Mpoaykr:

[osupoBka:

KonuuecTBO B ynakoBke:
MepBUuYHas ynakoBka:

BHyTpeHHM# Koq npoAayKTa:

Ne cepuu:

O6bLeM cepum (koNUYECTBO
ynaKkoBOK):

[laTa uaroroBneHun:
[aTta aHanusa:
CtpaHa-uMnopTtep:

HaumeHoBaHue
NPOU3BOAUTENSA:

Homep perucrpaumMoHHOro
YAOCTOBepeHHs:

HopMaTuBHas JOKyMeHTaLUMA:

MENARINI

M BERLIN-CHEMIE
MENARINI

CepTtudcdumkar anHanusa / Ceptudukar cooTrBeTCTBUSA

Apnesept®

40 mr + 20 mr NexapcTeenHan ¢popma:
20 (1x20) EpuHuuya xonuuecTsa:
6nucrep

F154505

551072 Homep aHanusa:

98520 yn. YcnoBus XxpaHeHus:
06/2025 MlNopex po:

29/01/2026 [laTa BbInycka cepuu:
Poccus CTpaHa BbifycKa Cepum:

BepnuH-Xemn Al

N/A

NM-Ne(003265)-(PT-RU)-250923

Tabnetku
LT

156593

npu TeMneparype He
Bbiwe 25 °C

06/2028
29/01/2026

MepmaHua

Homep npo6ui B LIMS: 156593

Ceprudmkar aHanmsa / Ceptucpmkar

COOTBEeTCTBUA

CtpaHuua: 1 us 6

Homep otuera: 93194

[ara ne4atn gokymenra: 30/01/2026 8:48

LW_ORA_PHARMA_PRD



MENARINI

M BERLIN-CHEMIE
MENARINI

leHeanorus

SF HaumeHoBanume: N/A

SF Undopmaumus o nponssogutene: Hennig Arzneimittel GmbH & Co KG - Liebigstr. 1-2, D-65439 Flérsheim am
Main

SF Homep cepumu npoussogutens: 551072

Mpoussoaurenu:

MpousBoguTenb rotoBOM NeKapcTBEHHOU (hopMbI

HaumeHoBaHue npoussogutens: Hennig Arzneimittel GmbH & Co KG - Hennig Arzneimittel GmbH & Co KG

Appec: Liebigstr. 1-2, D-65439 Flérsheim am Main
Homep nuueH3un Ha npousBopacTeo: DE_HE_01_MIA_2023_0017
Homep ceptudukara coorserctBua GMP: DE_HE_01_GMP_2023_0133

YnakoBuwuk/dpacoBumuk

HaumeHoBanue npouseogurtens: Berlin-Chemie AG - BepnuH-Xemu Al

Appec: MuHukep Ber 125, 12489 BepnuH, lepmaHuna
Homep nuueH3uu Ha npoussogcTeo: DE_BE_01_MIA_2025 0008

Homep ceptudukara coorserctBua GMP: DE_BE_01_GMP_2025_0015

Bblgaya pa3pelueHus Ha BbINycK

HaumeHoBanue npouseogurtens: Berlin-Chemie AG - BepnuH-Xemu Al
Appec: MuHukep Ber 125, 12489 BepnuH, lrepmaHuna

Homep nuueH3uu Ha npoussogcTeo: DE_BE_01_MIA_2025 0008
Howmep cepTudgukara coorsercteua GMP: DE_BE_01_GMP_2025_0015

Homep npo6bi B LIMS: 156593 CtpaHuua: 2 us 6 [ara ne4artn gokymenta: 30/01/2026 8:48

Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 93194 LW_ORA_PHARMA_PRD
COOTBETCTBUSA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthbl Yacrora
UCnbITaHUA
Onucanme (BU3yanbHbIi Kpyrnble, ABOSIKOBLINYKbIe TabneTky, COOoTBETCTBYET
meTop) ot Genoro 4o CBETIO-Ke/IToro LseTa
C TUCHEHMEM «A» Ha OHO cTOpoHe
CpenHsia macca (rpaBuMeTpyu 160.0 Mr£ 7.5 % 160.1 mr
yeckuii meroq)
OAHOPOAHOCTL eauHNUL
Ao3upoBaHus (BIXKX)
LiuHHapuauH napameTp npuemremocty Ans 10 eauHUL 4.5
posupoBaHua < 15.0; napametp
npuemnemoctu ans 30 eauHuL,
[o3upoeaHus < 15.0 u HY ogHa M3 eauHUL,
AosupoBaHus He meHee 0.75 M u He
Gonee 1.25M
LvMeHrmapuHar kak 26
AndeHrnapamuH
OvMeHrnapuHat kak 8-xnopoteodu 26
JNVH
PacnagaemocTb He Gonee 15 MMH <1 MMH
Bopa He Gonee 7.0 % 3.7%
PactBopeHue (Y®-cnexrpod
oToMmeTpus)
LiuHHapunauH (4epes 20 MuH) He meHee 85 % 100 %
AvmeHrnapuvHar (Yepes 15 MuH) He MeHee 50 % 90 %
AvmeHrnapuHart (Yepes 30 MUH) He MeHee 85 % 96 %
UpeHTucdmkauun (TCX)
LiuHHapumanH OCHOBHOE MATHO Ha XpoMarorpamme nonoxxurenbHo

UCMLITYEMOro PacTEOopa Mo MONOXEHUIo,
pasMepy 1 MHTEHCUBHOCTH AOIMKHO
COOTBETCTBOBATL OCHOBHOMY NSATHY Ha
XpoMarorpamMme CTaHAapTHOro
pacTBopa LIMHHapU3uHa

Homep npo6bi B LIMS: 156593 CtpaHuua: 3 us 6 [ara ne4artn gokymenta: 30/01/2026 8:48

Ceprudmkar aHanmsa / Ceptucpmkar
COOTBETCTBUSA

Homep oruera: 93194 LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

MokasaTtenb Cneuudumkauusa Pe3ynbraTthbl YacToTa
MCNbITaHUH
UpexTudukauun (TCX)
[AvmeHrnapuHar kak OCHOBHbI@ NMATHA Ha XpoMarorpamme NONOXUTENbHO
AvcdeHrnapaMmuH MCMbITYeMOro pactsopa Mo MonoKeHuIo,

pasmepy 1 MHTEHCUBHOCTYU AOSKHbI
COOTBETCTBOBATb OCHOBHBLIM NATHAM
8-xnopoteodunnuHa un audeHrnapammHa Ha
XpomarorpamMme CTaHAapTHOro

pacTeopa AMMEeHrnapvHara

JAunmeHrnapuHar kak 8-xnoporeocu comparison with reference substance nonoxurenbHo
NWH (DC)

Mpumecu (BIXKX)
Mpumech B uMHHapusuHa He Gonee 0.2 % <0,1 %
BeHsodeHoH He Gonee 0.2 % <0,1 %
BeHsruapon He Gonee 0.2 % <0,1 %
Mpumech A He Gonee 1.0 % <0,1 %
Mpumech B He Gonee 0.5 % <0,1 %
IoGasn eguHnyHas He Gonee 0.2 % <0,1 %
HeupaeHTMULMPOBaHHas NPUMECh
CyMMa HeunaeHTNNLMPOBaHHbIX He Gonee 0.5 % <0,1 %
npumecein
Cymma npumeceif He Gonee 1.5 % <0,1 %

Mukpobuonoruyeckasn

yucToTa
O6Lee Yncro aspobHLIX He Gonee 103 KOEB 1T <1000 KOE/r
MUKPOOPraHU3MOB

Mukpobuonoruyeckas

yuctorta
O6Lee HHUCIIO APONOKEBLIX 1 He Gonee 10"2 KOEB 11 <100 KOE/r
nnecHeBbix rpubos

Mukpo6uonoruyeckas

4yucrora
Escherichia coli oTcyTctBMe B 1T COOTBETCTBYET

Homep npo6bi B LIMS: 156593 CtpaHuua: 4 ns 6 [ara ne4artn gokymenta: 30/01/2026 8:48
Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 93194 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



MENARINI

BERLIN-CHEMIE

MENARINI

Mokasatenb Cneuudumkauusa Pe3ynbraTthbl YacroTta
UCnbITaHUA
KonuuecrseHHoe
onpegenexue (BAXKX)
LiuHHapuavH 95 - 105 % OT sasiBneHHoro 100 %
copepxaHus (ot 19.0 mr go 21.0 mr B
Tabnetke)
KonuuecTteeHHOe
onpepeneHue (BAXKX)
[IMMeHrnapuHaT Kak 95 - 105 % OT sasiBneHHoro 98 %
AvdeHrnapamuH copaepxaHusa (ot 20.65 no 22.82 mr B
Tabnetke)
95 - 105 % ot 3asiBneHHoro 98 %

[AunmeHrnapuHar kak 8-xnoporeocdu
NVH

copepxaHus (ot 17.35 no 1
Tabnetke)

9.18 MmrB

Homep npo6ui B LIMS: 156593

Ceprudmkar aHanmsa / Ceptucpmkar
COOTBETCTBUSA

CtpaHuua: 5us 6

Homep otuera: 93194

[ara neyatn nokymenta: 30/01/2026 8:48

LW_ORA_PHARMA_PRD



BERLIN-CHEMIE
MENARINI

MENARINI

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

YnakoBka: B coOTBETCTBUM C YTBEPKAEHHLIMWU MaKeTaMy YNaKOBKHM.
Mapkuposka: B cootBeTcTBUM ¢ AeicTBytowum HL, cm. pasgen 1.3.2 Moaynsa 1 pernctpauMoHHOro gocobe.

CepTudukart: A, HacTosILLUM 3aBepsiio, YTO UHbOpMaLMSA, U3NIOXKEHHASA Bbille, SIBMSIETCA TOYHOR U focToBEepHON. Mpouecc
Npou3BOACTBA AAHHOWK cepuM NpoayKTa, BKovas ynakoBKy/MapKUpOBKY W KOHTPOSb KayecTsa, Gbii OCyLUECTBIEH B
NOSIHOM cooTBETCTBUU ¢ TpeboBaHuamU GMP, yTBep>XAEHHBIMU MECTHLIMU KOHTPOSMUPYIOLLMMKU OpraHamu, U
cneunpukaLmMsamMn perucTpaLMOHHOIo yA0CTOBEPEHMS UMNOPTUpPYIOLLEeil CTpaHbl, UNn TpeboBaHUAMKM cneundukaummn ons
NpoAYKTOB, NpeAHa3HaYeHHbIX AfIA uccnefoBaHnii. OTYeTHl O NPOM3BOACTBE, YNAKOBKE U aHANUTUHYECKUX UCTIbITaHUAX
cepun 6binKn NpoaHanuanMpoBaHbl U NpU3HaHbl YAOBNETBOpSOWMMY 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 MeHemKepa no Wms, dbamunums - Dr. Sven Schréder [ara: - 29/01/2026 15:05:47 (no
KOHTpOIIO KayecTBa: puHBNYY +1)
Moanucb ynonHOMO4YeHHOro Wms, amunus - Dr. Achim Becker [ara: - 29/01/2026 15:28:05 (no
nuua: puHBNYY +1)
Moanuck cospnartens Wms, damunus - Julia Bader [ara: - 30/01/2026 08:48:22 (no
AOKYMeHTa: puHBNYY +1)

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

Homep npo6bi B LIMS: 156593 CtpaHuua: 6 ns 6 [ara ne4artn gokymenta: 30/01/2026 8:48

Ceprudmkar aHanmsa / Ceptucpmkar Homep otuera: 93194 LW_ORA_PHARMA_PRD

COOTBEeTCTBUA



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne I1C-551072

ToproBoe HaMMEHOBaHUE

Apineept®

MC)KIIYHapO[[HOC HEIMMaTCHTOBAHHOC HAMMECHOBAHUEC
(TpynmupoOBOYHOE HJIM XMMHUYECKOE)

Jumenruapunat+l{nanapusun

JlexapctBenHast popma Ta0JICTKH

Jo3upoBka 40 mr+20 mr

®dopma BHITTyCKa 20 ., 6auctepsl (1), MaYKu KapTOHHBIE
Howmep cepuu (naptun): 551072

O0Bem cepun(mapTun) 98 520

JlaTa npousBojacTBa 06.2025

I'onen no 06.2028

HanvenoBanwe w© azpec TIPOU3BOAUTEIS
yKa3aHUEM CTaJuil IPOU3BOJICTBA)

(c

IpousBoaurenn I'JID
Xennur AprHaitmutrens [M6X &
Ko.KT, I'epmanus (Liebigstrasse 1-2,
65439 Florsheim/Main,Germany)
YnakoBmuk/pacoBuuk
(B IEpBUYHYIO U BTOPUYHYIO YIIAKOBKY)
Xennur AprHaiimutrens [M6X &
Ko.KT', I'epmanus (Liebigstrasse 1-2,
65439 Florsheim/Main,Germany)
Brinyckawimmii KOHTPOJIb KayecTBa-
bepmun-Xemu Al',I'epmanus (Glienicker
Weg 125, 12489, Berlin, Germany)

HowMmep u 1aTa perucTpaiioOHHOTO yI0CTOBEPEHHS

JITI-Ne(003265)-(PT-RU) ot 25.09.2023

Howmep u nara HOpMaTUBHOW TOKYMEHTALMHU

JITI-Ne(003265)-(PT-RU)-250923

HanmMenosanue H aapec JepIKaTEIIsI
PETUCTPAIIHIOHHOTO YIOCTOBEPCHHUS

Menapunn  Matepusmnan  Onepeiins3
JlrokcemOypr C.A., JlrokcemOypr (1,
Avenue de la Gare, L-1611,Luxembourg)

Hacrosumii JOKyMeHT NOATBEPKIAET:

-JAHHBIA JIEKAPCTBEHHBIN IIpenapar COOTBETCTBYET
CPEICTB...»;

-CepUsl JIEKAPCTBEHHOI'O IIperapara COOTBETCTBYET
rOCyAapCTBEHHOW PETUCTPALIAN

[IpencraButens

~ (mommset)

000 “BepnuH-Xemu/A. MeHapuHK"

2 Py3anoBa T.B.

61-®3 «OO6 obparieHuu JeKapCTBEHHBIX

Tpe6OBaHI/IHM, YCTAaHOBJICHHBIM IIpU €TI0

11.03.2026
(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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