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CEPTH®IKAT SIKOCTI
CERTIFICATE OF QUALITY

Hasea npopyrTy: JIOCHH PHH®, Tabnetky, BXPHTI KHILLOBOPOSHIHOIO 0BONOHKOI0, 110 75 MI*
Name of product: LOWSPIRIN®, enteric coated tablets 75 mg
Cuna pit: Kucnora anetiacaniumnopa — 75 Mr
Strength: Acetylsalicylic acid = 75 mg
Cepis Ne / Batch No.: SLF4034 Po3mip ynaxosku / Package size: Ne30 (10x3)
Peectp. No/ ARNo.: TP/0709/24 Tun ynarkosku / Pack type: Crpun / Strip
Posmip cepil / Batch size: 1 500 000 1ab/tab | Jata surorosnenns / Mig. date:  09.2024
Kin-1b ynaxkosox / No. of packs: 50 000 Tepmin npuparnocti/ Exp. date: 08,2028
Kpaiua / Market: UKR
Pecerpaniitne noceninaenns Neo TepMiH Ail HCOOMCXCHRH
2/01/
Registration Certificate No.; UAD20Z0LA1 unlimited validity
Ne n/n Hassa awajizy Cnemndikanis PeaysnLTatit ananisy
Sr. No. Test name Specification Test result
Onne Kpyrni nsoomywni Tabnerxy, skpnri ofonowkow | Binnosizae
| Ginoro KoNLOPY.
Description White, round shaped, biconvex, enteric coated tablets, | Complies
[nenTndixantis SlkicHa peakuist 3 po3uiHom 3anisa (111) xnopuay. Binnosijae
2
- Identification Gives color reaction with iron (111 chloride solution. | Complies
OnBopinBicTs KO3OBAHAX AVZLL (L1=15) ' 3,6
3 OJUHMLLb
Uniformity of dosage units AV=LI (L1=15) 3.6
Po3nananis 0,1 M HCI - e nossini posnagarucs npoTsrom 120 | Bianosijae
XB.
Bmimannii Gocdariwi 6ydepriit pozunn pH 6,8 — | 6 x8 18 cex
NOBMHHI po3racTHes npoTarom 60 Xa.
4 Disintegration 0.1 M HCL No 1ablets should disintegrate in | Complics
120 min.
Mixed phosphate buffer solution pH 6.8: All tablets | 6 min 18 sec
should disintegrate in 60 min.
Posuynnenns 0,1 M HCl - e Ginpiue 5 % 3a 120 xb. 0%
3miwaniii pocdarunii Gydepunit pozunn pH 6,8 -
e menule 75 % (QQ) 3a 45 xB. 103 %
7 Digsolution 0.1 M HCI: NMT 5 % in 120 min. 0%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % (Q) in 45 min. 103 %
Knenora caniunnosa He Ginbe 3,0 % KHCIOTH CATILINIOBOI. 0,252%
6 Salicylic acid NMT 3.0 % of salicylic acid. 0,252 %
Kinpxicne usnasenns Bin 71,25 mr po 78,75 mr 75,55 ar
(95 % ~ 105 % Bin 3uIBNCHOT KiNLKOCTI), (100,7 %)
! Assay 71.25 mg to 78.75 mg 75.55 mg
(95 % - 105 % of label claim). (100.7 %)
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Ten.: +38(0542) 77-46-10, daxc: 77-46-11
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Ne n/n Hassa ananizy Creundixanis Pe3ynnTaTi ananizy
Sr. No, Test name Specification Test result
Mikpo6ionoriuga YKucToTa 3aranmpbHe  YHCHO  aepobHHX  MiKpoOprawiamis
(TAMC) — ne Ginsuze 10° KVO/r. <100 KYO/r
3araspHe YHCI0 APIAJLKOBIN TA IUTICCHEBMX IpHoin
(TYMC) — ne 6insine 102 KYO/r, <50 KYO/r
i Bincyriictb Escherichia coli B 1 r npenapary. BigcyrHs
8 Microbiological purity Total aerobic microbial count (TAMC):
NMT 10° CFU/g. < 100 CruU/g
Total combined yeasts/moulds count (TYMC):
NMT 102 CFU/g. <50 CFU/g
Escherichia coli must be absent per g, Absent

BHCHOBOK: / CONCYLUSION:

[TpoayXT BUFOTOBICHO, YIAKOBAHO Ta NPOAHATIZOBAHO 3I1IHO 3 BAMOTraMH peccTpaniiioro noceiiueHys.

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Cepradixar Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

Binnorinae crannapran ta samoram GMP.
It complics with GMP standards and requirements.

Jlineusist 1Ha BUPOOHULTBO NIKAPChKIX 3aC00iB:
Licence for medical products production:

LIM NiTBepiuKyio, o Bei BHpoBHIYT cTamii Ans wel cepii TOTOBOT NPOAYKWIT Gynu 3aificueni 8 NoBBIl BILIOBIIHOCTT 3 BHMOTANY, SASHAUCHIMI B IHHHIT
nacranosi 3 GMP, sarpepukeniii MiBicTepeToM OXOPOIH 3R0POR’S YKpPaiing, i 3 BHMOIAMIS PECCTPAIFIHOTO ANCLE KpaTltH NpIIANEBIs.

I hereby centify that all the manufacturing stages of this batclt of finished product have been carried out in full compliance with the GMP requirerments of the

Ministry of health of Ukraine and with the vequirements of the Marketing Authorisation file of the destination country.

Ximik-ananirug ,3as. nabopatopicio BKS | Havanenux BKA

Ynopnosaxena ocoba

Analvtical Chemist  [7QC Lab In-charge £ QC Head Qualified Person
s s % (,? i VA
ti s ~ 2 s, . \-U g 4 i A ¥ F s
Tn’s/Name: Bownrainn 7.0 Ctiii,{ny,)(,(iﬁ\ ol | SR ana T O] 1L L b1,
0y = 77
Iipmac/Signature: ;4,),,” 4 (‘.i{»_u,c.;_ / /cu,J ..... i { ere
Hara/Date: , -/ S ot
Jara/Date o8] 111 CElra Y D&t} [in B ¢ L !
77 -/
TP/0709/24 '

Page 1/1




0

L

Wien,
G,
S

Knsim Phavm

«KYCYM DAPM»
IELDARN

syi. Crpsbina, 54, m. Cymy, 40020, AT
e (0542) 77 92 30, paxe: (0542) 77 92 32 e
g

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

Kon €JIPTIOY 33525927 &
<5

) m Wﬂ”’\\ A

CEPTUDIKAT AKOCTI
CERTIFICATE OF QUALITY

_I‘Iasua PORYKTY: JIOCTTUPUH®, tabaerks, BKPHTI KHLIKOBOPOZUMHEOIO 0GONOHKOI0, 10 75 MI
Name of product: LOWSPIRIN®, enteric coated tablets 75 mg
Cana git: Kucnora aneruncanipuiona — 75 Mr
Strength: Acetylsalicylic acid ~ 75 mg
Cepist Ne / Batch No.: SLF5001 Posmip ynakosks / Package size: N30 (10%3)
Peectp. Mo/ ARNo.: FP/0119/25 Tun ynaxonk / Pack type: Crpuit / Strip
Posmip cepii / Batch size: 48 830 yr/packs | ara surorosnenns / Mfg. date:  01.2025
Kpaina / Market: UKR - Tepmin npupatnocri / Exp, date:  12.2028
Peccrpanifine iocsigyenns Ne: repMin 1T neoOMeKennH
. . o A/9202 . e
Registration Certificate No.: WiRI9202/0101 unlimited validity
Mo n/n Haspa anagizy Cremm(iramin PesynbraTi ananisy
Sr. Ne. Test name Specification B Test result
Ome Kpyrai psoonykni Talnerku, tkpati 060NOHKOI Binnosiiae
1 Ginoro KoNuLOpYy.
Description While, round shaped, bicanvex, cnieric coated tablets. | Complies
"""" Tuenrdixanis Sixicaa peaknis 3 posasnon aaniza (111 xaopyay. Biznorinae
9
- Tdentification Gives color reaction with jron (HI) ehloride solution. | Complies
ONHOPIIHICTS HO30BANMX AVELL (11=]5) 163
3 OJIHIHUL
Uniformity of dosage units AVZLL (L1=15) 6.3
Posnafanng 0,1 M HCl - rie nosumi p(>zsl‘1‘1i;&i;rrncsl nporarom 120 | Bimnosinae
XB.
Sninranuit ocharui GyQeprudi posunn pk 6,8 - [ 11 x8 2 cex
FOBHHHE POIIACTHES NPOTIroM 60 x1.
Disintegration 0.1 M HCl: No tablets should disinlegrate in | Complies
120 min.
Mixed phosphate buffer solution pl 6.8: All tablets | 11 min 2 sce
should disintegrate in 60 min,
Po3unieHns 0,1 M HCl - ne Giasie 5 ¥ 3a 120 xn. 1%
Bmitanuii hocdarnuii Sydepunii posunn pH 6.8 -
He Merwe 75 % (Q) 3a 45 xn. 104 %
Dissolution 0.1 M HCI:NMT 3 % in 120 min, 1 %
Mixed phosphate buffer solution pl 6.8:
NLT 75 % (Q) in 45 min. 104 %
Kienora caniaona He 6lmine 3,0 % xuciorn CANiLLAOBOT. 0,320 %
g Salicylic acid NMT 3.0 % of salicylic acid. (0,320 %
X KinLKICHE BIS3HAYEHs Big 71,25 mr 0o 78,75 mr o 78,08 Mr
(95 % — 105 % izt 3annaenol KinbkocT). (104,1 %)
7l Assay 7125 mg t0 78.75 mg 78,08 mg
(95 %% -~ 105 % of Jabel claim). (104.1 %)
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e n/n Hassa ananisy Crienndixanis PesysnraTi ananisy
Sr. No. Test namne Specification Test result
MikpoGiosoriusa #nicroTa BaranbHe  WMCAO  aepobHuX  Mikpoopramizmin
(TAMC) - ne Ginpire 10° KYO/T. < 100 KYO/r
3aranbRe WHCHO APIKJLKOBHX T4 Tricenesnx rpuois
(TYMC)~ ne Gumpie 10* KY O/, <50 KYO/r
Bincyruicts Escherichia coli v 1 r npenapary. Bincyrus
s Microbiological purity Total aerobic microbial count (TAMC):
NMT 103 CFU/g. < 100 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10?2 CFU/g. < 50 CFU/g
Escherichia coli must be absent per g. Absent

BHCHOBOK: / CONCLUSION:

[IponyKT BUFQTOBACHO, YIAKOBAHO T4 1POAHANi30BaHO 3ITAHO 3 BIMOraMu peccTpauiiiinore [{OCBIAMCHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosigae crannapram ra siMoram GMP. Cepragirar Ne 080/2023/GMP
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensis Ha BupoBHHUTBO JIKAPCHKHY 3ac06in: Cepin AB Ne 598054

Licence for medical products production: Bateh AB No. 598054

LLis MEATBEPAVIO, W0 BT BHPOGINL GTaniT At 1T eepiil roTonoi nposyistii Gy saiiicneni » nomiiil RANOBIANOCTT 3 BUMOraMH, SAINaUEIMH B 1N
wactanoeni 3 GMP, sarneppreniit MinicTepersom oXopons 2opon's Ypaily, 13 BiMoramn peccrpadiinera Jocse KPS IIPISNANCHIS.

I hereby certify that all the manufactusing stages of this bateh of finished product have been carried ot ia full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Auvthorisation #ile of (he destinalion country.

XiMik-ananiThx Bap. naboparopicio B | Havannumx B Vnosnopasena ocoba
I Analytical Chemist _[7QC Lab In-charge QC Head Qualilied Person
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