M BERLIN-CHEMIE
MENARINI

CepTtudhukar aHanusa / Ceptudukar coorBeTCcTBUA

Mpoaykr:

[o3upoBka:

KonuyectBo B ynakoBke:
lNMepBuUYHas ynakoBka:
BHyTpeHHMI KOA npoaykTa:
Ne cepuwu:

O6bem cepuu (KONU4YeCcTBO
YyNaKoBOK):

[aTa u3rotoBreHus:

[aTta aHanu3a:
CtpaHa-umnoprep:
HanmeHoBaHue
npousBoAuTEns:

Homep perncTpaumoHHoro
yAOCTOBEPEeHUs:

HopmatuBHas AOKYMEeHTaUuun:

Homep npo6el B LIMS: 173109

L-TupokcuH 150 BepnnH-Xemu

150 mxkr NexkapcTBeHHas ¢popma:
100 (4x25) EavHuua konuyecrtsa:
onuctep

F164311

61504A Homep aHanu3sa:

24600 yn. YcnoBusa xpaHeHuA:
01/2026 FopeH po:

30/04/2026 [ara Bbinycka cepum:
Poccus CrtpaHa Bbinycka cepum:

BepnuH-Xemun Al
JIM-Ne(006040)-(PIr-RU)

NM-Ne(006040)-(PT-RU)-070725

Ctpanuua: 1 u3 5

TabneTku
LuT.

173109

npu Temneparype He
Bbiwe 30 °C

01/2029
30/04/2026

FepmaHus



BERLIN-CHEMIE
MENARINI

Ceptudomkar aHanu3sa / Ceptudmukar CooTBeTCTBUA

APl HaumeHoBaHue: J1eBOTUPOKCUH HATpUs
APl Undopmanusa o npousBogurtene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
API Homep cepumn npoussogutensa: 21831PHM

MpousBoauTenu:

MpousBoauTenb roTOBOW JieKapCTBEHHOW (hOPMbI

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 bepnuH, MepmaHus

Homep nuueH3umn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercrBusa GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/cpacoBLmnK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - BepnuH-Xemu Al

Appec: muHukep Ber 125, 12489 BepnuH, NepmaHus
Homep nuueH3uu Ha npousBogcTeo: DE_BE_01_MIA_2025_0008

Homep cepTudukara coorBercTBus GMP: DE_BE_01_GMP_2025_0015
Bbigaua pa3spelueHus Ha BbinyCK

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnui-Xemu Al

Appec: muHukep Ber 125, 12489 bepnuH, NepmaHus
Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorBetrcrBus GMP: DE_BE_01_GMP_2025_0015

Homep npobei B LIMS: 173109 CtpaHuuya: 2 us 5
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WENAR!

CepTtudukar aHanusa / Ceptudukar coorBeTCTBUSA

MokasaTenb Cneuudukauus PesynbTaTthbl YactoTa

UcnbiTaHUN
Onucaxue 6enble nnu noyTn Bernble ¢ XenToBaTbIM COOTBETCTBYET
OTTEHKOM, KpYrnble, crnerka
BbINyKIble TabNeTkn, C puckoii ANs AeneHns
Ha OAHOW CTOpPOHE
NoanuHHocTb (B3XX)

J1eBOTUPOKCUH HaTpus BPEMS yAEPXKNBaHISi OCHOBHOTO Miika Ha MOMOXNTENBHO

XpoMaTtorpaMmme UCrbITYeMOoro

pacTBopa A0KHO COOTBETCTBOBATh
BPEMEH!

YLEPXUBaAHUSI OCHOBHOIO NUKa Ha
XpomaTtorpaMmme CTaH4apTHOro pacTeopa

NEeBOTUPOKCUHA
LiucrenHa rugpoxnopuga Ha XpoMaTorpamme UCMbITYyEMOro NONOXUTENBHO
MoHorugpaT pacTBopa AOJKEH NPUCYTCTBOBATL MUK

COOTBETCTBYIOLLMI N0 BPEMEHM
YAEPXKUBAHUS OCHOBHOMY MUKy Ha
XpomaTtorpamme

cTaHgapTHoro pacreopa L-uncrenHa
rMAPOXSIOpPUAA MOHOrMApaTa

PacTtBopeHue
J1eBOTUPOKCUH-HATPWIA He menee 75 % (Q) neBoTMpoOKCUHA COOTBETCTBYET
HaTpUsA OT 3asABMNEHHOrO COAEPXaHus
yepes 30 MuH
CpeaHee 3HayeHune 97 %
MHguBuayanbHbie 3Ha4YeHNs 97 97 96 97 97 96 %
CopepxaHue BoAbl He 6onee 10 % 7%
Mpumecwu (BIXX)
JNINOTUPOHUH He 6onee 1.0 % <01%
(npumeck A)
3,3',5,5'- TeTpaiiogTupoykcycHas He G6onee 0.5 % <0.1%
kucnota (npumeckb D)
3,3',5,5'-TeTpannoaTpomypaBbuHas  He Gonee 0.5 % <0.1%
kucnota (npumeck H)
nio6as egnHnyHas He Bonee 0.5 % 0.2%
HenaeHTUduLMpoBaHHas NpuMech
Cymma BCex npumecei He Gonee 3.0 % 0.2%
OpaHOpOAHOCTL eAnHUL, napametp npuemnemocti Ana 10 eanHuy, COOTBETCTBYET
AO3UpOBaHUA posuposanus < 15.0; napameTtp

npuemnemoctu ans 30 eguHuy
fo3npoBaHua < 15.0 v HM ofHA U3 OTAENbHbIX
eANHULY A03npoBaHua He meHee 0.75M
n He Gonee 1.25M
MapameTp npuemnemocTyu, 3.7
J1eBOTUPOKCUH-HATPWA

Homep npo6ei B LIMS: 173109 Ctpanunua: 3 u3 5
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CepTtudukart aHanusa / Ceptucgpukar coorBeTcTBUA

Moka3atenb

KonuuyectBeHHOe
onpegenexnue (BAXX)
JleBOTUPOKCUH-HATPWIA

KonuyectBeHHOE

onpeaeneHue (BAXX)
Lincrenna rugpoxnopuga
MoHoruapat

Mukpo6uonoruyeckas
yucrora

O6Lee uncno aapobHbIx

MUKPOOPraHu3mMoB
MukpoGuonornyeckas
yucrorta

O6Lee Yncno ApodoKEBbLIX U

nnecHeBbix rpubos
Mukpobuonoruyeckas
yucrora

Escherichia coli
MoanuHHocTb (Y®-cnekTpo
coTomeTpus)

JleBOTUPOKCUH HaTpus

Homep npo6el B LIMS: 173109

Cneumdunkauus

95 % - 105 % neBOTUPOKCHHA HATPUA B

TabneTke OT 3asBNEHHOro
copepxaHus

He meHee 1 % OT 3asiBNeHHoro
KonuyecTea

He Gonee 10"3 KOEB 1T

He Gonee 10"2 KOEB 11

otcytctBME B 11

CMeKTPb! NOrnoLweHna ncnbityemoro

pacTBopa 1 CTaHAapTHOro pacTeopa B
obnactu A4nuH BonH oT 250 HM o 450
HM A40SKHbI COOTBETCTBOBATbL APYr
LPYry 1 UMETb MakCUMyM MOrfIoLEHNs
npu ANMHE BOMHbI 326 2 HM

CtpaHuua: 4 us 5

Pe3ynbTaTthbl

100 %

34 %

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

NONOXNTENTbHO

YacToTa
UCMNbITaHUMN
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Ceptudmkar anHanusa / Ceptucdpukar cooTBeTCTBUSA

NosicHeHue reHeanoruu:
APl AkTuBHas hapmauesTuyeckas cybcTaHums
SF: bBank-npogykr

YnakoBka: B cOOTBETCTBUN C yTBEPKAEHHLIMU MaKeTamu ynakoBKu.
Mapkuposka: B cootBeTcTBUM ¢ genctaytowmm HL, cm. pasgen 1.3.2 Moaynsi 1 peructpaunoHHOro 4oche.

CepTtudomkat: f, HacToALWMM 3aBepsito, YTO MHOPMaLIMS, U3NIOKEHHas BbILLE, SIBIISIETCS TOYHOM U AocToBepHO. Mpouecc
Npou3BOACTBA JaHHOW Cepun NpoAyKTa, BKNOYAs YNakoBKy/MapKUpPOBKY 1 KOHTPOSb KayecTsa, Obin OCyLLECTBNEH B
MOSIHOM COOTBETCTBUM C TpebosaHusaMu GMP, yTBepXAEHHBIMU MECTHBIMU KOHTPOSMPYIOLLMMU OpraHamu, 1
cneumurKaumsMm permcTpaLnMoHHOro yAo0CToOBEPEHUS UMNOPTUPYIOLLEN CTpaHbl, unu TpeboBaHusiMu cneumdmkaumm ans
NpoAyKTOB, NpeAHasHa4YeHHbIX AnsA nccrnegosaHnii. OTyeTbl O NPOM3BOACTBE, YNAKOBKE W aHANUTUYECKUX UCTbITAHUAX
cepuu BNy NpoaHanua3vpoBaHbl U NPU3HaHbl ya0BNeTBOpsoWMMY ctaHaapTam GMP.

BbIIJJGYKaCiaHHaFl cepua oTeevaeT Tpe6OBaHMF!M HOPMaTMBHOW AOKyMeHTalun.

®uHanbHbIN cTaTyc: OfobpeH Ans Bbinycka Ha PbIHOK

YnonHomMoueHHoe nuuo
30/04/2026 Nr Ri

Inffrann

il

Homep npo6si B LIMS: 173109 CtpaHuuya: 5us 5



M OO0O bepnnH-Xemn/A. MeHapmHmn
MOATBEPXKJIEHUE COOTBETCTBUS

Ne TIC-61504A

ToproBoe HaMMEHOBaHUE L-Tupoxcun 150 bepaun-Xemu
MC)KIIYHapO[[HOG HEIMMaTCHTOBAHHOC HAMMCHOBAHUEC .HCBOTI/IpOKCI/IH HaTpusa
(TpynmupOBOYHOE HIJIH XMMHUYECKOE)

JlexapcTBenHas hopma TaOJICTKH

Jo3upoBka 150 mkr

®dopma BhITTyCKa 25 mT., 6aucTepsl (4 MT.), KOHTypHAs

SYEUKOBAasl YIIAKOBKA,
na4yka KapTOHHasi

Howmep cepuu (naprun): 61504A

O06Bem cepun(mapTun) 24 600

JlaTa npousBojacTBa 01.2026

I'onen no 01.2029

HaumenoBanme wu  agpec  mpousBoautens (¢ IMpoussoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) 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)
Howmep u mata perucTpaniioHHOTO yI0CTOBEPECHHS JITT-Ne(006040)-(PI'-RU) ot 27.06.2024
Howmep u nata HOpMaTUBHOM JOKYMEHTAIIMHU JITT-Ne(006040)-(PT-RU)-070725
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KIAeT:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTBYeT 61-P3 «OO6 obpalieHuH JeKapCTBEHHBIX
CPEICTB...»;

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

000 «BEpinn- XeMI/I/A; 1y > (= “Coxomnos B. . 23.06.2026
(HOI[HI/ICB) (nara)

9%

01 2034 01ens) o

000 “BepnuH-Xemu/N Me
Opuauyeckuin agpec:
lMNMoyToBbLIV agpec: F’occmn Ockea, ﬂpeCHEchan HabepexHas, Aa. 10
TenedpoH: +7 (495) 785-01- 00 paKc: +7 (495) 785-01-01, e-mail: info@b-c.ru


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


