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Product: Omez_(_OInep;razole), capsules 20 mg §

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

TMpoaykr: OMe3® (OMeNpazon), Kancy el 20 mr

Batch No. / Cepusn Ne: B2201358 Batch Quantity / O6bem

cepun: 2000000 NO -
AR No / Ananurngeckuii otyer No: Date of Analysis / laTa N
2002FP22000971 awagmza:  12-05-2022
Mfg. Date: / lata nponsBoacTBa: 04/2022 Date of Expiry / T'oaen go:

03/2025

Analysis performed according ND / Anaaus nposegen no H: TT N015479/01-121120

Ne Test / ITokasaTtenn

Result / PesyabTaTsl

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. /

TBepable JKeTaTUHOBbIE
TIpo3pauHEle Karcyibl pa3Mepa 2 ¢
OeCIBETHBIM  KOPITYCOM, pO30BOi
KpBIIIEYKOH n MapKUpPOBKOMH
yepHoro 1Beta «OMEZ» Ha obenx
gacrsx  kancymsl.  Comepxumoe
KarcyJi — rpaHysisl 6enoro uBera.

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. /

Teepawie KEJIaTHHOBbIE Npo3payHble
Kamcynel  pasmepa 2 ¢ OecuBeTHHIM
KOpIycoM,  pO30BOW  KpbIIEHKOW W

MapkupoBkoii uepHoro uera «OMEZ» Ha
0b6enx gacTsax xarcynsl. CoIepKuMoe Karcy
— TpaHyITbl 6EIOTO WK TTOYTH OENTOTo 1BETA.

2 | Identification / TlogIMHHOCTD

2a) | By UV/ Y®-

CIICKTPOPOTOMETPUS

Complies as prescribed/
CooTBeTCTBYET TPeOOBAHUIM

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. /

VY® - crnekTpbl TOTJIONIEHWs PacTBOPOB
mpermapata W cTaHAapTHoro  ofpasua
oMenpaszona B obnactu ot 230 no 350 HM
IOJDKHBEl UMETh MAaKCHMYyMBbI TIpH OIHOH U
TOM Xe JUTUHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponykr cooTBeTcTBYET TpeboBanmsam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

I’roduct: Omez (OmeE)razole), cap?su_les 20 mg

i Mponykr: OmMe3® EOMenpa:;on), Kancy.r_n,r_20 MT -

Batch No. / Cepust Ne: B2201358

AR No/ AHaJINTHYCCKUH oTUeT No:
2002FP22000971

Batch Quantity / O6nem
cepuu: 2000000 NO

Date of Analysis / laTa
aHaauza: 12-05-2022

Mfg. Date: / laTa npon3BoacTea: 04/2022

Date of Expiry / T'ogen xo:

03/2025
Analysis performed according ND / Anasns nposeaen mo HJ: 11 N015479/01-121120
Ne Test / Iloka3aTenan Result / Pesyub;aTu Specification / Hopma _
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBercTBYyeT TpeOOBaHNAM chromatogram of test solution should
BOCK correspond to the retention time of main peak
CBOIX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ynaepxuBaHUS OCHOBHOIO [MMHKa Ha
XpoMaTorpaMMe  WCTIBITYEMOTO  pacTBOpa
JIOIDKHO COOTBETCTBOBATh BpeMeHn
yaepKUBAHUA OCHOBHOTO nuKa  Ha
XpoMaTorpaMMe  pacTBOpa  CTaHAapTHOTO
obpazua omemnpazoyia (paznen
«KonuuecTBeHHOE ONMpeaencHue»).

/ Cpeaunsisi Macca
COAEPKUMOr0 KancyJ

3 | Average net fill weight | 268.4 mg/268,4 Mr

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

4 | Water / Bona 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.5/3,5 Acceptance value (AV) should be less than or
units / OqHOpoAHOCTL equal to 15.0./
JA03UPOBAHUS ITokazaTens npueMnemMocty (AV) 1omken
ObITE MeHee WiH paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 4%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;HoN;0S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pHCTOBOJOPOIHON
KUcnoTsl - He 6ojee 10 % Ci7HoN5O3S
(oMenpazon) yepes 2 4.

97%, 94%, 97%, 95%, 96%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of

C7HsN;30;8 (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He menee 75 % (Q)
C7H9N303S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

IMprmeuanue: [Tponykt cooTBeTCTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmiouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Omez (_()Ineprazma__}, capsules 20 mg o

HpouyK:OMe3® (oMeripazoi), KancyJibl ij_ MT

Batch No. / Cepus Ne: B2201358

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHaauTudecKuii oruet Ne: Date of Analysis / laTta

2002FP22000971 anajauza: 12-05-2022

Mfg. Date: / JaTa NpoH3BOACTBA: 04/2022 Date of Expiry / T'ogeH n0:
03/2025

Analysis performed according ND / Anaau3s npoenen no HJI: I N015479/01-121120

Ne Test / [Toxa3zaTeanb

Result / PesyabTaThl

Specification / Hopma

7 | Related substances / TlocTopoHHHE NpRMecH

Any individual
unidentified impurity /
JIro6ast emuHIHAA

0.04% / 0,04%

Not more than 0.5 %. /
He 6onee 0,5 %

HenpeHTUPULMpPOBaHHA

s IpPUMECh

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;;H;oN;0sS
KonnvecTBeHHoe (100.2% / 100,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpene/eHe label claim). /

Or 18,0 mr no 22,0 wmr C]7H]9N3O3S

(omenpasoir) B kancyne (ot 90,0 no 110,0 %
OT HOMWHAITEHOTO COAEPXKAHUA).

9 | Microbial limits / MuxpoGuoJjornueckast HMcTOTa

a) Total Aerobic
Microbial Count /
O61ee 4ncio a3poOHbIX
MHKPOOPTaHN3MOB

Less than 10 CFU/g /
Menee 10 KOE/T

Not more than 1000 CFU/g /
He 6omee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
Obmuree yncno
IPO>OKEBBIX U
TIeCHEeBBIX I'pubOB

Less than 10 CFU/g /
Meuee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentinl g/
OtcyTcrByer B 1 1

Absentin1l g/
OtcytrcrBue B 1 1

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karncyl B allOMHHHEBOM CTpHIIC.
Ilo 3 crpuna ¢ WHCTpYKUMEN IO
NpPHMEHEHHIO B NAYKy KapTOHHY1O.

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 kancyn B anlOMBHIEBOM
crpurte win B [TA/AJI/TIBX // anfoMrHIEBOM
6mictepe. TTo 3 crpuna wu 1o 3 6auctepa ¢
WHCTpYKIMEd 1O TNPUMCHEHHIO B  [auKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeuanne: [IpoaykT coorBeTcTBYET TpeboBanusm HJI

Conclusion : APPROVED /

3akmouenne: OJIOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
;Product:_Omez (Omepzizole), capsules 20 mg MpoayxT: OMe3® (oMenpason), kancyisl 20 M
Batch No. / Cepusa Ne: B2201358 Batch Quantity / O6nem
B cepun: 2000000 NO
AR No / AHanmnTH4YecKkHii oTuet No: Date of Analysis / laTa
2002FP22000971 anajauza:  12-05-2022
Mfg. Date: / JaTa npousBoacrsa: 04/2022 Date of Expiry / I'ogen no:
03/2025
Analysis performed according ND / Anaaus nposenen o H/I: TI N015479/01-121120
Ne Test / [Toka3aTean Result / PesyansTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsercTBuu ¢ HJJ
MapxkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpu remneparype He Bbime 25 °C.
YcioBHus XpaHeHHSA
13 | Shelf life / Cpok 3 years / 3 rona
TOAHOCTH

J
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Remarks : The Product conforms to ND/
Npumeuanue: IponyxT coorBercTBYET TpeboBanuaM HJI,

Conclusion : APPROVED /
Zakawuenue: ONOEPEHO
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