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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg TMpoaykr: Ome3® (oMemnpasom), Karcysmsr 20 mr ]
Batch No. / Cepusi Ne: B2200642 Batch Quantity / O6sem

- cepun: 2000000 NO -
AR No / Anagurudeckuii oryer Ne: Date of Analysis / laTa
2002FP22000386 anagm3a: 23-02-2022
Mfg. Date: / laTa npousBoacTBa: 01/2022 Date of Expiry / I'oaen ngo:

12/2024

Analysis performed according ND / Ananus nporenes no H/: TT N015479/01-121120

Ne

Test / loxkazaTean

Result / Pe3yabTaTbl

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. /

Trepnbie KeJNaTHHOBBIE
MpO3padHBIe Karcylrbl pasMepa 2 ¢
GecCLBETHBIM  KOPIYCOM, PO30BOI
KpBIIEYKOM W MapKHUpPOBKOH
yeproro nsera «OMEZ» na o6enx
yactax kancynel.  Coaepixumoe
KarcyJl — rpaHynsl 6enoro 1seTa.

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. /
Teepasie XEJTaTHHOBEIC TIpo3payHble
Kamlcynpl  pasMepa 2 ¢ OecuseTHbIM
KOpPILyCOM,  pO30BOJ  KPBIIEYKOH W
Mapkuporkoit uepHoro npera «OMEZ» na
06enx yacTax kancynbl. CofiepXuMoe Karcyn
~ rpaHyibl Genoro wiu No4TH Genoro uBeTa.

Identification / IloaIuHHOCTS

2a)

By UV/ VY-
cnektpodoToMeTpUs

Complies as prescribed/
CoO0TBETCTBYET TpeOOoBaHMAM

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® - crekTpbl TOTIOIIEHUS pPacTBOPOB
npernapara M cTaHgapTHoro  obpasua
omerpazona B obnacti ot 230 mo 350 mm
JOJDKHBI WMETh MaKCHMyMBI TIpH ORHOH M
TOIA )K€ IUTHHE BOJIHBI.

Remarks : The Product conforms to ND/
Ipumeuanne: [Iponyxt cooTBeTcTBYET TpeboBanusaM HJI

Conclusion : APPROVED /
Jaxarouenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: Ome3® (omenpason), Kancyssl 20 mr
Batch No. / Cepus Ne: B2200642 Batch Quantity / O6bem
- - cepun: 2000000 NO ) ]
AR No / Ananurudeckuii otder Ne: Date of Analysis / JlaTta
2002FP22000386 |anaamn3a: 23-02-2022
Mfg. Date: / laTta nponsBoacTBa: 01/2022 Date of Expiry / I'ogen no:
12/2024

Analysis performed according ND / Ananu3s nposejtens no HJL: 1T N015479/01-121120

Ne Test / IlokasaTenn Result / Pe3yapTaTnl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeGOBaHUIM chromatogram of test solution should
BYKX wm f:orrespond to the retention time of main peak
CBRIX/BCIKX in the chroma‘Fogram qf or'rllepraZ(’)lle reference
standard solution (section "Assay"). /
Bpemsi ynepXMBaHWS OCHOBHOIO TIHKa Ha
XpoMaTrorpaMMe  WCIIBITYEMOIO  pacTBOpa
JOTKHO COOTBETCTBOBATh BpPEMEHN
YAEpKMBAHWUSA OCHOBHOTO  IIMKa  Ha
XpOMaTorpaMMc  pacTBOpa  CTaHIAPTHOTO
o0pasua omenpazona (pazmen
«KonnyectseHHOE OTIpEICTIEHUED ).
3 | Average net fill weight 272.8 mg/272,8 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpeansist Mmacca 283.5 mg) /
COJIEPKHUMOTO KaNCyJI 270,0 mr + 5,0 % (256,5 mr - 283,5 mr)
4 | Water / Boaa 1.2% wiw / 1,2% Not more than 3.0% /
He 6omnee 3,0 %
5 | Uniformity of dosage 3.0/3,0 Acceptance value (AV) should be less than or
units / OgHOpoOIHOCTH equal to 15.0./
I03UPOBAHUS TTokasaTens npueMneMoctTd (AV) DomkeH
OBITH MeHee WM paBeH 15,0.
6 | Dissolution / 1%, 0%, 0%, 2%, 0%, 2% In 0.1 M hydrochloric acid solution - not
PacTBopenne more than 10 % of C;;HoN;05S
(omeprazole) is dissolved after 2 h/
B 0,1 M pacTBOpe XN10pHUCTOBOAOPOIHOM
KucnoThl - He Gonee 10 % C7H1oN;05S
(oMenpazon) uepes 2 4.
96%, 96%, 95%, 96%, 97%, 91% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;0;8 (omeprazole) is dissolved after
30 min/
B Gydepe pH 6,8 - He menee 75 % (Q)
C7H;oN;30;S (omemnpason) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Tpumeuanne: [IponykT cooTBeTcTBYET TpeboBanuaM HJI 3axmouenue: OJIOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

[Product: Omez (Omeprazole), capsules 20 mg

IMpoaykTt: OMe3® (omenpa30n3,_1<ancynm _ZQ_M;-

Batch No. / Cepus Ne:

B2200642

cepHH:

AR No / Ananuruyeckuii oTuet Ne:

Batch Quantity / O6bem

2000000 NO

Date of Analysis / laTa

AV}

™
F-J

ncontrollied Co

U

2002FP22000386 B ananusa: 23-02-2022 -
Mfg, Date: / /laTa npousBoacTBa: 01/2022 Date of Expiry / I'ogen 1o:
12/2024

Analysis performed according ND / Auanus nposesied mo H/: TI N015479/01-121120

No Test / IokazaTenn Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / IlocTtoponHne npumMecu

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

Any individual 0.03%/0,03%
unidentified impurity /
JIrobas equHUYHAasA
HeuaeHTHHULMPOBaHHA

A IPUMECH

Not more than 2.0 % /
He Gonee 2,0 %

Total impurities / 0.1%/0,1%

CyMmMa npumeceil

8 | Assay/ 19.8 mg/ 19,8 mr 18.0mg to 22.0 mg of C;7H;sN;OsS
KonnuecTBeHHoe (99.2% / 99,2%) (omeprazole) in capsule (90.0 to 110.0 % of
ornpeaeeHne label claim). /

Or 18,0 mr mo 22,0 mr C;H;gN;O5S

(omenpaszon) B kancyne (oT 90,0 o 110,0 %
OT HOMUHAJILHOIO COAEPIKAHUA).

9 | Microbial limits / Mukpo6nonorudeckast 4HCTOTA

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
Ob1ee 9HCI0 a’3poOHBIX

MHUKPOOPTaHH3MOB

b) Total Combined
Yeasts and Mould Count
OO01ee yucio
TIPOKKEBBIX U
TIECHEBBIX TPHOOB

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

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

¢) E. coli Absentin1 g/

OtcyrctByerB I T

Absentinl g/
OrcytctBue B 1 T

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / ITo 10
Kamcyll B aTlOMHHWEGBOM CTpHIIC.
Ifo 3 crpnna ¢ WHCTpyKLMeH MO
TIPUMEHEHHIO B MaYKy KapTOHHYIO.

10" || Packaging /¥Ymakosea 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 karicyn B aTtOMMHHEBOM
crpurie wi B ITA/AJI/TIBX // anroMrHIEBOM
omuctepe. [To 3 crpuna unu no 3 Gaucrepa ¢
HHCTPYKUMEH 10 TPUMEHEHWIO B TIadKy
KapTOHHYO.

Conclusion : APPROVED /
3axarwuenne: OJJOBPEHO

Remarks : The Product conforms to ND/
IMpumeuanne: [Iponyxr cooTBeTcTBYET TpeboBannsam HJI
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

Npoaykr: Ome3® (omenpason), Kancyser 20 mr

Batch No. / Cepus Ne:

B2200642

CepHH:

Batch Quantity / O6bem
2000000 NO

AR No / Apanurudeckuii otuet Ne:
2002FP22000386

Date of Analysis / laTa
anajusza: 23-02-2022

Mfg. Date: / lara nponssoacTBa: 01/2022

Date of Expiry / T'oaen go:
12/2024

Analysis performed according ND / Auanuz npogesen no HJ: TT N015479/01-121120

No Test / ITokazaTens Result / PesyabTarsl Specification / Hopma
11 | Labeling / According to ND / B coorerctBuu ¢ HJJ
MapkupoBka
12| Storage conditions / At temperature below 25 °C. / TIpn Temneparype He Bbie 25 °C.
Ycaorust XpaneHuss
13 | Shelf life / Cpox 3 years / 3 roma
TOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuanne: [IpoaykTt cooTBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO
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