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WokaTleod, Oifice

VL Thanlbesial, Ropar Roud, salogih, Dl Saion, (AR 20101 indis
Tol - CH700.228601, D2, Q% Foxt 01795228600

O UFARCIHP GRG0 676G, PAN No, : AANCCIAd4Y

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJII3Y
1 Name of Product | ESORMA, AR.Neo: 2| Manufacturer India
esomeprazole sodium | FP/24/00258 Country
equivalent to 40 mg of
esomeprazole
E30PMA, Date:
Haijimenypannsa esonMentpazosy Harpiv | 11/11/2024 Hepaana- T
HPOIY T eKRIRANSHTHO Hara: BHpOOHHK
e3omMenpazoay 40 Mr 11.11.2024
3 Registration 4| Strength/potency of 40 mg
Certificate No the medicinal produce
Howmep UA/17809/01/01 Cuna gl / axruenicrs | 40 mr
pecerpadiifunore sikapesroro zacoly
HoCBixuCHIS
5 Dos: ) powder for solution for injections and 6! Pack Size Ne | in vials in the
usage Form ) :
infusions, 40t mg carton box
Jlikapesra NOPOLIGK JLIA PO3YHIY IR in*ercuiii ra Posatip 1 run Ne 1 aaxon y xap-
hopma. indysiit mo 40 mr YHAROB K. TOHHIE ynakosii
! Bateli i ;\?Ia;i;)i;cturinu 10.2024
= ESO0052405A = )
Hosep cepli Jlara srpobunugins
Batch Size Vials in carton boxes; 63862 9 Date of Expiry
Poamip cepii. (Dualcoui_la 3 MOPOUIKOM Y KAPTOHHIH ,Ham_ualciul:emm . (9.2026
yuaxosui: 63862 TepMINY BpIarnocti
[0 | Name, address and license numbers of Mfa unit Immacule LHesciences Private Limited
Village Thanthewnl, Ropar Road, Nalagarh,
District Solan, 174101, India
MB/13/859 Valid till 11,12.2028
Haitstenysanns, Micne3snaxosxensst ta HosMep nitesiil Ivmarcyn Jaftdreaiicnens Mpunar Tisdves
BCiX AITHHOK N0 BAPOGHHITRY | KOHTPOTIO AKoLT] Cenute Tanrteran, Poenap Poyn, Hararapsx,
opyr Conan, 174101, Tugis.
MB/13/859 Tepadin piv 11,12.2028
11 1 GMP Certificates No / Date 542/2024/C-1062 Valid till 30,08.2025
Ceprudsicari siroinnoceri GMP s veix ginanox oo 542/2024/C-1062 Tepnrin aii 30.08.2025
BHPoOHHWIBY | KOTposio sxocti abo (up1s nassnocri)
Homepa nocitranb B Ha3i gasux Eudra GMP
12 | Result of Analysis/ PeayneraTh nposegenus ananisy,

Sr. [ Tests

No. | Ilokasuukn
Ne

u/n

Specifications
Crenndiveanis

Resuits
PesvawtaTi

Ao

A

1 | Description

Porous mass or powder of white or off white colour.

Ly
. S ]
White Porous cile, i

Onic

ITopucTra maca ado gopowok Giore 2o Malixe

g ) L
IMepucra siacg Bijioro.
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Yoksiteod, Cllica:
Vit Tl

wwed, Bopar Road, Raagah, Sil Soias, #PR 101 inda

feal - OLI25. 220601, B2, 03 Fenr (11795 225600
CING T UZAQ0OHP2ORTCO3 1646, PAN Mo, AACCIARADT

~

Ginoro Konnopy.

KOJILO]Y.

{dentification

UV absorption spectrum of the test solution within
the range from 200 nm to 400 nm shall be maximal at
the same wave length as the reference solution,
Retention time of esomeprazole peak of the
chromatograms of the test solution and reference
solution obtained at quantitative test shall
correspond.

Complies

Complies

Trenrudicanin

YD-CueKTp OMANAHHS BINPOSORYBAHOIG Po3uINLY
B obnacri Big 200 mm g0 400 war meBmmen mati
Makcumy™ upH Tilk camifi joemumi xBuni, wo i
PO3UHH OpIB AL,

Uae yTpuaMyBanng  niku CIOMELIIPA3oNyY na
IPOMATOrpaMux  BHUPODOBYBAHOrO  po3uHny  Ta
PO3MHAY NOPIBHARHA, GCTPUMAHNY DPH KinbKiCHOMY
BH3RAYEeHH], Mac crinnanary,

Biruosinac

Binnosinac

Water

At release
NMT 8.0%

During shelf life
NMT 10.0%

210 % wiw

Boaa

Ha moMent sunyeky
He éinsiue 8,0 %

IiporsiroM Tepniny npuaaTnocti
He Ginbure 10,0 %

2,10 % M/

Reconstitution
time

Dilation time shall not exceed 90 seconds
when reconstituted with 5 ml of 0.9% solution
of sodium chloride.

32 seconds

Yac siltoBICHES

Mae posunnaicen uporarom 90 ceryuy,
npw Bimnorneni 3 5 v 0,9 % (v/06) DOITHHY
HaTpito Xnopuny.

32 ceryip

Appearance of
reconstituted
solution

Clear colourless or yellowish solution free of
particulate matter.

A clear and colourbess
solution and free from
particulate matter,

JopaituRii BUT-
J51 BigHoBsae-
OO PO3MIHY

Iposopuii poswnw sin Geadapsuoro o HOBTYBATOTG
KOJLOPY, BINLHAR BIN MeXaH{uuHX BRITOYEIE,

[Tposopuil posann Gexbapr-
HOTO KONLopy, BiAsHUH Big
MEXATIUHUX BRITOYeH .

pH of reconsti-
tuted solution

9.0to 11.0

10.42

pH Bimiokienioro | Big 9,0 g0 1 1,0 10,42
posuny

Degree of At release

celeration of Shall not exceed the degree of colouration of Complies

reconstituted
solution

reference standard Y6

During shelf life

Shall not exceed the degree of colouration of
reference standard YS

Date & Time/ Nata 19 Yac: 11/11/2024 i6:23:16

This is electronicaity generated report, hence slgnature is not required/ We excwrponsdi ankr, Tomy mixme e m)'l‘p"i\écrh |
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Immacule Lifesciences (P) Lid.-Indic

WOk Ragd, Glficn.

VEL Thuithiowad, Ropor Road, sofogats, D Soran, (4811740101 indio

nacule Tl - GLT9R. 2286011 02, 03 Foe D798 29sa00)
TN UF0DHP PDHOPTCOT 6 /b, PAN Moy - AAC 1A

Cryninn Ha momenT pinyey

sabapeirenis He mac nepesmuysart crynins 3a6apsiemin Bigrnosigae

j P ¥ ry
BiIHOBJIEHOID eraioHa Y6.
03UYHH IIpoTarom repuMiny npuaaTocri
¥

He mac ncpesunrysarn crynin. safiapricuun
eramona Y5,

8 | Clarity of recons- | Shall not exceed degree of opalescence of refercnce | Solution is as clear as
| tituted solution standard |, reference suspension 1,
Ifpozopicre He ntae nepepuinynary KaRAMYTHICTh Pozuun  upozopuii, sk
BliHoRIenoro eTanony L etanon I,
po3ynny

g Particulate matter
Visible particles

Invisible particles:
particies of 2 10 um
particles of > 25 um

Reconstituted solution shall be free of particulate
matter,

NMT 6000 per vial
NMT 600 per vial

70 per container
1 per container

Mexawiini
BILTHOTQITHSI,
By uaetnmen

Hesnjuimi
YRCTHHKN:
qactueok & H Micy
HYACTIIHOK 2 25 MK

Bianosncnsii posun mae Gyt BUTEHHM BT BI/GGOIX
AtexaniuImx Braroyens,

He fizeure 6000 y baaxoni
e Slanure 600 y haawond

70y duraroui
1Ly gaawoui

Sterility

Shall be sterile

Complies

10 | Crepuagiiiern

Mae Gy crepHanHuM

Binnosiaac

I1 | Bacterial

NMT 3,6 EU/mg of esomeprazole

L.ess than 3,6 EUlmg of

endotoxins esomieprazole

Bawxrepianmeui He 6lieme 3,6 EQ/Mr e30Menpazoay Menure 3,6 EQ/mr

CHIAOTORCHRA CIOMENPAZOTY
12 | Uniformity of Acceptance value (AV) < 15.0 % {L1, %). 3.0%

dosage units

Ouuopisiticrs Hpaitatainiie waeno (AV) 2150 % (L1,%). 3.0%

IROI0BAHNY OAHITHILL

Related At release

impurities: NMT 0.2% 0,01 %

a) omeprazole NMT 0.2% Not detected

sulphane NMT 0.2% 0.03 %

b) emeprazole N- | NMT 1.0% .08 %

oxide During shelf life

¢) any other
impurity
d) total impurities

NMT 0.2%,
NMT 0.2%
NMT 0.2%
NMT 2.0%

This is clectronically generated report,

Dute & Time/ Jata ma Hac: 11/11/2024 16:23:16

Fmail: infogz immacule.dn, Website ; wwivimmacule.in
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Immaculé Lifesciences (P) Lid.-India

Worksfliend, Offica

Wil TEon el Ropsr Ricd, Sk gy PR YIS0 ke
s TUVAOS 2860, 92, G Fas (01

| Pplite
N UZAQCUHP20I0PICUR1 6046, PAN NG, - AALCIA40]

13 | Cynposinui
HOMITIKEE:

a} oMenpazony
cyandon

0} oarenpazoiry
N-okeng

Ha atoMenT ginycry:

He Ginnwme 0,2 % 0,0t %

He dinbure 0,2 % He susinieno

8) Bynn-stca imua | we fiaeure 0,2 % 0,03 %
noMimKa
) eypa gosminiow He Oinkse 1,0 % 0,08 %
IEporsiroa repmiity upsaamocti:
ne flasme 0,2 %
He Ginnme 0,2 %
He Ginptre 0,2 %
e fipure 2,0 %

14 | Quantitative test 93%-105% from labelled amount of esomeprazole 99.6 %
Kinericne 95,0 % - 105,0 % sia jagR3en0i KibRoCT] 99.6 %%
BH3INAUCHIIS cloMenpasoiy

13 | Comments {if any) -

Kamenrapi (npu -

HSIBHOCT),

14 | Application for "I hereby certify that the above information is true and aceurate, This series of products

Certification have been produced (incfuding packaging / labeling) and conducted quality control on the
above mentioned stations in full compliance with the requirements of GMP, set by the loeal
regulatory authority, and in aceordance with the specifications contained in the registration
dossier or trade license of the country of the manufacturer or importing country it the
products imported or file specifications in preparation for the investigational product.
Minutes of produetion, packaging and testing were reviewed and the correspondence
GMP»,

Justha wpo ceprudrirauio. | «linr MIATBEPRAYID, N0 HABEAEHR BHIe inopmanin ¢ gocronipruto 1 rounow. Lo
cepite LIpoaYRIUT 6yt0 Bupobieno (BRII0YAIM YUAKOBRY / MApKYBaHUsE) [ nposegeno
konTRosts 11 sikocTi ua BHIIe 3azHavenidl ninsuni v nosniit wimnosignocTi 3 BIMOFAMH
GMP, BeTaHoBneHHME Micuesny PEryIATOPHTM OPraHOM, & TAKOX ¥y BiamosiinocTi 3i
cneHpikawinymg, mo MicTnrees B pecetpauifinomy  aoche  afe  peectpaniitony
nocsigienni KpainH-BRpOGIHHKA abo kpatun-ismopTepa, axmo npogyruis ismuopronana,
MG kst cneundiramii wa mpemapat ans  aocaifaypanoro nikapenkoro 3acofy.
Hporoxoaun sHpolinaTea, yakoBke T4 adwiisis BY.I0 NeperisHyTO [ BeTunOBIEUn

| Bignosinuicrs GMP »,
15 1 Name and position / title of the person issuing the permic issue series /

ITpissute Ta nocaua f 3panis ocofin, sra BHALTL A0IRE NA BUNycK cepil,

Prepared by - QC/ Checked by- QC/ Reviewed by- QC/ Approved by-Head-Q A/
Migreronncuo Hepenipena Hepersianyro Designee/3aToepiseno
Rohit Kanwer Lalit Thakur Deepak Sharina Rakesh

Executive Executive Manager Ast. Manaper
11/11/2024 11/11/2024 F1/11/2024 F1/112024° - -
ot

- s

Date & Time/ Hata va Yac: 11/11/2024  16:23:16

This is electronically gencrated report, hence signature is not required/ Le exewrponnuii asir, Tosy nianne ie noTpiden

Email: infoffimnincule.in, Website ;: www.immacule.in




JaGoparopis 3 KOHTPOMTIO sikoCT]

TOB "JIOEP OBYT-JHKUJAB"

Medicines Quality Control Laboratory
LLC “DOBROBUT—LIKYLAB”

JKRAPCHLKHX 3ac06in

s

Ykpata | 03153, M. Kuig, ayn. H

BucHogok 110/10 aKocTi No

Hasga npenaparty:

Peecrpauiitanis HoMep:
BupoGuniyrae:
Homep cepil;

Poamip maprii sig Akol piniGpane

3paioK:
Tepyin npugatuoeri:

Bi,uiﬁpauo/onep:xauo Bin:

Hara eaepwanns:
Bun konrpono:

AHN (MK, cnenugpirauin,

I pnakomy 3 NOPOLIKGM ¥ KapToHwij ynaxosui
30-25

IMmaxyn Maiideaticnens Hpusat Mimiten, Trnis
ESO0052405A

60040

09/2026

Tosapucreo 3 oOMexenoo BINOBiAanbHicTIO

30-25 Bin 20.01.2025

E30PMA nopowok g POIYARY Ks iH'ekUi Ta

0Bropoa-Claspchka, By4.3, HexwuTnosi NPAMILEHHS 92, 087-0300797

i#Hbysi no 40 ME 110

"MAKJIEORC

DPAPMACEIOTIKA S JUMITEIL", Arrreunuit crgang Mel, M. Kuj,

8y1.0. Nos6ya, 37
03.01.2025

Hanpagnenns T/JC na Jaboparopnui ananis (902)

MICA fo PIT Ne UA/17809/01/01

Bianosimie go skol POROTHTLEH

aAHaNI3;
Tlorasnuny Busozu AHT FPezvnomam
Onsc Hopucra maca afo Topowok 6iroro a6o Maiiske 6inorg Biznosinae
KQIIs0pY
Lrentndivauin L Y®-crektp nermmanag BHIpoByEeaHoro Po3unny B abnacri  Bignopigac
BIA 200 5M 10 400 MOBHHEH MaTH MakCHMYM 1PU Tiit camif
AOBXHHI XBHIT, Wo | posynu nopiBHAHHS
2. Yac ytpumysanus mixa £30Menpalony wa XpoMarorpamax Binnosizae
BHIipuOyBaKoro PO3YHHY T4 posungy NOPIBHYNHA, OTPHMAKHX
npH KinbkicHomy BH3IHAYCHHI, Mae chiBnasay
3oBtiLBIA BHrim Iposopii posuny siy Oe3bapHoro go AHOBTYBATOIO KONBOPY,  Biznosinae
BUIHOBNEHO MO PO3UHHY BUIBHAM B MexaHiqHux BKJTIOUEHD
pH Bin 9.0 10 11.0 0.3
Cryniub saGapsnenusy He mae nepermuynarn CTYNiRb 3a6aparenns eTanona Y5 Binnosiaae
RiIHOBAEHOTD PO3YHHY
[Tposopicrs rignosaenoro He mae NEPEBHUIYBATH KaNaMyTHICTL eTanona | Bipnogrinae
po3uuny
Mexaniuni Brmovenng: Binnosnenwit posumn mac OyTH BINBHHM Bin BUAMMIX Binnopinac
BHAHMI Y3CTHHKH MexaHivHui BRmoue s
Mexauivni nxmovenns: Hacranor > 10 Mkm: He Ginsime 6000 y dnakei; Yactunok > Birnosinae
HEBHAWM] vacTuHkn 23 MrmM: e Binnie 500 ¥ (paxoni
Kinbkicue susnavenmy 95.0 - 105.0 % Bin sanmewnol XiNbKOCTI €30MEMpasoy 1011 %
Ynaxouxa 3riguo 3 BuMoramy MK Binnosinae
Mapkysatng 3rinHo 3 3TBEPIKEHIMH BlidMOTaMH MK Binnosinae
BHCHOBKH; Hepesipenuii spasox E30PMA TIOPOWOK TS POSUKHY AR IH'exNil Ta indysiii mo 49

{ 7},);%}21)0511?{{1’1‘83 IMmakyn

Mr; no | guakony 3 nopoikom ¥ kaprouwiit ymaxosui cepii ESQ0052405A

e T 2

—+rop JECHUK

/

[

: Jait@eaticyens Mpusar Jlimiren, [nain 8]
AL \&{M/ Ho PIT Ne UA/] 7809/%14{3(1,3&’Haseﬂcmmm BHILE nomg}:.gxg._mw ‘
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AEPKABHA CIIYKBA 3 JIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMU y m. KHEBI

npos. Haaii Ceitinunof, 3, 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Ko CAPTIOY 37079055

BHCHOBOK
Npo AKicTh BBE3eHOro B Yrpainy JUKAPCLKOro 3acoly

20.01.2025 M 2117/25/26

E30PMA

(Hafissenysanns HKAPEhKOTe 3acO0Y 3riaN0 3 peecrpaifuuyg nocBinuenHaM)
TOPOIIoK UISt pO3UNHY A5 iK' eKuiif T2 irdhy3iii o 40 Mr; 1o 1 dutaxony 3 nopomkon y
Kaprouniil ynaxopui

(thapsra sunycxy, nosynanng, amn NAKyBIIHA JTiKAPCBKOro 3ac05y)
Homep peectpauitinoro nocsiguenns UA/17809/01/01 CTPOK Aif peccTpauiitroro noceixyesns HeoBMexenni
Cepis stikapeskoro 3aco6y Ne ES00052405A Kinskicrs saeseroro nixapeekaro zacoby 60040

BipoGuuk Ivmaxyn Jlatideaitencra Hpusat Jlimiten, s

(nafimenypanig BHpOGiHKA Nikapcurorg sacoly, Kpaiua NOXOKEHIT)

Baeseno  Vipatuy Torapucerso 3 06mexenon BiAnosinaabuictro "MAKJIEOJC
PAPMACBIOTIKAJZ JUMITE", inewr. kom: 37554108

(HaliMeny nanns Ta Koy 3a CAPTIOY iopumnunot ceoba ao npissrute, is's, Mo Garoxon;
thizkemol cooby - miAnpses, 1 Micue IPOMKBANAR TR PECCTRALITIHIE Hosep oGnixkoso?
KapTKH nnatiaka nogarsin afo cepid Ta omep nacuopra)

Npotoxon sisyansuore rourposmo six 25.12,2024 Mo 4434/6.

NaBopatopruit ananis sxocr nixapeskoro 3ac00y 3ailfcRennit:

Jlaboparopis 3 KOHTPOJIEO sIx0CTi mikapesknx sacofis TOR 'AOBPOBY T-JIIKUJIAB" (. Kuis,
BYJI. I-Ionropon-CiBepcma, 6ya.3, Hexuinosi IpUMilieHns 92)

{nalMenynasta T MICHeIHAY O ke NN sraGopatopi, wo nposea nafopaTtopnu ananiz AKCOTI)
Biicnosok mono skoeri AIKaPCHKOTO 3C08Y, Buanu naBopatopiero Bin 20.01.2025 No 30-25

PesyinraTy naboparopHoro aranisy axocri nikapcuroro 3acoby 2a nepesipennmy TokasHdKkam Bimoeinatory,
BUNOIAN METORIB KOHTROMO AKoeT) (aHaﬂiTnl;Ho-ﬂopmamﬂuol‘ AORYMeHTauit).

34 pesyneratamn ACPHABHOIO  KOHTpOMO BCTANOBNIEHO, Wip J‘Iij\capCbKHH 3acid BBezeno Yxpainy 2

AOTPHMAHHAM runor 33KOROMABCTBA OO 3&683%7_1 ¢ i{nixapcsxux 3acoBie,
Ty Py T ey
el

Havajmsnnk ,-‘;J{i'-’-’ Muxona XOJIOOEHKO

(iivdam ma npizsuue)
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