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CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHAJI3Y
1 Name of Product ESORMA, A.R.No: WHE India ST
csomeprazole sodinm FP/24/00192 Country

equivalent to 40 mg of
esomeprazole
E30PMA,
E30Menpasony uatpin
CKBIBAJICHTHO
e3oMenpaszony 40 pr

e ————___

Date:
14/08/2024
Jara:

14.08.2024

Haitvenyzanuy
npoayruit

Hep:xapa-
BHPOGHKIR

(3

Registration
Certificate No
Homep

i pecerpanifinore
necBinuenny

Strength/petency of
the medicinal product

"y - —g—)w—____‘u_“_._-_ﬁ“u
Cira aii / ARTHBHICTE | 40 M

JaiapesKroro 38000
e

UA/17809/01/01

|

5

Ne 1in vials in the
carton hox

powder for solution Pack Size

infusions, 40 mg

for injections and

Dosage Form

T P ; Ty T = » —
Jikapepica nopomoer aus POSMANY nay in’exuiii 1a Posmip u tup Ne 1 daakon ¥ wap-
hopma. inysiit no 40 pr YIAKOBKH, TOHUL} Ynakopy]

Date of
Manufacturing

| Batch No

Hosiep cenii 1 ESO00424054 =

Homep cepii Jora supotinnrng
BT %’""M“_‘”‘M"" D e a . T e
_Batch Size o Yials in carton boves: 63862 Date of Expiry

Poini . Dnakonis 3 TTOPOMWIKOM ¥ Kapronniii Aara aakinverys, 06.2026
OIMID cepii, . ; .
S HAROBI: 63862 Tepminy npaaTaocy
10 | Name, addres and license numbers of Mig unit Immacule Lifesciences Private Limited
i Village Thanthewal, Ropar Road, Nalagarh,
! District Solan, 174101, Indig
______ e _ MB/13/859 valid tiil 11.12.2028
Hatistenryga HUH, MicuesHaAXomKReHIY Ta HoMepn giuensii Iavayn Jaiigeaticncns Hpugar Jliviten
BCIX 2iasinor no g pobunurey j KOOTROMO skoeri Cevtirre Tanresa, Ponap Poya, Hanarapx, !
oxpyr Conax, 174101, Ingis.
MDB/13/859 Tepain A 11,12,2028

11 | GMP Certificates No / Date 542/2024/C-1062 Valid till 30.08.2025
Ceprugiary BipnoBignocTi GMVP 47 Beix ginnmox o 542/2024/¢°1062 Tepmin it 30.08.2025
Bupolnunrey i KOHTPOMIO siROCTi 360 {(npnu HasiBHOCTI)

o _.j HOMEpa oCiiate B 0asi nanux Eudra GMpP o — ﬁj
P12 ) Resulf of Analysis/ Pesyaprary npoBenenna anajisy. ]
’ s [';f‘eﬁzgfs%w Specifications T Results I
! No. |1 loxatmingn Cneumbilcauiﬂ Pesvanrary Ju

Ne | |
1/n ! ‘ ~ ) . _‘E
1 ﬁ?&l@on Porous mass or powder of white or off white colour. White Porous cake. e
[ Onne Hopucra aaca ago TOpOUIoK Gitoro 460 mMaiiie Ho;;:_tc‘"rﬁ Maca Gi}for_g
L_m S Oiworo wosopy. — omeopy. v
Date & Time/ Jlava a Hac : 231082024 19:21:45 ;o
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2 Idcutiﬁenﬁon

Ltewrupireanis

Reconstitution
time

5 | Appearance of
reconstituted
solution
3oerimniit pyr-
S BiAHOB NC-
_HOro posunny

PH of reconsti-
_tuted solution
DOIUHEY
Degree of
coloration of
reconstituted
sohttion

sabaparenng
Binosnenoro
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pH Bitnosienorg
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UV absorption Spectrum of the test solution within
the range from 200 nm to 400 nm shall be maximai 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 ¢ quantitative  fest ghall
correspond. 3
Y®-cnexrp OCTHNARES BHITPOGoByBanOrg nosTingy
B o0nacri mixg 200 way Ao 400 uM nosnnen MaTi
MAKCHMYM npn riji camiit gorsknni XBiUH, mo |
PO3'HE NopisHsanng,

Hae YTpumysamus  pigg LIoMenpazory g
XpoMaTorpamay BHLipOGOBYBAaHOrg po3tunRy 1)
posunmny nopiBIsIHs, OTPUMAHEX npy Icinb:cicuomy
BH3Nagenmni, amae cliBmagaTH,

At release

e}

Complies

Binnosiaae

Binnosinac

2.39 % whw

NMT 8.0%, L
During shelf life
_NMT 10.0%, —— . )
Ha siomen BHIIVCRY 2,39 9% a/m
He Ginbwe 8,0 o _
Ilporaron TEPMINY npuasTiocT]
He 6inbme 10,0 %, —_—
Dilution time shall not exceed 90 seconds when 46 scconds T
reconstituted with § m of 0.9% solution of
sodium chloride, ) . _
Mae POMHUATHCST NpoTsrom 9() Ceryun, 46 cexynn
IpU BigHOBIeNI 3 5 pyy 0,9 % (m/o6) posdiy
HATPIIO Xnopm e )
Clear colourless or yellowish solution free of | A clear and  colourless
particulate matter, solution and free from

»articulate matter, N
posopuii pogunn 6e3bapn-
HOFO RoALOPY, BiALuuii sig
MCXANIMHBX BKmoye

Mposzopnii po3win iy SesGapsnore 20 OBTYRATORO
ROJNILODY, BIAL Ui B Mexaniynyx BIJIIQUYEN,

.
|

9.0to 11.0 10.44

T 1044 T T
— e S e ——f

At release !

Shall not exceed the degree of colouration of Complies f

reference standard Yg J

During shelf life

Shall not exceed the degree of colouration of
reference standard Ys
Ha voMenT sun 'CKY -
He nmac UepeBHIYBATH cTyDing, 3adapriiennn ’
eTajona Y6, .
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0 Boock Sl Sy BRI EL T e
AL, 02 F ]

LR S RNy
Lporarom repminy npn WTnocT]
He sae nepesnuysary Crymins 3adapnnenns
e¢rajiona Y5,

8 Clarity of recons- | Shall pot exceed degree of o alescence of reference Solution g as  ¢lear
) p ! )
i tituted solution standard I, ] reference suspension L
! Mpozopicrs He mMac e CBHUIYBATH caian THICTL Posunn ¢ G30DHE, gk
i ! Y
BiIOBCHOTY eTagony I, : eTasnon |,
__| posunmy -
9 1 Partiey late matter

Visible particles Reconstituted solution shall be free of particulate

matter,

Invisible particles:
particles of > 19 um
_Particles of > 25 um
Mexaujuni
BIAIOMe S,
Bzt uactiinen

NMT 6000 per via) 196 per container
NMT 600 per vial

2 per container {
— %L_‘_..umﬁm_m
|
i
|

————

Birnornenyii PO3UMIE Mae 6yTu Biapuy Bl BHAMBHY !
MeXaHIMINX BreoYeny,,

Hemymyi
YACTHRRN;
HACTHIONR = 10 Myenp
‘IRC'I'EHI‘Q_I‘E 25 MM

He 6inbie 6000 ¥ baaoni 196 y dnaxoni
He Ginsnre 600 Y dnakouj

2y Qaxoni
— —

, _‘“—'Mljf)i-..%_h Shall be sterile . Complies B

| Crepuibuicry Mac GyTn cre HIbIuM - Bianosinae - .

! Bacterial NMT 3,6 EU/mg of esomeprazole Less than 3,6 EU/mg of |
endotoxing _tSomeprazole _%_m%J

; Barrepiannnj He Ginpure 3,6 EQ/mr e30Menpasosy Menme 3,6 EQ/ur-

i SHAOTOK N e3omenpasony o J

/ Uniformity of Acceptance value (AY) < 1509, (L1, %), 4.2 %, !

I B dosage wnits O e S _ -

i Outtopipmicn, IIputimaneae oo (AV) < 15,0 v, (L1,%). 4,2 %, !

| | AO30BAHNX oiprinyy, . e ——— .

| Related At release

,’ | impurities: NMT 0.2% 0.001 %,

| a) omeprazole NMT 0.29 Not detected »

" sulphone NMT 0.2%, 0.02 % i

| b) omeprazole N- NMT 1.0% __1.0.05 % o

| [ oxide During shelf life

| ¢} any other NMT 0.2%, |

i impurity NMT 0.2% _ J

i l d) total impurities NMT 0.2% o f

ed 4 NMT 2.0% — . b o
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e U] WoresRend. Offie

= %ﬁg . VI il e, Rk Rocsd, Nesbogyo . Lt Sy, FAB YRR e
MY teiCU i o] 2 LB195 228601, 02, 0 Fos, 0] TUE-7 BN
T SN RPN PTG 5 4 2. BAN [o. s AR 1040

— —
Cynposinni Ha montenr sunyer 3
A === OMENT BHNYCIKY:

—— ]

HOLITIN T
a) oMenpazosry e Glnbuie 0,2 v, 6,061 v,
eynnLgon
6) oaetpasosry ne Gisbie 0,2 %, He susisaenq
N-oxena
B) Gyib-stica fumma He Sifbie 0,2 %, 0,02 94,
Mosinnea ]
I) cyma nomimox | pe Ginbe 1,0 9, _ 0,05 "/j_m___“ o
’ Iporaroy YepMiny apuaartmocri:
! f He Oianie 0,2 v,
' e Slianure 0,2 %
’ e Ginbie 0,2 %
- le issine 2,0 % _ -
14 | Quantitative tost 95%-105% from Iabelled amount of esomeprazole 102.5 % B
Kinbxicne 95,0 % - 105,0 % Big 3AMBACHOT KiIEKOCT] 102,5 %

— . Bldiavenny . 9305’“"PEEMVL_L_______ — —_—i —
Commeniys (if any) -

Koot T — i
Koxentapi (npu - :
HAHBHOCT),

Application for "I hereby certify that the abovéiinformation is true ang aecuyy ff??ﬁi_s series of prod_u;t_.\_‘&z
Certification have been produced (including packaging / labeling} ang conducted quality control gn (he

above Mentjoned stations in fuj| compliance with the requirements of GMP, set by the loeaj

reguiatory authority, and jn accordanee with the Specifications contained in the registration

dossier or trade license of the country of the manufacturer o importing country if the

products imported of file specifieations in Preparation for the investigational product,

Minutes of Production, packaging and testing were reviewed and the correspondence
: ——— GMP», o —
3anna npo cepriadikaning, «lum a RiaTsepuRyI0, Mo navexens BhtIe fibpopyaniy ¢ BOCTOBIpriowg | TO' 010, o
cepit npoayieuiv 6yno Brpotneng (REmMIouagyy Yrawonry / MApRyBanim) j nposeaene
KOUTPOAIL 1T sikger] Ha Bltie 3asnavenis minsinui » HLDH T BiInosignoeri 3 Bitvoramn |
GMP, BCTanoBAeHip )y MicHesar PeryasiTopumnn OPraveM, a Tawex Y Bianosigwocri 4
cnenirdiautamm, e sicrareen 3 PeceTpantiiinosy  pocpe ado peecTpanifinosy
nocsiguenng lcpa'l‘lm-mipoﬁmma abo Npa'f'rm-inmapTepa, KNG npoaywenin i.\mopmaaua,
B J0Che creundivaniii g apenapar pan AceaimryBanore MiRApCLKory 1acoty.
pororonn BHDOBHNUTRA, yiakoney A ananisin Gyao neperasinyrg BCTANORICH
Bignosianicrs GM Py,

Noin T T : PR HHE fompro o
Name and position / title of the person issuing the Perntit issue series /
_Mpissuine ta nocana / 3sanus 9coB11, ika pugang AOIBLT 1A BUNYCR copit.

Ap Emﬂ}iﬁé}{éié}if o
Desj_g.nec/3;rruegﬁmeuo o
Ra jneesh Kuma ;-_M_W_]

Prepared by ey Checked by~ QC/ Revieweq IJ;-‘QET—i

Ill,qfnmﬂ.rmuo flepesipeng _ Hcger.fmuvj_‘g

Rohit Kanwey Arniket Trivedi Deepak Sharma

Sr. Executive Manager i"lmmg_e_rk_ﬁ ]
23/08/2024 23/08/2024 e 23082024 T
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