BERLIN-CHEMIE
MENARINI

Ceptudukar aHanusa / Ceptudukar coorBeTcTBUSA

MpoaykT:

Ho3upoBka:

KonuuyectBO B ynakoBke:
lNMepBuYHasa ynakoBka:
BHyTpeHHUM KO npoaykTa:
Ne cepuu:

O6bem cepuu (konuuyecTBo
ynaKoBOK):

[arta usrotoBneHms:

[Darta aHanu3a:
CrtpaHa-umnopTrep:
HaumeHoBaHue
Nnpou3BOAUTENA:

Homep perucTpaumoHHoro
yAOCTOBEpEeHuUs:

HopmaTuBHas AOKyMeHTauus:

Homep npobbl B LIMS: 172498

L-Tupokcun 100 BepnuH-Xemn

100 mkr INekapcTBeHHas popma:
100 (4x25) EauHuua konuyectBa:
Gnucrep

F164309

61505A Homep aHanu3sa:

38400 yn. YcnoBus xpaHeHus:
01/2026 lopeH po:

30/04/2026 [arta BbInycka cepuu:
Poccus CTtpaHa Bbinycka cepuu:

BepnunH-Xemn Al
JIM-Ne(006025)-(PIr-RU)

NM-Ne(006025)-(PT-RU)-030725

Ctpanuua: 1 us 5

TabneTku
LT,

172498

npu TemnepaTtype He
Bbie 30 °C

01/2029
30/04/2026

lepmaHus



BERLIN-CHEMIE
MENARINI

Ceptudmkar aHanusa / Ceptucdukar cooTrBeTCTBUA

APl HaumeHoBaHue: JIeBOTUPOKCUH HaTpuUs
API Undopmauus o npoussogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepumn npousBogutena: 21831PHM

SF HaumeHoBaHue: N/A
SF Undpopmaumsa o npousBoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmanus
SF Homep cepuu npousBoaurtens: 61505

MpousBoauTenu:
MNMpousBoauTeNnb rOTOBOW NekapcTBeHHOMW hopMbl

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: Temnenbxodep Ber 83, 12347 BepnuH, NepmaHus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptucpukara coorBercteua GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/pacoBlmK

HaumeHoBaHue npousBoguTens: Berlin-Chemie AG - Bepnun-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, Nepmarus

Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudpmkara coorBercteua GMP: DE_BE_01_GMP_2025_0015

Bbipgaya pa3pelieHusi Ha BbiNyCckK

HaumeHoBaHue npousBoguTens: Berlin-Chemie AG - Bepnui-Xemu Al

Appec: MnuHukep Ber 125, 12489 BepnuH, MNepmanus
Homep nuueH3uu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorsercreusa GMP: DE_BE_01_GMP_2025_0015

Homep npo6el B LIMS: 172498 Crtpanuua: 2 u3 5



CepTtudukar aHanusa / Ceptucdukar cooTBeTCTBUSA

MokasaTenb

OnucaHue

MoanuHHocTb (BAXX)
J1eBOTUPOKCUH HaTpUs

LiuctenHa rugpoxnopuga
MOHoruapat

PacTBopeHue

JleBOTUPOKCUH-HaTpUi

CpeaHee 3HaueHue
MHauBuayanbHble 3HaYeHus
OcTaTo4Hasi BNaXHOCTb

PoacTteeHHble npuMecu (BIXKX)

FNINOTUPOHUH

(npumecs A)

3,3',5,5'- TeTpaiioATUPOYKCYCHas
kucnota (npumecs D)
3,3',5,5-TeTpanoaTupomypaBbiHas
kucrnota (npumeck H)

nbas eguHnYHas
HeUAEHTUPULMPOBaHHAS NpUMeCh
Cymma Bcex npumecen

OpaHopoaHoCTh A03npoBaHua

MapameTp npuemnemocTy,
JleBOTUPOKCUH-HATPWIA

Homep npo6el B LIMS: 172498

Cneuudukaumsa

6enble unu nouTy Gensie ¢ KenTosaThbiM
OTTEHKOM, Kpyrnble, crierka
BbINyknble TabBneTku, C puckoi Ans AeneHus

Ha OAHOI CTOPOHE

BpemMA yaepXXnsaHusa OCHOBHOMO nuka Ha

XpomaTtorpamme UCnbITyemMoro
pacTeopa AO0SIKHO COOTBETCTBOBATbL

BpemMeHun

YAEPXUBAHUA OCHOBHOMO NiKa Ha
XpomaTorpamme CTaHAapTHOro pacTeopa

NeBOTUPOKCUHA

Ha xpomarorpamme WUCMbITYEMOro
pacTBopa J,0/KeH NPUCYTCTBOBaTb MUK
COOTBETCTBYIOLLWIA MO BPEMEHM
YAEPXNBaHNSE OCHOBHOMY MUKY Ha

Xpomarorpamme

cTaHpapTHoro pactsopa L-uucreuHa
rMAPOXIIOpUAA MOHOrUApaTa

He menee 75 % (Q) neBoTupokcuHa

HaTpuA OT 3aABJSIEHHOrO coAepXXaHusa

yepes 30 MuH

He Gonee 10 %

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

He 6onee 0.5 %

He 6onee 3.0 %

napameTp npuemnemoctu Ansa 10 eguHny

fo3upoBaHusa < 15.0; napameTtp
npuemnemocTtu Ana 30 e4nHUL,

fo3upoBaHus < 15.0 n HM OfHA U3 OTAENbHbLIX
einHNL, A03npoBaHus He meHee 0.75M

n He 6onee 1.25M

CtpaHuua: 3 u3 5

BERLIN-CHEMIE
MENARINI

Pe3ynbTatbl

COOTBETCTBYET

MNONOXUTENbHO

NONOXUTENbHO

COOTBETCTBYET

94 %
98 91 97 92 93 95 %
8 %

<0,1%
<0,1%
<0,1 %
0,2 %

0.2 %

COOTBETCTBYET

2.8

YacToTa

UCNbITaHUN



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudukar cooTBeTCTBUA

Moka3saTenb

KonuyectseHHOe
onpeaeneHue (B3XX)
JleBOTUPOKCUH-HATPWiA

KonuuyectBeHHOe
onpepenexue (BAXX)

LincrenHa rugpoxnopuaa

MOHOrUApaT
Mukpo6uonoruyeckas
yucrtoTa

O6Lee uncno aapobHbIX

MUKPOOPraHU3mMoB
Mukpobuonoruyeckas
yucrora

O6bLLEee YNCNO APOXOKEBLIX 1

nnecHesbIX rpnbos
Mukpo6uonoruyeckas
yucrtoTa

Escherichia coli
MoanuHHoCcTb (Y®P-cnekTpo
coTomeTpun)

J1eBOTMPOKCUH HaTpUs

Homep npo6bl B LIMS: 172498

Cneuundukauums

95 % - 105 % neBoTUPOKCMHA HATPUsA B
TabrneTke OT 3asBNEHHOrO
coaepxaHus

He meHee 1 % OT 3asBMNeHHOro
KonuyecTtsa

He Gonee 10"3 KOEB 1T

He 6onee 10"2 KOEB 11

otcytctBue B 1r

CrMeKTpbl NOrMOLEHNSA UCTBITYEMOro
pacTeopa ¥ CTaHAapTHOro pacTeopa B
obnacTtu AnuH BonH oT 250 HM Ao 450
HM A,0S1KHbl COOTBETCTBOBATbL Apyr
LPYry N UMETb MaKCUMYM MOrMOLLEHNs!
npu ANHE BOIHbI 326 + 2 HM

CtpaHuua: 4 u3 5

Pe3ynbTtaThbl

100 %

23 %

<10 KOE/r

<10 KOE/r

COOTBETCTBYET

MONOXUTENbHO

YacToTa
UcnbiTaHUN



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptucdunkar coorBeTCcTBUA

MosicHeHue reHeanorunu:
APIl:  AkTuBHas dapmaueBTuyeckas cybcTaHums
SF: bank-npogykT

Ynakoska: B cooTBETCTBUN C yTBEPXKAEHHBIMU MaKeTamu yrakoBKu.
Mapkuposka: B cootBeTcTBUM € AercTByowmum HI, cm. pasgen 1.3.2 Moayns 1 perucTpaLnoHHOro 4oche.

CepTudomkart: A, HacToALMM 3aBepsii0, YTO MHPOPMALMS, U3MOXEHHAS! BbILLE, IBMSIETCS TOYHOMN U JoCToBEpHON. MpoLecc
NpPOU3BOACTBA A@HHOW Cepuu NpoayKTa, BKIOYas ynakoBKy/MapKupoBKy U KOHTPOMb KayecTsa, Obin OCyLLEeCTBEH B
MOMHOM cooTBeTCTBMM C TpebosaHuamu GMP, yTBepXAeHHbIMU MECTHBIMU KOHTPONMPYIOLLMMI OpraHamu, u
cneuuuKaLmsMm permcTpaLMoHHOro YA0CTOBEPEHUSI UMMOPTUPYIOLLEN CTPaHbl, U TpebGoBaHWsIMK crieLmduKkaLmmn Ans
NPOAYKTOB, NpeAHa3Ha4YeHHbIX 4na uccnegosaHmin. OTYeTbl 0 NPOM3BOACTBE, YNAKOBKE U aHaNMUTUYECKUX UCTIBITAHUAX
cepum Bblnn NpoaHanNM3npPoBaHbl U NPU3HaHbI YA0BNETBOPSOWLMMMY cTaHaapTam GMP.

BbILIJeyKaSaHHaﬂ cepua otBevaeT TpeGOBaHMHM HOpPMaTUBHOMN AOKyMeHTauunu.

®uHanbHbIA cTatyc: OgoOpeH ANns Bbinycka Ha PbIHOK

YnonHomo4yeHHoe nuuo i
30/04/2026 ol

€9 125 . tat*

Homep npo6bi B LIMS: 172498 Crtpanuua: 5 us 5



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-61505A

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 (naprun): 61505A

O0bem cepun(mapTun) 38 400

JlaTta mpou3BocTBa 01.2026

I'onen no 01.2029

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)
Brinyckawimmnii KOHTPOJIb KayecTBa —

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 nata HOpMaTUBHON JOKYMEHTAIIMHU JITT-Ne(006025)-(PT-RU)-030725
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

CPEICTB...»;
-cepHsl JIEKAPCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJapCTBEHHOMN pEerucTpanun

2

£ = CokonoBB.Jl.  26.05.2026
(ToIrMck) (mata)

HOpunguyeckmin agpec: Poccus, 12331? r. Mockea, lNpecHeHckana HabepexHas, a. 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


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


