JNEKJAPATIUA O COOTBETCTBHU

| ’ NEKJIAPAHT, [IPHHUMATONAN JEKJIAPALIMIO O COOTBETCTBUH
| 000 "SIJTPAH"
Caedenus 0 pe2ucmpayuu op2anu3ayuu. Mexcpationnast UHCNeKYUA MedepansHoii nano206ot cayotc6ol Ne 46 no
2 Mockee 28.08.2015, OI'PH 1157746794810, 0ama npuceoeHus OrPH 28.08.2015.
| Aopec: 107564, 2. Mockaa, y1. Kpacrobozamvipekas, 0.6, cmp. 6. komnama 26,3maxc 1. Tenechon:
| (499)1433371.
B auye. ['enepansonviti Oupexmop benaguy Anexcanoap
Josepennoe nuyo: Ceueay C.A., dosepennocmv Ne 131/18 om 12.12.2018

| 3BAAIBJSIET, YTO

| nexapcmeeHHoe Cpedcmeo: Jpamuna®, mabnemxu 5 0 m2 10 wim., ynakoGKu A4€UKosole KOHMypHole (1), nauxu
xapmonuvie, PY Ne 11 N016084/01 om 17.11.2009 (0ama 3amenbi 10.01.2018), cepus 039, napmus 53257
ynakosox, 200en 0o 11.03.2024, npouzeodcmea AJTPAH-I: A JTEHCKH JIABOPATOPHH a.0., Xopsamus, |
JADRAN-GALENSKI LABORATORIJ d.d., Svilno 20, 51000 Rijeka, Croatia, x0d OKITII2 21.20.10.256, ko0

| TH B2 3004490009, xowmpakm Ne HQ001/2017 om 03.04.2017, ungoiic Ne 90003929 om 13.08.2019 {

| 1

|
| COOTBETCTBYET TPESOBAHUAM . \
11 NO16084/01-100118 |
i JTEKJIAPAIIMSI IPUHATA HA OCHOBAHHH

cepmucghuxam ananuza nPOU3B0OUMens No0183/19 om 08.08.2019, Cepmudpuxam coomeemcmeus Cucmemot
L Menedxemenma kavecmsa 8 Cucmeme 006pOEOILHOT CepMUUKRAyUL TOCT P Ne POCC HR.H®99.K00023,
L cpok deticmeus ¢ 1 209.2018 2. do 12.09.2021 2., OO0 "OKpydHCHOU YeHmp KOMPOna kavecmeaa" (000
| "OLIKK"), Poccusi, 115280, e. Mockea, yn. Macmepxo8a, Q. 4, om. 5, nom. I, kom. |

-
1

B % Ceurad C.A.

Monnucek - D.H1.0 -

CBEJEHUS O PETUCTPALIMH

 OPTAH I10 CEPTU®HUKALIHH, 3APETMCTPHPOBABLIUIA JEKITAPAITHIO
RA.RU.11®M08 OPTAH 110 CEPTHOHKAIIHH ITPONVKLHH OBLECTBO C OTPAHMYEHHOH
OTBETCTBEHHOCTbIO "OKPY)KHOH HHEHTP KOHTPOJIA KAYECTBA",
| adpec opeanusayuu. 115280, 2. Mocxsa, yn. Macmepxosa, 0. 4, am. 5, nom. I xom. 1, adpec opzana no
| cepmucpurayuu: 115280, POCCHA, 20po0 Mockea, ya. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, seo-
| catim: oykK.pa.
JNEKJIAPALIMS O COOTBETCTBHH 3APEFTMCTPUPOBAHA M POCC RU A-HR. ®M08.B.33806/19
| JTIATA PETUCTPALIMH 20.08.2019
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Product name:

HassaHnue npenapaTta;
Series:

Cepusa:

Date of manufacture:

[aTta npon3BOACTBA:

Best before:

foaeH Ao.

Date of analysis:

[aTa npopeaeHus aHanuaa:

DRAMINA tablets 50 mg
OPAMMWHA Tabnertkm 50 mr
039

039

11.03.2019.

11.03.2018.

11.03.2024.

11.03.2024.

29.07.2019.

29.07.2019.

CERTIFIKATE N2 0183/19
CEPTUGOMUKAT N° 0183/19

'PARAMRETERS
| NAPAMETPbl
CHARACTERS

ONWUCAHWE

IDENTIFICATION OF
DIMENHYDRINATE
HPLC - method

| UV-spectrum

NOANUHHOCTb AUMEHTWAPUHAT
| BIXX

| YD-cnekTp
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| OF MASS

CPEAHAR MACCA U OTKNOHEHHKE
OT CPEOHEW MACCHI

REQUIREMENT L RESULTS

L TPEGOBAHWA | PE3YNILTATHI !

| White tablets of round form, flat, with facet and hairline | complies \
on one side. { }
Ta6neTku Genoro LUBETa, Kpyrnow dopmbl, NNOCKKE, \ COOTBETCTBYET ‘
C )ACKaMMU M DUCKOW Ha OAHOM CTOPOHE. .

'{ Retention time of the peak on the chromatogram of the L complies :
test solution must corespond with retention time of the | |
peak on the chromatogram of solution of reference 1

| substance of dimenhydrinate. l ‘i

|
UV-spectrum of test solution must correspond with | complies 1
UV-spectrum of reference solution. ‘ }
BpeMA YAEPXKMBAHWA OCHOBHOMD NWKa Ha XpOMaTorpamMme | COOTBEeTCTBYET

| MCrBITYEMOro pacTsopa ACNXHO COOTBETCTBOBATL BpEMEHN | 1

| yAEPKUBAHWA  OCHOBHOTO  MWka  Ha  XpoMarol paMme | |

| pacTeopa CTaHaapTHOro 06pasua A¥MeHruapuHaTa. | !
Yh-cnexkTp UCNBITYEMOro pacTeopa AONKEH & COOTBETCTRYET

| COOTBETCTBOBATL YD-CNeKTpy CTaHA3pTHOTO pacveopa. ]

10,2309 +0,01159 0,2293 g !

18/20- = 7,5 %;
2/20- £ 15 %

0,230r10,0115r1
18/20- £ 7,5 %;
2/20- £ 15 %

-1,6%; +1,2%

0,2293 g
1. 6%y % 1.7 %o

| DISINTEGRATION Not more than 15 minutes i 2 minutes |
| PACNAAAEMOCTb | He 6onee 15 MUHYT 2 MUHYT
| DISSOLUTION " Not less 75 % (Q) for 45 minutes | 87 - 95 % |
! (UV spectrophotometry) I '
| | | |
| PACTBOPEHMUE | He meree 75 % (Q) & Teuenme 45 MuHyT | 87 -95% |
| (YO-CNeKTpodoTOMETPUA) | | '
' T R, | |
| RELATED SUBSTANCE Theophylline: not more than 0,5 % <0,01 % ’
! (HELC- method) Impurity A: not more than 0,1 % | <0,02 %
‘ ' Diphenhydramine imp. A: not more than 0,5 % l 0,1 %
| L Benzhydrol: not more than 0, 5% | n.d. [
| Benzophenone: not more than 0,5 % fon.d, 5
| Other impurities - not more than 0,1 % § 0.04-% - |
- Total unknown impurities - not more than 0,5 % 20,04 %
!‘ Sum of all impurities: not more than 2,0 %. 10,1 %
JADRAN GALENSKI LARORATORII d.d. = 51000 RTJEKA < SVILNO 20« CROATIA « 4385 51 546 024 v www jgh.hr
Braming tablors 039 AU 142
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[ POACTBEHHbBIE COEOWHEHWA ' Copepwaxue TeodunnnHa He 6onee 0,5 % ; <0,01 % ‘
! (BIKX) MpuMecw A: He Gonee 0,1 % | <0,02 %

i | [lucbeHrvapamuna npumecs A: He gonee 0,5 % 1 0,1% |
; | Bewswapons: He bonee 0,5 % | n.d. i
[ | Benzodieron: He Bonee 0,3 % { n.d, ‘

Mpouve npuMecy ~ He Bonee 0,1 % i 0,04 %

CyMMapHoe conepxaHue He WAEHTUDWLMPOBAHHBIX 1 0,04 % |
| npumMece - He Gonee 0,5 % |
R 0. (.. - conepxanve npnmecei - ne Gonee 2,0 %. 1 0,1 %
| MICROBIOLOGICAL According to requirements of State | "Not examined '
| CONTAMINATION | Pharmacopoeia XII (category 3A) l '1‘
:} MWUKPOBUONOTUHECKARA ‘ B cooToeTcTauu ¢ Tpeboparmammn I XII, | He ocmoTpen
| HUCTOTA | (kateropus 3 A) o I |
| ASSAY OF DIMENHYDRINATE " From 45,0 mg to 55,0 mg ‘ 49.1 mg !
‘ (UV spectrophotometry) 1 ‘

KONWYECTBEHHOE ‘ ‘
ONPEAENEHVE AUMEHTMAPUHATA | OT 45,0 Mr A0 55,0 Mr 49,1 Mr }

(YO-cnexTpodoTomeTpua) | L '\
PACKAGE 5 or 10 tablets in PVC/A1 blister. One blister and leaflet in = complies
| collapsible cardboard box. .
Package ,.in bulk™: i
‘ 400 - 1500 PVC/A1 blisters in cardboard box. ]
|
l YNAKOBKA | Mo S wnw 10 Tabnetok B NBX/An Gnuctepe. OauH GaucTep l COOTBETCTBYET
\
L
|

1 | BMECTE C MHCTPYKUMEN N0 MEANLAHCKOMY NPUMEHEHUID
| NOMELLaT B KAPTOHHY Nayky.
' ¥Ynaxkoska “in-bulk™:

400 - 1500 MNBX/An 6nWcTepoB  YNaxoBbiBAKLT B
‘_ KapTOHHYIO KOPOBKY. - ‘
| MARKING In compliance with normative documentation. complies ;
‘ 1
~ MAPKWPOBKA | B cootserctBMM c HA. I i COQTRETCTBYET 1
STORAGE CONDITIONS | At temperature up to 25°C. i complies
‘ ‘
YCNOBUA XPAHEHWA | Mpw Temneparype He sbiwe 25°C. | cooTeevcTeyer
SHELF LIFE | 5 years | complies
CPOK roQHOCTH | 5 net COOTBETCTBYET

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

[faHHas cepus 6613 NPOBEPEHA N0 BCEM NOKA3ATENAM, npeaycMeTpeHHLIM HOpMaTHBHOH JokyMEHTaYHER 1 MOJIHOCI bR
COOTBCTCTBYCT NPCALABNACMbIM TDEHOBAHHAM.

Suilno 20 Valentina Stuli¢
Rije

¥ @) |GLd.d. Qualified Person
4
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