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MMOATBEPXIEHWE COOTBETCTBHA CEPYH
Ne 51-0001/19 ot 04.12.2019

HacTosumuM NOATBEPKIACM COOTBECTBHE BBO3HMOrO

JIeKapCTBEHHOro Mpenapara TpeGOBaHHAM,

YCTaHOBJIEHHBIM TIDH €TO roCYZapCTBEHHOH PeruCTpaliy |

Toprosoe HaHMEHOBAHHE JlpamuHa ﬂ
MexIyHapOJHOE HENATCHTOBAHHOC HauMeHOBaHHEe | JIMMEHIMIDHHAT

JlexapcTBeHHas gopma TabneTku R
Jlo3npoBka 50 mr j
®opMa BEIYCKa 10 ta6. B 6mucTepe X 1 bnucTtep J
Homep cepuu 583 B
O06beM cepHH 52617 ynak. |
Jlata BBIIyCKa 16.09.2019 J
Tosten 1o 16.09.2024 - |

HaumMeHoBaHHE H aapec NIPOU3BOJHTEIIS

SIIPAH-TAJIEHCKU TTABOPATOPUN
a.0., Caunno 20, 51000, Puexa, XoppaTHs

HoMep # faTa PeruCTPalHOHHOrO Y0CTOBEPEHHA

T Ne016084/01 or 17.11.2009 (nara |
zamens! 10.01.2018)

Homep HOPMATHBHOH JOKYMEHTalLHH

HJT I1 Ne016084/01-100118 |

HaumenoBaHHe H apec AepxaTens
PErHCTPAllHOHHOrO YOCTOBEPEHHUS

SIPAH-TAJTEHCKH JTABOPATOPUM
l a.0., CeuHo 20, 51000, Puexa, XopsaTus

OTBecTBEHHOE THLO: MEHE/Kep Mo ofecneyeHHio KauecTsa 000 «SIIPAH» Koporkosa O. 1o

nosepennocTH Ne 22472019 ot 18.1 1.2019.

TToamnuce!

000 «AAPAHR

AAPEC MECTd HAXOMARHHAL 107564, r. Mockea, yn. KpacHaborarbipckas, a. 6,cTp.6

AApec ANA HaNPABAEHUA NOUTOBOH KOPPECNOHABHUNN: 119330, Mocksa,
Ten./daxc: +7(499)143-33-71
e-mall; Jadran@)|gl.ru

NomoHocoBckuii npocnexT 38, oduc VIl
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CEPTUDUKAT CEPUM  / CERTIFICATE OF COMPLIANCE

HA3BAHWE NPOAYKUMK / MHH ApamuHa [ QumerruapuHat
PRODUCT / INN Dramina / Dimenhydrinate
NEKAPCTBEHHAR ®OPMA / DOSAGE FORM Tabnetku [ Tablets
[I03MPOBKA / STRENGH / DOSAGE 50 mr/ 50 mg
PA3MEP U TN YMAKOBKH [ PACK SIZE 10 1ab. 8 6nucrepe X 1 6ancrep / 10 tablets in blister x
1 blister
HOMEP CEPWW / BATCH No. 583
" DATA NPOW3BOACTBA / MANUFACTURING DATE 16.09.2019
rOAEH 10 / EXPIRY DATE 16.09.2024
CTPAHA UMNOPTEP / IMPORTING COUNTRY POCCUMCKAA ®ELEPALMA / RUSSIAN FEDERATION
HOMEP PEMMCTPALMOHHOIMO YAOCTOBEPEHWA / M Ne016084/01 or 17.11.2009 (paTa 3ameHb!
REGISTRATION CERTIFICATE No. 10.01.2018) / N Ne016084/01 dated 17.11.2009 (re-
issued 10.01.2018)
NPOW3BOACTBEHHAR NNOWADKA / AQPAH-TANEHCKM NAEO PATOPUW a.0., XopBaTus,
MANUFACTURING SITE CeunHo 20, 51000, Puexa / JADRAN-GALENSKI
LABORATORU d.d., Croatia, Svilno 20, 51000, Rieka
HOMEP NUUEH3WW HA NPOU3BOLOCTBO / UP/I-530-01/13-03/09

MANUFACTURING LICENSE No.
HOMEP CEPTU®WUKATA GMP / GMP CERTIFICATE No. UP/1-530-10/19-03/07;

NPOLECC NPOM3BOACTBA / MANUFACTURING COOTBETCTBYET / COMPLIES
PROCESS

HAMMEHOBAHMWE ®APMALEBTUMECKOW Oumenrnapurar / Dimenhydrinate
CYBCTAHUMW / NAME OF THE API

HOMEP CEPMM ®APMALIEBTUHECKOM CYBCTAHUWK/ | 1910223
BATCH No. OF API
NPOW3BOAMTEND ®APMALIEBTUYECKOM PEKOPOATA WHAYCTPHUA XMMUKA 3

CYBECTAHLIMW / MANUFACTURER OF API ®APMACBIOTUKA C.n.A., Bua Megnana CucrepHa, 4
04011 Kamnosepae au Anpunva (1T) Aranuna
RECORDATI INDUSTRIA CHIMICA E FARMACEUTICA
S.p.A., Via Mediana Cisterna, 4 04011 Campoverde di
Aprilia (LT) ltaly

HacToALLMM YAOCTOBEPAIO, UTC NPUBEARHHAR BbiLE HHOOPMALUMA NOANMHHA W TORHA. [laHHAR CEPHA
NexapcTeeHHoro npenapara fbina npovaseaeHa, BKNO4AA yNaKoeKy/MapKUPOBKY W HOHTPONL KAYeCTsa, Ha
YKa3aHHOi Bbilue NPOW3BOACTBEHHON NNOWAAKE B NONHOM COOTBETCTBHMH C TpebosaHuamu GMP,

TPe60BaHMAMK PEIUCTPALMOHHOIO AOCHE M HOPMATHBHOW AOKYMEHTALIUK, YTBEPHAGHHON B CTPaHe-
umnoprepe.

| hereby confirm that the Information above is authentic and accurate. This batch of the product was
manufactured, 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.

Kauectso npogyKra cooTsetcrayer HA N Ne016084/01-100118

Quality of the product complles to Normative Document 1 N2016084/01-100118

HaCTOALWKM NOATBEPHAAI0, YTO BbILEYKa3aHHaA CEPHUA PaspelleHa K peanuaaumu

| hereby confirm that the batch is approved for release

JDara 14.11.2019

Date 2
MoANKCch YNONHOMOYEHHOTO ML Valentina Stulié
Qualified Person
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Product name:

HaseaHue npenapaTa.
Series:

Cepusa:

Date of manufacture:

[ata npon3BoACTBa:

Best before:

fopeH Ao:

Date of analysis:

[aTta npoBeaeHws aHanusa:

Dramina, tablets, 50 mg
OpamnHa, Tabnetku, 50 mr
583

583

16.09.2019.

16.09.2019.

16.09.2024.

16.09.2024.

08.11.2019.

08.11.2019.

CERTIFIKATE N2 0749/19
CEPTU®UKAT N2 0749/19

JADRAN GALENSKI LABORATORI) d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA ¢ +385 51

Dramina, tablets, 50 mg - 583- RU

15.11.19
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T PARAMETERS . || ~ REQUIREMENTS . RESULTS
© NAPAMETPBI || ' TPEBOBAHMA : | PE3YNbTATHI
APPEARANCE White flat round-shaped tablets with facets and a break mark on | complies
one side
ONWUCAHUE TaGneTku 6en0ro LBeTa, Kpyrnoi dopMbl, NNOCKKUE, C chackaMu | cooTeercTByeT
W PUCKOW Ha OAHOW CTOPOHE.
IDENTIFICATION
A) HPLC The retention time of the main peaks in chromatogram of the | complies
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 dimenhydrinate | complies
standard sample solution in the range from 200 to 400 nm shall
have maxima and minima at the same wavelengths.
NOANTUHHOCTb
A) BIXX BpeMeHa YAEpHKUBaHWA OCHOBHbIX MUKOB Ha XpoMaTorpamMe | COOTBETCTBYET
WCNLITYEMOr0 PacTBopa AC/XHbl COOTBETCTBOBATb BPEMEHAM
YAEPKUBAHWA OCHOBHbLIX MWKOB HAa XpOMaTorpamMe pacTeopa
CTaHAapTHOro obpa3ua AMMEHTMAPUHATa
Yd-CcnekTpbl NOrMOWEHUS MCMbITYEMOrO pacTsopa W pacteopa
B) YO®-cnekTpogdoToMeTpuUa cTanaapTHoro ofpasua AuMeHrnapuHaTa B o6nactn ot 200 go | coOOTBETCTBYET
400 HM AOMKHbI UMETb MAKCUMYMbI U MUHUMYMbI DU OAHUX U TEX
e ANuHax BonH
DISSOLUTION Not less than 75 % (Q) of Dimenhydrinate in 45 min 85-95 %
PACTBOPEHME He MeHee 75 % (Q) AMMEHrMapWHaTa Yepes 45 MUH 85 - 95 %
RELATED SUBSTANCES Impurity A: not more than 0,5% 0.02 %
Impurity D: not more than 0,1% <0.01 %
Impurity F: not more than 0,5% 01 %
Impurity I: not more than 0,5% <0.01 %
Impurity J: not more than 0,5% <0.01 %
Other unknow impurity: not more than 0,1% <0.03 %
Total unknown impurities: not more than 0,5% <0.03 %
Sum of all impurities: not more than 2,0% 0.1 %
POACTBEHHbBIE MPUMECKH MNpumece A: He Gonee 0,5 % 0.02 %
Npumecs D: He Gonee 0,1 % <0.01 %
MpwmMeck F: He bonee 0,5 %
Npumecsk I: He Gonee 0,5 %
NpumMeck J: He Gonee 0,5 %
EAMHWUYHAA HEMAEHTUPUUMPOBAHHAA NPUMECH: HE Gonee 0,1%
CyMMa HEMAEHTUMUUNPOBAHHBIX npumecei: He Gonee 0,5 %
CymMMa npumeceir: He 6onee 2,0 %
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UNIFORMITY OF DOSAGE According to the requirements 4.8
UNITS
OAHOPOAHOCTb B COOTBETCTBUM C TpeGoBaHNAMU 4.8
[03UPOBAHUA
MICROBIOLOGICAL 3 A category Not examined
PURITY*
MWKPOBUONOTNYECKAA KaTeropusa 3A He uccnenosaHo
YUACTOTA*
ASSAY From 45.0 mg to 55.0 mg of dimenhydrinate (90.0% to 110.0% | 49.6 mg
of the labeled amount) per tablet
KONUYECTBEHHOE OT 45,0 Mr a0 55,0 Mr guMeHrugpuHata (ot 90,0 oo 110,0 % ot | 49.6 Mr
ONPEAENEHUE 3anBNEHHOrO KonuyecTsa) 8 Tabnerke
PACKING 5 or 10 tablets in a PVC/Al blister. One blister is placed in a complies
cardboard pack along with the package leaflet.
YNAKOBKA Mo 5 vnu 10 Ta6neTtok B NBX/An 6nuctepe. OauH 6nmcTep BMecTe | COOTBETCTBYET
C VIHCTD\/KLWIEﬁ no NpUMEeHeHWK NoMelatoT B KapTOHHYK NadkKy
LABELING In accerdance with ND complies
MAPKMUPOBKA B cooTtBercTBuu ¢ HO COOTBETCTBYET
STORAGE At a temperature of not more than 25 °C complies
XPAHEHWE Mpw TeMnepaType He Bblwe 259C COOTBETCTBYET
SHELF LIFE S years complies
CPOK rogHOCTH 5 net COOQTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. The quality of this parameter guaranteed by the
manufacturer / lMokasatens KOHTPOAMPYETCS Ha Kawgoh 10-A cepu. KayecTso no AaHHOMy MOKa3aTeno rapaHTupyet
npon3BoAHUTE N,

This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms to producing
requirments.

JlaHHas cepus 6biNa NpoBepeHa no BCEM MOKa3aTensaM, NPeAyCcMOTPEHHbIM HopmaTueHo#i [OKYMEHTAUNEH K MOMHOCTLIO
COOTBETCTBYET NpPenbssAseMbIM TDEGOBAHUSAM.
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Valentina Stuli¢

JADRAN GALENSKI LABORATORIJ d.d. ° 51000 RIJEKA = SVILNO 20 = CROATIA ¢ +385

Dramina, tablets, 50 mg - 583- RU

15.11.19




