MENARINI

M BERLIN-CHEMIE
MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

MpoayxT: L-TupokcuH 50 BepnuH-Xemu

Ho3aunposka: 50 mxr NexapcTeBennan ¢popma: Tabnetku

KonuuecTBO B ynakoBke: 50 (2x25) Egunuua konuuecTsa: LUT.

MepBUuYHas ynakoBka: 6nucrep

BHyTpeHHMI Kof npoaykTa: F158839

Ne cepumu: 52515A Homep aHanusa: 149002

O61eM cepum (KONIMYECTBO 158400 yn. YcnoBus XxpaHeHus: npu Temneparype He
ynakoBOK): Bbiwe 30 °C

[laTa usroroBneHus: 06/2025 Mogen po: 06/2028

Dara aHanuza: 02/12/2025 [ata Bbinycka cepum: 02/12/2025
CTpaHa-uMnoprep: Poccus CTpaHa BbINycKa Cepuu: lepmaHuA

HaumeHoBaHue BepnuH-Xemu Al

Npou3BOAUTENA:

Homep perucTpalumoHHOro JIN-Ne(006003)-(PIr-RU)

yAOCTOBEepeHust:

HopMaTtuBHaa JOKyMeHTaLMUA: JIN-Ne(006003)-(PIr-RU)-260624

Homep npo6bi B LIMS: 149002 CrtpaHuua: 1 us 5 [ara ne4artn gokymenta: 03/12/2025 9:09
Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 88217 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA
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M BERLIN-CHEMIE
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APl HaumeHoBaHue: JIeBOTUPOKCUH HATpUSA
API Undopmauus o npousBogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepumn npoussogutensi: 21744 PHM

SF HaumenoBanue: N/A
SF UHdopmauuna o npoussoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepum npoussogutens: 52515

Mpounssoaurenu:

MpounssoauTenb roroBoi nNekapcTBeHHOU hopMbI

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

Appec: Temnenbxodep Ber 83, 12347 bepnuH, Nepmanns
Homep nuueH3uu Ha npoussoacTeo: DE_BE_01_MIA_2025 0008
Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2025_0016

YnakoBuwuk/dpacoBuuk

HammeHnoBaHue npoussogurens: Berlin-Chemie AG - bepnuH-Xemu Al

Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHunsa
Homep nuueHsumu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008

Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2025_0015

Bbipgaya paspelleHus Ha BblMyCK

HammeHnoBaHue npoussogurens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHunsa

Homep nuueHsuu Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_ 0015

Homep npo6bi B LIMS: 149002 CrtpaHuua: 2 us 5 [ara ne4artn gokymenta: 03/12/2025 9:09

Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 88217 LW_ORA_PHARMA_PRD
COOTBETCTBUSA
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Moxa3satenb Cneuudukauus Pe3ynbraTthbl YacToTta
UCNbITaHUA

Onucaxue Genble unu no4tn Genble ¢ xenToBaTbiM COOoTBETCTBYET
OTTEHKOM, Kpyrnble, crerka
BbINyKrible TaGneTku, ¢ puckoii Ans aeneHus
Ha oAHO# CTOpOHe

MoanuHHocTb (BI)XKX)
JleBoTupoKCUH HaTpua BpeMs yaep)XvBaH1si OCHOBHOIO Nuka Ha NonoXxuTensHo
XpomarorpamMmme UCMbLITYeMoro
pacTBopa A0/HKHO COOTBETCTBOBATb
BpPEMEHU
YAEPXKMBAHUA OCHOBHOIO NUKA Ha
XpomarorpamMme CTaHAapTHOro pacTeopa
NeBOTUPOKCMHA
Liuctenna rmgpoxnopuaa Ha XxpomarorpamMmme UCnbITYemoro NONoXUTENbHO
MoHoruapar pacTBopa AO/MKEH NPUCYTCTBOBATb MUK
COOTBETCTBYIOLUMI N0 BpeMeHU
YAepX1BaHUA OCHOBHOMY NUKY Ha
XpomarorpamMme
cTaHAapTHoro pacTteopa L-LmcrenHa
ruapoxnopuaa MoHoruapara
PacTBOpeHue
JleBOTUPOKCUH-HaTPHi He meHee 75 % (Q) NeBoTUpOKCHHA COOTBETCTBYET
HaTpUA OT 3aABMNEHHOro coaepXXaHUs
yepes 30 MuH
CpenHee sHauyeHne 89 %
MHauBuayanbHble sHa4YeHUs 90 89 90 88 88 89 %
OcTaToyHasA BNaXHOCTb He Gonee 10 % 8%
PopncreeHHble npumeck (B3
XX)
NIMOTUPOHNH He Gonee 1.0 % <0,1 %
(npumecs A)
3,3',5,5'"- TeTpaiioqTMpOyKCyCcHas He Gonee 0.5 % <0,1%
kucnora (npumecsh D)
3,3',5,5'"-TeTpailoATUpOMypaBbLUHas He Gonee 0.5 % <0,1 %
kucnora (npumech H)
nio6as eguHU4HANA He Gonee 0.5 % <0,1%
HeupeHTUULMpPOBaHHas NpUMech
CyMMma BCex npumecen He Gonee 2.0 % <0,1 %
Homep npo6bi B LIMS: 149002 CrtpaHuua: 3 us 5 [ara ne4artn gokymenta: 03/12/2025 9:09
Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 88217 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA
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MokasaTtenb

Cneuudumkauusa Pe3ynbraTthbl

YacToTa
MCNbITaHUH

OAHOPOAHOCTL AO3UPOBaAHUSA

Mapametp npnemnemMocTy,

JleBOTUPOKCUH-HATPUIA
KonnyecreenHoe
onpepeneHue (BAKX)

JleBOTUPOKCUH-HaTPUiA

KonnyecreenHoe
onpepgenexue (BAXX)

LiuctenHa rugpoxnopuaa

MoHoruapar
Mukpobuonoruyeckas
yucToTa

O6bLyee Yucrno a3pobHbIX

MUKpOOpraHU3MoB
Mukpobuonoruyeckas
yucToTa

O6Lee YMCIOo APOXOKEBbIX 1

nnecHeBbiX rpubos
Mukpobuonoruyeckan
yucToTa

Escherichia coli

MoanuHHocTb (Y®-cnekTpod
oToMeTpus)
JleBOTMpPOKCUH HaTpusi

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

1 He Gonee 1.25M

3.8
95 % - 105 % NeBOTMPOKCMHA HATPUS B 99 %
Tabnerke oOT sasiBNEHHOro
copepXaHus
He meHee 1 % OT 3asBMNEeHHOro 21 %
KonuyecTsa
He Gonee 103 KOEB1r1 <10 KOE/r
He Gonee 10"2 KOEB 11 <10 KOE/r
oTcyTcTBMe B 1T COOTBETCTBYET
CMeKTPbI MOFMOLEHNA NCTIBITYEMOro NonoXMUTENbHO

pacTBopa 1 CTaHQapTHOro pacTsopa B
obnactu AnvH BonH ot 250 HM go 450
HM [OMKHbLI COOTBETCTBOBAaTL ApPYr
APYry ¥ UMETb MaKCUMYM MOITIOLLIEHUR
npy AnuHe BonHbl 326 + 2 HM

Homep npo6ui B LIMS: 149002

Ceprudmkar aHanmsa / Ceptucpmkar
COOTBETCTBUSA

CtpaHuua: 4 us 5

Homep otuera: 88217

[ara ne4atn gokymenra: 03/12/2025 9:09

LW_ORA_PHARMA_PRD
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MosicHeHWe reHeanoruu:
API: AktTneHas chapmaLeBTMyeckas cybcTaHUmMA
SF: Bbank-npopykr

YnakoBka: B coOTBETCTBUM C YTBEPKAEHHLIMN MaKeTaMy YNaKOBKHM.
MapkupoBka: B cootBeTcTBUM ¢ AeicTBytowum HL, cm. pasgen 1.3.2 Moayns 1 pernctpauMoHHOro gocoe.

CepTudcukar: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHASA Bbille, SIBMSETCA TOYHOR U focToBEepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKoYas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbiil OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamu GMP, yTBep>XAeHHBIMU MECTHLIMU KOHTPOSNMUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEpEeHNS UMNOPTUPYIOLLEil CTpaHbl, UNn TpeboBaHUAMKM cneundukaummn ons
NpoAYKTOB, NpeAHa3Ha4YeHHbIX A1 uccnefoBaHnii. OTYeTHl O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX UCTIbITaHUAX
cepun 6binu NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpSOLWMMY cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

nabopaTopHol UHpopMaLmeli U UMeeT 3NIeKTPOHHYIO NOANUCH.
BbIIJJGYKaaaHHaFl cepusa oTBe4yaeTr TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLuK.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder Hara: - 02/12/2025 10:51:22 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dpamunums - Dr. Ricarda Hoffmann [ara: - 02/12/2025 17:28:28 (no
nuua: puHBNYY +1)
Moanuchk cospartens Wms, dbamunus - Julia Bader [ara: - 03/12/2025 09:09:43 (no
AOKYMeHTa: puHBNYY +1)

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

Homep npo6bi B LIMS: 149002 CrtpaHuua: 5 us 5 [ara ne4artn gokymenta: 03/12/2025 9:09

Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 88217 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



M O0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-52515A

ToproBoe HaMMEHOBaHUE L-Tupokcun 50 bepnun-Xemu

MexayHapoHOEe HEaTeHTOBAaHHOE HAUMEHOBaHHE JleBOTHpOKCHH HATPUS

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas hopma Ta0JICTKH

Jo3upoBka 50 MKr

®dopma BBITTyCKa 25 mT. - GucTepsl (2 MIT.) - MaYKu

KapTOHHBIE

Howmep cepuu (maptum): 52515A

O0beM cepun(mapTun) 158 400

Jlata npousBoacTBa 06.2025

l'onen o 06.2028

HanvenoBanwe wu azapec mnpousBomutens (c IpousBoaurenn I'JID

YKa3aHHUEM CTaJui MPOU3BOJICTBA) bepnun-Xemu Al',I'epmanus
(Tempelhofer Weg 83, 12347, Berlin,
Germany)

YnakoBumuk/acoBmmk
(B MepBUYHYIO /BTOPUYHYIO YIAKOBKY)
bepnun-Xemu Al',I'epmanust
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckaoumuii KOHTPOJIb Ka4ecTBa —
bepnun-Xemu Al',I'epmanns
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u para perucTpallioOHHOTO y10CTOBEPEHUS JIIT-Ne(006003)-(PT-RU)-o1 26.06.2024
Howmep u 1ata HOpMaTUBHOW TOKYMEHTAIIUU JITT-Ne(006003)-(PI'-RU)-260624
HanmenoBanue u azpec nepxarens | bepnun-Xemu Al I'epmanus
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosumii JOKyMeHT NOATBEPKIAET:

-IaHHBIN neKapCTBeHHHﬁ npenapat cooTBeTcTByeT 61-D3 «OO0 oOpalieHun JIeKapCTBEHHBIX
CPEJCTB. .
-cepust J'IeKapCTBeHHOFO mpernapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAaHOBJICHHBIM IIPU €ro

D77, pysanosa T.B.  27.01.2026
(mozmuce) (nata)

KOpuguyeckmnia agpec: Poccus, 1 > , . Mocksa, lNMpecHeHckas HabepexHas, 4. 10
[Mo4ToBbin agpec: Poccus, 123317, r. Mockea, NpecHeHckan 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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