& «THETEATR

].‘ ‘]_n
KT llzﬁju.i\“l m

200 2‘.00?'5391
CEPTHOIKATI

«KYCYM DAPM»
Byx. CrpnGina, 54, M. Cymu, 40020,

ren.: (0542) 77 92 30, daxc: (0542} 77 92 32,
e-mail: plant@kusum.ua, web: www.kusum.ua

Kop, €IIPTIOY 33525927

2o, ey
\\\::H.lil Oves
e

CEPTHDIKAT SIKOCTI

CERTIFICATE OF QUALITY

Hassa npogyrry: JIOCTIMPIH®, tabnerxsy, BKPHT] KNDICOROPORTHHENOIO 0GONOHKOI0, 10 TS Mr
Name of produet: LOWSPIRIN®, enteric coated tablels 75 me

Cuana pif: Kucnora anetiacaiinpnosa — 75 Mr

Strength: Acetylsalicylic acid — 75 mg

Cepin Ne / Batch No.: SLF4035 Posmip ynaxosiar / Package size:  Ne80 (10%8)
Pecerp. Mo/ ARNo.: FP/0074/25 Tan ynaxoska / Pack type: Crpun / Strip
Posatip cepii/ Bateh size: 18 342 yn/packs | HJara surorosnenns / Mfg. date:  12.2024

Kpaina / Market: UKR Tepmin npyaanoeyi/ Exp. date: 11,2028
Peecrpaniiine nocsiguems No: " TepMiH BT HeadmeneHnii

Registration Certificate No.: UA/5202/01/01 unlimited validity

Nen/n Hazra anarisy Creurdrircanis PeaynsTaTn ananisy
Sr, Ne. Test name Specification Test resnlt
Onue Kpyrmi meoomyxni TaGmerkn, skputi oBonomxor | Binnosixae
1 ' - Ginoro konsopy.
Description White, round shaped, biconvex, enteric coated tablets. | Complies
LaenTudikauin Sxicna peaxuis 3 pozunHon sanisa {II1) xnopaay. Binnozsixae
2 Identification Gives color reaction with iron (HI) chloride solution. | Complies
OunopimIicTs 1030BAHMX AV<L] (L1=15) 3.0
3 QRHHNLE
Uniformity of dosage units AV<L1 (L1=15) 3.0
i Posnanmauns 0,1 M HCl—ne noonusi poznaaaties npotsronm 120 | Bianepinae
XB.
3miwaunii hoedaruust Gydepumit pozun pH 6,8 - | 718 44 cex
NOBANTI po3nacTAea npoTsrom 60 xe.
4 Disintegration 0.1 M HCL No tablets should digintegrate in | Complies
120 min,
Mixed phosphate buffer solution pH 6.8: All tablets | 7 min 44 sec
should disintegrate in 60 min.
Posunnenus 0,1 M HC! - e Bigniue 5 % 3a 120 xb. 1%
3mimannil docharnisi 6ydepnnii posunn pH 6,8 -
He mente 75 % (Q) sa 45 xa. 10] %
3 | Dissolution 0.1 M HCE NMT 5 % in 120 min. 1%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 101 %
Knenora caniunnosa He 6isnie 3,0 % kwcnoty canitmmosoy. 0,199 %
6 Salicylic acid NMT 3.0 % of salicylic acid. 0,199 %
Kiabkicie pysuanenis Bin 71,25 mr no 78,75 mr 75,21 Mr
(95 % — 105 % nix 2aannenof xinvxocori). (100,23 %)
[ Assay 71.25 mg 1o 78.75 mg 75.21 mg
(95 % — 105 % of label claim). (100.3 %)
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SAPHCTBO 3 OBMEKEHOXO BIATOBINANLHICTIO
oTAENOAPM «KYCYM DAPNY»

RS '
syl CxpaGina, 54, m. Cym, 40020,

ten.: (0542) 77 92 30, daxe: (0542) 77 92 32,

e-mail: plant@kusum.ua, web: www.kusum.na

Kon CHPTIOY 33525927 ,
Ne n/n Hazpa ananisy Crenndixanis PeayanTamn ananizy
Sr. No. Test name Specification Test resnlt
Mixpotionoriusa uncrora 3arampue  wmeno  aepobuix  aixpoopramismin
{TAMC) — e Ginsie 10° KYO/r. < 00 KYOfr
3aranLne WHCNO UPhXANOBHK Ta nuicenenyx rpnGio
(TYMC) - ne Ginsime 102 KV O/ <50 K¥OIr
Bincythicts Escherichia coli 1 T npenapaTy. Bincytha
B Microbiological purity Total acrobic microbial count (TAMC):
NMT 10° CFU/g. < 100 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10* CFUla. <50 CFUfg
Escherichia coli must be absent per g. Absent

BHCHORBOIX: / CONCLUSION:

TIponykt BUTCTORNEHO, YIAKORAKD T2 TPOAHANIZOBANO 3rIAHO 3 BUMOTANMK peecTpauifnoro nocsinvenna.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnonizae crannapran ta puhoran GMP, 7 CepradisaT Ne 080/2023/GMP
It complies with GMP standards and requirements. Certifieate No. 080/2023/GMP
Hivensia na eupoGsmrse nixapcsiix 3acoGis: Cepht AB Mo 598054

Licence for medical products production: Batch A No. 598054

Ll nrizomeproiyio, wo oi uipoSumvi cranii ann wiel cepit roTonot npogyRWE Oy sATliceni B NOSAIN RIANORLAOCT 3 BAMOraNIL, 3a3AuCIAIL B WG
nacranoni 3 GMP, aquuepmrenin Misicrepemon oxopom anopos's YRpaTHi, 13 DUMOraMiE ECCTPARITINOIO JOCLE KPATIIS NPIINALCIIIA,

I hereby cenify that nll the mannfoctaring stages of this batch of finished product have been canied out in full conpliance with the GMP requiremens of the
Ministry of health of Ukraine and with the requirements of the Maketing Authorisation file of the destination country.

Inerrudivanifona
N\ ko 33525907 o

Kimix-ananiTux aB, naGoparopicio BIUST | Hawansnnk BICS Ynoprozaxena ocoda
Analytical Chemist  ['QC Lab In-charge QC Head Qualified Person

Tizane/Signature: gﬁ . Jf_(?@,p_@_c). _ Q(?q\\(jd I (_7{ -

Iars/Name: ﬁw&w & 4. chn.umm 'f.? PO&»OI‘)J'{ \&]m@h_ &Eqm&. A j‘"’
2

Jara/Date; 1102 128 o e g Iy lon | AYOLI B
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CEPTHMTKAT SIKOCTL

CERTIFICATE OF QUALITY

Hazma nporyrry; JOCIHPHHS®, Tabnerky, srpiTi “KARIKOBOPO3YBHHOIO 06ONONKOID, No 75 Mr
Name of product: LOWSPIRIN®, eisteric conted tablets 75 mg
Cuna aii: Kuenota anernncanivmnona — 75 pr
Strength: Acetylsalieylic acid — 75 me
Cepist Mo / Batch No,: SLF4036 Poamip ynawcani / Package size:  Mog {10=8)
Peecrp. Ne/ AR.No.: FP/0078/25 Tun yaawonws / Pack type: Crpun / Strip
Fosmip cepii / Batch ‘size; 18 618 yn/packs | Jara surorossnenng / Mip, date:  12.2024
Kpaia f Market: UKR Tepatine npygatioer / Exp. date:  11.2028
Peccrpaniitine moerigaerns Noy ; TEPMIN T HeoBMerxemit

[ Registration Certificate No.: UA/9202/01/01 unlimited validity
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Mo n/n Haspa ananizy Crrenmtdiea s Pesynwrarn ananizy
Sr. No. Test name Specification Test resuit
Omne Kpyrni asoonykni rabnern, BxpuTi ofononxoio | Binnosigae
i o 6ifforo xonsopy, o N
Description White, round shaped, biconvex, enteric coated fablets. | Complics
Laeyrudivauia Sxicra peaitia 3 posuntonss samia (TI) xnopuay. Biznosinae
2
- Idenuification Gives color reaction with iron (I chloride solution. | Complies
Onuopinuicts nozoratrn AV<LI (L1=15) 6,6
3 OMITHHUL
Uniformity of dosage units AV=LI (L1=15) 6.6
Posnananns 0,1 M HCI - ne nosunmi posnagarien oporsrom 120 | Bignosinac
XB.
3mimanuii octhareuit Sydepnuit posaun pH 6,8 - | 6 x5 46 cex
TIOBMHH] POINacTHGA npoTarox 60 xp.
i Disintegration 0.1 M HCL No tablefs -should disintegrate in | Complies
120 min, .
Mixed phosphate buffer splution PH 6.8: All lablets | 6 min 46 sec
should disintegrate in 60 min..
Poyuuncnapa 0,1 M HCl—xe Ginsme 5 % 34 120 xb, 1%
3mimaunii ocharmiit Gyhepritit poswun pH 6,8 —
e Merwe 75 % (Q) 32 45 xz, 99 %
> | Dissolution 0.1 M HCL NMT 5 % in 120 min. 1%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. S9%
Kuenora canitoiope He 6innuze 3,0 % kuenors canidugonor, 0,208 %
8 Salieylie acid NMT 3.0 % of salicylic acid. 0,208 %
Kinbxicue pnaHayenys Bin 71,25 mrmo 78,75 ar 77,72 mr
(95 % - 105 % pin sanprenor xinbkoeti), (103,6 %)
. Assay 71.25mg o 78.75 mg 7772 mg
(95 % - 105 % of label claim), (103.6 %0}
FP/0078/25 Crop./Page N: | 3/0f 2
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Ten.: (0542) 77 92 30, daxc: (0542) 77 92 32, {f i
e-mail: plant@kusum.ua, web: www.lusum.ua \ B gty /¢
Kox €PTIOY 33525927 A\ B A
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Ne nfnt Hazpa ananizy Crennipienuin PesynavTarn ananisy
Sr. No. Test name Specification Test result
Mikpobionorjuna uncroTa 3aranbie  uHCHO  aepoflux  MikpOOpranismMis
(TAMC) — ne Ginsmre 103 KYO/r, < 100 KVO/r
-Jaransne UNCHO APLKIDKOREK T4 Ticenenny TpHGIE
(TYMC) ~ n¢ Ginnme 102 KYO/r., <50KYOfr
Biacyrxicrs Escherichia coli » 1 r npenapary. ‘BincyTtHs
B Microbiological purity Total aerobic microbisl count (TAMC):
NMT 10°CFU/g. <100 CFU/g
Total combined yeasts/monlds count (TYMC):
NMT 10* CEU/g. ) <50 CFU/g
Escherichia coli must be-absent per g. Absent

BUCHOBOK: / CONCLUSION:

IponykT BuroTosNeHD, YMakosano 12 NPOARANIIOBAKO 3FIHO § BEMOTAMY peecTpauiiitoro nocninuenns,
The product is manufactured, packed and analyzed as per requirements of Repisiration Certificate,

Ceprudirar Ne 08072023/GMP

Bianosizac cranaptan va nimioras GMP.

It comiplies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensin nia pupoGunurso nixapeskux 3aco6in: Cepisr AB Ne 598054
Liceace for medical products production: Batch AB No. 598054

Lhse nizrmepeacyio, mo nei supodranai cmanii ans wiei cepil rovosoel npoAykIbt Gyan agifientili n nonnia HERNGDIAIOCTI T PIIMOTAMI, FATANCHINH b wyHnif
uxctanadi 3 GMP, aateppicil Minicreperaon oxoporni 3n0pos’s Yxpatu, i 3 sRaorasm PEECTRAWITINOLO NOCHE KPATHI NPIBHAEHIY,

I heceby certify that all the manufacturing stages of this batch of finished product have been canded out in full coapliance with the GMP requirements of the
Ministry of healih of Ukmine and witl the requirements of the Marketing Authorisation file of the destination country.

i o
SEHA
Xismir-ananirig Bab. naboparopicio BKA | Havansmix BICT YrosHopaxena ocoba
Analytical Chemist__[7QC Lab In-charge QC Head Qualified Person

Ini*si/Name: Fwrconna §f A C-.—;:_;A@Lu.mr.@ 4 I PCLGF)J'I lCu ﬂ\uffl /%52/%&} Lﬁ:}
Minnkc/Signature: ﬁ . et .C.;Lc_gk (fd‘}\\g O{/ﬁ

Hara/Date: SY 102725 14 feg fog 1™ I v 0-{2X SO 25
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