CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

Mpoayxt: Ome3® (omenpason), Kancymﬂ—Z_d MT

Product: Omez {Omeprazole), capsules 20 mg
B2103679

Batch No. / Cepust Ne:

cepHu:

Batch Quantity / O6bem

2000000 NO

AR No / AHaJuTuYeckHii oTyer Ne:

2002FP21002060

Date of Analysis / laTa
a”aamu3sa: 16-10-2021

Mfg. Date: / laTa npoH3BoACTBa:

09/2021

08/2024

Date of Expiry / Togen 10:

Analysis performed according ND / Anaau3 nposenen mo H/I: T N015479/01-121120

Copy

ncontrolled

e

Ne Test / Tloka3zaTenn

Result / PesyabTaTht

Specification / Hopma

1 | Description /
Onucanue

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. /

Teepmbre JKENaTUHOBbIE
Mpo3pavHbie Kalcyisl pasMepa 2 c
GCCLBETHBIM  KOPILYCOM, pO30BOMH
KpBIIIEYKoM W MapKUPOBKOM
geproro usera «OMEZ» Ha o0enx
yactax kancynsl. Coaepikumoe
KarcyJ — rpaHyJisl 6enoro ugera.

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. /

Teepabie KeJATHHOBEIE ITpo3pavHbIe
Kaucynmel  pasMepa 2 ¢ GeclBETHBIM
KOprycoM,  pO30BOM  KpbllIeukoil U

MapkHpoBKoit yepHoro neera «OMEZ» nHa
obenx gactax kancynsl. ComepXAMoe Karcyn
— rpaHyIsl 6e10r0 Wi TTouTH Geroro 1BeTa.

2 | Identification / IlogJHHHOCTE

2a) | ByUV/ VY-
criekTpooToMeTpus

Complies as prescribed/
CoorsercTByeT TpeOoBaHUAM

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. /

VO - chekTpsl TMOTMIOLMIEHUS pacTBOPOB
npernapata M craHgapTHoro  oOpasua
omerpazona B oOnactu or 230 mo 350 HM
NOJDKHB MMETh MaKCUMYMBI TIpH OOHOW W
TOM K€ IJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuyanmne: [TpoaykT cooTeeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3akarouenue: OJIOBPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIIM3A

Product: Omez (Omeprazole), capsules 20_mg -

Ipoaykr: Ome3® (oMerpason), kancysl 20 M

Batch No. / Cepusa Ne:

AR No / Anaaurnueckuii otuet Ne:

2002FP21002060

B2103679

cepun:

Batch Quantity / O6bem

2000000 NO

Date of Analysis / laTa
anaau3a: 16-10-2021

Mfg. Date: / laTa nponsBoAcTBa:

09/2021

Date of Expiry / T'oaen g0:
08/2024

Analysis performed according ND / Ananns nposesien no HJI: IT N015479/01-121120

Ne Test / [Toxa3zaTeJnb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeboBaHUAM chromatogram of test solulion should
BYKX mmn f:orrespond to the retention time of main peak
CBOKX/BCIKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
Bpems yHaepKuBaHWS OCHOBHOTO NHKa Ha
XpoMaTorpaMMe HCIBITYEMOTO  pacTBoOpa
JOIKHO COOTBETCTBOBATE BpEMEHU
yOEPXUBAHHUSA ~ OCHOBHOTO  IHKAa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAapTHOTO
obpazua oMerpasona (pazmen
«KonvgecTBeHHOE ONpeleNieHue» ).
3 | Average net fill weight | 266.7 mg/266,7 Mr 270.0 mg + 5.0 % (Between 256.5 mg and

/ Cpeansist Macca
COMEPIKUMOT O KATICYJT

283.5 mg) /
270,0 mr= 5,0 % (256,5 mr - 283,5 mr)

4 | Water/ Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 23723 Acceptance value (AV) should be less than or
units / OAHOPOAHOCTD equal to 15.0./
J03WPOBAHUA ITokasarens mprueMaeMocT (A V) momkeH
OBITH MeHee nin paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

PacTBOpenne

96%, 95%, 93%, 93%, 95%, 95%

more than 10 % OfC|7H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X10prCTOBONOPOIHOM
KHUCIOTEI - He 6oiee 10 % C7H gN3;O;3S
(omenpazon) yepes 2 u.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N305S (omeprazole) is dissolved after
30 min /

B 6ytepe pH 6,8 - He MeHee 75 % (Q)
Cy7H;9N305S (omerpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
ITpumeuanne: [TpoaykT cooTBeTCTBYET TpeboBanuaM HJT

Conclusion : APPROVED /
3akawuenne: OJOBPEHO

Printed By: Ajay Kumar.....
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CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

_|HpoaykT: OmMe3® (omMerpa3on ), Karcyirnl l’_p__L

Batch No. / Cepus Ne: B2103679

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AnaanTHdecKnii oTuet Ne:
2002FP21002060

Date of Analysis / laTa
anaamsa: 16-10-2021

Mfg. Date: / JlaTa nponsBo/JcTBa:

09/2021

Date of Expiry / I'oneH f1o:
08/2024

Analysis performed according ND / Anaaus nposeaen mo HJI: 11 N015479/01-121120

Ne Test / TlokazaTenan Result / PesyabTaTnl Specification / Hopma

7 | Related substances / [locTroponnne mpumMecn
Any individual 0.02% / 0,02% Not more than 0.5 %. /
unidentitied impurity / He 6oitee 0,5 %

Jvobas equnnyHas

HeMACHTHULMpPOBaHHA

s IPUMeCh

Total impurities / Not detected / He oGHapyxeHa Not more than 2.0 % /
CymMma npumMeceit He 6onee 2,0 %

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of Cy;H;gN;O;S
KonudecTBenHoe (99.1%/ 99,1%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeieHHe label claim). /

Or 18,0 mr go 22,0 mr C;;H;oN;O;58
(omempazon) B karicyne (ot 90,0 no 110,0 %
OT HOMHWHAJILHOIO CO/Iep KaHus).
9 | Microbial limits / Mukpo6uojiornueckast 4HCTOTA
a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6onee 1000 KOE/r
Ob1uee uncio a3poOHBIX
MHUKPOOPTAaHU3MOB
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 uncio
IPOICKEBBIX U
TITECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcytetByeTB I T OrcytctBue B 1 1
10 | Packaging / Ynakoeka | 10 capsules in an aluminum strip.
3strips and  patient information | 1o capcules in an aluminum strip or
leaflet in a carton pack. / ITo 10 | pA/AT/PVC // aluminum blister. 3 strips or
Kancym B aTIOMHHMCBOM CTPHIC. | 3 plisters and patient information leaflet in a
Ilo 3 crpuna ¢ MHCTPYKUMER TO | carton pack. / TTo 10 Karcyl B AMIOMUHACBOM
TIPUMCHEHHIO B TTAUKy KApTOHHYIO. | crpyne nnu B ITA/AJI/TIBX // amoMuHueBoM
6nmcrtepe. [lo 3 crpuna vy mo 3 G6amcTepa ¢
WHCTPYKIIMEH TI0 TIPUMEHEHWI0 B T1adKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanme: IpoaykT cooTBeTcTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

[Product: Omez {Omeprazole), capsules 20 mg

TMpoaykT: OMe3® (omenpazon), Kancylbl 20 mr

Batch No. / Cepus Ne: B2103679

Batch Quantity / O6sem

B cepuu: 2000000 NO
AR No / AnannTu4eckuii order Ne: Date of Analysis / laTa B
2002FP21002060 anajusa: 16-10-2021
Mfg. Date: / JlaTa npousBoacTBa: 09/2021 Date of Expiry / I'ogen go:
08/2024

Analysis performed according ND / Auanus nposenen o H: TI N015479/01-121120

Ne Test / ITokasaTean

Result / PesyabsTaTsl

Specification / Hopma

11 | Labeling /
Mapkuposka

According to ND / B cootBercTBun ¢ HJJ

12 | Storage conditions /
Ycaosus XxpaHeHust

At temperature below 25 °C. / TTpn TeMneparype He Bbime 25 °C.

13 | Shelflife / Cpok

ToJHOCTH

3 years / 3 roga

Remarks : The Product conforms to ND/

ITpumeuanne: IIpoaykT cooTBeTcTBYET TpebGoBanuam HJI

Conclusion : APPROVED /
3akaruenne: OJJOBPEHO
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