Dr. Reddy PLR ﬂ‘l( 'ATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 mg

Batch No. / Cepust Ne: C2110965

Batch Size / O0bem naptun: 500000

A.R. No./ Asanntnuecknii oruer Ne:

890001544167

Ipoaykr: Omes®, Kancybl KHIMIEYHOPACTR

Date of Analysis / [lara ana;nusa: 11/09/2021____

OpﬂMble, 40 mr

Mfg. Date: / Jlata npoussoacrea: 07/2021
Analysis performed according ND / Ananu3 nposeaen mo H/I: JITIT-000328-290321

Date of Expiry / Cpox rognoctn: 06/2024

Ne

Test / ITokazaTean

Result / PesynabTaThl

Specification / Hopma

1

Description /

Onncanne

Hard gelatin opaque capsules of size Oel
having light-violet body, yellow cap and
black color inscription “OMEZ 40” on
capsule cap and body. Capsule contents —
off-white granules. /

Teepabie >keNaTRHOBBIC HENPO3pauHble
KancyJisl Ocl, co

pa3Mepa CBETJI0-

$1ONeTOBLIM KOpITyCOM, JKENTOM
KpBIIIEYKOH M MapKUpOBKOH uepHOro
ngera «OMEZ 40» Ha Kpbllleuke U
kopnyce KarncyJisl. Conep>KUMOe KarcyJibl

— rpaHyJisl HouTH Genoro LpeTa.

Hard gelatin opaque capsules of size Oel having light-
violet body, yellow cap and black color inscription
“OMEZ 40” on capsule cap and body. Capsule
contents — off-white to light-yellow granules. /

Teepaple >keNaTHHOBBIE HEMPO3PAYHBIE KalCyJibl
pasmepa Oel, co cBETIO-PUONETOBLIM KOPIYCOM,
XKEJTON KphIIEYKOH W MAapKUPOBKOT YepHOTro LBeTa
«OMEZ 40» Ha KpbllIEYKE M KOPIyce KamcyJbl.

COIIGp)K]/IMOC Kamncynsl — rpaHyJibl OT NOYTH 6enoro

JO0 CBETJIO-XXKENTOTO 1BETA.

Remarks: The Product conforms to ND/
Ilpumeuanne: Ipoaykr coorBercrByeT TpeGosanusm HJL

Conclusion: APPROVED /
3akmouenne: OJJIOBPEHO
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Approved by: Manager
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Dr.Reddy’s

Product: Omez, Delayed-release capsules, 40 mg

‘ICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

IpoaykT: Omes®, kancy bl KHINEYHOPACTBO pumbie, 40 MI

Batch No. / Cepus Ne: C2110965

Batch Size / O6bem naprun: 500000

A.R. No./ Anaantuueckuii oraer Ne: 890001544167

Date of Analysis / lara ananmsa: 11/09/2021

Mfg. Date: / Jata nponzsoacta: 07/2021

Date of Expiry / Cpok roanoctn: 06/2024

Analysis performed according ND / Ananns nposegen no HJI: JII1-000328-290321

Ne Test / Iloxkazarenn

Result / Pe3yabrarsl

Specification / Hopma

2 Identification /

TlopmunHocTs

The retention time of main peak on the

chromatogram of  test solution
corresponds to retention time of main peak
on chromatogram of Omeprazole standard
solution. /  Bpemss  ynepxuBaHus
OCHOBHOTO IIMKa Ha XpOMaTorpamme
HCTILITYEMOTO pacTBOpPa COOTBETCTBYET
BPEMEHH YJEep)KUBaHUs OCHOBHOTO ITHKa
Ha

XpomMaTtorpaMmme CTaHOapTHOI'O

pacTtBOpa oMenpasona.

The retentjon time of main peak on the chromatogram
of test solution should correspond to retention time of
main peak on chromatogram of Omeprazole standard
solution (section «Assay»). /

BpeMﬂ YACPKUBaHHA OCHOBHOTIO NHKa Ha
XpoMarorpaMmMe HCMbITYEMOI'0 pacTBOpa AOJDKHO
COOTBETCTBOBATb BPEMEHHN yAE€PXKUBaAHUs OCHOBHOI'O
NnuKa Ha XpomMaTrorpamme CTaHAQPTHOro pacTBopa

OMeTNpa3ona.

3 Average weight of
capsules / Cpennsis
Macca Kancy.Ji

525.6 mg /525,6 mr

527.0 mg £7.5% (487.5 mg — 566.5 mg) /
527,0 mr £ 7,5% (487,5 mMr — 566,5 mr)

4 Average weight of
capsule contents /
Cpennsis macca

COZIEP’KMMOTO Kamcy

418.3mg /418,3Mr

420.0 mg £7.5% (388.5 mg — 451.5 mg) /
420,0 mr +7,5% (388,5 Mmr—451,5 Mr)

5 Dissolution/

PactBopeHnue

Capsule 1/ Kancyna 1 0,0%
Capsule 2/ Kancy?na 2 2,0%
Capsule 3/ Kancyna 3 0,0%
Capsule 4/ Kancyna 4 0,0%
Capsule 5/ Kancyna S 0,0%
Capsule 6/ Kancyna 6 00%
Capsule 1/ Kancyna | 88%
Capsule 2/ Kancyna 2 88%
Tpsule 3/ Kancgna_3 87% |
Capsule 4/ Kancyna 4 87%

In 0.1 M solution of hydrochloric acid — not more than
10,0 % of C7H9N305S (omeprazole) in 2 hours. /

B 0,1 M pactsope XJ0pUCTOBOROPOAHONH KUCIOThI —
ne Gonee 10,0 % C,7H9N30;S (omenpasona) uepes
2 u.

In pH 6.8 buffer — not less than 75 % (Q) of
Ci7H19N;O5S (omeprazole) in 45 min /
B 6y(epe pH 6,8 — He menee 75 % (Q) Ci7HoN305S

(omenpazona) uepes 45 MuH,

Remarks: The Product conforms to ND/
ITpumeuanne: [IpoaykT coorBeTcTBYeT TpeGoBanusam H/L

Tested by/ Mcpuranus nposegn
l % g—é’i

49

Conclusion: APPROVED /
3akmouenne: OJJOBPEHO

Date/Jlara;
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Dr.Reddy’s ¥

&‘ ‘{ICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Product: Omez, Delayed-release capsules, 40 0 mg Hpoaykr: OMe3®, kancyabl KHILIEYHOPACTBOpuMbIe, 40 Mr
Batch No. /Cepnﬂ Ne: C2110965 Batch Size / O6bem nmaptun: 500000

A.R. No. / Ananutnuecknii otuer Ne: 890001544167 | Date of Analysis / laTa anaansa: 11/09/2021

Mfg. Date: / )IaTa NPOH3BOJCTBA: 07/2021 Date of Expiry / Cpok roguoctu: 06/2024 -

Analysis performed according ND / Ananns nposeaen no HJI: JIII-000328-290321

Ne | Test/Iloka3aTenn Result / PesyapTaThi Specification / Hopma
Capsule 5/ Kancyna 5 90%
Capsule 6/ Kancyna 6 87%
6 Related substances / 0.01%0,01 % Omeprazole sulfone impurity — not more than 0.4% /

PoncTeeHHble npuMecH
A p [puMeck omenpasona cyabdona — He Gonee 0,4 Yo;

0.03 %0,03 % Any single impurity - not more than 0.4% /
Jliobas enuHMYHAs ipUMeck— He Oortee 0,4 %;
0.2%/ 0,2 % Total impurities - not more than 2.0 /

Cymma npumeceit — He 6onee 2,0 %

7 | Residual solvents / 1976 ppm Isopropyl alcohol — not more than 5000 ppm /
OcTatouHble W3onponanon — ne 6onee 5000 ppm.
OpraHmyeckye
PacTBOPUTENH

8 | Microbial limits /
Muxpoburonornaeckas
4YHCTOTA

a) Total aerobic

microbial count / Less than 10 CFU/g Not more than 1000 CFU per gram /
O6wee yncno Menee 10 KOE/r He 6osnee 1000 KOE/r

a3poOHbIX

MHUKPOOPTaHW3MOB

b) Total combined
yeasts and mould count Less than 10 CFU/g Not more than 100 CFU per gram /
/ Menee 10 KOE/T He 6onee 100 KOE/r

Ofuee uncno
APOXKIKEBLIX U
NJECHEBbIX IpHOOB

¢) Escherichia coli/

E. coli Absentin | ¢/ OtcyrtctByeTB | T Absentin | g/ OtcyrcTBrHE B | T
Remarks: The Product conforms to ND/ Conclusion: APPROVED /
Ipumeyanne: lpoayxr coorsercTBYeT TpeboBanuam HJL 3akmouenne: OJOBPEHO
Tested by/ Heynitanns npuuuL Document Checked by/JloxymeHT npoBepeH: | Approved by: Manager

MeHemKep no obecree o KaluecTra
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DaIe/II"lTa 5’07~ | Date/Jlara: 1509 200/ Date/[laTa: W20




Dr.Reddy’s

Product: Omez, Delayed-release capsules, 40 mg

q.ﬂ
ER }I_C&I‘ E OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

IIpoayxT: Ome3®, kancy.abl KHIMEYHOPACTBO pumMbIe, 40 Mr

Batch No. / Cepusa Ne: C2110965
A.R. No./ Anaiaurnuecknii oruer Ne: 890001544167

Batch Size / O6bem naprun: 500000

Date of Analysis / JlaTa ananu3sa: 11/09/2021

Mfg. Date: / Jlata nponssoactsa: 07/2021

Date of Expiry / Cpok rognoctn: 06/2024

Analysis performed according ND / Ananu3z nposenen no HJL: JITI-000328-290321

Ne | Test/Ilokazarens Result / PesynbTaThl Specification / Hopma
9 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) is not more than 15,0 /
units /OaHOPOIHOCTD INoka3zarens npuemiemocty (AV) He Gosee 15,0.
JI03WPOBaAHHsI
10 | Assay/ 100.4 /100,4% 90 % - 110 % of C17H19N303S (omeprazole) of label
KommecTtrennoe claim / O1 90 % no 110 % Ci7H1sN505S
onpeneneHue (oMemnpa3zona) 0T HOMMHANbLHOTO COEPKAHNUS,
11 | Packaging / Ynakosxa |Capsules 40mg. 7 capsules in a|Capsules 10 mg. 10 capsules in a (PVC/AL/PA)
(PVC/AL/PA) foil/ aluminum foil blister. foil/aluminum foil blister. 1 or 3 blisters and a patient
) q o o 1 information leaflet in a carton pack.
Ablistersiantl @ patienfiniomationsleatich Capsules 40 mg. 7 capsules in a (PVC/AL/PA) foil/
in a carton pack. / Kancynet 40 mr. ITo 7 | alJuminum foil blister. 4 blisters and a patient
kancy1 B 6nuctepe w3 (IIBX/AJIIIA) information leatlet in a carton pack. /
ponbru / amomunueroit ponsru. Tlo 4 Kancynu 10 me. Tlo 10 xancyn B Onucrepe u3
(IIBX/AJI/TIA) bonbry / anomunueBoi ¢onsra. To
OnucTepa BMecTe C WHCTPYKLUMEH Mo "
1 nnmun 3 6iucrepa BMecTe € MHCTPYKUMeH Mo
IPUMEHEHHIO B MAYKy KapTOHHYIO. TIPUMEHEHHUIO B NAUKY KapTOHHYIO.
Kuncyner 40 me. Tlo 7 kancyyn B Ondcrepe w3
(TTBX/AT/TTA) donkrv / amomunneroi onsru. To
4 GaucTepa BMECTE C MHCTPYKLMEN MO NPUMEHEHHIO
B NauKy KapTOHHYIO.
12| Labeling / Mapkuposka | According to ND / B cooreeTcTBUmM ¢ H][
13 | Storage conditions / At temperature below 25 °C. / [1pn TemnepaType He sbiiue 25 °C. - ]
XpaneHne
14 [ Shelf life / Cpox 3 years/ 3 rona
FOAHOCTH

Tested by/ Mcnbitanns npose

Wl

(5eF- 2221

Date/Jlara:

Remarks: The Product conforms to ND/
[pumeuanne: TlpoaykT coorpercTByer TpeGoBannsam HJL

Conclusion: APPROVED /
3akmouenne: OJOBPEHO
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