JTEKJAPAIINA O COOTBETCTBHHA

NEKJAPAHT, MPUHUMAIOIIHUN JEKJAPALITMIO O COOTBETCTBHH

000 "AlIPAH"

Ceedenus o pezucmpayuu opzanusayuu: Mexcpaiionnas uncnexyus ®edepansnoii Hano2060u cayxcvt Ne 46 no
2. Mockee 28.08.2015, OT'PH 1157746794810, dama npuceoenus OF'PH 28.08.2015.

Aopec: 107564, 2. Mocksa, yn. KpacroBoeamwipckas, 0.6, cmp.6, komnama 26,5maxc 1. Teaehon.
(499)1433371.

B nuye: I'enepanvuoiii Oupexmop benasuy Anexcanoap

Iosepennoe auyo: Ceueay C.A., dosepennocms Ne 131718 om 12.12.2018

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo: Jpamuna®, mabnemxu 50 mz 10 wm., 6arucmepel (1), nauxu kapmonHoie, Py Ne IT
NO16084/01 om 17.11.2009 (dama 3amener 10.01.2018), cepun 556, napmusn 53242 ynaxoeok, 200en 00
10.04.2024, npouszeodcmea AQPAH-TAJTIEHCKH JIABOPA TOPHH a.o., Xopeamus, JADRAN-GALENSKI
LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, koo OKIT[2 21.20.10.256, koo TH B3/ 3004490009,
xoumpaxkm Ne HQ001/2017 om 03.04.2017, uneotic Ne 90004849 om 12.10.2019

COOTBETCTBYET TPEBOBAHUAM
IT N016084/01-100118

JEKJAPAITHS IMPHHSATA HA OCHOBAHHH

| cepmugpuxam anaruza npou3e0OUMens Ne0309/19 om 10.10.2019, Cepmughuxam coomsemcmeusn Cucmemboi
| menedxcmenma kavecmea 6 Cucmeme dobposonsnoti cepmugpuxayuu TOCT P Ne POCC HR. H®99.K00023,
| cpox deiicmeusn ¢ 12.09.2018 2. do 12.09.2021 2., OO0 "Oxpyxcroti yewmp xonmpona xavecmea" (000

‘ "OLIKK"), Poccus, 115280, z. Mockea, yr. Macmepkosa, 0. 4, sm. 5, nom. I, xom. 1

¢
% Cauray C.A.

{{OJIIIHCB d.HU.0

CBEJEHHWSA O PETMCTPALIAH

OPI'AH ITO CEPTU®UKAIINH, 3APEr MCTPUPOBABIINH JEKJIAPALIAIO

RA.RU. 11 MO8 OPIAH IO CEPTHOHKAITHH TPOOVKI[HH OFI[ECTBO C Or’ PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

aodpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxoea, 0. 4, am. 3., men. :(495)788-02-88, eeb-
caum. oyKkk.pe.

JEKJIAPAIIUS O COOTBETCTBUHU 3APETHCTPHPOBAHA M POCC RU J-HR. DOM08.B.41010/19
JATA P%CTPAIIHH 18.10.2019

Kauan E.B.
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CUCTEMA CEPTUOURAIIMU TOCT P
| DEMEPAIHOE ATEHTCTBO 110 TEXHUYECKOMY PETYIIMPOBAHMIO M METPOJIOT M

.. CEPTUOUKAT COOTBETCTBUS

e @
Pruguxe’

Ne POCC HR.#M08.C51586

Cpok pAeiicreas ¢ 18.10.2019 no —

Ne 0574092
OPI"AH MO CEPTUOUKALITNHN
“RA.RU.11®M08 OPTAH 110 CEPTH®HKALIMH FIPOIYKLHH OBLECTBO C OI PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH IEHTP KOHTPOJ/IA KAYECTBA", adpec opzanuzayuu: 115280, 2. Mocxsa,
yn. Macmepxosa, 9. 4, om. 5, nom. I, kam. 1, adpec opzana no cepmugdurayuu: 115280, POCCHA, zopod Mocksa, yn.
Macmepkosa, 0. 4, am. 5., men.: (495)788-02-88, dpaxc: (495)675-47-89

MPOAYKIINA o
Jlexapcmsennoe cpedcmso: Jpamuna®, maﬁftemxu 50 mz 10 wm., Gnucmepw (1), nauku oA OK 034-2014
Kapmounwvie, (KITIEC 2008)
PY Ne IT N0O16084/01 om 17.11.2009 (dama 3amenw 10.01.2018), (OKTLI2):
cepus 556, napmus 53242 ynaxoseok, zodex do 10.04.2024, 21.20.10 é56
xoumpaxm Me HQ001/2017 om 03.04.2017, uneotic Ne 90004849 om 12.10.2019 | I
COOTBETCTBYET TPEFOBAHUAM HOPMATHBHBIX AOKYMEHTOB ‘ _
HN016084/01 100118 " koa TH B3A
3004490009
H3TOTOBUTEAD
SIPAH-TAJIEHCKH JIABOPATOPHH a.0., JADRAN-GALENSKI LABORATORIJ d d., Svilno 20, 5 1000 Rijeka, Croatia,
Xopesarmus

CEPTUDUKAT Bb;p&f-\H '
00O "AAPAH", HHH: 7718271899, adpec: 107564, 2. Mocxaa, yn. Kpacnobozamwipexas, 0.6, cmp.6, komuama 26,0maxc 1.
Teneghon: (499)1433371, ;

HA OCHOBAHHWH
cepmugbuxam ananusza npouseodumens Ne0309/19 om 10.10.2019, Cepmuchuxam coomsemcmeus cucmembl MeHeONCMeHma
xavecmaa & Cucmeme dobposanenoii cepmugpuxayuu FOCT P Ne POCC HR. H®99.K00023, cpox delicmeun ¢ 12.09.2018 2. do

12.09.2021 2., OO0 "OxpyacHoii yenwmp xonmpana kavecmea” (OO0 "OLKK"), Poccus, 115280, 2. Mocxsa, yn. Macmepkosa,
0. 4, am. 5, nom. I, xkam. 1

AOTIOAHHUTEABHAA PIHCDOPMAI.IHH
Cxema cepmuqbuxauuu bc.”

)
PYKOBOAUTEAb OpraHa o — Kauan E.B.

WHHLWans!, bamuing

JKcnepT P Conossesa H.A.
; NOQMCH wHALMane, hamunua

epTH(HUKAT He IPUMEHSeTCS NPH 06I3aTeABHOM cepTH(HKALUY

AD <ONUMOH-, MoCxaa, 2018, «Bs  masssiows Ne 05-05-00/003 GHC PD, Ten. (495) 726 4742, www.opclon.nu
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Product name:

HaseaHue npenapaTa:
Series:

Cepus:

Date of manufacture:

[aTa Nnpou3BOACTBA:

Best before:

FoaeH no:

Date of analysis:

[aTta npoBeaeHWs aHanusa:

Dramina, tablets, 50 mg
ApaMuHa, Tabnerku, 50 Mr
556

556

10.04.20169.

10.04.20189.

10.04.2024.

10.04.2024.

30.08.20109.

30.08.2019.

CERTIFIKATE N2 0309/19
CEPTUOUKAT N2 0309/19

PARAMETERS REQUIREMENTS RESULTS
NAPAMETPbI ) TPEEOBAHHWA PE3YNbTATHI

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

ONMUCAHWE Tabnetku Benoro userta, Kpyrno# dopMel, Nnockue, ¢ dackaMu | COOTBETCTBYET
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.

NOANMHHOCTb

A) BIXX BpeMeHa YyAEepPXMBAHWA OCHOBHbLIX MNWKOB Ha XpPOMaTOrpaMMe | COOTBETCTBYET
WUCMBLITYEMOro pacTBOpPa [OMXHbLI COOTBETCTBOBATb BpEeMeHaM
yAEpPXKWBAHUA OCHOBHbIX MWKOB Ha XpoMaTorpaMme pacTsopa
CcTaHaapTHoro o6pasua AMMEeHrUaApUHaTa
Y®-cnexkTpbl NOrNOWEHWSA WCNLITYEMOrO pacrsopa WM pacrsopa

B) Y®-cnexkTpodoTromeTpus cTaHaapTHoro ofpasua AumeHruapuvHara B obnactu ot 200 Ao | cooreercreyer
400 HM AOMKHBI UMETE MAKCUMYMbl U MUHUMYMbI MPU OAHUX U TEX
»e AnuHax BonH

DISSOLUTION Not less than 75 % (Q) of Dimenhydrinate in 45 min 88-92 %

PACTBOPEHWE He meHee 75 % (Q) auMeHrnapunaTa yepes 45 MUH 88 - 92 %

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% <0.02 %
Impurity J: not more than 0,5% <0.02 %
QOther unknow impurity: not more than 0,1% 0.07 %
Total unknown impurities: not more than 0,5% 0.07 %
Sum of all impurities: not more than 2,0% 0.2 %

POOCTBEHHBIE NPUMECH MNpumeck A: He 6onee 0,5 % 0.03 %
Mpumecs D: He Gonee 0,1 % <0.02 %
Mpumeck F: He Gonee 0,5 % 0.1 %
Mpumecs I: He 6onee 0,5 % <0.02 %
Mpumecs J: He 6onee 0,5 % | <0.02%
EavHuuHas HengeHTUdbuunposaHHan npumecs: He 6onee 0,1% 0.07 %
CyMMma HeugeHTUDUUMPOBaAHHbBIX NpuMecei: He Gonee 0,5 % 0.07 %
CyMMa npumMmecein: He bonee 2,0 % 0.2 %

JADRAN GALENSKI LABORATORIZ d.d. = 51000 RIJEKA = SVILNO 20 = CROATIA = +385 51 546 024 www.jgl.hr

Dramina, tablets, 50 mg - 556- RU

10.10.19

1/2




el

UNIFORMITY OF DOSAGE According to the requirements 2.7
UNITS
OAHOPOAHOCTL B cooTtBeTcTeum ¢ TpeboBaHUAMK 2.7
OO3UPOBAHMA
MICROBIOLOGICAL 3 A category Not examined
PURITY*
MUKPOBUONOMMYECKAS KaTteropus 3A He WcCcnenoBaHo
YUCTOTA*
ASSAY From 45.0 mg to 55.0 mg of dimenhydrinate (90.0% to 110.0% | 49.7 mg
of the labeled amount) per tablet
KONUYECTBEHHOE Ot 45,0 mr go 55,0 Mr gumerrnapusata (o1 90,0 40 110,0 % ot | 49.7 Mr
ONPEAENEHUE 33ABNEHHOIO KONMW4ecTea) B Tabnetke
PACKING 5 or 10 tablets in a PVC/AIl blister. One blister is placed in a | complies
cardboard pack along with the package leaflet.
YNAKOBKA Mo 5 unu 10 Tabnetok B8 NBX/An 6nucrepe. OauH 61UCTEP BMECTE | COOTBETCTBYET
€ UHCTPYKUMEH MO NDUMEHEHWIO MOMELLAKNT B KAPTOHHYIO Nauky
LABELING In accordance with ND complies
MAPKWPOBKA B coorsercTBumn ¢ HO COOTBETCTBYET
STORAGE At a temperature of not more than 25 °C complies
XPAHEHMWE Mpv TeMnepaType He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 5 years complies
CPOK FOAHOCTH 5 net COOTBETCTBYET

*

The parameter is controlled by the manufacturer in every 10th batch. The quality of this parameter guaranteed by the
manufacturer / lNokazarens KOHTPOMMPYETC Ha Kaxaoh 10-# cepun. KauecTso no naHHOMY MoKas3aTento rapaHTupyer
npou3BoANTENb.,
This batch was checked for all indexes, that are provided by Normative Documentation and fully conforms to producing
requirments.
Aannas cepns 6bina nposepeHa No BCEM MOKA3aTeNAM, PEAyCMOTPEHHbIM HOPMaTUBHOA JJOKYMEHTaUWed u noaHoCTbI0
COOTBETCTBYET NPEALABAAEMbIM TPEEOBAHUAM.
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Qualified Person
Valentina Stuli¢

W Rigka

KBanuguumnposaxHoe nuuo

Valentina Stulié¢
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