Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

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

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep peructpaumMoHHOro
YAOCTOBepeHHs:

HopMaTuBHas JOKyMeHTaLMA:

MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

M BERLIN-CHEMIE
MENARINI

MHpomeTtauuH 100 BepnuH-Xemu

100 mr
10

6nucrep
F160186

54022A
23502 yn.

10/2025
14/01/2026

Poccus

BepnuH-Xemn Al

N/A

NexapcTeBennan ¢popma:

EpuHMua konunuyecTea:

Homep aHanusa:

YcnoBusi XpaHeHUsA:

lNopen po:

Hata BbilyCKka cepuu:

CTpaHa BbiNycKa Cepum:

NM-Ne(001958)-(PT-RU)-240924

Cynno3uTopuii
LUTYK

142373

Mpu Temnepatype He
Bbiwe 25 °C. XpaHuTb B
OpUruHanbLHoN ynakoske
(bnuctep) Ans sawmTbl
OT CBeTa.

10/2028

15/01/2026

MepmaHua

Homep npoGui B LIMS: 142373

Ceprudmkar aHanmsa / Ceptucpmkar

COOTBEeTCTBUA

CtpaHuua: 1 us 5

Homep otuera: 91858

[ara neyatn nokymeHTa: 16/01/2026 8:42

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

leHeanorus

APl HaumeHoBaHue: HOomeTauuH

APl Undbopmaums o npousBogurtene: FIS - Fabbrica Italiana Sintetici S.p.A. - Via Massimo D'Antona, snc - Z.1.,
86039 Termoli, ltaly

APl Homep cepumn npoussogutens: 202311102015

APl HaumeHoBaHue: HOometauuH

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

APl Homep cepumn npoussoautens: 202308312024

APl HaumeHoBaHue: HOometauuH

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

APl Homep cepumn npoussoautensa: 202401252030

MpoussoguTenu:

MpousBoauTenb rotoBoi NeKapcTBeHHOU hOpMbI

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

Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHnsa
Homep nuueH3umn Ha npoussogcrso: DE_BE_01_MIA_2025 0008
Howmep cepTudgukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

YnakoBuwuk/pacoBumuk

HammeHoBaHue npoussogurtena: Berlin-Chemie AG - bepnuH-Xemu Al

Anpec: MuHukep Ber 125, 12489 BepnuH, NepmaHnsa
Homep nuueH3un Ha npoussopgcTBo: DE_BE_01_MIA_ 2025 0008

Howmep cepTudgukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

Bbigava pa3pelueHus Ha BbiNyck

HaumeHoBaHue npoussogurtena: Berlin-Chemie AG - BepnuH-Xemun Al
Anpec: MuHukep Ber 125, 12489 BepnuH, lrepmanunsa

Homep nuueH3un Ha npoussogcTBo: DE_BE_01_MIA_ 2025 0008
Howmep cepTuduxara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Homep npo6ui B LIMS: 142373 CtpaHuua: 2us 5 [ara ne4artn gokymeHta: 16/01/2026 8:42

Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 91858 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudmkauusa Pe3ynbraTthbl Yacrora
UCnbITaHUA
OnucaHue JKenToBaroro useTa CynnosuTopumn COOoTBETCTBYET
TopneaoobpasHoit popMbI € yrnyGneHueMm B
OCHOBaHUU
MoanuHHoOCTL MHAOMeTaLMH ( Bpems yaep)xmBaHWsi OCHOBHOIO Nuka Ha NoJIoXKUTENbHO
B3IXX) XpomarorpamMmMe UCMbITYyeMoro
pacTBopa A0/MKHO COOTBETCTBOBATb
BPEMEHU
yAepXX1BaH1si OCHOBHOIO NUKa Ha
XpoMarorpamme CTaH4apTHOro pacTeopa
MHOOMETaLMHA.
MoanuHHOCTL MHAOMeTaLMH ( OCHOBHOE NATHO Ha XpomarorpaMmme nonoxurenbHo
TCX) MCMbITYEeMOro pactsopa no nofioKeHuio,
BeJINYMHE N UHTEHCMBHOCTHU
NOrMOLEeHNUA AOSHKHO COOTBETCTBOBATH
OCHOBHOMY MSITHY Ha XpoMarorpamme
CcTaHAapTHOro pacTBopa MHAOMeTaLUuHa.
CpenHsaa macca 1.90r+5% 189r
OAHOPOAHOCTL AOSUPOBAHUA Mapametp npuemnemocty ans 10 eauHML COOTBETCTBYET
(Yo-cnexkTpocdoromeTpus) posupoBaHua < 15.0; napametp
npuemnemMoctu Ansa 30 eAnHUL,
Ao3upoBaHKA < 15.0 1 HY ogHa U3 OTAENbHbIX
eA1HNL Ao3upoBaHuA He MeHee 0.75M
1 He bonee 1.25M
MapameTtp npuemnemMocTtu 1.6
Pacnapaemoctb He Gonee 30 muHyT 8 MUH
Pa3mep 4acTuu
Yactuupl < 30 Mkm He meHee 75% 100 %
Yacruupl < 70 Mkm He meHee 98% 100 %
Yactuus! > 200 Mkm OteyTteTBylOT 0%
Temnepartypa nnaBneHus He Gonee 37 °C 34°C
PoacreeHnblie npumeck (B3
XX)
Jlio6an eauHNMYHas npumech He Gonee 0.2 % <0,1 %
Cymma npumeceii He Gonee 1.0 % <0,1 %

Homep npoGui B LIMS: 142373

Ceprudmkar aHanmsa / Ceptucpmkar

COOTBEeTCTBUA

CtpaHuua: 3us 5

Homep otuera: 91858

[ara neyatn nokymeHTa: 16/01/2026 8:42

LW_ORA_PHARMA_PRD



MENARINI

BERLIN-CHEMIE

MENARINI

MokasaTtenb

Cneuudmkauusa

Pe3ynbraTthbl

YacToTa
MCNbITaHUH

Mukpobuonoruuyeckan
4yucTora
O6Lyee 4ncno aapobHbIX
MUKpOOpraHU3MoB
Mukpobuonoruuyeckan
yucToTa
O6Lee YMCo APONOKEBbIX 1
nnecHeBbiX rpubos
KonnyecreeHnHoe
onpepeneHue UHAOMETaLUH

He Gonee 10"3 KOEB 11

He Gonee 102 KOEB 11

95% - 105 % ot 3asBrIeHHOO
coaepxaHus

<10 KOE/r

<10 KOE/r

98 %

Homep npoGui B LIMS: 142373

Ceprudmkar aHanmsa / Ceptucpmkar

COOTBEeTCTBUA

CtpaHuua: 4 us 5

Homep otuera: 91858

[ara neyatn nokymeHTa: 16/01/2026 8:42

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MosicHeHWe reHeanoruu:
API: AktTneHasa chapmaueBTMyeckas cybcTaHUmA
SF: Bbank-npogykr

YnakoBka: B cooTBeTCTBUM C YTBEPXKAEHHLIMN MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBetcTBumM ¢ feicteytowum HL, cm. pazgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocobe.

CepTudukar: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAS Bbille, SIBMSETCA TOYHOR U focToBepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKoYas ynakoBKy/MapKUpOBKY W KOHTPOSb KayecTsa, Gbiil OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamU GMP, yTBep>XAEHHBIMU MECTHLIMU KOHTPOSNMUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsamMn perucTpaLlMOHHOIo yA0CTOBEpEeHNS UMNOPTUpPYIOLLEeil CTpaHbl, Unn TpeboBaHUAMM cieumdukaummn ons
NpPoAYKTOB, NpeAHa3HaYeHHbIX AfIA uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX 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 oTBe4yaeTr TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLuK.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb meHegkepa no Nms, pamunus - Matthias Bissinger [ara: - 14/01/2026 16:35:10 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb ynonHOMO4YeHHOro Wms, amunus - Dr. Achim Becker [ara: - 15/01/2026 18:13:23 (no
nuua: puHBNYY +1)
Moanuck cospnartens Wms, damunus - Julia Bader [ara: - 16/01/2026 08:42:05 (no
AOKYMeHTa: puHBNYY +1)

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

Homep npo6ui B LIMS: 142373 CtpaHuua: 5us 5 [ara ne4artn gokymeHta: 16/01/2026 8:42

Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 91858 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-54022A

ToproBoe HaMMEHOBaHUE

Nunomeranuu 100 bepnun-Xemu

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

MemnyHapo;[Hoe HCMMaTCHTOBAHHOC HAMMCHOBAHHC

Nuanomeranuu

JlekapcTBenHas hopma

CYTIIIO3UTOPUHU PEKTAJIbHBIE

Jo3upoBka 100 mr

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

Howmep cepuu (maptumn): 54022A

O0beM cepun(mapTun) 23 502

Jlata BbImycka 10.2025

I'onen no 10.2028

HaumenoBanue wu  agpec  NpPOU3BOIUTENSA
yKa3aHUEM CTaJuil MPOU3BOCTBA)

IMpousBoaurens I'J1D
(Bce cramum ,BKiIOYasi BBITYCKAIOITUI
KOHTpPOJIb KauecTBa)

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

Howmep u nara peructpaliiOHHOTO YAOCTOBEPEHUS

JITI-Ne(001958)-(PT-RU) ot 14.03.2023

Howmep u nata HOpMaTUBHOW TOKYMEHTALIMKU

JITI-Ne(001958)-(PT-RU)-240924

Haumenosanue Hu azpec
PETUCTPALIMOHHOTO YAOCTOBEPEHUS

JepKaTeIs

bepnun-Xemu AT, I'epmanus
(Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrosimumii 10KyMeHT NOATBEP:KAAeT:

-TaHHBIA JIEKAPCTBEHHBIA Tpemnapar cooTBeTcTBYyeT 61-D3 «OO6 olparieHuu JeKapCTBEHHBIX

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

000 “BepnuH-Xemu/A. MeHapuHK"

< Coxomnos B./I.

(monuck)

17.04.2026
(mata )

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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