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Product name / Hazsanue npenapara:

Dramina, tablets 50 mg, (blister) 10 x 1 (carton box)
ApaMuHa, Tabnetkn 50 Mr, (6nucrep) 10 x 1 (nauka

KapTOHHaR)
Batch / Cepus: 642
Manufacturing date / /lata nponaso CTBa; 17.02.2020. .
Expiry date / FoaeH go: 17.02.2025.
Date of analysis / NaTa n 0BeAeHnsa aHanusa: 28.04.2020,

Name of the API / HaumeHoBaHue
$apmauesTuueckoit cyScranuup:

|_Cy6cTanyuu:

API batch No. / Homep cepun dapMaLesTiieckos

Dimenhydrinate / DuMeHruapunaT

1910347

API Manufacturer / MNpoussoauTens
dapmauesTuyeckoii cybcranymm:

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

Utanus

/ Pekopaatu MHaycTpus Xumuka 3 ®apmacbioTrka C.mA,;

APPEARANCE

OMWUCAHUE

CERTIFICATE N2 0181/20
CEPTUOUKAT N2 0181/20

PESYNILTAT

White ﬂat”round-sﬁaped éablets 'with fac;ts and'
a break mark on one side

Tabnetkn 6enoro usera,
nnockue,
CTOpOHe,

KPYrnoi GopMsi,
C dackaMu M pucKkoW Ha OAHOWA

White flat round-shaped tablets wih

facets and a break mark on one side

Tabnerku 6Genoro uBeTa, Kpyrnoi
dopMbl, nnockue, ¢ dackaMu u PUCKOM
Ha OAHOW CTopoHe,

IDENTIFICATION
A) HPLC

B) uv spectroscopy

NOANUHHOCTh
A) BIXX

B) Vcn~cnerrpocbomne1'pun

| UV absorption spectra of the test solution and

| OAHKMX U Tex xe AnuHax BOMH

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.

dimenhydrinate standard sample solution in
the range from 200 to 400 nm shall have
maxima and minima at the same wavelengths,

BpemeHa YACPXKNBAHWSA OCHOBHBIX NMUKOB Ha
XpOMBTOrpaMMe VCNBITYeMOoro pacTrRopa
AOMKHbI COOTBETCTBOBaTL BpEMeHam
YAepXusaHuna OCHOBHbIX NUKOB Ha
XpoMaTorpaMme pacrsopa CTaHsaapTHoro
obpasua AUNMEHrnapuHaTa

YO-cnekrps! NOrNoWeHus UcnbiTyeMoro
PacTBOpa W pacTBOpa CTaHAapTHOro ob6pasua
AnMeHrMADWHaTa B8 o6nacTv or 200 A0 400 HM
AOMKHbLI UMETb MAaKCUMyMbl y MUHUMYMbI Npu

complies

complies

COOTBETCTBYET

CooTBETCTBYET

DISSOLUTION
GPh XIII

PACTBOPEHUE
ro XIII

' Not less than 75 % (Q) of Dimenhydrinate in

‘I MMH

45 min

He MeHee 75 % (Q) AumMerruapuHara yepes 45
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RELATED SUBSTANCES Impurity A: not more than 0,5% 0,04 %
Impurity D: not more than 0,1% <0,01 %
Impurity F: not more than 0,5%% U,1 Y%
Impurity I: not more than 0,5% <0,03 %
Impurity J: not more than 0,5% <0,01 %
Other unknow Impurity: not more than 0,1% <0,02 %
Total unknown impurities: not more than <0,02 %
0,5%
Sum of all iImpurities: not more than 2,0% 01 %
POACTBEHHBIE NPUMECH Mpumecs A: He 6onee 0,5 % 0,04 %
Mpumeck D: He 6onee 0,1 % <0,01 %
Npumecs F: e Gonee 0,5 % 0,1 %
Npumecs I: He 6onee 0,5 % <0,03 %
Mpumecs J: He Gonee 0,5 % <0,01 %
EanHnuHas HewaeHTUDMUMpPOBaHHAS npuMech:
He Gonee 0,1% <0,02 %
Cymma HeuaeHTUDVMUMPOBAHHbBIX npyuMeceis: <0,02 %
He 6onee 0,5 %
CyMma npumeceii: He Gonee 20 % 0,1 %
UNIFORMITY OF DOSAGE According to the requirements 4,0
UNITS
GPh XIII or EU Ph
OAHOPOAHOCTDL | B coorBeTCTBMM C TpeboBaHUAMM 4,0
A03NPOBAHUA
ro XIII waw Eep.o.
MICROBIOLOGICAL Category 3A
PURITY* The total number of aerobic microorganisms is | complies
GPh XIII or EU Ph not more than 10® CFU in 1 g (ml)
The total number of fungi-no more than 102 complies
CFUin1g (mh
Absence of Escherichia coli In 1 g (ml) complies
MWUKPOBUONOrMYECKAS | Kateropua 3A
YUCTOTA* Ob6wee yncno aspobHbix MHKPOODraHMsMOB He | cooTseTcTayer
o XIII unm Esp.0. 6onee 107 KOE & 1 r (Mn)
| Obwee uucno rpuboe - He Gonee 10? KOE s 1 COOTBETCTBYET
| r{mn)
OtcyTcTene Escherichia coli s 1 r (M) cooTBeTCTBYET
ASSAY From 45.0 mg tn 55.0 mg of dimenhydrinate | 49,6 mg
(90.0% to 110.0% of the labeled amount) per | (99,2 %)
tablet
KONMMUYECTBEHHOE Ot 45,0 Mr go 55,0 mr AuMeHruapuHata (oT | 49,6 mr
ONPEQENEHUE 90,0 a0 110,0 % ot 3assneHHoro Konudyecrsa) | (99,2 %)
8 TabneTke
PACKAGING 5 or 10 tablets in a PVC/AI blister, One blister | 10 tablets In a PVC/AI blister. One
Is placed in a cardboard pack along with the | blister is placed In a cardboard pack
package leaflet, along with the package leaflet.
YNAKOBKA
Mo 5 wnu 10 Tabnetok B NBX/An 6nucrepe. | Mo 10 Taénetok 8 MIBX/An 6nucrepe.
OauH 6nucrep BMmecte c MHCTPYKUKMed no | OauH Gnuctep sMecte ¢ MHCTPYKUMen
NPUMEHEHHIO NOMELLAIOT B KAPTOHHYIO nauyky N0 MPUMEHEHUIO MOMELLEH B KaPTOHHYIO
nauky
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LABELING Ha nepsBuumoit ynakoske (6nucrepe) Ha | Ha NEePBUYHOI Ynakoske (6nucrepe) Ha
MAPKWPOBKA pPycckoM A3bike yKasaHo: TOProBoe | pycckoM ssbike YKa3aHo: Toproeoe
HauMeHoBaHue npenapata co 3HakoMm ®, | HaumeHoBaHWe npenapata co 3Hakom
MeXAyHapoaHoe HenaTeHToBaHHOE HassaHwe, | ®, MexayHwapogHoe HENaTeHToOBaHHOe
nekapcreeHHan topma, AO3UpOBKa, NOroTun Ha3BaHWe, nekapcTBeHHasn thopma,
¢Hpnb|-npouaeo.awrenn, HOMEp cepuM, nata | nosupoeka, norotun DUPMBbI-
W3rOTOBNEHWUA, faTa  OKOHYaHUA CPOKa | NponssoauTens, HoMep cepun, para
roAHoCTY. N3roTOBNEHWA, [aTA OKOHY3HUR Cpoka
Ha sTopuuHoit ynakoeke (KapTOHHOM Nauke) Ha FOAHOCTH,
PYCCKOM A3blKe YKa3aHo: Toprosoe | Ha BTOpMYHOM ynakoske (KapToHHOI
HaWMeHoBaHWe npenapata co 3Hakom ®, | nauke) Ha pycckoM A3bike YKa3aHo;
MEXAYHAPOAHOE HenaTeHToBaHHoe Ha3BaHwe, | Toprosoe HaumeHoBsaHMe rnpenapara co
A03MpoBKa, nexKapcTeeHHan tdopMa, | 3Hakom ®, MexXAayHapoaHoe
KonuuecTtso Tabnerok B YNaKoBKe, HaanucK: | HenaTeHTOBaHKOE HasBaHue,
«ina  peteir i B3pOCNbIX», «3+», | n03upoBKa, 7IEKapcTBeHHas  hopma,
«lNpenoTepawaer ykaunsaHue B TpaHcnopres, KONMuvecteo Tabnetok B ynakoske,
3HAUOK € HaANWCLIO! «npuem 3a 30 MUHYT a0 Haanucu: «Qna geted u B3pOC/bIX»,
noeznku», cocras (HanMeHoBaHUe M | «3+», «MpenoTepawaer yKayuBaHue B
coaepxaHue AeAcTBYIOWero BEWECTBa, | TpAHCNOpTe®, 3HAuoK C HaANKCbIO:
NepevyeHL BCNOMOraTenbHbix BewecTs), «Ans | «npuem 3a 30 MUHYT [0 noesagkus,
NPWEMa  BHYTPb», cnocob NPUMEHEHHMA! | COCTAB (HauMeHoBaHWe W coaepxaHue
«MpuHMMaTe  no WUHCTPYKUWMW®,  ycnosus AeiicTayoulero  sewectsa, nepevexs
XPaHeHus c npegynpefuTensHoi HAAMUCLIO «B | BCNOMOraTeNnbHblx Bewecrs), «ns
HEAOCTYNHOM ans  perteit MecTe», ycnoewa | npuema BHYTDb», CNOco6 npuMeHeHus:
0TNyCKa, HasBaHue q>upnb:—nponsao.qwrenn, «[IpuHUMaTL Mo WHCTPYKUMK», yCnosus
8APEC, PerucTpauMoHHbIi HOMEp, WTpUX-Kkod, | xpaHeHus c npeaynpeanTensHon
HOMEp cepuu, paTta M3roToBnexus, para | Hagnwchio «g HEAOCTYNHOM Anga aeted
OKOH4YaHWA CpoKka rogHocTy. MECTe», YCNOBMA OTNycka, HassaHue
Ha BTOpHuHOIt ynakoske (kapToHHoi nayke) Ha dJuprI-npOMSBO}-'IHTenFI, aapec,
@HrKACKoM A3blKe AOMNONHUTENbLHO | PerucTPaUMOHHbI HOMEp, WTPUX-Kog,
YKa3blBaeTcs; Toprosoe HauMeHoBaHue | HoMep cepwu, nata M3roToBNEeHWR, AaTa
npenapara, HauMeHoBaHue se6-caifta, norotun | okoHuanus CpOKa roAHOCTH,
chprl—nponaaonuTenn. Ha BTopuuHoi ynakoske (kapToHHOM
rnauyke) Ha GHrMIACKOM A3blKe
AONONHWTENBHO  yKas3aHo: Toproeoe
HauMeHoBaHue npenapara,
HauMeHosaHwe Bseb-calita, norotun
bupMbI-nponasoauTens.
STORAGE At a temperature of not more than 25 °C complies
XPAHEHME Npu TemMnepaType He Bbiwe 25°C COOTBETCTBYET
SHELF LIFE 5 years complies
CPOK roaHocTH 5 ner cooTsercreyer

* The parameter is controlied by the manufactorer in every 10" batch. / Mokasarens konTponupyetca Ha Kaxqoit

10-#% cepum.
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Importing country / CtpaHa uMnoprep: Russian Federation / Poccwitckas ®enepauns
Registration Certificate No. / Homep M N016084/01 dated 17.11.2009 (re-issued 10.01.2018)
PerucrpaunonHoro YAOCTOBEPEHUWA: / T NO16084/01 ot 17.11.2009 (aaTa 3amMeHs
. 10.01.2018)
Manufacturing site / MpouseoacTeeHnan JADRAN-GALENSKI LABORATORI] d.d., Croatla, Svlino 20,
nnowaaka: 51000, Rijeka / AAPAH-FAIEHCKW NTABOPATOPUIA a.o.,
XopeaTva, Ceunko 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.

HacToswnm yaocTosepsio, YTo npuseaernas Buiwe MHODOPMaUMA NOANMHHA W TOYHA., [laHHas cepus
/IEKapCTBEHHOrO npenapara 6Lina NpousseaeHa (sce cTagum NPOU3BOACTBA), BKNKOYAS YNAKOBKY/MapKupOBKyY
M KOHTPO/b ' KaYecTBa, Ha yKa3aHHOW BbiWE NPOUIBOACTBEHHON nnowaake B NONHOM COOTBETCTBMM C
TpeGoBaHuAMU GMP, TpeboBaHUAMM PETMCTPALIMOHHOIO A0CkE U HOPMATUBHO AOKYMEHTALMM, YTBEpPKAEHHON
B CTpaHe-nMnoprepe.

Quality of the product complies to Normative Document M NO16084/01-100118

Kayecrso npogykra cooteercrayer HO M NO16084/01-100118

I hereby confirm that the batch is approved for release

Hacrosauium | NOATBEPKAAK, YTO BbiWEYKA3AHHAA CEPUS paspelleHa K BbINycKy

D )
A::: A oS ( tot
Qualified Person Biserka Loncar

Noanwnce YnonHomoueHHoro nuua

B 1% I6Ldd.
j8lQd =
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