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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A
| Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (omemnpazon), Kancyibl 20 mr
Batch No. / Cepust Ne: B2104354 Batch Quantity / O6bem
o cepuu: 1970000 NO _
AR No / AHaauTH4ecKuii oTuet Ne: Date of Analysis / laTa I
2002FP21002431 anagusa: 13-12-2021
Mfg. Date: / TaTta nponssoacTsa: 11/2021 Date of Expiry / Togen go:
10/2024

Analysis performed according ND / Ananns npoeened mo HJI: 1T N015479/01-121120

Ne Test / Thoxazatean

Result / Pe3yabTaThl

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. /

Tsepaere ’KEJIaTUHOBBIC
Mpo3padHble Kancyssl pazMepa 2 ¢
OecuBETHBIM KOPMYCOM, PO30BOI
KpBILIEYKOiA u MapKkUpPOBKOH
gyepHoro neera «OMEZ» Ha obeux
yacTsx  kancynel. Comepxumoe
KarcyJ — rpaHybl 6enoro UBeTa.

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. /

Trepasle KeTTaTHHOBBIC Ipo3pavHbIe
Karcynel  pazmepa 2 ¢ OecuBeTHBIM
KOpIycoM,  po30BOH  KpbllIeukoi M

MapkupoBKoit depHoro mnsera «OMEZ» Ha
obenx yacTax xancyssl. CoepkuMoe Karncy
— rpaHyJnbl 6€710To UM MoYTH GeNToro uBeTa.

2 | Identification / [ToginnHoOCTL

2a) | By UV/VO-

CTIEKTpOoPOoTOMETPHS

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. /

V® - crekTpbl TOTJIOUIEHUs] pPacTBOPOB
npenapata W CTaHAapTHoro  obpasla
oMemnpazona B obmactn ot 230 nmo 350 HM
OIDKHB! UMETh MakCUMyMEBI TIPH OXHOH |
TOM € JIJINHE BOJIHEI.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt coorBeTcTBYET TpebobaHusiM HJL

Conclusion : APPROVED /
3axmouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

_Broduct: Omez (Omeprazole), capsules 20 mg

Mpoaykr: OMe3® (ome_npaaon), Kancybt 20 mr

Batch No. / Cepust Ne: B2104354

Batch Quantity / O6bem
cepuu: 1970000 NO

_AR No / AHaauTuyeckHii oruer Ne:
2002FP21002431

Date of Analysis / JJaTa
anaausa: 13-12-2021

Mfg. Date: / Jlata npousBojacTea; 11/2021 Date of Expiry / Toaen go:

10/2024

Analysis performed according ND / Anasns nposeaen mo HJI: I N015479/01-121120

Ne Test / ITokasaTeanb Result / PesyabTaTsl Specification / Hopma

B3IXX wimm
CBDXX/BCXKX

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOOBaHUAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMss ymepKHBaHHS OCHOBHOTO TIMKAa Ha
XpoMarorpaMMe  HMCIBITYEMOTO  pacTBopa
JIOJIKHO COOTBETCTBOBATh BpPEMEHH
yOepKUBaHWA ~ OCHOBHOTO  ITMKa  Ha
XpoMarorpaMMe  pacTBopa  CTaHIapTHOrO
obpaslia oMenpaszoa (paznen
«KomnaecTBeHHOE OTIpEIENIEHHE) ).

/ Cpeanssi Macca
CONIEPIKMMOTO KATICYJI

3 | Average net fill weight 274.2 mg/ 274,2 mr 270.0 mg £ 5.0 % (Between 256.5 mg and

283.5 mg) /
270,0 MT = 5,0 % (256,5 MT - 283,5 Mr)

4 | Water / Boaa 1.1%w/w / 1,1% Not more than 3.0% /

He 6oree 3,0 %

5 | Uniformity of dosage 25725 Acceptance value (AV) should be less than or
units / OTHOPOAHOCTH equal to 15.0./
T03WPOBAHUS TTokaszaTens npueMieMocTh (AV) TomKeH
OBITE MeHee UIH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 1%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpenue more than 10 % of C;;H9N;05S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBope XNn0pHCTOBOAOPOAHOI!
KkuCIoTHI - He 6onee 10 % C;;HoN505S
(omenpazon) yepes 2 4.

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

C7H1sN;0;5S (omeprazole) is dissolved after
30 min /

B Oydepe pH 6,8 - He Meree 75 % (Q)
C7HgN30;S (omMerpazoir) uepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Mpumeuanne: [ponykr coorBercTBYeT TpeGoBanmsaM HJL 3axmovenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

MpopykT: Omes® (omenpaszoir), Kancyinet 20 mr

Batch No. / Cepus Ne:

B2104354

cepun:

Batch Quantity / O6nem

1970000 NO

AR No / Asaaurudecknii orueT Ne:

Date of Analysis / laTa

2002FP21002431 anagausa: 13-12-2021
Mfg. Date: / JlaTa npon3BoACTBA: 11/2021 Date of Expiry / Tonen no:
10/2024

Analysis performed according ND / Anuanns nposeaen no HJ/I: 1T N015479/01-121120

3strips and patient information
leaflet in a carton pack. / Ilo 10
Karcynl B aTlOMHHHECBOM CTpPHIIE.
Ilo 3 crpuna c UHCTPYKUMEH Ti0
MPUMEHEHHI0 B TIaYKy KapTOHHYTO.

No Test / llokazaTeanb Result / PesyabTaTtsi Specification / Hopma

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

JTro06as eqHIUHAS

HeWAeHTU pHLMpoBaHHa

s TIpUMECh

Total impurities / Not detected / He 06HapyxeHa | Not more than 2.0 %/
CyMmMa nprMeceit He 6onee 2,0 %

8 | Assay/ 20.2 mg /20,2 mr 18.0mg to 22.0 mg of C;H;gN;O;8
KoauuecTBeHHOE (100.8% / 100,8%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHue label claim). /

Or 18,0 MIrT OO0 22,0 MT C]7H|9N303S
(omempason) B kamncyse (ot 90,0 mo (10,0 %
OT HOMWUHAJIBHOT'O COZIePXKaHMs).

9 | Microbial limits / Mukpo6HoJiorHyeckas YiucTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
Ob1mee uncno a3poOHBIX

MWKPOOPTaHW3MOB
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
O061ee gncito
IPOXIKEBBIX U
TIJIECHEBBIX TPUOOB
¢) E. coli Absentinl g/ Absentin1 g/
OrcytctByeTB I T OtcytcrBue B 1 T
10 | Packaging / Ynaxoeka | 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. / ITo 10 xamcyn B antoMWHHEBOM
crpure wiv B TTA/AJI/TIBX // anroMuHHEBOM
6mucrepe. [To 3 crpuna unm no 3 6nuctepa ¢
WHCTPYKIMER 110 NPUMEHEHHI0 B TAYKY
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeyanue: [IpoaykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
Zaxaouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules_EO mg

MpoaykT: OMe3® (oMenpa3oi), KarcyJib! 2(_2 Mr

Batch No. / Cepus Ne: B2104354

Batch Quantity / O6sem
cepun: 1970000 NO

AR No / AHaauTHYecKHii oTueT Ne:
2002FP21002431

Date of Analysis / laTa
aHajgu3a: 13-12-2021

Mfg. Date: / laTa npon3BoacTea: 11/2021

Date of Expiry / T'ogen go:
10/2024

Analysis performed according ND / Ananns nposegen mo H/I: IT N015479/01-121120

Ne Test / ITokazaTenn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorBercTBuu ¢ HJJ
MapxkupoBka

12 | Storage conditions /
YcnoBust XpaHeHust

At temperature below 25 °C. / Tlpu Temniepatype He Bbime 25 °C.

13 | Shelf life / Cpok
TOHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IMpumeuanne: [Ipoaykr coorsercTBYeT Tpeboannam HJI

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO
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