Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBuYyHasa ynakoBkKa:

BHyTpeHHMM KO npoAaykTa:

Ne cepuu:

O6Gbem cepum (xonuuecTBO
ynakoBOK):

[laTa usroroBneHun:
[aTta aHanusa:
CtpaHa-uMmnoprep:

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep perucrpaumoHHoOro
YAOCTOBepeHHs:

HopmatuBHas fJOKyMeHTauus:

MENARINI

M BERLIN-CHEMIE

MENARINI

JlepkameH® 20
20 mr

60

6nucrep
F158511

51022A
26640 yn.

03/2025
11/07/2025
Poccus

BepnuH-Xemu Al

NM-Ne(005608)-(PT-RU)

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

NexapcTeBennan ¢popma:

EpuHuua konuyecrsa:

Homep aHanuaa:

YcnoBusi XxpaHeHus:

lNopen po:

Hata BbilyCKka cepuu:

CTpaHa BbiNycKa CepUM:

NM-Ne(005608)-(PT-RU)-290524

TabneTku, NOKpLITLIE
nseHo4Hoi 06ono4KoiA
LLT.

129184

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

03/2028
11/07/2025

MepmaHua

Homep npoGui B LIMS: 129184

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 1 us 6

Homep otyera: 75205

[ara ne4aru pokymeHTa: 14/07/2025 12:19

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

APl HaumeHoBaHue: JlepkaHnannuHa rugpoxnopua

API Undopmauus o npousBogutene: Recordati Industria Chimica e Farmaceutica S.p.A. (Aprilia, Italy) - Via
Meridiana Cisterna 4, 04011 Campoverde di Aprilia (LT), ltaly

APl Homep cepumn npounssogutensi: 24100549

SF HaumeHoBaHue: N/A

SF UHdopmauuna o npoussoautene: bepnuH-Xemu Al - Temnenbxodep Ber 83, 12347 BepnuH, 'epmaHus
SF Homep cepum npoussogutens: 51022

MpoussoauTenu:

MpousBoauTenb roToBo# NeKkapcTBeHHO! (hopMbI

HaumeHoBaHue npoussoautens: Berlin-Chemie AG - BepnuH-Xemu Al
Apnpec: Temnensxodep Ber 83, 12347 bepnuH, lepmanus

Homep nuueH3un Ha npoussogcTeo: DE_BE_01_MIA_2023 0045
Homep ceptudukara coorserctesua GMP: DE_BE_01_GMP_2023_0080

Homep npoGui B LIMS: 129184 CtpaHuua: 2 us 6 [ara ne4aru pokymeHTa: 14/07/2025 12:19

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 75205 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 nuueHsum Ha npousBoacTeo: DE_BE_01_MIA_2023_0045

Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_0007

Bbigaya pa3speleHus Ha BbiNyck

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

Homep nuueH3uun Ha npoussoacTeo: DE_BE_01_MIA_2023_ 0045
Homep ceptucukara coorsercreuss GMP: DE_BE_01_GMP_2025_0007

Homep npoGui B LIMS: 129184 CtpaHuua: 3us 6 [ara ne4aru pokymeHTa: 14/07/2025 12:19

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 75205 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

MokasaTtenb Cneuudukauusa Pe3ynbraTthbl YacToTa
UCNbITaHUA
Onucanme (BU3yanbHbIi Kpyrnble ABOSAKOBbLINYKNbie TabneTku, COOTBETCTBYET
merop) NOKPbITble NSIEHOYHON 0OOO4KOIA,
KpacHOBaTO-pO30BOIO LiBETa C PUCKOi Ha
0fiHO# CTOpOHe; BUA Ha Usnome:
CBET/I0-)KEJTOro Lseta
CpenHsaa macca 206.0 Mr+7.5 % 205.6 mr
OpHopoaHocTh No Macce 18/20 £ 7.5 %; 2/20 £ 15 % COOTBETCTBYET
OAHOpOAHOCTL AO3NPOBaHUS napametp npuemnemocty ans 10 eauHuy COOTBETCTBYET
[osupoeaHus < 15.0; napametp
npuemnemMoctu Ansa 30 eAnHUL,
Ao3upoBaHKa < 15.0 1 HY ogHa U3 OTAENbHbIX
efMHNL Ao3upoBaHuA He MmeHee 0.75
M # He 6onee 1.25 M
Mapametp npuemnemMocTy, 3.2
JlepkaHngunuHa rugpoxnopmna
PacnagaemocTb He Gonee 15 MMH 7 MUH
PacTBOpeHue
JlepkaHnamnuHa rugpoxnopua He MeHee 70 % (Q) ot sasiBNeHHoro COOTBETCTBYET
coaepXaHua Yyepes 45 MUH
CpenHee sHauyeHKne 95 %
MuausnayanbHble 3Ha4eHUs 94 95 96 96 95 94 %
MoanunHocTk (BI)KX) BpeMsi YAEPXUBaHNS OCHOBHOTO NUKa Ha nonoxuTensHo
XpOMaTorpaMMe UCMbITYeMoro
pacTBopa 2 OMMKHO COOTBETCTBOBATb
BPEMEHMW yAepX1BaHNA NuKa NepKkaHnaunmHa
ruapoxnopuaa Ha xpomarorpamme
cTraHgapTHOro pacreopa 6
PoncTBeHHbIe NpuMecH
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 npumeceii He Gonee 0.75 % <0,15 %

Homep npoGui B LIMS: 129184 CtpaHuua: 4 us 6 [ara ne4aru pokymeHTa: 14/07/2025 12:19

Ceprudmkar aHanmaa / Ceprucpmkar LW_ORA_PHARMA_PRD

COOTBETCTBUA

Homep otyera: 75205



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudukauusa Pe3ynbraTthbl Yacrora
UCNbITaHUA
KonuuectBeHHoe oT 19.0 Mr 4o 21.0 Mr nepkaHMauNuHa 19.9 mr
onpepeneHue (BAKX) ruapoxnopuga B Tabnetke (95 % -
105 % OT sasiBNEeHHOro cofep)xaHus)

Mukpo6uonoruyeckasn
yucToTra

O6wee 4ncno aapobHbIX He Gonee 1073 KOE/r <10 KOE/r

MWKPOOPraHU3MOB
Mukpo6uonoruyeckasn
yucToTra

OGLLee YMCrO APONOKEBbIX U He Gonee 1072 KOE/r <10 KOE/r

nnecHeBbIX rpnboB
Mukpo6uonoruyeckan
yucTora

Escherichia coli orcytctBue B 1 r COOTBETCTBYET

Homep npoGui B LIMS: 129184

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 5us 6

Homep otuera: 75205

[ara ne4aru pokymeHTa: 14/07/2025 12:19

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

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

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

CepTudukat: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAs Bbille, SIBMSETCA TOYHO U focToBepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKoYas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, bl OCyLUEeCTBIEH B
NOSIHOM cooTBETCTBUU C TpeboBaHuamu GMP, yTBep>XAEeHHBEIMU MECTHLIMU KOHTPOSMUPYIOLLMMKU OpraHamu, U
cneuncpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEpEeHMS UMNOPTUpPYIOLLEeil CTpaHbl, Unn TpeboBaHUAMM chneundukaummn ons
NpoAyKTOB, NpeAHa3Ha4YeHHbIX A1 uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHECKUX UCTIbITaHUAX
cepun 6binn NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpSOWMMY 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 Hara: - 11/07/2025 14:56:08 (no
KOHTpOIIO KayecTBa: puHBUYY +2)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang Hara: - 11/07/2025 15:29:49 (no
nuua: puHBUYY +2)
Moanuchk cospartens Wms, bamunus - Tatjiana Beresnewa-Seekamp [ara: - 14/07/2025 12:19:06 (no
AOKYMeHTa: puHBUYY +2)

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

Homep npoGui B LIMS: 129184 CtpaHuua: 6 us 6 [ara ne4aru pokymeHTa: 14/07/2025 12:19

Ceprudmkar aHanmaa / Ceprucpmkar Homep otuera: 75205 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne IIC-51022A

ToproBoe HaMMEHOBaHUE JlepkameH® 20
MexayHapoHOE HETTATEHTOBAHHOE HAUMEHOBAHUE JlepkaHuunmuH
(TpynmupOBOYHOE MIIH XUMHUYECKOE)
JlexapcTBenHas ¢hopma Ta0JIECTKN MTOKPHITHIC TIICHOYHOMN
000J109KOU
Jo3upoBka 20 mr
®dopma BbIITyCKa 10 mwrr., 6mucTeps (6 mT.) , Mavka
KapTOHHAs
Howmep cepuu (maptun): 51022A
O0bem cepun(mapTun) 26 640
JlaTa npousBojacTBa 03.2025
I'onen no 03.2028
HaumenoBanme wu agpec  mpousBoautens (¢ poussoaurens I'J1D
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)
Brinyckawimnii KOHTPOJIb KayecTBa —
bepnun-Xemu Al',I'epmanus
(Glienicker Weg 125, 12489, Berlin,

Germany)
Howmep u nata perucTpaniioHHOTO yI0CTOBEPECHHS JITT-Ne(005608)-(PI'-RU) ot 29.05.2024
Howmep u nata HOpMaTUBHON JOKYMEHTAIIMHU JITI-Ne(005608)-(PI'-RU)-290524
HanmenoBanue u azpec nepxarens | Menapuan  MaTepHymHa — Onepeuinns
PETHCTPAIIIOHHOTO YIOCTOBEPEHUS JlrokcemOypr C.A., JlrokcemOypr (1,

Avenue de la Gare, L-1611,Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYeT 61-D3 «OO6 oOpalneHuu JeKapCTBEHHBIX
CPEJICTB...»;

-cepusi JIEKAPCTBEHHOT'O IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJIEHHBIM IIPU €ro
roCyJJapCTBEHHOMN pEerucTpanun

Q1BETC - >
N N A%C; > — B
nuH-XeMu/ X NeHapuany - < CokoioB B./I. 27.10.2025
) o) (TroIHCh) (mara)
% .nﬁi’ﬁ#&?ﬁﬁ% /IA MeHapuHI
01420,

000 “BepnuH-X 2 eHapuHKu"

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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