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CEPTHOIKAT SKOCTI
CERTIFICATE OF QUALITY

LU

Hassa nponaykry: JIOCITHPHH®, tabneriw, srprTi KHUIKOBOPOYHHHOIO 0GONOHKO0, 1T 75 Mr ]
Name of produet: LOWSPIRING, enteric coated tablets 75 mg — KPATL >
Cina gt Knenora averuncaniuunosa — 75 mr W ~
Strengeh: Acetylsalicylic acid - 75 mg 27 e
Cepia Ne/ Batch No.: SLF4026 Poamip ymaxoern / Package size: N30 (10x3) // : / o T
Pecctp. N/ AR.No.: FPI0445/24 Tunt ynaronzau / Pack type: Crpun/ Strip || G| on 200759
Poaatip cepit f Bateh size: 1 500 000 Tabftab | Jara euroTosmens / Mig. date:  06.2024 \\%;A CEPTHIKATI
1
Kin-to ynaxonor / No. of packs: 50 000 Tepmin nprparroeri/ Exp. date:  05.2028 %
Kpaiua / Market: UKR T
Peeerpauiiine nocsinuenyn No; TepMin AT HeoGeskenmit
Repistration Certificate No.: UA/5202/01/01 unlimited validity
"N n/p Hasea ananizy Crentindhireania Peayarrarn anamizy
Sr. No. Test name Specification Test result
Onuc Kpyrni nuoonysni Tabnerxn, BKpuri ofonoHkoio | Bimnoninae
i Ginoro xonsopy.
Description ‘White, round shaped, biconvex, enteric coated tablets. | Complies
Inenruhikanin #xicka peakiia s pozunHon saniza (I11) xnopupny. Biznosizae
2 Identification Gives color reaction with jron {II) ehlaride solution. | Complies
Onuopignicts nosopanmx AVsLL (L1=15) 2,7
3 OfHHHIL
Uniformity of dosage units AVELI (Li=15) 27
Posnananng 0,1 M HCI - He nosmsui poantagation npotaroM 120 | Binrmopioae
XB.
Smimansil docharanii Gydepnnit posunn pH 6,8 — | 5 x8 20 cex
TOBMHII PosnacTCA NpoTArom 60 XB.
4 Disintegration 0.1 M HCLE No tablets should disinfegrate in | Complies
’ 120 min,
Mixed phosphate buffer solution PH 6.8: All tablets | 5 min 20 sec
should disintegrate in 60 min, )
Pozunnenns 0,1 M HCI - ne 6insie 5 % 3a 120 xs, 1%
“Bmimawni docdarsnit Gydrepanii posunn pH 6,8 —
He Menmte 75 % (Q) 3a 45 xb. 105 %
3 | Dissolution 0.1 M HCI: NMT 5 % in 120 min. 1%
Mixed phosphate buffer solntion pH 6.8:
NLT 75 % (Q) in 45 min. 105 %
Knonora canimnona He Ginsmwe 3,0 % xucnots caninanesol 0,134 %
§ | Salicylic acid NMT 3.0 % of salicylic acid, 0,134%
Kinexicre susuayenns Bin 71,25 mr mo 78,75 mr 73,97 mr
(95 % — 105 % in zaspreHo] kinekocri). (98,6 94)
7| Assay 71.25 mg t0 78.75 mg 73,97 mg
L (95 % — 105 % of label claim). (98.6 %)
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Ne n/m Hazpa ananizy Criensdrikanis - Peayartard akanisy
Sr. No.- Test name Specification Test result
MikpoGionoriuma yacrota 3aranmeHe wncno  agpobHEX  Mikpoopramismir
| {TAMC) - ne 6imuine 10° KVO/T. <100 K¥Ofr
3aranbie THeHO HpLRDXOBRX T HiceHeBuX rpuGin
{T¥MC) —se Ginpme 102 KYO/r, <50 KVO/Ir
Bincyrnicty Eschertchia coli s 1 r npenapary. BigcyTaa
8 | Miorobiological purity Total aercbic microbial count (TAMC):
NMT 10° CFU/g, < 100 CFU/g
Total combined yeastsfimoulds count (TYMC):
NMT 10* CFU/g. <50 CFU/g
Escherichta coli must be absent per g, Absent

BHCHOBOK: / CONCLUSION;

TiponykT BHFOTORAECHO, YNAKOBAHO Ta FAPOAHANI3OBARO 3TIAHO 3 BMOraMU peecTpaifiHOTO NocRinuems,
The product is manufactured, packed and analyzed as per requirements of Registration Cerlificate.

Binnosiaac crasnapram ra BaMOram GMP, Cepradirar Ne 080/2023/GMP
It complies witl GMP standards and requirements. Certificate No. 080/2023/GMP
Jlinensis Ha BEpeGHIOTDO NiKapesKiX 3acobin: Ceplsr AB Ne 598054

Licence for medical products production: Batch AB No. 593054

Lt nizraepuesyio, o vei BupoSami craail ans ujel cepiT roToBOT Npaykuil Gynu anificiieti v nosuilt siAnopioHOCTI 3 BUMOTAMH, 383HEMCIHMI B YHAI
uncranoni 3 GMP, snreepmxerilt MinicrepeTaom OXTPOIL 3GPOH"S YXpaiky, § 3 BuMoramit pecsTpauiiinore Aocte KpaTHR NPNIHANCHRT,

1 hereby certify that all the manuficturing stuges of this Yateh of finished product have been carried out in fuli compliange with the GMP requirements of the
Ministry of health of Ukeaine and-with the requirements of the Marketing Authorisation [ile of the destination country,
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Ximir-ananitig 7L’3ens. AaBoparopieto BKSL { Mavansuuk BICA YrosiosakeHa ocoba
Anslytical Chemist | QC Lab In-charge 3 QCHead Qualified Person

In’a/Name: Tronsims €12, e mpoby L0 @Lzl,aq_e.u.e.t@ 76, \%@fdaﬁ/f@w{'
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Hinnuce/Signature: % @L ¢ LLLZ/ ", .Q‘-ML %ﬂﬂga’&w /

TeralDate: 29/0% /2 2o, gtot ey Loty
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