Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS / CEPTUO®UKAT AHAJIM3A

Product Omez Enteric Coated Capsules 10 mg
Batch No/ Ceplm Ne: C2200334

ARNO / AHATHTHYECKHI 0THeT ret : 890001572344

Ipoaykr: Ome3®, KaﬂcynblKl/lme‘{HOPaCTBOpl/]Mble 10 M
Batch Size / O6bemnaprun : 1,000,000

Date of Analysis / JaTaananuza : 08/02/2022

I)AI(’::MI;_, / laTa npou3BoACTBA : 12/2021
Analysis performed according ND / AHanus l]pOBe}JeH no HJI: JIII- -000328- 290321

Date of Expiry / Cpoxroanocrn :11/2024

Ne |

Test / [lokazaTean Result / Pe3yabTaTnl Specification / Hopma
1| Description / Hard gelatin opaque capsules of size No. 3 | Hard gelatin npaque capsules of sim
Onucasne 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 granules / granules /
TBepIObIeKENaTHHOBbIEHENPO3payuHblekancy | TBepIbleKenaTHHOBbIEHENPO3PAYHBIEKATICY Ikl Pa3
nuipasMepom Ne 3 ¢ JKeNTBIMTENIOM, CBETIIO- | MepoM «Ne 3», € ENTHIMKOPIYCOM, CBETIO-
($h1roneToroKpHINKON 1 (pNONETOBORKPBILLIEUKON U
yepHbliBeTHAaANMCH "omes 10" mapxuposkoitteprorousera «OMEZ 10»
HaKpbILIKEKancynbl ¥ Tena. HaKpblllIeUKe W KOPNyCceKarncynsl.
KaricynaconepaHnusi, CBETJIO- ConepxumoeKancyJbl —
JKEJIThIErPaHY bl TPaHybIOTIIOYTHOEIOT010CBETIIO-XKENTOrOLBETA,
2 | ldentification / The retention time of main peak on the The Retention time of main peak on the
NonanHHOCTHL 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. /
BpeMsyaep)KHBaHUAOCHOBHOTOMIMKAaHAXPO | Bpemsyaep k11BaHUSOCHOBHOIONMKAHAXPOMATOrP
MaTOrpaMMEeHUCIbITYEMOrOPACTBOPACOOTBET | aMMENCTILITYEMOTOPacTBOPaA0IKHOCOOTBETCTBOB
CTBYETBpPEMEH HY IEPKNBAHUSOCHOBHOTOMM | aTLBPEMCHUYIEPXKHBAHUAOCHOBHOTOIIMKAHAXPOM
kaHaxpomarorpammepactsopaOMenpasosc | aTorpaMMecTaHiapTHOropacTBOpaoMenpasola.
TaHAapTa
3 Average weight of [53.0 mg £10% (137.7 mg — 168.3 mg) /
capsules / 1534 mg/ 1534 mr 153,0 mr+ 10% (137,7 mr — 168,3 mr)
CpeansiamaccaxancyJ
Remarks : The Product conforms to ND/ Opinion/Pesyastat: APPROVED /

IMpnmeyanne: MpoaykT coorBereTByeT Tpebosannam HJ

Tested by/ McnblTanus n

l1-02-Pc22

Date/lara:
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OJIOBPEHO

Date/JlaTa:
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Document Checked by/lokymenT nposepen:

Approved by: Manager
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DrReddy’s ‘g"

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIU3A
Prodllct :Omez Enteric Coated Capsules 10 mg

BatCh No/ Cepus Ne : C2200334

Hpoayxr: Omes®, KchyHbIKl/IH]ellHOpaCTBOpHMble 10 mr

Batch Size / O6bemnaprun :1,000,000

ARNO / AHanurHuecknii oruer : 890001 572344
Dateoﬂ\’[fg / laTa nponsroncTra :12/2021

Date of Analysis / lataanannsa : 08/02/2022

|Date of Expiry / Cpokroanoctu ;11/2024

Analysis performed according ND / Ananus npe nposeuen no H/L: JIT1-000328-290321

Date/ Jara:
I-.

Nz | Test/Iurasaiean Result / PesynbTarnl Specification / Ilopma
4 | Average weight of
capsule contents / 106.5 mg/ 106,5 mr 105.0 mg £10% (94.5 mg — 115.5 mg) /
CpenHssMaccacoaepxu 105,0 Mr £ 10% (94,5 Mmr— 115,5 mr)
MOTOKancyn
5 | Dissolution/ Capsule 1/ Kancyna | 0,0% In 0,1M solution of hydrochloric acid — not more
PacTsopeHue Capsule 2/ Kancyna 2 0,0% |than 10.0% of C17THI9N30O3S (omeprazole) in 2
Capsule 3/ Kancyna 3 0,0% hours. /
Caps£4/ Kancyna 4 0,0% B 0,1 M pacTBOpexJIopHCTOBOAOPOAHONKHNCAOThI
Capsule 5/ Kancﬁ 5 0,0% | — Hebonee 10,0 % C17HIIN30O3S (omenpazon)
Capsule 6/ Kancyna 6 2,7% uepes 2 4.
Capsule 1/ Kancyna | 929,
- Cap_sJI_e 2/ Kancyna 2 | 95% In pH 6.8 buffer — not less than 75% (Q) of
Capsule 3/ Kancyna 3 96_%_ C17H19N303S (omeprazole) in 45 min /
Capsule 4/ Kancyna 4 101% B OydepepH 6,8 — Hemenee 75 % (Q)
Capsule 5/ Kancyna 5 91% C17HI9N30O3S (omenpazon) uepes 45 MUH.
_Cm{ancyﬂa 6 95%,
6 | Related substances / Not Detected Omeprazole sulfone impurity NMT 0.4% /
[locTopoHHMe npumeck [Mpumecromenpasonacynbhona — Hebonee 0,4 %
0.03%/0,03% Any single impurity NMT 0.4% /
Jlio6oit enuunuHON NpumMeck — He 6osee 0,4 %
0.1%/0.1% Total impurities NMT 2.0/
Cymmbl ipuMecei — He Honee 2,0 %
“Remarks : The Product conforms to ND/ | Opinion/Pesynbrar: APPROVED /
l'lpumellamle [MpoaykT cooTBeTcTBYET TpedoBaunsm HJ OJOBPEHO
Tested by/ Ucnbltanns ”l““*‘z,l}“r/-) Document Checked by/JlokymeHT nposepen: | Approved by: Mflnager
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS / CEPTU®HUKAT AHAJIM3A

Pr;h;t:Omez Enteric Coated Capsules 10 mg

Batch No / Cepusi Ne : C2200334

Batch Size / O6bemnaprun :],000,060

ARNo / AHanuTullec_K_m‘i otuer : 890001572344

|Date of Analysis / Jlaraanainsa : 08/02/2022

DateofMfg / Mara npomn(;ucn;a :12/2021

Date of Expiry / C]’)OKI‘O}JHOCTH_:I 172024

Ipoayxr: OMe3®, KancynbIKMLIEUHOPACTBOPUMBIe, |0 Mr

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

Ne Test / Ilokazarens Result / PesyabTaTni Specification / Hopma
() Residual solvents / 1859 ppm /1859 ppm Isopropyl alcohol - NMT 5000 ppm /
OcTarouHblepacTBOPUT U3zonponanon — webosiee 5000 ppm
enm
R Microhial limits /
Muxkpo6uonornueckas
YUCTOTA
a) Bacteria/6axTepuu Less than 10 CFU/g/ Not more than 1000 CFU per gram /
Menee 10 KOE/r He6onee 1000 KOE/r
b) Fungi/T'pn6si Less than 10 CFU/g/ Not more than 100 CFU per gram /
Menee 10 KOE/r He 6onee 100 KOE/r
¢) Escherichia coli/ Absentin 1 g/ OrtcyrctBue B 1 T Shall be absent in 1g /OtcyTcTBRHE B IT
KWLIEY Hasi1anouka
9 Uniformity of dosage ! 6.0/6,0 Acceptable value (AV) NMT 15.0 / Tlpuemnemoe
units 3HaueHue (AV) — He Oonee 15,0
/OAHOPOAHOCTBLAO3NPO
BaHUA
10 | Assay/ 102.0%/102,0% 90% - 110% of CI7THI9N3 O3S (oﬁeprazole) |
KonuuecteeHHoe label claim /Ot 90 % no 110 % CI7HI9N303S
onpejeneHne (omenpazon) oT 3aABAEHHOTO KONHUECTBA
[ Packaging/_ynaKOBKa Capsules 10mg 10 capsules in a|Capsules 10 mg [0 capsule_s ina (PVC/AL/PA)
(PVC/AL/PA) foil/aluminum foil blister. 1 | foil/aluminum foil blister. 1 or 3 blisters and a
blister and a patient information leaflet in a | patient information leaflet in a carton pack.
carton pack. / Kancynbt 10 mr ITo 10 kancys | Capsules 40 mg 7 capsules in a (PVC/AL/PA)
B Onucrep w3 (IBX/AJIVIIA) doavru /| foil/ aluminum foil blister. 4 blisters and a patient
antoMunueBoid doneru. Ilo | 6Gauctepy | information leaflet in a carton pack. In bulk

Remarks : The Product conforms to ND/
Mpumeuanne: [poaykr cooTeTeTBYET TpeboBanusam H/L

Tested by/ UcnbiTamis n;mW:
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Dr.Reddy’s ":‘

Product Omez Enteric Coated Capsules 10 mg

CERTIFICATE OF ANALYSIS / CEPTUOUKAT AHAJIM3A

Hpoaykr: Omes®, KancynblknmequpaCTBopnMLle 10 Mr

Batch No / Cepml Ne : C2200334

Batch Size / O6bemnapTun :1,000,000 )

ARNo / Ananntnuecknii oruer : 890001572344

DateofMfg / lata nponssoacrsa :12/2021

Date of Analysis / lataanannsa : 08/02/2022
Date of Expiry / Cpokroanocru :11/2024

Analysis performed according ND / Ananu3s nposeaen no HJL: JIT1-000328-290321

Ne Test / IHokazarenn

Result / Pe3yabTaThl

Specification / Hopma

naukKy KapTOHHYIO.

BMECTE C MHCTpyKLMeil no npumenenno 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. / Kancysi
10 mr ITo 10 xancyn B 6ancrep n3 (TIBX/AJI/TIA)
donvru / amomunmenoit donuru. [To 1 wm 3
OnucTepa BMECTE ¢ MHCTPYKUMEH IO NPHUMEHEHHIO
B nauky xaptonnylo. Kancynsl 40 mrIlo 7 kancyn
B 6ninctep n3 (NMBX/AJI/TIA) donbru /
amomuuueBoii gponsry. 1o 4 6nucrepa BMecte ¢
WHCTPYKLMEH N0 NPUMEHEHHIO B MTayky
KapTOHHYIO.

VYnaxkoska "in bulk": Kancynsl 10 Mr ITo 4 unu 6
ONUCTEPOB NOMEIIAIOT B KAPTOHHYHO kopooOky. 1o
80 kapTOHHbBIX KOPOOOK MOMEIAIOT B KAPTOHHBIH
kopo®. Kancynet 40 mr INo 4 6aucTepa nomeniaior

B KapTOHHY10 kopoOky. ITo 80 kapToHHbIX

KOpOOOK MOMEWAlOT B KapTOHHBIA Kopoo.

12 [ Labeling / MapxupoBka

According to ND / B cootetctBun ¢ HJI

3 | Storage conditions /

yCHOBHﬂXpaHeHMﬂ

At temperature below 25 °C. / T1pn TemnepaTﬁe He Bbite 25 °C,

4 | Shelflife / Cpoxk 3 years/ 3 rona

FOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuanne: TMpoaykT cooTBeTcTBYET TpeGoBanam HJ

Opinion/Pesynstat: APPROVED /
OJJOBPEHO

Tested by/ UcnbiTanus npos?gnt@.
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