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BATCH CERTIFICATE
CEPTU®IKAT CEPII

Certificate No.: Page 1of3

Ceprngikar No: APLEEZ200350% Cropinka | 3 3
Product name: VOMENDA Manufacturing country: | India
HazBa npoaykuii: BOMEHIA Kpaina BupoOHHK: Innin
Pharmaceutical form: Solution for injection Destination country: Ukraine
Jlikapcska gopma: Po3duH Ans i’ ekuin KpaiHa npu3HayeHHd: ¥Ykpaina

Strength/potency:

Cuna aii/akTUBHICTE:

1 ml contains ondansetron hydrochloride dihydrate, which is equivalent to 2 mg of

ondansetron

1 M MiCTHTE OHAAHCETPOHY TiAPOXI0PUAY ANTiapaTy, 110 eKBiBAIEHTHO 2 MI

OHIAHCETPOHY

Type and size of packaging:
Bun i posmip ynakoBKH:

4 ml (8 mg) in a vial; 5 vials in a cardboard box with Ukrainian language labeling
mo 4 v (8 Mr) y dnakoni; no 5 diacouie y KAPTOHAIA KopoGui 3 MaApKYBaHHAM

YEPAiHCEKOW MOBOIO

Batch No.: Batch Size: packs
Cepin No: AS1240346R8 Po3mip cepil: b YNaKoBOK
Mfg. Date: 10/2024 Expiry Datf: 09/2026

JlaTta BUpoOHHUTREA: IpuaaTHWii ao:

Beghttation Crrtifiate: UA/18676/01/01 b s 13.04.2026
PeecTpauiiine nocBiA4eHHA: Hiiicne no:

Ma_nufacturer name: ASp].I'O Pharma L}rtl‘lted Man. ljlcens_e No.: 36/MD/AP/2013/F/G
Haiimenyeanus eupofHiKka: | Acnipo ®apma JlimiTen Bup. ginensia No:

Location:

MicuezHaxoQKeHHA:

Sy.No.321, Biotech park, Phase-111I, Karkapatla Village, Markook Mandal,
Siddipet Dist-502281, Telangana State, India

Ci.Ne321, Biorex napk, ®eiis-111, Kapkanataa Bineax, Mapkyk Manjaa,
Cuaainer Auer-502281, Tenanrana Creiit, IHais

InenTudikauin

The retention time of the principal peak
in the chromatogram obtained with test
solution should correspond to the peak
obtained with standard solution in Assay
method.

a) metoaom BEPX

Yac yTPUMYBAHHA OCHOBHOFO [lika Ha
xpomarorpami eunpo0yBaHOTQ PO3UUHY
Ma€ BiAMOBINATH Yacy YTPUMYBAHHA
OCHORHOrO nika Ha Xpomarorpami
CTAHIAPTHOrO PO3YMHY Y BMUNpoOyBaHHi
«KifibKicHe BU3HAUEHHAN.

b} by IR

The infrared absorption spectrum of the
potassium bromide dispersion of the
sample should exhibit maxima only at

CERTIFICATE OF GMP COMPLIANCE No.: validity:
CEPTU®IKAT BIANNOBIJHOCTI YMOB BUPOBHHULITBA 076/2024/GMP e Mi:;:li'l" 09.03.2026
JIKAPCBKHX 3ACOBIB BUMOI'AM HBII Ne: B ;
Analysis procedure result/ Pe3yibTaTi npoBeJeHHs aHATI3Y
;;NS?;[ Test /Tloka3HHK AKOCTI Specification /donycTumi mexi Result /PesyabTat
1 Description A clear colorless solution. A clear colorless solution.
Onuce [pozopuii, beadapBHHt pO3YHH. [Tpozopuii, He30apeHUii PO3UKH.
2 Identification a} by HPLC method a} by HPLC method

The retention time of the principal peak
in the chromatogram obtained with test
solution corresponds to the peak obtained
with standard solution in Assay method.

a) metonom BEPX

Yac yTpHMYBaHHA OCHOBHOrO Mika Ha
XpoMartorpami BunpoOyBaHOrO PO3YKHY
Binnosingae yacy YTpPUMYBaHHA
OCHOBHOTO MiKa Ha  XpoMaTorpami
CTAHAAPTHOTO PO34YHHY Y BUMPOOYBaHHI
«KinbkicHe BU3Ha4EHHAN.

b) by IR

The infrared absorption spectrum of the
potassium bromide dispersion of the
sample exhibits maxima only at the same
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KinkkicHe BU3HAYEHHSA
(%, m/m)

(% BiI HOMiHANIBHOTO
IHAYEHHS
OHIaHCETPOHY)

He meHire 97,0 1 ve dinswie 105,0

Certificate No.: Page 20f3
Ceprugirar No: | APLFP24003505 | Tipmxaza ;
the same wave number as that of a | wave number as that of a similar
similar preparation of Ondansetron | preparation of Ondansetron
Hydrochloride  dihydrate ~ working | Hydrochloride dihydrate working
standard standard
6) metonom 1Y- cnexrpodotomeTpii 6) metonom [Y- cnexrpodotomerpil
[U-cnektp  mnornuuanHa 3paska B | IY-cmextp  nornnHaHHA ~ 3paska B
omcnepeii 3 kamio  Opomigom  Mae | aucnepcii 3 Kaniio  OpoMigom
MOKa3yBaTH MaKCHMyMM TiIbKM 3a | MOKAa3ye  MakCHUMyMM  TilbkH 32
ONHAKOBOT MOBKHHM XBHT WO | | OJHAKOBOT JOBXHHA XBWH o i
AHANOMHHO MpUroToBaHuii  pobouunit | aHanoriuHo  npuroToBanuét  poBouni
craHgapT OupaHceTpoHy Tifpoxmopuay | ctaHnapT OHIAHCETPOHY riAPOXJIOPHIY
OHriapary. NUriaparTy.
3 Between 3.3 and 4.0
pH Bin 3,3 10 4.0 -
4 Extractable volume (ml) | NLT 4.0 Minimum: 49 ml
06’em uio Buraraereen | He menwe 4,0 MiHimym: ’ M
(m1)
5 Assay (%, m/m)
(% Label Claim as
Ondansetron) NLT 97.0 and NMT 105.0 100.2 % m/m

100,2 % m/m

6 Related Substances (%, m/m) (By HPLC)
Cynpogiadi aomiwkn (%, m/m) (merogom BEPX)

[mpurity - C
Howmimka- C

fmpurity - D
Howmimka- D

Sum impurities A & G
Cyma gomimok A iG
Sum impurities E & F
Cyma pomimok E i F
Maximum single
unknown impurity
MakcHm. 0JHHHYHA
HeineHTHdiKoBaHa
nomilnka

Total impurities
Cyma nomiiok

NMT 0.2

He 6iabe 0,2
NMT 0.15

He 6inewre 0,15
NMT 0.2

He binpuwe 0,2
NMT 0.2

He 6inpure 0,2

NMT 0.2
He 6inbwe 0,2

NMT 0.4
He Ginbwe 0,4

Not Detected
He pugBIeHO
Not Detected
He BuABIEHO
Not Detected
He puaBneHo
0.00 % m/m

0,00 % m/m

0.08 % m/m
0,08 % m/™M

0.08 % m/m
0,08 % m/m

7 Impurity-B (By TLC)

Homimka-B
(meron TIIX)

Any secondary spot corresponding to
impurity B is not more intense than the
spot obtained with the reference solution
(0.4%)

Byab-fka  BTOpMHHa  miAMa, WO
pianopinae gomiwui B Ha xpomarorpami
BUNPOCYBAHOrO PO3UMHY, HE iHTEHCHB-
Hille, WK [IAMa HA  Xpomatorpami.

Secondary spot corresponding to impurity
B is less intense than the spot obtained
with the reference solution (0.4%)

BropuHHa nisma. WO  BiAMoBifaE
aoMmiung B, MeHWw iHTeHCHMBHA, HiXK
nnamMa, OTpUMaHa 3 PO34HHOM

nopieHaHHA (0,4%)
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Certificate No.: Page 30f3
Ceprudixat Ne: APLFP24003505 Cropiiica s 3
oTpumana 3i pozuusoM mnopisuannA (0,4
%)
8 Particulate Matter
MexaHiYHi BKIHOYEHHS
a) visible Should be free from visible particles Free from visible particles
a) BUAUMI BuauMi qacTku nosuHHi 6yTu BiacyTHi | BHIMMi 4acTkM BincyTHi
b) sub visible ) ) ) ]
>10 pm NMT 6000 particles/vial 42 particles/vial
>25 pm NMT 600 particles/vial 0 particles/vial
0) HeBHAHMI )
> 10 MKM He 6insure 6000 yactox/¢naxkod 42 yactku/pnakon
> 25 MEM He 6inbine 600 yacror/drakon 0 uacrok/dnakoH
9 Bacterial Endotoxin
(EU or IU/ml) NMT 21.88 <2.7EU/ml
Bakrepianbhi
€HA0TOKCHHH He 6inbime 21,88 <2,7 EO/mn
(EO ato MO/m.1)
10 | Sterility Should be sterile Sterile
CrepnnnHicTs Mae ByTu CTEPHIBHHM CrepunbHui
Labelling Should correspond to the MQC requirements | Corresponds to the MQC requirements
MapkyBaHH# MNoeuuto Bixnorigatu sumoram MEKA Bianmosimae sumoram MK
Packaging Should correspond to the MQC requirements | Cormresponds
IMaxysanns [MoeuHHO BixnoBizaTH BuMoram MK Bianogsinae

I hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labeling and quality control at the above mentioned site in full compliance with the
requirements specified in the current GMP guidelines approved by the Ministry of Health of Ukraine and with the
requirements of the registration dossier of the destination country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

IIum 5 3aceiouyio, wo Hasedena euwe inpopmayia € OocmosipHolo ma mounoo. Lo cepio npodyxyii Gyno
GUPOBNEHO (BKTIONAIOYNU NAKYSAHHA/MAPKYBAHHS) MA KOWMPOAb i AKOCMI 1a euwje3dsHadentii supobHuYill direnuYyi
nposedeno y nosniii 6iOnoeioHOCmI 3 GUMO2GMU, 3G3HAYEHUMU 8 MUNNIL HACMAHOSI 3 GMP, sameepdoiceniti
Minicmepcmeom oxopowu 300po6’'a Yxpainy, i 3 6umo2amit peecmpayiiinozo 00Cve Kpainu npusuaenns. lpomoxonu
BUPOBHUYMEA, NAKYBANHA MA AHANT316 BYI0 nepeanaymo ma 6cmanosaeno sionosionicme GMP.

Narendar Reddy Kandula

Name :
Position of person authorising the batch release g;bf:;;:t]l)‘;igﬁauuyﬂa
IpiseHIIe | Byt koRABYKIE AUPEKTOP 3 AKOCTI

Mocaaa ocotm, axa BUIANA A03BIT HA BUNYCK cepil

Signature of person authorising the batch release
[ianue ocodu, KA BUAANA 03B HA BUNYCK cepii

Date of signature
JaTa ninnucanus
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JAEPKABHA CJIYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBHKIN OBJIACTI

npos. CeiTimmunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 576-40-41
E-mail: dIs.ko@dls.gov.ua, Kog €ZIPTIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOI0 B YKpaiHy JiKapchKoro 3acody

21.01.2025 Ne 63137/25/10

BOMEHJIA

(naiiMeHyBaHHS JIIKapCBKOro 3aco0y 3riHO 3 peecTpaLiifHUM MOCBI TYEHHAM )
PO34MH JUId iH €Ki, 2 Mr/mi; o 4 mi (8 mr) y iakoni; no S ¢piakonis y kapToHHiH
Kopooui

(dhopma BHNyCKY, 103yBaHHSA, BAJ AKYBaHHS JIIKapCHKOro 3acoby)
Howmep peecrpauiitnoro nocsiguerns UA/18676/01/01 ctpoxk nii peectpauiitnoro noceinuenns 13.04.2026
Cepis nikapcskoro 3acoby Ne AS1240346B Kinekicts BBe3eHOro nikapeskoro 3acody 4793

Bupo6Huk Acnipo ®apma Jlimiten, Inpgis

(naliMeHyBaHHA BUpOOHHKA JIiKapchKOro 3aco0y, KpaiHa MOXOKEHHS)

Baeseno B Yipainy TosapucTBo 3 06Mexenoo BianosinaabnicTio "AMAPOKC
HOKPEHWH JIIMITEL", inenr. xox: 43687709

(naiimenyBanns Ta kof 3a €JIPTIOY ropuananoi ocobu abo npissume, iM'a, no 6aTekoBi (izHaHOT
ocobH - minpremnd, i Miclle NpoKHUBaHHSA Ta peecTpaliiinuii Homep 001iKoBOT KapTKH MJIaTHHKA
nojaTkis abo cepis Ta HOMep IacrnoprTa)

Iporoxou Bisyansunoro xonrpouo six 06.12.2024 Ne 3788/2.
JlabopaTopHuit aHai3 SKOCTI JTikapchKkoro 3acody 3ailcHeHwmit:

JIT "IentpansHa gabopatopis 3 aHalTi3y IKOCTI JIIKApCHKUX 3ac00iB 1 MeyHOT mpoayKuii”
(m.Kuis, Byn. Kyapseceka 10r m.Kuis, By, Kynpsscska 8B Kuiceka o6nacts, ¢. Hosi Ilerpisiii,
By/1. IBana ®panka, 19)

(naiiMeHyBaHHA Ta MiclLie3HaxXoLKeHHs naboparopii, mo npoeena nadopaTopHNI aHaIi3 AKOCTI)

BHCHOBOK 010 KOCTi JikapcsKoro 3acoby, Buaanwmii naboparopicio Bix 20.12.2024 Ne 2538

PesynbTari 1aGOpaTOPHOro aHai3y sKOCTI JKapchKOTo 3aco0y 3a IepeBipeHrMH ToKasHuKamMu BiAIIOBIIaI0Th
BHMOI'aM METOJIIB KOHTPOJIIO AKOCTI (aHaTiTHYHO-HOPMATHBHOI JJOKYM EHTAIliT).

3a pesymbTaTaMH JIEpP:KABHOTO KOHTPONIO BCTAHOBJIGHO, IO Jikapcekuit 3acib BBeseHo B VYkpainy 3
AOTPUMAHHSAM BUMOT 3aKOHO/IABCTBA MI0/10 3a0€3MEUeHHs IKOCTI JIiKapChKuX 3ac00iB.
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