CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Product: Omez (Omeprazole), capsules 20 mg IpoayxT: Omes® (omenpasoi), kancysl 20 mr
Batch No. / Cepus No: B2201669 Batch Quantity / O6bem -
I8 cepun: 2000000 NO _
AR No / Anasntudeckuii otuet No: Date of Analysis / laTa
2002FP22001016 anasmsa:  20-05-2022
Mfg. Date: / laTa nponsBo/icTBa: 03/2022 Date of Expiry / Toaen go:
- 02/2025 -
Analysis performed according ND / Anaanus nposenen mo H/I: II N015479/01-121120
[ Ne Test / [ToxazaTens Result / Pe3yabTaThl Specification / Hopma
1 | Description / . [lard gclatin transparcnt capsules of size 2
Onncanue 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. / Teepavie MeNaTHOBbIE Npo3pavHble
Trepnsie JKEJAaTUHOBBIE | Kamcyysl  pasMepa 2 ¢ OeclBeTHBIM
TIpo3pauHble KarcyJsbl pasMepa 2 ¢ | KOPIIycoM,  pO30BOM  KpbIIeukoidl
OeclBETHBIM KOPITYCOM, pPO30BO¥ | MapkupoBkoil depnoro usera «OMEZ» na
KPBIIEYKOH W MapKUpoBKoii | obewx yacTax kancyinsl. CofepkUMoe Karcyi
yepHoro usera «OMEZy» Ha 00eux | — TpaHymbl 6enoro Wix No4YTH 6eMoro usera.
gacTax  Kamcynmel.  ComepxkHuMoe
KaIncyJ — rpaHynbl 6enoro nBeTa.
2 | Identification / IlogjiuHHOCTB
2a) | By UV/ V- UV-absorption spectra of both test and
crekTpodoTOMETpHs Complies as prescribed/ standard solutions of omeprazole in the range
CoOTBETCTBYET TPpeOOBAHUIM 230 to 350 nm should exhibit maxima at the
same wavelength. /
V@ - croekTpbl MOTNOMIEHUs PacTBOPOB
mpenapata W CTaHAapTHoro  ofpa3sia
oMenpaszona B obmactu ot 230 no 350 um
IOJDKHBI MMETh MaKCHUMYyMbI TIPW OXHOU M
TOWU K¢ JUTHHE BOJIHEI.

Remarks : The Product conforms to ND/
M pumeuanne: [Tponykr coorBeTcTBYeT TpeboBanusam HJL

Conclusion : APPROVED /
3akaouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

_Product:_ Omez (Omeprazole), capsuleg 20 mg

-H—pOJIyKT: Owme3® (OM_enpa_:;on), KarcyJibl 2§ Mr

Batch No. / Cepus Ne: B2201669

Batch Quantity / O6bem
cepun: 2000000 NO

AR No / AHaaurnuyeckuii ordet No:
2002FP22001016

Date of Analysis / Jfata
anamusa:  20-05-2022

Mfg. Date: / 1aTa npousBoacTBa: 03/2022

Date of Expiry / I'oaen go:

02/2025
Analysis performed according ND / Anasnu3s nposeaer no HJ{: 1T N015479/01-121120
- Ne Test / [Toka3aTeanb Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHUM chromatogram of test solution should
BRI v correspond to the retention time of main peak
CBIXX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems yaep:KuBaHMsS OCHOBHOTO MNHKa Ha
XpOMaTorpaMMe  HUCOBITYEMOTO  pacTBOpa
IOMKHO COOTBETCTROBATH BpEMEHH
yIaepKUBaHUSA OCHOBHOT'0 nMKa  Ha
XpoMaTorpaMMe  PacTBOpa  CTaHAapTHOTIO
oOpazna oMernpaszona (pa3znmen
«KonuuecTBeHHOE OnpenesicHUE ).

3 | Average net fill weight
/ Cpegnsast macca
COAEP)KHMOT0 Kancy.J1

268.7 mg / 268,7 mr

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

4 | Water / Boga

1.1 % w/iw/ 1,1%

Not more than 3.0% /
He 6omee 3,0 %

5 | Uniformity of dosage 4.4/4.4
units / OaHOpoaHOCTH

AO3HPOBAaHHSA

Acceptance value (AV) should be less than or
equal to 15.0./

[Tokasatensb npuemneMoctd (AV) mosmkeH
OBITE MeHee WK paBeH 15,0.

6 | Dissolution /
PacTBopenne

104%, 101%

0 %, 0 %, 0 %, 0 %, 0%, 0%

101%, 105%, 99%, 99%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;;H oN303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope X1mopHuCTOBOAOPOLHOI
KUCIIOTHI - He 6onee 10 % C,;H;9N305S
(oMenpazon) gepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H,sN305S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H,sN305S (omenpazoir) uepes

30 MuH.

Remarks : The Product conforms to ND/

IIpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBaHusiM HJJ
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CEPTUO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg -

[Mponykr: Omes® (oMenpason), KancyJibl 2(_)7r

Batch No. / Cepusi Ne: B2201669

Batch Quantity / O6bem
cepuu: 2000000 NO

AR No/ AHaJlHTPl'—ICCK_Hﬁ ot4eT No:
2002FP22001016

Date of Analysis / TaTa
anaamsa: 20-05-2022

Mfg. Date: / laTa npou3BoacTBa: 03/2022

Date of Expiry / I'ogen go:

02/2025

Analysis performed according ND / Anasms nposenen mo HJ: 11 N015479/01-121120

Ne Test / IokazaTean Result / Pe3yabTaThbl Specification / Hopma

7 | Related substances / ITocTopoHrMC NPHMCCH

Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %
JTro6asa equHYIHAs
HeueHTU GMLIUPOBaHHA
s IPIMECh
Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMma npumecei He 6onee 2,0 %
8 | Assay/ 20.2 mg /20,2 mr 180mg to 22.0 mg of C;;HgN;O58
KonnuecrBenHoe (100.9% / 100,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeicHHe label claim). /

Or 18,0 MIr o 22,0 MI C17H19N303S
(omempazon) B kancyne (ot 90,0 mo 110,0 %
OT HOMHUHAJILHOTO COJIePXKanvA).

9 | Microbial limits / MukpoOuojoruyeckas Y4HcTOTa

Y easts and Mould Count /| Menee 10 KOE/r
Oobr11ee 9HuCI0
IPONOKEBBIX U
NIeCHeBbIX IpuboB

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/Tr He 60ee 1000 KOE/T
O61ee YHCII0 a9poOHBIX

MHUKpPOOPTaHW3MOB

b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli Absentinl g/
OtcytcTtByer B 1 1

Absentin 1 g/
OrcytctBue B I 1

10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / Ilo 10
Kancyn B allOMHHWUEBOM CTpHIIE.
Ilo 3 crpunma c WHCTpYKIMEHR Mo
NPUMEHEHKIO B Na4Ky KapTOHHYIO.

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 karicyn B allOMUHVEBOM
crpune uiu B I[TA/AJI/IIBX // anroMuAREBOM
6mcrepe. Io 3 cTpuma win mo 3 6nmctepa ¢
UHCTPyKUMeil 10 TNPHUMEHEHNI0 B Ia4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/

Ipumeuanue: [TponyxT coorBercTByeT TpeboBaHusaM HI
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CEPTUOHKAT AHAJIU3A

_Produc? Omez (Omeprazole), capsules 20 mg

MpoxykT: OMe3® (omenpaso). Katcylibl 20 wr

Batch No. / Cepus Ne:

B2201669 Batch Quantity / O0bem

cepuu: 2000000 NO

AR No / ARanuTHueckuit oTueT Ne: Date of Analysis / [laTa
2002FP22001016 _|amanusa:  20-05-2022
Mifg. Date: / /laTa npon3BoacTBa: 03/2022 Date of Expiry / logen no:
02/2025
Analysis performed according ND / Anaau3 nposeaen o H/I: 1T N015479/01-121120
No Test / [lokasaTenn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorseTcTBIE ¢ H/]
Mapkupogeka
12| Storage conditions / At temperature below 25 °C. / Tlpu TemnepaType He Bbime 25 °C.
YcnoBus XpaHeHust
13 | Shelf life / Cpox 3 years /3 rona
TOTHOCTH

Remarks : The Product conforms to ND/
IMpumeyanume: [IpoxykT cooTBeTCTBYET TpeGoBaHusAM HJL

Conclusion : APPROVED /
Zakmouenune: OJOBPEHO
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