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CERTIFICATE OF QUALITY
| Ha3pa npoayKry: CYCI‘IPIH® PO3YHH s OPANLHOTO SaCTOC}’BaHHﬂ, 4 /S M
Name of product: : SUSPRIN®, oral solution, 4 mg/5 ml
Cuaa aii: OHnaHCeTposy rilpoXnopuay Buriapar y iepepaxybatii Hi OHUAHCE I‘pOH 4,0 MI/5 M
Strength: Ondansetron hydrochloride dihydrate equivalent to ondansetron — 4.0 mg/5 ml
Cepin Ne/ Batch N 0. SSLAQO01 Posmip ynaxosku / Package size: 50 ma/m!
Peecrp, No/ A.R.No.: 'FP/0051,’24 Tun ynaxosku / Pack type: bnaxon Nel / Bottle No.l
Poamip cepii / Batch size: 500 ﬂlTplB/lltGI‘S | Mara puroropnenus / Mig, date: 01,2024
Kin-tb ynaxopox / No. of packs: 10 000 Tepmin npupatiocti / Exp. date;  12.2025
Kpatna / Market: UKR
| Peecrpauiiine nqcainqen_ﬁﬂ Ne: | e ; |
‘Registration Certificate No.: . UAf 1.8325;’01/0.1 IrepMm 1111.1%0,/ j_f?hd;to. 17.09,,2{025” .
Ne n/n .H.azﬁﬁé,anahi:ij}w ) Crnenudirauis Pe3yabTaT# ABAM3Y
Sr. No. - Testname Specification o Test result
Onuc [Tpo3opa pifnHa 3 XapaKTepHUM 3anaxom Binmosigae
Description Clear liquid with a characteristic flavour | Complies
Inerrrmbia&uix T ] _
{ Ounancerpon A. Ha xpomarorpami BnpofoByBaHOTO POSHHHY Mae Bipnosinae
BUSIBJIATHCH OCHOBHA IIAMA HA PIBHL OCHOBHOI IULAMH -
1 Ha xpoma"mrpam PO34MHY NOPIBHAHHS, pijoninya i
38 PO3MiPOM 1 3a0apBiIeHHAM |
B. Ha xpomarorpami BHIpOOOBYBAHOIO PO3YHHY, Bianosinae
| onepskaHiit vy -BunpoOyBanni «KIILKICHE Bu3HAYECH- |
HA», YaC YTPUMYBAHHA OCHOBHOTO NIKA Mag CruBna- |
IATH 3 4ACOM YTPHMYBaHHs OCHOBHOIO K2 Ha Xpo- |
- MATOIpAaMi PO3YHHY ITOPIBHAHHS
| Hatpiio Gerzoat | Ha xpomatorpami BUpoGOBYBANOrO PO3YUHY; Ofep- | Binnominae
| sxanii y sunpobysanni «KinpKicHe BH3HAUSHHMS, Hac
| yTpuMyBaHHS OCHOBHOTO TKA Mac CriBnajaTh 3
5 ‘YacOM YTPHMYBAHHA OCHOBHOIO rika Ha Xpomaror-
{dsatEsation - pami po3usHy NOpIBHARHA
| | A. The principal spot in the chromatogram obtained Complies Jrigl,? e
“with the test solution is similar in position, size and I e NN
| colour to the principal spot in the chromatogram T H '

| obtained with standard solution. JT,
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B. In Assay, the principal peal in the chromatogram | Complies
obtained with the test solution has'the same reten- WK
tion time as the principal peak in the chromatogram S
obtained with the standard solition NG Ft 3

In Assay, the principal peak in the chromatogram Complies
obtained with the test solution has the same reten-

tion time as the principal peak in the chromatogram |
obtained with the standard solution
06 eM, 11{0 BUTATACTLCS He menie 50 M Binnosinae !
Deliverable volume NLT 50 ml Complies |
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Newm | Haspa ‘anaiiia'yw - Cneuuq)iscauiﬂ Pesy.rrmamanamsy
Sr.No. | ~ Test name | Specification _ o Test result
pH Bix 3,3 no 4,0 36
* _' pH Between 3.3 and 4.0 36
| | Om:ropi,micm MACH 03, uio BU-~ 'He Oiibile ABOX irmminyaﬂmmx.- MaC BiIXHISIOTHCH Biﬁ - 0,5 % %0 0,5 %
| TATAOTHCS 13 6araTOHO30BHX. Bin cepennnol Macu Ginprue ax na 10 %. Tlpu npomy
| xoHTElHepIB IKOJHA iBUBINYyanbHa Maca J03 HE Mac BIXXHISTHCA
) Bin cepeaunoi Mach 6inplie sx Ha 20 %
2 Uniformity of mass of delivered | Not more than two of the individual masses deviate | - 0.5 %10 0.5 %
doses from multidose containers | from the average mass by more than 10 %. No
“individual mass deviates from the average mass by~
more than 20 % | ;
I'yernHa | Bin 1,07 1o 1”.1_".7.—1‘»_’54;1.1*11:‘)1&;2(‘] °oC '1,12 /M o
5 Density From 1.07 t0 1.17 g/ml at 20 °C 1.12 g/ml 'i
Jimit Ondansetron related com- | He sz,me O 10 % T 0,021 %
” pound D |
7 Limit of Ondansetron related "NMT 0.10 % { 0,021 %
compound D ; ;
Cynponiani AOMIUKH | Imidazole - He 6insme 0,20 % 76,00'5"%" T
2-Methyl imidazole — re 6inswe 0,20 % 0,006 %
Des-C-methyl ondansetron -hydrochloride - wue | E:
Hinswe 0,20 % | He sussnedo
| N-Desmethyl ondansetron maleate — de Ginbe |
10,20 % 0,003 %
| Ondansetron. related compound A — He' Gimpue |
0,20 % He pussneHo
| Hesinoma nomimxa — He Ginsie 0,20 % 1 0,041 %
CyMa HOMILOK (BKJIFOYAI0YH Ondansetron related |
8 compound D) —ue 6inpue 0,50 % 1 0,104 %
Related substances. Imidazole: NMT 0.20 % - 0,005 %
2-Methyl imidazole: NMT 0.20 % 1 0.006 %
Des-C-methyl ondansetron hydrochloride:
NMT 0.20 % ~ |ND .;:':'i’-’f - L!_.j:j_‘g;q
N-Desmethyl ondansetron maleate: NMT 0.20 % . | 0.003 % ,,-{,1\ """""" (NN
“Ondansetron related compound A: NMT 0.20 % ND j*f/ Y d‘"ll‘;;' PAPRE
Unknown.impurity: NMT 0.20 % 1 0.041 %[ ™ HTHy
‘Total impurities (including Ondansetron related f o | '*’*;‘(’J}I ;’f;f;‘j;';r i
“compound D): NMT 0.50 % 0.104 %‘\ Wi
" i SENTHEITE AR S : _— " . ' ql k 1 Cl= f‘}[umwﬁ”,
KinpkicHe Bu3HaueHHS Bin 95,0 % no 105,0 % six zassnenol xinsxocti | 101,1 % i} f;; “ | _
| OHaaHCeTPOHY  OHJAHCETPOHY B ripenapari | M f}m m 01 0\1‘ Ho
4 Assay of Ondansetron 5.0 % to 105.0 % of the labeled claim of On- | 101.1%
‘dansetron
KinbKiCHE BU3HAYEHHS Harpiio Bix 90,0 % no 110,0 % sin 3AABNEHOT kihﬂkdcrij 100,3 %
bensoary Harpiro 6en3oaTy B npenapari |
10 Assay of Sodium benzoate 190.0 % to 110.0 % of the lab _____'_!__ Of Sodium | 100.3 %
benzoate o - |
— T 1/24 _________________________________ ._
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| Nen/n Ha3isa ananisy Creundikaiis PesynbraTi aHaNi3y
Sr. Na, ~ Testname Specification | Test result
Mlkpoﬁlononqﬂa YUCTOTA ‘3aranpHEé MMCHO  aepOfHMX  MiKpOOpraHisMis .
(TAMC) ~ ne Ginpme 10° KYO/Ma | <10 KYO/ma
3aranbHe YHCIO OPIKKOBHX T4 ITICEHEBIX. rpubis’
(TYMC) — e Ginsime 10 KYO/mi <10 KYO/mn
N Bigcytnicts Escherichia coli s 1 Mn npenapary Bincyrhst
11 Microbiological purity I Total aerobic microbial count (TAMC); .
I NMT 10* CFU/ml <10 CFU/ml
Total combined yeast/moulds (TYMC): |
NMT 10! CFU/ml <10 CFU/ml
- Absence of Escherichia coli per ml Absent

BUCHOBOK: / CONCLUSION:

[IpoayKT BAFOTOBJIEHO, YHAKOBAHO Ta [1pOAHATIZ0BAHO 3I1AHO 3 BHMOraMH peecTpauiffHoro nocBiIueH s .

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

Cepridixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP
Cepist AB Ne 598054

Batch AB No, 598054

_Binnoainae cTaHuyapram Ta suMoram GMP.
It complies with GMP standards and requirements.

JliueHsis wa BUpOOHUUTBO HIKAPCHLKIX 3ac00iB:
Licence for medical products production:

M HIIITHBp,.D‘IWIO tt10 BCi BUpOGHWYT cTail Jurs jiiel cepli rotonol npom,rkuu GYNH ANIHCHEH B HOBHIA BI/INOBIMHOCTL 3. BUMOraMy, 303HAYCHUMH B YHBHIR
HacTaHoBi 3 GMP, 3aTsepurettiti MidicTEPCTROM OXOPONH 30O’ YKPRIIH, | 3 BMMOTaMH PEECTPaLIRHOIo NOCHE thIHH TIPU3HAMEHBA.

| 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.

"'.'u'"ii - T,
: "-'u"" bakrrana "
o~ -y '

S KT
'4.1 -~ ) l"‘x g "
— AL JPAPA \
T R~ T Ji ~ ‘1 ’
AT W LT adsh anicu na i ;I‘f;
AL LN KOS AN AL N o j j
BN\ CEPTHOIRATIS.  Sov fF
i ! . 5N sl
R ¢ ‘70 e
A AR Rl c}l‘_?ff‘f}:::?"f
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Analytical Chemist P QC Lab In-charge i et Ui Qualificd Person
Inm’/Name: | . z ~ AN , @ ~( 9 L \ {
| T EDpuecoba 20 |Epprercmasa T |G o Cgronh J«fmua Léfe. ,t/
IMignuc/Signature: S G paed \'\‘ﬂj
8 . A ! L/ e ZQ ‘Cét’{wj?
| Hara/Date: iy s (o, ﬂ\ , n
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