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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJHA3A

[Product: Omez (Omeprazole), capsules 20 mg

TIpoiykT: Omes® (oMenpason), kameysni 20 mr

Batch No. / Cepus Ne:

B2201047

cepun:

Batch Quantity / O6nem

1990000 NO

AR No / Ananurryeckuii oTueT No:
2002FP22000722

Date of Analysis / llaTa
anamuza:  06-04-2022

Mfg,. Date: / [iaTa NpOM3BOACTBA:

03/2022
02/2025

Date of Expiry / T'ogen mo:

'Analysis performed according ND / Ananus nposenes no H/I: TIN015479/01-121120

Ne

Test / Iloka3zaTenn

Result / Pe3yabTaThl

Specification / Hopma

1

Description /
Onncanue

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. /

Teepsible HENATHHOBLIE
npo3pavHble Kalcylbl pasMepa 2 ¢
OECLBETHBIM KOPITYCOM, PO30BOi
KpBILIEYKOH M MapKHPOBKOM
yeproro usera «OMEZ» Ha obenx
gacTax  kancynel.  Comepikumoe
KarncyJ1 — rpanysl 6eoro nsera.

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. /
Trepasic JKEIATHHOBHIC TIPO3payHbIe
Kancynsl  pasmMepa 2 ¢ OGecuBeTHBRIM
KOpIIycOM, PO30BOIi  KpBHIIICIKOM U
MapkupoBkoi yepHoro msera «OMEZ» na
o0enx gacTsix xarncyisl. ColepkKuMOoe Kamcy
— rpaHyBl 6eIoro WK mo4TH 6e10To IBETA.

Identification / IloaqTHHHOCTE

2a)

ByUV/V®-
crexTpodoToMeTpHA

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. /

V@ - choekTpsl TNOTJOLNIEHHA pPacTBOPOB
mpemapara W CTaHjapTHOro  obpasua
oMemnpasona B obGmactu ot 230 mo 350 um
JOIDKHEl MMETh MAKCUMYMBI TIIDH OAHOH H
TOH JK€ I)IMHE BOJIHEI.

Remarks : The Product conforms to ND/
Hpumeuanue: [TpoxykT cooTBeTCTRYET TpeOoBanuam HJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg |IIponyxr: Ome3® (omempason), Kancyner 20 Mr
Batch No. / Cepus Ne: B2201047 Batch Quantity / O6bem
L. cepun: 1990000 NO
AR No / AHasuTHYeCKHH oT4eT Ne: Date of Analysis / Jlata
2002FP22000722 anammsa:  06-04-2022
Mfg. Date: / JlaTa npon3BoACTBA: 03/2022 Date of Expiry / I'onen go:
02/2025
Analysis performed according ND / Auannu3 nposegen mo HJI: II N015479/01-121120
Ne Test / Iloxa3aTesn Result / PesynbTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootBeTcTBYeT TpeOOBAHUAM chromatogram of test solution should
BYOKX wm S:orrespond to the retention time of main peak
CBKX/BCKX in the chromatogram of omeprazole reference
standard solution (section "Assay"). /
BpeMs yaepuBaHHSI OCHOBHOTO IMKa Ha
XpOMATOrpaMMe  MCIIBITYEMOTO  pacTBopa
IOIDKHO COOTBETCTBOBATD BpPEMCHH
YINEPXKUBAHUA  OCHOBHOTO  IIHKA Ha
XpOMATorpaMMe  PacTBOpa  CTaHAAPTHOTO
obpasita oMenpasoJa (pasnen
«KOJTM9eCTBEHHOE OLIPEAEICHHEN ).
3 | Average net fill weight | 267.1 mg/267,1 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpenusist Macca 283.5mg) /
CO/IEPAKMMOro KamncyJa 270,0 mr % 5,0 % (256,5 Mr - 283,5 Mr)
4 | Water / Boga 1.0% w/w / 1,0% Not more than 3.0% /
He Gonee 3,0 %
5 | Uniformity of dosage 2.6/2,6 Acceptance value (AV) should be less than or
units / OnHOpoOIHOCTE equal to 15.0./
J03APOBAHASA INokasarens npuemiaeMocT (AV) qomxeH
ObITH MEHee WIH paBeH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBopenne more than 10 % of C;H;sN;0sS
(omeprazole) is dissolved after 2h /
B 0,1 M pacTBOpe XJIOpHCTOBOXOPOTHOM
KHUCHOTEI - He 6onee 10 % Ci;,HoN;0;3S8
(omempazon) gepes 2 1.
94%, 96%, 93%, 92%, 94%, 92% | In pH 6.8 buffer - not less than 75 % (Q) of
C,7H4N305S (omeprazole) is dissolved after
30 min/
B Gydepe pH 6,8 - He Menee 75 % (Q)
C17H9N;0;S (oMemnpa3son) gepes
30 muH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeganne: [poxyxr coorsercTBYeT Tpeboranuam HJT 3axmoucnue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT

AHAIJIU3A

Product: Omez (Omeprazole), capsules 20 mé

Hponykr: OmMez® (omenpa3zon), kancymel 20 Mr

Batch No. / Cepus Ne: B2201047 Batch Quantity / O6beM
cepun: 1990000 NO

AR No / AHanuTH4eckmit oTaer Ne: Date of Analysis / Jlata

2002FP22000722 anaymsa: 06-04-2022

Mfg. Date: / JlaTa npou3BoacTBa: 03/2022 Date of Expiry / T'onen no:
02/2025

Analysis performed according ND / Ananus nposegen no HJT: 11 N015479/01-121120

Ne Test / TloxazaTeab Result / Pe3ynsTaThl Specification / Hopma

7 | Related substances / IlocToponsue NpuMecH
Any individual 0.06% / 0,06% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTro6as equuMgHas

HenACHTH(GUIPOBAHHA

S IIPUMECH

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymmMa npumeceit He 6Gonee 2,0 %

8 | Assay/ 20.1 mg /20,1 Mr 180mg to 220 mg of Ci7HgN;058
KosnmuecTBennOE (100.6% / 100,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeesieHHe label claim). /

Ot 18,0 MI' 10 22,0 MI' C17H19N303S
(omenpason) B xancyine (ot 90,0 mo 110,0 %
0T HOMHHAIEHOTO COEPIKaHMA).

9 | Microbial limits / Mukpo6nonorngeckas 4ucToTa
a) Total Aerobic Less than 10 CFU/g/ Not more than 1000 CFU/g /

Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
O6mee 11cno aspoOHBIX
MHMKPOOPIaHH3MOB
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
OObmiee gncio
OPOMKEBEIX U
IUIECHEBEIX TPUOOB
¢) E. coli Absentinl g/ Absentinl g/
OrcytctByeTB 1 T OtcyrcTBHe B 1 T
10 | Packaging / YnakxoBka | 10 gapsules in an alum_inum stx:ip. 10 capsules in an aluminum strip or
) Strips and jpsticiits fififonmation PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 3 bliste d patient i . .
rs and patient information leaflet in a
KALCHIAE LAMOMHMHACHOM: SEPHIC. k. / ITo 10 xamcyn B amOMMHHUEBOM
Ilo 3 cTpuma ¢ MHCTpyKIHeH IO carton pack. Y
S CHEIO BAAEY D crpurnie win B [TA/AJI/TIBX // amoMuAHEBOM
P Y KapTOHHyIO. onucrepe. o 3 crpumna win o 3 6aucTepa ¢
HHCTPYKIMEH 10 TPHUMCHCHHIO B IIAUKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
TIpuMmeuanne: [Ipoayxr coorBeTcTBYET TpeboBaHuaM HJ

Conclusion : APPROVED /
3axmouenue: OJOBPEHO
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Uncontrolied Copy

CERTIFICATE OF ANALYSIS

CEPTHOHEAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg N OpoxykT: OMe3® (oMenpason), Kancynsl 20 Mr
Batch No. / Cepus Ne: B2201047 Batch Quantity / O6sem
| cepum: 1990000 NO '

AR No / AnajuTageckHii oraeT Ne: Date of Analysis / JlaTa

2002FP22000722 ananm3a: 06-04-2022

Mfg. Date: / JlaTa npou3BoACTBA: 03/2022 Date of Expiry / I'ogen no:

02/2025
Analysis performed according ND / Ananu3 nposenen mo HJI: TI N015479/01-121120
Ne Test / [Toka3aTean Result / Pe3ynsTaThl Specification / Hopma
11 | Labeling / According to ND / B coorserctBuu ¢ HJI
MapkupoBka

12 | Storage conditions /

At temperature below 25 °C. / IIpu Temnepartype He Bbime 25 °C.
YcaoBHR XpaHEHUS

13 | Shelflife / Cpox 3 years /3 roga
TOHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ilpumeuanne: ITpoaykT cooTBeTCTBYET TpeboBanmam HJJ 3axurouenne: OJIOBPEHO
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