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CEPTHRTKAT AKOCTI
CERTIFICATE OF QUALITY
Haaia npenyrty: CYCIPIH®, TalNeTKH, BRPUTT IWHBKOBOK 0B0N0HIK0M 10 4 Mr
Name of preduct: SUSPRIN®, filn-coated tablets 4 mg
Cina gif: QHIanceTpoRy rapoxnopry AUTiAPaTY ¥ MepepaxyRanui va OHIAHCETPOH — 4 AT
Strength: : Ondansetron hydrochloride dihydrate equivalent to ondansetron — 4 mg
Cepin No / Bateh No.: $514005 Poswmip ynawopr / Package size:  Nol0 (10%1)
Peectp, Ne/ A R.No.: FP/0624/24 Tun ynaxosrn / Pack type: Brictep / Blister
Poamip cepit/ Batch size; 100 000 rad/tab Hara surorosmenus / Mig, date:  08.2024
Kit-rs ynaxosox / No. of packs: 10 000 Tepatin wprnaroocti/ Exp. dates 07,2027
Kpaina / Market; TUKR
Pecerpauiiine nocnipyenns Ne: - . .
Registration Certificate No s UA/19927/01/0t TepmMis jif go / valid to 03.04,2028
[ Ne win Hassa ananizy Creundivania Pesynvtarn anagizy
Sr. No. .. Testname _ Specification Test result
Onne TaGnerxy, BKpHTI IBKOBOIO 0GOACHKOIO 3CIIeHOTD Binnoninac
HH CBITMIO-36RENOTO KONBOPY, KPYTii, JBOOTIYETI,
1 raaaki 3 ofox cropis,
Drescription Green to light green, round, biconvex, film-coated Complies
tablets, plain on both sides.
Irewrndixauis A -crexp NOFITEHAHHS SaTHWKY | Bixnosigae
Onpancetpon (sanpofomysanoro  apaska)  Mae  Biznosizamd
STAROHHOMY CTRKIPY OUAAHCRIPOHY FAPOXIOPHAY |
TIOKATYBATH CMYIH [HTEHCURHOCT] Py Gaimkko 1621,
1481, 1281 i 758 cmt.
J]onomeunﬁcmyriHTechBHGCTiBcneprizmmﬂuKy
{(munpoGoryeanoro apaska) i ETANLOHHOMY CHEKTR]
MaloTh BiONOBINATH B Memax 0.5 % pig LLEKATH
XBRRBLOBHX YHCen
B. Ha xpomarorpami BUTPOGOBYBAROTO po3iuuy, | Binnosisae
oxgpranit  y  munpoynanni wKibpricHe
BUIHAHCHHAY, 4aC YIPHMYBAHHA OCHOBHOIO nika
9 MaE CTiBRARATH 3 MACOM YTPHMYBANHS OCHOBHOTO
TiKa Ha XPOMaTorpasi HHY NOPIBHAHHS. p——
o PoNTOIR POsIRY mopiRith : _ AT
Identification A. The infrared absorption spectrom of the residue Complies S
Ondansetron {test sample) cotresponds to reference speclrom of )
ondansetron hydrochloride and shows strong bands “W”jl),lfl‘f“"‘
at approximately 1621, 1481, 1281 and 758 cm!, |,mm1¢1s£zmu i
The position of strong bands in the spectrem of the woa 3]3(]3;589
residue (test s'am.p!c) and reference spectrim should CEPTHOIKATI
correspond within §.5 % of the wavenumber scale,
B. In Assay, the principal peak in the chromatogram | Complies Minm ?ﬁzﬁj /
obtained with the fest solution hes the same =
setention  time as  the principal peak i the
chromatogram cbiained with the standard solution,
Posrananis He 6inbuwe 30 xz 6 xB 12 cex
3 Disintegration Notmore than 30 min 6 min 12 sec
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Ko n/m Haipa ananisy Criendirauis PesynwraTi anaaisy
Sr. No. Test name Specification ‘ Test result
Posyngennsa 1 He menme 80 % (Q) rla sanpuenol winbkocri | 102 %
i OHEBHCETPONY 38 15 XB.
4 Dissolution NLT 80 % (Q) of the Jabeled amount of ondansetron | 102 %
in 135 minutes.
- | Onnopinsicts gososamnx AV<Li (L1=15,0) 7,5

5 OOHHHIE

Uniformity of dosage units AVELL (L1=15.0) 1.5

Cynpopinui moMimxn 2-Methyi imidazole ~ ke 6imnre 0,20 %: 0,004 %
Ondansetron refated compound C- ne Ginpme 0,20 %; | 0,005 %
Ondansetron related compound D — we Ginsiue 0,10 %; | 0,021 %
Ondansetron related compound A — nie Ginpiwe 0,20 %; | He pussneno
Desmethylondansetron - e Ginpme 0,20 %; 8,042 %
Byme-axkell  opuHuummnh, Hecnermpixopani
npoayxr gerpagari] - ne Ginpre 0,20 %; 0,010 %
CymMa nomiwox — 1,0 %. 0,047 %

6 Related substances 2-Methyl imidazole: NMT 0.20 %: 0.004 %
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 %; 0.042 %
Any other individual, unspecified degracdation
product: NMT 0,20 %; 0.010 %
Total impurities: NMT 1.0 %. 0.047 %

Kinhxiche Bu3lavenys Bixn 95,0 % no 1050 % six zasenenol xinpkoom 98,2 %
OBAAHCETNONY B QnHil rabieTwi.

T Assay 95.0 % to 1050 % of the labeled amount of | 98.2 %
ondansetron per tablet,

Mikpo6ionoriuna yucrora BaranbHe  quCNO  AePOGHMX  MikpoopraHismis ‘
{TAMC) — ue Ginpluze 10> KV Orr. <10 KYO/r
3aranune yneno Apixawonnx  mnicedenux rprdin
(TYMC) — e 6imsue 102 KY O/ <10 KYO/r
Biacyrsicts Escherichia colie I 1 nperapary. Bincyths

8 Microbiological purity Total aercbic microbial count (TAMC):
NMT 10% CFU/g. <10 CFU/g
Tatal combined yeasts and moulds count (TYMC):
NMT 10 CF/g. <10 CFU/g
Escherichia coli must be absent per | g. Absent J

BHCHOBOK: / CONCLUSION:

FIpomywr Buroronneno, ynakosano ta
The product is manufactured, packed

Bianosigac cTamsapram Ta sumoram GMP,

It complies with GMP standards and requirements.

Jiinensin va mipoSunutso nixapenkux sacobin:
Licence for medical products production:

NPOAHARIZUBANO 3TINHO 3 BUMOTAMM PEECTPALIHOTO OCBILIICHIR,
and analyzed as per requirements of Registration Certificate,

Ceprudixar Ne 080/2023/GMP
Certificate No, 080/2023/GMP

Cepis AB N 598054
Batch AB No. 598054
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. e ninmeepivxyio, mo sei supoGami craaii

s el Cepif roTosc NpoayKuil Gyan AnicHeH] B NOBNIT BUKIOBIZHOCTI 3 MIMOraMIS, 323HATCHHME B UK
HacTanoni 3 GMP, Jatneppxers

it MiRiCTeeTsoM GXopoHY Jnopon’s Vipaiaw, i 3 shvoramu PEECTPANIHBOTO ROCLE KPATHYH NPHIHALCHHS,

1 hereby centify that il the mamufaciuring stages of this batoh of finished produst have been camied out in full compliance with the GMP requizements of the
Minisiry of health of Ukraine and with the requiremesis of the Marketing Authorisation file of the destination counntry.

«LAENGARA
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TReIT ik AL mit

xoa 20076391

Ans
GEPTUMIKATIR

Ximix-ananitux 1[;bzna. naboparopieic BICA Alavanenan BK3) Vnospopaena ocoba

Analytical Chemist  [Y{QC Lab In-charee 7 QC Head Qualified Person

T f N : tetatpni et AL 0F / S Ap R roE i § o

I’/ Name: Hinesggice A Cuccompsta # .4 Crecoseieos 76 \@f@éa b 448 S
ature: ) T W

Minmse/Sigrature C.C{U,l’_f" N .Cj““*‘ N (ﬁ,;(%ggng}

arta/Daie: S S g, _:Ff g o fn ' /
Hara/Date R / C¥liela,, Pl Ay o '-&‘/rb"ﬁr(ﬂf K
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