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CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg TpoaykT: Ome3® (omenpasod), Karcyst 20 mr
Batch No. / Cepus Ne: B2201541 Batch Quantity / O6bem

cepuH: 2000000 NO
AR No / AHaaurnyeckmii ordyer Ne: Date of Analysis / JlaTa
2002FP22000981 B anaamsa:  12-05-2022
Mfg. Date: / laTa npoH3BOACTBA: 04/2022 Date of Expiry / T'ogen go:

03/2025

Analysis performed according ND / Anasns nposeten o HJI: 1 N015479/01-121120

Ne Test / [TokazaTenn

Result / Pe3ynbTaThl

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. /

Tsepasle XKeNaTHHOBbIE
Npo3pauHble Karcylsl pasMepa 2 ¢
GecIBETHEIM KOPITYCOM, pO30BOft
KpBILIEUKOH i MapKUpPOBKOH
yepHoro 1Beta «OMEZ» na obenx
yactax  kamcynel.  Comepxumoe
KancyJ — rpaHyJTel Oenoro LUBeTa.

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. /

Trepable XeJaTHHOBbIE MPO3payHbIe
Kancynel  pasMepa 2 ¢ OecrBeTHBIM
KOPITyCOM,  PO30BOM  KpBILEYKOH U

MapkupoBkoil yepnoro usera «OMEZ» na
06enx wacTax kamncynsl. ComepKUMoe Karncyn
— rpaHyJisl 6€JI0T0 WK MOYTH 6eIoTo IBeTa.

2 | Identification / [TopuHHOCTD

2a) | ByUV/VO-

crekTpohoTOMETpHS

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. /

VY® - cnekTpel MOITOLIEHUsS pPacTBOPOB
mpermapata W CTaHEapTHOro  oOpasua
oMenpasona B obnactu or 230 mo 350 HM
JOIDKHBI HUMETh MAaKCHMYMBI TIPU OXHOH U
TOM XK€ IINHE BOJIHEL

Remarks : The Product conforms to ND/
Mpumeuanne: [Iponykt coorBercTBYET TpeboanuaM HJT

Conclusion : APPROVED /
3axmouenne: QIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg 'I'Ipol_lym: Owmes® (oMenpason), Kancysbl 20 mr
Batch No. / Cepus Ne: B2201541 Batch Quantity / O6nem
CepuM: 2000000 NO
AR No / AHaJIuTHYeCKHii oTHeT Ne: Date of Analysis / laTa
2002FP22000981 anagusa:  12-05-2022 B
Mfg. Date: / laTa NnpoH3BOACTBA: 04/2022 Date of Expiry / T'oaen go:
N 03/2025
Analysis performed according ND / Auasus nposeaen no H/I: T1 N015479/01-121120
Ne Test / lloxa3zaTenab Result / PesyabraTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET Tpe6OBaHUAM chromatogram of test solution should
BKX vt goz;esp(})lnd totthe reten;ion time of maifn peak
in the chromatogram of omeprazole reference
e standard solution (section "Assay"). /
Bpems yaep:KHBaHMA OCHOBHOIO THKa Ha
XpOMaTorpaMMe — WCIBITYEMOTO  pacTBopa
IOJKHO COOTBETCTBOBATh BpeMeHH
yAepKHBaHUS OCHOBHOTO nmuKa  Ha
KpoMaTorpaMMe  pacTBOpa  CTaHZapTHOrO
obpazna oMeTpasona (pazmen
«KOonH4ecTBEHHOE ONPENiENeHUER).
3 | Average net fill weight | 267.8 mg/267,8 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi macca 283.5 mg) /
COAEPKUMOTO0 KarncyJl 270,0 mMr £ 5,0 % (256,5 Mr - 283,5 wmr)
4 | Water / Boaa 1.1% ww/1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OqHOpoAHOCTL equal to 15.0./
103MPOBAHNSA IMokasaTens nmpuemMneMoctd (AV) NOMKeH
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 0%, 0%, 3%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;7H;gN;03S
(omeprazole) is dissolved after 2 h /
B 0,1 M pactBope XJI0pHCTOBOZOPOIHOMN
KNCnoTsl - He 6onee 10 % C7H9N;05S
(omenpason) uepes 2 4.
96%, 99%, 96%, 97%, 98%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;0;S (omeprazole) is dissolved after
30 min /
B Gydepe pH 6,8 - He MmeHee 75 % (Q)
C17H9N3;05S (oMenpazon) uepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumedanue: [IponyKT cooTBETCTBYET TpeGoBanuam HJT 3axumouyenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg

MponyxT

: Ome3® (omMenpason), KancyJibl 20 mMr

Batch No. / Cepus Ne:

B2201541

Batch Quantity / O6nem

cepum: 2000000 NO
AR No / Avagutndeckuii order Ne: Date of Analysis / lata
2002FP22000981 |anasmusa:  12-05-2022

Mfg. Date: / laTa npou3soacTBa:

04/2022

Date of Expiry / I'ogen no:

Yeasts and Mould Count
O01ee Yncio
IPONOKEBBIX U
NJIECHEBBIX rp6OB

Memnee 10 KOE/T

03/2025
Analysis performed according ND / Anasnus nposener no HJL: TT N015479/01-121120 ]
Ne Test / [TokazaTeanb Result / Pe3yabTaThl Specification / Hopma
7 | Related substances / IlToctroponHue IpUMecH
' Any individual 0.04% / 0,04% Not more than 0.5 %. /

unidentified impurity / He 6onee 0,5 %

JIroGasg equHNYHAd

HeWAeHTUHULIIpOBaHHA

s IPUMECD

Total impurities / 0.1%/0,1% Not more than 2.0 % /

CymMmma npumeceit He Gonee 2,0 %

8 | Assay/ 20.3 mg /20,3 mr 180mg to 22.0 mg of C;7H;oN;0;58
KoanuecTBeHHOE (101.6% / 101,6%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneieHHe label claim). /

Ot 18,0 MIr 10 22,0 MI C17H]9N3O3S
(omemnpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMMHAJIBHOTO COIEPKAHNA).

9 | Microbial limits / Mukpo6uosoruyeckast 4HCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/r He 6Gomee 1000 KOE/T
O6iee 4ncno adpoOHbIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /

He 6onee 100 KOE/r

¢) E. coli

Absentin 1 g/
OtcytctByeTr B 1 T

Absentin1 g/
OrcyrcrBue B 1 r

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3strips and patient information
leaflet in a carton pack. / ITo 10
Karmcysl B aIOMUHNEBOM CTpHIIE.
Ilo 3 crpuna c WHCTpyKOWeR I10
NpUMEHEHNIO B MAYKy 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. / ITo 10 xamncyn B alOMHUHHEBOM
crpure win B ITA/AJI/TIBX // amtoMUHHEBOM
6muicrepe. o 3 crpuma wnu no 3 61ucTepa ©
HHCTPYKLME N0 MNPUMEHEHHI0 B MAayKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoaykT coorBercTBYeT TpeboBanuam HJT

Conclusion : APPROVED /
Zaxkmouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHDUKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg
Batch No. / Cepus Ne: B2201541

MpoaykTt: OMe3® (oMenpazon), Kancyssl 20 mr

Batch Quantity / O6nem o
cepHm: 2000000 NO

AR No / Auaantudeckuii otuer Ne:
2002FP22000981

Date of Analysis / lata
anagusa:  12-05-2022

Date of Expiry / T'ogen no:

III.II
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Mfg. Date: / JlaTa npou3BoACTBA: 04/2022

03/2025
Analysis performed according ND / Anaaus nposegen mo H/I: T N015479/01-121120

Ne Test / [lokasaTenanb Result / PesyabTaTsl Specification / Hopma
11 | Labeling / According to ND / B cootserctnu ¢ H]|

MapknpoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Boime 25 °C.

Ycaosus XpaHeHus

13 | Shelf life / Cpok
FOXHOCTH

3 years /3 roga

Conclusion : APPROVED /
3akiouenne: OJOGPEHO

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykt coorBeTcTBYET TpeboBanusam HJL
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