JEKJIAPAIUSA O COOTBETCTBUU

JEKJIAPAHT, IPHHUMAIOWI W JEKJIAPAIIMIO O COOTBETCTBUH

000 "AQPAH"

Ceedenua o pecucmpayuu opeanusayuu: Mexcpaiionnas uncnexyus Pedepanshoii 1020601 cayicbvr Ne 46 no
2. Mockee 28.08.2015, OI'PH 1157746794810, oama npuceoenus OI'PH 28.08.20135.

Adpec: 107564, 2. Mockaa, yn. Kpacnobozameipexas, 0.6, cmp.6, komnama 26,5maxc 1. Teregpon:
(499)1433371.

B nuye: Ienepansnviti upexmop Benasuu Anexcanoap

Hosepennoe nuyo: Crezupesa C.JO., oosepennocms Ne 91/18 om 12.07.2018

JASBJIET, UTO

aexapcmeennoe cpeocmso. Jpamuna®, mabnemru 50 m2 10 wim., ynakoexu aueiikosvie konmypuoie (1), nauxu
xapmonnvie, PY No I1 N016084/01 om 17.11.2009 (dama samensvt 10.01.2018), cepun 043, napmus 53458
ynaxosok, 200ex 0o 13.03.2024, npouseodcmea AJPAH-TATEHCKH JIAEOPATOPHH a.o., Xopeamus,
JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKIT/J2 21.20.10.256, ko0
TH B3/ 3004490009, xonmpaxm Ne HQ001/2017 om 03.04.2017, uneotic Ne 90004159 om 02.09.2019

COOTBETCTBYET TPEBOBAHUSIM

TTN016084/01-100118

JEKJIAPAIIUS IIPUHSITA HA OCHOBAHHUH

cepmuguxam ananusa npousgooumens Ne0194/19 om 02.09.2019, Cepmugpuxam coomeemcmeus cucmemsi
Mmeneoxcmenma kavecmaa 8 Cucmeme dobposonsvhoi cepmugpuxayuu F'OCT P Ne POCC HR.H®99.K00023,
cpox deuicmewn ¢ 12.09.2018 2. 00 12.09.2021 2., OO0 "Oxpyicrioii yenmp xoumpons kavecmsa” (000
"OLIKK"), Poccua, 115280, 2. Mockea, ya. Macmepxosa, 0. 4, sm. 5, nom. I, xom. |

JATA TIPHHATHS TEKJIAPAIIAH 10.09.2019

Cuerupesa C.10.
O.H.0

' RA.RU.11®M08 OPTAH 110 CEPTHOHKALIHH ITPOVKIJHH OBLECTBO C O PAHUYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOM IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yr. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opeana no
cepmucpurayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caim: oyxk,pe.

AEKJIAPAITASI O COOTBETCTBHH 3APETHCTPHUPOBAHA M POCC RU /I-HR. ®M08.B.35877/19
HATA PETHCTPAITAH /0.09.2019
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CUCTEMA CEPTUOURKAIIUU IOCT P
 OEJIEPATIBHOE ATEHTCTBO 110 TEXHUYECKOMY PETYIMPOBAHHUIO M METPOTIOTHIA

 CERTRIEAT BSANH

s, CEPTUOUKAT COOTBETCTBUS

v ‘Ne POCC HR.OM08 C47895

ebrupuns*®

Cpok AeficTBHa © 10.09.2019 no -

i ; : Ne 0548331
%’1’5‘5’?5 WS%IM%HM IPORYKUHH OBLECTBO C OI PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPO/IS KAYECTBA ", adpec opzanusayuu: 115280, 2.

Mocxsa, yn. Macmepxosa, 0. 4, sm. 5, nom. 1, kom. 1, adpec opzana no cepmucpurayuu: 115280, POCCHA, 20p0d
Mocxsa, yn. Macmepxosa, 8. 4, sm. 5., men.: (495)788-02-88, haxc: (495)675-47-89
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OBAHHWUH

cepmuguxam ananuza npoussodumena NeQ194/19 om 02.09.2019, Cepmughuxam coomeemcmeun cucmemsr MenedHemenma

kavecmea 8 Cucmeme dobposansnoti cepmugpuxayuu FOCT P Noe POCC HR.H®D99.K00023, cpok deticmeus ¢ 12.09.2018 2.

00 12.09.2021 2., 000 "Oxpyxcuoii yenmp konmpana kavyecmea” (000 "OLKK"), Poccus, 115280, 2. Mockea, .
Macmeprosa, 9. 4, sm. 5, nom. I, kom, |
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Product name:

HaszsaHue npenaparta:
Series:

Cepwms:

Date of manufacture;

[faTta npouM3BoAacTBa:

Best before:

MoaeH no:

Date of analysis:

faTa npoBeAeHns aHanusa:

Dramina, tablets, 50 mg
ApaMuHa, Tabnetkn, 50 Mr
043

043

13.03.2019.

13:03.2019:

13.03.2024.

13.03.2024.

21.08.2019.

21.08.2019.

CERTIFIKATE N2 0194/19
CEPTUOWUKAT N2 0194/19

PARAMETERS REQUIREMENTS RESULTS
MAPAMETPbI TPEBOBAHMA PE3YNbTATbI

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

ONWUCAHUKE Tabnetku benoro useta, kpyrnoi GOpPMbI, NAOCKKe, C (hackamn | cooTeeTcTayeT
W PUCKOW Ha OAHOW CTOpOHeE.

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.

NOANWHHOCTb

A) BIXX BpeMeHa yaepXwWBaHWA OCHOBHbIX NUKOB Ha XpOMaTtorpaMMe | COOTBETCTBYET
MCMbITYEMOr0 pacTBopa AO/MKHbl COOTBETCTBOBAThH BDEMEHAM
YAEPXUBAHWA OCHOBHLIX MWKOB Ha XpOMaTorpamMe pacTsopa
CTaHAapTHOro obpasua AMMeHrnapuHaTa
Y®-cnekTpbi NOrNOWEHUSE UCTILITYEMOrO pacreopa W pacTtBopa

B) Y®-cnexktpodoToMeTpus CTaHpapTHoro ofpasua AvMeHruapvHata 8 obnactu or 200 o COOTBETCTBYET
400 HM AONXKHBI UMETH MAKCUMYMbI 1 MUHUMYMbI MPKU OQHUX 1 TEX
Xe AnrMHax BoNH

DISSOLUTION Not less than 75 % (Q) of Dimenhydrinate in 45 min 90 -94 %

PACTBOPEHUE He meHee 75 % (Q) auMeHrnapuHaTa yepes 45 MUH 90 - 94 %

RELATED SUBSTANCES Impurity A: not more than 0,5% 0.03 %
Impurity D: not more than 0,1% <0.02 %
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 %
Other unknow impurity: not more than 0,1% 0.05 %
Total unknown impurities: not more than 0,5% 0.05 %
Sum of all impurities: not more than 2,0% 0.2 %

POACTBEHHBLIE NPUMECH Mpumeck A: He Bonee 0,5 % 0.03 %
Mpumecs D: He 6onee 0,1 % <0.02 %
Mpumeck F: He Gonee 0,5 % 01 %
Mpumecs I: He Bonee 0,5 % <0.01 %
MNpumMeck J: He Bonee 0,5 % <0.01 %
EAnHMYHEs HemaeHTUhUUMPOBaHHAA NpUMeck: He Gonee 0,1% 0.05 %
CyMMa HewaeHTUDUUMPOBaHHBIX NPUMEcei: He 6onee 0,5 % 0.05 %
Cymma npumeceis: He Gonee 2,0 % 0.2 %
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UNIFORMITY OF DOSAGE According to the requirements 4.7
UNITS
OOHOPOAHOCTL B cooteetcTBMM C TpebosaHWAMK 4.7
O3WMPOBAHWA
MICROBIOLOGICAL 3 A category not examined
PURITY*
MWKPOBUONOIMYECKAS Kateropus 3A HE OCMOTPEH
HUCTOTA*
ASSAY From 45.0 mg to 55.0 mg of dimenhydrinate (90.0% to 110.0% | 49.3 mg
of the labeled amount) per tablet
KONWYECTBEHHOE Ot 45,0 Mr go 55,0 Mr anmMeHrvapuHata (or 90,0 8o 110,0 % ot | 49.3 mMr
ONPEQENEHUE 3aABNEHHOI0 KONW4YecTsa) B TabneTke
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 No 5 nnn 10 TabneTok B NBX/An 6nucTepe. OanH 6nucTep BMecTe COOTBETCTBYET
C UHCTPYKUMER NO NPUMEHEHMIO NOMELAIOT B KapTOHHYIO NauKy
LABELING In accordance with ND complies
MAPKWUPOBKA B cooteercremru ¢ HA COOTBETCTBYeT
STORAGE At a temperature of not more than 25 °C complies
XPAHEHUWE Mpwu YemnepaTtype He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 5 years complies
CPOK rogHOCTH 5 ner COOTBETCTBYET

* The parameter is controlled by the manufacturer in every 10th batch. The quality of this parameter guaranteed by the

manufacturer / Mokasartens KOHTPO/MPYETCS Ha kaxgou 10-i cepmum, Kadectso no A3HHOMY noKa.

MpoOHU3BOANTEND.

This batch was checked for all indexes, that are provided by Normative Documentation an

requirments.

33TENMO rapanTupyeT

d fully conforms to producing

AlanHasn cepns bbina NpoBepeHa no BCEM MOKAIATENAM, MPEaYCMOTDEHHLIM Hopmatuerodi JokyMeHTaumesd u mo/IHOCTbI0
COOTBETCTBYET NPEeaLABNAEMbIM TPEEOBAHUAM.
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Qualifie  personr” - L
Mirna S?ﬂii;& M/

I(Banwgmuupoaaﬁnoe nvuuo

Mirna Simicic¢
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