Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBKe:
MepBuYHan ynakoBka:

BHyTpeHHMIA Ko npoAykTa:

Ne cepuu:

O6bem cepum (konu4ecTBo
ynakoBOK):

[aTa u3roroBneHusn:
[aTta aHanusa:
CtpaHa-umMnoprep:

HaumeHoBaHue
NPOU3BOAUTENSN:

Homep peructpaumoHHoOro
YAOCTOBOPeHHA:

HopMaTuBHas JOKYMGHTaLMA:

MENARINI

M BERLIN-CHEMIE

MENARINI

Me3um® 20000
20000 E

20

6nuctep
F154391

53057A
37248 yn.

09/2025
26/01/2026

Poccus

BepnuH-Xemu Al

ND JIN-Ne(001402)-(PT-RU)

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

NexapcTeBennan ¢popma:

EguHuua konuuyecTna:

Homep aHanusa:

YcnoBusi xpaHeHus:

lNopen po:

Hata BbilyCKa cepuUu:

Crtpana BbllMyCKa cepuu:

NN-Ne(001402)-(PT-RU)-111122

Tabnetku
KWLLEYHOPACTBOPUMbIE,
NOKpbiTbie 060N04KOoi
LUT.

157403

Mpu Temneparype He
Bbiwe 25°C

09/2028
26/01/2026

lepmanus

Homep npo6ui B LIMS: 157403

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 1 us 6

Homep otyera: 92861

[ara ne4aru pokymeHTa: 27/01/2026 13:44

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: [MaHkpeaTuH
API Undbopmauus o npoussogurtene: Nordmark Pharma GmbH - Pinnauallee 4, 25436 Uetersen, Germany
APl Homep cepumn npounssogutensi: 14650005

APl HaumeHoBaHue: [MaHkpeaTuH
API Undopmauus o npouzBogutene: Nordmark Pharma GmbH - Pinnauallee 4, 25436 Uetersen, Germany
APl Homep cepuu npoussoautensi: 14670005

SF HaumenoBaHue: N/A
SF Undopmauus o npoussogutene: BepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 bepnuH, Nepmaxuns
SF Homep cepum npounssogutens: 53057

Mpounssoautenu:

MpounssoauTenb roroBoi nNekapcTBeHHOU hopMbI

HaumeHoBaHue npoussogutens: Berlin-Chemie AG - BepnuH-Xemu Al
Anpec: Temnenbxodep Ber 83, 12347 bepnuH, lepmaHuna

Homep nuuen3un Ha npoussogcTeo: DE_BE_01_MIA_ 2025 0008
Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_ 0016

Homep npoGui B LIMS: 157403 CtpaHuua: 2 us 6 [ara ne4aru pokymeHTa: 27/01/2026 13:44

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 92861 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

M BERLIN-CHEMIE
MENARINI

YnakoBuwuk/pacoBumk

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

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

Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Bbigaya pa3peleHus Ha BbiMyck

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

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

Homep npoGui B LIMS: 157403 CtpaHuua: 3us 6 [ara ne4aru pokymeHTa: 27/01/2026 13:44

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 92861 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudmkauusa Pe3ynbraTthbl Yacrora
MCNbITaHUA
Onucanue (opraHonenTu4eck Kpyrmble, ABOAKOBbLINYKbie Tabnertku, COOTBETCTBYET
n) NOKpbITble 06oNo4KoM, OT Genoro Ao
6enoro ¢ cepoBaTbiM OTTEHKOM LiBETa,
C rMafKoi NOBepPXHOCTbIO U
cneuudmryeckuM 3anaxom; Ha usriome
BO3MOXHbI KOPUYHEBBIE BKpanieHus
CpepgHan macca TabneTku 0.466r+5% 0.469r
OAHOPOAHOCTL Macehl 18/20 £ 5 %; 2/20 + 10 % ot COOTBETCTBYET
paccuuTaHHOl cpeHei Macchl
PacnagaemocTb
0.1 M pacteop yepes 120 MuH Ge3 nsmeHeHHi >120 MUH
XJI0pPMCTOBOAOPOAHOMA KUCNOTbI
docgaTHbIi GycepHblii pacTeop (p He 6onee 60 MyH <60 MuH
H 6.8)
WUnenTndunkauun NaxHkpeaTmH npenapar AomkeH oGHapyXmBaTb MoNnoXuTenbHo
aMUIIoNUTMYECKyI0, NUMONUTUYECKYIO 1 oOLLYI0
NPOTEONIUTUYECKYIO aKTUBHOCTD
Moteps B Macce Npu He Gonee 4 % 3%
BbICYLIUBaHUU
OnpeneneHne akTUBHOCTU
JIiunonutnyeckas aKTMBHOCTb He meHee 18000 E[1 Ph. Eur. (He 25434 EpEBp.®.
meHee 90 % OT 3asBNEeHHON aKTMBHOCTH)
OnpeneneHne akTUBHOCTU
AmMunonuTuyeckas akTUBHOCTb He MeHee 10800 E[1 Ph. Eur. (He 23166 EQEBp.®.
MeHee 90 % OT 3asBNeHHO aKTMBHOCTH)
OnpepfeneHue akKTUBHOCTH
O6Las npoTeonuTUYecKas He meHee 810 E[] Ph. Eur. (He MeHee 1159 EpEBp.®.
aKTUBHOCTb 90 % OT 3aABMNEHHO aKTUBHOCTH)
Hanuume BkpanneHumit He nmeercs
Mukpobuonoruuyeckan
yucToTa
O61ee Yncno aspobHLIX He Gonee 104 KOE/r <100 KOE/r
MMKPOOPraHU3MOB
Mukpobuonoruuyeckan
yucToTa
OG6LLyee YMCno APONOKEBbIX U He Gonee 10°2 KOE/r <10 KOE/r

nnecHeBbiX rpubos

Homep npoGui B LIMS: 157403 CtpaHuua: 4 us 6 [ara ne4aru pokymeHTa: 27/01/2026 13:44

Ceprudmkar aHanmaa / Ceprucpmkar
COOTBETCTBUSA

Homep otuera: 92861 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

Moxa3saTenb Cneuudukauus Pe3ynbraTthbl YacToTta
UcNbITaHUA

Mukpobuonoruueckan

yucrora
OHTepobakTepun, ycToumBbIe K He Gonee 10*2 KOE/r 0 KOE/r
nen4m

Mukpobuonoruuyeckan

yucToTa
Escherichia coli oTcyTctBMe B 1T COOTBETCTBYEeT

Mukpo6uonoruyeckasn
4yucrora

Salmonella otcytcTeue B 101 COOTBETCTBYET
Mukpobuonoruueckan

4yucTora
Staphylococcus aureus otcytcteme B 1 r COOTBETCTBYET

Homep npo6ui B LIMS: 157403 CtpaHuua: 5us 6 [ara neqarn gokymeHTa: 27/01/2026 13:44

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 92861 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



BERLIN-CHEMIE
MENARINI

MENARINI

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

YnakoBka: B cOOTBETCTBUM C YTBEPKAEHHLIMN MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBeTcTBuUM ¢ AeicTBytowum HL, cm. pasgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gochbe.

CepTudukar: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAS Bbille, SIBMSIETCA TOYHOR U focToBEpHON. Mpouecc
Npou3BOACTBA AAHHOWK cCepuM NpPoayKTa, BKoYas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, bl OCyLUEeCTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamu GMP, yTBep>XAeHHBIMU MECTHLIMU KOHTPOSUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEPEHMS UMNOPTUPYIOLLEi CTpaHbl, UNn TpeboBaHUAMKM cneundukaummn ons
NpoAyKTOB, NpeAHa3Ha4YeHHbIX AfIA uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUYECKUX 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 cepuda oTeBevyaer TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLuK.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 26/01/2026 12:36:44 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang [ara: - 26/01/2026 15:07:19 (no
nuua: puHBNYY +1)
Moanuck co3pnartens Wms, dpamunus - Ljubov Kandaurova [ara: - 27/01/2026 13:44:26 (no
AOKYMeHTa: puHBNYY +1)

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

Homep npoGui B LIMS: 157403 CtpaHuua: 6 us 6 [ara ne4aru pokymeHTa: 27/01/2026 13:44

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 92861 LW_ORA_PHARMA_PRD

COOTBETCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-53057A

ToproBoe HaMMEHOBaHUE

Meznm® 20000

MC)KIIYHapO[[HOC HEIMMaTCHTOBAHHOC HAMMCHOBAHUEC
(TpynmupOBOYHOE MIIH XUMHUYECKOE)

[Tankpearnn

JlexapcTBenHas ¢hopma

TaOJETKH KHIIEYHOPACTBOPUMEIE,
MOKPBITHIE 000JIOYKOMA

Jo3upoBka 20000 EJT

®dopma BbIITyCKa 10 wr. ,6mucTeps! (2 mWT.) , MAYKHA
KapTOHHBIE

Howmep cepun (naprun): 53057A

O0bem cepun(mapTun) 38 248

JlaTta mpou3sBocTBa 09.2025

I'onen no 09.2028

(c

HaumenoBanue U ajgpec  NPOU3BOIUTENA
yKa3aHUEM CTaJuil MPOU3BOJCTBA)

poussoaurens I'J1D
bepnun-Xemu Al',I'epmanus

(Tempelhofer Weg 83, 12347, Berlin,
Germany)
Ynakosmuk/pacoBuuk

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

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

Homep u 1ata perucTpaimoOHHOTO yI0CTOBEPEHHS

JITI-Ne(001402)-(PT-RU) ot 11.11.2022

Howmep n nata HOpMaTUBHON TOKYMEHTALIMHU

JII-Ne(001402)-(PT-RU)-111122

Haumenosanue u azpec
PETUCTPALIMOHHOTO YAOCTOBEPEHUS

JepIKaTels

3aKkpeITOC  aKIMOHEPHOE  OOIIECTBO
"BEPJINH-®APMA" (3AO "BEPJIMH-
DOAPMA"),Poccus(248926, r.Kamyra, 2-it
ABTOMOOWIBHBIN TIPOE3, 1.5)

TenedoH: +7 (4 :

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-JAHHBIA JIEKAPCTBEHHBIN IIpenapar COOTBETCTBYET
CPEICTB...»;

-CepUsl JIEKAPCTBEHHOI'O IIperapara COOTBETCTBYET
rOCyAapCTBEHHQIADETUCTPALAN

O
(momvcs)

== Coxkomnos B.JI.

61-®3 «OO6 obparieHnuu JIeKapCTBEHHBIX

Tpe6OBaHI/IHM, YCTAaHOBJICHHBIM IIpU €TI0

15.04.2026
(mata )

‘ 5 4 b 4 Mocxsa I']peCHeHc:Kan HabepexHas, a. 10
1-00, dpakc: +7 (495) 785-01-01, e-mail: info@b-c.ru



SOKOLOVA
Печать

SOKOLOVA
Соколов Василий


