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EKJIAPAIIMSI O COOTBETCTBHH

! HEKJIAPAHT, IMPUHUMAIOI AT JEKJIAPAITHIO O COOTBETCTBUHU
| OO0 "APAH"
Caedenus o pecucmpayuu opeanusayuu: Mexcpaionnan uncnekyus Pedepansnoii naro20601i cayacovr Ne 46 no
2. Mockee 28.08.2015, OrPH 1157746 794810, dama npuceoenun OI'PH 28.08.20] 3.
| Adpec: 107564, 2. Mocxea, yn. Kpacrobozamwipekas, 0.6, cmp.6, komuama 26,3maxc |, Teneghon:
| (499)1433371.
- B auye: Ienepansnuii Oupexmop Benasuu Anexcandap

Hosepennoe nuyo. Coucay C.A., Oosepenrocmy Ne 131/18 om 12.12.2018
3ASIBJISIET, UTO

| lexkapcmeenroe cpedcmeo: Qpamuna®, mabnemxu 50 me 10 wm., ynaxosxu aueiixogvie Kowmypubie (1), nauru

| kapmonnbie, PY Ne IT NO16084/01 om 17.11.2009 (0ama samenv: 10.01,2018), cepus 513, napmua 52843
Ynaxoeok, zoden do 31.08.2023, npouseoocmea AJJPAH-TAJTEHCKH JIABOPAT OPHH a.o., Xopeamus, |
JADRAN-GALENSKI LABORATORLJ d.d., Svilno 20, 51000 Rijeka, Croatia, ko0 OKIIJI2 21.20.10.256, koo |
TH B3/ 3004490009, xowmpaxm Ne HQ001/2017 om 03.04.2017, uneoiic Ne 90001730 om 18.03.2019

COOTBETCTBYET TPEFOBAHHSIM

TIN016084/01-100118
- AEKJIAPALLMS ITPHHSATA HA OCHOBAHHUH
cepmucpuxam ananusa npouseodumens No0741/18 om 06.03.2019, Cepmugpuxam coomeememeus cucmemul
| Menedxcmenma xavecmea ¢ Cucmeme dobpoeonvroii cepmugpurayuu FOCT P Ne POCC HR.H®99.K00023,
J cpok Oeticmeus ¢ 12.09.2018 2. 90 12.09.202] 2., 000 "Okpyxcroi yenmp Koumpoas kavecmsa”, Poccus,
115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I xom. |

Csuray C.A,
O.H.0

CBEJEHHS O PETHCTPAITHA

OPIrAH ITO CEPTHOUKAIINH, 3APETMCTPUPOBABIIH AEKJIAPALITHIO

RA.RU.11PMO8 OPIAH 11O CEPTHOHKA HHH TPOQVKIIHH OFILJECTBO C OIPAHU YEHHOH

\ OTBETCTBEHHOCTBIO "OKPYXHOH HEHTP KOHTPOJIA KAYECTBA "

; | adpec opzanuzayuu. 115280, ¢ Mocxea, yn. Macmepxosa, o, 4, 9m. 5, nom. 1, kom. 1, adpec opzana no

| | cepmucpuxayuu: 11 9280, POCCHA, 20pod Mockea, ya. Macmeprosa, 0. 4, sm. 5., men, (495)788-02-88, geb-

1' caim: oyxkx.peh.

| AEKJIAPAIIUSA O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU A-HR.®M08.B.19827/19
AATA PETHCTPALIMH 27.03.2079
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jgl A,

Product name: DRAMINA tablets 50 mg
Ha3saHnue npenapara: APAMWHA tabnertku 50 mr

Series: 513

Cepus: 513

Date of manufacture: 26.08.2018.
HfaTa npoussoacTsa: 26.08.2018,.
Best before;: 31.08.2023,
FopeH po: 31.08.2023.
Date of analysis: 30.10.2018.
Hata nposenenus ananuza: 30.10.2018,

CERTIFIKATE N2 0741/18
CEPTUOUKAT N2 0741/18

PARAMRETERS _ ' REQUIREMENT | RESULTS
L 7__I_EEAM§1_'E_§L e TPEBOBAHUWA - | __PE3YNbTAThHI
CHARACTERS White tablets of round farm, flat, with facet and hairline | complies
| on one side. |
| \
1 ONWUCAHWE | TabneTtku 6enoro UBETa, Kpyrnoi dopmesl, nnockme, | cooTBETCTBYET

| C ackaMu 1 pUCKOR Ha 0aHOM CTopoHe,

| IDENTIFICATION OF
| DIMENHYDRINATE , test solution must corespond with retention time of the

HPLC - method peak on the chromatogram of solution of reference
: - Substance of dimenhydrinate,

- Retention time of the peak on the chromatogram of the | complies

| UV-spectrum UV-spectrum of test solution must correspond  with | complies

- UV-spectrum of reference solution.

- NOANWHHOCTL AUMEHTUAPUHAT . Bpema yaepxusanug QCHOBHOTO 1MUKa Ha XpOMaTorpaMMe |

. B3XX | UCNbITYeMero PacTBOpa AOMXKHO COOTBETCTROBATH BpeMeHu
[ YAEDXKWUBARWMA  OCHOBHOTO nuka H3  Xxpomarorpamme

| pacTeopa cTannapTHero opasya AUMEHrMapUHaTa.
' |

| YO-cnekrp | Y®-cnekTp HUCNbITYEMOro pacrsopa AOonxeH

L | COOTBETCTBOBAThH YO-criektpy CTaHaapTHoro pacrteopa. o o
| 0,2304 g

AVERAGE MASS AND UNIFORMITY | 0,230 g 1 0,0115 g
OF MASS | 18/20- 7,5 %;
| 2/20- £15%

| CPEOHAR MACCA U OTKNOHEHKUE , 0,230 r 20,0115

cooTBeTCcTRYET

COOTBETCTBYET

[ =1,5%; +1,9%

0,2304 g
| OT CPEAHEN MACCHI | 18/20- 7,5 9, -1,5%; + 1,9 %
L. ._,,, | 2/20- % 15'% |
. DISINTEGRATION | Not more than 15 minutes | 2 minutes
| PACMIALLAEMOCTH | HeGoneelSmmyr 2 Myt
DISSOLUTION | Not less 75 % (Q) for 45 minutes

: (UV spectrophotometry)

}l PACTBOPEHME ' He MeHee 75 % (Q) B TeyeHue 45 MUHYT
[ (YCD~CHEKTDO¢0TOMETpMﬂ)

— —_— _
RELATED SUBSTANCE | Theophylline: not more than 0,5 9%
| (HELC- method) | Impurity A: not more than 0,1 %
| | Diphenhydramine imp. A: not more than 0,5 %
| Benzhydrol: not more than 0, 5%
| Benzophenone: not more than 0,5 9%
| Other impurities - not more than 0,1 %
| Total unknown impurities - not more than 0,5 %
| Sum of all impurities: not more than 2,0 %.
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POACTBEHHbIE COEOUHEHMA * Coaepxanue TeodunanHa: e Gonee 0,5 % wE—-c(J,(JL Y
(BIXX) MpuMecu A: He Gonee 0,1 % <0,02 %
Auderruapamuna npumecs A: He Bonee 0,5 % 0,1 %
BeH3uapons: He Gonee 0,5 % | <0,03 %
BeHsoderon: He Gonee 0,5 % <0,01 %
Mpoune npumecu - e Gonee 0,1 % © 0,04 %
- CyMMapHoe conep)aHie He MABHTUDUUMPOBAHHBIX
npuMecer - He Gonee 0,5 % 0,04 o4
R o Cymmaproe COAEPXanVe npumecei - He Gonee 2,0 %.. 01 %
MICROBIOLOGICAL According to requirermnents of State complies
CONTAMINATION Pharmacopoeia XI1 (category 3A) i
MUKPOBWONOIrMYECKAR B cooTBETCTBUM ¢ TpEBOBAHUSMMU [P XII, | cooTeetcTayeT
C HUCTOTA | (kateropua 3 A) o I -
i UNIFORMITY OF CONTENT | £ 15% [ -2,8% ;43,3 %

(uv spectrophotometry) [

OAHOPOAHOCTL NO3UPOBAHKA ‘

kQ@-CﬂEK‘FDOd}OYOMETEMRI __*15% o -~ [ -28%;+33% |
ASSAY OF DIMENHYDRINATE From 45,0 mg to 55,0 mg 48,9 mg [
(uv spectrophotometry) ; |
- KONMYECTBEHHOE f ! !
ONPERENEHUE AUMEHTUAPUHATA | Or 45,0 Mr ao 55,0 mr 48,9 mr ‘
! (ym-cnex'rpoqaommerpuﬂ} sl o [ g
. PACKAGE i 50r10 tablets in PVC/AL blister. One blister and leaflet in complies
: ' collapsible cardboard box. |
Package ,,in bulk": i '
| 400 - 1500 PVC/A1 blisters in cardboard box. i ‘
| |
" YNAKOBKA Mo 5 wnau 10 Ta6netok B MBX/An 6nuctepe, 0aum 6nucrep | COOTBETCTBYET g
| BMECTE C MHCTPyKUMel no MEANLMHCKOMY NPUMEHEHMID
MOMELLAKOT B KAPTOHHYI0 Nayky,
Ynakoeka "in-bulk":
400 - 1500 nMBX/An 6nucTepos  ynakoewisawoT B !
S - __KAPTOHHYD KOPObKYy. - R ]
MARKING | In compliance with normative documentation. | complies
| MAPKWPOBKA . BcootBeTCTBUM C HA. ) — cooTeTCTayeT
| STORAGE CONDITIONS i At temperature up to 250C. . complies
| YC0BKUS XPAHEHUA | Npv TeMnepaType He Bblwe 25°C, | cooTBETCTBYET
| SHELF LIFE | 5 years I‘ complies
| CPOK rogHoCTH | 5 ner | cooTBETCTBYET

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

Aannan cepus Ebina NpoBeépeHa no scem nokazarensm, MPERY CMOTPEHHBIM HOPMaTHBHOL HAoxymentaumeii n NONHOCTLIO
COOTEE‘TC'IB)/E! nmpegensssiemesim TpeO'OBdHH‘ﬂM.

o Valentina Stuli¢

: Ny ﬁma éGL d.d. Qualified Person
g O vilng 2g
‘ Q‘M leeka

y KBanugpuupuposantoe nuyo
}'{ - o Valentina Stulic
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