M BERLIN-CHEMIE

MENARINI

Ceptudmkar aHanusa / Ceptucukat cooTBeTCTBUA

MpoaykT:

[o3upoBka:

KonuyectBO B ynakoBke:
MepBUYHaA ynaKkoBKa:
BHyTpeHHUM KOA npoaykTa:
Ne cepuu:

O61bem cepum (KONUYECTBO
ynaKoBOK):

[aTta usrotoBneHus:

[aTta aHanu3a:
CTtpaHa-umnoprep:
HaumeHoBaHue
npousBoauTens:

Homep perucTpaumoHHoro
YyAOCTOBEpeHus:

HopMaTuBHas fOKyMeHTauums:

Homep npobeil B LIMS: 145881

L-Tupokcux 100 Bepnun-Xemu

100 mkr lNekapcTBeHHasa dopma:
100 (4x25) EauHuua konuyecTtsa:
Gnucrep

F158842

53551A Homep aHanu3sa:

38880 yn. YcnoBus xpaHeHust:
07/2025 FlopeH po:

13/11/2025 [arta Bbinycka cepum:
Poccus CTtpaHa Bbinycka cepuu:

BepnuH-Xemu Al
JIM-Ne(006025)-(PT-RU)

JIMN-Ne(006025)-(Pr-RU)-260624

Crtpanuua: 1 us 4

TabneTku
L.

145881

npu Temnepartype He
Bbilwe 30 °C

07/2028
13/11/2025

"'epmaHus



BERLIN-CHEMIE
MENARINI

Ceptudukart aHanusa / Ceptucukat cCooTBeTCTBUA

APl HaumeHoBaHue: JIeBOTUPOKCUH HaTpuUS
APl Undopmauusn o npoussogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany

APl Homep cepum npousBogutens: 21759PHM

MpousBoguTenu:
MpousBoguTeEsib FOTOBOW JiekapCTBEHHOW (POPMbI

HaumeHoBaHue npousBoautens: Berlin-Chemie AG - bepnuH-Xemun Al

Anpec: Temnenbxodep Ber 83, 12347 BepnuH, l'epmaHus
Homep nuueH3un Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudpmkara coorsercreusa GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/cacoBuwuk

HaumeHnoBaHue npousBogutens: Berlin-Chemie AG - bepnun-Xemu Al

Anpec: muHukep Ber 125, 12489 bepnuH, NepmaHus
Homep nuueH3un Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBetcTBua GMP: DE_BE_01_GMP_2025_0015

Bblaaya paspelieHuns Ha BbiNMyck

HaumeHoBaHue npousBoauTens: Berlin-Chemie AG - bepnui-Xemun Al
Agnpec: MuHukep Ber 125, 12489 bepnuH, NepmaHus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep cepTudukara coorBetcTBusas GMP: DE_BE_01_GMP_2025_0015

Homep npo6ei B LIMS: 145881 CTtpaHuua: 2 13 4



BERLIN-CHEMIE
MENARINI

Ceptudmkart aHanusa / CeptucpmukaTt cooTBeTCTBUSA

MNoka3atenb Cneuundukauyms Pe3ynbTaTthbl

Onucanue 6enble unu NoYTn Genbie C XXenToBaTbim COOTBETCTBYET
OTTEHKOM, Kpyrnble, crerka
BbIMyKrble TabneTkn, C pUucko AN AeneHns
Ha OAHOI CTOpPOHE
MoanuHHoCcTL (BIXKX)
JleBOTUPOKCUH HaTpuUs BpeMs YAEpPXXMBaAHUA OCHOBHOrO nuka Ha NONOXUTENbHO

XpoMaTtorpamMmMe UCMbITYEMOro

pacTBopa A0/IKHO COOTBETCTBOBATh
BpeMeHU

YAEPXKUBAHUS OCHOBHOTO MuKa Ha
XpomaTorpaMme CTaHAapTHOro pacTeopa

NeBOTUPOKCUHA
Liucrenna rugpoxnopuga Ha XpoMaTorpaMmme UCMbITYeMoro NONOXUTENBHO
MoHoruapar pacTBopa JOMMKEeH NPUCYTCTBOBATL MUK

COOTBETCTBYIOLLWIA NO BPEMEHU
YAEPXKUBAHWUS OCHOBHOMY MUKy Ha
XpomartorpaMmme

CTaHAapTHoro pacteopa L-uncrenHa
rMAPOXIIOpUAa MOHOruapara

PacTtBopeHue
JleBOTUPOKCUH-HaTPUI He menee 75 % (Q) neBoTUpPOKCUHA COOTBETCTBYET
HaTpus OT 3asABNEHHOMO COAEPXKaHUSA
yepes 30 MuH
CpegHee 3HauyeHue 93 %
WHanenayanbHbie 3Ha4YeHust 93 91 93 96 92 94
OcTaToyHasi BNaXHOCTb He 6onee 10 % 9 %

PoacrteeHHble npumecu (B3 XKX)

TNINOTUPOHUH He Gonee 1.0 % <0,1 %

(npumecsb A)

3,3',5,5'- TeTpanog TupoyKcycHas He Gonee 0.5 % <0,1 %

kucnota (npumeck D)

3,3',5,5"-TeTpaitogTpomypaBbmHas  He Gonee 0.5 % <0,1 %

kucnota (npumeck H)

niobas eguHuYHas He Bonee 0.5 % <0,1 %

HeuaeHTMULMPOBaHHaA NPUMECh

CyMma Bcex npumecei He 6onee 2.0 % <0,1 %
OAHOPOAHOCTL A03UPOBaHUSA napameTp npuemnemoctu 4ns 10 eanHuy, COOTBETCTBYET

fo3upoeaHusa < 15.0; napameTp
npuemnemocTtun ansa 30 egnHuy,

Ao3npoBaHna < 15.0 1 HU OfHA U3 OTAENbHbIX
€ANHUL f03UpoBaHna He meHee 0.75M

n He Bonee 1.25M

MapameTp npuemnemocTu, 3.8
JleBOTUPOKCUH-HaTPUI

KonuyectBeHHOe

onpeaenexune (BAXX)
J1eBOTUPOKCUH-HATPWiA 95 % - 105 % neBOTUPOKCUHA HATPUSA B 99 %

TabneTke OT 3aSBNEHHOrO cojepxaHuna

Homep npo6el B LIMS: 145881 Ctpanuua: 3 us 4

%

YacroTta

UCNbITaHUA



BERLIN-CHEMIE
MENARINI

Ceptudumkart aHanusa / Ceptucpukat COOTBETCTBUA

MokasaTtenb

KonuuyectBeHHOe
onpeaeneHue (B3XX)
LincrenHa rugpoxnopuaa
MOHoOrmgpaTkonu4ecTsa

Mukpo6uonoruyeckas

yucroTta

O6Lee Yncno aspobHbIX

MUKPOOPraHn3mos
Mukpo6uonoruyeckas
yucrtoTa

O6Lee Yncno ApoXoKEBbIX U

nnecHeBbix rpmbos
Mukpo6uonoruyeckas
yucrora

Escherichia coli
MoanuHHocTb (Y®P-cnekTpod
oTOMEeTpUS)

JleBOTMPOKCUH HaTpus

[NosicHeHWe reHeanoruu:

Cneuundukauus Pe3synbTathbl
He meHee 1 % OT 3aABNeHHOro 22 %

He Gonee 10"3 KOEB 11 10 KOE/r

He Bonee 102 KOEB 1T <10 KOE/r
otcyTctBue B 1r CoOTBETCTBYET
CMEKTPbI MOTMOLLEHNUS UCMLITYEMOro NOMOXUTENbHO

pacTBopa W CTaHAapTHOro pacTeopa B
obnacTu AnuH BonH oT 250 Hm A0 450
HM L O/KHbI COOTBETCTBOBATbL APYr
APYry 1 UMETb MaKCUMyM MOrNOLLEHNUs
npu AnNUHe BOmnHbl 326 + 2 HM

APIl:  AkTuBHas capmaveBTuyeckasi cybcraHums

SF: Bbank-npoayKkr

Ynakoska: B cCOOTBETCTBUM C YyTBEPKAEHHBIMWU MaKeTaMM YrakoBKU.
MapkupoBska: B cootseTcTBuM ¢ AevictBytowmm H, cm. pasgen 1.3.2 Moaynsa 1 peructpauyoHHoro Jocke.

YacToTa
UcnbiTaHun

CepTudukat: A, HACTOALLMM 3aBEPSII0, YTO HOPMALIMS, U3NTOXKEHHAs Bbillie, ABMAETCA TOYHOI 1 fJocToBepHOM. NpoLiecc

MPOW3BOACTBA AAHHON CepuM NPOAYKTA, BKITIOYAs YNakoBKy/MapKUpOBKY U KOHTPOMb KauecTsa, Obisl OCyLLEeCTBIEH B

MOMHOM coOoTBeTCTBUM C TpebosaHnsmn GMP, yTBEpXXAEHHLIMWU MECTHBIMU KOHTPONUPYIOLLMMUW OpraHamu, n
cneumuKaLMaMN PETMCTPALMOHHOTO YAO0CTOBEPEHUS UMMOPTUPYIOLLEN CTPaHbI, Uik TpeboBaHuaMY cneumdukaummn Ans
NPOAYKTOB, NPeAHa3Ha4YeHHbIX Ans uccneposannii. OTHeTbl O NPOU3BOACTBE, YNAKOBKE U aHANUTUHECKNX NCTIbITAHNAX

cepum BbINM NpoaHanuanpoBaHbl U NPU3HaHbLI yA0BNeTBOpsALWMMY cTaHgapTam GMP.

BbILUSYKGSQHHaﬂ cepua oTBeyaeT TpeGOBaHVIﬂM HOpMaTI/IBHOVI AOOKyMeHTauun.

®uHanbHbIN cTtaTtyc: OfobpeH Ans Bbirycka Ha PbIHOK

YnonHomMo4yeRndoe nuuo

Homep npo6bl B LIMS: 145881

77 Q\
%, RS ARE RC:
2725 . gax 9227
CtpaHuua: 4 n3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53551A

ToproBoe HaMMEHOBaHUE L-Tupokcun 100 bepaun-Xemu
MC)KIIYHapO[[HOe HEIMMAaTCHTOBAHHOC HAMMCHOBAHUEC .HGBOTI/IPOKCI/IH HaTpusia
(TpynmupOBOYHOE WIIH XMMHUYECKOE)

JlekapcTBenHas dhopma Ta0JICTKH

Jo3upoBka 100 mkr

®dopma BhITTyCKa 25 ., 6aucTtepsl (4 mT.), KOHTypHas

SIYEUKOBAas yIIaKOBKa,
IayKa KapTOHHAas

Howmep cepuu (maptun): 53551A

O0bem cepun(mapTun) 38 880

JlaTta mpou3BocTBa 07.2025

I'onen no 07.2028

HaumenoBanue wu  azgpec mnpousBoautens  (C poussoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

Ynakomuk/pacoBuuk

(B IEPBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Brinyckawimmii KOHTPOJIb Ka4ecTBa —

bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u nata peructpaniioHHOTO yI0CTOBEPECHHS JITT-Ne(006025)-(PI'-RU) ot 26.06.2024
Howmep u nara HOpMaTUBHOM TOKYMEHTALMKU JITI-Ne(006025)-(PI'-RU)-260624
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KAAET:

-TaHHBIA JIEKAPCTBEHHBIA Tpemnapar cooTBeTcTBYeT 61-D3 «OO6 oOpalieHuu JIeKapCTBEHHBIX
CPEJICTB...»;
-cepusi JIEKApCTBEHHOTO IMpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIPU €ro

Lo RaNCTBEHHON pEerucTpanun
, Qxam’crg&#

7/ 4, Pysanora T.B.  11.03.2026
(Hf)ﬂumc/ (mata)

<

000 “BepnuH-Xemu/A. MeHapuHu”

HOpuaounyeckunia agpec: Poceus, 123317, . Mockea, NpecHeHckana HabepexHas, . 10
lMo4ToBbin agpec: Poccua, 123317, . Mockea, MNpecHeHckaa HabepexHas, a. 10
TenedgoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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