Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Prodjct_:OInez Enteric Coated Capsules 10 mg
BatchNo / Cepus Ne: C2113859

Ipoaykr: OMe3®, KancyabIKAIIEYHOPACTBOPUMEIE, 10 MIr

Batch Size / O6bemnapTun :1:000.000

_ARNJ[_/AHaJmTquCKm‘i otuert : 890001556350

Date of Analysis / lataananusa : 22/1 172021 __;_

DateoMfg / lara nponssoactsa :10/2021

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

Date of Expiry / Cpokrojnoern :09/2024

.N'gﬁ

Test/ IlokazaTeanb

po—

1 Dcscription /

Onucanue

Result / Pe3yabTaThl

Specification / Hopma

Hard gclatin opaquc capsules of size No. 3
having yellow body, light-violet cap and
black color inscription “OMEZ 10” on
capsule cap and body. Capsule contents —
off-white granules /
TBepableKenaTHHOBBIEHENPO3pauHbIEKATICY
neipazMepoM Ne 3 ¢ JKENTHIMTENOM, CBETIIO-
($110NeTOBONKPBIIKON U
yepHbIdBeTHaANUCH "ome3 10"
HaKpBILIKEKancyJpl ¥ Tena.
Kancynaconepsxanus, CBeT0-

KEJIThIETPaHyJIbI

Hard gelatin opaque capsules of size No. 3 having
yellow body, light-violet cap and black color
inscription “OMEZ 10” on capsule cap and body.
Capsule contents — off-white to light-yellow
granules /
TBepablexKeNaTHHOBbIEHENPO3PaYHBIEKATCYIIbIpas
MepoM «Ne 3%, ¢ KENTBIMKOPITYCOM, CBETIIO-
({roneToBONHKpPBIIIEUKOH U
MapxupoBkoiidepHorouseta «OMEZ 10»
HaKpBILIEUKE U KOPITYCEKancyJibl.
ConepxuMoeKancy bl —

TpaHyJlbl OTNOYTHOEIOTOAOCBETIO0-KENTOrOLIBETA.

2 Identification /

[ToanuHHOCTL

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. /

BpeMsy aepKHBaHU10CHOBHOIONMKaHAXPO
MaToTpPaMMEHUCTIbITYEMOTOPacTBOPacOOTBET
CTBYETBPEMEHHYNEePKNBaHUSAOCHOBHOIONM
KaHaxpomarorpaMmepactsopaOmMenpasoinc

TaHgapTa

The Retention time of main peak on the
chromatogram of test solution should correspond
to retention time of main peak on chromatogram

of Omeprazole standard solution. /

BpemsiyaepkBaHHAOCHOBHOTOMWKAHAXPOMATOrp
aMMEHCTBITYEMOrOpacTBOPaL0IKHOCOOTBETCTBOR
aTbBPEMEHNYIEPK UBAHNSIOCHOBHOTOTIMKaHAaXPOM

aTorpaMmmMmecTaHAapTHOIropacTBOpaoMernpasona.

Average weight of

(%)

capsules /
Cpeansismaccakancyn

153.5 mg/ 153,5 mr

153.0 mg £10% (137.7 mg — 168.3 mg) /
153,0 mr+ 10% (137,7 mr — 168,3 mr)

Remarks : The Product conforms to ND/
Mpumeuanne: IpoaykT cooTBeTCcTBYET TpeGoBaHNAM HJL

Opinion/Pesynstat: APPROVED /
OJNOBPEHO

f,&&

Tested by/ McnbitaHus npOBe_'lei-?S' /

Dat-e/ﬂ_ma: 2 6’4 "’ W

9

26-11-t02~|

Date/JlaTa:

' Document Checked by/[lokymeHT npoBepeH:

Approved by: Manager
Merenxkep no abecrieteHuto

N2

061 202

Date//laTa:




Dr.Reddy’s ":’.

~ CERTIFICATE OF ANALYSIS / CEPTU®PHUKAT AHAJIN3A

P_ro_d_ll_ét:On_lez Enteric Coated Capsules 10 mg

IIpogyxT: OMe3®, kancyIbKNIIEYHOPACTBOPUMBIe, 10 Mr

BatchNo / Cepns Mo : C2113859

Batch Size / O6bemnaprun :1,000,000

ARMNO/ AnanuruuecKuii oT4er : @0015%350

Date of Analysis / lataananusa : 22/11/2021

DateoMfy / luara upoussopcrsa :10/2021

Date of Expiry / Cpuxropnocru :09/2024

Analysis performed according ND / Anasuz nposeaen no HJI: JITI-000328-290321

Ne Test/ Ilokazarein

Result / PesyabTaThl

Specification / Hopma

4 | Average weight of
capsule contents /
CpenussiMaccaconepiu

MoOTroKarncyn

104.7 mg/ 104,7 mr

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

In 0.1M solution of hydrochloric acid - not more

than 10.0% of C17HI9N303S (omeprazole) in 2

hours. /

B 0,1 M pacTBOopexJIOpUCTOBOAOPOAHONKNCIOTHI

— nebonee 10,0 % C17H19N303S (omemnpazon)

yepes 2 4.

In pH 6.8 buffer — not less than 75% (Q) of

CI17HI9N303S (omeprazole) in 45 min /
B ©OydepepH 6,8 — mnemenee 75 % (Q)
C17HI19N303S (omenpazon) uepes 45 MuH.

6 Related substances /
[locTopoHHue ripumeck

0.03%/0,03%

0.1%/0,1%

0.0048% / 0,0048%

5 | Dissolution/ Capsule 1/ Kancyna | 2,0%
PacrBopeHue Capsule 2/ Kancyna 2 0,0%
Capsule 3/ Kancyna 3 2,2%

—Capsﬁle 4/ Kancyna 4 0,0%

Capsule 5/ Kanicyna 5 0,0%

Capsule 6/ Kancyna 6 2,9%

Capsule 1/ Kancyaa | 93%

Capsule 2/ Kancyna 2 93%

Capsule 3/ Kancyna 3 89%

Capsule 4/ Kancyna 4 87%

Capsule 5/ Kancyna 5 95%

Capsule 6/ Kancyna 6 91%

."Omepraz_ole sulfone impurity NMT 0.4% /

[Tpumecuomenpazonacynbhona — Hebonee 0,4 %
Any single impurity NMT 0.4% /

Jio60it ennnuyHoll npumecu — He Gonee 0,4 %
Total impurities NMT 2.0/

Cymmbl npumeceil — He Sonee 2,0 %

| Remarks : The Product conforms to ND/

Tpumeuanue: IpoaykT cooTBercTByeT TpeboBannam HJL

Opinion/Pe3ynstaT: APPROVED /
OAOBPEHO

Tested by/ Ucripiranus npow

Dal;/ﬂ_am- 262'/ ,rW

Date/Hata:

Document Checked by/lokymeHT nposepeH:

9

Approved by: Manager
Menenxep 1o odecnedeH o
v

2

26-)]- 02|

Date/[ata: 24~ ~20?]




Dr.Reddy’s Q5¢

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIM3A

Product:Omez Enteric Coated Capsules 10 mg

HpoaykT: OMe3®, kancynbIKUIIEYHOPaCTBOPUMBIE, |0 mMr

Batch No / Cepust Ne : C2113859

Batch Size / O6bemnaprun :1,000,000

ARNo / Avannrnuecknii oruer : 890001556350

Date of Analysis / lataananusa : 22/11/2021

DateofMfg / Jlara npoussoacrsa :10/2021

|Date of Expiry / Cpoxropnoctn :09/2024

Analysis performed according ND / Anann3 npoBegen no HJ/: JITI-000328-290321

Ne Test / Ilokazarenn

Result / PesynabTaThl

Specification / Hopma

7 Residual solvents /
OcCTaTOYHBEIEPACTBOPUT
enu

2085 ppm /2085 ppm

Isopropyl alcohol — NMT 5000 ppm /
Uzonponanon - nebonee 5000 ppm

8 | Microbial limits /
Muxkpobronornueckas
YUCTOTa

a) Bacteria/6aktepun Less than 10 CFU/g/

Menee 10 KOE/r

b) Fungi/T'pn6si Less than 10 CFU/g /
Menee 10 KOE/r
¢) Escherichia coli/

KN€4YHasaJjouKa

Absentin 1 g/ OtcyrctBMe B 1 1

Not more than 1000 CFU per gram /
He6onee 1000 KOE/r

Not more than 100 CFU per gram /
He 6onee 100 KOE/r

Shall be absent in 1g /OrcyrcTBue B I

9 Uniformity of dosage 6.2/6,2
units
/OmHOPOAHOCTLA03MPO

BaHUA

Acceptable value (AV) NMT 15.0 / [lpuemaemoe

3HauyeHue (AV) — ve Gonee 15,0

10 | Assay/ 98.8%/98,8%
KonnyectsenHoe

omnpe/eneHne

90% - 110% of CI7THI9N303S (omeprazole)
label claim /OT 90 % o 110 % C17HI9IN30O3S

(omenpa3o.n) OT 3as4BJICHHOTO KOJIMYUECTBA

11 |Packaging / Ynakoska | Capsules

10mg 10
(PVC/AL/PA) foil/aluminum foil blister. 1
blister and a patient information leaflet in a
carton pack. / Kancyasl 10 mr [To 10 kancya
B Oonuctep u3 (NBX/AJI/TTIA) ¢onbru /

aIlOMUHHEBOI (bOﬂbFM.

capsules in a|Capsules 10 mg 10 capsules in a (PVC/AL/PA)
foil/aluminum foil blister. 1 or 3 blisters and a
patient information leaflet in a carton pack.
Capsules 40 mg 7 capsules in a (PVC/AL/PA)
foil/ aluminum foil blister. 4 blisters and a patient

[lo 1

6nucrepy | information leaflet in a carton pack. In bulk

Remarks : The Product conforms to ND/

Mpumeuanie: [MpoaykT cooTBeTcTBYET TpedoBatnsam HJI

Opinion/Pesynstat: APPROVED /
OJIOBPEHO

Tested by/ Mcnpiraniis npopeic “;Fj

Document Checked by/JlokymeHT npoBepeH:

Approved by: Manager
Menenxep no obeciieciinio

il

Date/JlaTa:

Date//lata: 21971,'29%

QG-H"ZOP—{ Date/[lata: 24t D2 |




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Produc_t:Omez Enteric Coated Capsules 10 mg

ITIpoayxr: Ome3®, kancyabIKMIIEUHOPACTBOPHUMbIE, 10 M

Batch No / Cepun Ne : C2113859

Batch Size / O6nemnaprin : 1,000,000

ARNo / Ananurnuecknii oruer : 890001556350

Date of Analysis / Jlaraanasansa : 22/11/2021 )

DNateofM{fg / laTa nponssoactna :10/2021

Date of Expiry / Cpoxroanoern :09/2024

Analysis performed according ND / Ananu3 HpOB(;IleH no HJI: JIII-000328-290321

Ne | Test/Tokazarenn Result / Perynt.TaThl

Specifiention / Hopnia

nauky KapTOHHYIO.

BMECTE C MHCTPYKLUMEil O NMPUMEHEHUIO 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. / Kancyns!
10 mr I'To 10 xancyn B 6nuctep u3 (TIBX/AJI/TIA)
donbrn / antomunnesoi donsru. Mo 1 unu 3
OnucTEpa BMECTE C MHCTPYKLUMEH 11O NPUMEHEHUIO
B MKy xkapToHHY10. Kancyns 40 mr Io 7 kancyn
B 6nuctep u3 (IIBX/AJI/TIA) donbru /
amomunueBoli ponbry. Ilo 4 6nucrepa BMecTe ¢
MHCTPYKUMEH N0 TPUMEHEHHIO B NTaUKy
KapTonmylo.

VYnakoska "in bulk": Kancyssl 10 mr Io 4 unu 6
OIMCTEPOB 11OMELLAIOT B KaPTOHHYIO Kopobky. ITo
80 xapToHHbIX KOPOOOK MOMELLAIOT B KAPTOHHKIH
kopob6. Kancysnbl 40 mr 1o 4 6nncrepa nomewmaror
B KapTOHHY10 KopoOKy. I1o 80 kapToHHBIX

KOpOOOK NOMELLAIOT B KapTOHHbIN KOpoO.

12 | Labeling / Mapkuposka | According to ND / B coorsetctBun ¢ HJI

13 | Storage conditions /

YcnoBus XpaHeHus

At temperature below 25 °C. / Tlpu Temniepatype He Bbiiwe 25 °C.

[4 | Shelf life / Cpoxk 3 years /3 rona

FOAHOCTH

Remarks : The Product conforms to ND/
INpumeyaune: [poaykT cooTBercryer TpeboBannsgm HJ

Opinio;l/Fe:syﬂbTaT: APPROVED/
OHOBPEHO

Tested by/ McnbiTaHus np@nﬁ, "Document Checked by/lokyMeHT npoBepeH:

=
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Approved by: Manager
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