CMK-COII-037-®-001-04

[MOATBEPXIEHWE COOTBETCTBHA CEPHA
Ne 51-0178/22 ot 13.09.2022

HacTosiM [OATBEPIKIAEM COOTBETCTBHME BBO3WMOIO JEKApCTBEHHOTO mpemapara TpeOOoBaHHAM,
YCTAHOBJICHHEIM IIPH €r0 FOCYAapCTBEHHOH PErHCTpaltH

Toprosoe HaHMEHOBaHHE Hpamuna ®
MexIyHapoIHOEe HENaTeHTOBAHHOe HauMeHoBanue | JIMMeHruapuHat
JlekapctBennas ¢popma TabneTxu
Jlo3upoBKa 50 mr

Qopma BeIYyCKA

Baucrep 10 Tab. x 1 (na4ky KapTOHHEIE)

Homep cepun

07212

Ob6bpeM cepun 53 683 ynak.
JlaTta BeH1ycKa 25.05.2022
[omeH 10 31.03.2027

HaumenoBanue 1 agpec NpoU3BOAHUTEIA

SITPAH-TAJIEHCKU JIABOPATOPUN
a.0., Ceunno 20, 51000, Pueka, Xoparus

Cranup IPOH3BOACTEA

Bee cTaguu ITPOU3BOICTBA

HOMep U JaTa perHCcTpaloOHHOI0 YAOCTOBEPEHHA

1 Ne016084/01 ot 17.11.2009 (mara
nepeobopmnenus 20.07.2021)

Homep HOpMaTHBHOH JOKYMEHTALIMH

HJTTTN016084/01-100118, u3m.1 1 2

HaumeHnoBauue ¥ aapec nepixaTes
PErHCTPAIMOHHOrO YI0CTOBEPEHHS

SITPAH-TAJIEHCKA JIABOPATOPHUI
a.0., Ceunro 20, 51000, Puexa, XopsaTus

OTBeTCTBEHHOE JIHILI0: MeHemkep 1o obecreuenuto kagectsa OO0 «JIJIPAH» Hocernko 10.A. mo

nosepennocT Ne 3017/2022 ot 01.03.2022.

[Toanuce:

Hara: 13.09.2022
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Product name / Ha3saHwe npenaparta:

Dramina®, tablets 50 mg, (blister) 10 x 1 (carton box)
ApamnHa®, Tabnetkn 50 mr, (6nuctep) 10 x 1 (nauka

KapToHHaR)
Batch / Cepus. 07212
Manufacturing date / Jata npon3BOACTBA: 14.03.2022.
Expiry date / loaeH Ao 31.03.2027.
Date of analysis / [1aTa NnpoBeAeHNa aHanusa. 16.05.2022.

Name of the API / HauMmeHoBaKue
dapMaueBTUYECKOW cy6CTanumm.,

Dimenhydrinate / AnMeHruapuHat

API batch No. / HoMep cepuu dhapMauesTUyeckon

cybcTaHumu:

2110003

API Manufacturer / Npou3BoauTenb
dbapmaLeBTUYecKon cybcTaHunm:

/PekopaaTu

Recordati Industria Chimica e Farmaceutica S.p.A., Italy
) WHaacTpus
3C.NN.3K., UTanna

KuMuka 2 QapMauesTuka

CERTIFICATE N2 0301/22
CEPTUPWMKAT N2 0301/22

PARAMETERS

. NAPAMETPbI

i TPEGOBAHMA

APPEARANCE

ONWCAHWE

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

TaGnetkn 6Genoro ueerta, Kpyrnoi opmMet,
nnockwe, ¢ QackaMum W PUCKON Ha OAHOW
CTOPOHE.

White flat r
facets and a break mark on one side
TabneTku 6enoro ugera, Kpyrnon hopmbl,

nnockue, ¢ hackamn M PUCKON Ha O4HOM
CTOROHE.

IDENTIFICATION

A) HPLC

B) UV spectroscopy

NOANMHHOCTb
A) BIXKX

B) Y®-cnekipogoromerpus

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 yaepXuBaHWA OCHOBHBIX MWKCB Ha
xpoMmaTtorpamme UCNBITYEMOro pacrtecpa
NOMKHBI COOTBETCTBOBaTh BpEMEHAM
yAEpXMBaHUA OCHOBHBIX NUKOAR Ha
XpoMaTtorpamme  pacTBRopa  CTaHAapTHOro
ob6pazua aMMeHrnaprHaTa

Y®-cnexkTpol  NOrNOWEeHWA  UCNbITyeMoro
pacTeopa v pacTeopa CTaHAapTHOro obpasua
AuMelruapuiiata o obnactu ot 200 40 100 1M
AONXHbl MM@Tb MAKCUMYMbl 1 MUHWUMYMbl NPU
O4HWMX W Tex e AnuHax BonH (pasgen
«Konu4ecTseHHoe onpeaenexune»)

complies

complies

cooTBETCTRYET

COOTBETCTBYET

DISSOLUTION
GPh XIII

PACTBOPEHME
ro XIII

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

He mMeHee 75 % (Q) AMMEHTMAPWHATA 4Yepes
45 MWH

83-92%

83-92%
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GPh XIII or EU Ph

MWKPOBUONOIMYECKAA
YNCTOTA*
ro XIII unw Esp.®.

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

The total number of fungi-no more than 10?
CFU in1 g (ml)

Absence of Escherichia coli in 1 g (ml)

Kareropua 3A

Obuee 4yucno a3pobHbIX MWKpOOpPraHW3MoB
He Gonee 10° KOE 8 1 r (mn)

O6wee yucno rpubos - He Honee 107 KOE 8
1r(Mn)

OrcyTtetere Escherichia coli 8 1 r (M)

RELATED SUBSTANCES Impurity A: not more than 0,5% 0,03 %
HPLC Impurity D: not more than 0,1% 002 %
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% <0,03 %
Single unidentified impurity: not more than | <0,03 %
0,1%
Total unidentified impurities: not more than | <0,03 %
0,5%
Sum of all impurities: not more than 2,0% 0,2 %
POACTBEHHBIE MPUMECHK Mpumece A: He bonee 0,5 % 0,03 %
BIXX Mpumecs D: He 6onee 0,1 % 0,02 %
MNpumeck F: He 6onee 0,5 % 0,1 %
Mpumecs 1: He Gonee 0,5 % <0,03 %
MpuMecs J: He Gonee 0,5 % <0,03 %
EAvHU4HaR HenaeHTndrunpoeanrkaa | <0,03 %
npuMech: He Gonee 0,1%
CyMMa HenaeHTUUUUPOBaHHbIX NpuMeceit: | <0,03 %
He Gonee 0,5 %
CyMmMa npumecen: He bonee 2,0 % 02 %
UNIFORMITY OF DOSAGE According to the requirements Complies
UNITS (AV= 2,4)
GPh XIII or EU Ph
OAHOPOAHOCTb B cooTBETCTEBUU C TPEBOBAHMAMMU COOTBETCTBYET
AO3UPOBAHUA (AV=2,4)
o XIII vnn Esp.O.
MICROBIOLOGICAL Category 3A
PURITY* The total number of aerobic microorganisms | not examined

not examined

not examined

HEe NpoBepeHa

He NpoBEPeHO
He NPOBEPEHO

ASSAY
UV spectrophotometry

KONUYECTBEHHOE
ONPEAENEHWE
Y®-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 Ao 55,0 Mr AvMeHruapuHara (ot
90,0 4o 110,0%  oOT  3aABNEHHOro
Konuuectea) B Tabnerke

48,9 mg
(97,8 %)

48,9 Mr
(97,8 %)

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 & NBX/An 6nuctepe. | Mo 10 TaGnetok B MBX/An 6nucrepe.
QauvH 6nucTep BMECTe € MHCTpyKuuer no | OauH 6nUCTEpP BMECTE C MHCTPYKLUMER No
NPUMEHEHUIO NOMELLAIOT B KAPTOHHYIO Mauky | NPUMEHEHMI0 MOMEUEH B KapTOHHYO

nauky

LABELING Ha nepsuuHoW ynakoeke (6nuctepe) Ha | Ha nepsWYHON ynakoske (Bnuctepe) Ha
pPyCCKOM A3blKe yKa3aHo: TOProgBoe | pycCckoM A3blke  yKa3aHo: TOoproeoe

MAPKWPOBKA HaMMeHoBaHWe npenapata co 3HakoM ®, | HauMeHoBaHWe mpenapara Co 3HakoM ®,
MexayHapoaHoe HenaTeHTOBaHHOE | MexayHapoaHoe HEeNaTeHTOBaHHOE
Ha3saHwue, nekapcreeHHan dopma, | HassaHwe, nexKapcTBeHHan opma,
[03MpOBKa, NOroTMN MUPMbI-NPOU3BOAVTENS, | A03WDOBKA, noroTvn bvpMbl-
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HoMep  cepwuu,
roAHOCTM.

Ha BTopuyron ynakoske (kapToHHoit nauke)
| Ha pycckoM Asbike ykasawHo: TOprogoe
HanMeHOBaHue npenapata <o 3Hakom ®,
MeXayHapoaHoe HenareHToBaHHoe
Ha3sgaHue, A03MpPOoBKa, nekapcteeHHan
opma, konuuecreo Tabnetok B ynakoske,
HaanNucK: «Ansa geTeli n B3POCNbIX», «3+»,
«lMpegoTepawaer YKa4ynsaHwe B
TPAHCNOPTE», 3HAYOK C HAANUCHIO: «MpUeM
38 30 wmMuHyT g0 noesgku», cocrae
(HaumMeHoBaHWe " CoAepxaHne
AencTayiowero BellecTsa), «COAEPKMT
NaKTO3bI MOHOrwapat»,  «Ana  npuema
BHYTPb», CNoco6 npuMeHeHms: «[IpUHMMaTL
MO0 WHCTPYKUMM», ycrnosusA XpaHeHus ¢
npeaynpeanTensHon HaANUCBLIO «B
HEAOCTYNHOM ana peteit MecTe», ycnosus
OTNycka, HazBaHue d:npmm-nponsaonmenﬂ,
aapec, crpaHa, PerucTpaunoHHbINA HoMep,
wrpux-koa, 2-D koa («GTIN:» - rno6ansHf
MAEHTUPUKALMNOHHbI Homep TOProeoi
€ANHWUbI; «SN»: - WHOWBWAYANbHbBIN
CEepUHHBIA HOMEP Toprosoi €4MHWUbI), HOMEp
CEPWW, AaTta m3roTosneHws, parta OKOHY2HUA
CPOKa roaHocTw.

Ha BTOpu4HOM ynakoske

A3Ta  OKOHYaHWS  cpoka

(KapToHHOW navke)

npou3soautens, Homep Cepum,
OKOHYaHUS CpoKa rogHocTy,

Ha BTopuuHOi ynakoske (kapToHHOM
Na4yKe) Ha pPYCcKOM S3bike yKazawHo:
TOoproeoe HauMeHoBaHKe npenaparta co
3HAKOM ®, MeXAayHapogHoe
HenaTeHTOBaHHOE Ha3BaHue, A03MpoBka,
NekapcTeeHHan  copma, KOAnyecTeso
Tabnetok B YNaKoBKe, Hagnucw: «[ins
aetei [ B3POCNbIX», «3+»,
«MNpenoTepawaer yKayuMsatue B
TDE‘)HCI’IODTE», 3Hauyok c HaANWCLD:
«npuem 3a 30 MUHYT a0 noesaxku», cocras
(HavMeHoBaHUE " cofepxaHue
LencTeyiolwero BELIeCTBA), <«COAEPKMT
NaxKTo3el MOHOrMapart», «Ana npuema
BHYTPb», cnocob NpUMeHeHns
«MprHUMaTL no MHCTPYKUMM» , yCnoBus
XpaHeHus = npeaynpeauTensHoi
H3ANUCEI0 «B HEAOCTYNHOM ANa petenr
MECTe», ycnoBua oTnycka, HasBaHue
¢npmm-npowasogmem, aApec, cTpana,
PErMCTPauMoHHLIN HoMep, WTpUX-Koa, 2-
D kon («GTIN:» - rnoGanbHblit
VMAEHTUDOWKALMOHHbIA HOMep Toproson
€AUHUUBLI;  «SN»: MHAWBUAYENbHBIA
CepUiAHLIi  HOMep TOProBOW eAuHWUbI),
HOMep cepuu, fata u3rotoeneHus, gata

4daTa

Ha AHMIMIACKOM A3blke AONONHUTENBLHO OKOHUaHKWg CPOKa rogHocTw,
YKa3sblBaercs: TOprosoe HauMeHoBaHue | Ha BTopuyHOM YNaKoBKe (KapToHHOM
npenapara, HanMeHOoBaHue Beb-CanTa, nauke) Ha aHMNUACKOM A3bike
NOroTUN M1pMel-NpoussoavTens. ACNONHUTENbHO  yKa3aHo:  Toproeoe
HanMeHoBaHue npenapara,
HanMeHoBaHwe  Bseb-caiita,  nororun
DUDMBI-NnpouasoauTens.
LSTORAGE At a temperature of not more than 25 °C camplies
XPAHEHWE Npu TemnepaTtype He Bbilwe 25°C COOTBETCTBYET
LSHELF LIFE S years complies
CPOK rOAHOCTM 5 ner cooTBeTCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / Nokaaare
10-i4 cepum,

Importing country / Crpana nMnoprep: | Russian Federat

ion / Poccuiickas Qeaepauna

b KOHTPONWPYETCH Ha KaxAaoN

¥

Registration Certificate No. / Homep M N016084/01 dated
PernctpaumorHoro YAOCTOBEepeHus:

20.07.2021)

/ M N016084/01 o1 17,11,

17.11.2009 (re-issued 20.07.2021)

2009 (aata nepeodopmnenus

Manufacturing site / MNpouseoacTeeHHas
nnoowaaka:

JADRAN-GALENSKI LABO \
51000, Rijeka / AOPAH-TANEHCKM NABOPATOPUI a.o.,
XopsaTtua, CBuiHO 20, 51

RATORIJ d.d., Croatia, Svilno 20,

000, Pueka

manufactured (all production stages), including labeling/packaging and
mentioned manufacturing site in full compliance with the GMP req

entic and accurate. This batch of the product was
quality control at the above
uirements, requirements of the registration

dossier and normative documentation approved in
HacTtoswunm ygoctosepaw, uro npuBegeHHas
NeKapcTeeHHOro npenapaTta 6sina n
N KOHTpONb Kaqecma,
Tpe6osaHuAmMU GMP, Tpe
B CTpaHe-umnoprepe,

the importing country.
Bbile uHdOpMauus nogn
powusseseHa (Bce cTagum NPOM3BOACTEA),
Ha YKa33aHHOW BbIWE NPOM3BOACTBEHHOM nno
GoBaHMAMY perncTpaunonHoro AOCbE W HOpMaTH

WHHa W TouyHa. [aHHag cepus
BKNouasn ynakoeky/Mapkupoeky
laAke B NOMHOM COOTBETCTBMW C
BHOW AOKYMeHTaumu, YTBEPXKACHHOK

Quality of the product complies to Normative Documen
KadvecTso npoaykTa cootseTcTByer HA N N016084/01-

tn N015084/01-100118, var. 1 and 2
100118, uam. 11 2

I hereby confirm that the batch is approved for release
HaCTOS‘-!LI.lVIM HOATBEPJKQBFO, 4TO BbllUeYKAa3aHHan CepuA paspelweHa K

BbIMycKy
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