M BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / CeptucpukaTt cooTBeTCTBUSA

Mpoaykr:

[Jo3upoBka:

KonuuyecTBO B ynakoBke:
lMepBUYHasn ynakoBka:
BHyTpeHHU# Kop npoaykTa:
Ne cepuu:

O6bem cepum (konuuecTBO
yNnaKoBOK):

[laTa u3rotoBneHus:
[ata aHanu3sa:
CtpaHa-umnoprep:

HaumeHoBaHue
npousBoguTens:

Homep perucTpaumoHHoro
yAOCTOBEpEeHUs:

HopmaTtuBHas AOKYMeHTauua:

Homep npo6eil B LIMS: 167101

L-TupokcuH 50 Bepnux-Xemu

50 mkr INekapcTBeHHan popma:
50 (2x25) EauHuua konuyecrtBa:
Gnuctep

F164306

61502A Homep aHanu3sa:

154368 yn. YcnoBus xpaHeHus:
01/2026 Fonex po:

20/03/2026 [arta Bbinycka cepuu:
Poccus CTtpaHa BbinycKa cepum:

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

JIMN-Ne(006003)-(Pr-RU)-070725

Ctpanuua: 1 u3 4

TabneTkn
LUT.

167101

npu Temneparype He
Bbile 30 °C. XpaHutb B
OPUrNHaNbHON yNaKkoBKe
(6nuncTep) ons sawuThl
OT CBeTa.

01/2029
20/03/2026

"epmaHus



M BERLIN-CHEMIE
MENARINI

CepTtudukar aHanu3sa / Ceptucpmkar cooTBeTCTBUA

APl HaumeHoBaHue: JIeBOTUPOKCUH HaTpus
API Uudopmauus o nponsBoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepum npousBogutens: 21831PHM

lNMpoussoauTtenu:

MpousBoauTenb rOTOBOW NeKapCTBEHHON (POpPMbI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - bepnui-Xemu Al
Apapec: Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHuns

Homep nuueH3um Ha npousBopcTBo: DE_BE_01_MIA_2025_0008
Homep ceptudmukara coorserctBusa GMP: DE_BE_01_GMP_2025_0016

YnakoBwuk/dacoBLUK

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - bepnux-Xemun Al
Appec: Muxukep Ber 125, 12489 bepnuH, NepmaHuns

Homep nuueH3um Ha npousBopacTBo: DE_BE_01_MIA_2025_0008
Homep cepTtudukara coorBercteuss GMP: DE_BE_01_GMP_2025_0015

Bblgaya paspeleHusi Ha BbiNyck

HaumeHoBaHue npoussogutens: Berlin-Chemie AG - bepnuH-Xemun Al
Appec: Mmuxukep Ber 125, 12489 bepnuH, Nepmanus

Homep nuueH3um Ha npousBopgcTBo: DE_BE_01_MIA_2025_0008
Homep cepTtudukara coorsercteuss GMP: DE_BE_01_GMP_2025_0015

Homep npo6bl B LIMS: 167101 Ctpanuua: 2 u3 4



M BERLIN-CHEMIE
MENARINI

CepTtudukar ananusa / CeptucdpmkaTt cooTBeTCTBUSA

Moka3saTenb Cneumdrmkauus PesynbTaTtbl YacTtoTa

UCNbITaHUN

OnucaHue 6enble unu noyTn Genble ¢ KeNToBaThbIM COOTBETCTBYET
OTTEHKOM, KpYrnble, crerka
BbINyknble TAabneTkn, C puckoi Ans AenexHus
Ha OAHOW CTOpPOHE
MoanuHHocTb (BIXX)
J1eBOTMPOKCUH HaTpust Bpems YAep>KMBaHUA OCHOBHOIO Nuka Ha NONOXUTENBHO

XpOMaTorpaMmme WUCMbITYyeMoro

pacTBopa AOJKHO COOTBETCTBOBAThL
BPEMEHN

YAEPXKUBAHUS OCHOBHOTO MiKa Ha
XpoMaTorpamme CTaHAapTHOro pacTeopa

NEeBOTUPOKCUHA
LincrenHa rugpoxnopuga Ha XpomaTorpamme UCMbITyeMOoro NONMOXUTENBHO
MOHoruapar pacTBopa AOSMKEH NPUCYTCTBOBATL MUK

COOTBETCTBYIOLLMI N0 BPEMEHU
YAEPXKUBAHNS OCHOBHOMY MUKy Ha
XpomaTtorpamme

CTaHzapTHoro pacreopa L-uncrenna
ruapoxsiopuaa MoHoruapara

PacTBopeHue
JleBOTUPOKCUH-HATPUI He mexee 75 % (Q) neBoTUpoOKCUHA COOTBETCTBYET
HaTpUA OT 3aABMNEHHOrO COAEPXKaAHUS
yepes 30 MUH
CpeaHee 3HaveHue 93 %
MNHavBuayanbHblie 3HaYeHUs 959393919392 %
OcTaTtoy4Has BNaXHOCTb He Gonee 10 % 7%
PoacrBeHHbIe npumecu (BIXKX)
TINOTUPOHUH He 6onee 1.0 % <0,1 %
(npumecsk A)
3,3',5,5'- TeTpaiioaTUpOyKCycHas He 6onee 0.5 % <0,1 %
kucnota (npumech D)
3,3',5,5'-TeTpanogTupomypaBbuHas  He Gonee 0.5 % <0,1 %
kucnota (npumecs H)
nobas eguHNYHan He Bonee 0.5 % <0,1 %
HenaeHTUULMPOBaHHAsA NPUMECh
Cymma Bcex npumeceii He 6onee 2.0 % <0,1 %
OpHopOAHOCTL AO03UPOBAHMUSA napameTp npuemnemoctu Ansa 10 eguHuy COOTBETCTBYET

fo3upoBanusa < 15.0; napameTp
npuemnemocTu Ans 30 eanHuy
Ao3upoBaHns < 15.0 u HX 0gHA U3 OTAENbHBIX
eANHNL f03npoBaHus He meHee 0.75M
n He Gonee 1.25M
MapameTp npuemnemocTy, ! 41
JleBOTUpPOKCUH-HaTPUIA .

Homep npobsl B LIMS: 167101 CrtpaHuua: 3 us 4



Moka3arenb

KonuyectBeHHoe
onpeaenexue (B3XKX)
JleBOTUPOKCUH-HaTPUi

KonuyectBeHHOE
onpeaenexue (B3XX)
LincrenHa rugpoxnopuaa
MOHOruapaT

Mukpo6uonoruyeckas
yucrora

O6Lee Yncno aspobHbIX

MUKPOOPraHu3mMoB
Mukpo6uonoruyeckas
yucrora

O6Lee YnCcno APoXOKEBBIX U

nnecHesbIx rpubos
MukpoGuonoruyeckas
yucrtoTa

Escherichia coli
MoanuHHocTb (Y®-cnekTpod
oTOMETpUs)

JleBOTUPOKCUH HATpUsA

MosicHeHue reHeanoruu:

M BERLIN-CHEMIE
MENARINI

CepTtudmkar aHanu3sa / Ceptucpukar cooTBeTCTBUA

Cneuundukaums Pe3ynbTaTthbl
95 % - 105 % NeBOTUPOKCUHA HaTPUA B 101 %
TabneTke OT 3asiBNIEHHOro

coaepxxaHus

He MmeHee 1 % OT 3asBNeHHOro 12%
Konuyectsa

He Gonee 10"3 KOEB 1T <10 KOE/r

He Gonee 102 KOEB 1T <10 KOE/r
oTcyTcTBME B 1T COOTBETCTBYET
CNeKTpbl MOrNOLLEeHNS UCNBITYEMOro NoNoXUTENbHO

pacTBopa U CTaHAapTHOro pacTeopa B
obnactu AnuH BonH oT 250 Hm o 450
HM A OJIKHbI COOTBETCTBOBAThL ApYr
APYrY 1 UMETb MakCUMyM MOrMOLLEHUS
npv ANMHE BOMHbI 326 + 2 HM

API:  AkTuBHas chapmaueBTuyeckas cybcraHums

SF: Bbank-npoaykt

YacToTta

UCNbITaHUN

CepTudumkart: S, HaCTOALMM 3aBEPSII0, YTO MHOPMALMS, U3NOKEHHAS BbiLLIE, IBNSETCA TOYHOW U fOCTOBEpHOIA. Mpouecc

NpoM3BOACTBA AAHHOMN Cepun NPoayKTa, BKIoYasi yNnakoBKy/MapKMpOBKY 1 KOHTPOMb Ka4ecTsa, Obin OCyLLEeCTBMNEH B
MOMTHOM COOTBETCTBUU C TpebosaHusimu GMP, yTBepXAEeHHBIMY MECTHBIMW KOHTPOMMUPYIOLLMMU opraHamu, u

cneumduKaLMsIM1 PErMCTPaLIMOHHOTO YA0CTOBEPEHUSI UMMOPTUPYIOLLIEN CTPaHbI, Ui TpeboBaHuaMM cneumdukalmm Ans
NPOAYyKTOB, NpeAHa3Ha4eHHbIX ANst uccneaosaHuin. OTYETbl O MPOU3BOACTBE, YNAKOBKE M aHanMTUYECKUX UCTIbITAHNSAX
cepuy BbINv NpoaHanu3aMpoBaHbl U NpU3HaHbI yA0BNETBOpPSOWMMI cTaHaapTam GMP.

BblleykaszaHHas cepust oTBeyaeT TpeGoBaHNsIM HOPMATUBHO JOKYMEHTaLMN.

®duHanbHbIN cTatyc: OaobpeH AN Bbinycka Ha PbIHOK

YnonHoMo4eHHoe nuuo

20/03/2026

Homep npo6el B LIMS: 167101

Dr. Noréert

[l

o}

-
«Qa

Ctpanvua: 4 u3s 4




M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-61502A

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): 61502A

O0beM cepun(mapTun) 154 368

Jlata npousBoacTBa 01.2026

l'onen o 01.2029

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)-070725
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
CPEJICTB...»;

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

.v/>

JapuHI) [ — == Coxonos B . 15.05.2026
(monmuck) (mata)

I P

Josepen; B/
Ne 6/u o1 U2

000 “BepnuH-Xemu\\zMe
HOpuaounydeckuin agpec: PQECH
MoyToebi agpec: Poccusind2
TenedpoH: +7 (495) 785-01

#lockea, NpecHeHckas HabepexHas, 4. 10
gZkBa, [pecHeHckan HabepexHasn, a. 10
(495) 785-01-01, e-mail: info@b-c.ru


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


