AEPXKABHA CJIYKBA 3 IKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCHKIN OBJACTI

npos. Ceitnuusol Hagii, 3, m.Kuis, 02099, ten/dakc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €JIPTIOY 37078774

BHUCHOBOK
Npo SIKiCTh BBE3€HOI0 B YKpaiHy JiKapchbKoro 3acody

04.11.2025 Ne 30941/25/10

€COM

(naliMeHyBaHHS JliKapchbKoro 3acofy 3rigHO 3 peecTpautiiiHiM MOCBIUCHHAM)
giodimizar qas pozunny Juis in'exuii Ta indysii, mo 40 mr; 1 ¢urakon 3 JgiodinizaTom y
Kopoo6ui

((popma BunycKy, 103yBanHus, BUI NAKYBAHH JiKapCLKOro 3acody)
Homep peectpauitinoro nocsinyenns UA/17184/01/01 crpox nii peecrpanitinoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3acoby Ne AS1250165E Kinbkicts BBe3eHOTO Jikapcekkoro 3aco6y 15000

BupoGuux Acnipo ®apma Jlimiten, Innis
(nalimMeHyBaHHs BUpOOHHUKa JIKAPCLKOTO 3ac00y, KpaiHa NOX0MKCHHS)

Baeseno B Vipainy Tosapucreo 3 o6me:kenoro Bixnosinansuicrio "AMAPOKC
IOKPEUH JIMITEL", inenr. xon: 43687709

(naiimenypanus Tta kox 3a €JAPTIOY ropuanunol ocobu abo npissuiLe, iM', 110 GaTbKOBI (izuHOT
ocob - miampueMus, if Miclle NPOXUBAHNS Ta peecTpauiiinmii HoMep 06JIKOBOT KAPTKU IIIATHHKA
noparkis abo cepis Ta Homep nacropTa)

Ilporoxou Bizyasusuoroe kowrpoo sig 27.06.2025 Ne 1984/1.
JlabopaTopHuif anai3 sIKOCTI JIiKapchKOTO 3acoby 3aifcHennii:

JIT "Llentpansra nabopartopist 3 aHami3y AKOCTI TKApChKUX 3ac00iB | MEAWYHOT TTPOAYKIIiT"
(M.Kuis, Byn. Kynpssceka 10r m.Kuis, Byn. Kynpasceka 8B KuiBcbka o6nacts, ¢. Hosi Iletpipi,
By IBana ®panka, 19)

(naiiMeHyBaHHS Ta MicLe3HaXOMKEHHs 1abopaTopil, Wwo nposela JabopaTopHitit aHANI3 SKOCTI)

BucHOBOK HIOKO SKOCTI JIiKApChKOTO 3acoby, Bunaumii nadoparopieio six 16.10.2025 Ne 1618

PesynuTaTy 1aBopaTOPHOTO aHaNi3y SKOCTi NTiKapchkoro 3acofy 3a NepepipeHuMy nokasuukaMy BiMmoBigawTh
BUMOTaM METOAIB KOHTPOIIO AKOCTI (aHaTITHIHO-HOPMATHBHOT JOKYMEHTALIT).

3a pe3ylibTataMHi  JIEpXKaBHOI'0 KOHTPONK  BCTAaHOBIECHO, IO JIiI(leCbKPIﬁ 3acié BBE3eHO B Yxpa‘l’ny 3

JAOTPUMAHHAM BHMOT 3aKOHOaBCTBA IIORO 3a0e3MEUCHHS SKOCTI JIIKapChLKUX 3aco0iB.

N \(:‘ Ay '({
‘ KOI ] 4

aHug
hu Ko o

Biktop CTEGKIBCLKMT

1

(iniuiany ta npizaiie)



Certificate Mot |,y -
S APLFPIS001473
Ceprudixat N
Product name: YESOM Manufacturing country: | India
Haga npogyruwils ccom o ipaiua supobuu: fugin
Pharmacentical form: Lyophilisate for solution for injection o e
) . ! Destination country: Lkraing
and infusion :
Jhrapenka Gopma: Jioginizar ans pozunuy a9 i eruii % N
ApSkIca, OpH: .tg) F ¢ Kpatua ppusnadesns: Yupaina
ta indysii

Strength/potency:
Craa all/awrispicTs:

I vial contains esomeprazole sodium equivalent to 40 mg of esomeprazole
I paakoH MICTHTH €30MeH a3 HATPIo, 110 eKBIBAACHTHO e3oMenpasoay 40 vy

Type and size of packaging:
Baa i posvip ynagosrine

I vial with tyophilisate in a box with Ukrainian language labeling

Bateh No.:

Bateh Sizes

packs

Registration Certificate:

Pecerpaniiine noenbieusns,

UA/TTI84/01/01

Jitcue go:

; ASI2R0165E . , 3003
Cepis Ne: AS ‘\M“ .\i Poamip cepitt 15t FHAROBOR
Mg, Qam:ﬂ 04/2025 Foapiry i)a!f‘: 03/20777
Hara supodunurea: i Tpugarnnit 40:
YValid up to: Unlimited

Heobmemennit

Manufacturer name:
Haltmenynanus
BrpolnBKa;

Aspiro Pharma Limited Man.
Aeripo Gapaa Jisiven Bup.

sHsensise Nes

License No-: 30 minrapr2o13/67G |

Location:

flicnesHas ouReH S

Sy.Ne.d21, Biotech park, Phase-111 Karkapatia ;ﬁ"iiéxsga‘ Markook Mandal, Sid(ié&a

Dist-502281, Telangana State, India

Ci.Ne321, Biorex napx, @eii-11, Kapranaraa Biness, Mapryw Mawaan, Cogniner
Hwer-302281, Tenanvana Crety, Innia

CERTIFICATE OF GMP COMPLIANCE No.: wiiie |
CEPTU®IKAT BUAMOBUIHOCTI YMOB BUPOBHUUTRA orei2024Gmp _m‘"ji;., 109.03.2026
JKAPCHKUX 3ACOBIB BUMOIAM HBO No: rephE Ak

Analysis procedure result/ PesyastaTi nposenedns anaaizy

OTRHMAHOMY M

bowr wod Ly peotss

é’f!q(,)_' ; Eht‘:/vfi()f\xlﬁifﬂ\ Specification /[Honverumt memi Result /Peryaerar
N 3/m| sioeyd ’ N
i Description A white to off-white Iyophilized cake, Off-white lyophilized cake.

Onue Jiodinisopana maca wiz Glaoro o malbxe Jliodiiizosana smaca saibxe Sinore

$i0ro KOnbopy. KOJBODY.
2 fdentification a) By HPLC w) By HPLC

fnewrudianin The retention time of the principal peak in the The retention tme of the principal peak
chromatogram  obtained with test solution | in the chromatogram obtained from test
should correspond to the peak obtained with | solution corresponds to the peak obtained
standard solution in assay method, from standard solution in assay method.
a) BEPX ) BEPX
Hac  yTpHMYyBaHHs  OCHOBHOIO  fika  wa|Yac vIpuMyBamus OCHOBBOTO nNika Ha
XpomaTorpadi  BUAPOBYBAHOIC  POZWMHY | XpOMATOrpaMi BUOPOSYBAHOIG POTUHHY
NOBIHHO BIANOBIAATH NiKY, OTPUMBHOMY WA | BLIORIAAE  MIKY,
XPOMATOrPaMi  CTARIAPTHONG  POIUHHY. B XPOMATOrpaMi CTaHIARTHOIO PO3UHLY. B!
METOZ «KiABKICHE BI3HAYEH U, METOA «KiABKICHS BH3HAYCHHAY. :
h) By UV by By UV
The UV absorption spectum of the sample: The UV absorption spectrum of th
solution should exhibit maxima and minima at{sample solution exhibits maxima an
the same wavelengths as that of the standard.  'minima at the same wavelengths as (b
7)Y of the standard, |

Noo 23, Survey No, 321, ark Phase - [}, Karkapatia (V), Markc
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Yo
POBUHBY
MIHIMYMY TIPH THX KE

PO aHaB s
MATH
AOBKHHAK X

CHEKTP

DORHHSH MARCHMY MM

BHAPOHY BAHOTO
Ta
BIUTh, 4K 1

) Y@
VO crexTp norauHants sHapodysaHoro
MAKCHMYMI Ta MIHIMYMII

posHBEY Mae

§ MakenMansuuil

Mel e udixosanui

Related compound-A
CynyTua 20MiuIRa-A
Related compound-13
Cyryrus pomiuka -B
Related at RRT 0.86
(M. W 35951
Homiuxa 3 RR
(Moser, maca:
Related at RRT 0,94
(MW 359.51)
Toniwka 3 RRT 0,94

b
(Mosnex. vaca: 35951}

T0.8
ww

Maximum individual
unknown degradation
impurity

APOAVRT ACTPasa i

He Giave 0,135 %o

e Siapwe 0,10 %%

5%

NMT 0.1

He Sisme 0,13 %

NMT .13 %

He diapuie 015 %

I‘ﬁ(i

He Glape (.2 %o
NMT 1.0 %

Total impurities

v CrannapTi. NP THX KE AOBKMHAX XBHJb, K 1Y

CTAHIAPTI.
3 Color of solulion at

430 am Not more than 0.3 AU 0.009 ALl

KonbopoBicts

» pozunay npu 430 sy He Ginbuie 0.3 00 (.009 OO

4 pH (8.0 mg/ml

Esomeprazole Sodium  Between 9.0 and 11.0 10.04

splution in 0.9 % sodium

chioride)

pH (8.0 sr/ma pory

e30MENpasoy HATPHO B

0.9 % posnuni xnopuiy | Bin 9.0 20 11,0 10.04

HATPIHO )
A Water content

(By KF) (%) Not more than 7.0 % 2.5 %% wiw

Baier soan

(veton K. Olwepa) (%) | He diasuwe 7.0 %0 2.3 Y i
& Uniformity of dosage | Acceptance value should be less than or , ,

nnits equal to L1 (15.0) 4.9 % wiw

Oanopianicrs [puiiMansne 4i1ea0 Mae Oy Ta Menwe 460 o

Re30BANNY oMEpis | Aopisiosary L1 (15.0) 4.9 % m/n
7 Related substances

(%) (By HPLC)

Cynyrai gomigi (%)

(BEPX)

NMT 0,13 %o Less than LOGQ

Mewme ni MKR

Not detected
He susipiaeHo

Q.01 %6 wiw
0.01 9% nifm

0.00% wiw

0.00% a/m

0.00% wiw

0008 A

oW

Marke
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& Phase - I, Karkapatla (V),
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Ceprugivay N APLFP23001473 Cropiaka 3 3 -
_ CyMma aoMiox He Siapue 1.0 % 001 %m0 o
8 Assay {%} ;
(%% Label .
mnwmm, ) NLT 95.0 % and NMT 110.0 % 103.0%
Kinnricnse
prisHadenun{ o) :
(%0 BiA 3AABACHOY O
BMicTy ezomenpaszosay) | He menwe 95.0 % i ne Surpure 110.0 % 103.0 %
9 Completeness and (1) When constituted as directed on the (1) Constituted as directed on the label
clarity of solution label the solid dissolves completely by the solid dissolved completely by
eaving no undissolved matter. leaving no undissolved matter.
Posunmnicrn i {1) AP pos HHCHE Y BLNOBIAHOCT 3 (1) TBEPHA PEUOBHHA. POBUHHEHA ¥
HPOZOPICTL POIYHAY PEROMEHAALIAM I, TREPILS PEYORIHA BLATOBLIHOCTT S PEKOMEHAAUIIMIL,
MTOBHICTIO POIMIHAETHES 0C3 HEPOBUUHHIIN NOBHICTIO PORIITHACTLCS 63
HACTOX. HEPO3U HBHIX HACTOK.
(i) The constituted solution is not (i) The constituted solution is 1ot
significantly less clear than an equal volume | significantly less clear than an equal
of the diluent or purified water contained in | volume of the difuent contained in g
a similar vessel and examined similarly. similar vessel and examined stmilarly,
(i) BiaHoBneuil PoO3UHH HEIHAUHO MEHUIe (i1} BIZHORACHMIT POIUUH HEZHAYUHO
apozopuit. Wik pistdl 08’ eM posuuHEa MEHLLIE NPOZOPHEL, WK pisHit 06 ey
a0 OMNUeHOT BOAIL B0 MICTHTHCS ¥ POAMHHHHKG, (10 MICTHTLN §
AHAAOTTHHOMY (DAAKOMI. | neperipaeTLcs AHAIOTTHHOMY HAAKOEI, | HePERIPSETHCH |
e AMAAQTTMHHEM YHHOM, AOTIHHIAL YHHOM,
16 Reconstitution time
(secy NMT 60 sec 41 Seconds
Hae posuspenns
(feery He Giapuie 60 cex 4] cexynna
H Particulate maiter
Mexaningl priouenrusy
a} visual Should be free from visible particles Free from visible particles
#) Bre i Biomi qactriy nosuuni Sy siacy ri Bz 4acTii sLACY THI
b) sub visual
> 10 pm NMT 6000 particles/vial 48 particlesivial
=25 um NMT 600 pd{ticlm\-'ia] 4 particle/vial
8) nesnmi
2 10 srm He Oinbine 6000 vacror/Gnaroy 48 uacror/Paaxon
25 mum He Siawnre 600 vacrox/draron 4 qactiu/Paaron
12 Bacterial  Endotoxias
(EU/mg) NMT 4.0 EU/mg 192 Ellimg
Barrepiaiasni
engororenny (MO/ha) | He Sabuie 4.0 MO/ 1.92 MO/
13 Sterility Should be sterile Sterile
Creprasiictn {TopnHen OYTH CTEPUABHNM Crepuininil
Labeling Should correspond to the MQUC requirements Corresponds to the M QU ru,m emenls
| Maprypans Hopino sianesisarn susoras MK Bianosuiae sinvoram MKS
rackaging Should correspond to the MO requiremen F Cone \pnﬂdx to the MOC requirements
Maxysanun | Hoplno sumosizary siumoray MK _}T | Bianosizac suvorav MK
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| Certificate No.:
i Ceprupixar Ne:

APLFP25601473

requirements specified in the curvent GMP guidelines approved by the Minisiry of Health of Ukruine and with the
requirements of the registration dossicr of the destination country. The balch processing, packaging and aralysis

records were reviewed and found to be in complicice with GMP.

[fuve 8 30eeiomyto, o HAGeACHdT GUle ischopyianis. ¢ QUCMOBIPHOI) 1 TOUROIO. Lo cepiio npooyriy 7
GUPOBIEHO (GRUOEIONL NAKVEAHHSMAPKYEANNs) 1L ROUIPOI, I socmi na guwdesasnaaenil supodil Ol
NPOGEOEHO ¥ ROGHIT GIOROGIOHOCHTT 3 GUMOSAIH,  3AHANCIUMY 6 WHHHIl nacntanosi 3 GMP. samseposcenii
AMinicmepemeosr oxeposd 300p06 '8 Yrpaliit. 13 Uyt peccmpaiittingen QoChe Kpainil IPPUSHA AL lipomoroi
BUPOOTIIIBA, FARYBAHHA DI AHNT3I6 DA 11ePELISHVING NI BCHIEHOGACNO sionosiouicms GAIE.

Raja shekar Arikilla
o ) dropisisg: e batel N{"““’” (Senior Executive-QA)
Positic srson authorising the batch release | p, ) S

osition of persen authorising the b3 ; 'rc 15€ | Paroka [lekap Apikima

izpuwe | < , o 5

_ - ) p .. 1 CTapini MeHe {33 THTAHD SIKOCTY
[locans ocolin, AKa BRAARA ROIBLT HE BHIIYCK Cepit S ;
Signature of person authorising the bateh release | /y/ X,,W,,m.; Qe

. « . v |t /
Miansc oo, XA BHAAA HO3BUL HA BUNYCK Cepil- :’)]f

Date of signature
Aava niguncapnd |

27-05-2028
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