M BERLIN-CHEMIE

MENARINI

Ceptudmkar ananusa / Ceptucukar cooTBeTCTBUSA

Mpoaykr:

[Ho3upoBka:

KonuyecTBO B ynakoBke:
lMepBUYHaa ynakoBKa:
BHyTpeHHMI KOO NpoaykTa:
Ne cepuu:

O6beM cepum (KONMUYECTBO
ynaKoBOK):

[aTta usrotoBneHms:

[Darta aHanu3a:
CrtpaHa-umnoprep:
HaumeHoBaHue
npousBoAUTEnNA:

Homep perucTpaumoHHoro
yAOCTOBEpPeHUs:

HopmaTuBHas AOKyMeHTauus:

leHeanorus

SF HaumeHoBaHnue: N/A

Apnesept®

40 mr + 20 mr JlekapcTBeHHasn opma: TabneTku

50 (2x25) EavHuua konuuyecTtBa: LT,

onuctep

F154506

501072 Homep aHanu3a: 136366

52140 yn. YcnoBusi XxpaHeHuA: npu Temnepartype He
Bbilwe 25 °C

05/2025 lNopex po: 05/2028

15/09/2025 [aTa Bbinycka cepuu: 15/09/2025

Poccus CrtpaHa Bbinycka cepuu: epmaHus

Bepnun-Xemn Al

JIM-003265

JIN-Ne(003265)-(Pr-RU)-250923

SF Undopmauus o npoussoautene: Hennig Arzneimittel GmbH & Co KG - Liebigstr. 1-2, D-65439 Flérsheim am

Main

SF Homep cepum npousBogutena: 501072

Howmep npobbl B LIMS: 136366

Ctpanuua: 1 us 5



BERLIN-CHEMIE
MENARINI

Ceptucpmukart aHanusa / Ceptucukar cooTBeTCTBUSA

MpousBoauTenu:

Mpoussoautens A®C

HaumeHoBaHue npoussogutens: FDC Limited - FDC Limited

Appec: Plot No.19 & 20/2 M.1.D.C. Industrial Area, Village Dhatav, Dist. Raigad, India-402 116 Roha, Maharashtra
HaumenoBanue: CINNARIZINE

Homep cepum npoussogutens: W241023

Homep nuueH3um Ha npousBoacTBo: N/A

Homep ceptudmkara coorsetcteua GMP: N/A

Mpoussoautens A®GC

HaumeHoBaHue npousBoguTtens: FDC Limited - FDC Limited

Appec: Plot No.19 & 20/2 M.1.D.C. Industrial Area, Village Dhatav, Dist. Raigad, India-402 116 Roha, Maharashtra
HaumeHoBaHue: CINNARIZINE

Homep cepuu npousBoautens: \W250184

Homep nuueH3uu Ha npousBoacTBo: N/A

Howmep ceptudukara coorBetcTeua GMP: N/A

Mpoussoautens A®C

HaumenoBaHue npousBoauTens: Recordati Industria Chimica e Farmaceutica S.p.A. - Recordati Industria Chimica e
Farmaceutica S.p.A. (Aprilia, Italy)

Appec: Via Meridiana Cisterna 4, 04011 Campoverde di Aprilia (LT), Italy

HaumeHnoBanue: DIMENHYDRINATE

Homep cepuu npousBoautens: \W240735

Homep nuueH3um Ha npousBoacTBo: N/A

Homep ceptudukata coorsercTBua GMP: N/A

MpousBoauTenb roToBOM NIeKapCTBEHHOMN hopMbI

HaumeHoBaHue npousBoautens: Hennig Arzneimittel GmbH & Co KG - Hennig Arzneimittel GmbH & Co KG
Appec: Liebigstr. 1-2, D-65439 Flérsheim am Main

Homep nuueH3uu Ha npoussoacTso: DE_HE_01_MIA_2023_0017

Homep ceptudukara coorBetctBusas GMP: DE_HE_01_GMP_2023_0133

YnakoBilmk/pacoBLUK

HaumeHoBaHue npousBoauTens: Berlin-Chemie AG - bepnun-Xemun Al
Appec: MmuHukep Ber 125, 12489 BepnuH, NepmaHus

Homep nuueHsumn Ha npousBoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudmkara coorBerctBusa GMP: DE_BE_01_GMP_2025_0015
Bbiaaua pa3pewieHua Ha BbINyck

HaumeHoBaHue npousBoguTtens: Berlin-Chemie AG - - bepnuH-Xemu Al
Appec: muHnkep Ber 125, 12489 bepnuH, MNepmarus

Homep nuueH3uu Ha npoussoacTeo: DE_BE_01_MIA_2025_0008
Homep ceptudukara coorBercteua GMP: DE_BE_01_GMP_2025_0015

Homep npo6bl B LIMS: 136366 Ctpanuua: 2 u3 5
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MENARINI

Ceptudomkar aHanusa / Ceptucmkar cooTBeTCTBUSA

MokasaTenb

Onucanue (BU3yanbHbIN
meTon)

CpenHsasa macca (rpaBumeTpu

Yyeckun mertoa)

OAQHOPOAHOCTL eAUHUL

no3upoBaHus (BAXKX)
LinhHapunaunH

OumeHrnapuHar kak
AvdbeHrnapammnH
OumeHrnapuHat kak 8-xnopoteodu

nUH
PacnapgaemocTtb

Bopa
PacTBopeHue (Y®P-cnektpod

oTOMETpUSA)
LinHHapnanx (Yepes 20 muH)

OumeHrngpuHat (Yepes 15 MuH)
OumeHrngpuHart (Yepe3 30 MuH)
Wpentudukaumsa (TCX)

LinnHapunaunH

WUpenTtudukauyms (TCX)
LOuMeHrnapuHaT kak
AndeHrngpamuH

OumeHrnapuHaTt kak 8-xnopoTteodu
nWH

Homep npo6el B LIMS: 136366

Cneuudukaumus

Kpyrnble, LBOSAKOBbINYKMNble TabneTku,
oT 6enoro L0 CBETNO-XENTOro useTa

C TUCHEHUEM «A» Ha OAHOW CTOPOHE

160.0mMr+7.5 %

napameTp npuemnemocTtu Ans 10 eguHuy
po3snposaHus < 15.0; napameTp
npuemnemoctu Ansa 30 eanHuy,
posupoBaHua < 15.0 v HM ogHa U3 eAnHUL,
fo3unpoBaHusa He meHee 0.75 M n He
6onee 1.25 M

He Gonee 15 MuH
He 6onee 7.0 %

He MeHee 85 %
He meHee 50 %
He meHee 85 %

OCHOBHOE MATHO Ha XpomaTtorpammve

UCMBITYEMOrO PacTBOpa Mo MOSOXKEHNIO,
pasMepy ¥ UHTEHCUBHOCTM 4 OSKHO
COOTBETCTBOBATb OCHOBHOMY MSATHY Ha
XpomaTorpaMmmMe CTaHAapTHOro
pacTBopa UMHHapu3uHa

OCHOBHbIE NATHA Ha XpoMaTorpamme
WUCMbITYyEMOro pacteopa no NosIoXXeHUto,
pasmepy n UHTEHCUBHOCTW A OJKHbI
COOTBETCTBOBATb OCHOBHbIM MATHaM

8-xnopoteodunnuHa n gndeHrnapammHa Ha

XpoMaTtorpamme CTaHAapTHOro
pactsopa AUMEHrugpuHaTa
comparison with reference substance
(DC)

Ctpanuua: 3 u3 5

PesynbTaTthbl

COOTBETCTBYET

160.5 mr

3.2

3.7

3.8

<1 MUH
3.8%

101 %
95 %
98 %

NONOXUTENbHO

NONOXUTENbHO

NONOXUTENbHO

YacToTa

UCNbITaHUN



Ceptudomkar aHanusa / Ceptucpukat cootBeTCTBUSA

Mpumecu (BIXKX)
Mpumeck B umHHapuanHa
BeH3odeHoH
BeHsarnapon
Mpumecs A
Mpumeck B

Jliobas eguHNYHasA
HeuaeHTUULMPOBaHHas NPUMECh
Cymma HenaeHTUpULMPOBaHHBIX
npumecei
Cymma npumeceii
MukpoGuonoruyeckas
yucrtorta
O6Lee yncno aapobHbIx
MUKPOOPraHu3mMoB
Mukpo6uonoruyeckas
yucrora
O6LLee YnCno APOXOKEBLIX 1
nnecHeBbIX rpnbos
MukpoGuonoruyeckas

yucroTa
Escherichia coli

KonuyectBeHHOE
onpeaenexHue (B3XX)
LinHHapuaunH

KonuyectBeHHOe

onpeaeneHue (BI3XX)
OumeHrnapuHar kak
AndbeHrngpamuH

OumeHrnapuHat kak 8-xropoteodu
NVH

Homep npo6bl B LIMS: 136366

He 6onee 0.2 %
He 6onee 0.2 %
He Gonee 0.2 %
He Bonee 1.0 %
He 6onee 0.5 %

He Bonee 0.2 %

He Gonee 0.5 %

He Gonee 1.5 %

He Gonee 10"3 KOEB 11

He Gonee 10"2 KOEB 11

oTcytcTBue B 11

95 - 105 % OT 3asBNEHHOro

copepxxanus (ot 19.0 mr go 21.0 mr B
Tabnetke)

95 - 105 % oT 3asBnNeHHOro
copepxanus (ot 20.65 o 22.82 mr B
Tabnetke)

95 - 105 % oT 3asBNeHHOro
coaepxanus (ot 17.35 40 19.18 mr s
Tabnetke)

Ctpanuua: 4 u3 5

BERLIN-CHEMIE
MENARINI

<0,1 %
<0,1 %
<0,1 %
<0,1 %
<01 %
<0,1 %

<0,1 %

<0,1 %

<1000 KOE/r

<100 KOE/r

COOTBETCTBYET

101 %

98 %

98 %
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CepTudukar aHanusa / Ceptucmukar cooTBeTCTBUSA

[MosicHeHne reHeanoruu:
APl AkTuBHasa dhapmaueBTuyeckas cybcTaHums
SF: bBank-npogykT

Ynakoska: B cooTBETCTBUM C yTBEPXKAEHHBIMW MAKETaMU YaKOBKM.
Mapkuposka: B cootseTcTBum ¢ gevicTeytowmm HA, cm. pasgen 1.3.2 Moaynst 1 permcTpaumyoHHoro Aocke.

Ceptudhukart: A, HacTosALMM 3aBepsto, YTO MHOPMALMS, U3NOXKEHHAS BbILLE, SBMSIETCA TOYHON U JOCTOBEPHOMN. Mpouecc
MPOV3BOACTBA AaHHOW Cepum NPOAYKTa, BKIOYAsA YNaKoBKy/MapKUPOBKY U KOHTPOMb kayecTea, Bbifl OCyLLECTBEH B
MOJSTHOM COOTBETCTBUM C TpebosaHuamm GMP, yTBepXAEHHBIMU MECTHBIMU KOHTPOMMPYIOLWLMMUN OpraHamu, u
cneundguKaumnsaMmn perncTpaLMoHHOro ya0CTOBEPEHNS MMNOPTUPYIOLLIEN CTpaHbl, unu TpeGoBaHusaMK cneumduKkaumm ons
NPOAYKTOB, NpeAHasHa4YeHHbIX Ans uccnefosaHuii. OT4eTbl 0 MPOU3BOACTBE, YNAKOBKE U aHANMUTUYECKUX UCTIbITAHUAX
cepuu Bbinn npoaHanManpoBaHbl U NPU3HaHbLI YA0BNETBOPSOWMMMY cTaHgaptam GMP.

BbilweykaszaHHas cepus oTBeyaeT Tpe6oBaHUAM HOPMATUBHOW AOKYMEHTaLMK,

®uHanbHbIN cTaTyc: Ofo06peH ANs Bbinycka Ha pbIHOK

Dr. Ricar

YnonHomo4yeHHoe nuuo

Homep npo6bl B LIMS: 136366 CtpaHuua: 5 us 5



M 00O beprnnH-Xemn/A. MeHapmHmn

HOATBEPKAEHUE COOTBETCTBUA

Ne I1C-501072

ToproBoe HaMMEHOBaHUE

Apineept®

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

Jumenruapunat+l{nanapusun

JlexapctBenHast popma Ta0JICTKH

Jo3upoBka 40 mr+20 mr

®dopma BHITTyCKa 25 mT., 6aucTtepsl (2), MaYKd KapTOHHBIE
Howmep cepuu (naptun): 501072

O0Bem cepun(mapTun) 52 140

JlaTa npousBojacTBa 05.2025

I'onen no 05.2028

(c

HanvenoBanwe w© azpec TIPOU3BOAUTEIS
yKa3aHUEM CTaJuil IPOU3BOJICTBA)

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...»;
-cepusi JIEKAPCTBEHHOTO TMperapaTa COOTBETCTBYET
roCyAapCTBEHHOU DETUCTPALIUU

i) ’
(moztnucs)

el X R Vidnapumm
Ne 6/1 o1 WOAN 2025 Hayy allll ] 3

000 “BepnuH-Xemu/A. MeHapuHK"

. /> Py3anosa T.B.

61-®3 «OO6 obparieHuu JeKapCTBEHHBIX

Tpe6OBaHI/IHM, YCTAaHOBJICHHBIM IIpU €TI0

27.01.2026
(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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