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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJM3A

I—lgr()duct: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne: B2102327

| ]]poz;ylcT: Omesz® (01\4_enpa30ﬂ_), KANCyJibl 20 MT

Batch Quantity / O6bem
cepun: 1950000 NO

_AR No / AnannraueckHii orger Ne:
2002FP21001470

Date of Analysis/ laTta
aganusa: 10-07-2021

Mfg. Date: / laTa npousBoacrea: 06/2021

Date of Expiry / T'onen no:
05/2024

Analysis performed according ND / Ananu3s nposegex mo HJ{: T1 N015479/01-121120

'_.N'u Test / HHoka3zaTean

Result / PesyabTaThs

Specification / Hopma

1 | Description /
Onncanne

Hard gelatin transparent capsules of
size 2 with a colorless body, pink
cap and black marking "OMEZ" on
both parts of the capsule. Capsule
content - white pellets. /

Teepaere KeTaTHHOBLIE
npo3pauHbie Karncynbl pazMepa 2 ¢
GECUBETHBIM  KOPITYCOM, PO30BOFH
KpBIINEYKoH u MapKUpPOBKOM
yepHoro nsera «OMEZ» na obenx
yacTax  kamcynel.  Comepxymoe
KancyJs — rpaHyJibl 6enoro lsera.

Hard gelatin transparent capsules of size 2
with a colorless body, pink cap and black
marking "OMEZ" on both parts of the
capsule. Capsule content - white to off-white
pellets. /

Teepasie JKENATHHOBbIE Npo3payHble
Karcynmsl  pasMepa 2 ¢ OECUBETHBIM
KOPITYCOM, po30BON KphIIEYKOH 4]

MapKUpoBKOi depHoro useta «OMEZ» Ha
0benx yactax Kancynsl. ComepRuUMoe KarcyJs
— IpaHyJiibl 6e70ro UMK NOYTH OENOro 1BeTAa.

2 Identification / [TogsiuaROCTE

2a) | By UV/V®-

CTEeKTPOOoTOMETPHS

Complies as prescribed/
CooTBeTeTBYET TPpeOOBAHWAM

UV-absorption spectra of both test and
standard solutions of omeprazole in the range
230 to 350 nm should exhibit maxima at the
same wavelength. /

Y® - cnexTpsl MOINIOUIEHHUS pPACTBOPOB
npenapara W craggaptHoro  obpasua
oMenpazona B obnactu ot 230 mo 350 Hm
IOJDKHBL WMCETh MaKCHMYMBI TIpH OXHOH W
Toti e JJTUHE BOJTHBI.

Remarks : The Product conforms to ND/
Mpumevanne: ITpogykT cooTBeTCTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOHKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepust Ne: B2102327

MpoaykT: Omes® (omenpason), kKancysbl 20 mr

Batch Quantity / O6bem
cepun: 1950000 NO

XR No / AHaauTHUecKMil oTueT No:
2002FP21001470

Date of Analysis / Jara
ananausa: 10-07-2021

Mfg. Date: / laTa I'lpOHE)LlCTBa: 006/2021

Date of Expiry / 'ogen no:

05/2024

Analysis performed according ND / Anaaus nposegen mo H/: TI N015479/01-121120

solution should

No Test / TTokazaTenn Result / PesyanraThl Specification / Hopma
_2b) By HPLC Or Complies as prescribed/ The retention time of main -&gk in the
UPLC/UFLC CooTBeTCTBYET TpedOBaHHAM chromatogram of test
BOCK mmi correspond to the retention time of main peak
CBIKX/BCICX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ynepxuBaHHS OCHOBHOIO MMKa Ha
XpoMaTorpaMMe  HCIBITYEMOTO  pacTBOpa
JIOMKHO COOTBETCTBOBATH RpEMEHN
YAEPKUBaHNS OCHOBHOTO MnKa Ha
XpomaTrorpaMMe  pacTBOpa CTaHZApTHOTO
obpasua oMerpa3ona (paznen
«KonugecTBeHHOE OTIpelICNEHHUER ).

3 | Average net fill weight
/ Cpeausist macca
COEP/KUMOTO0 Kancy.1

269.2 mg/269,2 Mr

270.0 mg + 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 mr + 5,0 % (256,5 Mr - 283,5 ™r)

4 | Water / Boaa

1.4% wiw / 1,4%

Not more than 3.0% /
He 6o0mnee 3,0 %

5 | Uniformity of dosage
units / OqHopoaHOCTH
JO3UPOBAHUSA

3.9/3,9

Acceptance value (AV) should be less than or
equal to 15.0./

ITokazarens npuemnemocty (AV) nomxken
OBITE MeHee vH paseH 15,0,

6 | Dissolution /
PacrBopenue

0%, 1%, 0%, 1%, 0%, 0%

94%., 93%, 97%, 91%,
92%, 93%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C,7H;oN;O;8
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XnopHucToBOIOPOIHON

Kkucnothl - He 6omee 10 % C;3HyN;3O;S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HgN10:S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C,7H,sN50O;S (omenpazon) yepes

30 MuH,

Remarks : The Product conforms to ND/
[pumeuanue: [TponykT coorBeTcTBYET TpeboBaHnsm HJI

Conclusion ;: APPROVED /
Jaxmouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

12002FP21001470

CEPTU®HKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: OMe3® (omenpaszon), kancyyibl 20 mr
Batch No. / Cepua Ne: B2102327 Batch Quantity / O6nem
S cepun: 1950000 NO

AR No / AHaanTudeckmii oTyer Ne: Date of Analysis/ laTa

amanmza: 10-07-2021
Mfg. Date: / JlaTa npon3BojcTBa: 06/2021 Date of Expiry / l'ogen no:

05/2024

Analysis performed according ND / Anaiaus nposesen no H/L: T1 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / [lo 10
Karncyn B alfOMAHWEBOM CTpHIIE.
TTo 3 cTpuma ¢ WHCTPYKLHMEH M0
MpUMEHEHHI0 B NIa4Ky KapTOHHY10.

No ‘T'est / loxazaTean Result / PesyabTaTtsl Specification / Hopma

7 | Related substances / IlocToponnue NpUMecH
Any individual 0.1%/0,1% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTro6as enHUYHAA

HeNIeHTHHUIMPOBaHHA

s TIpuMech

Total impurities / Not detected / He oOHapykeHa Not more than 2.0 % /
Cymma npumeceit He 6onee 2,0 %

8 | Assay/ 20.0 mg /20,0 Mr 180mg to 22.0 mg of C;H;sN;05S
KoauuecrBeHHOE (100.0% / 100,0%) (omeprazole) in capsule (90.0 to 110.0 % of
omnpeliejieHHe label claim). /

or 18,0 MI 10 22,0 MT C|7H|9N3038
(omenpazon) B karicyme (ot 90,0 o 110,0 %
OT HOMHHAJILHOT'O COAEPKAHN).

9 | Microbial limits / MukpoouoJioruueckas 4HeToTa

a) Total Aerobic Less than 10 CFU/g / | Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gomnee 1000 KOE/r
Ob1ee uncno a3pobHBIX

MUKpPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Menee 10 KOE/r He 6onee 100 KOE/r
Oburee uncno
TIPOXOKEBBIX 1
TIECHEBBIX MPHOOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OrcyrerByeTB L T OtcytcTBue B 1 1
10 | Packaging / YmakoBka | 10 capsules in an aluminum strip.

10 capsules in an aluminum strip or
PA/AL/PVC // aluminum blister. 3 strips or
3 blisters and patient information leaflet in a
carton pack. / TTo 10 xancy’n B altOMHHHEBOM
crpune wnu B [TA/AJI/TIBX // antoMUHUEBOM
6nucrepe. [To 3 crpuna unu no 3 d6aucrepa c
HHCTPYKOMENH TI0 TIPHUMEHEHWI0 B MAYKy
KapTOHHYTO.

Remarks : The Product conforms to ND/
Tpumeuanne: [Tponykt coorBercTBYET TpebGoBanUsm HJI

Conclusion : APPROVED /
3akarouenne: OJOBPEHO

Printed By: Krishnamohan Gunturu
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (omenpason),_l(ancynm 26_Mr

Batch No. / Cepusn Ne:

B2102327 Batch Quantity / O6bem

cepun: 1950000 NO

AR No / AnamaTH4ueckuit ordeT Ne: Date of Analysis / laTa
2002FP21001470 aHanmmusa: 10-07-2021 -
Mfg. Date: / laTa npousBsoacrsea: 06/2021 Date of Expiry / I'oaen ao:

05/2024

Analysis performed according ND / Anaaus nposegen mo H/: T1 N015479/01-121120

Ne Test / Iokazarelb Result / PesyabTaThl Specification / Hopma
11 | Labeling/ According to ND / B COOTBETCTBHH C HA
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temnepatype e Bbtie 25 °C.
Yc10BHSI XpaHEeHUS
13 | Shelf life / Cpox 3 years/ 3 roga
TOAHOCTH

Remarks : The Product conforms to ND/
[pnumeuanue: [Ipoaykr cootBeTcTByeT Tpebosanusm HIL

Conclusion ;: APPROVED /
Jaxarwuenue: OJOLPLEIIO
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