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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJHNU3A

|Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (oMenpazon), KaﬂchIH_Z_hO_Mr

Batch No. / Cepust Ne:

B2103895

cepuH:

Batch Quantity / O6bem

2000000 NO

AR No / Ananntudecknii oTuet Ne:
2002FP21002208

Date of Analysis / laTa
aHaJM3a:

08-11-2021

Mfg, Date: / laTa npousBoacTBa:

10/2021

Date of Expiry / T'ogen go:
09/2024

Analysis performed according ND / Anasms nposenen mo H: T1 N015479/01-121120

Ne

Test / Ioxazatear

Result / PesyabTarst

Specification / Hopma

1

Description /
Onucanne

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. /

Trepnbie KENaTUHOBBIE
Mpo3payHble Karcyikl pasMepa 2 ¢
OecUBETHBIM  KOPIYCOM, po30BOH
KpBIIIEYKOM W MapKHPOBKOH
yepHoro usera «OMEZ» na o6enx
yactax kamcynel.  Coaepxumoc
Karcyn — rpaHyJel 6enoro 1BeTa.

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. /
Teepmoie JKETaTUHOBEIE
KarcyJael  pasMepa 2 ¢ OecUBETHBIM
KOpIycoM,  po30BOf  Kpbllleykod M
MapkupoBkoil yepHoro usera «OMEZ» wna
06enx wacTsx karcynbel. CopepiumMoe Karcyi
— rpanyJibl 6eNOro UM NoyYTH OENToro UBeTa.

po3pavHble

Identification / IloaauaHOCTEL

2a)

By UV/Vo-
crekTpodoToMeTpHs

Complies as prescribed/
CootgercTBYET TpeOOBaHMAM

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® - cnekTpsl TOMNOUIEHHS pacTBOPOB
mpenapata d  cTaHmapTHoro  ofpasna
omenpazona B obmactu ot 230 mo 350 HM
IOJDKHBI UMETH MAaKCHMYMBI JIpM ONHON U
TOM e IJIUHE BOJIHHIL.

Remarks : The Product conforms to ND/
IIpumeyanue: [IponykT cooTBeTcTBYET TpeboBanuaM HJL

Conclusion : APPROVED /
3akawuyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOHUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepns Ne:

MponykT: OMe3® (omenpason), Kancys el 20 mr N

B2103895 Batch Quantity / O6nem

cepun: 2000000 NO

AR No / AHannTudeckuit otder Ne: Date of Analysis / laTa

2002FP21002208 anajusa: 08-11-2021

Mfg, Date: / /IaTa npon3BoAcTBa: 10/2021 Date of Expiry / I'ogen go:
09/2024

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

PacTtBopenne

Ne Test / ITokaszaTtean Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBercTBYeT TpeOOoBaRUAM chromatogram of test solution should
BYKX fzorrespond to the retention time of main peak
CBOIKX/BOIKX in the chroma‘Fogram qf or?eprazcl)le reference
standard solution (section "Assay"). /
BpeMmst ymepKMBaHMSA OCHOBHOTO IHMKa Ha
XpomarorpaMMe — HCITBITYEMOTO  pacTBOpa
IOJXKHO COOTBETCTBOBATh BpeMeHH
yOep)KMBaHUs ~ OCHOBHOTO IMKa  Ha
XpoMarorpaMMe — PacTBOpa  CTaHIApTHOIO
obpasua oMerpasona (paznen
«KonmuecTBeHHOE OTIpEIICTICHHEY ).
3 | Average net fill weight 271.1 mg/271,1 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeausisi macca 283.5 mg) /
cOAepPIKHMOro Kancya 270,0 mr £ 5,0 % (256,5 Mr - 283,5 Mr)
4 | Water / Boaa 1.1% wiw / 1,1% Not more than 3.0% /
He 6oiiee 3,0 %
5 | Uniformity of dosage 2.7/2,7 Acceptance value (AV) should be less than or
units / OgHopoaHocTL equal to 15.0./
J03UPOBAHHUS [Tokaszarens npuemiteMocT (AV) nomieH
ObITE MeHee win paseH 15,0.
6 | Dissolution / 0%, 0%, 2%, 2%, 0%, 0% 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 pacTBOpe X10pUCTOBOIOPOIHOM
KHCIoTEl - He 6osee 10 % C7H oN505S
(oMenpazon) yepes 2 u.

94%, 93%, 94%, 94%, 94%, 91% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N305S (omeprazole) is dissolved after
30 min /

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

C7H sN305S (omemnpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYET TpeboBaHusam HJT

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Omes® (oMenpason), Kancyisl 20 vr
Batch No. / Cepus Ne: B2103895 Batch Quantity / O6nem
B cepuu: 2000000 NO
AR No / AvanntTH4eckuii oTdet Ne: Date of Analysis / lata
12002FP21002208 aHaamsa:  08-11-2021
Mfg. Date: / JaTa npoH3BoJAcTBA: 10/2021 Date of Expiry / I'ogen go:
09/2024
Analysis performed according ND / Awaaus nposenen mo HJI: IT N015479/01-121120
Ne Test / IlokazaTtennb Result / PesyabsTatsl Specification / Hopma

7 | Related substances / ITocTtoponHue npumMecu
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6omee 0,5 %

JIrob6as equHuuRas

HEUIESHTUHHUIIMPOBAHHA

s TTPUMECH

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

8 | Assay/ 19.5 mg/ 19,5 mr 180mg to 22.0 mg of C;;H;gN;O;8
KonuuecTBeHHOE (97.4%/97,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeieHue label claim). /

Or 18,0 mr mo 22,0 mr C;7H;gN;O5S
(omenpazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMUHANLHOTO COAEPXKAHU).

9 | Microbial limits / MukpoOuonoru4ieckasi 4YicToTa

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
Obmuree uncio a3poOHBIX

MHKPOOPraHN3MOB
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
Oo1ee yncio
JIPOXOKEBBIX H
TJIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytctByeTB I T OrcyterBre B 1 T

10 | Packaging / YmaxoBka | 10 capsules in an aluminum strip. 10 I . lumi .

3 strips and patient information N e o e strl.p =
. PA/AL/PVC // aluminum blister. 3 strips or
R = e w10 3 blisters and patient information leaflet in a

Karcyn B aJIOMHUHHWEBOM CTPHIIE. p
[i6 B cipiine o McIyAiel b carton pack. / TTo 10 xancyn B anfOMHHHEBOM
DVMEHEHITO B [ATKY KapToHmyio. | CTPHIIE WM B I[TA/AJI/TIBX // antoMuHWEBOM
p ¥ KapTomHy1o. 6nucrepe. Ilo 3 crpuna uny no 3 6nuctepa ¢
WHCTPYKIMEH 10 TMPUMEHEHWI0 B TaykKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanwue: [IpoaykT coorBercrByeT TpebGoBanusaM HJ

Conclusion : APPROVED /
3axmouenune: OJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MMpoaykT: Ome3® (oMemnpazon), Karcyusl 20 yr
Batch No. / Cepust Ne: B2103895 Batch Quantity / O6bem
B B cepun: 2000000 NO
AR No / AvajmaTudeckuii order Ne: Date of Analysis / JaTa o
2002FP21002208 B anasmsa:  08-11-2021
Mfg. Date: / /laTa npon3BoJACTBA: 10/2021 Date of Expiry / T'ogen no:

09/2024

Analysis performed according ND / Anaau3s npogejen o HJI: 1 N015479/01-121120

Ne Test / [TokasaTedanb Result / Pe3ynbTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercteuu ¢ HJI
Mapxkuposka
12| Storage conditions / At temperature below 25 °C. / TIpu Temnepatype He Bbime 25 °C.
YciaoBus XpaHeHHS
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

TMpumeyanne: [IponykT coorBeTCTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akmodenne: OJJOBPEHO
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