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CEPTHRIKAT AKOCTI
CERTIFICATE OF QUALITY

f_Ha:m.a APOIYKTY:
| Name of produect:

CYCIIPIH®, posuun Ans opanb#oro sactocyBanss, 4 MI/s M

SUSPRIN®, oral selution, 4 mg/5 ml

Cuna pi: OHEABCeTpOHy riAPOXIOPHIY KHUTIZpaT ¥ nepepaxypadHi na ospancerpod — 4,0 Mrvs M
Stirenpih; Cndansetron hydrochloride dihydrate equivalent to ondansetron ~ 4.0 mg/5 ml

Cepist N2/ Batch No.: S8L4012 Poamip ynaxonku / Package size:

Peectp. Ne / ARNo.: FP/045%124 Thn ynaxosier / Pack type: Daaxon Nal / Bottle No. !

Poamip cepil / Batch size:

500 nitpisfliters

Hara murotonenna / Mfg, dafe;

Kir-1s ywarosox / No. of packs:

10 600

Tepmin npunarnocri/ Exj. date:

Kpaina / Market;

UKR

Pecerpauiiine nocsiauenns Ne:

Ua/18325/01/01

TepMin AT o / valid to 17.09.2025

Registration Certificate No.:

Harplro Senzoar

Identification
Ondansetron

Sodium benzoate

Nen/n Hasea ananisy Creundixauia PesynpvaTi apaiizy
Sr. Na, ) Test name Specification Test result
Orue Iposcpa pigHEa 3 XapakTepHUM 3anaxom Bianosixae
Description Clear Hquid with a characteristic flavour Complies
[newrrdikauia
Onnancerpon A. Ha xpomarorpami sunpotiosysasoro Pposunny Mac | Binqnosinae
BUABJLITHCA OCHOBHA MIiMa HA PIBHI OCHORHOT IIsMH
HA XPOMATOIpaMi PO3YMHY TOPIBHYHAY, Binnosim, 1
3a posmipom 1 3aBapnaenram -
B. Ha xpomatorpami mampoSosysaroro posumriy, | Binnonigae

onepxanif v pHnpoSysanni «Kinexicke sminaucr-
HDy, MAC YIPHMYBAHHS OCHOBHOIO THKA Mae CIIiBIa-
AaTH 3 4acOM YIDHMYBEHHS OCHOBHOIO [HEA Ha Xpo-
MATOTPaM] posiENy nopiusHEA

Ha xpomatorpami BHNpoGoByBanore posurky, oxep-
xauiil y punpoGysasui «KimkicHe Bu3HAaYCHHY, YAC
YIPUMYRAHHA OCHOBHOTO Dika Mac ciUBNAAATH 3
HECOM. YIDHMYBAHHA OCHOBHOIO NiKa Ha XpOMaTor-
pami pO3URHY NOpiRHTHAL

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

B, In Assay, the principal peak in the chrematograny
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 chrematogram
obtained with the standard solution

Compties

Complies
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Deliverable volume

L.

He menme 50 mn
NLT 56 ml

Binnowinae

Cownplies
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Ne n/n Haspa ananizy Crenndirkanis - Perynerary ananisy
Sr. No. Test name Specification Test result
o pH Bin 3,3 no 4,0 3,0
4 pH Between 3.2 and 4.0 3.6
OnropinaricTs Mack mo3, Mo BR- He 6Ginpre peox ivpupinyanshex mac pixunmorses | Bin- 0,4 % a0 0.4 %
TAraloTRCA 13 GaraTono3oBnx Bin cepenupol Macy Gliewe gk va 10 %. [Tpn LEOMY
KonTeRHepis HOIHA IHAMBIMyaEHA Maca 103 He Mae BIIXHIATHCA
Bill Cepsibol MacH Glrsime #x Ha 20 %
5 Uniformity of mass of delivered Not more than two of the individual masses deviate | - 0.4 % t0 0.4 %
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'ycrube Bia 1,07 2o 1,17 rivn fpx 20 °C 1,12 v/mn
6 Density From 1.07 to 1.17 g/ml at 20 °C 1.12 g/ml
Jlimit Ondansetron related com- He 6inpine 0,10 % 0,021 %
pound D
7 Limit of Ondansetron related NMT 0.10 % 0.021 %
compound D
Cynposinni fominixn Imidazole — ne Gimsure 0,20 % He susBnenn
2-Methyl imidazole — ne Gimpme 0,20 % He sussneno
Des-C-methyl ondansetron hydrochioride — e
binpime 0,20 % He pissneno
N-Desmethyl ondansetron maleate — le 6imbie
0,20 % 0,012 %
Ondavsetron related compound A — ne Ginsime
0,20 % He nunsaero
Heninoma nomimisxa - ne Sinpie 0,20 % 0,068 %
Cyma pomimox (pxmouaroyn Ondanseiron related
8 compound DY — we Gisne 0,50 % 0,161 %
Related substances Intidazole: NMT 0.20 % ND o fd\: K PAT
2-Methyl imidazole: NMT 0.20 % ND N T
Des-C-methyl ondansetron hydrochloride: CTAE gk
NMT 0.20 % | ND _ Al
N-Desmethyl ondansetron maleate: NMT 0.20 % 0.012% ji: ’*‘*:o“ﬂfg@}iggum
Ondansetron related compound A: NMT 0.20 % ND g el
Unknown impurity: NMT 0.20 % 0.068 % WB\ Py
Total Impurities (including Ondansetron. refated \\%
compound D): NMT .50 % 0.161% " N
T KinpxicHe suagayenua Bix 95,0 % no 105,0 % »in saseneno! ¥inmbrooTl 96,9 % '
OnasHeetpoRy ONAAHCETPONY B NpeTapaTi
9 Assay of Ondansetron 95.0 % to 1050 % of the labeled clain of On- | 99.9 %
dansetron
Iinexicne pusnaeenns Haplio | Big 90,0 % ne 110,0 % sin sasanenol kinekoct | 99,5 %
Genzoary natpifo Gen3zoaTy B Npenaparti
10 Assay of Sodivimn benzoate 90.0 % to 110.0 % of the labeled claim of Sodium | 99.5 %
L benzoate :
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Microbiological purity

{TAMC) - se Sinbine 10% KVO/mn

3arannue 9CHo MPHRKOBHK T4 TUIiCeHgBIX rpHGID
(TYMC) - ne Gimine 10! KYO/ua

Bincytuicts Escherichia coli B 1 Mn npenapaty

| Total aerobic microbial count {TAMCY):
“INMT 10% CFU/ml

Total combined yeast/moulds (TYM):
NMT 10* CFU/ml
Absence of Escherichia colf per ml

Ne ni/n Hasga ananiyy Crenndiranin Pedynnratn apanizy
Sr. No. Test name Specification Test result
Mikpobionoriuug ypactora 3arankHe wHeno  aepofHMX  MikpooprauisMin

< 10 KYVO/mn

<10 KYO/mn
Bincyraa

<10 CFU/ml

< 10 CFU/ml
Absént

BHCHOBOK: / CONCLUSION:

TIpoaykT BMFOTOBIEHO, YNAKORAHO T2 IPOAHANI308AHO 3TIMHO 3 BUMOraME peecTpaniifnoro noceiuens.
The product is mannfactuied, packed and analyzed as per requirements of Registration Certificate,

Binnopinae crabmmapram 72 Brmoram GMP.
It complies with GMP standerds and requirements.

Jlinensiz Ha BUPOGHHUTEO NikapChENX 33006
Licence for medical produéts produstion:

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

Cepin AB N 598054
Bateh AB No. 598054

LInv vinrsepigio, wo sci BHpoSiadi crazii ang mie Gepii roTosol nposyraEi Gyan agilicreni B mopnis BIANOBIANOCTS 3 BUMOTEMH, 3A31IAMEHHMI B M
Hactaosi 3 GMP, sataepaseniii Minicreperaon OXOpTIH 3TOPOB’S YHPAIMIL, | 3 BHMOTAMK PECCTPALIHEOTO NOCKE KPEiHY IPHIHANEHNS,

T'hercby certify that all the manufacturing stages of this bateh of finished product have been cafried out

Ministry of health of Ukraine and with the requirements of the Marketing Authorisation file of the destination country.

in full compliance with the GMP requirements of the

«TTEDAPAL
H1
J',n,(.*limqlixa!_lji‘muﬁ
uepn 20075891
Anst

CEPTWOIKATIR

Ximig-anamiTug ¢3a8. nadoparopieto BIT | Hauamuni BKS YiosroBaxeHa 0cola
Analytical Chemist  [[QC Lab In-charge QC Head ... Qualified Person :
In’*s/Name: Toritgyea 00 | Cavpmmpota et [Gosenorana 16 Q@@M olecto A
Tixanc/Signature; /_‘;,/-?t%’z’- A fuue/ =t~ % BeLLECER e M?//
Nara/Date: JTECFY 3tloria e g %7 ?&A%’ 4
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