CMK-COII-037-©-001-04

IIOATBEPXIEHWE COOTBETCTBYM A CEPUU
Ne 51-0080/22 ot 02.06.2022

Hacrosmpm nonreepaaeM COOTBEICTBHE BBO3UMOTO JEKapCTBEHHOTO TpENapara TpeGOBAaHUAM,
YCTaHOBJIEHHEIM IIPH €r0 FOCYIapCTBEHHOM PErHCTPaIliH

Toproeoe HavMeHOBaHHE Hpamusa ®

Mexayraponsoe HeIaTeHTOBAHHOE HauMeHoBarue | JIMMERTHIpHHAT

JlexapcTeerHas hopma Tabnerku

Ho3uposka ; 50 mMr

Qopma BEIIYCKA brmctep 10 Tab. x 1 (magk® KapTOHHEIE)

Howmep cepun 01612

Obbem cepun 52 272 ynax.

Hata emycka 25.04.2022

ogen mo 31.01.2027

HammenoBanue | ajipec IPOW3BOMUTENS STPAH-TAJTEHCKH JIABOPATOPHU
a.0., Cewmmo 20, 51000, Preka, Xopsarus

Cramun npou3BOICTEA Bce cramue mpoH3BOACTBA

Homep m nara perucTpaumoHHEOT0 YIOCTOBEPEHHS IT Ne016084/01 ot 17.11.2009 (mara
samensr 10.01.2018)

Homep HopMaTHBHOR TOKYMEHTANHH HI TIN016084/01-100118, mam.1 1 2

HawMeHoBanue 1 apec NepiKaTems SIPAH-TAJIEHCKU JIABOPATOPUM

ETHCTPAIMOHHOI0 YAOCTOBEPEHHS a.0., Ceanne 20, 51000, Prexa, XopeaTus

OtseTcTBEHHOE JUII0: MeHeIKep M0 obecmedermio kavectsa 000 «SATPAH» Hocerko 10.A. o
noseperrocTH Ne 2828-2021 ot 28.06.2021.

[onmace: Jara: 02.06.2022
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Product name / HazeaHue npenapara: Dramina®, tablets 50 mg, (blister) 10 x 1 (carton box)
ApamuHa®, Tabnetkn 50 mr, (6auctep) 10 x 1 (nayka
KapTOHHAasga)

Batch / Cepua: 01612

Manufacturing date / JaTta npoussoacTea: 27.01.2022.

Expiry date / FopeH no: 31.01.2027.

Date of analysis / OaTta nposeaexnus aHanuza: 11.03.2022.

Name of the API / HauMeHoBaHMe
apMauesTMYecKol cybcTaHumm:

Dimenhydrinate / JumeHrngpudar

cybcTaHumm:

API batch No. / Homep cepuu dapMauesTuyeckoi 2110285

API Manufacturer / Mpounssoautens

3C.MWN.3N., UTanusa

Recordati Industria Chimica e Farmaceutica S.p.A., Italy
dapmMaueBTUUECKOR CyBCTaHLMK; /Pexopaatn WHpactpus Kumuka 3 dapmauesTka

CERTIFICATE N2 0131/22
CEPTU®UKAT N2 0131/22

PARAMETERS
NMAPAMETPbI

REQUIREMENTS
“TPEGOBAHUSA

RESULTS _
PE3Y/ILTAThI

APPEARANCE

OMUCAHWE

White flat round-shaped tablets with facets
and a break mark on one side

Tabnetkn 6enoro usera, Kpyrnoi hopmsl,
nNnocKue, ¢ ackaMv WM PUCKOR Ha OAHOMN
CTOpOHe.

White flat round-shaped tablets with
facets and a break mark on one side

Tabnetkun 6enoro ugera, Kpyrnoi MopMbi,
nnockue, ¢ Gackamm U PUCKOWA Ha OaHOMN
CTOpOHE.

IDENTIFICATION

A) HPLC

B) UV spectroscopy

NOANNHHOCTb
A) BIWX

B) Y®-cnekTpothoTromMerpus

The retention time of the main peaks in
chromatogram of the test solution shall
comply with the retention time of the main
peaks in chromatogram of dimenhydrinate
standard sample solution.

UV absorption spectra of the test solution and
dimenhydrinate standard sample solution in
the range from 200 to 400 nm shall have
maxima and minima at the same
wavelengths (Parameter "ASSAY").

BpemeHa yaepXUBAHUR OCHOBHbBIX MUKOB Ha
XpoMaTorpaMMe  UCMbLITYEMOro  pacTeopa
OOMKHbL COOTBETCTBOBATL BpeMeHam
yAEDXKUBAHUSA OCHOBHbIX MUKOB Ha
XpomaTorpaMMe  pacTeopa  CTak4apTHOro
obpasua guMeHruapuHaTa

Y®O-cnekTpbl nornoweHns WCMbITYEMOro
pacTBopa v pacreopa CTaHAapTHOro obpasua
AvMeHrngpuHata B obnacrtu ot 200 A0 400 HM
AONXHbI UMETb MaKCWMMYMbl K MWUHWUMYMbi MPKH
OAHWX W Tex xe AnuvHax BoAH (pasgen
«KonuyecTseHHoe onpeneneHue»)

complies

complies

COOTBETCTBYET

COOTBETCTBYET

DISSOLUTION
GPh XIII

PACTBOPEHUE
ro XIII

Not less than 75 % (Q) of Dimenhydrinate in
45 min

He menee 75 % (Q) AMMEHrMApuMHaTa Yepes
45 MuH

85-92 %

85-92%
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A,

GPh XIII or EU Ph

MWUKPOBNONOMMMYECKAS
YUCTOTA*
o XIII wnn Esp.o.

is not more than 10% CFU in 1 g (ml)

The total number of fungi-no more than 10?2
CFUin 1 g (ml)

Absence of Escherichia coli in 1 g (ml)

Kateropwsa 3A

O6uee 4UCNO a3pobHLIX MUKPOOPraHW3IMOB
He Gonee 10° KOE 8 1 r (Mn)

Obuwee uncno rpubos - He Gonee 102 KOE &
1r (mn)

RELATED SUBSTANCES Impurity A: not more than 0,5% 0,02 %
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% <0,01 %
Impurity J: not more than 0,5% <0,01 %
Single unidentified impurity: not more than | <0,02 %
0,1%
Total unidentified impurities: not more than | <0,02 %
0,5%
Sum of all impurities: not more than 2,0% 0,1 %
POOCTBEHHbIE MPUMECH Mpumeck A: He Gonee 0,5 % 0,02 %
BIXX Mpumeck D: He 6Gonee 0,1 % <0,01 %
Mpumecs F: He 6onee 0,5 % 0,1 %
Mpumeck I: He Gonee 0,5 % <0,01 %
Mpumecs 1: He Gonee 0,5 % <0,01 %
EonHuuHas HewgeHTudunumposaHHasa | <0,02 %
npuMecs: He Gonee 0,1%
Cymma HemaeHTUhUUMPOBaHHLIX rnpuMmeceii: | <0,02 %
He Bonee 0,5 %
Cymma npumecen: He Gonee 2,0 % 0,1 %
UNIFORMITY OF DOSAGE According to the requirements Complies
UNITS (AV= 3,3)
GPh XIII or EU Ph
OAHOPOAHOCTb B cooTBeTCTBMM C TpeBosaHusMu COOTBETCTBYET
[O3MPOBAHNS (AV=3,3)
ro XIII unu Esp.®.
MICROBIOLOGICAL Category 3A
PURITY* The total number of aerobic microorganisms | Less than 10cfu/g

Less than 10cfu/g

Absent

Menee 10 KOE/ r

MeHee 10 KOE/

YO-cnekTpodotomeTpua

Konu4yecrtea) B Tabnetke

Otcytcraue Escherichia coli 8 1 r (mn) OTcyTcTRyeT
ASSAY From 45.0 mg to 55.0 mg of dimenhydrinate | 48,3 mg
UV spectrophotometry (90.0% to 110.0% of the labeled amount) per | (96,6 %)
tablet
KONMMYECTBEHHOE OT 45,0 Mr go 55,0 Mr gaumenrnapurarta (ot | 48,3 Mr
ONPEOENEHME 90,0 pmo 110,0% ot  3asdBneHHoro | (96,6 %)

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.

YTIMAKOBKA
Mo 5 unu 10 Tabnetok & NBX/An 6nuctepe. | Mo 10 Tabnetok B MBX/An Gnucrepe.
OavH 6nucTep BMeCTe C WMHCTPYKUWEHR no | OawmH 6nucTep BMECTe ¢ MHCTPYKLUMER no
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO MauKy | MPUMEHEHWUIC TNOMEWEH B KapTOHHYH

rnauyky

LABELING Ha nepeuyHon ynakoske (6nuctepe) Ha | Ha nNepeWYHON ynakoBke (6nucrepe) Ha
DYCCKOM A3bIKE YKa3aHo: TOPrOBOE | PYCCKOM  A3blK€  yKasaHo: TOprosoe

MAPKWPOBKA HauMEHOBaHMe npenapata co 3Hakom @&, | HauMeHoBaHWe MpenapaTta co 3HakoM ®,
MEXAYHapoaHoe HENaTeHTOBaHHOE | MexXAyHapoaHoe HEenaTeHTOBaHHOe
Ha3saHue, nexapcreeHHas dopma, | HaseaHue, NeKapcTeeHHas ¢dopma,
[A03MPOBKa, NOroTun MUpPMLI-NPOU3BOAUTENS, | AC3UPOBKA, noroTun huUpMbI-
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HOMEp Ccepuu, JdaTa OKOH4YaHWA Cpoka
roAHOCTHU.

Ha BTOpm4HOR ynakoBKe (KapTOHHOR Nauxe)
Ha8 PYCCKCM A3blKe yKasaHo: TOprosoe
HauMmeHoBaHWE npenapaTta co 3HakoMm ®,
MexXxayHapoaHoe HernaTeHToBaHHoe
Ha3BaHue, LO3UPOBKaE, NneKapcTBeHHas
dopmMa, KonmyecTeo TabneTok B YrNaKoBke,
Hagnucu: «[ns getell U B3POCNbIX», «3+»,
«[lpepoTBpawaeTt yKadymsaHue B
TPAHCNOPTE», 3HAYOK C HAAMUCLK: <MpPUEM
3@ 30 MWUHYT [0 noe3aku», CocTas
(HaumeHoBRaHME " cofaepxanne
AeACTeyowero BelwecTsa), «COASPWKUT
NaKTo3bl  MOHOrMApaT», <«[Ana  npueMa
BHYTDb», CNOCO6 npuMeHeHusa: «MpuHuMaTh

NMpoOuM3BOAMTENA, HOMEP CepuM, fgaTa
OKOHYaHWs CPOoKa rogHoCT!.

Ha BTOpuMyHOi ynakoBke (KapTOHHOM
Mayke) Ha pPYCCKOM A3BIKE YKa3aHo:
TOProsoe HauMeHOBaHWe npenapata co
3HaKoM ®, MexayHapoaHoe
HenaTeHTOBaHHOE Ha3BaHWe, J03MPOBKA,
nexapcreeHHas  dopMa,  KONUYecTso
TabneTtok B ynakosKke, Haamucu: «[ns
aeten 7 B3POCbIX», «3+»,
«MpepoTepalwaer yKadusaHue B
TPAHCNOPTE», 3HAYOK C  HAAMWCbIO:
«npueM 3a 30 MUHYT 40 Noe3aKu», CocTas
(HanmeHoBaHWe " coaepxaHune
LENCTBYIOWEro BEeWeCTBa), <«COASPKUT
NakTosbl MoHOrMgpar», «[Ana npuema

MO  WHCTPYKUMW», YC/IOBMA XPAHEHUSA C | BHYTPb», cnocob MPUMEHEHUS
npeaynpeaMTensHon HaanMUChLIO «B | «[IpHMMaTL MO WMHCTPYKUMMW», YCIOBUS
HEAOCTYNHOM ANA AeTeid MecTe», YCNOBWMA | XpaHeHus c npeaynpeauTensHon

OTNyCcKa, Ha3saHue (UPMbI-NPON3BoAUTENS,
aapec, CTpaHa, pPEerncTpauMoHHBLIA HOMEp,
WTpKux-Ko4, 2-D koa («GTIN:» - rnoGanbHbli
MASHTUDUKALUMOHHbIR HOMep TOProsoMn

HaAnUCbio <«B HeJOCTYMHOM ANA AeTeit
MecTe», YCNOBMA OTNycka, HassaHue
(bUpMbI-NpOU3BOANTENSA, aapec, CTpaHa,
PErUCTPaLMOHHbIA HOMEP, WTPUX-Koa, 2-

eanHNLbI; «SN»: - uvHAMBMAyanbHbid | D koag  («GTIN:» -  rnoBanbHbIR
Cepuiibiii HOMEP TOProBOM eAnHULLI), HOMED | MAEHTUDOWKALMOHHDINA HOMEp TOoproso#
Cepuu, AaTa U3roTOBNEHUA, 4aTa8 OKOHYAHMA | eAWHUUbl; «SN»: -  WHAMBWAYaNbHbIR

CpOKa rogHoCTH.
Ha BTOpW4HOI ynakoeke (KapTOHHGH naduke)
Ha  @HMIMIACKOM  A3bIKE  JOMNOAHUTENbHO
YKa3blBaeTCA:  TOProBoE  HauMeHoBaHue
npenapara, HavMeHOoBaHue BebG-caiTa,
norotun CDMDMI:I-HDOVBBOJJ,VITEJ‘IQ.

CEPWIAHbIA HOMEP TOProBOW EeAMHWLB!),
HOMEp cepuu, aaTta WM3roToBMEHWs, gaTta
OKOHYaHWA CPOKa roaHOCTK.

Ha BTopuyHOi ynakoBke (KapTOHHOW
nadke) Ha AHINWIACKOM A3bIKe
AOMNOMHUTENbHO  YKa3aHo: TOoprogoe

HauMeHoBaHme npenapara,
HauMeHoBaHue  Beb-cailTa,  noroTun
duUpMbI-NpoMssoaMTENA.
| STORAGE At a temperature of not more than 25 °C complies
XPAHEHWE Mpu TemMnepartype He Bbilwe 25°C COOTBETCTBYET
SHELF LIFE 5 years complies
CPOK rOAHOCTU 5 net COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / NMoxkasatens KOHTDONMPYETCA Ha Kaxaon

10-i cepun.

Russian Federation / Poccuiickas ®egepauns

M NO16084/01 dated 17.11.2009 (re-issued 20.07.2021)
/ TI N016084/01 ot 17.11.2009 (aaTa nepeodopmMaeHus
20.07.2021)

JADRAN-GALENSKI LABORATORIJ d.d., Croatia, Svilno 20,
51000, Rijeka / AOPAH-TATEHCKK JIABOPATOPUA 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.

Hactoswum ynocTosepsio, 4To npuseseHHas Bbile uHbOPMaLMs MOAAMHHA M TOuHa. JanHas cepus
JleKapcTBeHHOro npenapaTta 6eina npousseneHa (8ce CTaaum NPoU3BOACTBa), BKAKYAS YNaKoBKY/MapKUpoBKY
W KOHTDONb KayecTBa, Ha YKA3a@HHOW Bbllle MPOM3BOACTBEHHOR MNOWAAKE B MOMHOM COOTBETCTEUM C
TpeSoBanuamMu GMP, TpeGoBaHUAMU PErMCTPaLUOHHOIO A0CHE U HOPMaTUBHOMW AOKYMEHTALUM, YTBEPXIOEHHOM
B CTpaHe-uMnoprepe.

Quality of the product complies to Normative Document I N016084/01-100118, var. 1 and 2

KauecTBo npoaykra cooTBeTcTByet HZ M N016084/01-100118, uam. 1 u 2

I hereby confirm that the batch is approved for release

HacTosWmMM NOATBEPXKAA0, YTO BhILEYKA3aHHas CepUsl paspelleHa K BbINYCKY

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

Importing country / CTpaHa umnopTep:
Registration Certificate No. / Homep
PerucrpaunoHHoro yaocTosepeHus:

Manufacturing site / MpoussoacTBeHHan
nnowanka:
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