M BERLIN-CHEMIE
MENARINI

Ceptudukart ananusa / Ceptucpukar coorBeTcTBUSA

Mpoaykr:

Ho3upoBka:

KonuyectBO B ynakoBke:
lNMepBuuYHasa ynakoBka:
BHyTpeHHUI KoA npoAaykTa:
Ne cepum:

O6BbeM cepum (konuyecTBo
yNnaKkoBOK):

[arta usroroBneHus:

[Oata aHanu3sa:
CrtpaHa-umnoprep:
HaumeHoBaHue
npousBoaUTENA:

Homep perucrpaumoHHoro
yAOCTOBEpPEeHMUs:

HopmatuBHas AOKYyMeHTauua:

Homep npo6bi B LIMS: 173348

L-TupokcuH 100 bepnuH-Xemu

100 mkr INlekapcTBeHHas ¢opma:
100 (4x25) EpvHuua konuyectBa:
onucrep

F164309

61509A Homep aHanu3sa:

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

05/05/2026 [arta Bbinycka cepuu:
Poccusa CTtpaHa BbifycKa cepum:

BepnuH-Xemun Al
JIM-Ne(006025)-(PIr-RU)

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

CtpaHuua: 1 us 4

TabneTku
LT,

173348

npu Temneparype He
Bbiwe 30 °C

01/2029
05/05/2026
Fepmanus



BERLIN-CHEMIE
MENARINI

Ceptudumkar aHanusa / Ceptucpukat cooTBeTCTBUSA

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpus
APl Undpopmauus o npousBogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepuu npousBogutens: 21831PHM

MpousBoauTenu:
MpoussoauTenb rotoBoM nekapcTBeHHOW (hopMbl

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

Appec: Temnenbxodep Ber 83, 12347 bepnuH, epmaHus
Homep nuueH3umn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukaTta coorBerctBua GMP: DE_BE_01_GMP_2025_0016

YnakoBuuk/dacoBLMK

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

Appec: muHnkep Ber 125, 12489 BepnuH, Nepmanuns
Homep nuueH3umn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukaTta coorBetcTBusa GMP: DE_BE_01_GMP_2025_0015

Bblaaya pa3speleHuns Ha BbiNyck

HaumeHoBaHue npousBogurens: Berlin-Chemie AG - bepnut-Xemun Al
Appec: nuHnkep Ber 125, 12489 BepnuH, 'epmanus

Homep nuueH3uun Ha npousBopcTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkaTta coorBetrcTBua GMP: DE_BE_01_GMP_2025_0015

Homep npo6el B LIMS: 173348 Ctpanuua: 2 us 4



BERLIN-CHEMIE
MENARINI

CepTtudukar aHanusa / Ceptudukar cooTBeTCTBUA

Moka3aTtenb Cneuudmkauus Pe3ynbTaTbl YactoTa

UcnbiTaHui
OnucaHue 6enble unu noytn Genble ¢ XenToBaTbim COOTBETCTBYET
OTTEHKOM, Kpyrible, cnerka
BbINyKNble TaBneTku, C PUCKoii ANsA AeneHus
Ha OAHOWN CTOPOHE
MoanuHHocTb (BAXX)
JIEBOTUPOKCUH HaTpus BPEMS Yep>KUBAHUSI OCHOBHOTO Nika Ha NONOXUTENbHO

XpomaTorpamme NUCMbITYemMoro

pacTBopa AOSHKHO COOTBETCTBOBAThL
BPEMEHM

YAEPXNBAHUSI OCHOBHOrO NUKa Ha
XpoMaTorpamme CTaHAapTHOro pacTeopa

NeBOTUPOKCUHA
LincrennHa rugpoxnopuga Ha XpomaTtorpamme UCnbITyemoro NONOXNTENbHO
MOHoOrungpar pacTteopa AOJSKEH NPUCYTCTBOBATb MUK

COOTBETCTBYIOLUMIA NO BPEMEHU
YAEPXUBAHNSA OCHOBHOMY MUKY Ha
XpomaTorpamme

CTaHAapTHOro pacreopa L-uucrenHa
rMAPOXnopuaa MoHoruapara

PacTtBopeHue
JleBOTUPOKCUH-HATPWIA He meHee 75 % (Q) neBoTupoKcuHa COOTBETCTBYET
HaTpus OT 3asiBNEHHOrO CoAepXXaHus
yepes 30 MUH
CpegHee 3HayeHue 93 %
MHanBuayanbHble 3Ha4eHns 92 94 94 91 94 94 %
OcTtaTo4yHas BraxHocTb He Gonee 10 % 8%
PoacTteeHHble npumecu (BIXKX)
NINOTUPOHUH He 6onee 1.0 % <0,1 %
(npumeck A)
3,3',5,5'- TeTpanoaTUPOYKCYCHas He Gonee 0.5 % <0,1%
kucnota (npumecsk D)
3,3',5,5'-TeTpanioaTupomypaBbuHas  He 6onee 0.5 % <0,1 %
kucnota (npumeck H)
nobas egnHNYHasn He Bonee 0.5 % <0,1 %
HenaeHTUdMUMpoBaHHas NpUMeCh
cyMma BCex npumecei He 6onee 3.0 % <0,1 %
OAHOPOAHOCTL A03UPOBAHUSA napameTtp npuemnemoctu Ans 10 egnHuy COOTBETCTBYET

fo3nposaHus < 15.0; napameTp
npuemnemocTtu ans 30 eguHuy
fo3upoBaHna < 15.0 n HM ofHA U3 OTAENMbHbIX
eANHUL A03npoBaHus He meHee 0.75M
1 He Gonee 1.25M
MapameTp npuemnemocTtu, 2.0
JleBOTUPOKCUH-HATPUIA

KonuuyectBeHHOe
onpegenexHue (B3XX)
JleBOTUPOKCUH-HATPUI 95 % - 105 % neBOTUPOKCUHA HATPUS B 101 %
TabneTke OT 3asiBNEHHOTO
coAepxaHus

Homep npo6bi B LIMS: 173348 Crpanuua: 3 us 4



BERLIN-CHEMIE
MENARINI

Ceptudomkart aHanusa / Ceptucgpukar cooTBeTCTBUA

KonuyectBeHHOe

onpeaeneHue (BIAXX)
Lincrenna rugpoxnopusa He meHee 1 % OT 3asBneHHOoro 27 %
MOHorugpar KonunyecTea

Mukpo6uonoruyeckas

yucrorta
O6Luee yncno asapobHbIX He Gonee 10"3 KOEB 1T <10 KOE/r
MUKPOOPraHu3moB

Mukpo6uonoruyeckas

yucrorta
ObLee Yncno ApoXoKEBLIX U He Gonee 10"2 KOEB 1T <10 KOE/r
nnecHeBbIX rpubos

Mukpobuornoruyeckas

yucrora
Escherichia coli oTtcytctBue B 1r COOTBETCTBYET

MoanuHHocTb (Y®P-cnekTpod
oTOMETpMUs)
JleBOTUPOKCUH HaTpus CNeKTPbI NOrMOLLEHNSI UCTBITYEMOrO NONOXUTENBHO

pacTBopa U CTaHAapTHOro pacTeopa B
obnactu AnuH BonH ot 250 Hm A0 450
HM [LOMKHbI COOTBETCTBOBATb APYr
APYrY U UMETb MaKCUMyM MOrnoLeHns
npu AnuHe BONHbl 326 + 2 HM

[MosicHeHue reHeanoruu:
API:  AkTuBHasi papmaveBTnyeckas cybcTaHums
SF: Bbank-npoayKkr

YnakoBka: B COOTBETCTBUM C YyTBEPKAEHHBLIMY MakeTaMu YNakoBKu.
Mapkupoeka: B cootBeTcTBUM C AeicTytowum HJ, cm. pasgen 1.3.2 Moaynsa 1 permctpaunoHHOro 4oche.

CepTudmkart: S, HACTOSILLMM 3aBEPSIO, YTO UHCOPMALWS, N3INOXKEHHAS BbILLIE, ABMAETCA TOUHOW U AOCTOBEPHOIA. [Mpouecc
NPOV3BOACTBA JaHHOW CEpUM NPOAYKTA, BKITIOYaAs YNakoBKy/MapKMPOBKY 1 KOHTPOSb Ka4ecTsa, Obi OCyLLECTBIEH B
MOMHOM COOTBETCTBUU C TpeboBaHusmn GMP, yTBEpPXAEHHBIMU MECTHBIMU KOHTPOMMUPYIOLWLNUMI opraHamu, v
crneumduKaumsamMm PerMcTpaLmMoHHOTO YA0CTOBEPEHUS UMMOPTUPYIOLLIE CTPaHbl, Unu TpebosaHuaMu cneumdukaumm ans
NPOAYKTOB, NpeZiHa3Ha4YeHHbIX AN uccnenoBaHuin. OTYeTbl 0 NPOU3BOACTBE, YNAKOBKE N aHANUTUHECKMX UCTIbITAHUSX
cepuu BbINKU NpoaHanu3npoBaHbl U NPU3HaHe! yaosneTsopsaowmmn ctaHgaptam GMP.

BbilLeykaszaHHas cepusi oTBevaeT Tpe6OBaHVIFIM HOpPMaTUBHOW JOKYMEHTaLUN.

®uHanbHbIK cTatyc: Ofo6peH Ans Bbinycka Ha PbIHOK

Dr. HéX Stang

YnonHomMmouyeHkoe nuuyo
05/05/2026

Homep npo6el B LIMS: 173348 Ctpanuua: 4 u3 4



M 00O beprnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-61509A

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): 61509A

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
CPEJICTB...»;

-cepusi JIEKApCTBEHHOTO IMpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIPU €ro
roCyJapCTBEHHOMN pEerucTpanun
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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
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