Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

[laTa uaroroBneHun:
[aTta aHanusa:
CtpaHa-uMnopTtep:

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep perucrpaumMoHHOro
YAOCTOBepeHHs:

HopMaTuBHas JOKyMeHTaLUMA:

MENARINI

M BERLIN-CHEMIE
MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

L-TupokcuH 150 BepnuH-Xemu

150 mkr NexapcTeenHan ¢popma:
100 (4x25) EpuHMua konunuyecTea:
6nucrep

F164311

61501A Homep aHanusa:

24960 yn. YcnoBus XxpaHeHus:
01/2026 MlNopex po:

17/03/2026 [laTa BbInycka cepuu:
Poccus CTpaHa BbifycKa Cepum:

BepnuH-Xemn Al

NM-Ne(006040)-(PT-RU)

NM-Ne(006040)-(PT-RU)-070725

Tabnetku
LT

165970

npu TeMneparype He
Bbiwe 30 °C

01/2029
17/03/2026

MepmaHua

Homep npo6ui B LIMS: 165970

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 1 us 5

Homep otuera: 98174

[ara neyatn pokymeHta: 18/03/2026 11:50

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: JIeBOTUPOKCUH HATpUSA
API Undopmauus o npouzBogutene: Peptido GmbH - Am Kraftwerk 6, 66450 Bexbach, Germany
APl Homep cepumu npoussogutensa: 21831PHM

SF HaumenoBanue: N/A
SF UHdopmauuna o npoussoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepuu npoussogutens: 61501

Mpounssoaurenu:

MpounssoauTenb roroBoi nNekapcTBeHHOU hopMbI

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

Appec: Temnensxodep Ber 83, 12347 bepnuH, Nepmanns
Homep nuueH3uu Ha npoussopgcTeo: 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, lepmaHuna

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

Homep npo6ui B LIMS: 165970 CrtpaHuua: 2 us 5 [ara neyatn pokymeHta: 18/03/2026 11:50

Ceprudmkar aHanmsa / Ceprucpmkar Homep otuera: 98174 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

MokasaTtenb

Cneuudumkauusa

Pe3ynbraTthbl

YacToTa
MCNbITaHUH

Onucaxue

MoanuHHocTb (BI)XKX)
JleBOTMPOKCUH HaTpusa

Liuctenna rmgpoxnopuaa
MoHoruapar

PacTBOpeHue
JleBOTMPOKCUH-HaTPMiA

CpeaHee sHa4yeHne
WHauBuayanbHble 3Ha4YeHus
CopepxaHue BoAbI
Mpumecu (BAXX)

JINOTUPOHUH

(npumecs A)

3,3',5,5'- TeTpaiioaTMpoykcycHas
Kkucnota (npumech D)
3,3',5,5'-TeTpalioaTpoMypaBbuHas
Kkucnora (npumech H)

nio6as efMHNYHaRA
HeupaeHTUULMpOBaHHas NPpUMeCch
cymMa Bcex npumecei

Genble unu no4tn Genble ¢ xenToBaTbiM
OTTEHKOM, Kpyrnble, crerka

BbiNyKnble TaBneTku, ¢ puckoit Ans aeneHus

Ha oAHO# CTOpOHe

Bpems yAepXu1BaHNA OCHOBHOTO N1ka Ha
XpoMaTorpamme UCrbITyemoro
pacTeopa [OSKHO COOTBETCTBOBaTh
BPEMEHM

YAEPXMBaHUSI OCHOBHOIO NUKa Ha

XpomaTtorpaMme CTaHAapTHOro pacTeopa

NEeBOTUPOKCUHA

Ha XpoOMarorpamme UCMbLITYEMOro
pacTeopa [OMKeH NPUCYTCTBOBATL MUK
COOTBETCTBYIOLUMIA N0 BpeMeHu
YAEPXXMBaHNS OCHOBHOMY MUKy Ha
Xpomarorpamme

cTaHAapTHOro pacTeopa L-umcTenHa
ruapoxnopuaa MoHormapara

He meHee 75 % (Q) neBoTMpokcuHa

HaTpMA OT 3asiBNIeHHOTO COAepPXaHus
yepes 30 MuH

He Gonee 10 %

He Gonee 1.0 %
He Gonee 0.5 %
He Gonee 0.5 %
He Gonee 0.5 %

He Gonee 3.0 %

COOTBETCTBYET

MNOIoXKUTeNbHO

MONOXKUTENbHO

COOTBETCTBYET

95 %
92 93 96 95 96 96 %
7%

<0,1 %

<0,1 %

<0,1 %

0.2 %

02%

Homep npo6ui B LIMS: 165970

Ceprudmkar aHanmsa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 3us 5

Homep otuera: 98174

[ara neyatn pokymeHta: 18/03/2026 11:50

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MokasaTtenb Cneuudumkauusa Pe3ynbraTthbl YacToTa
UCnbITaHUA

OQHOPOAHOCTb eAUHML napameTp npuemnemoctu ansa 10 eauHuL, COOTBETCTBYET

AO3UPOBaHUA posupoBaHua < 15.0; napametp

Mapametp npnemnemMocTy,

JleBOTUPOKCUH-HATPUIA
KonnyecreenHoe
onpepeneHue (BAKX)

JleBOTUPOKCUH-HATPUiA

KonnyecreenHoe
onpepgenexue (BAXX)
LiuctenHa rugpoxnopuaa
MoHoruapar
Mukpobuonoruyeckas
yuctora
O6bLyee Yucrno a3pobHbIX
MUKpOOpraHU3MoB
MukpoGuonoruyeckas
yucToTa

O6Lee YMCIOo APOXOKEBbIX 1

nnecHeBbiX rpubos
Mukpobuonoruyeckan
yucToTa

Escherichia coli

MoanuHHocTb (Y®-cnekTpod
oToMeTpus)
JleBOTMpPOKCUH HaTpusi

npuemnemMoctu Ansa 30 eauHUL,

Ao3upoBaHKA < 15.0 1 HY ogHa U3 OTAENbHbIX
eA1HNL Ao3upoBaHuA He MeHee 0.75M

1 He Gonee 1.25M

29
95 % - 105 % NeBOTMPOKCMHA HATPUS B 102 %
TabneTke OT 3asiBNEHHOro
copepXaHus
He MeHee 1 % OT 3asBNeHHOro 25 %
KonuyecTsa
He Gonee 103 KOEB1r1 <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 COOTBETCTBOBAaTL ApPYr
APYrY ¥ UMETb MaKCUMYM MOITIOLLIEHUR
npy AnuHe BonHbl 326 + 2 HM

Homep npo6ui B LIMS: 165970

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 4 us 5

Homep otuera: 98174

[ara neyatn pokymeHta: 18/03/2026 11:50

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MosicHeHWe reHeanoruu:
API: AktneHas chapMaLeBTMyeckas cybcTaHUmA
SF: bank-npopykr

YnakoBka: B coOTBETCTBUM C YTBEPXKAEHHLIMW MaKeTaMy YNaKOBKHM.
MapkupoBka: B cootBeTcTBuM ¢ AeicTtBytowum HL, cm. pasgen 1.3.2 Moayns 1 pernctpauMoHHOro gocobe.

CepTudcukart: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAS Bbille, SIBMSIETCA TOYHOIR U focToBEepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKovas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbii OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU C TpeboBaHuamU GMP, yTBepXAEeHHBEIMU MECTHLIMU KOHTPOSNMUPYIOLLMMKU OpraHamu, U
cneuncpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEpEeHNS UMNOPTUpPYIOLLEei CTpaHbl, Unn TpeboBaHUAMM cneundukaummn ons
NpoAyKTOB, NpeAHa3HaYeHHbIX Af1A uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX UCTIbITaHUAX
cepun 6binKu NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpSOLWMMU cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

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

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 17/03/2026 16:07:13 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dpamunums - Dr. Ricarda Hoffmann [ara: - 17/03/2026 17:11:37 (no
nuua: puHBNYY +1)
Moanuck co3pnartens Wms, dbamunus - Dr. Valentina Margania [ara: - 18/03/2026 11:50:25 (no
AOKYMeHTa: puHBNYY +1)

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

Homep npo6ui B LIMS: 165970 CrtpaHuua: 5 us 5 [ara neyatn pokymeHta: 18/03/2026 11:50

Ceprudmkar aHanmsa / Ceprucpmkar Homep otuera: 98174 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



M OO0O bepnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-61501A

ToproBoe HaMMEHOBaHUE

L-Tupoxcun 150 bepaun-Xemu

MC)KIIYHapO[[HOC HEIMMaTCHTOBAHHOC HAMMCHOBAHUEC
(TpynmupOBOYHOE HIJIH XMMHUYECKOE)

JIeBOTUPOKCUH HaTpUs

JlexapcTBenHas hopma

TabJIETKHN

Jo3upoBka

150 Mkr

®dopma BhIITyCKa

25 mT., 6aucTepsl (4 MT.), KOHTypHAs
SYEUKOBAasl YIIAKOBKA,
nayka KapTOHHast

Howmep cepuu (maptun): 61501A
O06Bem cepun(mapTun) 24 960
JlaTa npousBojacTBa 01.2026
I'onen no 01.2029

HanmenoBanne wu agpec mnpousBoaurens (¢
yKa3aHUEM CTaJuil MPOU3BOJCTBA)

IMpoussoaurens I'J1D
bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347,
Germany)
YnakoBmuk/(pacoBmuk
(B IEpBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckawimmi KOHTPOJb Ka4ecTBa —
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Berlin,

HowMmep 1 1aTa perucTpaiioOHHOTO yI0CTOBEPEHHS

JITI-Ne(006040)-(PT-RU) ot 27.06.2024

Howmep 1 nara HOpMaTUBHOW TOKYMEHTALMKU

JITT-Ne(006040)-(PT-RU)-070725

Hanmenosanue 51 aapec JIepIKaTeIIsI
PETUCTPAIIHOHHOTO YIOCTOBEPCHHUS

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

Hacrosimumii 10KyMeHT NOATBEP:KIAeT:

-IIaHHBIN JIEKapCTBEHHBIN Mpemnapar cooTBeTcTBYeT 61-P3 «OO6 obpalieHuH JeKapCTBEHHBIX

CPEICTB...»;

-CCpusd JICKAPCTBCHHOTO Ipfcrapara COOTBCTCTBYCT Tpe6OBaHI/IHM, YCTaHOBJICHHBIM IIpU €TI0

rOCy/apCTBEHHOW PETUCTpALIUU

,,.-»—: _—_

(HOI[HI/ICB)

I[OBen
Ne 6/u

KOpuguieckuin anpec: Racop 1233
MoyToBbIA aapec: F’occm 387
TenedpoH: +7 (495) 785-01-00, cbaKc

“Coxkomnos B.JI. 08.05.2026

(mara)

. Mockga, MNpecHeHckas HabepexHas, g. 10
Mocksa, [MpecHeHckan HabepexHas, 4. 10
7 (495) 785-01-01, e-mail: info@b-c.ru
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