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CERTIFICATE OF QUALITY

Hazsanwe npoaykrta: CYCIIPIH® posunu ang opankHoro 3acrocysauns, 4 Mr/S mm, no 50 ma y tpmakoni Nel
Name of product: SUSPRIN®, oral solution, 4 mg/5 ml, 50 m! in a bottle No.]

Per. Ne; / Per, Ne: FP/0919/20

Pasmep qép:m: / Batch size: 500 nutpos/ liters

Cepua Ne: / Batch No.: SSLK001

KosinuecTeo ynaxorok: / Number of packs: 10 000

Jlata usrorosnenus: / Mfg. date: 11.2020

Cpox ronsocTu: / Exp. date: 10.2022.

Pernctpaunonsoe ceugerenncTeo Ne UA/18325/01/01, neitctryer no 17.09.2025
Registration certificate No. UA/18325/01/01, is valid to 17.09.2025

Ne n/mt Mapamerpel Cneunduxanug Pesyastatsl
Sr. Ne. Tests Specifications Observations
] Omuc Ipo3opa pianna 3 XapakTepHUM 2anaxoM Binnoeinae
Description Clear liquid with a characteristic flavour Complies

2 Inesrndixauia;
Ounancerpon

Harpito Gensoar

Identification:
Ondansetron

Sodium benzoate

A. Ha =xpomarorpami sunpoGosysasoro | Binnosinae
PO34MHY M2 BHABJSTHCA OCHOBHA fiisAiMa Ha
PiBHI OCHOBHOT TUIAMM Ha XpOMaTorpami
PO3UMHY NOpIBHAHHS, BiAnOBiAMA 1 32
po3mMipoM i 3abapenenHas

B. Ha xpomatorpami sunpobGosysanoro
pO3MHHY, oJepxkauiii y  sAnpobysanxi
«KinpKicHe BH3IHAUECHHA», Yac yTpUMYyBaHHA
OCHOBHOTO flika MaE CHIBAaJaTH 3 HAacoM.
YTPHMYBaHHA OCHOBHOTO nixa Ha
XpOMATOTpaMi po3uHAY NOPIRHAHHA

Ha xpomaTtorpami sutipobonysanoro pozuanny,
opepkanifi  y sunpobysanni  «KinskicHe
BH3HA4YCHHA), Hac YTPHMYBAaHHA OCHOBHOIO
nika Mae CHIBOASIATH 3. YACOM YTPHMYBaHHS
OCHOBHOrO fika Ha XpOMAaTOTpaMi PO3YHHY
TIOPiBHAHHR

A. The principal spot in the chromatogram ob-
tained with the test solution is similar in posi-
tion, size and colour to the principal spot in the
chromatogram  obtained with standard
solution. ;

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

In Assay, the principal peak in the chromato- | Complies
gram obtained with the test solution has the
same retention time as the principal peak in
the chromatogram obtained with the standard

solution
3 O6’eM, w0 BHTAraCTRCA He menme 50 mn ‘Bianosinae
Deliverable volume NLT 50 ml _ Compilies
7
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Tapamerpm Cnennguranns PesyasraTh
, Tests Specifications Observations
4 pH Bin33 n04,0 3,6
pH Between 3.3 and 4.0 3.6
5 OnHopiAHiCTs MacH A03, WO He Ginsuie aeox inamsigyansHmx Mac siaxmms- | Bin-0,7 % a0 1,0 %
BHTATAKTHCA i3 faratos030BHX | 10ThCs BiO cepemnboi MacH Gimbiue sx Ha 10 %.
KoHTelHepis ITpu upomy sconHa iHOMBiMyanbHa Maca O3 He

Uniformity of mass of delivered
doses from multidose containers

Ma€ BiAXHAATHCA Bl cepenHbol Macy Ginmslue sk
Ha 20 %

Not more than two of the individual masses
deviate from the average mass by more than 10 %.
No individual mass deviates from the average
mass by more than 20 %

-0.7%10 1.0 %

6 T'yctuna Binx 1,07 no 1,17 r/ma npn 20 °C 1,12 r/mn
Density From 1.07 to 1.17 g/ml at 20 °C 1.12 g/ml
7 JIimit Ondansetron related He 6insie 0,10 % 0,025 %
compound D
Limit of Ondansetron related NMT 0.10 % 0.025 %

compound D

8 Cynposiani aomimkn

Imidazole — xe 6insviue 0,20 %

2-Methyl imidazole ~ ue 6inpiue 0,20 %
Des-C-methyl ondansetron hydrochloride — ue
oinsie 0,20 %

N-Desmethyl ondansetron maleate — ne 6inpure
0,20%

He puasneso
He suanneno
He Buasneno

He Buasnexo

Ondansetron related compound A ~ ye 6iapmie | He sussneno
0,20%
Hesninoma fomitika — ue 6isiue 0,20 % 0,018 %
Cyma gnomimox (Bxmowawoyn  Ondansetron
related compound D) — ne Binsme 0,50 % 0,057 %
Related substances Imidazole: NMT 0.20 % ND
2-Methyl imidazole: NMT 0.20 % ‘ND
Des-C-methy! endansetron hydrochloride:
NMT 0.20% B o ND B
N-Desmethyl ondansetron maleate: NMT 0.20% | ND
Ondansetron related compound A: NMT 0.20% | ND
Unknown impurity: NMT 0.20 % 0.018 %
Total impurities (including Ondansetron related
compound D): NMT 0.50 % 0.057 %
S KinskicHe BH3HAUeHHS OH- Bia 95,0 % a0 105,0 % Big 3aamnenoi kinskocri | 98,5 %
zaucerpomy OHAHCETPOHY B Npenapati
Assay of Ondansetron 95.0 % to 105.0 % of the labecled claim of | 8.5 %

Ondansetron

FP/0919/20
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Ne n/n TMapamerpnt Cneunduxanas PeayanTaThl
Sr. No. Tests Specifications Observations
10 KinbkicHe BHIHAYEHHA Bin 90,0 % no 110,0 % sin sasenesol xinsxoceri | 95,3 %
Hatpiio Gensoary HaTpito BeH3oaTty B npenaparti
Assay of Sodium benzoate 90.0 % to 110.0 % of the labeled claim of | 95.3 %

Sodium benzoate

1 MixpoGioaoriuna uucrora

Microbiological purity

3aransne 4MCno aepobHHUX MiKpooprawismis
(TAMC) — se Ginpwe 10> KYO/mn

3aranbHe 4YHCHO OPIKIKOBMX Ta IUTICEHERMX
rpubis (TYMC) - ne 6inswe 10" KYO/mn

Biacyrnicrs Escherichia coli B | mn nipenapary

Total aerobic microbial count (TAMC):
NMT 10* CFU/ml

Total combined yeast/moulds (TYMC):
NMT 10' CFU/ml

Absence of Escherichia coli per ml

serwe 10 KYO/mn

menne 10 KVO/mn
Escherichia coli — BincyTtha
Blr

<10 CFU/ml
<10 CFU/ml]

Escherichia coli is absent
perlg

JAKIOYEHME: nposykT npon3BesieH, YNAKoBaH H MPOTECTHPOBAH B COOTBETCTBHE C TPeGOBAHMAMM PETHCTPAUMOHHOIO
ceunerentcrea. OTBeuacT TpeGopanmam M cravgapram GMP., Ceprudmxcar Nz 009/2020/GMP
CONCLUSION: the product is manufactured, packed and analyzed as per Registration Certificate requiremeants. It complies
with GMP standards and requirements. Certificate No. 009/2020/GMP

Cepun AB Ne 598054
Batch AB No. 598054

JInnensns H2 TPOH3BOACTBO ICKAPCTBCHHBIX CPCACTB:

Licence for medical products production:

XHMHK-ZHAIHTHK
Analyst

Haganshnk OKK

~3amM. Hauansuuka OKK
/QC Head

“Deputy QC Head

YIoHOMOYEHHOE NHLO
Qualified Person

- Mmsa/Name:
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