BERLIN-CHEMIE
MENARINI

Ceptudmkar ananusa / Ceptucpukar cooTBeTCcTBUA

Mponykr:

[o3upoBka:
KonuuyectBo B ynakoBke:
MNMepBuyHasa ynakoBka:

BHyTpeHHUM KOA npoaykTa:

Ne cepuu:

O61em cepuu (KONUMYECTBO
YNaKoBOK):

[arta usroroBneHus:

[OaTta aHanu3a:
CrtpaHa-umnoprep:
HaumeHoBaHue
npou3BoAUTENA:

Homep perucrpaunoHHoro
YAOCTOBEPEHUA:

HopmartuBHas fgokymeHTauus:

Homep npobel B LIMS: 173924

L-Tupokcun 100 BepnuH-Xemu

100 mkr INekapcTBeHHasa hopma:
100 (4x25) EnuMHuua konuuyecTBa:
onuctep

F164309

61513A Homep aHanu3sa:

38160 yn. YcnoBua xpaHeHus:
01/2026 FopeH po:

11/05/2026 [arta Bbinycka cepum:
Poccus CrtpaHa Bbinycka cepuu:

BepnuH-Xemn Al
JIMN-Ne(006025)-(Pr-RU)

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

Ctpanuua: 1 us 4

TabneTku
LT,

173924

npu Temneparype He
Bbilwe 30 °C

01/2029
11/05/2026

"epmaHus



BERLIN-CHEMIE
MENARINI

CepTtudmkar aHanusa / Ceptucpmukar cooTBeTCTBUA

APl HaumeHoBaHue: JIeBOTMPOKCUH HaTpus
API UHdopmauus o npousBoautene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany

APl Homep cepun npousBogutens: 21831PHM

MpoussoguTenu:

MNMpousBoauTeNnb roTOBOW NeKapCcTBEHHON (hopMbl

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

Agnpec: Temnenbxodep Ber 83, 12347 bepnuH, Nepmarus
Homep nuueH3um Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep cepTudukara coorserctBuss GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/dacoBLmk

HaumeHoBaHue npousBoguTtens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, MNepmanus

Homep nuueH3uun Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudukara coorsercteusa GMP: DE_BE_01_GMP_2025_0015

Bbigaya pa3pelueHus Ha BblMyCK

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - bepnuH-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, MepmaHus

Homep nuueH3umn Ha npousBoacTBo: DE_BE_01_MIA_2025_0008
Homep cepTudukara coorsercteusa GMP: DE_BE_01_GMP_2025_0015

Homep npo6esl B LIMS: 173924 Ctpanuua: 2 us 4



Ceptudmkar aHanusa / Ceptudmkar coorBeTcTBUA

Mokaszarenb

OnucaxHume

MoanuHHocTb (BAXX)
JleBOTUpOKCUH HaTpus

Lincrenna rugpoxnopuaa
MoOHOrnapat

PacTBopeHue
JleBOTUPOKCUH-HATPUI

CpeaHee 3HaueHune

MHanBuayanbHble 3HaYeHus
OcTtaTtoyHas BNaXHOCTb
PopacrBeHHbIe npumMecu (BIXKX)

TINOTUPOHUH

(npumecsb A)

3,3',5,5'- TeTpanogTMpoykcycHas

kucnota (npumecsd D)

3,3',5,5"-TeTpaitogTpomypaBbuHas

kucnota (npumecs H)

niobas efnHNYHasN

HenaeHTMULMpoBaHHas NpUMech

CymMma Bcex npumecen

OAHOPOAHOCTL A03UPOBAHUA

MapameTp npuemnemocTy,
JleBOTUPOKCUH-HATPUIA

KonuyectBeHHOe

onpepeneHune (BAXX)
JleBOTMPOKCUH-HATPUI

Howmep npobel B LIMS: 173924

Cneuudukauums

6enble unu nouTtu Genble ¢ XenToBaTbiM
OTTEHKOM, Kpyrnble, cnerka

BbiNyknble TaGneTkn, C pUCKoi ANA AeneHus
Ha OfHOI CTOPOHE

BpeMs yaepXunsaHUa OCHOBHOMO nuka Ha

XpoMaTorpaMmme UCMbITYyeMOoro
pacTBopa A0SKHO COOTBETCTBOBATh
BPEMEHN

YAEPXUBAHUS OCHOBHOTO NiKa Ha
XpomarorpaMmme CTaHAapTHOro pacTeopa
NEeBOTMPOKCUHA

Ha XpoMaTorpamme WUCMbITYyeMOoro
pacTBopa A0SKEH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLLWIA N0 BPEMEHN
YAEPXUBAHWUSI OCHOBHOMY MUKy Ha
XpomaTorpamme

CTaHAapTHOro pacreopa L-uuctenHa
TMAPOXNIOpUAA MOHOMMApaTa

He meHee 75 % (Q) neBoTupokcuHa

HaTpUA OT 3aABMNEHHOr0 COAEPXKAHUS
yepes 30 MuH

He 6onee 10 %
He 6onee 1.0 %
He 6onee 0.5 %
He 6onee 0.5 %

He 6onee 0.5 %

He Gonee 3.0 %
napameTp npuemnemocTtu ansa 10 eanHuy

fo3supoBaHusa < 15.0; napameTp
npuemnemoctu ans 30 eanHUL

A03upoBaHusa < 15.0 n HM 0aHa U3 OTAENbHbIX
eAnHNY fo3upoBaHusa He meHee 0.75M

1 He Gonee 1.25M

95 % - 105 % NeBOTUPOKCUHA HaTpUs B

TabneTke OT 3asBNIEHHOIO
copepxaHus

Crtpanuua: 3 us 4

BERLIN-CHEMIE
MENARINI

PesynbTaTthbl

COOTBETCTBYET

MNONOXNTENbHO

NONOXUTESIbHO

COOTBETCTBYET

93 %

94 94 94 92 93 91%
8 %

<0,1%

<0,1 %

<0,1%

<0,1%

<0,1%

COOTBETCTBYET

2.0

101 %

YacTtoTa

UcnbiTanun



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudukat cooTBeTCTBUA

KonuyecTBeHHoE
onpeaeneHue (BAXX)
LincrenHa ruagpoxnopuga He meHee 1 % OT 3asBneHHOro 17 %
MoHorugpar Konuyecrtea
MukpoGuonoruyeckas
yucrora
O6Lee yncno aspobHbIX He Gonee 10"3 KOEB1Tr <10 KOE/r
MUKPOOPraHN3MoB
Mukpo6uonoruyeckas
yucrtora
OO6LLEee YNCTIO LPONOKEBLIX 1 He 6onee 102 KOEB 1T <10 KOE/r
nnecHeBbIX rpubos
MukpoGuonoruyeckas
yucrora
Escherichia coli oTcytctBue B 1T COOTBETCTBYET
MognuHHOCTL (Y®-cnekTpo
¢hoTomeTpus)
JIeBOTUPOKCUH HaTpUA CreKTpbl MOrMOLEHNS UCTBITYEMOro NONOXUTENBHO
pacTBopa v CTaHAapTHOro pacTeopa B
obnactu 4nuH BonH ot 250 HM A0 450
HM JOMKHbI COOTBETCTBOBATL APYr
LPYry U UMETb MaKCUMyM NOrMOLLEHNA
npu ANnHe BonHbl 326 + 2 HM

lMosicHeHWe reHeanoruu:
APIl:  AkTuBHas capmaueBTnyeckas cybcTaHums
SF. bBank-npoaykT

YnakoBka: B cCOOTBETCTBUM C yTBEPXKAESHHBIMW MaKeTamu yNnakoBKu.
Mapkuposka: B cootBeTcTBUM C AeiicTytowmum HI, cm. pasgen 1.3.2 Moaynsa 1 perncTpaumoHHOro Aochbe.

CepTudukaT: f, HaCTOALLMM 3aBEPSI0, YTO NHAOPMALIS, U3NTOXEHHAS Bhillie, ABNAETCSA TOYHO 1 fJocToBepHOM. MpoLiece
NPOW3BOACTBA AAHHOM CEepuUM MPOAYKTA, BKIOYas YNakoBKy/MapKUpOBKY 1 KOHTPOSb Ka4ecTsa, Obinl OCyLLECTBNEH B
MOSIHOM COOTBETCTBUU C TpebGoBaHusiMu GMP, yTBepXAEHHBIMU MECTHBIMU KOHTPONMPYHOLLMMU OpraHamu, 1
crneumbuKkaLmMsiM1 pervcTpaLMoHHOMO YA0CTOBEPEHMS UMMOPTUPYIOLLIE CTPaHbI, Mnu TpeGosaHuaMM cneumdukaumm ans
NPOAYKTOB, NpefAHa3HaYeHHbIX Ansi uccnegoBaHuii. OT4YeTbl O NPON3BOACTBE, YNAKOBKE U aHANUTUYECKNX UCTIbITAHNSAX
cepum BbIny NpoaHanManpoBaHbl U NPU3HaHbLI yaoBneTBopsioWwmMy ctTaHgapTam GMP.

BblweykaszaHHasa cepus oTBevaeT Tpe6OBaHMﬂM HOpMaTMBHOVI AOKYMeHTauun.

®uHanbHbIN cTatyc: Ofo6peH Ans BbiMycka Ha PbIHOK

V4

YNonHOMOYEHHOEe UL
11/05/2026

Homep npoGbl B LIMS: 173924 Ctpanuua: 4 n3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-61513A

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): 61513A

O0bem cepun(mapTun) 38 160

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

£~ CoxonoBBJI.  23.06.2026
(monmucek) (mara)

000 “BepnuH-XeMu/X=FsHapUHMN

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


SOKOLOVA
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SOKOLOVA
Соколов Василий


