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CERTIFICATE OF QUALITY

Hassa npoayxry:
Name of product:

CYCITPIH®, ta6neTku, Bxputi 1AIBKOBOI0 060NIOHKOIO 110 & mr

SUSPRIN®, film-coated tablets 8 mg

Cuna xii

OupariceTpolty TUIPOXIOPHAY AUIIAPaTY Y NepepaXxyBanti Ha OHIAHCETPOH — 8 Mr

Strength: Ondansetron hydrochloride dihydrate equivalent to ondansetron — 8 mg
Cepist No / Bateh No.: SSK4002 Posmip ymaxosku / Package size: No10 (10%1)
Peccrp. Ne/ A.R.No.: FP/0625/24 Tun ynakosxn / Pack type: Buicrep / Blister

Posmip cepii/ Batéh size:

100 000 rab/tab Jarea purovonuenus / Mfg. date:  08.2024

Registration Certificate No.:

Kin-t» ynakonox / No. of packs: 10 000 Tepwmin npiaatnocti/ Exp. date:  07.2027
Kpaina / Market: UKR
Pecerpanifine nocsinciust N UA/19927/01/02 Tepuin Al no / valid to 03.04.2028

Ne ni/my Faspa ananisy
Sr. No. Test name

Criemtpirauis
Specification

Pesynbrarir ananizy
Test result

Onue

Description

TabaeTky, prpuri NIiBKOBOK 0CONOHKOIO 3EIEHOTO
yH CBITIO-3ENEHOTO. XONBOPY, XPYI, ABOOMYKU,
rnanxi 3 060X CTOPIH,

Green to light green, round, biconvex, film-coated
tablets, plain on both sides.

Biarosinae

Complies

Ipenrndixanis
Oupancerpoy

Identification
Ondansetron

A. IY-crrextp YTOTJIHHAHHS 3ANALIKY
{(sumipoGoByBanoro  3paska)  Mae BHIOBINATH
CTAJOHHOMY CTIEKTPY OHAAHCETPOHY TilPOXNOPUAY
i 1OKA3YBATH CMYyTH IHTEHCHBHOCTI npH 0Gnussxo
1621, 1481, 12811 758 em™.,

TIoNoKEH S CMYT IHTCHCHBHOGT B CICKTPI 3MLUKY
(BunpoBoRYBanOro 3paska) i CTAIOBIOMY CHERTPI
Ma10Th Bimnosizath B Mexax 0,5 % Bix wkany
XBINLOBIX HHCEN.

B. Ha xpomarorpami nunpoCoByBaHOTo POSUMHY,
ojepxanii Yy nnnpo6}(nalmi «Kinbxic'-ne
BHSHAUCHHAY, HAC YTPHMYBAHHA OCHOBHOrO JiiKa
MAE CHBIAAATH 3 YACOM YTPHMYBaHHS OCHOBHOO
1iKa Ha XPOMATOrpaMi posuHiy NOPIBUARHA.

A. The infrared absorption spectrum of the residue

(test sample) corresponds to reference spectrum of

ondansetron hydrochloride and shows strong bands
at approximately 1621, 1481, 1281 and 758 emh,
The position of strong bands in the spectrum of the
residue (test sample) and reference spectruin should
correspond within 0.5 % of the wavenumber scale.

B. In Assay, the principal peak in the chromatogram
obtained with the test solution has the same
relention time as the principal peak in the
chromatogram obtained with the standard solution.
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Posnaaanss

Disintegration

11c Ginpie 30 xa

Not more than 30 min

% xn 18 cex

8 min 18 sec
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Nen/n Hassa ananizy Crnennixanis PesysnTaTh ananisy
Sr. No, Test nane Specification Test result
PozunHenna He menmie 80 % (Q) win sassaeoi kimxocri | 101%
OHIAHCETPOHY 38 15 XB.
4 Dissolution NLT 80 % (Q) of the labeled amount of ondansetron | 101 %
in 15 minutes.
OnHopiaHICTD J030BAHIX AV<L1 (L1=15,0) 33
5 O/MHHUb
Uniformity of dosage units AV<L1 (L1=15.0) 33
Cynposiayi poMinmg 2-Methyl imidazole — se Gimsie 0,20 %; 0,003 %
Ondansetron related compound C — ne Ginpine 0,20 %; | 0,005 %
Ondansetron related compound D — e Ginsuse 0,10 %; | 0,021 %
Ondansetron related compound A ~ ue 6itme 0,20 %; | He Branneno
Desmethylondansetron — ue Sinpue 0,20 %; 0,041 %
Byup-skni  opunrunni, pecrerikonanuil
npoxykT Aerpanarii — ve Ginvme 0,20 %; 0,010 %
Cyma pomimex — 1,0 %. 0,046 %
6 Relaled substances 2-Methyl imidazole: NMT 0.20 %, 0.003 %
Ondansetron related compound C: NMT 0.20 %; 0.005 %
Ondansetron related compound D: NMT 0.10 %; 0.021 %
Ondansetron related compound A: NMT 0.20 %; ND
Desmethylondansetron: NMT 0.20 %; 0.041 %
Any other indjvidual, unspecified degradation
product; NMT 0.20 %; 0.010%
Total impurities: NMT 1.0 %. 0.046 %
I(inbxicHe BU3HANCHHS Bin 95,0 % no 105,0 % sin sasnenol ginbkoeti | 97,5 %
OBIEANCETPORY B OjHiH TabneTI.
/ Assay 950 % to 105.0 % of the labeled amount of | 97.5%
ondansetron per tablet.
MixpoGiosnoriusa yucToTa Zaranpie  uUMCHO  aepoBEuX  MIKpPOOpraHismis
| (TAMC) - ne Glnpive 103 KYO/r. < 10 KYO/r
Jaranpie MMCHo APDKIDKOBHX | muiceneryux TpyGiB
{(TYMC) - e Oinule 10 KYO/r. < 10 KYO/r
Bineyrnicts Escherichia coli 3 1 r npenapary. Bincyrus
8 Microbiological purity Total aetobic microbial count (TAMC):
NMT 10° CFU/g. < 10 CFU/g
Total comhbined yeasts and moulds count (TYMC):
NMT 10% CFU/g. <10 CFU/g
Fscherichia coli must be absent per 1 g. Absent
BHCHOBOK: / CONCLUSION: e -
: . . : £ YRPAILT
TIpoYKT BUIOTOBIEHO, YITAKOBAHO Ta NPOANANI30BALO 3IIARO 3 BIMOraMi PECCTPAUIHBOTO NOCBIHEH A, - ‘“\\\ 2

The product is manufactured, packed and analyzed as per requirements of Registration Certificate.

Rinnoninae cranaapTam Ta Bimoram GMP.

It complies with GMP standards and requirements.
Jlinensis na BEpodHMLIBO NiKapChKux 3ac00iB:
Licence for medical products production:

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

Cepis AB No 598054
Batch AB No. 598054
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LUt THATRCPANKYIO, B0 Bei BrpoBumd cranii win niei cepii rotonol npoaykuwii Gynn SITICHERT B TIOBIIN BLANORIMHOCTI 3 BIHMOTMH, SAMAUSIMMIL b URNHIR
HacTanoRi 3 GMP, aTreprokeniil Minfcreperoom OXOPORN 330poB’s YKpaiitH, 13 BHMOraMK PEECTPALUIHOTO KOCKE KPATHIE TPHIHAUCHHA.

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 Authonisation file of the destipation country.
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Ximik-anamTHK fBzm. naboparopiero BICT | Havansunk BICI YnosnosaxeHa ocoba
N . rt . |/ . .
Analytical Chemist | QC Lab In-charge T QC Head Qualified Person
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