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CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJTU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OMe3® (omemnpa3on), Kancyisl 20 mr
Batch No. / Cepus Ne: B2200505 Batch Quantity / O6bem
- cepun: 1990000 NO -
AR No / Arajimrudeckuii otdyet Ne: Date of Analysis / Jata
2002FP22000331 aHajauza: 18-02-2022
Mfg. Date: / JaTa npoussojacTsa: 01/2022 Date of Expiry / Cogen no:
12/2024
Analysis performed according ND / Anasims nposeaen no H/: IT N015479/01-121120
Ne Test / IlokazaTtean Result / Pe3yabTaTbi Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onucanne Hard gelatin transparent capsules ot | 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. / Treparvie JKeNaTHHOBBIE IIPO3padHLIE
TBepabie KENaTUHOBLIE | Karlicylbl  pasMepa 2 ¢ OecuBeTHBIM
Npo3pavHLle KANCYNIBl pasMepa 2 ¢ | KoprycoM,  po30BoOit  Kpbllleukoil
OeCLIBETHEIM KOPMYCOM, po308Boil | MapkipoBkoit depHoro nseta «OMEZ» na
KpBILIEYKO M MapKUpOBKoO# | 0berx yacTax Kancynel. Conepxumoe Karncyi
yepHoro usera «OMEZy» Ha o6eux | — rpaHynsl 6enoro Uiy noyTy 6enoro uBeTa.
yacTax kancynsl. Coaepxnmoe
KaricyJ1 — rpaHynbl 6enoro LBera.
2 | Identification / IlogiMHHOCTDL
2a) | ByUV /Y- UV-absorption spectra of both test and
cnekTpodoToMeTpUs Complies as prescribed/ standard solutions of omeprazole in the range
CooTBeTcTBYeT TpeOGOBaHUAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
VO - crmexTpsl TOMIOUIEHWs pPacTBOPOB
npenapara W craHpaptHoro  ofpasua
omerpazoia B obmactyt ot 230 mo 350 HM
JMOJDKHEl UMETh MAaKCUMyMBI TIpH OJHOW W
TOM K€ ITMHE BOJIHBIL.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuanue: [TpogykT cooTBeTcTBYET TpeboBaHusM H]JJ 3amouenue: QJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTH®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg _ |Hpoaykr: Ome3® (omenpaszon), Kancyssl 20 mr
Batch No. / Cepus No: B2200505 Batch Quantity / O6bem
- - cepun: 1990000 NO _
AR No / AHanurndeckmii oTueT Ne: Date of Analysis / laTa
2002FP22000331 N aHajanza: 18-02-2022
Mfg. Date: / JlaTa npoH3BoACTBA: 01/2022 Date of Expiry / T'ogen 1o:
12/2024
Analysis performed according ND / Ananns nposenen mo H: ITI N015479/01-121120 |
Ne Test / [lokasaTenn Result / Pe3yabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeOGOBaHMAM chromatogram of test solution should
BKX f:orrespond to the retention time of main peak
CBYIKX/BCIKX in the chroma‘fogram qf or'r'lepraZ(')'le reference
standard solution (section "Assay"). /
Bpemst yaep>kWBaHMS OCHOBHOTO [MMMKa Ha
XpoMarorpaMMe  WCTIBITYEMOTO  PacTBOpa
JOJKHO COOTBETCTBOBATh BpEMEHH
YIEPXKUBAaHUS  OCHOBHOIO mMka  Ha
XpoMaToTpaMMe pacTBOpa CTaHAAPTHOTO
obpasua oMeTnpazolia (pa3men
«KonnuecTBeHHOE OMPERETEHUEY ),
3 | Average net fill weight | 264.3 mg/264,3 mMr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeausisi Macca 283.5 mg) /
COIEPKUMOTO KATICYJI 270,0 Mr % 5,0 % (256,5 mr - 283,5 Mr)
4 | Water / Boaa 1.1% w/w/ 1,1% Not more than 3.0% /
He 601ee 3,0 %
5 | Uniformity of dosage 23/23 Acceptance value (AV) should be less than or
units / OgHopoaHOCTH equal to 15.0./
JO3UPOBAHUSA TTokazartens nmpuemaeMocTs (AV) IomkeH
OBITE MEHee WK paseH 15,0.
6 | Dissolution / 1%, 2%, 2%, 1%, 0%, 2% In 0.1 M hydrochloric acid solution - not
PacrBopenne more than 10 % of C;;H;oN30;S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XnopHUCTOBOAOPOIHOM
KUCITOTHI - He 6071ee 10 % C;H N3OS
(omenpazon) yepes 2 4.
97%, 100%, 98%, 92%, In pH 6.8 buffer - not less than 75 % (Q) of
92%. 97% C17H}9N3O3S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He meree 75 % (Q)
C7H9N30;S (omenpazomn) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanue: [Tponykt cooTBeTcTBYET TpeboBansaM HJI 3axawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

_{ITpoaykt

: Omes® (OMCI_]pa30J'I), KarcyJel 20 MT

2002FP22000331

Batch No. / Cepus Ne: B2200505 Batch Quantity / O6bem
B ~ cepun: 1990000 NO N
AR No / AHanuTndeckuii oT4er Ne: Date of Analysis / laTa

anajauza: 18-02-2022

Mfg. Date: / laTa npou3soacTBa:

01/2022
12/2024

Date of Expiry / 'ogen go:

Analysis performed according ND / Ananu3 nposeaen mo HA: T1 N015479/01-121120

Ne

Test / IloxaszaTean

Result / Pe3yabTaThi

Specification / Hopma

7

Related substances / [locropounne npumecH

Any individual
unidentified impurity /
JIro6as eqiHMUHas
HeuIeHTUHHUIMPOBaHHA
S IpPUMEChH

0.03% /0,03%

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

Total impurities /

0.1%/0,1%

Not more than 2.0 % /

3 strips and vpatient information
leaflet in a carton pack. / Ilo 10
Kancyll B aTIOMWHHEBOM CTpUIIC.
I[To 3 crpuna ¢ WHCTpyKUMEH TIO
TIPUMEHEHHIO B MUKy KapTOHHYIO.

CyMMa npuMeceif He 6oiee 2,0 %

8 | Assay/ 20.1 mg /20,1 Mr 18.0mg to 22.0 mg of C;;H;N;O;8
KonuuecTBeHHOE (100.5% / 100,5%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaeeHHe label claim). /

Or 18,0 MI™ 10 22,0 MT C|7H19N303S
(oMenpazon) B karcyie (ot 90,0 o 110,0 %
0T HOMHMHAJIFHOTO COAEPXKaHuUAM).

9 | Microbial limits / Mukpo6uosoru4eckasi Yucrora
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
O6muee yncno a3poOHBIX
MHKPOOPTaHN3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6onee 100 KOE/r
O61ee gncio
IPOOKEBBIX
IUIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcytcTtByeTB 1 T OtcytcrBue B 1 T
10 | Packaging / Yimakoska | 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 kamncyn B aTFoOMHHUEBOM
crpurte Wik B [TA/AJI/TIBX // asoMuHEEBOM
6nucrtepe. [To 3 crpuna uwim no 3 dmucTepa ¢
WHCTpYKIMEH 10 TIPUMEHEHHI0O B Ta4Ky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponykt cooTBeTcTBYET TpeboBanusaM HJL

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (omenpason), Kancyns 20 mr
Batch No. / Cepus Ne: B2200505 Batch Quantity / O6bem

cepun: 1990000 NO
AR No / Ananutnyeckuii ordet No: Date of Analysis / laTta
2002FP22000331 anagmsa:  18-02-2022
Mfg. Date: / JlaTa npou3BoacTBAa: 01/2022 Date of Expiry / 'ogen go:

12/2024

Analysis performed according ND / Ananus nposeaen no HJI: II N015479/01-121120

Ne Test / Iloxa3zaTenn Result / PesyabTatsl Specification / Hopma
11 | Labeling / According to ND / B cootsercTBuM ¢ HJI
Mapkuposka
12| Storage conditions / At temperature below 25 °C. / IIpu Temmnepatype He Bbiute 25 °C.
Ycaorus XxpaHenns
13 | Shelf life / Cpok 3 years /3 roma
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: [TponykT cooTBeTcTBYET TpeboBanuam H/JI 3aximouenne: OTOBPEHO
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