CERTIFICATE OF ANALYSIS
CEPTHDHEAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

Mpoayxr: OMe3® (oMerpasoi), Karcyib! 20 wr

Batch No. / Cepnst Ne: B2200408

j'\R No / AHaJ’lHTH'-IeCK;lﬁ oTueT Ne:
2002FP22000258

cepun: 1990000 NO

Batch Quantity / O6nem

anaamsa: 11-02-2022

Date of Analysis / Jlata

Mfg. Date: / laTa npou3BoacTBa:

01/2022

12/2024

Date of Expiry / I'oxen go:

Xn_alysis performed according ND / Auanus nposesed no HJL: TT N015479/01-121120

Ne Test / Iloka3zaTean

Result / PesyabsTaTnl

Specification / Hopma

1 | Description/
Onucanne

Cot

1
-~

Unconirolled

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Tepnble
[po3pavHBie Karcylsl pazMepa 2 ¢
OECLBETHBIM  KOPITyCOM, pO30BOil
KpBIIEYKOH U MapKUpPOBKOIi
yeproro usera «OMEZy» Ha o0enx
yacTax  kancynel.  Copepxumoe
Karcyll — rpaHynsl 6enoro UBeTa.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white

pellets. /

Teepapie JKEJNATHHOBbIE TIpO3pavHEIe
KCNAaTUHOBbIE | KaNCyNbl  pasMepa 2 ¢ OecUBETHBIM

KOPIIyCOM,  PO30BOH  KpBIIEYKOH W

Mapkuposkoii gepHoro usera «OMEZ» Ha
obenx yactax karcyyel. CogepXuMoe Kancyn
— rpanynbl 6e0ro UM NO4TH Heroro npeTa.

2 | Identification / IloaganHHOCTB

2a) | By UV/Y®-

CIIEKTPOHOTOMETPUSA

Complies as prescribed/
CooTBercTByeT TpeOOBaHHAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - chnexTpsl TOIJOLIEHHUS pPacTBOPOB
mperapara W CTaHAapTHoro  obpasua
oMenpasona B obmacti ot 230 mo 350 HM
JOJKHBI MMETh MaKCHMMYMBI TpU OZHOH U
TOI K€ JIJINHE BOJIHEI.

Remarks : The Product conforms to ND/
IMpumeuanne: [TpoayKT COOTBETCTBYET tpebosanuam HJIL

Conclusion : APPROVED /
3akawuenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: Omes® (oMempason), kancynot 20 mr |
Batch No. / Cepust Ne: B2200408 Batch Quantity / O6nem a
N cepun: 1990000 NO
AR No / AHasuTHyecknii order Ne: Date of Analysis / laTa
2002FP22000258 anagmusza:  11-02-2022 .
Mfg. Date: / JlaTta npon3BoacTBa: 01/2022 Date of Expiry / I'onen go:

12/2024

Xaysis performed according ND / Anaaus nporegen mo H/I: TI N015479/01-121120

PacTBopenue

97%, 98%, 94%, 100%,
95%, 93%

Ne Test / Iloka3zaTean Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeGOBAaHUAM chromatogram of test solution should
BOKX fzorrespond to the retention time of main peak
CBRYIKX/BCICX in the chroma‘gogram qf or'r}eprazc')'le reference
standard solution (section "Assay"). /
Bpemst yaoep)XWBaHHWA OCHOBHOTO IIMKa Ha
XpoMaTorpaMMe  WCTIBITYEMOTO  pacTBopa
IOJDKHO COOTBETCTBOBATD BpEMEHM
yACPXMBAaHWS ~ OCHOBHOTO  TIMKa  Ha
XpoMarorpaMMe — pacTBopa  CT@HIapTHOTO
obpazua oMernpazoia (paznen
«KonudyecTBeHHOE OTIPENEIEHUE) ).
3 | Average net fill weight 273.2 mg/273,2 mMr 270.0 mg = 5.0 % (Between 256.5 mg and
/ Cpennsis Macca 283.5 mg) /
COAEPAKAMOr0 KarncyJ1 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Bojaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.4/4.4 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTD equal to 15.0./
JI0O3UPOBAHHUS [MTokazarenb mpueMieMoctd (AV) nomxen
OBITH MeHee Wiy paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;H yN3;03S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacTtBOpe XJ10pHUCTOBOAOPOHOM
KUcnoTsl - He 6oree 10 % C7H gN3O5S
(omMenpa3zon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0s8 (omeprazole) is dissolved after
30 min/

B Gydepe pH 6,8 - e Menee 75 % (Q)
C7H9N305S (omenpazoin) gepes

30 MuH.

Remarks : The Product conforms to ND/
IMpumeuanue: TpoaykT cooTBercTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

12002FP22000258

Product: Omez (Omeprazole), capsules 20 mg Mponykt: OMe3® (oMenpason), kancyinel 20 mr |
Batch No. / Cepus Ne: B2200408 Batch Quantity / O6sem
| cepuu: 1990000 NO o
AR No / AHanuTu4eckmnii oTyeT Ne: Date of Analysis / laTa
- aHaan3a:  11-02-2022
Mfg. Date: / laTa nponssoacTea: 01/2022 Date of Expiry / Togen g0:
12/2024

Analysis performed according ND / Auanus nporenen no H/I: IT N015479/01-121120

Ne Test / IToxazaTeanb

Result / Pe3yabTaTsl

Specification / Hopma

7 | Related substances / IlocTopoHHHe IpuMecH

Any individual
unidentified impurity /
JIro6asg equHUYHAA
HeNIeHTHOULIMPOBaHHA
s TIpUMech

0.04% / 0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

Total impurities /
CymMa npuMece

0.1%/0,1%

Not more than 2.0 % /
He 6onee 2,0 %

8 | Assay/
KoanyecTreHHOE
ompeelieHue

20.2 mg /20,2 Mr
(100.9% / 100,9%)

18.0 mg to 22.0 mg of C17H]9N3O3S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
0\ 18,0 M 4o 22,0 MT C17H19N303S
(oMenpazon) B karncyie (ot 90,0 no 110,0 %
OT HOMHHAJIEHOTO COEPKAHMS).

9 | Microbial limits / Mukpo6HoJiornieckast 4HCTOTA

a) Total Aerobic
Microbial Count /
O611iee Yucio adpoOHBIX
MHKPOOPTaHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
O61ee 9ncio
IPOXKKEBBIX 1
MIIECHEBBIX TpHOOB

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OtcyrcrByerB I T

Absentin1 g/
OrcytcrBre B I T

10 | Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Kalcyl B AaJIFOMUHMEBOM CTpHIIE.
Ilo 3 crpuna c¢ WHCTpyKUMEN MO
TIPUMEHEHHIO B TTAYKYy KapTOHHYIO.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 kancyn B amrOMUHHEBOM
crpurie unu B [TA/AJI/TIBX // anroMAHUEBOM
6mucrepe. [To 3 crpuna unu o 3 Gnucrepa ¢
WHCTPYKIMEN TI0 TPUMEHEHWI0 B TayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumevanue: IIpoayKT COOTBETCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akawdenne: ONOBPEHO

WI-GLOB-QA-0669-1.0

Printed By: K Narayana Swamy
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

cepui: 1990000 NO

IMpoaykTt: Omes® (oMerpason), kancyiibl 20 mr
B2200408 Batch Quantity / O6bem

AR No / Ananutnaeckuii oruer Ne: Date of Analysis / laTa
2002FP22000258 anaiamsa:  11-02-2022 -
Mfg. Date: / laTa npon3soacTBa: 01/2022 Date of Expiry / T'ogen go:

12/2024

Analysis performed according ND / Anaau3s nposegen no HJ: IT N015479/01-121120

Ne Test / ITokazaTean Result / Pe3yabTaTs! Specification / Hopma
11 | Labeling / According to ND / B cootrBercTeum ¢ HJ{
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpn Temneparype He Boie 25 °C.
Ycaosus XpaHeHust
13 Shelf life / Cpox 3 years /3 roga
TOIHOCTH

Remarks : The Product conforms to ND/
Ipumeuanue: [IpoayKkT cooTBeTCTBYET TpebopanuaM HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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