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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

HpoaykTr: OMe3® (oMenpasoir), KarcyJss! 20 mr

Batch No. / Cepus Ne: B2201547 Batch Quantity / O6bem

cepun: 2000000 NO .
AR No / Anaautnueckuii oryeT Ne: Date of Analysis / laTa
2002FP22001002 anajusa: 18-05-2022

Mfg. Date: / laTta npousBojacTBa:

04/2022

Date of Expiry / Togen go:

CoOTBETCTBYET TPeOOBAaHUAM

03/2025
Analysis performed according ND / Anasinz nposenen mo H/L: 11 N015479/01-121120
Ne Test / lloxa3aTenab Result / Pe3yabTaTsl Specification / Hopma
1 | Description / ; Hard gelatin transparent 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. / Trepavle ’eNnaTUHOBbIE IIpo3payvHbIe
Trepasie JKENaTMHOBLIE | Kamcynel  pasmMepa 2 ¢ OecuBeTHBIM
Npo3payHEIe Kamcyiibl pasMepa 2 ¢ | KOPITyCOM,  pPO30BOM  KphIlIEYKoW
OecIBETHBIM KOPITYCOM, pPO30BO# | MapkipoBkoii uyepHoro npera «OMEZ» na
KpBILIEYKOH WU MapKUpOBKOIi | 00enx yacTsax Karncymbl. ComepKuMoe Karcy
yepHoro usera «OMEZ» Ha 06eyix | — rpaHybl 6eoro WM OYTH GEIOro IBETA.
yactax karcynel.  Comepxkumoe
KarcyJy — rpaHyns! Genoro 1pera.
2 | Identification / IloaaunHOCTB
2a) | ByUV/VO- UV-absorption spectra of both test and
criekTpodoToMeTpIst Complies as prescribed/ standard solutions of omeprazole in the range

230 to 350 nm should exhibit maxima at the
same wavelength. /

V® - cnekrtpel TOTNOUIEHWA pPacTBOPOB
mpemapata W CraHgapTHoro  obpasma
oMenpaszona B obnactu or 230 go 350 umM
JOJDKHBI MIMETh MaKCUMYMBbI TIpH OOHOW W
TOM JKe JUIMHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanne: IIponykt coorsercTByeT TpeboBanusaM HJI

Conclusion : APPROVED /
3akmouenune: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg

IpogykT: OMe3® (oMenpazon), Kancynbio___]\ﬂ

Batch No. / Cepust Ne: B2201547 Batch Quantity / O6bem
B cepun: 2000000 NO ~
AR No / Anaaurndeckuii orqet Ne: Date of Analysis / laTa
2002FP22001002 anajnza: 18-05-2022
Mfg. Date: / IaTa npousBoacTBAa: 04/2022 Date of Expiry / T'ogen go:
03/2025

Analysis performed according ND / Ananu3s nposegen no H/: 1T N015479/01-121120

Ne Test / IlokasaTens Result / Pe3yabTaThl Specification / Hopma

2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCcTBYET TpeOOBaHUAM chromatogram of test solution should
BYCX correspond to the retention time of main peak
CBOXX/BCIKX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

Bpems ylepKMBaHMS OCHOBHOIO THMKa Ha
XpoMarorpaMme  WCIBITYEMOTO  pacTBopa
JIOJKHO COOTBETCTBOBATh BpeMcHH
YACPKUBAHUS OCHOBHOTIO muKa  Ha
XpoMaTorpamMMe  pacTBopa  CTaHIapTHOTO
obpazua omernpasoia (pazmen
«KonuuecTBeHHOE OnpeNieNeHNe ).

3 | Average net fill weight
/ Cpennss macca
CO/IEPIKUMOTO KaTicyJa

271.6 mg/271,6 MT

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

4 | Water / Boaxa

1.1 % w/iw/1,1%

Not more than 3.0% /
He Gouee 3,0 %

5 | Uniformity of dosage 3.9/3,9
units / OaHopoaHOCTD

A03NPOBaHUS

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

TTokasarens npuemaeMoctd (AV) momkeH
ObITH MeHee WTH paseH 15,0.

6 | Dissolution /
PacTBopenne

0%, 0%, 3%, 0%, 0%, 1%

99%, 99%, 97%, 98%, 99%, 98%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;7H;gN505S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTrope XJTOpHUCTOBOAOPOIAHON
Kucnotsl - He 6onee 10 % C7HoN3O3S
(omMermpazom) vepes 2 4.

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

B 6ydepe pH 6,8 - He meHee 75 % (Q)

C17H gN30;S (omenpazon) uepes

30 MuH.

Remarks : The Product conforms to ND/

Ipumeuanne: [Tponykr cooTBeTcTBYeT TpeboBanuam HJL
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3akaouenune: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg 'Hpog_v_KT: Omes® (omenpazon), kancynsl 20 myr
Batch No. / Cepus Ne: B2201547 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / AHaJinTHYecKHIi oTdeT No: Date of Analysis / JaTa
2002FP22001002 anaamusa: 18-05-2022
Mfg. Date: / laTa npou3BoACTBA: 04/2022 Date of Expiry / 'ogen no: o
03/2025

Analysis performed according ND / Ananus nposenen mo HJI: 11 N015479/01-121120

Ne Test / Iloka3zaTennb

Result / Pe3yabTaThl

Specification / Hopma

7 | Related substances / Iloctroponnue npuMecu

Any individual
unidentified impurity /
JIro6ag enHMYHAS
HeraeHTUuGUIMpPOBaHHA
s TIpUMECh

0.04% / 0,04%

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

Total impurities / 0.1%/0,1%

CyMMma npumeceit

Not more than 2.0 % /
He 6onee 2,0 %

8 | Assay/ 20.3 mg /20,3 mr 180mg to 22.0 mg of Cy7H;sN;O5S
Koau4decTBeHHOE (101.3% / 101,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenejeHne label claim). /

(045 18,0 MI" 10 22,0 MI C17H|9N303S

(omenpazon) B kancyne (ot 90,0 no 110,0 %
OT HOMHHAJIBHOTO CONlepyKaH!).

9 | Microbial limits / MukpoGnoJiornueckasi YMcToOTA

a) Total Aerobic

Less than 10 CFU/g /

Not more than 1000 CFU/g /

Yeasts and Mould Count
O61uee uncio
JPOXIKEBBIX
MJIECHEBEIX TPU6OB

Meunee 10 KOE/T

Microbial Count / Menee 10 KOE/r He Gonee 1000 KOE/r
Obuee yucno adpoOHBIX

MHKPOOPTaHIU3MOB

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

He 6onee 100 KOE/r

¢) E. coli

Absentin1 g/
OtcyrctByerB I T

Absentin1l g/
OrcytctBue B 1

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Karcyn B aJIOMHHUEBOM CTpPHIIE.
IMo 3 crpuma ¢ WHCTpYKUWei 1o
NpUMEHEHHUI0 B TayKy KapTOHHY1O0.

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 xancyn B antoMMHUEBOM
crpurie win B [TA/AJI/TIBX // anroMMHNEBOM
onmcrepe. ITo 3 cTpuma wnm no 3 6mucTepa ¢
WHCTpYKUMEll 10 TNPUMEHCHHMI0 B NAayKy
KapTOHHYTO.

Remarks : The Product conforms to ND/
Ipumeuanne: Iponyxr coorBercTByeT TpeboBanmsam HJI

Conclusion : APPROVED /
3axmrouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

_P;oduct: Omez (_bmeprazole), capsules 20 mg

Mpoaykt: Ome3® (omenpason), Karcysr 20 mr

Batch No. / Cepus Ne: B2201547 Batch Quantity / O6bem
. B cepuu: 2000000 NO -
AR No / Anaautudecknii oryet Ne: Date of Analysis / aTa
2002FP22001002 |anaan3a:  18-05-2022
Mfg. Date: / JaTa npon3ssoicTBAa: 04/2022 Date of Expiry / I'ogen go:
03/2025

Analysis performed according ND / Anasius nposegen no HJI: 11 N015479/01-121120

Ne Test / [Toka3aTe.b Result / PezyabTaThl Specification / Hopma
11 | Labeling / According to ND / B cooteetctBun ¢ HJI
Mapkuposka

12 | Storage conditions /
Ycaosusa xpanenust

At temperature below 25 °C. / TIpu Temnieparype He Brime 25 °C.

13 | Shelf life / Cpok

O IHOCTH

3 years / 3 rona

Remarks : The Product conforms to ND/

IMpumeuanue: [IponykT cooTBeTcTBYET TpeGoanusM HJT

Conclusion : APPROVED /
3axawvyenune: OJOBPEHO
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