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JIEPJKABHA CJIVIKBA 3 JIKAPCbKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTI’IKAMH Y KUiBCBKI OBJACTI

npos. Citimunoi Haaii, 3. m.Knis, 02099, rei/daxc: (044) 363-06- 50
E-mail: dls.kol@ dls.é_m.ua. Koa €1PHOY 37078774

BUCHOBOK
Npo AKICTL BBe3eHoro B YKpainy JikapebKoro 3acody

26.04.2024 Ne 15974/24/10 |

BOMEHJIA

(aitMenyBalig JKAPCHKOre 5acody 3riano 1 pecerpauiiinng TIOCBLIMEHAM)
posumu A i’ exuiii, 2 mr/ma o 4y (8 Mr) y daaxoni; o S guakonis y KapToHHii
Kopodui

{popra BUITYCKY. A03YBAHIL, BIL IAKYREHEA AKAPCHKOTO 3ac0by)

Howep peectpaniiivoro noeninaenns UA/18676/01/01 crpox aii peccrpauiiinoro nocsiauens 13.04.2026
Cepist aikapeskoro sacody Ne ONT023005A KisapkicTh Bresenoro aikapepkoro sacofy 1872

BupoSunk Acnipo Dapma Jlimites, Tuiis
(naifsenysanns BUPOOHIKA AIKAPCHROTo 3acody. KpaiHA I0XOAKCHHS)

Beeseno s Yipainy Toapucrso 3 odmexenoro Bianosiansuicrio "AMAPOKC 3
IOKPEHH JIMITER", inenr. kox: 43687709
Graiivenysanis 1a x0713a €/IPTIOY wpizsrio] ocodu ado npiisuime, iv's, 10 Sarbrobi disnumoi
acob - nianprests, 7 Micle npokHBaHis 12 peecTpaiiilunil nomep 08MIKOBOT KAPTRH IATHHKA
HOJATKIR ab0 Cepist 1a HOMEp 11actopTa)

Iporoxoen sizyaabuoro xontpoato six 09.04.2024 x 6819/3.
HMaGopaTopusii ananis AKOCTL TIKAPCLKOro 3a¢00y 3ulicHeHIT

JIT "Uenrpansua 1adopatopis 3 aHaiizy KOCT J1iKapehKHX 3aC00iB I MEAHUHOT npoayxiii”
(a.Kuis, sy, Kyapaseska 10r mKuis, sy, Kyapasceka 8B Kuiscbka obnacts, ¢. Hosi TerpiBu,
sy [zana ®pauka, 19)

(HaltMenyBains 14 Micteinaxoukens sadoparepii, wo nposena naGoparopinii ananis sxocti)

BHCHOBOK 11010 AKOCTI Tikapebkoro 3acoby, siaannii naGopatopicio sin 20.04.2024 Ne 0836

. .o . : . .
Pesvaprarn aabopatopHOro aHaiizy SKoCTl JIKAPChKOI0 32c00y 34 NCPCBIPCHIMI NOKAHIKAMH BLUINOBLIAWOTH
BUMOTAM METOIE KOHTPOMIO AKOCT (AHaisiTHYHO-HOPMATHBHOT 0Ky MEeHTAlLT).

30 pesyaBTATAME  ICPKABHONO  KOHIPOMIO  BCTANOBACHO. WO AiKapebkni 3aciG  meescno B Vkpainy

JOTPHMAHHAM BiMOI SaK0HOAABCTSA 100 Sa0e3IICHEHEA SKOCTE AIKAPCHKIX 3ac0bis.
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CERTIFICATE OF QUALITY
Fl* PTUGBGIKAT SIKOCTI !
~ Certificate No.: | [ Page I r;i‘é 5
Ceprudiwar Ne: ; APLIP23002136 i ’
-53 Product name: VOMENDA 5 Manufactunng ccuniry T
;; _Haspa npopywwii: BOMEHJIA | Mepmapa-pupodunk: l
Pharmaceutical form: Solution for injection
E Jixapceka dopma: Posuun san in’ ckuis
41 Strength/potency: I ml contains ondansetron lndmchlnrldc dihydrate, which is equwaleni 02 mcr
g of ondansetron i
’* Cuna gil/akTHBHIC ! I ot MICTHTD OHAAHCCTPOHY UIAPOXAOPHAY AUTIAPATY, 1O ekBiBATCATHO 2 'nr'
| OBAAHCCTPOHY i
» FV|)e and size Gl'pmka;,m;_, 4mi(8 mg)ina '.m] 5 vials in a cardboard hox with mmkmgs in Ukrainian
‘ Ban i pomip ynakosku: 10 4 a1 (8 M) y haakosni; o S gaakonis y kaprouniii xopobul 3 MapkyBaxusm
b kdeEiCta}\ﬁm MOBOIO
T e . . T - ;mc}“ b
ONTO023005A 1899 )
i i RO e ST ___Ynakosok
i Mfg. Date: 0 » Date:
& 12/2023 Txpiny Dt 1172025
4 Jara supodnuurea: T Hpugaruuii gor | - L
] Registration Certificate: Valid up to: :
i UA/1867 13.04.2
Peecvpanifine nocsinvenns: A ! 86 e | fidiewepo: 3 ! f,z il
i Manufacturer name: AGE s i
i spiro Pharma Limited Man. Licensc ’\io : : J
i Ha‘i“‘-"yf‘a“"“ 9“905“*”“* Acnipo ®apma Jlivirea Bup. ainensis Ne: RO RAs 12(]13{[“/{,‘ i
: Location: Sy No.321, Biotech parls, Phase-111, Karkapaﬂﬂ ‘V:l]age. Markook M.mdai {4
q Siddipet Dist-502281, Telangana State, India LB
Micuesnaxo/kenus: Ci.N:321, Biorex napk, ®eiia-1, Kapranataa Bineax, Mapkyk Mangasn, | ;
Cumginer ﬂuclﬁ‘iﬂ228! "E“mam aua Creiir, Ingis 55+
i Conclusion on the confirmation of the conditions for the § i
production of medicinal products in accordance with the ] ivahdzl
; requirements of the GMP No.: 023/2023/C-54 j - MH: i 31-12:2023
: BucnoBok oo niarsepokenns yMos supobunurna dikapeninx | i PR
‘ 3acofis sumoram HBIT Ne: Bl 1 i
Ana!vms p: -ocedure result/ Pe 3¥ ALTATH flp()BC'l(‘HHﬂ ‘auanis by §
OKAIHHK ’ipcmﬁmtremgonm umi venci ,
Ne a/n nEACT1 Refmss' AP GHLyeRy Shelfeilfes : Resull4 Bpsganpis
T S —— | Ramepyin npuomnnecmi | O — ]
1 Beseription A clear colorless solution. A clear colorless solution.
i 1 Omae 1 Hposopnit, Gesbapeuniipozaun. | Tlposopuii, fcs(agsﬂh@ppz‘mm ¥
H 2 Identification a) by HPLC method a} by HPLC method ! i
5 Lrenrngixaunin The retention time of the | The retention time of gh:'e
i principal peak on the | principal ~ peak on  the
& chromatogram of the test | chromatogram  of the  test
solution should | solution  corresponds  to  the
correspond to the | retention time of the principal
retention  time  of  the | peak on the chromatogram of the
1 principal peak on the | standard solution in the "Asbdy
chromatogram  of  the | test.
standard solution in the | E
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BUTHracThed (M)

Extractable volume

s Assay (%, m/m)
(% Label Claim as
Ondansetron)

Certificate No.{
Ceprudicar Noi

a) stemooost BEPX

Yac YTPHUMYBAHHS
OCHOBHOTO  Bixa  a
XpoOMATOrpaMi
BHIPOBYRAHOTO POTUHHY
Mae  pianoBigaty  uacy
VIPHMYBAHHE OCHOBHOTO
nika  1a  Xpomarorpami
CTRHAAPTHOIO POIUUHY ¥
sunpofysani
«Kinbxicue
SHERERTHEE RN

b) by IR
spectraphotometry

The IR absorption
spectrum of the sample in
dispersion with
potassivm bromide
should exhibit maxima
only at the same
wavelength  as  the
similarly prepared
working  standard  of
Ondansetron
hvdrochloride dihydrate,

a) MeHOO0M 14q-
cnexmpodiomosempit

14- cnexTp nornuuasH
Jpaika B AMCHepell 3
katiro  Opomizom  mMae
NOKa3yBaTH MAKCHMYMH
THIBKN 38 OJAHAKOBOT
AOWKHHM  XBHAI wo i

i anagoriuHo

npurorosannit  podounit
ctanaapT OHIAHCCTPOHY
FiAPOXIOPHAY
muigpary.
Between 3.3 and 4.0

Bin33 no 40
Not less than 4.0

He menme 4,0

APLEP23002136

Page 2 0of4 1 #
| Cropinxa234 |

a) semodom BEPX s
OCHOBHOTO |

Hac yrpumysauHn i
Hixa Ha xpomarorpami |
BUNPOOYRAHOIC pOBBY |
BIANOBIAAE YaCy YTPUMYBaHHA
OCHOBHOTO 1ika Ha
XPOMATOrpaMi  CTAMAAPTHOTO
posauny ¥y sunpoOysandi

«Kiapxicte BH3HANEHHAD,

b) by IR spectropltotometry }s*
The IR absorption spectrum !of
the sample in dispersion with

potassium  bromide  exhibits
maxima only at the same
wavelength  as  the  similarly
prepared working standard  of
Ondansetron hydrochloride
dibydrate. '
6) MEHO0oM -

cnekmpogomostempli i

[Y- CHeKTp NOTTHHAHHS 3Pa3ka B
aucrepcii 3 Ko OpoMiOM
NIOKA3Ye MAKCHMYMH TIIBKH 38
0HAKOBOT ROBKUHY XBHAT 1o} ]

AHANOTIMHO npuroToBanyth
pobouuii CTaHapT
OujanceTpony  rifpoXnopHiy
auriapary. Py
348

42 ml/ mn

NLT 97.0 and NMT

11050

11050

NLT 95.0 and NMT

11000 % mim
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Kiankicue

siznaucHna(%, m/m)
% sin soMinanLHOIO

JHAMEHHA
Ounnancerpoity)

' Related impurities (%,

Cynponingni gomimkn (%o, w/m) (merogom BEPX)

Impurity - C
Homiama- C

Impurity - D
Jomiuixa- D

”Su;ﬁ"fﬁ}puri\ties ARG
Cyma noMimok A i G

Sum impuritics E& F
Cyma noMitiok EiF

Maximum

single

unknown impurity

Maxcumansii
QAHHH4YHA

ueizenrndicosana

JIOMIITKE

Total impurities

Cyma pomitiox
Impurity-B (TLC

method)

Jomimka- B (metoa

THIX)

| Particulate Matter

Mexaniuni BrIlOUeHHs

a) visual
a) BpanMi

Aspiro Pharma

i

Limited

Plor No. 23

v

he’

Certificate Nu.:g
Cepradircar ,N'q:'i

He menue 95,0 i ve
Bineine 105,0

He menme 97,0 i ue
Ginpiue 105,0

m/m) {Bv HPLC method)

NMT 02 NMTO02
He Ginpuie 0,2 He Ginbuie 0,2
NMT 0.15 NMT 0.15

He Ginviue 0,15 He Gispe 0,15

APLFP230021306

NMT 02
He Ginbine 0,2

NMT 02
He Ginpine 0,2

NMT 0.2
He Oinsine 0.2

NMT 0.2
He Ginpuze 0,2

NMT 0.2
He Giapme 0,2

NMT 0.2
He Sinpme 0,2

NMT 0.4
He Gisnime .4

NMT 0.5
He Gismbime 0.5

the chromatogram of the test solution is not more
intense than the spot on the chromatogram
obtained with the reference solution (0.4%)

Dyap-sika  BrOpHHHA  [UBIMA, L0 signosisae
aoMimui B oHa xposarorpami  suupofysaHoro
POsUMHY, He lrencuBHile, HDK rUAMa  Ha
XpoMaTorpami, oTpHMana 3 PO3UHHOM
nopisusuug (0,4 %)

Any secondary spot corresponding to impurity B in

100.0 % mim

Less than LOD
Menme niw MB

0.056 % m/m
0,059 % m/m
Less than LOQ
Memue nix MKB

0.00 % m/m

0,00 % m/m

0.06 % m/m
0,06 % m/m

0.12 % m/m

0,12 % mim__

Page 3 of 4

Topinka3 34

S‘{:conéary-spbic'(ifi;évsrpé;aiﬁgwtt—i
impurity B is less intense than,

the spot obtained with the

reference solution (0.4%)

Bropunua niAMa, 1o
pinnopinac aomiwui B, € Meidin
iHTeHCHBHA, HIK rnAaMa,
oTpHUMaHa 3 POBHHHOM

nopisnsHas (0,4%)

Should be free from visible particles
Bunmi wacTki nosuani 6y siacyTui

e
Bunumi yactey BizcyTHi

¢ for visible particles




SAle R

Certificate No.: R : Page 4 of 4 i
e ——— R s . Cepridritcar N A[‘ l,jPZ;U(}Z}LSﬁ | Cropinka 43
= o e : ; : . . st
> 16 pm NMT MT 6000 particles/vial {35 particles/vial
> 25 pm NMT 600 particles/vial 2 particles/vial
6) HeBHanMi
> 10 mrm He Ginpuie 6000 vacTox/dmaxon 135 wacrok/nakom
2 25 MKm He Bigntue 600 uacror/faaron 2 yacTRW/ QnakoH |
9| Bacterial Endotoxins | o i ' T
(U or EU/mb) NMT 21.88 < 2.7 EU/ml
bakvepianbui
eHACTOKCHHA
(EO a6o MO/mn) He Ginbiie 21,88 < 2.7 MO/Mmn
10 Sterility Should be sterile Sterile
CrepuibuicTs Mae OyTH CTepHABHAM CrepuiinHuit
| Labelling - Sheuld correspond to the MQC 1'cquix~émérsl‘s Sl Lomphts -
MapxyBanis Hoguuno sinnosisary sumoras MK : 5
Bianosinae
| Packaging | Should correspond 0 the MQC requirements | Complies A
Haxkysanus Mosituno pianoriiary sumoram MK Binnosizae

[ hereby certify that the above information is autheniic and acewrate. This batch of product has been manufactioe
including packaging/labeling and quality control at the abovementioned site in, full complianee with the GMP requivenicnt$
of the local Regulaiory Authority and with the specification available in registration dossier. The batch processing

packaging and analysis records were reviewed and found to be in compliance with GMP.

Lium 5 3aceiowyio, wo nasedena suwe indhoprayisn ¢ Jocmogipnoio ma ool Lo cepito npodyxiii 6y1o upo p
(BrAIONQIOUH HAKYGAUN MADKYBAinGY Wi Konmpors If axoepti na ruwgesasnauenit supoldts dinvrag HPOBEORTAY
nosniti gionosionoemi 3 eusocax GMP, Gomanosaemuiy ACYeqin PeeysimopHIN OP2AaHOM, d MAKesic aionogivno &
creyudbikayit, wo micmnnees ¢ peccmpayitomy Jocec. Hpomoxoa sUpOOHUYMSH, RUKYGWHIH Md ananizie, 6
HOpEIRIYING M SCManosieno sidnosionicin, GHMP. f

Name |
Position of person authorising the batch release | Deputy manager — Quality Assurance
[pissmue Pamxa Baly Tx ‘
ARDCT

Facrynnuk Menemuep - snie

TMocana 0cobH, SKa BIAAIA O3B HA BHAYCKR cepil

Signature of person authorising the batch release
ITinie ocolu, 116 BIJIAAA 10388 Ba Buyer cepil « %

Date of signature
Jlara nianucaHus

20.02.2024




