Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CootB E€TCTBYET TpCGOB aHUAM

CEPTUDUKAT AHAJIHU3A
P_roEu_ct: Omez (Omeprazole), capsules 20 mg IMpoayxTt: Omes® (oMenpaszoll), Kancyibl 20 mr
IBatch No. / Cepust Ne: B2201197 Batch Quantity / O6bem -
~ |cepum: 2000000 NO .

AR No / AHaauTHYeckHii oTuer No: Date of Analysis / laTa - o

2002FP22000757 aHagmnza:  14-04-2022

'1\ng. Date: / JlaTa npousBoacTBa: 03/2022 Date of Expiry / 'oaen go:

02/2025
Analysis performed according ND / Ananus nposenen mo H/I: 1T N015479/01-121120
Ne Test / IlokazaTean Result / PesyabTaTsl Specification / Hopma
1 | Description / ] Hard gelatin transparent capsules of size 2
Onucaxue Hard gelatin transparent capsules of | with a colorless body, pink cap and black
size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /
content - white pellets. / Teepable JKeJlaTUHOBBIE [IPO3payHbIe
Trepasic KENaTUHOBEBIE | KATICYNBl  pa3Mepa 2 ¢ OecHBeTHBIM
TIpo3payHble KarCyNibl pasMepa 2 ¢ | KOPIycoM,  PO30BOH  KpBINEeYkoli W
OeclBETHEIM KOpPITyCOM, pO30BOI | MapkupoBKoil 4YepHoro upera «OMEZ» Ha
KPBILLIEYKOH u MapKUpoBKo# | 0benx dacTsx kancynsl. CoaepKUMoe Karncyn
yeproro usera «OMEZ» Ha 00enx | — rpaHyIsl 6eoro WK Mo4TH 6eNoro Heera.
yactax kamcynsl.  Comepxumoe
Karcyn — rpaHyJisl 6enoro usera.
2 | Identification / IloaMHHOCTEL
2a) | By UV/ V- UV-absorption spectra of both test and
CTIIEKTPOOTOMETPHSA Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

V@ - croekTpsl TOINOWEHUS pPAacTBOPOB
mpenapata W CTaHOapTHoro  obpasma
omenpazona B obmactd ot 230 no 350 Hm
JOIDKHEI MMETh MaKCHMyMBI HpHW OXHON H
TOM K€ JJIMHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [IpoaykT cooTBETCTBYET Tpebosanusam HJ

Conclusion : APPROVED /
3axmouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg IMpoaykt: Ome3® (omenpason), Kancyibl 20 mr
Batch No. / Cepus Ne: B2201197 Batch Quantity / O6bem o
~ |cepun: 2000000 NO -
AR No / Ananurndecknii otaer No: Date of Analysis / JlaTa -
2002FP22000757 anagmsa:  14-04-2022
|Mfg. Date: / JlaTa nponsBoacTBa: 03/2022 Date of Expiry / Tozen go:
02/2025

Analysis performed according ND / Anasm3 nposenen no H: T N015479/01-121120

Ne Test / [TokazaTtean

Result / Pe3yabraTst

Specification / Hopma

2b) | By HPLC Or

UPLC/UFLC

B3XX wm
CBOXX/BCXKX

Complies as prescribed/
CoOTBETCTBYET TpeOOBAHHAM

The retention time of main peak in the
chromatogram of test solution should
correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ypepXuBaHHMS OCHOBHOTO MUKa HAa
XpoMaTorpaMMe  WCIBITYEMOTO  pacTBOpa
IOIKHO COOTBETCTBOBATh BpPEMEHH
YAEPKHBaHUA  OCHOBHOTO nuka  Ha
XpoMaTorpaMMe  pacTBopa  CTaHIapTHOTO
obpasma oMernpazoa (pazmen
«KonuuecTseHHOE OnpeneneHue»).

Average net fill weight
/ Cpeanas Macca
CO/IEPKUMOTO KATICYJ

272.0 mg/272,0 Mr

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

Water / Boga 1.1% w/w / 1,1% Not more than 3.0% /
He Gonee 3,0 %
Uniformity of dosage 39/3,9 Acceptance value (AV) should be less than or
units / OIHOpOOHOCTH equal to 15.0./
[J03UPOBAHUS [MokazaTens npuemneMocty (AV) gomkeH

6bITH MeHee win paseH 15,0.

Dissolution /
PacTrBopeHue

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

90%, 93%, 93%, 94%, 90%, 92%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C]7H]9N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacrtBope XJIOpHCTOBOIOPOIHOMN
kucnotsl - He 6onee 10 % C7HoN3;05S
(omemnpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17;HsN30;8 (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)

C7H oN30;S (omemnpazon) qepes

30 mMuH.

Remarks : The Product conforms to ND/

Mpumeuanne: IIponykt coorBercTBYeT TpeGopanumsim HJT

Conclusion : APPROVED /
3axurouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kancyn B alllOMHHHEBOM CTpHIIE.
ITo 3 crpuna c WHCTpyKIMel Mo
NPHMEHEHHUIO B MAYKY KapTOHHYIO.

CEPTHO®UKAT AHAJM3A

_PLo_d_uT Omez (Omeprazole), capsules 20 mg Hpouyk}_: Omes® (omenpasoi), Kancy.l_m@_w
Batch No. / Cepua Ne: B2201197 Batch Quantity / O6bem

= - cepun: 2000000 NO
AR No / AHaauTu4deckuii otuert Noe: Date of Analysis / laTa
2002FP22000757 - anaauza:  14-04-2022
Mfg. Date: / laTa npousBoacTBa: 03/2022 Date of Expiry / I'ogen go:
L _ 02/2025 -
|Analysis performed according ND / Anaaus nposenen no H/I: 1T N015479/01-121120

Ne Test / [lokazaTens Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / TlocTopoHHHe NpHMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIrobas eqpHUYHAs

HengeHTUuuIMpoBaHHa

s TIPUMECH

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

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C,sH;oN30;S
KoamnvecTBeHHOE (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpejejcHue label claim). /

Ot 18,0 MI" 1o 22,0 MI C|7H|9N303S
(oMemnpazon) B kancyne (or 90,0 no 110,0 %
OT HOMHUHAJTEHOIO COAEPKAHNUA),

9 | Microbial limits / Mukpo6uoaoruyeckas YucToTA

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
O6uiee yucno a’poOHbIX

MHUKPOOPTaHH3MOB
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
O611ee ynco
JIPOXOKEBBIX U
IICCHEBLIX IPHOOR
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytetByeTB 1 T OtcytctBUE B I 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. / 1o 10 karncyn B amtOMUHNEBOM
ctpure Wi B [TA/AJI/IIBX // amoMHuHENIEBOM
onuctepe. ITo 3 cTpuna unu no 3 Gnucrepa ¢
UHCTPYKLMeil 10 TNpPUMEHEeHWI0 B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
ITpumeuanne: [IponykT coorBeTcTBYET TpeboBanmsam HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Omes®) (omenpasoin), KANCyIrhl 20 mr
Batch No. / Cepusi Ne: B2201197 Batch Quantity / O6nem )

cepun: 2000000 NO
|AR No / Ananuruueckuit oruer No: Date of Analysis / laTa o
12002FP22000757 anaygmsa:  14-04-2022
Mfg. Date: / laTa npoussoacTsa: 03/2022 Date of Expiry / T'ogen xo:

02/2025

|Analysis performed according ND / Anasnus nposenen no HJ: 11 N015479/01-121120

Ne Test / IToxazaTenn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootercrenu ¢ HJ]
MapkupoBKa
12 | Storage conditions / At temperature below 25 °C. / TIpu Temmeparype He Boite 25 °C.
Ycnopus XpaHeHUd
13 | Shelflife / Cpox 3 years / 3 rona
TOTHOCTH

Remarks : The Product conforms to ND/

TIpumeuanue: [Ipoayxt cooTBeTcTBYET TpeboBaHmaM HJT

Conclusion : APPROVED /
3akmouenue: OJOBPEHO
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