Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

;r(;luct:On;ez Enteric Coated Capsules 10 mg
Batch No / Cepus Ne : C2111032

Hpoayxkr: Omes®,

KarcysblKULIEYHOPACTBOPHMbIe, 10 Mr

‘| Batch Size / O6nemnapruu 1,000,000

ARNo / Ananrruuecknii oTaeT :_890001546166
DateofMfg / lara npoussoacraa :07/2021

Date of Analysis /

Nataanamnsa : 16/09/2021

Date of Expiry / Cpokrognocru :06/2024

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

No Test / IToxazarenan

Result / Pe3yabTaThi

Specification / Hopma

| Description /

Omnucanye

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 granules /
TBepablieKeNaTUHOBbIEHETIPO3paYHbIEKATICY
asipazMepoM Ne 3 ¢ sKeNTBIMTEN0OM, CBETIIO-
(P1OJIETOBONKPHILIKON U
ueplLIiuBeTnaanucy "omea 10"
HAKPLIIKEKANCYIbl 1 Tena.
KancynaconepyaHnus, cBETNO-

KENThIerpaHyJibl

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 /
TBepablexkeTaTMHOBBLICHEPO3PAay HBIEKATICY IbIpa3
MepoM «Ne 3», ¢ KeATBIMKOPIIYCOM, CBETIIO0-
¢duoneroBoiiKkpbIIEUKOH 1
MapkHpoBkoHuepHorouseta «OMEZ 10»
HAKpPBILIEYKE H KOPITYCeKancyJibl.
CozepxuMoeKancyJbl —

T‘paHy.]'lbIOTHO‘lTPI6CJ10T0[lOCBeTJ'IO-X(CIITO rouBseTa.

2 Identification /

The retention time of main peak on the

The Retention time of main peak on the

CpeﬂHﬂﬂMaCC&Kal’leﬂ

[MonanHHOCTD chromatogram of test solution corresponds | chromatogram of test solution should correspond
to retention time of main peak on to retention time of main peak on chromatogram
chromatogram of Omeprazole standard of Omeprazole standard solution. /
solution. /

Bpemsty iepnBaHUAOCHOBHOrONMKAaHAXpo | BpeMmstyiepkMBaHUAOCHOBHOTOMIMKAHAXPOMATOrp
MaTOrPaMMEUCTIRITYEMOTOPACTROPACOOTRET | AMMENCKITYEMOTOPACTROPANIOIKHOCOOTRETCTROB
CTBYETBPEMEHNY IEPKMBAHUSIOCHOBHOTONN | aTbBPEMEHUY ACPXKUBAHUSIOCHOBHOIOMMKAHAXPOM
KaHaxpomarorpammepactsopaOMenpasoc | aTorpaMMecTaHAapTHOropacTBOpaoMenpasoa.
TangapTa
3 Average weight of 153.0 mg £10% (137.7 mg — 168.3 mg) /
capsules / 156.9 mg/ 156,9 mr 153,0 mr £ 10% (137,7 mr— 168,3 mr)

Remarks : The Product conforms to ND/
Mpumeuanne: MpoaykT cooTBeTcTBYeT TpeGoBannam HJ

Opinion/Pesynbrat: APPROVED /
OJOBPEHO

Tested by/ Mcnbiranus n

e

CICHbI

Date/Jlara: {Q—Oq_'go% ."Dale/ﬂam:

4=

Document Checked by/JJoxymeHT npoBepeH:

\ §roqr 202

Approved by: Manager
Menexep no obecneyeHto

o

Date/]lara: \ broR ~2024




Dr.Reddy’s Q$¢

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product:Omez Enteric Coated Capsules 10 mg
Batch No / Cepml Ne: C2111032

Ipoxyxr: Omes®, KafCy b KUIIEYHOPACTBOPHMbIe, 10 Mr
Batch Size / O6bemnaprnu :1,000,000

ARNo / AnannTnyueckuii oTuer : 890001546100

Date of Analysis / laTaananu3za : 16/09/2021

Dateofog / IIaTa npoussoacrsa :07/2021

Date of Expiry / Cpokrognoctn :06/2024

Analysis performed according ND / Ananns nposenen mo H/I: JITI-000328-290321

Ne Test / [lokazareas

Result / PesyabTaThl

Specification / Hopma

4 | Average weight of
capsule contents / 106.4 mg/ 106,4 mr
Cpennssmaccaconepxu

MOToOKarcyJi

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

5 | Dissolution/ Capsule 1/ Kancyna 1 0,3% In 0.1M solution of hydrochloric acid — not more
PacrBopenue Capsule 2/ Kancyna 2 0,0% than 10.0% of C17H19N303S (omeprazole) in 2
Capsule 3/ Kancyza 3 0,0% hours. /
Capsule 4/ Kancyna 4 3,1% B 0,1 M paciBupexilopuetoBOA0pOAHOMKHCTOTSI
Capsule 5/ Kancyia 5 i 0,0_% |~ nebonee 10,0 % C17HI9N303S (omenpasoun)
" Capsule 6/ Kancyna 6 0,0% Hepes 2 u.
Capsule 1/ Kancyna 1 95%
Capsule 2/ Kancyna 2 96% In pH 6.8 buffer — not less than 75% (Q) of
Capsule 3/ Kancyna 3 98% C17HI9N303S (omeprazole) in 45 min /
W/ Kancyna 4 il 949, |B  6ypepepH 6,8 — uemenee 75 % (Q)
_Capsule 5/ Kancysa 5 87% 1 C17HI9N3O3S (omenpason) uepes 45 MUH.
Capsule 6/ Kancyna_6 92%,

6 | Related substances/ | 0.02% / 0,02%

[MocToponHtue npumecu

0.03%/0,03%

0.3%/0,3%

Omeprazole sulfone impurity NMT 0.4% /
Ipumecromenpasonacyns(ona — nebonee 0,4 %
Any single impurity NMT 0.4% /

Jlroboit eanHuuHoI npumeck — He Gonee 0,4 %

Total impurities NMT 2.0 /

Cymmbl npumeceii — He donee 2,0 %

Remarks : The Product conforms to ND/

Mpumeyanne: MNpoaykT cooTBeTcTBYET TpeGoBanusm HJL

Opinion/Pezynstat: APPROVED/
OJIOBPEHO

Tested by/ UcnbiTanus ﬂpnl&'[qul:

Date/JlaTa: [G—Q@’ *% Date/[ara:
—

Document Checked by/ﬂOKNeHT NPOBEPEH:

Qoo Do

Approved by: Manager
Menenxep no obecneueHuio

Date/[ata:  \ b o ~202A




Dr.Reddy’s Q¢¢

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

P_rodu_ct:Omez Enteric Coated Capsules 10 mg
Batch No / Cepuna Ne : C2111032

IIpoaykT: Omes®, Kancynmknmeqﬂopa_CTBopmv;_I;ie, 10 mr
Batch Size / O6nemnapTun :1,000,000

ARNo / Anajantuuecknii oruer : 890001546106

DateofMfg / laTa npounzeoacrsa :07/2021

Date of Analysis / Jlataanannsa : 16/09/2021 ___ n

Date of Expiry / Cpoxroanocrn :06/2024

Analysis performed according ND / Anann3s nposenen no HJI;: JITI-000328-290321

Packaging / ¥Ynakoska

Ne | Test/IlokazaTtennb Result / PeayabTaThl Specification / Hopma

7 | Residual solvents / 1970 ppm Isopropyl alcohol — NMT 5000 ppm /
OcTaToYHBIEPACTBOPUT H3onponanon — nebonee 5000 ppm
enm

8 | Microbial limits /
Mukpo6uonornueckas
4HCTOTA
a) Bacteria/6akTtepnn Less than 10 CFU/g / Not more than 1000 CFU per gram /

Menee 10 KOE/r He6onee 1000 KOE/r
b) Fungi/T'pu6s! Less than 10 CFU/g / Not more than 100 CFU per gram /
Menee 10 KOE/r He 6onee 100 KOE/r

c) Escherichia coli/ Absentin 1 g/ OtcyrcTBUe B I T Shall be absent in 1g /OTcyTcTBHE B 1T
KULIeYHasnajlouka

9 Uniformity of dosage 8.7/8,7 Acceptable value (AV) NMT 15.0 / Tlpuemnemoe
units 3HayeHue (AV) — He 6onee 15,0
/OaHOPOAHOCTLAO3UPO
BaHUs

10 | Assay/ 101.9%/101,9% - 90% - 110% of C17HI9N303S (omeprazole)
KonnuectBeHHoe label claim /01 90 % no 110 % C17HI9N303S
onpene/cHue (omenpason) OT 3asBJICHHOTO KONHYECTBa

Capsules 10mg 10 capsules in a

(PVC/AL/PA) foil/aluminum foil blister. 1
blister and a patient information leaflet in a
carton pack. / Kancynsl 10 mr ITo 10 xarncyn
B Onucrep w3 (NBX/AJV/ITA) ¢onsru /

auomuHKeBoil Qonerun. Ilo | OGnuctepy

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

information leaflet in a carton pack. In bulk

Remarks : The Product conforms to ND/
ITpumeuanne: MpoaykT cooTBeTcTBYET TpeGoBannam HJL

Tested by/ McnbiTanus npol

gajw.nli

e

Opinion/Pe3yabraT: APPROVED /
OJOBPEHO

—F

| Date/[JaTa: ’( 6f07*‘ %

Document Checked by/[loxkymeHT npoBepeH:

Approved by: Manager
MeHenxep no obecneyeHHIo

Date/Jlara:

lc—oer202 |

Date/JlaTa: VhoY - 20 0




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTUOHUKAT AHAJIU3A

Product:Omez Enteric Coated Capsules 10 mg IIpoayxr: OMe3®, Kancy bIKUIIEYHOPACTBOPUMbIe, 10 Mr
Batch No / Cepus Ne : C211 1032 Batch Size / O6bemnaptun :1,000,000 B . -
ARNo / AraauTnyecknii otuer : 890001546100 |Date of Analysis / laraananu3sa : 16/09/2021

DateofMfg / lara npounssoactsa :07/2021 Date of Expiry / Cpoxrognoctu :06/2024

Analysis performed according ND / AHanus nposenen no HJ: JI1-000328-290321

Ne Test / Ilokazarenn Result / PezyabTaTsl

Specification / Hopma

BMECTE C HHCTPYKHHCﬁ 110 NpUMEHEHUIO B

TIa4yKy KapTOHHYIO.

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. / Kancypi
10 mr ITo 10 xancyn B 6nuctep nz (IIBX/AJI/TIA)
¢donbru / anromunmeBoii ¢onsru. Io 1 vnnm 3
6aucTepa BMECTE ¢ MHCTPYKIMEH NO NPUMEHEHUIO
B nauKy kapToHHYy10. Kancynsl 40 mr ITo 7 xancyn
B 6mvctep m3 (TIBX/AJI/TIA) donbin /
amoMuHueroil ¢onsru. Ilo 4 6auciepa Bmecie ¢
UHCTPYKUMEH N0 MPUMEHEHHIO B MayKy
KapTOHHYIO.

Vnaxoska "in bulk": Kancyast 10 Mr o 4 umm 6
6JIMCTEPOB NOMEILAIOT B KADTOHHYIO KopoOky. Io
80 xapTOHHBIX KOPOOOK MOMEIIAIOT B KAPTOHHbLIN
kopo6. Kancynst 40 mr I1o 4 6nucrepa nomeutaior
B KapTOHHY!0 KopoOky. [1o 80 kapToHHbIX

KOpOOOK NOMELLAIT B KAPTOHHBIH KOpoO.

12 | Labeling / Map_KHpOBKa According to ND / B cootBeTcTBUM ¢ H]T

13 [ Storage conditions / At temperature below 25 °C. / I1pu Temneparype He Bbinie 25 °C,
YcnoBus xpaHeHus

14 | Shelf life / Cpok 3 years/ 3 rona
TOHOCTH

Remarks : The Product conforms to ND/

Opinion/Pesynetat: APPROVED/

S

Npumeuanue: INpoaykr coorsercTryer Tpedosannam HJ OAOBPEHO
Tested by/ Mcnbitanna nponet Document Checked by/JlokymeHT nposepen: | Approved by: Manager
/y Menemkep no obecneueHmo

oy

Dale/ﬂaTa 6~O 7 % Date/JlaTa: IQ (OC/ e 202 ) Date/[lara: Vo o 2024




