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JEKJAPAHT, IPUHAMAIOIMANA TEKJAPAIIMIO O COOTBETCTBHH

. | OO0 "BAJTEAHT"
Ceedenun 0 pecucmpayuu opzanusayuu,; Mexcpationnar uncnexyua $edepansron nanozoeot cxyxctin M 46

no 2. Mocxee 17.10.2012, OF'PH 1127747052971, dama npucsoenus OIPH 17.10.2012.
Adpec: 115162, 2. Mockea, yn. Illaboroexa,d. 31, cmp. 5. Tenegpon:8(495)510-28-79

- B nuye.: I'enepanvriniii dupexmop [wcon Konnonrru

- Hosepennoe nuyo; Koxwoea A.K., dosepennocme 11/11-2018 om 28.11.2018 2,

3ASIBJSAET, YTO

rexapcmeennoe cpeocmso: Ipambo ACC, malnemxu noxpuimble KuteyHOPACMEOPUMOT NAeHONKOU obonoyxoll |

50 me 14 wm., 6nucmepu (2), nayxu xapmounvie, PY Ne IT N013722/01 om 01.11.201] (dama samenws PY
27.04.2017) gwidane OO0 "BAJIEAHT", cepua 9F069A, napmus 113055 ynaxoeox, z00ex do 31.05.2022,
. npouseoocmea I'J1. Qapma I'mbX, Aecmpun, Hudyempuwumpacce, 1,8502, Hauuax, / I'JI. Oapma I'mbX,

? Ascmpus, Illnoccrnamy 1,8502 Jannax, xod OKITA2 21.20.10.131, xo0 TH B3/ 3004900002, xoumpaxm Ne

6/2013 om 10.07.2013, uneotic Ne 4200007056 om 05.11.2019

COOTBETCTBYET TPEEOBAHUSAM
I NOI3722/01-011111 usm. Mo 1-4
JAEKJTAPAIIAS IPHHATA HA OCHOBAHHHA
. npomoron ucruimanui Ne 11657 om 13.11,2019 ®XJT 000 "T [ "Jenema”, ammecmam axxpedumayiuiu
RA.RU.21HP36, Cepmughruxam POCC AT @M15.C90708 om 14.11.2019

A NEKJIAPATIHHA 15.11.2019
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CBEJEHHS O PETUCTPALIHHA

OPI'AH ITO CEPTHO®HKAIIHH, 3APETHCTPRAPOBABHINY JEKJIAPANUIO
POCC RU.0001.11®M15 OPT'AH ITO CEPTHOHKAITHH TPOAVKIIHH OBH[ECTBO C
OI'PAHHYEHHOH OTBETCTBEHHOCTBIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepxoea, 9. 4, am. 5, nom. I, kom. 1., adpec opeana no

- cepmugpucayuu: 143581, Mocxosckas obracms, Hempunckuii pation, dep. Jlewxoso, . 248, cmp. 1, men.:
(495)640-96-69, (495)787-92-78 eeb~caiim: oyxx.pe,
IIEKJIAPAIIHH O COOTBETCTBHHM IAPEIHCTPHPOBAHA & POCC RU J-AT.®M15.4.28058/19
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CEPTUOWUKAT AHANU3AICERTIFICATE OF ANALYSIS

Crpipage 12
HavmeHopaHue TPOMEQ ACC Ta6neTiit no 60 Mr noKphiThie
npenapara KHiLIeYHOPACTBOPUMOR nneHouHoR oBanoukoft
Thrombo ASS 50 mp fic tablets
CepusfBaich No.: OFDBIA
Konuvecrso Tabnetox s
ynakoska/ Pack size: 28 Rata nsrovosneqnaimanuf.date 06,2018
_Ne goxymenTa LAN 70310-06.1 I"qge_u__gg_fgx_tgig________ 05.2022
TECTh! PEZYNIbTATH
BHewadl aug Kpyrnbie, ppmunymm Tabnemu, CooTROTCTBYST
GENeTO LUBETA, NOKPLITLIS MNEHOHOM
, loBepXHOCTS TaGneTm
TNAJKAR WA CNETXS LUBPOXDBETAR,
Gnecrailan.
Appearance White, round and biconvex fiim coated Conesponds
Pamepw/Dimensions [lxBMETR: CRONO 7 MM Cootesrcre
Tonupma: 3,7 -4,3 um Cooteetcrayer
Diametar About 7 mm Coresponds
Thickness 37~43mm Comesponds
3anax Mpakruwuecky O3 sanaxa
Odour Praclically odoutiess Corresponds
CpepiAR MEccalsverage mass 1600 mr £7.5% 180,5 mr
Munsusywiinimum 1571 mr
MaxcumywMaximum 1828 mr
CraMpepTHOR OTRNCHEHAE! 10%
slandard deviation
Omopqnmm o Macce B cocTEETCTBHM € Esponeicroh CootsaToTByeT
GapMexoneai
Uniformity of mass Acc. fo Ph. Eur. Corresponds
PacnanseMocTs
<0, 1M xnopwcTo BOAOPOaHER - HOT paCcNana B TeMeHue 2 4BcoB COUTBBTCTBYET
KACTOTE:
-thocamvudl SydepHuih pacteop | - Make, 30 MuRyT <4 MUH
pHE8
Dlshlagmﬂo:g\e nOIN No disintegration within 2 hours Carmeeponds
e
Disintegration time in phusphate Not maore than 30 minutes <4 min.
buffer solullon pH=6.8
TIoQMHROGTS BUETHNCANWUKNOBOA | Wi-cnexTp CodTeeTcreyer
KT
\deniification of acetylsalicylic acld | IR-specium Comesponds
Identificaion of acetylsalloylic acid | BIWX CooTeeTcToyeT
HPLC Corrasponds
\dentification of acefylsalicylio acid | TCX CootesrcTayeT
TLC Corresponds
Bogahater content MaKg 6.0% - not more than 6 % 3.8%
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CEPTUOUKAT AHAJIMIA/CERTIFICATE OF ANALYSIS

Cpfpage 272
HamseHosaxue TPOMBO ACC Tebinevn no 50 ur noxputie
npenapara KALIGYHOPACTEOPUMOK NneHoyHOol oBonouKoR
Thrombo ASS 50 mg fic tablets
Copna/Baich No.: 8F0B9A
Kormuecrao retinetox s
ynaxosxe! Pack size: 28 AsTa usrorosnersw/manuf dats 08.2018
N8 aoxymonTS LAN 70310-08.% FopeH ao/Expiry dale; 05.2022
_TECTOl "HOPMA PEVBTATE ]
NpMMoOW.
Related substences:
canmpeossan RMCnoTa/ | - e Gones 3%/not more than 3 % 021%
free saficylic acld
TuoSen newapHTWhMLMpORGHHaR = %6 Gonee 0,2%Mnot mare than 0.2 % <001 %
Sinple unknown impurities
Cymma HowaenTwhsimposaiisl | - ke Gones 0,5%/ not mone then 0.5 % <0.01%
Total uninown impurites
KorseacToaHHOD CORODRAHHE
SUSTHNCANMLITIOBON KACNOTH 50,0 Mr ¢ 5% 50,7 wr
 Aseay of acelvisaficyic ecid
Pacreopsiue/Dissolution
-0, 1M XNopHOTO BOJOPOAHAR -mac 10% 38 2 uaca 1,0%
CNoTR
0.1 N hycrochioric add Not more than 10 % after 2 hours
mrmﬁmmmnm -He moHes 75% 3a 30 MuH BT %
88 Not logs than 76 % (Q) after 30 minuiss
| Phosphate pufier sofution pH=6.8
MxpoGUONOIMBTHEN YHCTOTE B coomercrand o Esponeficoi He ucnuirano
Sapuexoneal
Microbiol limkt tests* Acc. to Ph. Eur. Not tested
COOTBETETRYST TpoBonaHwnt
LAs1e senycka/daia of releass 00.08.2018
Wichomscrem:
C. MH Mar. }.36epmm, Ommmrpbm xauecTss
 GEROT {8 LANNACH |
*Microblological testing Is done evesy 10th belch, G L Phorma GmbH,
Schlossplaiz 1
8502 Lonnoch, Aygido
Tel.: +43 (03136 / 82577.0




