Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBuYyHasa ynakoBkKa:

BHyTpeHHMM KO npoAaykTa:

Ne cepuu:

O6Gbem cepum (xonuuecTBO
ynakoBOK):

[laTa usroroBneHun:
[aTta aHanusa:
CrtpaHa-uMnopTtep:

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep peructpaumMoHHOro
YAOCTOBepeHHs:

HopMaTuBHas JOKyMeHTaLMA:

MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

JlepkameH® 10
10 mr

28

6nucrep
F163210

53557A
113520 yn.

08/2025
22/12/2025

Poccus

BepnuH-Xemn Al

N/A

M BERLIN-CHEMIE
MENARINI

NexapcTeBennan ¢popma:

EpuHuua konuyecrsa:

Homep aHanuaa:

YcnoBusi XxpaHeHus:

lNopen po:

Hata BbilyCKka cepuu:

CTpaHa BbiNycKa Cepum:

1M Ne(005624)~(PT-RU)-250425

TabneTku, NOKpLITLIE
nseHo4Hoi 06ono4KoiA
LLT.

153399

XpaHuTb npu
TemnepaType He BblLLe
30 °C B 3aLLULLEHHOM OT
cBeTa MecTe.

08/2028
22/12/2025

MepmaHua

Homep npo6sui B LIMS: 153399

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 1 us 5

Homep otvera: 90811

[ara ne4aru pokymeHta: 05/01/2026 13:16

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: JlepkaHngunuHa rugpoxnopup,
API Undopmauus o npouzBogutene: Recordati Ireland Ltd. - Raheens East, Ringaskiddy, Co.Cork, Ireland
API Homep cepum npouseogutens: 24800089

APl HaumeHoBaHue: JlepkaHuannuHa rugpoxnopua
API Undopmauus o npouseogutene: Recordati Ireland Ltd. - Raheens East, Ringaskiddy, Co.Cork, Ireland
APl Homep cepumn npoussogutensi: 24800090

SF HaumenoBaHnue: N/A
SF UHdopmauus o npousBoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, l'epmaHus
SF Homep cepum npoussogutens: 53557

MpoussoauTenu:

MpousBoauTenb roTOBOH NEeKapCTBEHHON (hOPMbI

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

Appec: Temnenbxocep Ber 83, 12347 bepnuH, lepmaHus
Homep nuueH3un Ha npousBogcTBo: DE_BE_01_MIA_ 2025 0008
Homep ceptucukara coorsercteus GMP: DE_BE_01_GMP_2025_0016

YnaxoBuwuk/chacoBuwmuk

HammeHoBaHMue npousBogurtena: Berlin-Chemie AG - BepnuH-Xemu Al

Appec: MuHunkep Ber 125, 12489 bepnuH, Nepmanus
Homep nuueH3un Ha npousBopgcTBo: DE_BE_01_MIA 2025 0008

Homep ceptucdukara coorsercteus GMP: DE_BE_01_GMP_2025_0015

Bbiaavya pa3pelleHus Ha BbIMyCK

HammeHoBaHMe npousBogurtena: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHunkep Ber 125, 12489 bepnuH, Nepmanus

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

Homep npo6sui B LIMS: 153399 CrtpaHuua: 2 us 5 [ara ne4aru pokymeHta: 05/01/2026 13:16

Ceprudmkar aHanmaa / Ceprucpmkar Homep otyera: 90811 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudmkauusa Pe3ynbraTthbl Yacrora
UCNbITaHUA
OnucaHue (BU3yankHo) KpYrTbie ABOAKOBbINYKMbIe TabneTku, COOTBETCTBYET
NOKPbITble NSIEHOYHON 0OOO4KOiA, OT
6nefHO-XeNToro A0 CBETNO-KeNToro
LBeTa C pUCKOi Ha O|HOW CTOpOHe;
BWA, HA U3/TOMeE: CBETII0-)ENTOro LiBeTa
CpenHsaa macca 103.0Mr+7.5% 104.0 mr
OAHOpOAHOCTb Macchl 18/20 £ 7.5 %; 2/20 £ 15 % COOTBETCTBYET
OAHOPOAHOCTL AO3NPOBaHUS napametp npuemnemocty ans 10 eauHuy COOTBETCTBYET
[osupoeaHus < 15.0; napametp
npuemnemMoctu Ansa 30 eAnHUL,
Ao3upoBaHua < 15.0 ¥ HU ogHa U3 OTAENbHbIX
efMHNL, Ao3npoBaHuA He meHee 0.75
M # He 6onee 1.256 M
MapameTtp npyemnemocTy, 25
JlepkaHngunuHa rugpoxnopmna
PacnagaemocTb He Gonee 15 MMH 4 MUH
PacTBOpeHue
JlepkaHmamnuHa rugpoxnopua He MeHee 70 % (Q) yepes 45 MUH oT COOTBETCTBYET
3aABMNEHHOro coaepXXaHus
CpenHee sHauyeHKne 97 %
MuausnayanbHble 3Ha4eHUs 96 97 96 96 97 97 %
MoanunHocTk (BI)KX) BpeMsi YAEPXUBaHNS OCHOBHOIO NUKa Ha nonoxurensHo
XpOMaTorpaMMe UCMbITYeMoro
pacTBopa 2 4OMMKHO COOTBETCTBOBATb
BPEMEHMW yAepX1BaHNA NUKa NnepKkaHnaunmHa
ruapoxnopuaa Ha xpomarorpamme
cTraHgapTHOro pacreopa 6
PopcrBeHHble npumeck (B
XX)
Mpumecs 1 He Gonee 0.20 % <0,15 %
Mpumecsh B He Gonee 0.20 % <0,15 %
Mpumecs 3 He Gonee 0.30 % <0,15 %
CyMMa HeuaeHTMMLIMPOBaHHBIX He Gonee 0.20 % <0,15 %
npumecei
Cymma npumecei He 6onee 0.75 % <0,15 %

Homep npo6sui B LIMS: 153399 CrtpaHuua: 3 us 5 [ara ne4aru pokymeHta: 05/01/2026 13:16

Ceprudmkar aHanmaa / Ceprucpmkar Homep otyera: 90811 LW_ORA_PHARMA_PRD

COOTBETCTBUA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudmkauusa Pe3ynbraTthbl Yacrora
UCNbITaHUA
KonuuectBeHHoe oT 9.5 fo 10.5 Mr nepkaHuaMnNMHa 9.9 mr
onpepeneHue (BAKX) ruapoxnopuaa B ogHol Taénetke (95 %
- 105 % ot 3asBneHHoro
coaepXaHus)
Mukpobuonoruueckan
yucrota
O6wee 4ncno aapobHbIX He Gonee 103 KOE/r <10 KOE/r
MWKPOOpraHU3MOB
Mukpobuonoruyeckan
yucrora
O6Ljee YNCnO APONOKEBLIX N He Gonee 10°2 KOE/r <10 KOE/r
nnecHeBbiX rpubos
Mukpobuonoruuyeckan
yucrora
Escherichia coli orcytctBue B 1 r COOTBETCTBYET

Homep npo6sui B LIMS: 153399

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 4 us 5

Homep otvera: 90811

[ara ne4aru pokymeHta: 05/01/2026 13:16

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

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

YnakoBka: B cooTBeTCTBUM C YTBEPXKAEHHLIMWU MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBeTcTBUM ¢ AeicTBylowum HL, cm. pasgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocobe.

CepTucukat: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NOXKEHHAs Bbille, SIBMSIETCA TOYHOR U focToBepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKoYas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbin OCyLUEeCTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamu GMP, yTBepXAEeHHBEIMU MECTHLIMU KOHTPOSUPYIOLLMMKU OpraHamu, U
cneuncpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEpEeHNS UMNOPTUpPYIOLLEeil CTpaHbl, Unn TpeboBaHUAMM crieundukaummn ons
NpoAyKTOB, NpeAHa3Ha4YeHHbIX A1 uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX UCTIbITaHUAX
cepun 6binn NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpsOLWMMU cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

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

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 22/12/2025 16:18:24 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang [ara: - 22/12/2025 16:22:54 (no
nuua: puHBNYY +1)
Moanuck cospnartens Wms, dpamunus - Ljubov Kandaurova [ara: - 05/01/2026 13:16:55 (no
AOKYMeHTa: puHBNYY +1)

®dopmar aaTtbi:  Aa/MM/rIrT Yy4:Mm[:cc]

Homep npo6sui B LIMS: 153399 CrtpaHuua: 5 us 5 [ara ne4aru pokymeHta: 05/01/2026 13:16

Ceprudmkar aHanmaa / Ceprucpmkar Homep otyera: 90811 LW_ORA_PHARMA_PRD

COOTBETCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53557A

ToproBoe HaMMEHOBaHUE Jlepkamen® 10
MexayHapoHOE HETTATEHTOBAHHOE HAUMEHOBAHUE Jlepkanuunux
(TpynmupOBOYHOE MIIH XUMHUYECKOE)
JlexapcTBenHas ¢hopma TaOJIETKH MTOKPHITHIC TIIICHOYHOM
000JI0UKOIA
Jo3upoBka 10 mr
®dopma BbIITyCKa 14 mwr., 6mucTeps! (2 mT.) , Mavka
KapTOHHAs
Howmep cepun (naprun): 53557A
O0bem cepun(mapTun) 113 520
JlaTa npousBojacTBa 08.2025
I'onen no 08.2028
HaumenoBanme wu  agpec  mpousBoautens (¢ IMpousBoaurens I'J1P
yKa3aHHUEM CTaJuil TPOU3BOJICTBA) bepnun-Xemu Al',I'epmanns
(Tempelhofer Weg 83, 12347, Berlin,
Germany)
YnakoBmuk/pacoBuuk

(B IEpBUYHYIO /BTOPUYHYIO YIIAKOBKY)
bepnmun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)
Boinyckawimmii KOHTPOJb Ka4ecTBa —

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

Germany)
Howmep u nata perucTpaiiioHHOTO yI0CTOBEPECHHS JITT-Ne(005624)-(PI'-RU) ot 29.05.2024
Howmep 1 nara HOpMaTUBHOW TOKYMEHTALMHU JIT1-Ne(005624)-(PI'-RU)-250425
HanmenoBanue u azpec nepxarend | Menapuan  MaTepHmHA — Onepennns
PErUCTPALIMOHHOTO YAOCTOBEPEHUS JlrokcemOypr C.A., JlrokcemOypr (1,

Avenue de la Gare, L-1611,Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 olpalieHuu JeKapCTBEHHBIX

CPEICTB...»;
-cepHsl JIEKApCTBEHHOI'0 IIpenapaTa COOTBETCTBYET TPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOMN pEerucTpanuu

2

—— Coxonos BJl.  17.02.2026
(mata )

MNMoyToBLIA a,upe, 23317, r. Mockea, lNpecHeHckan HabepexHas, g. 10
TenedpoH: +7 (495) 785-01-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru


SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


