MENARINI

M BERLIN-CHEMIE
MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

[ata usroroBneHusn:
[daTta aHanu3sa:
CtpaHa-umnoprep:

HaumeHoBaHue
npoMsBoOQUTeEnNs:

Homep perucrpaumoHHoOro
YAOCTOBepeHHs:

L-TupokcuH 75 bepnuH-Xemu

75 Mmkr
100 (4x25)

6nucrep
F158840

54529A
49440 yn.

10/2025
08/12/2025

Poccus

BepnuH-Xemu Al

NM-Ne(005977)-(PT-RU)

NexapcTeBennan ¢popma:

EpuHMua konunuyecTea:

Homep aHanusa:

YcnoBusi XpaHeHUsA:

lNopen po:

[aTta Bbinycka cepum:

CTpaHa BbiNycKa Cepum:

Tabnetku
LT

150517

XpaHWUTb Npu
TemnepaType He Bbille
30°C

10/2028

08/12/2025

MepmaHua

HopmaTtuBHas gOKyMeHTaUuA: JIMN-Ne(005977)-(Pr-RU)-250624

CtpaHuua: 1 us 5

Homep npoGbi B LIMS: 150517 [ara neyaru pokymeHTa: 09/12/2025 14:24

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 88829 LW_ORA_PHARMA_PRD

COOTBETCTBUA



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpUA
API UHdopmauus o npousBogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepumn npoussogutensa: 21797PHM

SF HaumenoBaHnue: N/A
SF UHdbopmauuna o npoussoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepum npoussogutens: 54529

MpoussoauTenu:

MpousBoauTenb roTOBOH NEeKapCTBEHHON (hOPMbI

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - BepnuH-Xemu Al

Appec: Temnenbxocep Ber 83, 12347 bepnuH, lepmaHus
Homep nuueH3uu Ha npoussogcTso: DE_BE_01_MIA_2025 0008
Homep ceptudukara coorserctBua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/pacoBumuk

HaumeHoBaHMe npousBogurtena: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, lrepmaHnsa

Homep nuueH3un Ha npousBopgcTBo: DE_BE_01_MIA_ 2025 0008
Homep ceptucdukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

Bblgaya pa3pelueHus Ha BbiNycK

HammeHoBaHMe npoussogurtena: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, lrepmaHuna

Homep nuueH3un Ha npousBogcTBo: DE_BE_01_MIA_ 2025 0008
Homep ceptucdukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

Homep npoGbi B LIMS: 150517 CtpaHuua: 2us 5 [ara neyaru pokymeHTa: 09/12/2025 14:24

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 88829 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



BERLIN-CHEMIE
MENARINI

MENARINI

Moka3satenb Cneuudukauus Pe3ynbraTthbl YacToTta
UcNbITaHUA

Onucaxue Genble unu no4ytn Genble ¢ xenToBaTbiM COOTBETCTBYET
OTTEHKOM, Kpyrnible, crerka
BbINyKrible TaGneTku, ¢ puckoii Ans aeneHus
Ha oAHOi CTOpOoHe

MoanuHHocTb (BI)XKX)
JleBoTUpOKCUH HaTpuA BpeMs yepXvBaH1si OCHOBHOIO Nuka Ha nonoXxuTensHo
XpoMatorpamme UCHbITYeMoro
pacTBopa AOSKHO COOTBETCTBOBATH
BpPEMEHU
YAEPXKBAHUA OCHOBHOIO NUKA Ha
XpoMatorpamme CTaHAapTHOro pacTeopa
JIeBOTMPOKCUHA
LiuctenHa rmgpoxnopuaa Ha xpomarorpamMmme UCnbITYyemoro NoNoXuUTenbHO
MoHoruapar pacTBopa AO/MKEH NPUCYTCTBOBATb MUK
COOTBETCTBYIOLLMIi N0 BpeMeHn
yAepXXvBaHNsi OCHOBHOMY NUKY Ha
XpomarorpamMmme
cTaHfapTHoro pacteBopa L-umMcreuHa
ruapoxnopuga MoHoruapara
PacTBOpeHue
JleBOTUPOKCUH-HaTPHi He meHee 75 % (Q) NeBoTUpPOKCHHA COOTBETCTBYET
HaTpUA OT 3asBIeHHOro CoaepXaHus
yepes 30 MMH
CpenHee sHa4yeHHne 89 %
MuauBnayanbHble sHa4YeHUs 88 89 89 95 85 88 %
OcTaTto4Has BNaXHOCTL He Gonee 10 % 8%

PopcrBeHHble npumeck (B3

XX)
JINOTUPOHMH He Gonee 1.0 % <0,1 %
(npumecs A)
3,3',5,5'"- TeTpaiioqTMpOyKCycHas He Gonee 0.5 % <0,1 %
kucnora (npumecsh D)
3,3',5,5'"-TeTpailoATUpOMypaBbLUHas He Gonee 0.5 % <0,1 %
kucnora (npumech H)
nioGas eguHUYHanA He Gonee 0.5 % 0.2%
HeuaeHTMULMPOBaHHAs NpUMech
CyMMma BCex npumecen He Gonee 3.0 % 0.2%

Homep npoGbi B LIMS: 150517 CtpaHuua: 3us 5 [ara neyaru pokymeHTa: 09/12/2025 14:24

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 88829 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



BERLIN-CHEMIE
MENARINI

MENARINI

MokasaTtenb

Cneuudumkauusa Pe3ynbraTthbl

YacToTa
MUCNbITaHUMK

OAHOPOAHOCTL AO3UPOBaAHUSA

Mapametp npnemnemMocTy,

JleBOTUPOKCUH-HATPUIA
KonnyecreenHoe
onpepeneHue (BAKX)

JleBOTUPOKCUH-HaTPUiA

KonnyecreenHoe
onpepgenexue (BAXX)

LiuctenHa rugpoxnopuaa

MoHoruapar
Mukpobuonoruyeckas
yucToTa

O6Lyee Yucro a3pobHbIX

MUKpOOpraHU3MoB
Mukpobuonoruyeckas
yucToTa

O6Lee YMCIO APOXOKEBbIX 1

nnecHeBbiX rpubos
Mukpobuonoruyeckan
yucToTa

Escherichia coli

MoanuHHocTb (Y®-cnekTpod
oToMeTpus)
JleBOTMpPOKCUH HaTpuUsi

napameTp npuemnemoctu ansa 10 eauHuL COOTBETCTBYET
posupoBaHuA < 15.0; napametp

npuemnemMoctu Ansa 30 eauHUL,

Ao3upoBaHKA < 15.0 1 HY ogHa U3 OTAENbHbIX

eA1HNL Ao3upoBaHuA He MeHee 0.75M

n He Gonee 1.25M

5.3
95 % - 105 % NeBOTMPOKCMHA HATPUS B 102 %
TabneTke OT 3asiBNEHHOro
copepXaHus
He MeHee 1 % OT 3asBNeHHOro 17%
KonuyecTsa
He Gonee 10"3 KOEB 1T <10 KOE/r
He Gonee 10"2 KOEB 11 <10 KOE/r
oTcyTcTBMEB 1T COOTBETCTBYET
CNEKTPbI MOMIOLUEHNA UCTILITYEMOTO NOnoXutensHo

pacTBopa 1 cTaHQapTHOro pacTsopa B
obnactu AnvH BonH ot 250 HM go 450
HM [OMKHbLI COOTBETCTBOBaTL APYr
APYrY ¥ UMETb MaKCUMYM MOITIOLLIEHUR
npy AnuHe BonHbl 326 + 2 HM

Homep npo6sui B LIMS: 150517

Ceprudmkar aHanmaa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 4 us 5

Homep otuera: 88829

[ara neyaru pokymeHTa: 09/12/2025 14:24

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MosicHeHWe reHeanoruu:
API: AktneHas chapmaLeBTMyeckas cybcTaHUmA
SF: Bbank-npopykr

YnakoBka: B coOTBETCTBUM C YTBEPXKAEHHLIMW MaKeTaMy YNaKOBKHM.
MapkupoBka: B cootBeTcTBUM ¢ AeicTBytowum HL, cm. pasgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocobe.

CepTudukart: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAS Bbille, SIBMSETCA TOYHOR U focToBepHO. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKovas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbii OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamu GMP, yTBep>XAEHHBIMU MECTHLIMU KOHTPOSMUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEpEeHMS UMNOPTUpPYIOLLEeil CTpaHbl, UNn TpeboBaHUAMKM crieundukaummn ons
NpoAyKTOB, NpeAHa3HaYeHHbIX A1 uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX UCTIbITaHUAX
cepun 6binu NpoaHanuaMpoBaHbl U NpU3HaHbl YAOBNETBOpSOLWMMK cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

nabopaTopHol UHpopMaLmeli U UMeeT 3NIeKTPOHHYIO NOANUCH.
BbIIJJGYKaaaHHaFl cepusa oTBevyaeTr TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLun.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 08/12/2025 15:21:57 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang [ara: - 08/12/2025 16:26:06 (no
nuua: puHBNYY +1)
Moanuck co3pnartens Wms, dpamunus - Ljubov Kandaurova [ara: - 09/12/2025 14:24:37 (no
AOKYMeHTa: puHBNYY +1)

®dopmar aaTtbi:  Aa/MM/rIrT Y4:Mm[:cc]

Homep npoGbi B LIMS: 150517 CtpaHuua: 5us 5 [ara neyaru pokymeHTa: 09/12/2025 14:24

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 88829 LW_ORA_PHARMA_PRD

COOTBETCTBUA



M OO0 bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-54529A

ToproBoe HaMMEHOBaHUE L-Tupokcun 75 bepinn-Xemu

MexnyHapoHOE HEMATEHTOBAaHHOE HAUMEHOBAHUE JleBOTHPOKCUH HATPUS

(TpynmupOBOYHOE MIJIH XMMHUYECKOE)

JlexapcTBenHas hopma TaOJICTKH

Jo3upoBka 75 MKT

®dopma Mpon3BoOJICTBA 25 mT., 6aucTepsl (4 mMT.) , KOHTypHAs

siYeHKOBasl YIIaKOBKa, MaYKa KapTOHHAs

Howmep cepuu (maptum): 54529A

O0beM cepun(mapTun) 49 440

Jlata npousBoacTBa 10.2025

l'onen o 10.2028

HaunvenoBanme wu aapec mpomsBomguTens  (c IpousBoaurenn I'JID

yYKa3aHHUEM CTaJui MPOU3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

YnakoBmmk/¢pacoBmmk
(B mepBUYHYIO /BTOPUYHYIO YIIAKOBKY )
bepmun-Xemu Al','epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u gara perucTpalluoOHHOTO yI0CTOBEPEHUS JITT-Ne(005977)-(PT-RU) ot 25.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(005977)-(PI'-RU) ot 250624
HanmenoBanue u azpec nepxarend | bepaun-Xemu Al',I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossumii JOKyMeHT NOATBEPKAAET:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTByeT 61-P3 «OO6 obpaiieHuH JeKapCTBEHHBIX
CPEICTB...»;

-cepHsl JIGKApCTBEHHOT'O IIpenapaTa COOTBETCTBYET TpPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpaluu

.v/>

P (Tmoamuch) (mata )

el

.'appmu»/ £ ——== Coxonos B.JI.  18.03.2026

(A .MenapuHn»

KOpuguyeckmnia agpec: Poccnn, TZz3317, . Mockea, NpecHeHckana HabepexHas, a. 10
[Mo4ToBbin agpec: Poccus, 123317, r. Mockea, MNpecHeHckan HabepexHana, a. 10
TenedoH: +7 (495) 785-01-00, daxc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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