CMK-COII-037-®-001-04

ITOATBEPXXIEHWE COOTBETCTBUSA CEPUU
Ne 51-0093/22 ot 15.06.2022

HacrosmmM moarsepknaeM COOTBETCTBHE BBO3WMOIO JIEKAPCTBEHHOTO MpenapaTa TpeOOBaHHSM,
YCTaHOBIICHHEIM IIPH €0 TOCYIAPCTBEHHOM PErHCTPAIHH

ToproBoe HauMeHOBaHUE Hpamuna ®

MexnynaposiHoe HeaTeHTOBaHHOE HauMeHOBaHue | JIMMeHruapuEaT

JlexapcTBeHHas Gopma Tabnerku

Jlo3mpoBka 50 mr

Dopma BEIIYCKA bmucrep 10 Tab. x 1 (mayky KapTOHHEIE)

Howmep cepun 24311

ObbeM cepun 51 967 ynaxk.

Hata BeImycka 28.03.2022

I'omen po 30.09.2026

HanmMeHoBaHMe 1 afpec MpOU3BOIATEIL SIAPAH-TAJIEHCKU JIABOPATOPUI
a.0., Ceuao 20, 51000, Pueka, XopBaTus

Cranuu mpou3BoaCTBa Bcee ctamum nmponssoncTea

Homep u narta perucTpaidOHHOr0 yI0CTOBEPEHHS IT Ne016084/01 or 17.11.2009 (mara
3amens! 10.01.2018)

Homep HOpMaTHBHON TOKYMEHTALHH HIITNO016084/01-100118, u3m.1

HaumenoBanue u anpec repxarens SIAPAH-TAJIEHCKU JIABOPATOPHI

PErUCTPAIMOHHOTO YAOCTOBEPEHHS a.0., Ceumro 20, 51000, Puexa, XopBaTtus

OrtsercTBerHOE MHMI0: 3aBexyronmit ckaanomM OO0 «SIIPAH» Bepbenuesa O.A. 00 JOBEPEHHOCTH
Ne 3017/2022 ot 01.03.2022.

Ilognuce: Qg—/ JHara: 15.06.2022

eCTa Haxosmaenua: 107564, r. Mockea, yn. KpachobBorataipoxas, 4. 6, crp.8
7 HANPEBALKKA NOUTOSCA xoppecnouaeHuMn: 118330, Mocksea, Nomonocoscuui npocnext 38, oduc VI
7{499]143-33-7%



Product name / HaseaHue npenapaTa: Dramina®, tablets 50 mg, (blister) 10 x 1 (carton box)
ApamMuHa®, tabnetkn 50 mr, (6nuctep) 10 x 1 (nauka

KapTOHHasA)
Batch / Cepus: 24311
Manufacturing date / JaTta npou3seoacTea: 16.09.2021.
Expiry date / l'ogeH po: 30.09.2026.
Date of analysis / [laTta npoeeaeHua aHanusa: 22.11.2021.
Name of the API / HauMeHoBaHuKe Dimenhydrinate / AuMmeHrngpuHaTt

dapmaueBTMYECKOW cybcTaHumm:

API batch No. / Homep cepuun dapmauesTU4ecKon 2110175

cybcraHumm:
API Manufacturer / Npoussogutens Recordati Industria Chimica e Farmaceutica S.p.A., Italy
dapmMaLeBTUYECKON CybCcTaHumMmn: /Pekoppaatm Wugactpus Kumuka 3 QapmauesTuka
IC.MN.2N., UTanusa
CERTIFICATE N2 0876/21
CEPTUO®UKAT N2 0876/21
PARAMETERS REQUIREMENTS RESULTS
NMAPAMETPbI TPEBOBAHWA PE3YJ1IbTATbDI
APPEARANCE White flat round-shaped tablets with facets | White flat round-shaped tablets with
and a break mark on one side facets and a break mark on one side
ONWCAHUE Tabnetkn Genoro uBeTa, Kpyrnoi gopmel, | TabneTku 6enoro ugera, Kpyrnon dopMbl,
nnockmne, ¢ dackamuM M PUCKON Ha OAHOM | nnockue, ¢ (hackaMu M PUCKOM Ha OAHOWM
CTOpOHe. CTOpOHE.
IDENTIFICATION
A) HPLC The retention time of the main peaks in | complies
chromatogram of the test solution shall
comply with the retention time of the main
peaks in chromatogram of dimenhydrinate
standard sample solution.
B) UV spectroscopy UV absorption spectra of the test solution and | complies
dimenhydrinate standard sample solution in
the range from 200 to 400 nm shall have
maxima and minima at the same
wavelengths (Parameter "ASSAY").
NOANTMHHOCTb BpemeHa yaepXuBaHWMS OCHOBHbIX MWKOB Ha | COOTBETCTBYET
A) B2XX XpoMaTorpamMMe  UCMbITYEeMQOro  pacreopa
DOMKHBI COOTBETCTBOBATL BpeMeHaM
YAEPXKUBAHUSA QOCHOBHBbIX nUKOB Ha
XpomaTorpaMMe  pacTBopa  CTanAapTHOro
obpazua guMeHrnapuHaTa
B) YO®-cnekTpodoTomeTpusn Y®-cnekTpsl nornoweHus WUCMbITYEMOrO | COOTBETCTBYET
pacTeopa U pacTeopa CTaHaapTHore obpasua
AuMeHrugpuHaTta B obnactm ot 200 ao 400 HM
AOMXHbl UMETE MAKCUMMYMbI U MUHWUMYMbI NPU
OOHUX W Tex xe anuHax BonH (pasgen
«KonuyecTteeHHOe onpeaeneHue»)
DISSOLUTION Not less than 75 % (Q) of Dimenhydrinate in | 91 - 94 %
GPh XIII 45 min
PACTBOPEHUE He meHee 75 % (Q) auMmeHrnapuHaTa dyepes | 91 — 94 %
o XIII 45 MUH
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GPh XIII or EU Ph

MUKPOBWONOIUYECKASA
YNCTOTA*
o XIII unu EBp.®.

is not more than 103 CFU in 1 g (ml)

The total number of fungi-no more than 102
CFUin1g(mD

Absence of Escherichia coli in 1 g (ml)

Kareropusa 3A

Obuwee yncno aspobHLIX MUKPOOPraHWM3MOB
He Gonee 103 KOE B 1 r (Mn)

O6Lwee yncno rpubos — He Gonee 102 KOE B
1r(mn)

Otcytcreue Escherichia coli B 1 r (mMn)

RELATED SUBSTANCES Impurity A: not more than 0,5% 0,03%
HPLC Impurity D: not more than 0,1% <0,01%
Impurity F: not more than 0,5% 0,1 %
Impurity I: not more than 0,5% <0,03%
Impurity J: not more than 0,5% <0,01%
Single unidentified impurity: not more than
0,1% <0,02%
Total unidentified impurities: not more than
0,5% <0,02%
Sum of all impurities: not more than 2,0% 0,1 %
POOCTBEHHbLIE NPUMECK Mpumeck A: He 6onee 0,5 % 0,03%
B2XX Mpumeck D: He Sonee 0,1 % <0,01%
Mpumeck F: He Gonee 0,5 % 0,1%
Mpumecs I: He 6onee 0,5 % <0,03%
MpuMecs J: He Gonee 0,5 % <0,01%
EAMHUYHaA HeNAEHTUPUUUPOBAHHAS
npumeck: He Gonee 0,1% <0,02%
CyMMa HenaeHTUdUUMPOBAHHBIX MPUMEcei:
He 6onee 0,5 % <0,02%
Cymma npumMeceit: He 6onee 2,0 % 0,1 %
UNIFORMITY OF DOSAGE According to the requirements Complies
UNITS (AV= 2,0)
GPh XIII or EU Ph
OOHOPOAHOCTL B cooTBeTCTBUM C TpeboBaHWsAMMK COOTBETCTBYET
OO31POBAHUA (AV=2,0)
r® XIII wnwm Eep.®.
MICROBIOLOGICAL Category 3A
PURITY* The total number of aerobic microorganisms | not examined

not examined

not examined

HE NpoBepeHo
He NpoBepeHo

HE NPOBEpeHo

ASSAY
UV spectrophotometry

KOJNMMYECTBEHHOE
ONPEAENEHUE
YO-cnekTpodoToMeTpus

From 45.0 mg to 55.0 mg of dimenhydrinate
(90.0% to 110.0% of the labeled amount) per
tablet

Ot 45,0 Mr go 55,0 mMr gumeHruopouHaTa (OT
90,0 nmo 110,0% OT  3&seneHHoro
KonuyecTea) B Tabnetke

48,5 mg
(97,0 %)

48,5 Mr
(97,0 %)

PACKAGING 5 or 10 tablets in a PVC/AI blister. One blister | 10 tablets in a PVC/AI blister. One blister
is placed in a cardboard pack along with the | is placed in a cardboard pack along with
package leaflet. the package leaflet.

YMNAKOBKA Mo 5 unu 10 Tabnetok B MBX/An 6nucrepe. | Mo 10 Tabnetok B MNBX/An GaucTepe.
OovH 6nmcTep BMECTE C MHCTPYKUMEeRd no | OauMH 61MCTEp BMECTe C MHCTPYKLUMER no
NMPUMEHEHUIO NOMEeLLAOT B KAaPTOHHYIO Mayky | NPUMEHEHUHD NOMEWEH B KapTOHHY!o

navky

LABELING Ha nepeuyHoit ynakoske (6nuctepe) Ha | Ha nepeuyHoM ynakoeke (6nuctepe) Ha
PYCCKOM A3blKe YKa3aHo: TOProBO€ | PYCCKOM  A3bIKE  YKasaHo: TOoprosoe

MAPKMPOBKA HauMEHOBaHWEe npenapaTta CoO 3HakoM ®, | HaMMeHOBaHWe rpenapaTa Co 3HakoM ®,
MeXayHapogHoe HEMaTeHTOBaHHOE | MeXAyHapoaHoe HenaTeHToOBaHHoe
Ha3sBaHue, NeKapcTBeHHas dopma, | Ha3BaHwe, nekapcTBeHHas ¢opma,
AO3UPOBKA, IOroTUN UPMbI-NPOU3BOAUTENS, | AO3UMPOBKA, noroTyn DUPMbI-

JADRAN GALENSKI LABORATORI d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 660 700 = www.igl.hr

Dramina, tablets 50 mg, (blister) 10 x 1 (carton box) - 24311 -var 1 - RU v2

25.03.22

2/4




HOMEp Cepun, J[aTa OKOH4YaHWMs CpokKa
roAHOCTU.

Ha sTOpuuHOl ynakoske (KapTOHHOM nauke)
Ha PYCCKOM A3blKe YKasaHo: TOpProeoe
HauMMeHOBaHWE rpenapata co 3HakoM ®,
MeXAyHapoaHoe HernaTeHToBaHHoe
Ha3saHue, LO3UPOBKa, nekapcTBeHHas
dopmMa, KonM4ecTBo TabNeTOK B YMNaKOBKE,
Haanueu: «[ns peteid u B3pOCNbIX», «3+»,
«MNpepoTepawaer yKaymsaHue B
TPaHCMOPTe», 3HAYOK C HAAMNWUCbK: «MPUEM
3@ 30 MWMHYT [0 TNOE3dKu», CocTas
(HauMeHoBaHue [ coaepxaHue
AUCTBYHOLWWEro BELWEeCTBa), «COAEPHUT
NaKkTo3bl  MOHOrMApat», <«[Ons  npuema
BHYTPb», €nocob npuMeHeHus: «[puHuMaTh
MO  MHCTPYKUWMU», YCNOBWUSA XPAHEHUs C
npeaynpeauTensHom HaAnNUCB «B
HEeAOCTYMNMHOM ANA [eTeid MecTe», YCNOBUS
OTNyCKa, HazBaHWe (UPMbI-MPOU3BOAUTENS,
apgpec, CTpaHa, PerucrpauuoHHbIN HOMEp,
wrpwux-kog, 2-D kog («GTIN:» - rnobanbHbIi
MAEHTUDUKAUMOHHbIA HOMep TOpProson
eAuHNLbI; «SN»: - NHAVMBWAYANbHbIR
CEPWIAHBLINA HOMEP TOProBOW eAWHULIbI), HOMED
Cepuu, AaTta U3roTOBMEHMUS, AaTa OKOHYaHWUA
CPOKa roAHOCTU.

Ha sTopuuHOl ynakoske (KapTOHHOM Mauke)
Ha  aHIMMACKOM  A3bIKE  JOMNOMHUTENbHO
YKa3bIBAETCA:  TOProBoe  HauMeHoBaHue
npenapara, HauMeHoBaHue Beb-caiTa,
norotun GUpPMbI-MPOU3BOANTENS.

MpoOW3BOAUTENS, HOMEp Cepwuu, pJaTta
OKOHYa@HUA CPOKa rogHOCTU.

Ha BTOpW4YHOM YynakoBke (KapTOHHOMW
nayke) Ha PpYCCKOM £3blKe YKa3aHo:
TOProBoe€ HauMEeHOBaHWE npenapaTa co
3HaKOM ®, MexayHapogHoe
HenaTeHTOBaHHOe Ha3BaHWe, A03UPOBKa,
nexkapcreeHHas  GopMa,  KONMMYeCTBO
TabneTtok B YMakoBKe, Hagnucu: «[ns
neten 7] B3pOCbIX», «3+»,
«[pepoTBpawaer yKaymBaHue B
TPaHCNopTe», 3HAYOK C  HaAMUCbio:
«npuem 3a 30 MUHYT 40 NOe3aKu», COCTas
(HauMeHoBaHue " copepxaHue
OeACTBYIOWEro BelecTea), «COAEPXUT
naKkTosbl MoHorugpaT», «[ns npuema

BHYTPb», cnocob NPUMEHEHWS
«[IpMHUMAaTE MO MHCTPYKUUU», YC/IOBMA
XpaHeHus c npesynpeguTensHoi

HaANUCbK «B HEeZOCTYNHOM AN AeTel
MecTe», YCIOBUS OTNycKa, Has3BaHue
dUpMbI-NpousBoanTENs, agpec, CTpaxa,
PETMCTPALMOHHBIN HOMEp, WTPUX-Koa, 2-

D koa («GTIN:» - rnobGanbHbiiA
WAEHTU(DUKALUOHHBLIA HOMEp TOPrOBOW
eauHuubl; «SN»: -  MHAMBWAYANbHbLIA

CEPUIiHBIA HOMEpP TOProBOW eAuHWLUbI),
HOMEp cepuu, AaTta M3roTOBNEHWA, AaTa
OKOHYaHWA CPOKa roAHOCTU.

Ha BTOpWYHOIA YynakoBke (KapTOHHOM
navke) Ha AHIMUIACKOM A3bIKE
AONONHWUTENbHO  YKa3aHo: TOproesoe
HauMeHoBaHue npenapara,
HanMeHoBaHue Beb-canTa, noroTun
bUpMbI-Npon3BoanTENS.

STORAGE At a temperature of not more than 25 °C complies
XPAHEHUE Mpu TeMnepaTtype He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 5 years complies
CPOK rogHOCTU 5 ner COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / NokasaTens KOHTPONUPYETCA Ha Kaxaoh

10-i cepuun.
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Importing country / CTpaHa uMnoprep: Russian Federation / Poccuiickasa ®egepauns

Registration Certificate No. / Homep M N016084/01 dated 17.11.2009 (re-issued 10.01.2018)

PerncrpaumMoHHOro yaocTtoeepeHus: / M NO16084/01 ot 17.11.2009 (paTta 3aMeHbl
10.01.2018)

Manufacturing site / NpousBoacTBeHHaA JADRAN-GALENSKI LABORATORIJ d.d., Croatia, Svilno 20,

nnowaaka: 51000, Rijeka / SOPAH-TAJIEHCKW JTABOPATOPUM a.o.,
Xopeatusa, CeunHo 20, 51000, Pueka

I hereby confirm that the information above is authentic and accurate. This batch of the product was
manufactured (all production stages), including labeling/packaging and quality control at the above
mentioned manufacturing site in full compliance with the GMP requirements, requirements of the registration
dossier and normative documentation approved in the importing country.

HacTtoAawmnM yaoocToBEpAd, 4YTO MNpUMBEAEHHas Bbllle WHOpMauWs MNoANMHHA WM TouyHa. [aHHas cepwus
NeKapcTBEHHOro npenapaTa 6eina npouseefeHa (Bce CTagum NpPOU3BOACTEA), BKOUYAA YNaKoBKY/MapKMpPOBKY
M KOHTPO/JIb KauyecTBa, Ha YKa3aHHOW Bbille€ MPOM3BOACTBEHHOW NAOWaAKe B MNONHOM COOTBETCTBUM C
TpebosaHuammn GMP, TpeGoBaHMAMKW PermcTpaunoHHONO AOCLE U HOPMATMBHOW AOKYMEHTALUMKN, YTEEPXASHHOM
B CTpaHe-uMnopTepe.

Quality of the product complies to Normative Document M N016084/01-100118, var. 1
KayecTteo npoaykra cooreetcreyeT HA M N016084/01-100118, musm. 1

I hereby confirm that the batch is approved for release
HacTosawmuM noaTBEPXAAKD, YTO BbllEYKA3aHHASA CEpUs paspelieHa K BbINYCKyY

'nw > lﬂ
e lg. os, bid
Qualified Person Biserka Loncar ‘ -
Mognuck YNONHOMOUYEHHOrO nuua B, TS T

N
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