekapcTBeHHOM (POpPMbI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - Bepnux-Xemu Al
Anpec: Temnenbxodep Ber 83, 12347 bepnuH, Nepmanus

Homep nuueH3uu Ha npousBoactTBo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercteus GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/cacoBumk

HaumeHnoBaHue npousBogutens: Berlin-Chemie AG - Bepnun-Xemu Al
Appec: nuHukep Ber 125, 12489 bepnuH, NepmaHus

Homep nuuensun Ha npoussoactTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercteus GMP: DE_BE_01_GMP_2025_0015

Bbigaya paspelieHus Ha Bbinyck

HaumeHoBaHue npoussogurtens: Berlin-Chemie AG - Bepnun-Xemu Al
Appec: mMuHukep Ber 125, 12489 BepnuH, MepmaHus

Homep nuueH3un Ha npousBoacteo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Homep npobel B LIMS: 151752 CtpaHuua: 2 u3 4



BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptudmkar cCooTBeTCTBUA

Moka3atenb Cneumdukayus Pe3synbTaTbl YacTtoTa

UCNbITAaHUK

Onucaxue 6enble unu no4yTn Genblie ¢ XenTosaTbiM COOTBETCTBYET
OTTEHKOM, Kpyrible, cnerka
BbINyKnble TabneTkn, C pUCKOi ANs AeneHuns
Ha OfHOI CTOPOHE
NoanuHHocTb (B3XX)
J1eBOTUPOKCUH HaTpusi BPEMS YA EPXKUBAHUSA OCHOBHOMO NnKa Ha NONOXUTENbHO

XpomaTtorpamme UCnbITyemoro

pacTeopa A0JINKHO COOTBETCTBOBATL
BpEMEHM

yAepXnsaHns OCHOBHOrO nNuka Ha
XpomMaTtorpamme CtaHAapTHOro pacreopa

NEBOTUPOKCUHA
Liucrenna ruapoxnopusa Ha XpomaTorpaMme MCbITYEMOro NONOXUTENbHO
MoHOruapaT pacTBopa AOMMKEH NPUCYTCTBOBATb MUK

COOTBETCTBYIOLLWIA MO BPEMEHMU
YAEPXUBAHNS OCHOBHOMY MUKY Ha
XpomaTorpamme

CTaHpapTHOro pacresopa L-uncrenna
rapoxnopuaa MoHoruapara

PactBopeHue
J1eBOTMPOKCUH-HaTpWiA He mexee 75 % (Q) neBoTupokcuHa COOTBETCTBYET
HaTpus OT 3asiBNEHHOIO COAEPXaHUs
yepes 30 MuH
CpepHee 3HaveHne 96 %
MHauBuayanbHble 3Ha4eHUs 97 99 95 96 96 94 %
OcTaToyHasi BNaxHoCTb He 6onee 10 % 8%
PoacTteeHHble npumecu (BIXKX)
TNINOTUPOHUH He Gonee 1.0 % <0,1 %
(npumecsb A)
3,3',5,5'- TeTpainos TMpoykcycHas He Gonee 0.5 % <0,1 %
kucnota (npumeck D)
3,3',5,5'-TeTpanoaTupomypaBsbnHas  He 6onee 0.5 % <0,1 %
kucnota (npumech H)
nobas eguHUYHan He Bonee 0.5 % <0,1 %
HeuaeHTUULMPOBaHHas NpUMeCh
cymma Bcex npumecen He 6onee 2.0 % <0,1 %
OAHOPOAHOCTL A03UPOBaHUsA napameTp npuemnemoctu Ans 10 egunuy COOTBETCTBYET

AosnposaHus < 15.0; napameTtp
npuemnemoctu ansa 30 eanHUL
fo3upoBaHns < 15.0 n HU OAHA U3 OTAENbHbIX
eAnHUY f03upoBaHusa He meHee 0.75M
1 He Gonee 1.25M
MapameTp npuemnemocTy, 5.2
JleBOTUPOKCUH-HATpUI

Homep npoGel B LIMS: 151752 CtpaHuua: 3 u3 4



Moka3aTenb

KonuyectBeHHOEe
onpeaeneHue (B3XX)
JleBOTUPOKCUH-HaTPUi

KonuyectBeHHOE
onpeaenexue (BAXX)
LincrenHa rugpoxnopuga
MoHoruapar

MukpoGuonoruyeckas
yucrorta

O6Lwee yncno aspobHbIx

MUKPOOPraHu3moB
MukpoGuornoruyeckas
yucrorta

O6Lee Yncno 4poXoKeBbIX U

nnecHesbIX rpubos
Mukpo6uonoruyeckas
yucrota

Escherichia coli
MoanuHHocTb (Y®-cnekTpod
oToMeTpuA)

JleBOTMPOKCUH HaTpus

BERLIN-CHEMIE
MENARINI

Ceptucpukar ananusa / Ceptucukar cCooTBeTCTBUA

Cneuundukauus Pe3ynbTaTthbl
95 % - 105 % neBOTMPOKCUHA HATPUs B 100 %
TabneTke OT 3asBNEHHOIO

coaepxaHus

He MeHee 1 % OT 3asiBNeHHOro 21 %
KonmyecTea

He Bonee 103 KOEB 1T <10 KOE/r

He Gonee 10"2KOEB 11 <10 KOE/r
oTcyTctBMe B 11 COOTBETCTBYET
CNEKTPbI NOrMOWEHNUS UCTBITYEMOTO NoNoXUTENBHO

pacTBopa U CTaHAapTHOro pacTeopa B
obnacTtu AnuH BonH oT 250 HM o 450
HM [OMKHbl COOTBETCTBOBATb APYr

LPYry 1 UMETb MakCUMyM MOrNOLEHNs

UCnbITaHUN

npu AnMHe BoJHbl 326 + 2 Hm

[NosicHeHne reHeanornu:
APl AktuBHas chapmaveBTuyeckas cybcraHums
SF: Bank-npoaykt

CepTudmkaT: 51, HaCTOSLLMM 3aBepsito, YTO MHOPMALIMS, N3TIOXKEHHASA BbilLE, SIBNISIETCS TOYHON M A0CTOBEpHOM. Mpouecc
NPOW3BOACTBA AAHHOW CEpUM NPOAYKTA, BKITOYasi ynakoBKy/MapKUpOBKY U KOHTPOIb KayecTsa, Obin OCyLLECTBEH B
MOHOM COOTBETCTBUU ¢ TpeboBaHussMyu GMP, yTBep>KAEHHBIMU MECTHBIMIN KOHTPOMMPYIOLLMMUW OpraHamu, 1
cneunduKaumsiMmM PErMcTPaLMOHHOTO YA0CTOBEPEHUS UMMOPTUPYIOLLEN CTPaHbI, U TpeboBaHuaMM crieundmkaumm ans
NPOAYKTOB, NpeAHa3sHa4YeHHbIX Ans uccnefoaHuin. OTYeTbl 0 NPOU3BOACTBE, YNAaKOBKE U aHaNMTUYECKUX UCTbITaHNUSX
cepuu BbINKU NpoaHanu3MpoBaHbl U NpU3HaHbI yAoBneTBopsoWwMMY ctaHaaptam GMP.

BblweykasaHHas cepusi oTBeqaeT TpeboBaHSM HOPMATUBHOW JOKYMEHTaLMN.

®uHanbHbIM cTaTyc: OaobpeH ANns Bbinycka Ha PbIHOK

YnonHoMo4eHHoe nuuo
16/12/2025

or. N

Homep npobbl B LIMS: 151752

CTtpanuua:

4 u3 4



