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CEPTHU®IKAT IKOCTI
CERTIFICATE OF QUALITY

Ha3sa HpOAYKTY: JIOCIIMPHH®, TabneTiH, BKPATI KHIIKOBOPOIUHHHOIO 0GONOHKOI0, 10 75 MT
Name of product; LOWSPIRIN®, enteric coated tablets 75 mg _
Cuna nils KucnoTa auetiicaninynosa ~ —~ 75 Mr
Strength:. Acetylsalicylic acid —75 mg —
Cepin Ne/ Batch No.: SLE3029 Po3mip ynatcoamn / Package size: N80 (10%8)
Pecerp. Ne/ AR.No.: FP/OO] 0/24 Tun ynaKoBKH / Pack type: Crpur / Strip
Poamip cepii/ Batch size: 1 500 000 mﬁ/tab Jata purovosienns / Mig. date: 12.2023
Kin-Te ynaxosox / No. of packs: 18 750 Tepmin npuparHocti / Exp. date: 11.2027
Kpaina / Market: UKR
Peecrpaniiine nocsixyenus Ne: TepMin i HeoOMexKeHRH
Registration Certificate No.: Iasasnan unlimited validity
Ne n/n Haspa ananisy ) Cneupdirauis PesynpTaTi aHauidy
Sr.No, | Test name Specification Test result
Onuc Kpyrui nsoomykni TaGleTkH, BKpHTI ofononkoro | Binnosinae
I 611010 KONLODY.
Description White, round shaped, biconvex, enteric coated tablets. | Complies
Trenrudikanig Sxicwa peakuis 3 posynHom 3aniza (I1I) xaopuay. Bianosinae
2 Identification Gives color reactlon Wlﬂl iron ({I1) chioride solution. | Complies
Ommpi,u'ﬂ'icﬁs _,zmaonam‘{xk AV<LI (Ll 15) | F 38
A OANHHULD
Uniformity of dosage units AV<L1 (L1=15) 3.8
Po3najaHHs | O,I,M HCI — e noBHHH posﬁanamcﬂ npotsarom 120 Binnosisiae
XB,
ImMitanuii Gocharnuii GydepHaui posunH pH 6,8 — | 8 xB 53 ceK
NOBNERI po3nacTHes npoTaroM 60 xs.
4 Disintegration 0.1 M HCL No tablets should digintegrate in Complies
120 min. |
Mixed phosphate. buffer solution pH 6.8: All tablets | 8 min 53 sec
should disintegrate in 60 min, <=
Po3UHHEHNS 0.1 M HCI — né 6impie 5 % 32 120 X8, K
BMImql-mﬁ bocharnuis Gydepruit posunt pH 6,8 / .
we menime 75 % (Q) 3a 45 xa. b
5 | Dissolution 0.1 M HCL NMT 5 % in 120 min.
Mixed phOSphate buffer solution pH 6.8.
NLT 75 % (Q) in 45 mun.
KuchioTa canimiosa He 6imbme 3,0 % KHCTIOTY CANiLIonol,
: Salicylic acid NMT 3.0 % of salicylic acid.
* KinskicHe BU3HA4EHHA Bix 71,25 mr no 78,75 M 75,34 Mr
(95 % — 105 % Bis 3a4B1€EHOI KiNbLKOCTI). (100,5 %)
7| Assay 71.25 mg to 78.75 mg 75.34 mg
(95 % —~ 105 % of label claim). (100.5 %)
FP/0010/24 | T , ) Crop./Page Ne: 1 3/0f 2
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TOB «Xycym Papm» -
Vipaina, 40020; M.Cymi, BYIL Cxpsibina, 54
Yipaina, 02092, M.Kuis, “Ten.: +38(0542) 77-46-10, daxc: 77-46-11
YR, ANMATHHCEHKE, 58 e-mail: plant@kusum.ua
Tem.: +38(044) 495-82-88, daxc: 495-82-8 /Vmam .7) /zarm www.kusum.ua

Kuipenra dimis
TOB «XKycym dapmy
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Ne n/x Hazpa ananisy Crnenpdikanis PesysibTaTH aHAJI3Y
Sr. No. Test name Specification Test result
Mikpo6ionoriuna unerora JaranbHe  MMCHO  acpobHHX  MiKPOOPraHisMiB |

(TAMC) — ne 6insue 10° KYO/T. < 50 KVO/r
JaranbHe YHCHO APHKIKOBYAX Ta INICeReBHX rpubis
(TYMC) — ne Ginpure 10> KYO/r. <10 KYQ/r
Bincyrricts Escherichia coli.B | r npenapary. BincyTHa

5 Microbiological purity Total aerobic microbial count (TAMC):
| NMT 10 CFU/g. < 50 CFU/g
Total combined yeasts/moulds count (TYMCY):
NMT 104 CFU/g. < 10 CFU/g
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

ITponyKT BHrOTOBIEHO, YITAKOBAHO T2 IpoaHaiizoRaHo 3riaHo 3 BAMOramMH peecTpauifHOro NOCBIAeHHA.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnopinae craygaptam Ta sumoram GMP. Ceprudirar Ne 080/2023/GMF
It complies with GMP standards and requirements. Certificate No. 080/2023/GMP

Jliuensis Ha BHPOOHHLTBO NIKAPCHLXUX 3aCODIB: Cepis AB Ne 598054
Licence for medical products production: Batch AB No. 598054

LlusM Biareepvkylo, Wo Bel supoGHui cranii s wiel cepii romosol npoaykuii 6y 3aificueni NOBHIN BiRAOBIKHOCT 3 BUMOTAMM, 3A3HAUCRIMI.B WHHHI
nacranoni 3 GMP, sarsepoxeriit MinicrepcTaon OXOROHH 3N0pOR'A YKpaity, i 3 BUMOTaMH peecTpalifHOre 10CHE KPATHI NPHIHAUCHNA.

I hercby certify that all the manufacturing stages of this batch of finished product have been carried out in full cornpliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation {ile of the destination country,
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1 QC Lab In-charge QC Head Qualified Person

Im’s/Name: - /L'OWLQ'WLO G}M:m,ww T, PCLQW \CLImQ_L ﬁ'@&éiﬁ’fffgéf{ﬁﬁ at l
X ; ' ] s
Tignuc/Signature: M e .f(:ﬂlﬂJw - ?ZJM, 20l el /

u,llal-afDate: “ A4 o / 07 / A A ¢ af ;C:-,"ﬂ.?_,af \t)l BJQ—"Q-L 1 /éx;/?; ///(/g//

FP/0010/24 o | , Crop./Page No: 2 3/of 2 )

Page 1/1



