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CEPTH®RIKAT JIKOCTI
CERTIFICATE OF QUALITY

Ha3sa npoaykry:
Name of product:

JIOCITHPHH®, tabnerky, BXPUTI KHIIKOBOPOSURHHOK 000NI0NK0I0, 110 75 MI
LOWSPIRIN®, entede coated tablets 75 mg

Registration Certificate No.:

Cuaa ait: Kucnota augtuicaniunionsa - 75 Mr

Strength: Acetylsalicylic acid — 75 mg

Cepist Ne/ Batch No.: 2006260 Posmip ynakoskn / Package sizer  Nel20 (30x4)
Pecerp. Ne/ A.R.No.: FP/0648/24 Tun ynaxosin / Pack type: Crpun/ Strip

Posmip cepil/ Batch size: 3 500 000 taG/tab | JMaTa suroronsnenns / Mfg. date:  08.2022

Kin-1 ynaxosox / No. of packs: 27 529 Tepmin npupatnocti / Exp. date:  07.2026 k
Kpaina / Market: UKR

Peccrpaniine nocsinuenns Ne: UA/9202/01/01 TepmMin ait neoGmekenunit

unlimited validity

Ne ni/ni Hassa ananiszy Cnewsrdikanin Pesynibratn ananisy
Sr. No. Test name Specification Test result
Omie Kpyrni mpoonywti TaGnerku, pkputi ofononxoio | Bianoninae
1 6inoro xonbLOPY.
Description White, round shaped, biconvex, enteric coated tablets. | Complies
Inenrndikauis Slkicua peaxitia 3 posunsom saniza (I11) xjopriy. Binaronigae
Identification Gives color reaction with iron (IT1) chloride solution. | Complies
OpuopinHicTs JO30BAHMK AV<LL (L1=15) 6,1
3 ONMHHL
Uniformity of dosage units AV<LI (L1=15) 6.1
Posnapanus 0,1 M HCI — ne nognuui posnanarics nporsrom 120 | Binnoninae
XB.
3mimanuii gocarunii Gydepnuit posunn pH 6,8 ~ | 8 x 22 cex
HOBHHHI PO3ITACTHES NMPOTAroM 60 XB.
4 Disintegration 0.1 M HCl No tablets should disintegrate in | Complics
120 min.
Mixed phosphate buffer solution pH 6.8: All tablets | 8 min 22 sec
should disintegrate in 60 min.
Pozunnenns 0,1 M HCI - ue Ginpize 5 % 3a 120 xXb. 1%
3mimaimit pocdarimit Gydepindi posuun pH 6,8 -
He menwe 75 % (Q) 3a 45 xB. 100 %
5 Dissolution 0.1 M HCL NMT 5 % in 120 min. 1%
Mixed phosphate buffer solution pH 6.8:
NLT 75 % {Q) in 45 min, 100 %
Kucnora caniuunosa He Ginblue 3,0 % KUCHOTH CaliLHAOBOTL. 0,760 %
6 Salicylic acid NMT 3.0 % of salicylic acid. 0,760 %
Kinpkicie BU3HAYCHHA Bin 71,25 mr po 78,75 mr 73,37 mr
(95 % — 105 % Bix 3a8BRenol KinbKOCTI). (97,8 %)
7 Assay 7125 mg to 78.75 mg 7337 myg
(95 % — 105 % of label claim). (97.5 %)
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Ne i/t Hassa ananizy Creundixkauis PesyanraTi anajisy
Sr. No. Test name Specification Test result
MikpoGionoriyna yHCTOTA JarafbHC  MECNO  AcpoBHMX  Mixpooprauismin
(TAMC) - Ke Ginbme 101 KYO/T. <2100 KY O/
3aranpHe YMCII0 APDKDKOBUX Ta fticesenx rpubin
(TYMC) — e 6inbiae 102 KYO/r, <50 KYO/r
Bincytnictn Escherichia coli B 1 r npenapary. BincyTHa
8 Microbiological purity Total aerobic microbial count (TAMC):

NMT 103 CFU/g. <100 CFU/g
Total combined yeasts/moulds count (TYMC):
NMT 10* CFU/g. <50 CFU/g
Escherichia coli must be absent per g. Absent

BUCHOBOK: / CONCLUSION:

TTpoAyKT BUTOTOBNICHO, YNIAKOBAHO Ta NPOAHANI30BAHO 3TIAHO 3 BUMOraMA PEECTPALIFIHOTO OCHILMEHI.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Binnosinae crannapram Ta BuMoram GMP.
It complies with GMP standards and requirements.

Jliuensis Ra BUPOGHALTEO JTiKapchkux 3acobis:
Licence for medical products production:

L{sns HiATBEP/UKYIO, WO BCE BIPOGHNYT CTanii juia niel cepii roTosol poRyKuil Gy apilicneni b nosni BLABOBLAOCT] 3 BHAMOT

CeprudikaT Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepist AB Ne 598054
Batch AB No. 598054

aMb, JasHCHHMB 8 i

nacranoni 3 GMP, rarsepmrenil) MiHICTCHCTROM OXOPOHH 310pOB’S YKpaiHH, | 3 BUMOraMH peccTPaLiiiHOro A0CHE KPAIHH NPH3HACHHA.

1 hereby certify that all the manufacturing stages of this batch of finished product have been carried out in full compliance with the GMP requirements of the
Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.
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XiMik-aHamituk 3ap. naGoparopieio BKI Janaseinik BIC YriopHopakeHa ocoba
Analytical Chemist  [TQC Lab In-charge QC Head Qualified Person .
T’ s/Name: Sorsco L5 | Cupgmpcls # Jp |[ruontess 76 ﬁp@u,w%/@w(/{//
1 ? > 7
Mimuc/Signawre: /// ) Corses e s 7 %2465)’7/5(3/[,&(":&///
Para/Date: A 3 ¢/, 8 (ol 3l v.
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