AEPKABHA CJIY’KBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPO.IIO 3A
HAPKOTUKAMMU Y KUIBCBKIN OBJIACTI

npos. Ceitmanol Hanii, 3, m.Kuis, 02099, ten/pakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APNIOY 37078774

BHCHOBOK
IO SIKICTL BBE3eHOro B YKpaiHy JIiIkapcbKoro 3acody

27.11.2024 Ne 15972/24/10

€COM

(HaitMeHyBaHHSA M KAPCLKOTO 3200y 3I1AHO 3 peeCTPALiiiHHM NOCBINUCHH M)
JgiodinizaT aas po3unny A in'exuiii Ta indysiit, no 40 mr; 1 daaxon 3 aiodinizarom v
) ’ )
KopoOui

(popma BHNYCKY, A03YBARHA, BUIL NAKYBAHHS JIKAPCLKOIO 3ac0fy)
Homep peecrpauiiinoro nocsiguenns UA/L7184/01/01 crpox aii pecerpauiiinaro nocsizuenns 01.01.2099
Cepis nixapcskoro 3acoby Ne ES1024002G KisbkicTs BBesenoro nikapeskoro sacody 11709

BupoGuux Acnipo ®apma Jlimiten, luais

(HaitMenysants BUPOOHHKA JIIKAPCLKOTO 3acoly. KPRiHa NOXOLKCHHs)

Bseseno B Yipaiiy Tosapucrso 3 o6mexenoro Bianosigaabuicrio "AMAPOKC
OKPEUH JHHIMITEI", igenr. kox: 43687709

(naiimenysanus ta koa 3a €LAPTIOY opuanunoi ocodn abo npissuwe. iv's, no Garskosi Gispunoi
0COOH - ninpREMud, T MICIIC NPOXHBARHS Ta PCECTPALLTIHII HOMCD OBHIKOBOT KAPTRI HAITHIKY
nogarkis abo cepis ta HoMep nacnopra)

TIpoToxos Bisyaasuoro konrposmio Bix 16.10.2024 N 0819/1.
Jlaboparopruit anani3 skocti sgikapeuxoro 3acoby 3uiiicuennil;

HIT "Uentpansua nabopaTopis 3 aHalizy sKOCTI TiKapChbKUX 3acOBIB i MCAMUHOT TPOAYKLIT"
(M.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kyapsscska 8B Kuiscbka o6nacts, ¢. Hosi Iletpisui.
ByJ. IBana ®panka, 19)

(HaliMEHYBAHHS T4 MiCLE3HAXOKCHHA 1aBoparopii, wo nposena Aabopatopanii asais akocri)

Bucnosox w010 sxocti ikapebkoro 3acoby, suiatmii naGoparopicio sid 12.11.2024 Ne 2221
Pesynprarn naboparopnoro ananisy skocri gikapesxoro 3acofy 3a nepesipetnmu nokasmkamn BiinoBinawTe
BHMOTaM METOAIB KOHTPOIHO SKOCT] (QHAJITHYHO-HOPMATHBHOT HOKYMeHTaLLIT),

3a  pesynbraTaMH  LEpKaBHOrO KOMTPONIO BCTAHOBJEHO, WO JliKapcbkuil 3aci6  sBeseno s Ykpainy 3

JOTPHMAHHAM BUMOI 3aKOHOAABCTRA IOXO 3A6E3NEUEHHs AKOCT] JiKapehKHX 3ac00iB.
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CERTIFICATE OF QUALITY
CEPTUDIKAT SIKOCTI

Product name:
Hasna npoaykuil:

Certificate No.: Page | of 4
o Copruicer i | APLFPRAOOBSSE ol ya
YESOM Manufacturing country: | India
€COM Jepxasa-pupobunk: | luais

Pharmaceutical form:
Jlikapcebica hopma:

Lyophilisate for solution for injection and infusion
Jiodiaisar anst posunny ans in’cieuiin a inysii |

Strength/potency:

Cuna jii/axruBricTs:

1 vial contains esomeprazole sodium equivalent to 40 mg of esomeprazole
1 gpsrakon MiCTUTS e30Menpazoa HATPIIO, WO CKBIBATEHTHO e3omenpasony 40 mr

Type and size of packaging:
Bug i posmip ynaxoskn:

1 vial with Iyﬁphilisate in a box with Ukrainian language labeling
1 ¢raxcon 3 nioginizaTom y copobui 3 MAPKYBAHHSM YKPATHCLKOIO MOBOIO

Batch No.: . . Batch Size: ‘y)éxc'ks
Cepist Ne: £o1024002G Poawipeepiic | ''7'? ynawonow
Mig. Date: 01/2024 Expiry Date: 12/2025
Jara BupoGuuuTea: fIpuaaTunii no:
Reglstratl'on Certlfx'cate: UA/17184/01/01 V'a"hd up to: 24.01.2025
Peecrpauiiiie mocsigucuns: Hiiiche no:
Manufacturer name: Aspiro Pt Limi ie .

y spiro Pharma Limited Man. License No.: ) .
HalimenyBanss BupoGuuKa: Acnipo ®apma Jlimiten Bup. sinensin No; 36/MD/AP013/FIG

Location:

MicuesHaxomkeHHs:

Sy.No.321, Biotech park, Phase-I1J, Karkapatla Village, Markook Mandal,
Siddipet Dist-502281, Telangana State, India

Ci.Ne321, Biorex napi, Weits-111, Kapkanataa Biseax, Mapkyx Manaas,
Cuaniner Quct-502281, Tenanrana Creiir, Iuain

SMDC Conclusion on confirmation of GMP Certificate No.:
Bucnosox JJIC mono ninreepxennst ceprudixary HBIT Ne:

validity:
TepMin il

31.12.2023

023/2023/C-54

Analysis procedure result/ Pesynnrarn npoBeaeHus ananizy

S.No. | Test /TTokasnuk siKocTi

Specification /Tonycrumi mexi Result /Pesynanrar

Ne 3/n
1 Description A white to off-white lyophilized cake. Off white lyophilized cake.
Onuce Jliodinizosana maca sin Ginoro o maitke | Jliodinizonana maca maibxe Ginoro
Ginoro xonbopy. KOJIbOPY. -
2 Identification a) By HPLC a) By HPLC
Inexrndicayin The retention time of the principal peak in | The retention time of the principal peak

the chromatogram obtained with test
solution should correspond to the peak
obtained with standard solution in assay
method.

a) BEPX

Yac yrpumysarus OCHOBHOFO 11ika Ma
XpoMarorpami BUIPOGYBAHOTO po3UMHY
TIOBHHHO BIANOBIAATH 1Ky, OTPUMAHOMY

ua xpomarorpami CTaHLapTHOro
po3uKHY, B METOUI «KinskicHe
BHU3HAYCHHAY,

b) By UV

The UV absorption spectrum of the
sample solution should cxhibit maxima

in the chromatogram obtained from test
solution corresponds to the peak
obtained from standard solution in assay
method.

a) BEPX
Yac yTpHMYBAIIA OCHOBHOTO Mika Ha
XpomMarorpami sunpobysaHoro

posUHHY Bi/NOBINAE NiKY, OTPUMAHOMY
tia Xpomarorpami  craBpapTIOro

po3unHy, 8 mcrou  «KinkkicHe
BH3IHAYEHHAN.
b) By UV

The UV absorption spectrum of the
sample _solution exhibits maxima and |
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Certiticate Nao.:

i
Cepridyiar No; APLFPZ4000354 |

i Pdge 2o0f4
Cropiinka2 34

and minima at the same wavelengths as

that of the standard,

6) Yo

Y® criexTp noriuHaHs sUNpo6yBaHOTo
PO3YMHY TOBMHEH MATH MakCHMYMM Ta
MiIMYMHI NpU THX XKe JOBNCHHAX XBUAD,
AK iy cTanpapri,

Color of solution at

minima at the same wavelengths as that
of the standard.

6) YO

Vo crexTp AOFNMUHAHHA
BHIPOOYBAHOTO pO3UHHY Mae
MAKCHMYMH T2 MIHIMYMM mipW THX xe

 MoBXHHAX XBUIIL, AK 1y CTanaapTi.

430 nm Not more than 0.3 AU 0.014 AU
KoanopogicTh pozunny
npu 430 M He 6inbiue 0,3 00 0.014 OO
pH (8.0 mg/ml
Esomeprazole Sodium Between 9.0 and 11.0
solution in 0,9 % sodium
chloride) 10.59
pH (8,0 Mr/mn posunn
e3oMenpasofty Hatpito B | Bin 9,0 no 11,0
0,9 % posunni xnopuny
HaTPio)
Water content
(By KF) (%) Not more than 7.0 % 229
. . 0
BumicT Bogu
(meron K. ®iwepa) (%) | He Gimwe 7,0 % R
Uniformity of dosage Acceptance value should be less than or
units equal to L.1 (15.0) 12.4

OunHopiaxicTsb
J030BAHHX OJIHHHUL

[Tpuitmanbie yucso (L1) mae 6yTu
mene abo gopiBuioaTH 15,0

Related substances (%)
(By HPLC)

CynyTHi gomiwixu (%)
(BIXKX)

Related compound-A
CynyTHs nomimka-A

Related compound-B
CynyTHa gomimka -B

Related at RRT 0.86
(M.Wt: 359.51)
Homiwka 3 RRT 0,86
{Monex. maca: 359,51)

Related at RRT 0.94
(M.Wt: 359.51)
Howmiwxa 3 RRT 0,94
(Monek. maca: 359,51)

Maximum
unknown
impurity
MaxcuMansHuit
iHRuBiNYanbuuit
HeineHTHdikoBanuit
NPOAYKT Aerpagauii
Total impurities

individual
degradation

NMT0.15 %
He 6instue 0,15 %

NMT 0.10 %
He Ginbuie 0,10 %

NMT 0.15 %

He 6inbie 0,15 %

NMT 0.15 %

He 6inbure 0,15 %

NMT 0.2 %

He Ginvure 0,2 %

NMT 1.0 %

l.ess than L.LOQ
MeHwe wvix MKB

Not detected
He BuasneHo

0.01 %

0.01 %

0.00 %

0.02 %




Certificate No.: Page 3 of 4
. Camat i APTPHOOISCL
Cyma JOMIloK He Ginbuwe 1.0 %
8 ASSﬂy (0 0)
{% Label Claim as
Esomeprazole) NLT 95.0 % and NMT 110.0 %
Kinbkicue o
sranagenusn(%) 105.3 %
(% Bix 3asBJICHOTO
BmicTy ezoMenpasoiny) He meniue 95,0 % i nie 6inpure 110,0 % o
9 Completeness and | (i) When constituted as directed on the (i) Constituted as directed on the label
clarity of solution label the solid dissolves completely by the solid dissolved completely by
PozunnHicTs i leaving no undissolved matter. leaving no undissolved matter,
NPO30PicThL PO3UHAY (i) npu po3umHeHIt y BianoBinHOCT 3 (i) TBepla peloBHHA, PO3'iHeHa y
peKOMEHAALISIMH, TBEpa PEUOBHHA BIINOBILHOCTI 3 PEKOMCHLALIAMN
NOBHICTIO PO3UMHACTLCS Ge3 MOBHICTIO PO34HAAETLCA OC3
HEPO3UHHHMX HACTOK. HEPO3UMHHHX HYaCTOK,
(ii) The constituted solution is not (if) The constituted solution is not
significantly less clear than an equal significantly less clear than an equal
volume of the diluent or purified water volume of the diluent contained in a
contained in a similar vessel and similar vesscl and examined similarly.
examined similarly.
(ii) BigHOBNCHUH PO3UMH HE3HAUHO (i) BinHOBACHHIT POIUHH HEIUAUHO
MEHILE IPO30PHIi, Hixk piBHM o6car MeHiie npo3opnil, Hix piBHuit obcsr
po3uHHITHKA a60 OUMILCHOT BOAM, 10 PO3HMHHMKA, 1O MICTHTLCA Y
MiCTHTBCA y analloriuHoMy (iakoHi, i anayioriusomy (uaxoHi, i
HepeBipsAETLCA AHANOTIMHUM YHHOM, TIepEeBIPAETHC RHANIOTIHHMM YUHOM,
10 Reconstitution time
(sec) NMT 60 sec 49 Seconds
Yac pozunnenns (cex) | He Ginbme 60 cex 49 cexyHa
1 Particulate matter
Mexaniuni BKIIOYEHHS
a) visual Should be free from visible particles Free from visible particles
a) BUAMMI BuamMi yacTki nosunmHi 6yTH BincyTHi | Buuaumi wacTku siacyrhi
b) sub visual
>10 pm NMT 6000 particies/vial 27 particles/vial
=25 pm NMT 600 particles/vial | particle/vial
6) HesHaUMI
> 10 mrm He 6Ginsiue 6000 gactor/drakon 27 yactok/pnakon
> 25 MKm He 6inriue 600 vacTok/quakox 1 yacTka/(naxot
12 Bacterial  Endotoxins | NMT 4.0 EU/mg < 1.92 EU/mg
(EU/mg)
BaxTepiannhi
engorokentu (MO/mr) | He 6inpue 4,0 MO/mr < 1,92 MO/mr
13 Sterility Should be sterile Sterife
CrepuabRicTh IosuneH 6yTH CTEPUNIBHIM Crepunbnuit o i
Labelling Should correspond to the MQC requirements | Coresponds to the MQC requirements i
MapkyBaung Toruuno sinnosigati BuMoram MKA Bignosinae sBumoram MIS ‘ "
Packaging Should correspond to the MQC requirements | Corresponds to the MQC requirements l
________________ IlaxkyBaHHsA TTosuHHO BixnoBinaTh BumMoraM MKA Binnosinac Bumoram MKS
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Certificate No.{
M(?ep'l‘ud)ilbcﬂT No Cropinka 41 4

I hereby certifyo that ihe above information is authentic und accurate. This hateh of product has heen manufictred
including packaging/labeling and quality control at the ubovementioned site in full compliance with the GMP requiremonts
of the local Regulatory Authorily and with the specification available in registration dossicr. The bateh processing,
packaging and analysis records were reviewed and found to be in compliance with GMP.

Luat 5 saceiouyio, wio nasedena suuge indhopsayis ¢ docmosipnoio ma mounoo. Lo cepino npodyiyii OyRe supodaeno
(BRIONAION U NUKYSUHA/MAPKYBUNHA) G KONMPONs 1T 0Cmi na Quiesasnauenits qupodudit Oitsnugi nposedeno y
nogHil aidnosionocmi 3 eusiocaxt GMP, scmanosnenuwu Mmicyesum PCSYISUROMIUM OPOAIOM, ¢ MIARONC GIONOGIONG Oo
eneyudinayii, wo micmumecs ¢ peeempayiiinosy docoe. Tlpomoxony supodmunmaa, RARVBQHUISE D1a anaaisic i
HEP SBULSIHE NG GCmMAnosaeno gionogionicme GMP.

“Name | Ravichandra, V. S
Position of persen authorising the batch release | Deputy manager — Quality Assurance

TMpissuwe Papiuanapa B

focana ocobu, sika BuaaRa N03BIA HA BHOYCK cepii

Date of signature Y
Hata nianucauns | 20.02.2024




