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

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

Hebunet®

5wmr

28
6nucrep
F162398

53011A
65520 yn.

10/2025
15/12/2025

Poccus

BepnuH-Xemn Al

N/A

BERLIN-CHEMIE

MENARINI

NexapcTeBennan ¢popma:

EpuHMua konunuyecTea:

Homep aHanusa:

YcnoBusi XpaHeHUsA:

lNopen po:

Hata BbilyCKka cepuu:

CTpaHa BbiNycKa Cepum:

NM-Ne(005466)-(PT-RU)-170225

Tabnetku
LT

152066

npu TeMneparype He
Bbiwe 25°C

10/2028
15/12/2025

MepmaHua

Homep npo6ui B LIMS: 152066

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 1 us 6

Homep otuera: 89558

[ara ne4aru pokymeHTa: 16/12/2025 10:18

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBanue: HeGusonona rugpoxnopug

API Undopmaums o npousBogutene: Cadila Pharmaceutical Lid. - 294, GIDC Industrial Estate, Ankleshwar, Gujarat,
India

APl Homep cepun nponssoautens: 24NL053

APl HaumeHoBaHue: Hebueonona rugpoxnopug

API Undopmauus o npouzBogutene: Cadila Pharmaceutical Lid. - 294, GIDC Industrial Estate, Ankleshwar, Gujarat,
India

APl Homep cepuu npoussoautensi: 25NL025

SF HaumeHoBanue: N/A
SF Uncdbopmauusa o npoussoautene: bepnuH-Xemu Al - Temnenbxocep Ber 83, 12347 BepnuH, MepmaHus
SF Homep cepum npoussoautens: 53011

Mpoussoautenu:

MpousBoauTenb roToBoM NekapcTBeHHOU hopMbI

HaumeHoBaHue npousBogurtens: Berlin-Chemie AG - BepnuH-Xemn Al
Appec: Temnenbxodep Ber 83, 12347 bepnuH, lepmaHuna

Homep nuueHsum Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Howmep cepTuduxara coorsercteua GMP: DE_BE_01_GMP_2025_0016

Homep npoGui B LIMS: 152066 CtpaHuua: 2 us 6 [ara ne4aru pokymeHTa: 16/12/2025 10:18

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 89558 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

M BERLIN-CHEMIE
MENARINI

YnakoBuuk/pacoBumk

HaumeHoBaHue npoussogutens: Berlin-Chemie AG - bepnuH-Xemu Al

Anpec: MuHukep Ber 125, 12489 BepnuH, lepmaHns
Homep nuueH3uun Ha npoussoacTeo: DE_BE_01_MIA_2025_0008

Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Bbigaya pa3speleHus Ha BbiMyck

HaumeHoBaHue npoussogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Anpec: MuHukep Ber 125, 12489 BepnuH, lepmaHns

Homep nuueH3uun Ha npoussoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptucukara coorsercreuss GMP: DE_BE_01_GMP_2025 0015

Homep npoGui B LIMS: 152066 CtpaHuua: 3us 6 [ara ne4aru pokymeHTa: 16/12/2025 10:18

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 89558 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



BERLIN-CHEMIE
MENARINI

MENARINI

Moka3satenb Cneuudukauus Pe3ynbraTthbl YacToTta
UCNbITaHUA

OnucaHue Kpyrnble ABOsIKOBbINyKnble TabneTku COOTBETCTBYET
noytu Genoro LBeTa ¢ kpectoo6pasHoi
HaceuyKoi Ans feneHus Ha oaHoR

CTOpOHe
CpenHsaa Mmacca TabneTku 230mMr+5% 231.0 mr
OAHOpOAHOCTL A,03UPOBaHUA MapameTtp npuemnemocty ans 10 eauHUY COOTBETCTBYET

posuposaHua < 15.0. Napametp
npuemnemMoctu Ansa 30 eanHUL,

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

n He Gonee 1.25M

Mapametp npuemnemocTy, 26
He6usonon

PacTBOpeHue
HeGusornon He MeHee 75 % (Q) He6uBonona CcooTBeTCTBYET

ruapoxrnopuaa Yyepes 45 MUH oT
3asAB/IEHHOrO coaepXaHus

CpenHee 3sHa4yeHHne 94 %

MuauBnayanbHble sHa4YeHus 93 95 96 93 96 93 %
MognuHHOCTL

He6ueonon (B3XX) BpeMms yaep)XHBaHNA OCHOBHOTO MUKa Ha MonoXuTeNnsHO

XpoMaTtorpamme UCTbITYeMoro
pacTBopa A0MKHO COOTBETCTBOBATHL
BpeMeHu

yAepXvBaHNsi OCHOBHOIO NUKa Ha
XpoMatorpamme CTaH4apTHOro pacTtesopa
HeGusonona ruapoxnopuga

MoanuHHOCTL
He6usonon (Y®-cnekrpogoTomerp Y®-cnekTp nornoweHus NCnbITyeMoro nonoXxurensHo
us) pacTBopa [O/MKeH UMETb MaKCUMYM
NornoLeHnsi Npyu OAHOM 1 ToW e AnnHe
BOJIHbI YTO U YD-cneKTp NOrnoLeHns
cTaHgapTHOro pacrsopa Hebusonona
ruapoxnopuga
Homep npoGui B LIMS: 152066 CtpaHuua: 4 us 6 [ara ne4aru pokymeHTa: 16/12/2025 10:18
Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 89558 LW_ORA_PHARMA_PRD

COOTBETCTBUA



BERLIN-CHEMIE
MENARINI

MENARINI

Moka3satenb Cneuudukauus Pe3ynbraTthbl YacToTta
MCNbITaHUH
MoanuHHOCTL
Xnopugbl (Ka4ectBeHHas peakuums Ob6pasyercs Gernbiii TBOPOXUCTDIiA NONOXUTENbHO

¢ cepeGpa HUTpaToM B
a30THOKUCIION cpeae)

PopncTBeHHbie npumeck (B
XX)
N-¢opmun-Hebusonon
Mio6as eanHnyHas
HeuaeHTUULMPOBaAHHANA NPUMECH
Cymma npumeceii
KonuuyectBeHHO®
onpepgenexue (BOXX)
Mukpobuonoruuyeckan
yucrora
O6Lyee konu4ecTso a3pobHbIX
MMKPOOPraHU3MOB
Mukpobuonoruyeckan
yucrota
O6Liee KonU4eCcTBO APONOKEBbLIX N
nnecHeBbiX rpubos
Mukpobuonoruyeckan
yucrora
Escherichia coli

ocafiok, KOTOopblii pacTBOpSAIEeTCs Npy
npuGasrneHun pasbaBneHHoOro pactsopa

aMmuaka

He 6onee 0.5 % <0,1 %
He G6onee 0.2 % <0,1 %
He 6onee 0.7 % <0,1 %
95.0 % - 105.0 % HebGuBonona B 100.2 %

Tabnetke OT 3asiBNEHHOro coAepXaHusi

He Gonee 103 KOE/r <100 KOE/r
He 6onee 102 KOE/r <10 KOE/r
OtcytctBUEe B 1T COOTBETCTBYET

Homep npo6ui B LIMS: 152066

Ceprudmkar aHanmaa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 5us 6

Homep otuera: 89558

[ara ne4aru pokymeHTa: 16/12/2025 10:18

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MosicHeHue reHeanoruu:
API: AktneHasa chapMaLeBTMYeckas cybcTaHUmA
SF: bank-npopykr

YnakoBka: B coOTBETCTBUM C YTBEPXKAEHHLIMN MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBetcTBumM ¢ feictytowum HL, cm. pasgen 1.3.2 Moayns 1 pernctpauMoHHOro gocobe.

CepTudukart: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAS Bbille, SIBMSETCA TOYHO U focToBEepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKovas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbiil OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamu GMP, yTBep>XAeHHBIMU MECTHLIMU KOHTPOSUPYIOLLMMKU OpraHamu, U
cneuncpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEPEHNS UMNOPTUPYIOLLEil CTpaHbl, Unn TpeboBaHUAMKM crneundukaummn ons
NpoAyKTOB, NpeAHa3Ha4YeHHbIX AR uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANMTUHECKUX UCTIbITaHUAX
cepun 6binn NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpSOLWMMY cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

nabopaTopHol UHpopMaLmeli U UMeeT 3NIeKTPOHHYIO NOANUCH.
BbIIJJGYKaaaHHaFl cepusa orBevyaeTr TpesoBaHMﬂM HOpMaTMBHOVI AOKYMEeHTaLun.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 15/12/2025 14:27:03 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang [ara: - 15/12/2025 15:22:27 (no
nuua: puHBNYY +1)
Moanuck co3pnartens Wms, dpamunus - Ljubov Kandaurova [ara: - 16/12/2025 10:18:17 (no
AOKYMeHTa: puHBNYY +1)

®dopmar aaTtbi:  AA/MM/IrT Y4:Mm[:cc]

Homep npoGui B LIMS: 152066 CtpaHuua: 6 us 6 [ara ne4aru pokymeHTa: 16/12/2025 10:18

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 89558 LW_ORA_PHARMA_PRD

COOTBETCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-53011A

ToproBoe HaMMEHOBaHUE Hebunet®
MexyHapoaHOE HEMTAaTEHTOBAHHOE HAMMEHOBAHHUE Heobusoion
(TpynnMpOBOYHOE MM XMMHYECKOE)
JlekapcTBenHas hopma Ta0JICTKH
Jo3upoBka Swmr
®dopma BBITTyCKa 14 mt., 6nucTepsl (2), MaYKu KapTOHHBIC
Howmep cepuu (maptun): 53011A
O0bem cepun(mapTun) 65 520
JlaTta mpousBocTBa 10.2025
['oxen o 10.2028
HaumenoBanue u anpec npousBoguTess (¢ poussoaurens I'J1D
yKa3aHHUEM CTaJui MIPOU3BOICTBA) bepmun-Xemu Al',I'epmanust
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Ynakosmuk/pacoBuuk

(B IEPBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Borinyckawimnii KOHTPOJIb KayecTBa —

bepnmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u 1ara perucTpaliioOHHOTO YI0CTOBEPEHHUS JITI-Ne(005466)-(PT'-RU) ot 15.05.2024
Homep u 1ata HOpMaTUBHOW TOKYMEHTAIIUN JITT-Ne(005466)-(PI'-RU)-170225
HaumenoBanue 51 azpec JiepKaTess Menapunu Unrepusmnn Onepeiniis
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JlrokcemOypr C.A.,JltokcemOypr

(1, Avenue de la Care. L-1611.
Luxembourg S.A.)

Hacrosimumii 10KyMeHT NOATBEP:KAAEeT:

-JTaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYyeT 61-D3 «OO6 oOpalieHuu JeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKApCTBEHHOTO IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanun

2

~—— = CoxonoBB.JI.  14.04.2026
(ormck) (mata)

)
08D
a,p..w-)(e».m, A

000 “BepnuH-XeMniaciv

HOpuauyecknia agpec: Poccus, 123317, . Mockea, MNpecHeHckas HabepexHas, 4. 10
lMouTtosbin agpec: Poccua, 123317, . Mockea, lNMpecHeHckas HabepexHas, a. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru
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