M BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudukar coorBeTCcTBUSA

Mpopaykr:

Ho3upoBka:

KonuuecTBO B ynakoBke:
MepBuYHas ynakoBka:
BHyTpeHHMI KOA npoAaykKTa:
Ne cepum:

O6beM cepum (KONU4eCcTBO
YyNaKoBOK):

[ata u3rotoBrneHus:

[arta aHanu3sa:
CrtpaHa-umnoprep:
HaumeHoBaHue
Nnpou3BoOAUTENSA:

Homep peructpaumuoHHoro
yOOCTOBEePEeHUS:

HOpMaTMBHaﬂ AOKYMeHTauusa:

Homep npo6el B LIMS: 173041

L-TupokcuH 100 BepnuH-Xemu

100 mxkr INlekapcTBeHHas ¢opma:
100 (4x25) EauHuua konuuecrBa:
Gnuctep

F164309

61507A Homep aHanu3sa:

38880 yn. YcnoBus xpaHeHus:
01/2026 lNopex po:

07/05/2026 [arta Bbinycka cepuu:
Poccusa CrtpaHa Bbinycka cepuu:

BepnunH-Xemn Al
JIM-Ng(006025)-(Pr-RU)

NIN-Ne(006025)-(Pr-RU)-030725

Crtpanuua: 1 us 4

TabneTku
LT,

173041

npu Temneparype He
Bbiwe 30 °C

01/2029
07/05/2026

epmaHus



M BERLIN-CHEMIE
MENARINI

Ceptudomkar aHanusa / Ceptucpukat cooTBeTCTBUA

APl HaumeHoBaHue: J1eBOTUPOKCUH HaTpUSA
API UHdopmauusa o npoussogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npousBogutens: 21831PHM

MNMpousBoauTenu:

MpousBoauTenb roTOBOM NIEKapCTBEHHOW (POPMbI

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: Temnenbxodep Ber 83, 12347 BepnuH, epmaHus

Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptucpmkarta coorBercteus GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/cpacoBLUK

HaumeHoBaHue npousBogutens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: muHukep Ber 125, 12489 bepnuH, NepmaHus

Homep nuueH3un Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudpukara coorBerctBua GMP: DE_BE_01_GMP_2025_0015

Bblaava paspelieHusi Ha BbiNycK

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

Appec: muHukep Ber 125, 12489 bepnuH, NepmaHus
Homep nuueH3uun Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep ceptudpukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Homep npoGbl B LIMS: 173041 Crtpanuua: 2 u3 4



CepTtudmkar aHanusa / Ceptudukar cooTBeTCTBUA

MokasaTtenb

OnucaHue

MoanunHocTk (BIXX)
JleBoTMpOKCUH HaTpuA

Lincrenna rugpoxnopuga
MoHOrmapart

PactBopeHue

JleBOTUPOKCUH-HaTpwiA

CpepgHee 3HayeHue

WHanBnayanbHble 3Ha4YeHns
OcTaTo4Hasi BNaXHOCTb
PoacrteeHHble npumecu (BIXKX)

TNNOTUPOHUH

(npumeck A)

3,3',5,5"- TeTpaiiofTMpoyKCycHas

kucnota (npumecs D)

3,3',5,5'-TeTpanoagTUpoMypaBbuHas

kucnota (npumech H)

nwbas eguHnYHas

Heu.aeHqu:muwpoeaHyaﬂ npumech

CyMMa BCex npumecei

OAHOPOAHOCTL [03MPOBAHUSA

MapameTp npuemnemocTu,
JleBOTUPOKCUH-HaTpWiA

KonuyectBeHHOe

onpeaeneHue (BIXX)
JleBOTMPOKCUH-HaTpUin

Howmep npo6bl B LIMS: 173041

Cneuudukaums

6enble unu nouTu Genbie ¢ XXenTosaTbiM
OTTEHKOM, Kpyrmble, crierka

BbINyKble TabneTkn, C pUCKoit ANs AeneHus
Ha OAHOW CTOpPOHe

BpeMs yaepXXnBaHus OCHOBHOrO nuka Ha

XpomaTtorpamme NUCnbITyemoro
pacTeopa JA0/MKHO COOTBETCTBOBATb
BpPeMeHU

YAEPXUBAHNS OCHOBHOTO Nka Ha
XpomarorpamMmme CTaHAapTHOro pacTeopa
neBoTUPOKCMHA

Ha Xxpomarorpamme UCnbITyeMoro
pacTBopa A0MMKEH NPUCYTCTBOBATb MUK
COOTBETCTBYIOLLWIA MO BPEMEHM
YAEPXUBAHWUS OCHOBHOMY MUKY Ha
Xpomarorpamme

CTaHAapTHoro pacreopa L-uucrenHa
rMApoOXnopuAa MoHoruapaTa

He meHnee 75 % (Q) neBoTUpOKCUHA

HaTpus OT 3asABIIEHHOrO COAePXaHUs
yepes 30 MuH

He 6onee 10 %

He 6onee 1.0 %

He 6onee 0.5 %

He 6onee 0.5 %

He Gonee 0.5 %

He Gonee 3.0 %
napameTp npuemnemoctu Ana 10 eguHuny

fosuposaHus < 15.0; napameTp
npuemnemoctu ansa 30 eanHuy,

f03npoBaHns < 15.0 1 HM ofHA N3 OTAENbHbLIX

eAVHUL A03UpoBaHua He meHee 0.75M
1 He Bonee 1.25M

95 % - 105 % NeBOTUPOKCUHA HATPUS B
TabneTke OT 3asBNEHHOro
copepxaHus

Crtpanuua: 3 u3 4

BERLIN-CHEMIE
MENARINI

Pe3ynbTaThbl

COOTBETCTBYET

NONOXUTENbHO

NOJNIOXKUTENbHO

COOTBETCTBYET

97 %

98 96 96 98 96 96%
8 %

<0,1%

<0,1%

<0,1%

<0,1%

<0,1%

COOTBETCTBYET

32

101 %

YacrtoTta

UcnbiTaHumn



BERLIN-CHEMIE
MENARINI

Ceptudomkart aHanusa / Ceptucgpukar cooTBeTCTBUA

KonuuyectBeHHOe

onpeaeneHue (B3XX)
Lincrenna rugpoxnopuga He MeHee 1 % OT 3asBneHHOro 23 %
MoHoruapat Konunyecrea

Mukpobuonorunyeckas

yucrtora
O6Lee yncno aapobHbIx He 6onee 10"3 KOEB 1T <10 KOE/r
MUKPOOPraH1M3moB

Mukpobuonoruyeckas

yucrora
O6bLee YnCno JpoXOKEBLIX U He 6onee 10"2 KOEB 1T <10 KOE/r
nnecHeBbIX rpubos

Mukpo6uonornyeckas

yucrora
Escherichia coli oTcytctBue B 11 COOTBETCTBYET

MopanuHHocTb (Y®-cnekTpod

OTOMETpMUA)
JIeBOTUPOKCUH HaTpus CreKTpbl NOrMoLeHNst UCMbITYyeMoro NONOXUTENBHO
pacTBopa 1 CTaHAapTHOro pacteopa B
obnacTtu AnuH BonH ot 250 Hm Ao 450
HM [,0/MKHbI COOTBETCTBOBATb APYr
APYry ¥ UMETb MaKCUMYM NOrMOLLEeHMNA
npu ANuHe BOMHbI 326 + 2 HM

MosicHeHne reHeanoruu:
APIl:  AkTvBHas hapmaueBTunyeckasi cybctaHumus
SF. bBank-npoaykr

YnakoBka: B coOTBETCTBUM C yTBEPKAEHHBIMN MakeTamu yrakoBKu.
Mapkupoeka: B cootBeTcTBUYM C feiicTBytowmm HL, cMm. pasgen 1.3.2 Moaynsa 1 peructpaunoHHOro 4oche.

CepTudukar: A, HACTOSLLMM 3aBEPSII0, YTO UHOPMALIWS, U3TOXKEHHAs! Bbille, ABMSAETCA TOYHON U AocToBEPHON. MNpouecc
NPOV3BOACTBA AaHHOW CEpUM NPOAYKTA, BKITOYash yNakoBKy/MapKMpPOBKY 1 KOHTPOIb KayecTsa, Obin OCyLLECTBIEH B
MONHOM CooTBETCTBUU C TpeboBaHuamu GMP, yTBepXAEHHbIMA MECTHLIMY KOHTPONMPYIOLLMMU opraHamu, v
cneunduKaLmaMm PervcTpaLyoHHOro YA0CTOBEPEHNSI UMMOPTUPYIOLLE CTpaHbl, unn TpeboBaHnaMu cneundurkaumm 4ns
NpoAyKTOB, NpeAHasHa4YeHHbIX Ans nccnefosaHuini. OTYeThl 0 NPOU3BOACTBE, YNAKOBKE U aHaNUTUYECKNX UCTIbITAHUSX
cepum BNy NpoaHanM3npoBaHb! U NpUsHaHbl yA0BReTBopsioWmMMY ctaHaaptam GMP.

BblweykaszaHHasa cepus oTBevaeT Tpe6OBaHVIF|M HOpMaTMBHOVI OOKyMeHTauunu.

®duHanbHbIN cTaTtyc: OfobpeH Ans Bbinycka Ha pbIHOK

&
A
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s

Dr. Nor-~KX Stang
YnonHoMo4yeHHoe nuygo
07/05/2026

Homep npo6bl B LIMS: 173041 Crtpanuua: 4 u3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-61507A

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): 61507A

O0bem cepun(mapTun) 38 880

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)
Brinyckawimmii KOHTPOJIb Ka4ecTBa —

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

Germany)
Howmep u 1ara perucTpalilioOHHOTO YIO0CTOBEPEHUS JITT-Ne(006025)-(PT-RU) ot 26.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUH JITT-Ne(006025)-(PI'-RU)-030725
HaumenoBanue 51 azpec nepxarens | bepaun-Xemu Al I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KIAeT:

-IIaHHBIN JIEKapCTBEHHBIN Ipemnapar cooTBeTcTBYeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKAPCTBEHHOT'O IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpanuu
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==  CoxonoBBJI.  08.06.2026
(monmucsk) (mara)

KOpuguyeckuia agpec: POCHH123317 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


