Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

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

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep perucrpaumoHHoOro
YAOCTOBepeHHs:

HopmatuBHas fOKyMeHTauus:

MENARINI

M

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

MHpomeTauuH 50

50 mr
10

6nucrep
F151837

51001A
59280 yn.

01/2025
20/02/2025
Poccus

BepnuH-Xemu Al

N/A

BERLIN-CHEMIE

MENARINI

BepnuH-Xemu

NexapcTeBennan ¢popma:

EpuHMua konunuyecTea:

Homep aHanusa:

YcnoBusi XpaHeHUsA:

lNopen po:

Hata BbilyCKka cepuu:

CTpaHa BbiNycKa CepUM:

NM-Ne(000707)-(PT-RU)-190422

Cynno3uTopwii
LUTYK

106128

Mpu Temnepatype He
Bbile 25 °C

01/2028
20/02/2025

FepmaHua

Homep npoGui B LIMS: 106128

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 1 us 5

Homep otuera: 60485

[ara neyatn pokymeHTa: 21/02/2025 11:45

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: HOometauuH

API Undbopmauus o npousBopurtene: FIS - Fabbrica Italiana Sintetici S.p.A. - Via Massimo D'Antona, snc - Z.1.,
86039 Termoli, ltaly

APl Homep cepumn npoussogutens: 202311102015

Mpounssoaurenu:

MpounssoauTenb roroBoi NekapcTBeHHOU hopMbI

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

Appec: MuHukep Ber 125, 12489 BepnuH, l'epmanusn
Homep nuueH3uu Ha npousBopacTeo: DE_BE_01_MIA_2023 0045
Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2023_0079

YnakoBuwuk/dpacoBuuk

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

Appec: MuHukep Ber 125, 12489 BepnuH, lrepmaHunsa
Homep nuueHsumn Ha npousBoacTeo: DE_BE_01_MIA_2023_0045

Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2023_0079

Bbipgaya paspelleHus Ha BblMyCK

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

Homep nuueHsumn Ha npousBoacTeo: DE_BE_01_MIA_2023_0045
Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2023_0079

Homep npo6ui B LIMS: 106128 CrtpaHuua: 2 us 5 [ara neyatn pokymeHTa: 21/02/2025 11:45

Ceprudmkar aHanmsa / Ceprucpmkar Homep otuera: 60485 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthbl Yacrora
UCnbITaHUA
Onucaxue Benble ¢ xenToBaTbiM OTTE@HKOM COOoTBETCTBYET
cynnosuTopun TopneaoobpasHoli (opMbl C
yrny6neHueMm B oCHoBaHWUU
CpegHaa macca 0,95+ 5% 0.95r
OaHOpPOAHOCTb A,03UPOBaHUA Mapametp npuemnemocty ans 10 eauHnL COOTBETCTBYET
(Yo-cnexTtpodoromeTpus) AosupoBaHua < 15,0; napametp
npuemnemoctu Ans 30 equHny,
AosupoBaHua < 15,0 ¥ HYU oAHa U3 OTAENbHBIX
efMHNL Ao3upoBaHusA He MeHee 0,75M
u He Gonee 1,25M
MapameTtp npyemnemocTtu 29
PacnagaemocTb He 6onee 30 MuHyT 6 MUH
Pa3smep uactuy
Yactuub < 100 Mkm He meHee 95% 100 %
Bpems nonHo# aecdopmauum He 6onee 15 mun 6 MMH
MoanuHHOCTL
MHpomeTauuH (BKX) Bpems yAepXHBaHNA OCHOBHOTO NUKa Ha nonoxuTensHo
XpOMaTtorpamme UCbITYeMoro
pacTBopa A0SKHO COOTBETCTBOBATb
BpPEMEHU
YAEPXKMBAHUA OCHOBHOIO NUKA Ha
XpoMaTtorpamme CTaHAapTHOro pacTeopa
MHAOMeTaLuHa.
MognuHHOCTL
MnpomeTauux (TCX) OCHOBHOe NSITHO Ha XpoMaTorpamme MoSIoXKUTENbHO
MCMbITYEMOIO pacTBopa Mo MONIOKEHMIO,
BENIYMHE N UHTEHCMBHOCTU
NOrMNOLYEHNUs AOMKHO COOTBETCTBOBATh
OCHOBHOMY MSITHY Ha XpoMarorpamme
CcTaHAapTHOro pacTeopa MHAOMeTaLuuHa.
PoncreeHnblie npumeck (B3
XX)
Jlio6an eguHMYHas npumech He Gonee 0.2 % 0.1%
Cymma npumecei He G6onee 1.0 % 0.1%

Homep npoGui B LIMS: 106128

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 3us 5

Homep otuera: 60485

[ara neyatn pokymeHTa: 21/02/2025 11:45

LW_ORA_PHARMA_PRD



MENARINI

BERLIN-CHEMIE

MENARINI

MokasaTtenb

Cneuudumkauusa

Pe3ynbraTthbl

YacToTa
MCNbITaHUH

Mukpobuonoruuyeckan
4yucrora

O6Lyee uncno aapobHbIX

MUKpOOpraHU3MoB
Mukpobuonoruueckan
yucrota

O6Lee YMCo APONOKEBbIX 1

nnecHeBbiX rpubos
KonuuectseHHoe
onpefeneHe UHAOMETaLUH
YnakxoBka

MapkupoBka

He Gonee 10"3 KOEB 11

He Gonee 102 KOEB 11

95% - 105 % oT 3anBMNeHHOro
coaepxaHmus

Mo 5 cynnosutopues B KOHTYPHOW
fiveiikoBoit ynakoBke (Gnucrep) us Genoi
MBX/MS nneHku. Mo 2 Gnucrepa ¢
MHCTPYKLUMEN MO NpUMEHEHMI0
npenapara B KapTOHHOM nauke.

B cooTseTcTBUM C yTBEPXKASHHBIMU
MaKeTaMy ynakoBKu.

<10 KOE/r

<10 KOE/r

98 %

He onpepensinocb

He onpepenanoch

Homep npoGui B LIMS: 106128

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 4 us 5

Homep otuera: 60485

[ara neyatn pokymeHTa: 21/02/2025 11:45

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MosicHeHWe reHeanoruu:
API: AktTneHasa chapMaLeBTMYeckas cybcTaHUmA
SF: bank-npogykr

YnakoBka: B cooTBeTCTBUM C YTBEPKAEHHLIMWU MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBetcTBumM ¢ aeictBytowum HL, cm. pazgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocoe.

CepTudukar: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMA, U3NOXKEHHAS Bbille, SIBMSETCA TOYHOR U focToBepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKovas ynakoBKy/MapKUpOBKY W KOHTPOSb KayecTsa, Gbiil OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamu GMP, yTBep>XAEHHBIMU MECTHLIMU KOHTPOSUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsamMn perucTpaLlMOHHOIo YAO0CTOBEpEeHNS UMNOPTUpPYIOLLEeil CTpaHbl, Unn TpeboBaHUAMKM crneundukaummn ons
NpPOAYKTOB, NpeAHa3HaYeHHbIX A1 uccnefoBaHnii. OTYeTHl O NPOM3BOACTBE, YNAKOBKE U aHANUTUYECKUX 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 cepunsa oTBe4yaer TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLuK.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb meHegkepa no Nms, pamunus - Matthias Bissinger [ara: - 20/02/2025 15:56:31 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb ynonHOMO4YeHHOro Wms, amunus - Dr. Achim Becker [Hara: - 20/02/2025 18:52:39 (no
nuua: puHBUYY +1)
Moanuck cospnartens Wms, damunus - Julia Bader [ara: - 21/02/2025 11:45:23 (no
AOKYMeHTa: puHBNYY +1)

®dopmar aaTtbi:  AA/MM/IrT Y4:MMm[:cc]

Homep npo6ui B LIMS: 106128 CrtpaHuua: 5 us 5 [ara neyatn pokymeHTa: 21/02/2025 11:45

Ceprudmkar aHanmsa / Ceprucpmkar Homep otuera: 60485 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-51001A

ToproBoe HaMMEHOBaHUE Nupnomeranuu 50 bepaun-Xemu

MexayHapoaHOE HETTATEHTOBAHHOE HAUMEHOBAHUE Nunomeranux

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapctBeHHas popma CYTIIIO3UTOPUHU PEKTAJIbHBIE

Jo3upoBka 50 mMr

®dopma BBITTyCKa 5 mT., 6ucTepsl (2 mT.) , MTaYKHA
KapTOHHBIE

Howmep cepuu (maptumn): 51001A

O0beM cepun(mapTun) 59 280

Jlata npousBoacTBa 01.2025

I'onen no 01.2028

HaumenoBanme wu  agpec  mpousBogutens (¢ IMpousBoaurens I'J1D

yKa3aHUEM CTaJuil TPOU3BOJICTBA) (Bce cramum ,BKiIOYasi BBITYCKAFOITUI

KOHTpPOJIb KauecTBa)

bepaun-Xemu Al',I'epmanust
(Glienicker Weg 125, 12489, Berlin,
Germany)

Howmep u nara peructpaliiOHHOTO YAOCTOBEPEHUS JITT-Ne(000707)-(PT-RU) ot 19.04.2022

Howmep u nara HOpMaTUBHOW TOKYMEHTALIMHU JITT-Ne(000707)-(PT-RU)-190422
HaumenoBanue u azpec nepxkarenst | 3aKpbIToe  aKIMOHEPHOE  OOIIEeCcTBO
PETUCTPALIMOHHOTO YAOCTOBEPEHU S "BEPJIMH-®APMA" (3AO "BEPJIMH-

O®APMA"), Poccus , r. Kamyra, 2-it
ABTOMOOWJIBHBIN MPOE3 I, 11.5

Hacrossiumii JOKyMeHT NOATBEPKIAET:

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

CPEJICTB...»;
-cepHsl JIGKAPCTBEHHOT'O IIpenapaTa COOTBETCTBYET TpPEeOOBAHUSAM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOHN perucTpaluu

o7 ,_?’f/iPy:saHOBa T.B.  23.07.2025

(OATIKCE) (mara)

«bepaun/Xemu/A . MeHapuam»
9.01.2025

000 “BepnuH-Xemu/A. MeHapuHK"

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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