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CEPTHDIKAT AKOCTI
CERTIFICATE OF QUALITY

Hazga npouyxry:
Name of product:

CVYCTIPTH®, posuun mst opasbhoro sacrocynanns, 4 Mr/5 M
SUSPRIN®, oral solution, 4 mg/5 ml

Cuna gin:

OHpaHceTpoHy TiAPOXNOpKILY AHIIAPAT Y nepepaxyBanHi Ha onnaHceTpoH — 4,0 M1/S mn

Strength: Ondansetron hydrochloride dihydrate equivalent to ondansetron ~ 4.0 mg/S ml
Cepist Ne / Batch No.: SSLA4016 Posmip ynaxoskH / Package size: 50 au/ml
Pecerp, Ne/ A-R.No.: FP/0733/24 Tun ynaxosxn / Pack type: Pyraxon Nel / Bottle No. 1
Posmip cepii / Batch size: 500 nirpis/liters Hara surovosasennsn / Mig. date: 11.2024
Kin-1e ynakosox / No. of packs: 10 000 Tepmin npuparnocri/ Exp. date:  10.2026
Kpaina / Market: UKR
PeecTpaniiine nocsinuenns No: P
1 A . / nit valid to 17.09.202
Registration Certificate No.: UA/18325/01/01 TepMin mit no / valid to 17.09.2025
Ne n/n Haspa ananizy Crneundirauis PesynvraTh aHanisy
Sr. No. Test name Specification Test result
Onue [Tposopa pigyna 3 XapakTepriM 3amaxom Binnosinae
Description Clear liquid with a characteristic flavour Complies
laenrndixauis
Ounancerpon A. Ha xpomarorpami BumpodoByBanoro posunny mae | Bianosinae
BUABNATHCA OCHOBHA MUIAMA Ha PIBHI OCHOBHOT NNAMK
Ha XpOMATOrpami po3yiHy NopiBHAHAS, BiANOBiNHA T
32 Po3Mipom i 3abapBlieHHAM
B. Ha xpomarorpami sunpoGosypanoro posumny, | Binnosinae
onepxaniit y BunpoGypanmi «IibkicHe BH3HAUCH-
HSD, Yac YTPHMYBAHHST OCHOBHOIO 1iKka Mac CoiBna-
JaTH 3 4acoM YTPUMYBAHHS OCHOBHOIO Ifika Ha Xpo-
MaTorpami po3urHy HOPIBHAHNS
Harpito Genzoar Ha xpomatorpami unpoGoByBanoro pozuiy, oxep- | Bianoeixae

Identification
Ondansetron

Sodium benzoate

xanift y sunpoSysanui «Kinbxkicue susnaucuis», yac
YTPUMYBAHHS OCHOBHOrO Nika Mae criBnamars 3
HaCOM YTPHMYBAHHA OCHOBHOTO IiKa Ha XpoMaTor-
pami pO3UHHY TOPIRHAHHS

A. The principal spot in the chromatogram obtained
with the test solution is similar in position, size and
colour to the principal spot in the chromatogram
obtained with standard solution.

B. In Assay, the principal peak in the chromatogram
obtained with the test solution has the same reten-
tion time as the principal peak in the chromatogram
obtained with the standard solution

In Assay, the principal peak in the chromatogram
obtained with the test solution has the same reten-
tion time as the principal peak in the chromatogram
obtained with the standard solution

Complies
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Deliverable volume

He menwe 50 mu

NLT 50 ml

Bianosinae

Complics

FP/0733/24
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Ne ni/n Hasga ananisy Cremsdikauin PesynbraTi ananisy
Sr. No. Test name Specification Test result
pH Bin3,3 no 4,0 3,6
4 Between 3.3 and 4.0 3.6
QmitopiaHicTs MacH 103, 1O BH- He Ginbitic ABOX THAMRIKyanbHUX Mac Binxusiorsest | Bin - 0,5 % 1o 0,8 %
TAralTHCs i3 HaraToao30B1X Bin cepeannoi Macn Ginkiue sx Ha 10 Y. Ilpn ubomy
KoHTCHHEpIB SKONHA THABBIMYaNLHA Maca 03 He Mac BILRHISTHCS
Bin cepemnbol Mack Glasiue ax Ha 20 %
5 Uniformity of mass of delivered Not more than two of the individual masses deviate | - 0.5 % t0 0.8 %
doses from multidose containers from the average mass by more than 10 %. No
individual mass deviates from the average mass by
more than 20 %
T'yeruna Bin 1,07 no 1,17 r/ma nipu 20 °C 1,12 r/mn
8 Density From 1.07 to 1.17 g/m] at 20 °C 1.12 g/ml
Jlimit Ondansetron related com- He 6inpme 0,10 % 0,022 %
pound D
7| Limit of Ondansetron related NMT 0.10 % 0.022 %
compound D
Cynposinsi gominmu Imidazole ~ 1e 6inpwe 0,20 % He pasBneHo
2-Methyl imidazole - ne Ginbiue 0,20 % 0,004 %
Des-C-methyl ondansetron hydrochloride — He
Ginbie 0,20 % He ppapneso
N-Desmothyl ondansetron maleate — ne Ginpuue
0,20 % 0,011 %
Ondansetron related compound A — wne OGinpue
0,20 % He susizaeno
Hesigoma nomilka — ae Gisiue 0,20 % 0,033 %
Cyma nomiwox (sxmovaoun Ondansetron related
8 compound D) — ne Ginbie 0,50 % 0,113%
Related substances Imidazole: NMT 0.20 % ND
2-Methyl imidazole: NMT 0.20 % 0.004 %
Des-C-methyl ondansetron hydrochloride:
NMT 0.20 % ND
N-Desmethyl ondansetron maleate: NMT 0.20 % 0.011 %
Ondansetron related compound A: NMT 0.20 % ND
Unknown impurity; NMT 0.20 % 0.033%
Total impurities (including Ondansetron related /”“l'(“'“
compound D): NMT 0.50 % 0.113 % /@ % I
4§,
KinsKiCHE BH3HAYEHHS Bin 95,0 % no 105,0 % »in sasnnenol xinsxoeri | 100,0 % § . TAER,
OnjiaHceTPOny OHIAHCETPOHY B Ipenapari ° e T
i~ ACHTY g
? Assay of Ondansetron 05.0 % to 105.0 % of the labeled claim of On- | 100.0 % ‘é kop 2%3‘35‘ 9
§ )
dansetron ) CEPTUG ks :
KinskicHe Busnaucnns Harpiro Bin 90,0 % 10 110,0 % Bin saspsienoi ximskocri | 100,0 % S et
Gensoary vaTpifo Genzoary B npenapati g oA
1 Assay of Sodium benzoate 90.0 % to 110.0 % of the labeled claim of Sodium | 100.0 % ]
benzoate
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PesyapraTi ananisy

Ne n/nn Haszsa ananisy Cnewdikanis
Sr. No. Test name Specification Test result
Mixpobionoriyna ukcToTa SarannHe  WHCTIO  aepobumx  MiKpoopranismis
(TAMC) - se Ginpie 102 KV O/mn < 10 KVO/Ma
Jaraspie YHeNo APBK/UKOBYX Ta ITicenennx rpubis
(TYMC) — ne Sinsie 10' KYO/Mn <10 KYO/Mn
Bincyruicts Escherichia coli 8 1 mn nperapary Bincyrus
1 Microbiological purity Total acrobic microbial count (TAMC):

NMT 10° CFU/ml <10 CFU/ml

Total combined yeast/moulds (TYMC):
NMT 10! CFU/ml
Absence of Escherichia coli per ml

<10 CFU/m}
Absent

BUCHOBOX: / CONCLUSION:

TTPOAYKT BUFOTOBNEHO, YNAKOBAHO T3 NPOAHAILIZOBAHO 31{XHO 3 BUMOraMH pecCTPALifHOro NOCHIEeHHS.
The product is manufactured, packed and analyzed as per requirements of Registration Certificate.
Ceprndixar Ne 080/2023/GMP
Certificate No. 080/2023/GMP

Cepisi AB Ne 598054
Batch AB No. 598054

Bignosinae craupapram ra spmMoram GMP,
It complies with GMP standards and requirements.

Jlitensin Ha BUPOGHHLTBO JIKAPCHIHX 32C00iB!
Licence for medical products production:

Ll miATBEPIUKYI0, 1O Rel bipoBimsyl cranii g uiel cepii rorosoi npoaykuii Gyan 3pifcneirt B nosuif BLATOBIUIOCT 3 DHMOFANI, JA3HAUCHIMIT 18 UHIHIH

facTanosi 3 GMP, 3aTBep kel Minicrepemon 0xopou 340pos’s YKpaits, i 3 BHMOTAME peect AUIHROTO JOCKE KPATHE BPYSHANCHAN.
s P

1 hereby certify that alt (he 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 Markcting Authorisation file of the destination country.
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XiMIK-aHaNITHEK _Paﬂ. naGoparopicio BKA |/ Havamsuink BKSA Ynosropakena ocoba
Analytical Chemist _|'QC Lab In-charge " QC Head Qualified Person »
Taf . 7 o e d A 3 =, =T I‘ . /,
' a/Name: Tovagpadd | Cpnpoby 4, |Sfreernce 19 e
{ =
H 23 e ’.‘Z G D 2 /e
Ilignuc/Signature: §Z Cux wf  Grews

Jlara/Date:

Pl /r/\>, /lL{

FP/0733/24

Page 1/1

Crop./Page Ne: 3 3/0f 3



http://www.tcpdf.org

