Copy

o~

Uncontrolled

CERTIFICATE OF ANALYSIS

COOTBCTCTByCT TpC6OBaHI/I$IM

CEPTHUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg TpoaykT: Ome3® (oMenpason), Kancysibl 20 mr
Batch No. / Cepus Ne: B2201199 Batch Quantity / O6bem
cepuu: 2000000 NO B -
AR No / AHanuTH4eckuii oTyeT No: Date of Analysis / JlaTa
2002FI22000768 anayusa: 19-04-2022
Mfg. Date: / JaTa nponsBojacTBa: 03/2022 Date of Expiry / T'ogen ao:
02/2025
Analysis performed according ND / Anaaus nposegen no H/: TI N015479/01-121120
Ne Test / IToka3aTenan Result / PesyabTatsl Specification / Hopma
1 | Description / : Hard gelatin transparent capsules of size 2
Onncanne 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. / Teepable ’KEJIaTHHOBBIE Npo3payHbIe
Teepaele JKEJIaTHHOBLIE | Kalcyasl  pa3Mepa 2 ¢ OecuBeTHBIM
Npo3payHbIe Kancymbl pasMepa 2 C | KOpOycoM,  pO30BOM  Kpelllewkoit
OECLIBETHEIM KOPITYCOM, pO30BOH | MapkupoBkoi depHoro ueera «OMEZ» na
KpBIIeukolf ¥ MapkupoBkoil | o0eux yacTax Kamncynsl. CoaepkuMoe KarcyJ
yepHoro usera «OMEZ» Ha 00Geux | — rpaHynbl 6€JI0T0 WY NMTOYTH OENOoro 1BeTa.
yacTax  kamcynmel.  Comepxumoe
KarcyJyl — rpaHyJsisl 6eoro 1BeTa.
2 | Identification / ITopiunHOCTB
2a) | By UV / V- UV-absorption spectra of both test and
criexTpodoToMeTpust Complies as prescribed/ standard solutions of omeprazole in the range

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

VY@ - crekTpsl TIOTIIOWEHUST PacTBOPOB
mpenapata W CTaHHmapTHoro  ofpasua
omenpazona B obmact oT 230 mo 350 um
IOIDKHBI WMETh MaKCHMYMBbI TIpHM OIHOM M
TOW e JIIWHE BOJIHBI.

Remarks : The Product conforms to ND/
IIpumevanue: [Tpoaykr cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

Product: Omez (ameprazole), capsules 20 mg

MpoaykT: OMe3® (oMenpason), Kancyisl 20 mr

Batch No. / Cepns Ne:

AR No / Anaantnyecknii oryer No:

B2201199 Batch Quantity / Oonem

cepun: 2000000 NO

Date of Analysis / laTta

PacTBOpenue

2002FP22000768 . - anaamsa: 19-04-2022 B
Mfg. Date: / lata nponsBoacTBa: 03/2022 Date of Expiry / 'ogen no:
02/2025
Analysis performed according ND / Anaqn3z nposexer mo H/: T N015479/01-121120
Ne Test / [Toxazarennb Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC Co0TBeTCTBYET TpeOOBaHUAM chromatogram of test solution should
BOKX f:orrespond to the retention time of main peak
CBRXX/BCKX in the chroma‘fogram qf or'rlleprazczle reference
standard solution (section "Assay"). /
BpeMsi ynepXKUBaHHA OCHOBHOTO IMKa Ha
XpoMaTorpaMMe — HCIIBITYEMOTO  pacTBOpa
IOTKHO COOTBETCTBOBATH BpEMEHH
YACPKHUBaHUS  OCHOBHOIO nuKa  Ha
XpoMaTorpaMMe  pacTBOpa CTaHAapTHOTO
obpasma oMerIpas3ona (pasmen
«KonuuecTseHHOE OnpecneHuey ).
3 | Average net fill weight | 269.8 mg/269,8 mMr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansisi Mmacca 283.5mg) /
COEPKMUMOro KamncyJa 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water/ Boaa 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 29/29 Acceptance value (AV) should be less than or
units / OTHOPOAHOCTH equal to 15.0./
J03HPOBAHUSA TToxazatens npueMaeMoctu (AV) gomkeH
OBITE MeHee WK paBeH 15,0.
6 | Dissolution / 7%, 3%, 2%, 0%, 2%, 1% In 0.1 M hydrochloric acid solution - not

more than 10 % of C17H19N3038
(omeprazole) is dissolved after 2 h/

B 0,1 M pactBope XJT0pUCTOBOLOPOIHOM
Kkucnotel - He 6omnee 10 % C7H oN3;O5S
(omempazom) depes 2 9.

97%, 96%, 91%, 91%, 96%, 96% | In pH 6.8 buffer - not less than 75 % (Q) of
Cy7H9N30;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Menee 75 % (Q)
C,7HsN50;S (omenpazon) depes

30 MuH.

Remarks : The Product conforms to ND/
IMpumedanue: IIpoaykT cooTBeTcTBYET TpeboBaHuaM HJT

Conclusion : APPROVED /
3axiouenue: OJJOBPEHO
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Product: Omez (Omeprazole), capsules 20 mg_

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIU3A

TIpoaykT: OMme3® (O]:JC]'IpEBEI),_KaHC}’HﬁM

Batch No. / Cepust Ne: B2201199 Batch Quantity / O6nem
cepun:  2000000NO
AR No / Anaguru4eckuii otyer Ne: Date of Analysis / lara

2002I'P22000768

anaam3za: 19-04-2022

Mfg. Date: / laTa npoussoacTBa:

03/2022
02/2025

Date of Expiry / Togen go:

Analysis performed according ND / Ananus npoeenen mo HJ: IT N015479/01-121120

Ne Test / [lokazaTennb Result / PeyabTaTnt Specification / Hopma

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

JIrobas eqHNYHAS

HeueHTHUIpoBaHHa

s IPUMeECh

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

8 | Assay/ 19.7 mg /19,7 mr 180mg to 220 mg of C;;HgN;O;38
KonnuecTBeHHOE (98.3% / 98,3%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeneaeHne label claim). /

Or 180 mr gmo 22,0 mr C;H;oN;O;S
(omenpazon) B kancysne (oT 90,0 o 110,0 %
OT HOMHHATBLHOTO COEPKaHMNS ).

9 | Microbial limits / MukpoOuosoruyeckast YHCTOTA

a) Total Aerobic Less than 10 CFU/g / Not more than 1000 CFU/g /
Microbial Count / Mesnee 10 KOE/r He 6onee 1000 KOE/r
O6uiee YncIo a’poOHBIX

MHKPOOPTAHNU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /4 Menee 10 KOE/r He 6onee 100 KOE/r
Ob1ee YnciIo
TIPOXOIKEBBIX U
TIIECHEBBIX I'PHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcytcrByer B 1 1 OrcyrctBue B 1 1
10 | Packaging / YnakoBka | 10 capsules in an aluminum strip.

3 strips and patient information
leaflet in a carton pack. / TTo 10
Kamcysl B ATIOMMHHEBOM CTpHIIE.
ITo 3 crpuna c wHCcTpykMel mo
NPUMEHEHUIO B TAYKy KapTOHHYO.

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 kancy B ajlloOMHHHEBOM
crpute Wik B [TA/AJI/TIBX // amoMuHHEBOM
onucrepe. [1o 3 crpuna wnum mo 3 6Gnucrepa c
WHCTPYKLHEH M0 TPUMEHEHHI0O B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Ipumeuanne: [IponykT cooTBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3akmouenne: OJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTHO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (omenpason), Kancyns;—f(s MT
Batch No. / Cepus Ne: B2201199 Batch Quantity / O6nem
cepuu: 2000000 NO
AR No / AHanutHueckuii otuer Ne: Date of Analysis / laTa
2002FP22000768 anajguza; 19-04-2022
Mfg. Date: / lata nponsBoacTBa: 03/2022 Date of Expiry / Iojen no:
02/2025
Analysis performed according ND / Anaau3s nposenen mo H/I: IT N015479/01-121120
Ne Test / MoxazaTean Result / Pe3ynsbTaThl Specification / Hopma
11 | Labeling / According to ND / B cootserctrn ¢ HJ[
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu Temniepatype He Boite 25 °C.
YcjaoBus XpaHeHUs
13 Shelf life / Cpoxk 3 years / 3 rona
TOAHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IMpumeuanne: [IponykT cooTBeTcTBYET TpeboBaHnsaM HJL 3axaroyenne: OJOBPEHO
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