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IIOATBEPXIEHUE COOTBETCTBUS CEPUK
Ne 51-00349/21 ot 30.07.2021

Hacrosmum IOATBEPKIAAEM COOTBETCTBHE BBO3HMOrO JIeKapCTBEHHOrO npenapara TpeGosaHmsM,
YCTaHOBJIEHHEIM 1pH ero ToCynapeTsenHolt perucrpamuy -

llopmaoe HaHMEHOBaHue Jpamyna ®
| Mexayraponuoe HENlaTeHTOBAKHOE Faumeronnne | JinMeRrHapunar e N
Jlekapctsennas dopma Tabuerxu o
03UpOoBKa ' 50 mr "
DopMma BEmyCKa Baucrep 10 1a6. x | (nauxu KapTOHHEIE)
Howmep cepun 11311
O6nem cepuu 53552 ynak.
| Aata Beimycka - 11.06.2021
TConen no 30.04.2026
Haumenoranue n aJipec MPON3BOAUTE T ANPAH-TAJIEHCKY JIABOPATOPUI
a.0., Ceunno 20, 51 000, Puexa, Xopsartus
Cranuu npouseozncrea Bee cranuu nponssoncrsa
Homep u rata PerHCTpanuonHoro YROCTOBEpeHHs IT Ne016084/01 or 171 1.2009 (nara
' : 3amenst 10.01.2018)
Howmep vopmatusmon JAOKYMEHTAuHn HIATINO016084/01-1001 18, n3m.1
Haumenopanue n azapec nepxares ANPAH-TAJIEHCKU JIABOPATOPUIA |
| PETUCTpalHoORHOrO YAOCTOBEpeHuUs a.0., Cemno 20, 5 1000, Puexa, Xoppatns

OtBercrBennoe nuno: MeHexKep 1o obecneyenno kagectsa OO0 «IPAH» Hocenxo I0.A. no
AoBepeHHOCTH No 2828-2021 ot 28.06.2021,

PPEE i

Mopnuce: Hara: 30.07.2021

000 «AAPAHS

e-mail: Jadran@]gl.ru
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Product name / HassaHue npenapara:

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

KapToHHasna)
Batch / Cepus: 11311
Manufacturing date / faTa NPOM3BOACTBA: 14.04.2021.
Expiry date / lopex po: 30.04.2026.
Date of analysis / JaTa NpoBeAeHWs aHanusa: 02.06.2021.

Name of the API / HaumenoBaHpe
thapMauesTUyeckoi cybcTaHLmu:

Dimenhydrinate / AvMeHrnapuHar

cybcTaHumm:

API batch No. / Homep cepumn apmaleBTUYECKON

2010091

API Manufacturer / MpoussoauTens

Recordati Industria Chimica e Farmaceutica S.p.A., Italy

B) uv spectroscopy

NOOJIMHHOCTL
A) BIXKX

B) Y®-cnexktpodioTomMeTpus

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 yaepXuBaHWs OCHOBHbIX NUKOB Ha
XpOMarorpaMMe  MCMbITyeMoro pacTteopa
ACMMHbI COOTBETCTBOBATHL BpeMeHaMm
YAEPXKHNBaHUA OCHOBHbIX nuKoe Ha
XpoMmatorpamMme  pacTtsopa CTaHgapTHoro
obpasua aMmeH rvapuHaTta

YO-CRekTpbl  nornowexus WCNbITYEMOro
PacTBOpa 1 pacTeopa cTaHAapTHOro obpasua
AMMeHrMApuHaTa B o6nactu ot 200 4o 400 HM
AO/BKHBI UMETE MAKCUMYMbI U MUHUMYMbI npu
OOHUX W Tex xe 4nuHax BonH (pasgen
«KonuuecrsenHoe onpeaeneHue»)

dapmayesTHyeckoi cybcTaHumum: /Pexop,qavm Wupactpuas  Kumuka s ®apmaluesTuka
3C.NN.31., Utanus
CERTIFICATE N° 0333/21
CEPTU®UKAT No 0333/21
P@RAMEI‘E_RS - REQUIREMENTS ----- : RESULTS ;
- NMAPAMETPBbI TPEBOBAHWA ! _ PE3YNbLTATBI
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
OMWUCAHWE Tabnetku 6Genoro usera, xpyrnow dopmbl, | TabneTku 6enoro LBeTa, KPyrnown Mopmsi,
naockue, c hackaMu ¥ puUCKoW Ha oaHOM nNOCKWe, ¢ dhackamu U PUCKOR Ha OAHOM
CTOpOHe. CTOpOHE,
IDENTIFICATION
A) HPLC The retention time of the main peaks in

complies

complies

CooTBETCTBYET

COOTBETCTBYET

DISSOLUTION
GPh XIII

PACTBOPEHWE
rd XIII

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

He menee 75 % (Q) AWMEHrMApUHaTa Yepes
45 MUH

86-91%

86-91%
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ro XIII wnu Esp.o.

Kateropus 3A

Obuiee yucno aspobHbIX MHKPOOPraHM3MOoB
He Gonee 10° KOE B 1 r (Mn)

O6wee uncno rpubos - He Gonee 102 KOE B
1r(mn)

Otcytcrane Escherichia colis 1 r (mn)

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% <0,01%
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 lpuMecs A: He Bonee 0,5 % 0,03%
BIXX MNpumecs D: He Gonee 0,1 % <0,01%
lpumecs F: He 6onee 0,5 % 0,1%
MNpumecek I: He Gonee 0,5 % <0,01%
Mpumecs J: He Gonee 0,5 % <0,01%
EavHuunag HengeHTudnumposaHHas | <0,02%
npumecs: He Gonee 0,1%
Cymma HeraeHTU(hUUNPOBaHHLIX NpyMeceil: <0,02%
He 6onee 0,5 %
Cymma npumeceit: He Gonee 2,0% 0,1%
UNIFORMITY OF DOSAGE According to the requirements 3,6
UNITS
EU Ph
B COOTBETCTBUM C TpeBoBaHUAMK 3,6
OAHOPOOHOCTL
AO3WPOBAHMA
Eep.®.
MICROBIOLOGICAL Category 3A
PURITY* The total number of aerobic microorganisms | not examinad
GPh XIII or EU Ph is not more than 103 CFU in 1 g (ml)
The total number of fungi-no more than 102 not examined
MUKPOEMONOMMYECKAR CFUin 1 g (ml)
HUCTOTA* Absence of Escherichia coli in 1 g (ml) not examined

HE NpoBepeHo
He NpoeepeHo

He NpoBepeHo

ASSAY From 45.0 mg to 55.0 mg of dimenhydrinate | 48,8 mg

UV spectrophotometry (90.0% to 110.0% of the labeled amount) per | (97,6%)
tablet

KONWYECTBEHHOE Ot 45,0 mMr go 55,0 mr AUMeHruapuHata (ot | 48,8 mr

ONPEAENEHUE 90,0 po 110,0% or  3asBneHHoro (97,6%)

Y®-cnexrpodoTtoMeTpus KonuyecTtsa) B TabneTke

PACKAGING 5 or 10 tablets in a PVC/AI biister. 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,

YNAKOBKA
Mo 5 unu 10 Tabnetok B NBX/An 6nuctepe. | Mo 10 Ta6neTok B [BX/An 6nucrepe.
OavH 6nuctep BMecTe ¢ WMHCTpYKUMer no | OauH 6nucrep BMecTe ¢ MHCTpYKUKER no
NPUMEHEHMIO NOMELLAIOT B KAPTOHHYIO NauKy MPUMEHEHUIO MOMELLEH B KAPTOHHYKO

Nnayxky

LABELING Ha nepsuuHoi ynakoexe (6nuctepe) Ha | Ha nepsmunon ynakoske (6nucrepe) wHa
PYCCKOM A3blke yKasaHo: TOProsoe | pycckoMm — s3vike ' yKasaHo:  Toprosoe

MAPKUPOBKA HaWMeHOBaHWe npenapata c€o 3HakoMm ®, | HauMeHoBaH1e NpenapaTa co 3HaKoM ®,
MexayHapoaHoe HENaTeHToBaHHoe | MexayHapoaHoe HenaTeHToBaHHoe

JADRAN GALENSKI LABORATORI] d.d.

Dramina tablets 50 mg (blister) 10 x 1 (carton box) - 11311 - RU

11.06.21

= 51000 RIJEKA = SVILNQ 20 = CROATIA = +385 51 660 7000 www.igl.hr

2/4




[

HassaHwue, nekapcTBeHHas topMa, | HazBaHWe,  nekapcreeHHas topma,
A0SMPOBKa, NOrOTUN HUPMBI-NPONIBOANTENS, | A03WPOBKa, norotin OUpMBbI-
HOMEp Cepwn, pnata OKOHYaHWs  Cpoka MPOW3BOAMTENS, HOMEp Cepuu, gaTa
FrOAHOCTH. OKOHYaHWS CPOKa roiHOCTH.

Ha BTOpWYHOM ynakoske (kapToHHO# nauke) | Ha BTOPMYHOW  yNaKoBKE (KapTOMHOM
Ha PyCCKOM A3blke yKasaHo: Toprosoe Nayke) Ha pYCcCKOM s3bike YKa3aHo:
HaMMeHoBaHWe npenapaTa Cco 3HaKOM ®, | Toproeoe HaumeHoBaHue npenaparta co
MexayHapoaHoe HEMATEHTOBAHHKOE | 3HAKOM ®, MEeXyHapogHoe
Ha3saHue, A03MPOBKa, NeKapCTBeHHanA | HenaTeHToBaHHOE Ha3BaHwWe, A03UPOBKa,
opma, konuuecTeo TabneTok & YNaKOBKe, | NexkapctBeHHas  ¢opMa,  KonuuecTso
Hagnucn: «ns getei u B3pocnbix», «3+», | Tabnetok B YNAaKoBKe, Haanucu: «[ns
«[peforepawaer yKaqnsaHue B | Aeten “ B3POCNbIX», «34»,
TPaHCnopTe», 3HAYOK C HagnWChblo: «npuem | «lpegoTepaliaeT yKauyuBaHue B
38 30 wMuHYT Ao NOE3AKku», COCTaB | TpaHCMNOpTe», 3HAYOK C HaANWUCBIO:
(HaumeHoBaHue ] COAEpXaHWe | «npuem 3a 30 MUHYT 40 noesaku», cocras
AencTByoLWero BeuecTsa), «COAEPXMWT | (HAaMMEeHOBaHWe W coaepxaHue
NaKTO3bl  MOHOrMapaT»,  «[ns npuema | AercCTBYIOLLErD BELLECTBA), «COAePXUT
BHYTPb», CNOCo6 npuMeHeHus: «MpUHUMaTE | NakTosbl MoHOruapat», «[ns npuema
N0  WHCTDYKLUMW», YCNOBWUS XpaHeHus c BHYTPb», cnocob NPUMEHEHKs :
npeanynpeavtensHon HaANUCbIO «B | «[IpUHUMATL no WHCTPYKUKUKM», yCcnosusa
HEACCTYNHOM ans peteil MecTes, YCNOBUSA | XPaHeHWs c npeaynpeauTensHon
OTnycka, HasBaHWe QUPMbI-MPOU3BOAUTENS, | HAANUCLID «B HEAOCTYNHOM Aana peTtel
AAPEC, CTpaHa, perucTpaunoHHbIi HOMED, | MecTe», YycnoBWMA OTNyCcKa, Ha3BaHue
WTpux-koA, 2-D koa («GTIN:» - rnoBanbHbiii bupMbI-NpoussoauTens, agpec, CTpaHa,
MABHTU(DMKELUMOHHbIA HOoMEp TOProBO# | perucrpaymoHHbIN HOMep, WTpUxX-Koa, 2-

eauHWUbI; «SN»: - MHAMBWAYaneHbM | D koa  («GTIN:» - rnoGanbHbiiA
CEPWIAHLIA HOMEp TOProBoJ EAMHWLUBI), HOMED | WABHTUDUKAUMOHHBI HOMEp TOprosoi
CEPWH, AaTa M3rOTOBNEHMA, AATa OKOHY3HWS EAUHULbLI; «SN»: - WHAMBUAYANBLHbLIA
CPOKa rogHocTy. CEPWIAHBIA HOMEp TOproBoi eAnHALbI),

Ha eTopuyHoi ynakoeke (KapToHHOR nauke) HOMED CepuM, naTta W3roToBneHus, aaTa
H8  BHMWACKOM  S3biKe  ONONHUTENBHO | OKOHUAHMS CpoKa rogHoCTH.
YKa3blBAGTCA:  TOProBoe  HauMmeHoBaHue | Ha BTODUYHOW ynakoeke (KapToHHOM
npenapara, HanMeHoBaHue Be6-caifra, | nauke) Ha AHIHACKOM A3blKE
NOroTun (UpMeI-NPoM3BoOaAUTENS, AOMONHMTENIBHO  yKa3aHo:  Toproeoe
HauMeHoBaHue npenapara,
HauMeHoBaHue Beb-caiTa, noroTun
$uvpMbI-nponssoauTens.

STORAGE At a temperature of not more than 25 °C complies
XPAHEHUE Mpy1 TemMnepaType He Bbiwe 250C COOQTBETCTBYET
SHELF LIFE 5 years complies
CPOK rOAHOCTH 5 ner COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. / Mokasarens KOHTDONMPYETCA Ha Kax ok
10-@ cepuum.

Importing country / Ctpana uMnoprep: Russian Federation / Poccuitckas ®eaepauusn

Registration Certificate No. / Homep M NO16084/01 dated 17.11.2009 (re-issued 10.01.2018)

PerucrpaunonHoro YAOCTOBEPEHUSA: / N N016084/01 o1 17.11.2009 (aaTa 3ameHsbl
10.01.2018)

Manufacturing site / MNponssoacTeeHHas JADRAN-GALENSKI LABORATORD] d.d., Croatia, Svilno 20,

nnowaaka: 51000, Rijeka / AAPAH-TAIEHCKM NABOPATOPWH a.o.,
Xopsarus, Ceunno 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 ygoctosepsio, uto MPUBEACHHAA Bble WHDOPMAUMA NOAMHHA W Touna. HaHHas cepus
NIEKApCTBEHHOrO Npenapara 6bina NpouszBegeHa (Bce cTaamu npoussoacTsa), Bknoyas YNakoeKy/MapKkuposky
W KOHTDOML KauecTBa, Ha yKasaHHOM Bsiwe NPOM3BOACTBEHHON NAOWaAKE B NOMHOM COOTBETCTBUM C

TpeboBaHusmMu GMP, Tpe6oBaHUAMM PErMcTPauMoHHOro AoCke U HOPMaTUBHOM ACKYMEHTauuu, yTBep»aeHHOM
B CTpaHe-uMnoprepe.

Quality of the product complies to Normative Document [ N016084/01-100118, var. 1
KayecTtBo npogykTa cooreeTcTByeT HA N N016084/0 1-100118, usm. 1
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I hereby confirm that the batch is approved for release
Hacroswumm noaTeepxaaio, uto BbILWEYKA3aHHas Cepus paspeleHa K BbINyCcKy
Date
ata ‘“/ 74 Zoz,,.’
Qualified Person Biserka Lonca
Moanuck YnonnomoyeHHoro nua 38
& T:’j\l\o ol «% IGL d.d.
5&'3 j %fgz S_g:lno 20
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