Copy

Uncontrolled |

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIU3A

Product: Omez (Omeprazole). capsules 20 mg

”HpouyKT: Omes® (oMenpaszo), KarncyJibl 20 mr

Batch No. / Cepus Ne: B2200941 Batch Quantity / O6bem
|cepun: 1970000 NO

AR No / Anaaurunueckuii otuet Ne: Date of Analysis / lata

2002FP22000597 ananusa: 23-03-2022

Mfg. Date: / laTa npou3BoAcTBA:

02/2022

Date of Expiry / I'ogen no:

CooTBeTCTBYET TpeOOBaHUAM

01/2025
Analysis performed according ND / Ananus nposeaen no HJ/[: I1 N015479/01-121120 o
Ne Test / [loxasaTens Result / Pe3yabTaThl 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. / TBepabie JKENaTHUHOBBIE Npo3pavyHbIe
Trepasie JKeJaTUHOBBIE | KAlCyJ Bl  pa3Mepa 2 ¢  OecIBETHBIM
npospa4Hble Kancynsl pasMepa 2 ¢ | KOPIIyCOM,  PO30BOM  KpPBILIEWKOW W
OecIIBETHBEIM KOpPIYCOM, pO30BOi | MapkupoBKoii uyepHoro usera «OMEZ» na
KphILIEYKOM M MapKupoBKoi | 0Oeux 4yacTax karncyisl. Conepkumoe Karcyi
yepHoro 1peta KOMEZ» Ha o0euX | — rpaHysbl 6€0ro I T0UTH 6eoro nBeTa.
yactax  Kancynsl.  Comepxnmoe
Karcyn — rpaHyJibl Oenoro LBera.
2 | Identification / IloaauHHOCTE
2a) By UV/V®- UV-absorption spectra of both test and
CHeKTPodOTOMET U Complies as prescribed/ standard solutions of omeprazole in the range

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

V@ - choekTpsl TOTJIOWEHUS PacTBOPOB
npemapata W craHgapTHoro  obpasua
oMenpasona B obmactu or 230 no 350 HM
IOKHEI MMETh MaKCHMYMBI TPHU OJHOW W
TOM k€ JJIMHE BOJTHBL.

Remarks : The Product conforms to ND/
Mpumeyanue: [Tpoaykt cooTBeTcTByeT Tpeboanusm HJL

Conclusion : APPROVED /
3axsmovenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

PacTBopenne

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

CEPTHOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg IMpoxykr: OMe3® (omMernpason), kancyssl 20 mr
Batch No. / Cepnst Ne: B2200941 Batch Quantity / O6bem
cepum: 1970000 NO -
AR No / AHaanTu4eckuit oruer Ne: Date of Analysis / laTa
2002FP22000597 aHanmsa; 23-03-2022
Mfg. Date: / laTa npoussoacTBa: 02/2022 Date of Expiry / T'ogen go:
01/2025
Analysis performed according ND / Ananu3s nposeaen mo H/L: 11 N0O15479/01-121120
Ne Test / lokasaTean Result / Pe3ynTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TPeOOBaHNAM chromatogram of test solution should
BIKX f:orrespond to the retention time of main peak
CBRIKX/BCIKX in the chroma'fogram 0.f or‘rllepraZ(')'le reference
standard solution (section "Assay"). /
Bpemst ynepkMBaHMS OCHOBHOTO IHKa Ha
XpoMarorpaMMe HCTBITYEMOro  pacTBOpa
JIOIDKHO COOTBETCTBOBATh BpeMeHU
ylIep>XMBaHUS  OCHOBHOIO nMka  Ha
XpoMaTorpaMMe pacTBOpa CTaHZAPTHOTO
obpastia oMmemnpazona (pazmen
«KonuyecTBeHHOE ONPEAENEHUE).
3 | Average net fill weight | 265.9 mg/265,9 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi Mmacca 283.5 mg) /
COIePIKUMOI0 Karcey.a 270,0 mr+ 5,0 % (256,5 Mr - 283,5 wmr)
4 | Water / Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.2/42 Acceptance value (AV) should be less than or
units / OaHoOpoAHOCTH equal to 15.0./
A03UPOBAHUSA TTokazarens puemieMocti (AV) oKeH
ObITE MeHee WK paBed 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;7H;oN3;03S
(omeprazole) is dissolved after 2 h/

B 0,1 M pacTBope X0pHCTOBOROPOIHOM
Kkucnotel - He 6oinee 10 % Ci7H9N3;05S
(omempazon) depes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H1sN5058 (omeprazole) is dissolved after
30 min /

B Gydepe pH 6,8 - He meHee 75 % (Q)
C7HoN;0;S (oMemnpasoi) yepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanne; [ponykr cooTBeTcTBYET TpeboBanuam HJL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTHU3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (oMenpason), Kancynst 20 mr
Batch No. / Cepus Ne: B2200941 Batch Quantity / O6bem
cepuu: 1970000 NO
AR No / AnaJuTudeckuii otuer Ne: Date of Analysis / lata
2002FP22000597 anagmsza: 23-03-2022
Mfg, Date: / laTa npousBoacTBa: 02/2022 Date of Expiry / I'ogen go:
01/2025
Analysis performed according ND / Auasms nposenen no H/L: 11 N015479/01-121120

Ne Test / IloxasaTean Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocToponHne mpumecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIto6as eqHNYHAA

HeuaCHTUPUIMPOBAHHA

s IpAIMech

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

8 | Assay/ 199 mg/ 19,9 mr 180mg to 22.0 mg of C;HsN;O;58
KosnnyecTBeHHOE (99.4% / 99,4%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHHe label claim). /

Ot 18,0 MT 10 22,0 Mr C17H]9N3O3S
(omenpason) B kancyne (ot 90,0 no 110,0 %
OT HOMMHAJIBEHOTO COACPHKAHA).

9 | Microbial limits / Mukpo6HoJjioriieckast 4ucToTa

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Menee 10 KOE/T He Gonee 1000 KOE/r
O6uiee uncio a3poOHBIX

MHKPOOPTaHI3MOB
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
Ob11ee yucio
JPOMOKEBBIX U
TIECHEBBIX TpuOOB
¢) E. coli Absentinl g/ Absentin 1 g/
OrcyTtcTByeT B 1 T OtcytcTBue B 1 r
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip. 10 I . Jumi .
3 strips and patient information s o B Y
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / TTo 10 3 blisters and patient inft tion leaflet i
patient information leaflet in a
Kaficy B "HHOMUWHHEROM) *GIDHITE: k. / TTo 10 kancyn B allOMUHHUEBOM
Ilo 3 crpuna c¢ WHCTpYKIMEHR To CATtonipag Y
crpune win B ITA/AJI/TIBX // anrtoMUHNEBOM
DNPAMCHEHMIO B NATKy KAPTOHHYIO- | 6nycrepe. TTo 3 crpuma mim mo 3 Grucrepa ¢
pe. ITo puna b p
UHCTPYKUMEH [0 TPUMEHEHUI0 B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [Ipoaykr coorseTcTByeT TpeOoBaHusaM HJI

Conclusion : APPROVED /
Zaxarouenue: OJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: Ome3® (omernpason), Kancyﬂbl_26;r
Batch No. / Cepus Ne: B2200941 Batch Quantity / O6bem
N cepun: 1970000 NO
AR No / AHanmnTH4YeckuMi oTyeT Ne: Date of Analysis / laTa
2002FP22000597 anaau3za: 23-03-2022
Mfg, Date: / [lata npou3BOACTBA: 02/2022 . Date of Expiry / I'open go:
01/2025
Analysis performed according ND / Ananus nporesen o H/: 11 N015479/01-121120
Ne Test / [loxa3aTedan Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootrercTBum ¢ HJI
Mapkuposka
12 | Storage conditions / At temperature below 25 °C. / ITpu Temneparype He Bime 25 °C.
YcioBus XpaHeHHs!
13 Shelf life / Cpok 3 years /3 roza
TOIHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [Tponykt coorBercTByeT TpeboBanuam H/J 3akawuenne: OJOBPEHO
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