M BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / CeptudmkaTt cooTBeTCTBUSA

MpoaykT: L-TupokcuH 75 BepnvH-Xemu

Hdo3upoBka: 75 mkr JlekapcTBeHHasa dopma: TabneTku

KonuuyecTBO B ynakoBke: 100 (4x25) EpuMHuua konuyecTBa: LT,

lMepBUYHasA ynakoBKa: onucrep

BHyTpeHHUI KOA NpoAyKTa: F158840

Ne cepum: 54533A Homep aHanu3za: 151256

O6bem cepum (konmuyecTBO 50160 yn. YcnoBus xpaHeHuUs: XPaHUTb Npu

yNaKoBOK): Temneparype He Bbille
30°C

[aTta usrotoBneHus: 11/2025 lopeH po: 11/2028

[aTta aHanu3a: 18/12/2025 [laTta Bbinycka cepum: 18/12/2025

CtpaHa-umnoprep: Poccus CTpaHa Bbinycka cepuu: "epmaHus

HaumeHoBaHue BepnuH-Xemn Al

npousBoauTens:

Homep perucrpaumoHHoro JIN-Ne(005977)-(Pr-RU)

YAOCTOBEPEHUs:

HopmartuBHasa nokymeHtaums:  JIM-Ne(005977)-(Pr-RU)-250624

APl HaumeHoBaHue: J1eBOTUPOKCUH HATpuUs

API Undpopmauus o npoussoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npoussogutensa: 21797PHM

Mpoussogurenu:

Mpou3BoauTenb roToBoOW NekapcTBEHHOM hopMbI

HaumeHoBaHue npousBoguTens: Berlin-Chemie AG - BepniuH-Xemu Al
Apnpec: Temnenbxodep Ber 83, 12347 BepnuH, Nepmanus

Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudmkata coorsetrcteua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/cdacoBuuk

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - Bepnut-Xemun Al
Anpec: muHukep Ber 125, 12489 BepnuH, Mepmaxus

Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudukarta coorserctBua GMP: DE_BE_01_GMP_2025_0015

Bblaaya paspelleHus Ha Bbinyck

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - Bepnun-Xemu Al
Anpec: MuHukep Ber 125, 12489 BepnuH, Mlepmanus

Homep nuueH3un Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukaTta coorsercteua GMP: DE_BE_01_GMP_2025_0015

Homep npo6ei B LIMS: 151256 Ctpannua: 1 u3 3



CepTtudukar ananusa / Ceptudumkar cooTBeTCTBUA

Moka3artenb

OnucaHue

MoanuHHocTk (BAXX)
JleBOTMPOKCUH HaTpuA

Lincrenna rugpoxnopuga
MoHoruapat

PactBopeHue
J1eBOTUPOKCUH-HATPUi

CpeaHee 3HayeHue
WHauBMAYyanbHble 3Ha4YeHNns
OcTaTo4Has BnaxHoOCTb

PoactBeHHble npumeck (BIXKX)

TNINOTUPOHUH
(npumecs A)

3,3',5,5'- TeTpaiog TMpoyKcycHas
kucnota (npumeck D)
3,3',5,5'-TeTpanoaTUpoMypaBbuHas
kucnota (npumecsh H)

no6as eguHNYHas

HeugeHTUdULNpoBaHHas NnpuMech
cymma BCcex npumecei

OAHOPOAHOCTEL A03MPOBaHUSA

MapameTp npuemnemocTy,

J1eBOTUPOKCUH-HaTPUI
KonuyectBeHHOe
onpepenexue (BAXX)

J1eBOTUPOKCUH-HATPUIA

KonuyectBeHHoe

onpepgenexue (BAXX)
Lincrenna rugpoxnopuaa
MoHorugpat

Homep npo6bl B LIMS: 151256

M BERLIN-CHEMIE

MENARINI

Cneuudukauus

Genble unu noyTtu 6ensie ¢ enTosaTbiM
OTTEHKOM, Kpyrnble, crerka

BbIMyKnble TabneTkn, C puckoi Ans AeneHns
Ha OfHOIA CTOpPOHE

BpeMs yAepXunsaHus OCHOBHOMO nuka Ha

XpOMaTorpaMme WUCMbITYyEMOro
pacTeopa [0/KHO COOTBETCTBOBATh
BPEMEHN

YAEPXNBaHNS OCHOBHOrO Muka Ha
XpomaTorpaMme CTaHAapTHOro pacTeopa
NEeBOTUPOKCHUHA

Ha XpomartorpaMmme UCMbITYEMOro
pacTBopa [,0/KEH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLLMIA O BPEMEHM
YLEPXKMBaHWUS OCHOBHOMY MUKY Ha
XpomaTorpaMmme

CTaHjapTHOro pacteopa L-uucrenHa
rmapoxXopusa MoHornapara

He meHee 75 % (Q) neBoTupOKCUHA

HaTpUs OT 3aSBMNEHHOrO COAEPXaHUs
yepes 30 MuUH

He 6onee 10 %

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

He Gonee 0.5 %

He G6onee 2.0 %

napameTp npuemnemoctn Ans 10 eanHuy
nosvpoBaHua < 15.0; napameTp
npuemnemoctu Ans 30 eAnHUL,

no3upoBaHus < 15.0 1 HM 0 HA N3 OTAENbHbIX
eAUHUL 4031poBaHus He meHee 0.75M

n He Bonee 1.25M

95 % - 105 % neBOTUPOKCUHA HaTpuUs B
TabneTke OT 3asBNEHHOTO COAEepXaHUs

He meHee 1 % oT 3asABnNeHHoro
KonuuyecTea

Ctpanuua: 2 ns 3

Pe3ynbTaTthl

COOTBETCTBYET

MNOJIOXKUTENbHO

NONOXNTENbHO

COOTBETCTBYET

97 %
96 95 98 96 97 99 %
8%

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

<0,1 %
COOTBETCTBYET

2.8

102 %

28 %

YacToTa

UcnbiTaHum
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Ceptudmkar aHanusa / Ceptudukat cooTBeTcTBUA

Mukpo6uonoruyeckas

yucrtoTa
O6wwee 4ncno aspobHbix He 6onee 10"3 KOEB 1T <10 KOE/r
MUKPOOPraHU3MOB

Mukpo6uonoruyeckas

yucrora
O6Lyee YMCNO APOXCKEBBIX 1 He Bonee 10"2 KOEB 1T <10 KOE/r
nnecHesbIx rpnbos

Mukpobuonoruyeckas

yucrora
Escherichia coli oTcytcTBue B 11 COOTBETCTBYET

MoanuHHocTb (Y®P-cnekTpod
oToMeTpus)
JleBOTMPOKCUH HaTpus CMEeKTPbI NOrMOLEeHNs UCTBITYEMOro NONOXUTENbHO

pacTBopa u CTaHAapTHOro pacTteopa B
obnactu gnvH BonH ot 250 HM g0 450
HM J,0/DKHbI COOTBETCTBOBATb APYyr
APYry U UMETb MaKCUMyM MOrNOLLEHUS
npu AnvHe BonHbl 326 £ 2 HM

MosicHeHue reHeanoruu:
API:  AktuBHasa dapmaueBTuyeckas cybcraHums
SF: Bank-npoaykTt

YnakoBka: B cOOTBETCTBUM C yTBEPXKAEHHBIMU MaKeTamu yrnaKkoBKM.
Mapkupoeka: B cootseTcTBum ¢ Aenctaytowmm HI, cM. pasgen 1.3.2 Moaynsa 1 perucTpaumoHHOro 4ocke.

CepTudpukart: A, HacToALMM 3aBepsito, HTO MHOPMALMS, U3NOXKEHHAS BbILLE, SBMISIETCS TOUHON U AOCTOBEPHOIA. MpoLiece
Npou3BOACTBA AAHHOW CEpUK NPOaYKTa, BKMOYas ynakoBKy/MapKUPOBKY U KOHTPOIb KayecTsa, Bbin OCyLLECTBIEH B
MOMHOM COOTBETCTBUM C TpebosaHussMu GMP, yTBepXAEHHBIMU MECTHBIMU KOHTPOSMPYIOLLIMMN OpraHaMu, 1
cneumguKaLUsMm perncTpaLMoOHHOrO yA0CTOBEPEHUS UMMOPTUPYIOLLIEN CTpaHbI, U TpeBoBaHNsaMU crieumdukaLmm ans
NPOAYKTOB, NpeAHasHauYeHHbIX Ans uccnefosaHuii. OT4eTbl 0 NPOM3BOACTBE, YNAKOBKE M aHANMUTUYECKUX UCTIbITAHUSX
cepuu Bbiny NpoaHanu3MpoBaHbl U NpU3HaHbI YA0BMNETBOPSAOWMMY cTaHaapTam GMP.

BbILIJe}’Ka3aHHaﬂ cepusd otBevaeT Tpe6OBaHI/|$IM HOPMaTUBHOW OOKYMEHTaLMN.

®uHan c: Opo6peH ans BbiNycka Ha PbIHOK
Dr. Nkper&gtang

YnonHoOMO4Y€eHHOe Nuuo

18/12/2025

Homep npo6bi B LIMS: 151256 CrtpaHuua: 3 u3 3



M OO0 bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54533A

ToproBoe HaMMEHOBaHUE L-Tupokcun 75 bepinn-Xemu

MexnyHapoHOE HEMATEHTOBAaHHOE HAUMEHOBAHUE JleBOTHPOKCUH HATPUS

(TpynmupOBOYHOE MIJIH XMMHUYECKOE)

JlexapcTBenHas hopma TaOJICTKH

Jo3upoBka 75 MKT

®dopma Mpon3BoOJICTBA 25 mT., 6aucTepsl (4 mMT.) , KOHTypHAs

siYeHKOBasl YIIaKOBKa, MaYKa KapTOHHAs

Howmep cepuu (maptum): 54533A

O0beM cepun(mapTun) 50 160

Jlata npousBoacTBa 11.2025

l'onen no 11.2028

HaunvenoBanme wu aapec mpomsBomguTens  (c IpousBoaurenn I'JID

yYKa3aHHUEM CTaJui MPOU3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

YnakoBmmk/¢pacoBmmk
(B mepBUYHYIO /BTOPUYHYIO YIIAKOBKY )
bepmun-Xemu Al','epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u gara perucTpalluoOHHOTO yI0CTOBEPEHUS JITT-Ne(005977)-(PT-RU) ot 25.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(005977)-(PI'-RU) ot 250624
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossumii JOKyMeHT NOATBEPKAAET:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TpPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpaluu

e

== CokomosB.JI.  07.04.2026

(moamuCH) (maTa)

P
KOpuguyeckmnia agpec: Poccnn T2 31? r. Mockea, MNpecHeHckana HabepexHas, 4. 10
[Mo4ToBbin agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HabepexHana, a. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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