Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

[laTa uaroroBneHun:
[aTta aHanusa:
CtpaHa-uMnopTtep:
Homep cepum ot
npousBoAuTens:
HaumeHoBaHue
NPOU3BOAUTENSN:

Homep peructpaumoHHoOro
YAOCTOBepeHHs:

HopMaTuBHas JOKYMGHTaLMA:

MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

MonomapunH® 200

200 mkr NexapcTeenHan ¢popma:
50 EguHunua KkonuuecTsa:
6nucrep

F163035

59501 Homep aHanusa:

40151 yn. YcnoBus XxpaHeHus:
11/2025 MlNopex po:

04/06/2026 [laTa BbInycka cepuu:
Poccus CTpaHa BbINycKa Cepuu:
59501

M BERLIN-CHEMIE

MENARINI

Menarini - Von Heyden GmbH

N/A

NM-Ne(009037)-(PT-RU)-250225

TabneTku
LT

174316

npu TeMneparype He
Bbiwe 25 °C

11/2028
04/06/2026

MepmaHua

Homep npo6ui B LIMS: 174316

Ceprudmkar aHanmaa / Ceprucpmkar

COOTBETCTBUA

CtpaHuua: 1 us 4

Homep otyera: 106225

[ara ne4aru pokymeHTa: 05/06/2026 13:52

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

Mpoussogurenu:

Mpoussoguten A®C

HaumeHoBaHue npouaBogurtena: Merck KGaA - Merck KGaA

Appec: Frankfurter Str. 250, 64293 Darmstadt, Germany

HaumeHnoBaHue: POTASSIUM IODIDE

Homep cepum npoussogurtens: 4K02022

Homep nuueH3un Ha npousBopacTeo: DE_HE_01_MIA_2024_ 0041
Homep ceptudmukara coorsercresua GMP: DE_HE_01_GMP_2024 0185

MpousBoauTenb roToBoOM nekapcTBeHHo hopMbl

HammeHnoBaHue npoussogurens: Menarini - Von Heyden GmbH - Menarini - Von Heyden GmbH

Appec: Leipziger Strale 7-13, D-01097 Dresden
Homep nuueHsum Ha npousBoacTeo: DE_SN_01_MIA_2025_0001

Homep ceptudukara coorsercraua GMP: DE_SN_01_GMP_2025_0001

YnakoBuwuk/dpacoBuuk

HammeHoBaHue npoussogurensa: Menarini - Von Heyden GmbH - Menarini - Von Heyden GmbH

Appec: Leipziger Strale 7-13, D-01097 Dresden
Homep nuueHsum Ha npousBoacTeo: DE_SN_01_MIA_2025_0001
Howmep ceptudgukara coorsercteua GMP: DE_SN_01_GMP_2025_ 0001

Bblgaya pa3pelieHus Ha BbiNyck

HammeHnoBaHue npoussogurtens: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHunsa

Homep nuueHsum Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_ 0015

Homep npoGbi B LIMS: 174316 CtpaHuua: 2 us 4 [ara ne4aru pokymeHTa: 05/06/2026 13:52

Ceprudmkar aHanmaa / Ceprucpmkar Homep otyera: 106225 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthl Yacrora
UCnbITaHUA
OnucaHue Kpyrnble nnockoumnuHapuyeckue COOTBETCTBYET
Tabnetku 6enoro unu noytu 6enoro useTa
¢ hackoil U puUcKoil ¢ OHOH CTOPOHbI
CpegHaa macca 0.230r+5% 0.230r
OAHOPOAHOCTL AO3UPOBaHUA Mapametp npuemnemoct Anst 10 eAuHUL 83
posuposaHua < 15.0. Napametp
npuemnemoctu Ans 30 equHny,
AosupoBaHus < 15.0 ¥ HY oaHa U3 eauHUL,
Ao3upoBaHusA He meHee 0.75 M u He
Gonee 1.25M
PacnagaemocTb He Gonee 15 MuH 1 MUH
Morepsn B Macce npu He Gonee 2.5 % 1.3%
BbICYyLIMBaHUU
MoanuHHOCTL
Moana-voH (BOKX) Bpems yAepXHBaHNA OCHOBHOIO NUKa Ha nonoxuTensHo
XpoMatorpamme UCNbITYeMoro
pacTBopa AO0KHO COOTBETCTBOBATb
BpEeMEHU
YAEePXMBaHUA NuKka oauaa Ha
XpomarorpaMme CTaHAApPTHOrO pacTeopa
MoanuHHOCTL
Kanwit-won (KawecrsenHas OBGpasyeTcs KenTblit KpUcTannu4yeckuin nonoxurenbHo
peakums) ocafok
Mukpobuonoruuyeckan
yucrora
OKAM < 1073 KOE/r <100 KOE/r
Mukpo6uonoruyeckas
yucrora
okgnr <10*2 KOE/r <100 KOE/r
Mukpo6uonoruyeckasn
yucrora
Escherichia coli OtcyTteTByloT/I COOTBETCTBYET
KonuyecTBeHHO® Ot 0.249 mr o 0.275 mr kanus 0.264 mr
onpepeneHue (BAKX) Aoguaa B ofHoi Tabnetke (ot 95 % Ao

105 % OT 3asBNEHHOro coAepXaHuns)

Homep npo6ui B LIMS: 174316

Ceprudmkar aHanmaa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 3 us 4

Homep otyera: 106225

[ara ne4aru pokymeHTa: 05/06/2026 13:52

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

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

YnakoBka: B cooTBeTCTBUM C YTBEPKAEHHLIMW MaKeTaMy YNaKOBKHM.
MapkupoBka: B cootBeTcTBUM ¢ AeicTtBytowum HL, cm. pasgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocobe.

CepTudcukar: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAS Bbille, SIBMSETCA TOYHOR U focTOBEpHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKovas ynakoBKy/MapKUpOBKY U KOHTPOSb KayecTsa, Gbiil OCyLUECTBIEH B
NOSIHOM cooTBeTCTBUU ¢ TpeboBaHuamU GMP, yTBep>XAeHHBEIMU MECTHLIMU KOHTPOSNUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsaMn perucTpaLMOHHOIo yA0CTOBEpEeHNS UMNOPTUPYIOLLEei CTpaHbl, UNn TpeboBaHUAMK crneumdukaummn ons
NpoAyKTOB, NpeAHa3HaYeHHbIX A1 uccnefoBaHnii. OTYeTHl O NPOM3BOACTBE, YNAKOBKE U aHANUTUHECKUX UCTIbITaHUAX
cepun 6binu NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpSOLWMMY cTaHaapTam GMP.

OT0T cepTndMKaT 6biN CO3AaH C NOMOLLLIO BaNMAUPOBAHHOW KOMMbIOTEPU3UPOBAHHOH CUCTEMbI yNpaBneHus

nabopaTopHol UHpopMaLmeli U UMeeT 3NIeKTPOHHYIO NOANUCH.
BbIIJJGYKaaaHHaFl cepusa oTBe4yaer TpeGOBaHVIilM HOpMaTMBHOVI AOKYyMEeHTaLuK.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb meHegkepa no Wms, dbamunums - Marit Sichardt [ara: - 04/06/2026 15:06:24 (no
KOHTpOIIO KayecTBa: puHBUYY +2)
Moanucb ynonHOMO4YeHHOro Wms, amunus - Dr. Achim Becker [ara: - 04/06/2026 17:44:07 (no
nuua: puHBUYY +2)
Moanuck cospnartens Wms, damunus - Julia Bader [ara: - 05/06/2026 13:52:37 (no
AOKYMeHTa: puHBUYY +2)

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

Homep npoGbi B LIMS: 174316 CtpaHuua: 4 us 4 [ara ne4aru pokymeHTa: 05/06/2026 13:52

Ceprudmkar aHanmaa / Ceprucpmkar Homep otyera: 106225 LW_ORA_PHARMA_PRD

COOTBETCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne T1C-59501
ToproBoe HaMMEHOBaHUE Nogomapua® 200
MexnyHapoaHOE HEMATEHTOBAHHOE HAMMEHOBAaHUE Kamnus vonung
(TpynmupOBOYHOE MIIH XUMHUYECKOE)
JlekapcTBenHas hopma Ta0JICTKH
Jo3upoBka 0.2 mr
®dopma BbITyCKa 25 1T, YIIAKOBKH STYEUKOBBIE KOHTYPHBIE
(2 wT.) , MaYKU KApTOHHBIE

Howmep cepuu (maptumn): 59501
O0beM cepun(mapTun) 40 151
Jlata npousBoacTBa 11.2025
I'onen no 11.2028
HaumenoBanwe wu azapec mpousBogutens (c IMpousBoaurens I'J1D
yKa3aHUEM CTaJuil TPOU3BOJICTBA) Menapunu-®on Xeiaen 'M6X,

I'epmanus

(Leipziger Strasse 7-13, 01097 Dresden,
Germany)

YnakoBmmk/¢pacoBmmk
(B IEpBUYHYIO U BTOPUYHYIO YIIAKOBKY)
Menapunu-®on XeiaeH
I'm6X,I"epmanusi(Leipziger Strasse 7-13,
01097 Dresden, Germany)
Beinyckaomuii KOHTPOJIb KadecTBa-
bepmun-Xemu AT, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Homep u mata peructpaiiioHHOTO yI0CTOBEPECHHS JITT-Ne(009037)-(PI'-RU) ot 25.02.2025

Howmep 1 nata HOpMaTUBHON JOKYMEHTAIH JIII-Ne(009037)-(PT-RU)-250225

HanmenoBanue u azpec JepxKaTens bepnun-Xemu Al',I'epmanus

PErUCTPALIMOHHOTO YAOCTOBEPEHUS (Glienicker Weg 125, 12489, Berlin,
Germany)

Hacrossiuuii JOKyMeHT NOATBEPKIAET:

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

-cepusi JIEKAPCTBEHHOTO IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJIEHHBIM IPU €ro
roCyJJapCTBEHHOM perucTpanun

2
sl

£ CoxomosB.J.  22.07.2026

(HOILHI/ICL) (mara)

A e .-3_4 AHK"

HOpuguyeckuin anpe ., 23317, r. Mocksa, lNpecHeHckas HaGepexHas, 4. 10
MNMouToBLIVM agpec: PDCCMH 123317, . Mocksa, NpecHeHckan 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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