Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBuYyHasa ynakoBkKa:

BHyTpeHHMM KO npoAaykTa:

Ne cepuu:

O6Gbem cepum (xonuuecTBO
ynakoBOK):

[aTa usroroBneHun:
[daTta aHanu3sa:
CtpaHa-umnoprep:

HaumeHoBaHue
npousBoQUTenNs:

Homep perucrpaumoHHoOro
YAOCTOBepeHHs:

HopMaTuBHas JOKyMeHTauunA:

MENARINI

M

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

Kappgocan® 10
10 mr

28

6nuctep
F161976

59004A
90048 yn.

02/2025
03/11/2025

Poccus

BepnuH-Xemu Al

JICP-010758/09

BERLIN-CHEMIE

MENARINI

NexapcTeBennan ¢popma:

EpuHuua konuyecrsa:

Homep aHanuaa:

YcnoBusi XxpaHeHus:

lNopen po:

[aTta Bbinycka cepum:

CTpaHa BbiNycKa Cepum:

JICP-010758/09-310125

TabneTku, NOKpLITLIE
nseHo4Hoi 06ono4KoiA
LLT.

137800

Mpu Temnepatype He
BbiLLe 30°C.

02/2028
03/11/2025

MepmaHua

Homep npo6ui B LIMS: 137800

Ceprudmkar aHanmsa / Ceprucpmkar

COOTBEeTCTBUA

CtpaHuua: 1 us 5

Homep otuera: 84960

[ara ne4yatn gokymeHra: 04/11/2025 10:06

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

MeHeanorus

SF HaumeHoBaHue: N/A
SF Uncdopmauusa o nponssogutene: Menarini - Von Heyden GmbH - Leipziger StraRe 7-13, D-01097 Dresden
SF Homep cepum npounssogutens: 59004

MpoussoguTenu:

Mpoussoguten A®C

HaumeHoBaHue npoussoautens: Zhejiang Tianyu Pharmaceutical Co. Ltd. - Zhejiang Tianyu Pharmaceutical Co.,
Ltd.

Appec: Jiangkou Development Zone, Huangya District, 318020, China

HaumeHoBanue: OLMESARTAN MEDOXOMIL

Howmep cepum npoussogurtens: 4M07019

Homep nuueH3un Ha npousBoacTeo: N/A

Howmep cepTucgukara coorBetcTBua GMP: 409-7/2015-4

MpousBoauTenb roToBOM nekapcTBeHHoM hopMbl

HaumeHoBaHue npoussogurtens: Menarini - Von Heyden GmbH - Menarini - Von Heyden GmbH

Appec: Leipziger Strale 7-13, D-01097 Dresden
Homep nuueH3un Ha npousBopacTBo: DE_SN_01_MIA_2025_0001

Homep ceptudukara coorBerctBua GMP: DE_SN_01_GMP_2025_0001

YnakoBuwuk/dpacoBumuk

HaumeHoBaHMe npousBogurtena: Berlin-Chemie AG - BepnuH-Xemun Al

Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHunsa
Homep nuueH3un Ha npousBopgcTBo: DE_BE_01_MIA 2025 0008
Homep ceptudukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

Bblgaya pa3pelueHus Ha BbIMycK

HammeHoBaHMe npousBogurtena: Berlin-Chemie AG - BepnuH-Xemun Al
Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHuna

Homep nuueH3un Ha npousBopgcTBo: DE_BE_01_MIA 2025 0008
Homep ceptucdukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

Homep npo6bi B LIMS: 137800 CrtpaHuua: 2 us 5 [ara ne4yatn gokymeHTa: 04/11/2025 10:06

Ceprudmkar aHanmsa / Ceprucpmkar Homep otuera: 84960 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthbl Yacrora
UCnbITaHUA
OnucaHue Benble, kpyrnbie, ABOAKOBLINYKIbe COOTBETCTBYET
TabneTKu, NOKpbIThIe NIEHOYHOM
o6onoukoit, ¢ ortuckom "C13" Ha ogHOIA
CTOpOHe, CO claGbiM XapaKTepHbIM
3anaxom
OAHOPOAHOCTL AO3UPOBAHUSA MapameTp npuemnemocty ans 10 eauHny 24
OnmecapraHa MeOKCOMMI posupoBaHus < 15.0; napametp
npuemnemMoctu Ansa 30 eAnHUL,
posupoBaHua < 15.0, u HX oaHa U3 eanHNAL
[o3upoBaHus He meHee 0.75 M unu
He Gonee 1.25 M
PactBopeHue OnmecapraHa He meHee 75 % (Q) onmecapraHa COOTBETCTBYET
MeaoKCOMMN Mepaokcomuna yepes 30 MUHYT OT
3asABIIEHHOIO CoAepPXaHUA
CpeaHee sHa4yeHHne 99 %

VHpuBmMayanbHbie 3Ha4eHus
UcnbiTaHMe Ha NOANMHHOCTL

OnmecapraHa megokcomun (Yo-cn

eKTpohoTOMETPUS)

UcnbiTanue Ha NOANMMHHOCTL

OnmecapraHa mepokcomun (CIK
X)

PopacTBeHHLIe npuMecH
OnmecapraH (RNH-6270)
RNH-6373
niobasn apyras eAuHUYHaNA NpUMech

Y®-cnekTp McnbiTyeMoro pactsopa B
AvanasoHe AnuH BonH ot 200 no 360

HM [IOMXEH COOTBETCTBOBATH

Y®-cnekTpy craHAapTHOrO pacteopa U UMeTb
MaKCUMyM MOrOLIEHUA NPY ANUHe

BOMHbI 257 + 2 HM.

BpeMS yAepXXUBaHNA OCHOBHOIO N1Ka Ha
XpomarorpamMmme UCMbLITYyeMoro

pacTBopa A0MKHO COOTBETCTBOBAThL

BpeMEeHU

YAEPXVBaHUA OCHOBHOIO NUKa Ha
XpomarorpamMme CTaHAapTHOro pacTsopa
onMecapraHa MefjoKcoMuna

(OTKNOHEHWe MOXeT CocTaBNAThL He Gonee + 5
%)

He Gonee 0.9 %
He Gonee 0.6 %
He Gonee 0.2 %

96 98 101 99 100 97 %

NonoXutenbHo

nonoXurenbHo

0.1%
<0,1 %
<0,1 %

Homep npo6ui B LIMS: 137800

Ceprudmkar aHanmsa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 3us 5

Homep otuera: 84960

[ara ne4yatn gokymeHra: 04/11/2025 10:06

LW_ORA_PHARMA_PRD



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthbl YacToTta
UCnbITaHUA
CymMma nioBbiX LPYrUX eaNHNYHBIX He Gonee 0.5 % <0,1%
npumecein
O6Lwwan cyMma npumeceit He Gonee 1.7 % 0.1%
Bona He Gonee 6.0 % 3.8%
KonuuecTeeHHOO 93 - 105 % OT 3aABNEHHOro 102 %
onpepfeneHue copepxaHus (ot 9.3 mr go 10.5 mr
OnmecapraHa MeoOKCOMMI ofiMecapraHa MefoKcomuia B Tabnetke)
MukpoGuonoruyeckas
yucrora
OKAM (O61Lee Yncno aspobHbIX He Gonee 103 KOE/r <10 KOE/r
MMWKPOOPraHM3MOB)
Mukpobuonoruyeckan
yucrora
OKAMT (O6Luee YUCNO APONOKEBLIX He Gonee 10*2 KOE/r <10 KOE/r
1 nnecHeBbIX rPUGOB)
Mukpobuonoruyeckas
yucrora
Escherichia coli orcytctBue B 11 COOTBETCTBYET

Homep npo6ui B LIMS: 137800

Ceprudmkar aHanmsa / Ceprucpmkar
COOTBETCTBUSA

CtpaHuua: 4 us 5

Homep otuera: 84960

[ara neyatn pokymeHTa: 04/11/2025 10:06

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

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

YnakoBka: B cooTBETCTBUM C YTBEPKAEHHLIMN MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBeTcTBUM ¢ AeicTBylowum HL, cm. pasgen 1.3.2 Moayns 1 pernctpauMoHHOro gocobe.

CepTudcukar: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHAs Bbille, SIBMSETCA TOYHO U focToBEepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuu NpoayKTa, BKoYas ynakoBKy/MapKUpOBKY W KOHTPOSb KayecTsa, Gbifl OCyLUECTBIEH B
NOSIHOM cooTBETCTBUU C TpeboBaHuamu GMP, yTBep>XAEHHBEIMU MECTHLIMU KOHTPOSUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsaMn perucTpaLMOHHOIo yA0CTOBEPEHMS UMNOPTUpPYIOLLEi CTpaHbl, U TpeboBaHUAMM crieundukaummn ons
NpPOoAYKTOB, NpeAHa3Ha4YeHHbIX AR uccnefoBaHnii. OTYeTH O NPOM3BOACTBE, YNAKOBKE U aHANUTUHECKUX 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 cepusa oTBe4yaeTr TpeGOBaHVIilM HOpMaTMBHOVI AOKYMEeHTaLUuK.

®uHanbHbIA cTaTtyc: OfobpeH Ans Bbinycka Ha pbiHOK

Moanucb meHegkepa no Wms, dbamunums - Marit Sichardt Hara: - 03/11/2025 13:37:23 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb yNONHOMO4YeHHOro Wms, dbamunums - Dr. Norbert Stang Hara: - 03/11/2025 15:26:26 (no
nuua: puHBNYY +1)
Moanuck cospnartens Wms, dbamunus - Dr. Valentina Margania [ara: - 04/11/2025 10:06:33 (no
AOKYMeHTa: puHBNYY +1)

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

Homep npo6bi B LIMS: 137800 CrtpaHuua: 5 us 5 [ara ne4yatn gokymeHTa: 04/11/2025 10:06

Ceprudmkar aHanmsa / Ceprucpmkar Homep otuera: 84960 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne TIC-59004A

ToproBoe HaMMEHOBaHUE Kapnocan® 10

MexnyHapoaHOE HEMATEHTOBAHHOE HAUMEHOBAHNE OnmecapTad MEIOKCOMMII

(TpynmupOBOYHOE MIIH XUMHUYECKOE)

JlexapcTBenHas ¢hopma Ta0JIETKH, TOKPBITHIE TUICHOYHOM
000J109KOU

Jo3upoBka 10 mr

®dopma BbIITyCKa 14 wr. , 6iuctepsl (2 WT.) , MAYKA
KapTOHHBIE

Howmep cepuu (maptun): 59004A

O0Bem cepun(mapTun) 90 048

JlaTa BbIlyCcKa 02.2025

I'onen no 02.2028

HanvenoBanwe wu aapec mpousBoauTens  (C MMpouszBoaurtens I'VJID

yKa3aHUEM CTaJuil IPOU3BOJICTBA) Menapunu-®on Xeiaen [MOX,
I'epmanus

(Leipziger Strasse 7-13, 01097 Dresden,
Germany)
YnakoBmuk/(pacoBmuk -

(B IEpBUYHYHO/BTOPUYHYIO YIIAKOBKY)
bepmuna-Xemu AI, I'epmanus(Glienicker
Weg 125, 12489, Berlin, Germany)

Boinyckaouuii KOHTPOJIb Ka4ecTBa-
bepmun-Xemu Al', I'epmanus(Glienicker

Weg 125, 12489, Berlin, Germany)

Homep u nata perucTpalluiOHHOTO yI0CTOBEPEHUS JICP-010758/09 ot 29.12.2009
(mata 3amensl PY 31.01.2025)

Howmep 1 1ata HOpMaTUBHOW JTOKYMEHTAIlUU JICP-010758/09-310125
HaumenoBanue 31 azpec nepxkarens | Menapunau  UMutepusman - Onepednins
PETUCTPAIIMOHHOTO YAOCTOBEPEHUS JlrokceMOypr CA., JlrokceMOypr

(1, Avenue de la Gare, L-
1611,Luxembourg)

Hacrosimumii 10KyMeHT NOATBEP:KAAEeT:

-JTaHHBIA JIEKAPCTBEHHBIA Tpenapar cooTBeTcTBYyeT 61-D3 «OO6 oOpalieHuu JeKapCTBEHHBIX
CPEJICTB...»;
-cepusi JIEKApCTBEHHOTO IMperapaTa COOTBETCTBYET TpeOOBaHMSIM, YCTAHOBJICHHBIM IIPU €ro
roCyJJapCTBEHHOM pEerucTpanun

[IpencraButenn

it Pysamosa T.B.  27.01.2026

(noAfrcn) (mata)
JloBepeHHpCTH )
Ne 6/1 ot (§

000 “BepnuH-XeMWlx—ive
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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