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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

B2104484

cepun:

Batch Quantity / O6bem

1970000 NO

AR No / Avaanrudeckuii oruer No:
2002FP21002593

Mfg. Date: / Jlata npousBoacrsa:

Date of Analysis / lara
aHAJIA3A:

28-12-2021

12/2021

11/2024

Date of Expiry / T'ojten jgo:

Analysis performed according ND / Anannz nposegen no HJI: 11 NO15479/01-121120

Ne

Test / loka3zaTeb

Result / PesyasraThi

Specification / Hopma

1

Description /
Onucanune

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. /

TBepapble KENaTMHOBEIE
Npo3payHble Karcyjel pasMepa 2 ¢
6ecLBETHBIM  KOPIYCOM, pPO30BOIi
KpblLIEYKOoi u MapKUpPOBKOH
ycpHoro 1gera «OMLZ» Ha o0enx
yacTax  kancynel. CopepxkuMmoe
Karicyn — rpaHyIbl 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. /
Teepasie KeJTaTHHOBBIE
Kancynel pasMepa 2 ¢ OecIBETHBIM
KOopIIycoM, pO30BOI KPBILIIEYKOU 151
MapKHUpOBKOW depHoro nsera «OMEZ» Ha
00enx yacTax Kancynsl. ConepxumMoe KarcyJt
— rpanynsl 6es10ro UM o1y Gesoro LBera.

po3payvHble

Identification / ITlog1uHHOCTL

2a)

By UV/Va®-
cnekTpodoToMeTpus

Complies as prescribed/
CooTBeTcTBYET TpeOOBaHUAM

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 TOMTOMEHHS PACTBOPOR
npemapata M cTaHOapTHoro  ofpasna
oMernpa3ona B obmactu ot 230 mo 350 M
JOJKHBl UMETH MaKCHMYMBI TIPH OJHOW U
TOH >Xe JJIMHE BOJIHEI.

Remarks : The Product conforms to ND/
ITpumeyanue: [Iponykt coorsercTByeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3axkmioyenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg Hpoayxrt: OMe3® (oMenpazod), Kancynmzm
Batch No. / Cepus Ne: B2104484 Batch Quantity / O6bem

cepun: 1970000 NO
AR No / Auanutnuccicuii otuer Ne: Datc of Analysis / IaTa
2002FP21002593 anaau3za: 28-12-2021
Mfg. Date: / lata nponuzsoxcraa: 12/2021 Date of Expiry / T'oaen go:

11/2024

Analysis performed according ND / Ananns nposemxen mo HI: TI N015479/01-121120

PacTBopenne

98%, 98%, 97%, 98%,
96%, 97%

Ne Test / IoxazaTenb Result / PesyabTarsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYeT TpehoBaHUAM chromatogram of test solution should
BOKX i F:orrespond to the retention time of main peak
CBOKX/BCICX in the chroma’gogram of or'r'leprazcl)lle reference
standard solution (section "Assay"). /
Bpems ynep)kMBaHWS OCHOBHOI'O NHKA Ha
XpOMaTorpaMMe  UCTBITYEMOTO  pacTBopa
TIOTKHO COOTBETCTBOBATH BpPEMEHH
yIOepKHBaHHUsI OCHOBHOTO nika  Ha
XpoMaTorpaMMe  pacTBOpa  CTAHAAPTHOTO
00pazua oMerpa3oya (paznen
«KonnuectsenHoe onpeaenennes).
3 | Average net fill weight | 265.7 mg/265,7 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansig Macca 283.5 mg) /
CONEPKUMOT0 KATICYJT 270,0 Mr £+ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/ Boaa 1.1% w/w/1,1% Not more than 3.0% /
He 6omee 3,0 %
5 | Uniformity of dosage 23723 Acceptance value (AV) should be less than or
units / OaHopoaHocTh equal to 15.0./
J03MpPOBAHUS IToxasarens mpuemiiemoct (AV) momxen
ObITH MeHee Wi paseH 15,0.
6 | Dissolution / 0%, 0%, 1%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7HgN;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XJI0pHCTOBOAOPOAHOI
KUCTOTHE! - He Gonee 10 % C;7H;0N30,S
(omMenpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7HyN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - e Menee 75 % (Q)
C7H9N;05S (oMenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumedanne: [Tpoaykr coorBeTcTBYET TpeGoBanusm HIT

Conclusion : APPROVED /
3axumovenue: ONJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Batch No. / Cepus Ne:

B2104484

Hpoxyxr

: OMes® (omempason), Kancyist 20 yr

Batch Quantity / O6bem

2002FP21002593

cepun: 1970000 NO ~
AR No / AnaantTudecknii oruer Ne: Date of Analysis / Jara
aHajgu3a:  28-12-2021

Mfg, Date: / laTa npon3BoacTBAa:

12/2021

11/2024

Date of Expiry / Toaen o:

Analysis performed according ND / Anaans nposeaen mo H/: T N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / Tlo 10
Karncyn B alfOMHHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ HWHCTpyKuWed MO
MTPUMEHCHHIO B MUKy KapTOHHYIO.

Ne Test / ITokazaTean Result / PesyabTaTnl Specification / Hopma

7 | Related substances / [locroponHue npumMecH
Any individual 0.03% /0,03% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JTrobas eqyHIYHasA

HeuJIeHTU PULMPOBaHHA

A IpUMech

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

8 | Assay/ 19.8 mg/ 19,8 mr 180mg to 220 mg of Cy;HgN;O5S
KoanuecTBeHHOE (98.8% /98,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeeeHne label claim). /

Or 18,0 mr mo 22,0 mMr C;;H;oN;05S
(omerpazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMHHANBHOIO COJICPIKaHUS).

9 | Microbial limits / Mukpo6nomoruueckas 4HcToTa

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
Ob1mee yncino a3poOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
QO61rtee YUCHO
IPOXKIKEBBIX U
TIeCHEeBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByerB I T OtcyTcTBUE B 1 T
10 | Packaging / Ymakorxa | 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 xancyJy B aTrOMHHHEBOM
crpune unn B TTA/AJI/TIBX // anroMHuHMEBOM
6mucrepe. ITo 3 crpuna unu no 3 6aucrepa ¢
UHCTPYKIMEH N0 TPUMEHEHHIO B TMadky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanne: [IponykT coorBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3axaiouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

i’roduct: Omez (Ome_p—raz_ole), caf)sules 20 mg

Mpoaykr: OmMe3® (oMenrpazon), Kancysrs 20 MT

Batch No. / Cepusa Ne: B2104484

Batch Quantity / O6bem
cepun: 1970000 NO

AR No / AHaJlHT_HlleCKHﬁ oT4eT Ne:
2002FP21002593

Date of Analysis / IaTa
aHagusa:  28-12-2021

Mfg. Date: / IaTa npon3BoacTBa: 12/2021

Date of Expiry / To1en j1o:
11/2024

Xnalysis performed according ND / Anaaus nposeaen mo H/[: TT N015479/01-121120

Ne Test / [lokazaTesn Result / PeaynbTaThl Specification / Hopma
11 | Labeling / According to ND / B cooteerctBuu ¢ HJJ,
Mapxupogka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Brite 25 °C,
YcaoBus XpaHeHUd
13 | Shelf life / Cpok 3 years /3 ropa
TOAHOCTH

Remarks : The Product conforms to ND/

Ipamevanne: IIponyxr cootsercTBYeT TpeboBanusaM HJT

Conclusion : APPROVED /
3akmwouenne: OJJOGPEHO
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