|

.
A

“
> |

ncontrolie

L_..-'I

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTH3A

Product: Omez (Omeprazole), capsules 20 mg Mpoaykt: Ome3s® (omenpazon), KancyJsl 20 mr
Batch No. / Cepnst Ne: B2201192 Batch Quantity / O6nem
- cepun: 2000000 NO
AR No / Anagutnueckuii oraer Ne: Date of Analysis / laTta
2002FP22000735 anaausza:  11-04-2022
Mfg. Date: / laTa npousBoacTBa; 03/2022 Date of Expiry / T'ogen go:
02/2025
Analysis performed according ND / Ananus nposeaen no HJI: 1T N015479/01-121120
Ne Test / Iloka3zaTeinb Result / PesyabTaTsl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onucanne 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. / Teepanbie JEeJTaTUHOBbBIE [Ipo3payvHble
Trepmsie JKENAaTHHOBBIE | KANCyJibl  pasMepa 2 € OECUBETHBIM
npo3pauHble Kancyjbl pasMepa 2 ¢ | KOPIYCOM,  pO30BOM  KPBIIEYKOW U
OeclBETHLIM KOPITyCcOM, pO30BO# | MapkupoBkoil uepnoro usera «OMEZ» nHa
KpbILIEYKO U MapKHAPOBKOIA | 0bemx HacTsax kancyisl. COmepXUMOE Karcy
yepHoro usera «OMEZy Ha 06eux | — rpaHymnbl 6€T0ro MM TIOUTH 6eNoro uBeTa.
gactax kancynmel.  ConepxkuMmoe
KaIrcys — rpaHyJb! 6e510ro 1BeTa.
2 | Identification / IlonauHHOCTD
2a) | ByUV/VYo®- UV-absorption spectra of both test and
crniekTpodoToMeTpus Complies as prescribed/ standard solutions of omeprazole in the range
CooTBeTcTByET TpeboBaHUAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
V® - chnekTpel TMOITIOWIEHUS pPacTBOPOB
mperiapata W craHgapTHoro  ofpasmna
oMenpasona B obnactu ot 230 po 350 Hm
JNOJDKHBEI MMETh MakCHMyMBI TP OXHOM U
TOM K€ [UIWHE BOJTHEL.

Remarks : The Product conforms to ND/
M pumeuanue: [IpoayKT cOOTBETCTBYET TpeOoBaHuaM HJJ

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIHU3A

Product: Omez (Omeprazole), capsules 20 mg MpoayxT: Omes® (oMerpazon), Karcysl 20 wmr
Batch No. / Cepus Ne: B2201192 Batch Quantity / O6bem
cepun: 2000000 NO
AR No / Ananutndecknii otyer Ne: Date of Analysis / Jata
2002FP22000735 anagmsa:  11-04-2022
Mfg. Date: / laTa npon3BoacTBA: 03/2022 Date of Expiry / I'ogen go:
02/2025
Analysis performed according ND / Ananus nposenen no H/: TI N015479/01-121120
Ne Test / IlokxasaTesb Result / PesyabTaThl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TPeGOBAHMIM chromatogram of test solution should
BYKX wm f:ozlesp%nd totthe retent'gion time of maifn peak
in the chromatogram of omeprazole reference
SNSRI standard solution (section "Assay"). /
Bpemst yjepxuBaHMs OCHOBHOI'O NHMKa Ha
XpoMarorpaMMe  HCITBITYEMOTO  pacTBOpa
IOIKHO COOTBETCTBOBATh BpPEMEHH
YAEpPKUBAHUS  OCHOBHOIO IHMka  Ha
XpOMaTorpaMMe  pacTBOpa CTaHIApPTHOTO
obpazua oMeIpasona (pazmen
«KonnuecTBEHHOE OMpeNeNIeHUE ).
3 | Average net fill weight | 269.7 mg/269,7 mr 270.0 mg £ 5.0 % (Between 256.5 mg and
/ Cpeansist Macca 283.5 mg) /
COAEPAUMOro Kancya 270,0 Mr= 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.3% w/w/ 1,3% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 24/2,4 Acceptance value (AV) should be less than or
units / OaHOpOAHOCTE equal to 15.0./
J03UPOBAHUS TTokazarens npuemieMoctd (AV) nomxex
OBITH MeHee WiH paBeH 15,0.
6 | Dissolution / 0%, 0%, 0%, 0%, 0%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOopenne more than 10 % of C;7HoN;05S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacTrRope XTOpHUCTOBOTOPOIHON
KUCHoTHI - He Gonee 10 % Cy7HgN30;8
(omMempazon) gepes 2 4.
96%, 97%, 97%, 100%, 95%, In pH 6.8 buffer - not less than 75 % (Q) of
94% C,7H,sN30;S (omeprazole) is dissolved after
30 min/
B 6ydepe pH 6,8 - e menee 75 % (Q)
C7H N3OS (oMenpazon) depes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Mpumeuyanue: [IpojaykT cooTBeTcTBYET TpebosaHnam HII Zaxiouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTH®HKAT AHAJIU3A

Product: Omg(()mepmzole__). capsules 20 mg

TMpoaykT: OMe3® (oMenpasoln), Kancysl 20 Mr

Batch No. / Cepus Ne: B2201192 Batch Quantity / O6bem
cepur: 2000000 NO

AR No / Anaautudecknii otyer Ne: Date of Analysis / laTa

2002FP22000735 anaansa:  11-04-2022

Mfg. Date: / IaTa npou3soacTBA: 03/2022 Date of Expiry / Togen go:
02/2025

Analysis performed according ND / Anasns nposeaen no H/L: 11 N015479/01-121120

Ne Test / HoxasaTtean

Result / Pe3yabTaThl

Specification / Hopma

Related substances / ITocToponHne npuMecH

Any individual
unidentified impurity /
JIrobas eguHUYHAsA

0.05% / 0,05%

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

\/

opy

e

HERWACHTU UM POBAHHA

g TIPUMECh

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

CymMmMma npumecei He 6onee 2,0 %

Assay / 19.8 mg/ 19,8 mr 180mg to 22.0 mg of Cy;HoN;O;8
KoauuecrBeHHOE (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeecHue label claim). /

Or 18,0 mr mo 22,0 mr Cy;HppN;0O;38
(omenpazon) B kamcyne (ot 90,0 mo 110,0 %
OT HOMWHAJIBHOTO COIEpKaHN).

Ll o

Microbial limits / MukpoOuoJgoruyeckas YucToTa

a) Total Aerobic
Microbial Count /
O6iiiee YMCHO adpOOHBIX
MHKpPOOPTaHU3MOB

Less than 10 CFU/g /
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He Gonee 1000 KOE/T

Incontroliec

s

[

b) Total Combined
Yeasts and Mould Count
Ob1ee 9uCiIo
IPOMOKEBBIX U
NJIECHEBBIX TPpUOOB

Less than 10 CFU/g /
Meunee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E. coli

Absentin 1 g/
OrcytcrByeTB 1T

Absentin 1 g/
OtcytctBUue B 1 1

Packaging / Ynakoska

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamncyyl B allOMMHUEBOM CTpHIIE.
ITo 3 crpuna ¢ UHCTPYKLMEN I10
NpUMEHEHHIO 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 kancyn B atoMMHUEBOM
crpurte win B ITA/AJI/TIBX // amoMuHMEBOM
onucrepe. TTo 3 cTpuna v no 3 6nucrepa ¢
UHCTpYKUMER 1O NPUMEHEHHIO B MauKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanue: [IpoayKT cooTBETCTBYET TpeGoBaHusaM H ][

Conclusion : APPROVED /
Zaxaouenue: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIU3A

Product: Omez (Omeprazole), caﬁsules 20 mg

Batch No. / Cepusa Ne: B2201192

Batch Quantity / O6bem
cepun; 2000000 NO

AR No / Anaautndecknii order Ne:

Date of Analysis / JlaTa

2002FP22000735 anasmsa:  11-04-2022
Mfg, Date: / JlaTta npou3BOACTBA: 03/2022 Date of Expiry / Togen go:
- 02/2025
Analysis performed according ND / Anasu3 npoeeaen mo HJI: TT N015479/01-121120
Ne Test / IlokasaTeanb Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootsetcTenu ¢ HJI
MapkupoBka

12 | Storage conditions /
Ycaosus XpaHeHHs

At temperature below 25 °C. / TIpu Temneparype He Bbitue 25 °C.

13 | Shelf life / Cpoxk
TOIHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/

Mpumeuanue: [ponykt coorBercTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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