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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg IMpoaykT: OMe3® (omMenpasod), kKancysbl 20 mr
Batch No. / Cepus Ne: B2104165 Batch Quantity / O6bem

cepun: 2000000 NO o
AR No / Ananurnyecknii orqer Ne: Date of Analysis / JaTa
2002FP21002341 a”aausa: 02-12-2021
Mfg. Date: / laTa npoussojacTsa: 11/2021 Date of Expiry / T'ogen no:

10/2024
Analysis performed according ND / Anannz nporeen o H: 1T N015479/01-121120

Ne Test / [lokazaTean Result / Pe3yabTaThl

Specification / Hopma

1 | Description / .
Onncanne 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. /

Teepabie KETAaTUHOBbIE
TIpo3pavHBIe KarcyNbsl pasmepa 2 ¢
0ecCUBCTHBIM  KOPIyCOM, pPO30BOif
KpBILLIEYKOit n MapKUPOBKOH
yeproro usera «OMEZ» nHa obenx
yacTax Kkancynel. Copepxumoe
KarcyJ — rpaHyibl Geforo LBeTa.

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. /

Teepnsic KeTaTHHOBbIE Mpo3pavHbIe
Karcynel  pasmepa 2 ¢ OeCUBETHBIM
KOpIycoM,  pO30BOH  KpBIlleukodl  u

MapkHpoBko#t depHoro usera «OMEZ» Ha
obenx vacTsax xancynsl. ColepkumMoe Karncysa
— rpaHyJsl 6enoro iy nouty 6enoro usera.

2 | Identification / IloaJuHHOCTD

2a) | By UV /Y-
cnektpodoToMerpus Complies as prescribed/
CooTBeTcTBYyeT TpeGoBaHUAM

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@ - crnexTpsl TIOTIONIEHUS pPacTBOPOR
npemnapata W CcTaHmapTHoro  ofpasua
omenpasona B obmactn ot 230 mo 350 HM
JIOJDKHBI MMETh MaKCUMyMBI MPHU OgHON U
TOI1 )K€ JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/
Mpumeuanne: IIponykr coorBercrByer TpeboBaHusM HJ{

Conclusion : APPROVED /
3akawuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules20 mg

Mpoaykr: Ome3® (omenpazon), kancysst 20 mr

Batch No. / Cepust Ne: B2104165 Batch Quantity / O6bem
cepun: 2000000 NO

AR No / Ananurnuecknii otuer Ne: Date of Analysis / laTa

2002FP21002341 anagmnza;  02-12-2021

Mfg. Date: / laTa npousBoacTBa:

11/2021
10/2024

Date of Expiry / T'ogen z10:

Analysis performed according ND / Anaans mposeaen o H/I: TI N015479/01-121120

PacTBOpenue

95 %, 96%, 102%, 95%, 95%,
92%

No Test / ITokazaTenn Result / Pe3yasTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeGOBAHMIM chromatogram of test solution should
BYIKCX s f:orrespond to the retention time of main peak
CBRIKX/BCIKX in the chroma‘gogram qf or’r}epraZ(')'le reference
standard solution (section "Assay"). /
Bpemst ymepkHBaHWsS OCHOBHOTO NHKa Ha
XpoOMaTorpaMMe  WCTBITYEMOTO  pacTBOpa
TOJCHO COOTBETCTBOBAThb BpPEMEHH
yICPKUBAHMS OCHOBHOTO mMKka  Ha
XpoMaToTpaMMe  PacTBOpa CTaHZApTHOrO
obpa3ua oMerpasona (paznen
«Konn4uecTBeHHOE onpeieNIcHUE) ).
3 | Average net fill weight 269.3 mg/269,3 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
COMIePsKMMOro KamcyJa 270,0 mMr + 5,0 % (256,5 Mr - 283,5 Mr)
4 | Water / Boaa 1.2% wiw / 1,2% Not more than 3.0% /
He 6osiee 3,0 %
5 | Uniformity of dosage 33/33 Acceptance value (AV) should be less than or
units / OgHOpOAHOCTH equal to 15.0./
JI03HpPOBaHHS TTokazatens npuemneMoct (AV) gomkex
OBITH MeHee uny paseH 15,0.
6 | Dissolution / 1%, 3%, 0%, 0%, 0%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H;oN;0,S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe X10pUCTOBOAOPOIHOM
KHUCIIOTHI - He 6oitee 10 % C7H;oN305S
(omenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H5N;0;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C17HoN30;S (omenpazon) vepes

30 MuH.

Remarks : The Product conforms to ND/
Mpumeyanue: [TponykT cooTBeTCTBYET TpeboBaHusaM H]I

Conclusion : APPROVED /
3axawuyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Batch No. / Cepus Ne:

Product: Omez (Omeprazole), capsules 20 mg .

TMpoaykTt: Ome3® (oMempaso), Kancyyisl 20 mr

B2104165

AR No / Anaautnyeckmii oTuer No:
2002FP21002341

cepHH:

Batch Quantity / O6bem

2000000 NO

Date of Analysis / JlaTa
AHAJIHM3A:

02-12-2021

Mfg. Date: / laTa npou3BoxcTBa:

11/2021

10/2024

Date of Expiry / T'ogen 1o:

Analysis performed according ND / Auanus nposesen mo HJI: 1T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Karcyn B alIOMWHUEBOM CTpUIIE.
Ilo 3 crpuna ¢ WHCTpyKUME TIO
TIPUMEHEHHIO B MAYKy KapTOHHYIO.

Ne Test / IlokazaTean Result / PezyasTaThl Specification / Hopma

7 | Related substances / IlocTopoHHue NIpUMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIro0ast eguHUYHAan

HeNIeHTU HUIIMPOBaHHA

s TIPUMeECh

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

8 | Assay/ 20.1 mg /20,1 mr 18.0mg to 22.0 mg of C;;H;oN30;S
KonuuecTBeHHOE (100.4% / 100,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeneHue label claim). /

Or 18,0 )% 0 ) () 22,0 MT C17H]9N303S
(omeunpazomn) B xamncyne (ot 90,0 no 110,0 %
OT HOMHHAIIBHOTO COAepKaHu).

9 | Microbial limits / Muxpotnoaorndeckas HHCTOTa

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
Ob1u1ee yncio adpoOHBIX

MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count | Mewnee 10 KOE/r He 6onee 100 KOE/r
O61mee uncno
IPOXKEBBIX U
TIECHEBLIX IpuOOB
¢) E. coli Absentinl g/ Absentin 1 g/
OtcytctBYyeTB 1 T Otcyterre B 1 1
10 | Packaging / YnmakoBka | 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. / TTo 10 karncyn B anlOMUHUEBOM
crpune umu B [TA/AJI/TIBX // antoMuHIEBOM
6nucrepe. [To 3 crpuna unn no 3 6nucrepa c
WHCTPYKIUEH 10 TPUMEHEHWI0 B Ma4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Hpumeuanne: IIpoayKkT cOOTBETCTBYET TpeOoBauusam H]I

Conclusion : APPROVED /
Zaxaouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

l'lpou'yl}r_: Omes3® (omenpason), Karcynsl 20 mMr

Batch No. / Cepus Ne:

B2104165 Batch Quantity / O6nem

cepun: 2000000 NO

AR No / Anaguruyeckuii oTuyet Ne: Date of Analysis / [laTta
2002FP21002341

anagnsa:  02-12-2021

Mfg. Date: / laTa npou3BoacTBAa: 11/2021

Date of Expiry / I'ogen no:
10/2024

Analysis performed according ND / Ananns nporenen mo H/I: TI N015479/01-121120

Ne Test / TlokazaTennb Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B coorsercrrun ¢ H/J
MapxupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temneparype He Boittre 25 °C.
Y coBUSl XpaHEHUH
13 | Shelf life / Cpox 3 years / 3 roza
roAHOCTH

Remarks : The Product conforms to ND/

Ipumeuanne: [poaykr coorBercTBYeT TpeboBanuaM HJI

Conclusion : APPROVED /
3akawuenne: ONOBPEHO
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