Df.Reddy’s ‘g"

Product .Omez Enteric Coated Capsules 10 mg

B’ltch No / Cepm] Ne : C2204615

ARNO / Anaantnueckui ordet : §90001590929
atcl}t’MIg / Jlara npoussoacrsa :03/2022

Analysis performed according ND / AHaaus nposenen no HJ: J11-000328-290321

CERTIFICATE OF ANALYSIS/ CEPTUOUKAT AHAJIM3A

IIpoayxt: Omes®, KancynblKUIIEMHOPACTBOPUMbIE, 10 MT

Batch Size / O6nemnaprnn :1,000,000

|Date of Analysis / laraananusa :

18/05/2022

Date of Expiry / Cpokrognocrn :02/2025

N | Test/Tlokazareib Result / PesyabTaThl Specification / Hopma
1 | Description / Hard gelatin opaque capsules of size No. 3 | Hard gelatin opaque capsules of size No. 3 having
Onucanue having yellow body, light-violet cap and yellow body, light-violet cap and black color
black color inscription “OMEZ 10” on inscription “OMEZ 10” on capsule cap and body.
capsule cap and body. Capsule contents — | Capsule contents — off-white to light-yellow
off-white pranules / granules /
TrepnrieKeNATHHORREHENPO3PAtHbIcKancy | TepableKeNaTHHOBLICHENPO3PatHbleKaICyJiblpas
Ablpazmepom No 3 ¢ skeTBIMTENOM, CBeTNO- | Mepom «Ne 3», ¢ JKenThIMKOPIYCOM, CBETIIO0-
(pHoseTOBONKPHILLKOT 1 (proneToBOHKpPLIEUKOH ¥
uepubiiBeTHaanucK "omes 10" mapkHpoBkoituepHorousera «OMEZ 10»
HakpbILIKEKancybt v Tena. HAKpbILIEUKE W KOPIYCEKANCyJIbl.
Kancynaconep aHnus, cBeTNO- Conep>xMMOeKancyJibl —
JKENTblerpanyibl FpaHyabIOTIOUTHOCIO0TONOCBETIIO-KENTOTOUBETA.
2 Identification / Complies as prescribed/ The Retention time of main peak on the
[ToANMHHOCTD CoOTBeTCTBYET TPEOOBAHHAM chromatogram of test solution should correspond
to retention time of main peak on chromatogram
of Omeprazole standard solution. /
Bpemsy aepKuBaHMs0CHOBHOTONMKaNAXpoOMaTOrp
aMMENCTILITYEMOTOPACTBOPaA0MKHOCOOTBETCTBOB
aTbBPEMEHNYAEPKUBAHNSOCHOBHOTONMKAHAXPOM
aTOrpaMMECTaHaPTHOrOPacTBOPAOMENpaA30ia.
3 Average weight of 153.0 mg £10% (137.7 mg— 168.3 mg) /
capsules / 1559 mg/ 155.9 mr 153,0 Mr+ 10% (137,7 mr — 1683 mMr)
Cpentssmaccakancyi
Remarks : The Product conforms to ND/ Opinion/PesyabraT: APPROVED/
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Pr()_(_IUct:Omez Enteric Coated Capsules 10 mg

Mpoayxr: OMe3®, KancybIKUIIEUHOPACTBOpUMbIe, [0 mr

Bat¢hNo / Cepust Ne : C2204615

Batch Size / O6semnaprin :1,000,000

ARNO/A_HHJ‘IHTH‘!QCKHﬁ otuer : 890001590929 i

Date of Analysis / lataanannsa : 18/05/2022

Et;‘:‘[l_ﬂ\/l fo / Jara npoussoacrsa :03/2022

Date of Expiry / Cpoxrogaocrn :02/2025

Analysis performed according ND / Anaans nposeaen no HJI: JIIT-000328-290321

pE——————
Ne

Test / HokazaTeab

Result / PesynbTaThl

4 | Average weight of
capsule contents /
CpeaHasmaccaconepxu

MOrokancyl

107.6 mg / 107,6 mr

Specification / Hopma o

105.0 mg £10% (94.5 mg — 115.5 mg)/
105,0 mr+ 10% (94,5 Mr — 115,5 mr)

5 Dissolution/

PacTtBopenne

Capsule 1/ Kancyna 1 0,0% In 0.1M solution of hydrochloric acid - not more

Capsule 2/ Kancyna 2 0,6% than 10.0% of CI7HI19N303S (omeprazole) in 2

Capsule 3/ Kancyaa 3 3,1% hours. /

Ca_psule 4/ Kanicyna 4 ' 0,8% B 0,1 M pacTBOpeXJIOPHCTOBOAOPO AHONKHUCAOT!

Capsule 5/ Kancyina 5 0,0% —nebonee 10,0 % C17HIIN3O3S (omenpazon)

Capsule 6/ Kancyna 6 0,0% uepes 2 4.

Capsule 1/ Kancyna | 932,

Capsule 2/ Kancyna 2 96% In pH 6.8 buffer — not less than 75% (Q) of

Capsule 3/ Kancyna 3 93%, C17HI9N303S (omeprazole) in 45 min /
W/ Kancyna 4 94% 1B 6ydepepH 6,8 — nemenee 75 % (Q)

Capsule 5/ Kancyna 5 N 95% CI7HI9N303S (omenpaszon) uepes 45 Mu.

Capsule 6/ Kancyna 6 90%

6 Related substances / 0.01% /0.01%
[Moctoponine npimecH

0.04% 7/ 0.04%

0.2%/0.2%

Total impurities NMT 2.0/

Omeprazole sulfone impurity NMT 0.4% /
Ipumecromenpazonacyib(ona — Hedonee 0.4 %
Any single impurity NMT 0.4% /

Jio6oit eanHitHoi npumeck — He dozee 0.4 %%

Cymmbl npumMeceii — ite donee 2.0 %

Remarks : The Product conforms to ND/

Mpunieuare: FpoaykT coorsercrsyer Tpedosannsam HJL

OJOBPEHO

Opinion/Pesynbrar: APPROVED /

Tested by/ Mcnibiraniis nponelie

Document Checked by/[lTokymMeHT npoBepeH:

Approved by: Manager

Dale/l_lala: IQ*06 ”XOE//
L ==

Date’/lara: 190590902
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CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIN3A

IE)(!u_ct:Omez Enteric Coated Capsules 10 mg
Batch No / Cepus Ne : C2204615

Hpoaykr: OMe3®, KancyabIKMIIEHHOPACTBOPUMBIe, 10 Mr

Batch Size / O6bemnaprun :1,000,000

_ARlﬂo_/ Ananutmueckuii oruer : 890001590929

D_atq)i_'l\ilfig / laTa npousBoacTBa :03/2022

Date of Analysis / laraanasu3a : 18/05/2022
Date of Expiry / Cpokroanoctn :02/2025

Analysis performed according ND / Ananns npoegen no HJI: JIIT-000328-290321

N‘e-

|_ [;'nc Jara: | _q 55— Z_O 22—

Date JlaTa:

|9 ~-05-2022.

Test / Illoka3aTenn Result / PesyabTaThl Specification / Hopma
7 | Residual solvents / 2333 ppm /2333 ppm Isopropyl alcohol — NMT 5000 ppm /
OCTaTouHbIEPACTBOPHT Wzonponanon — Hebonee 5000 ppm
eNn
8 | Microbial limits /
Muxkpobuonornueckas
41CTOTA
a) Bacteria/6axkrepun Less than 10 CFU/g/ Not more than 1000 CFU per gram /
Menee 10 KOE/T He6onee 1000 KOE/r
b) Fungi/I"pn6ui Less than 10 CFU/g / Not more than 100 CFU per gram /
Menee 10 KOE/r He Gonee 100 KOE/r
¢) Escherichia coli/ Absentin 1 g/ OtcyTtcTBUeB 1 1 Shall be absent in 1g /OtcyTcTBYE B IT
KUIlleyHasnanouka
9 Uniformity of dosage 5.0/5,0 - “Acceplab]e value (AV) NMT 15.0 / Tlpuemnemoe
units 3HaueHue (AV) — He Gosiee 15,0
/OAHOPOAHOCTLAO3UPO
BaHWs
0 Assay / 101.7%/101,7% 90% - 110% of C17H19N303S (omeprazole)
KonunuecTreHHoe label claim /O1 90 % no 110 % C17HI9N303S
orpesienexe (omenpazon) OT 3as1BJCHHOTO KOIINUECTBa
18 Packaging / Vnakoska |Capsules 10mg 10 capsules in a|Capsules 10 mg 10 capsules in a (PVC/AL/PA)
(PVC/AL/PA) foil/aluminum foil blister. 1| foil/aluminum foil blister. | or 3 blisters and a
blister and a patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Kancyass 10 mr ITo 10 kancyn | Capsules 40 mg 7 capsules in a (PVC/AL/PA)
B Gnuctep w3 (TIBX/AJIVTTIA) donbrin /| foil/ aluminum foil blister. 4 blisters and a patient
amomuunesoil  doasrn. I[lo 1 Gmictepy | information leaflet in a carton pack. In bulk
Remarks : The Product conforms to ND/ Opinion/Pe3ynbtat: APPROVED /
Mpunieuanne: [poaykT cooTBeTCTBY T TpedoBannam HA OJIIOBPEHO
Tested by/ Mcnbitanns nposeneni—f Document Checked by/Jlokyment nposepen: | Approved by: Manager
> j_a__f)" Metieraep no oGecte et |
| >~ Teao® RAoLheaseq

Date/laTa: ,Q-) O S:, 120221
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Product :Omez Enteric Coated Capsules 10 mg

BatchNo / C epns N : C2204615

IpoaykT: Ome3®, KancynbIKHILIEYHOPAcTBOpHMBIe, 10 mMr
Batch Size / Oﬁbemnapwm 1,000,000

ARNo/ Ananuruuecknii oruer : 890001590929  |Date of Analysis / laraanannza : 18/05/2022
Date of Expiry / Cpoxroanocrn :02/2025

DateofMfg / lara npousBoacrea :03/2022

Analysis performed according ND / Ananus n npOBeneH no HJI: JITI-000328-290321

Ne | Test/Iloxazarenn Result / PesyabTaTst

Specification / Hopma

NaukKy KapTOHHYIO.

BMECTE C HHCprKUMeﬁ Nno NpUMEHEHHIO B

package: Capsules 10 mg 4 or 6 blisters in a
carton box. 80 carton boxes in a carton shipper
box. Capsules 40 mg 4 blisters in a carton box. 80
carton boxes in a carton shipper box. / Kancynsl
10 mr ITo 10 xancyn B 6nnctep uz (TIBX/AJI/TIA)
thonnru / amomunneroit honwru. Tlo 1 unu 3
OnncTepa BMECTE ¢ MHCTPYKLMEH TI0 TPUMEHEHWIN
B nauky kaptoHnyto. Kancynst 40 mr ITo 7 kancyn
B Onuctep w3 (ITBX/AJI/TTA) donnru /
amomunneBoit Qossru. ITo 4 6nuctepa BMecte ¢
MHCTPYKUMEH MO NPUMEHEHHUIO B NIAuKy
KapTOHHYIO.

Vrnakoska "in bulk": Kancyast 10 mr Ilo 4 nnu 6
OMnCTEpPOB NOMENIAIOT B KAPTOHHYKO kKopobky. 1o
80 xapTOHHBIX KOPOOOK MOMEILAIOT B KAPTOHHKLII
xopo0. Kancynel 40 mr [lo 4 GnucTtepa nomeinaror
B KapTOHHY10 KOpoOKy. T1o 80 kapToHHBIX

KOpOOOK NOMELLAIOT B KAPTOHHLIH KOpoo.

12 | Labeling / Mapxuposka | According to ND / B coorserctsui ¢ HJJ

13 | Storage conditions /

YcnoBus xpaHeHus

At temperature below 25 °C./ [Tpi Temneparype He Bbiue 25 °C.

14 | Shelf life / Cpoxk 3 years/3 rona

rOAHOCTH

Remarks : The Product conforms to ND/
[Tpumeuanne: IpoaykT cooTBeTeTBYCT TpedoBannam HA

Opinion/Pe3ynbtat: APPROVED /
OJIOBPEHO

Tested by/ Ucnbitanns rnposeiei Document Checked by/Jlokyment nposepen: | Approved by: Manager
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