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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (oMenpason), Kancymns! 20 mr
Batch No. / Cepus Ne: B2103362 Batch Quantity / O6bem
| cepum: 2000000 NO
AR No / Ananutuuecknii oruer Ne: Date of Analysis / laTa -
2002FP21001941 anajusa: 27-09-2021
Mfg. Date: / laTa nponsBoacTBa: 08/2021 Date of Expiry / 'ogex go:

07/2024 |

Analysis performed according ND / Anaau3 nposegen no HJI: 1T N015479/01-121120

Ne

Test / Iloka3zaTesanb

Result / PezyabTaTsl

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. /

Trepnsie YENaTUHOBLIE
Tpo3payHLle KancyJjsl pasMmepa 2 ¢
6ecUBETHBIM KOPIYCOM, pPO30BOH
KpbIIeYKoit " MapKUpPOBKOH
gyepHoro neera «OMEZ» Ha obenx
yacTax kamcyisl. Copepikumoe
KaricyJ — rpaHynbel 6enoro 1Bera.

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. /
Teepaeie KeJTaTHHOBEIC MIpo3pavHbIE
Kamncysel  pasmepa 2 ¢ OecuBeTHBIM
KOprycoM,  po30BOM  Kpbllleykoil M
MapkHpoBkoil deproro nseta «OMEZ» Ha
06evx gacTsx Karncynbsl. ComepkiuMoe Karcyi
— rpasynsl 6enoro unu noyty 6enoro ueera.

Identification / IlopJMHHOCTDL

2a)

By UV /V®-
cnekTpodoTOMETPHS

Complies as prescribed/
CooTBETCTBYET TPeOOBAHHAM

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® - cHekTphl TIOTTIOIIEHUS pPacTBOPOB
npemapara W CTaHaapTHoro  oOpasua
omenpaszona B obmactu ot 230 mo 350 Hm
IOIDKHBI MMETh MaKCHMYMBI TP OOHOH W
TOM K€ JUINHE BOJHBI.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT cooTBeTCTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3akaiouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

IMponykr: Omves® E)Menpawn), karcynsl 20 mr

Batch No. / Cepus Ne:

B2103362 Batch Quantity / O6bem

cepuu: 2000000 NO

AR No / AHannTuueckuii oryet Ne: Date of Analysis / laTa

2002FP21001941 anagusa: 27-09-2021

Mfg, Date: / [laTa nponsBoacTBa: 08/2021 Date of Expiry / Toaen go:
07/2024

Analysis performed according ND / Anaans nposeaen o HJI: 1T N015479/01-121120

IMpumeuanne: [TponyxT cooTBeTCcTBYET TpeboBanuaM HJT

Ne Test / IloxazaTean Result / PeayasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOOBaHNAM chromatogram of test solution should
BYIKX wm f:orrespond to the retention time of main peak
CBRXX/BCIKX in the chroma‘Fogram qf on"wprazc')'le reference
standard solution (section "Assay"). /
BpeMs ymepkWBaHHS OCHOBHOTO TMMKa Ha
XpoMaToTpaMMe  HCIBITYEeMOTO  pacTBopa
JOTKHO COOTBETCTBOBATH BpeMeHH
yACPXKHBAHNS OCHOBHOT'O nMUKa  Ha
XpoMaTrorpaMMe  pacTBOpa  CTaHIAPTHOTO
obpasua oMeTipa3ona (paznen
«KonmiecTBeHHOE OTIpEAENCHUEY ).
3 | Average net fill weight 267.0 mg /267,0 Mmr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5mg) /
COJEP:KMMOro Karcya 270,0 mMr £ 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boga 1.1% w/w / 1,1% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 29/29 Acceptance value (AV) should be less than or
units / OaHOpoAHOCTH equal to 15.0./
03U POBAHUS [MokazaTens nmpueMneMoctd (AV) momkeH
OBITH MeHee M paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not
PacTBopeHue more than 10 % of C;;H;9N;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTBOpe XxnopucTOBOAOPOAHOM
KucIoThl - He 6omee 10 % C7H;oN305S
(oMenpazon) yepes 2 4.
100%, 97%, 103%, 104%, In pH 6.8 buffer - not less than 75 % (Q) of
98%, 100% C]7H}9N3O3S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - He MeHee 75 % (Q)
C7H 9N30;S (omenpazon) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /

3axarwvenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOPUKAT AHAJIM3A

l’roduct: Omez (Omeprazole), capsules 20 mg

Hpoaykr

: Omes® (oMenpazoj), Kancyssl 20 yr

Batch No. / Cepust Ne:

B2103362

cepuu:

Batch Quantity / O6bem

2000000 NO

FA_R No / Anaantudecknii oruer Ne:
2002FP21001941

aHaJm3a:

Date of Analysis / laTa

27-09-2021

Mfg. Date: / [laTa npousBoacTBa:

08/2021
07/2024

Date of Expiry / 'oaen no:

Analysis performed according ND / Anaanus nposegen mo HI: II N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karncyil B aTIOMUHWEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKUMEH IO
TIPUMEHEHHNIO B MAUKy KapTOHHY!O.

Ne Test / ITokaszaTennb Result / PesyabTaTsi Specification / Hopma

7 | Related substances / IlocTopoHHIe MpuMecH
Any individual 0.02% /0,02% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas eqiHUYHAs

HenIeHTU QUIMPOBaHHA

ST ITPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMmMa npuMeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of Ci;H;oN;O;8
KosnuecTBenHoe (101.2%/101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeejieHne label claim). /

OT 18,0 MI" 10 22,0 MI C17H|9N303S
(omenpazon) B xancyne (ot 90,0 nmo 110,0 %
OT HOMUHAJILHOTO COZIePKaHN).

9 | Microbial limits / Mukpo6uoJjiorudeckas YHCTOTA

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
O611ee uncino a’3poOHBIX

MHKPOOPTaHI3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Meree 10 KOE/r He 6onee 100 KOE/r
OO1wee yucno
JIPOROKEBBIX 1
NJIECHEBBIX IpuboB
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcytcTByerB I T OtcyTctBHEe B 1 T
10 | Packaging / YnakoBka | 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. / ITo 10 xamncyn B alFOMWHHAEBOM
ctpune win B [TA/AJI/TIBX // anmroMuHHEBOM
6nucrepe. I1o 3 crpuna unu no 3 dnucrepa c
MHCTpYKIMEH MO TIPUMEHEHWI0 B MauKy
KapTOHHY'O.

Remarks : The Product conforms to ND/
TMpnmewanne: [IponykT cooTBeTcTBYET TpeboBannaM HJI

Conclusion : APPROVED /
3axirouenne: OJJOBPEHO

Printed By: Krishnamohan Gunturu
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Omes® (omenpasomn), kancyis 20 wr
Batch No. / Cepus Ne: B2103362 Batch Quantity / O6bem
L cepun: 2000000 NO
AR No / AHanuTu4yeckuii orger No: Date of Analysis / laTa o
2002FP21001941 aHajusa: 27-09-2021
Mfg, Date: / /laTa nponsBoacTsa: 08/2021 Date of Expiry / I'ogen no:

07/2024

Analysis performed according ND / Anaaus nposeaen no HA: IT N015479/01-121120

Ne Test / Iloka3aTean Result / PesyabTaTsi Specification / Hopma
11 | Labeling / According to ND / B coorercreuu ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / [Ipu Temneparype He Boire 25 °C.
YcaoBust XpaHeHUs
13 | Shelf life / Cpox 3 years /3 rona
TOAHOCTH

Remarks : The Product conforms to ND/

IIpumeuanwme: [TponykTt cooTBeTcTBYET Tpeboanusm HJI

Conclusion : APPROVED /
3akuouenne: OJJOBPEHO
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