T
L=

Uncontrolled

;O 1'3 V

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole). capsules 20 mg

Mpoaykt: Omes® (oMenpason), Kancysl 2_Q_ Mr

Batch No. / Cepust Ne: B2200051 Batch Quantity / O6bem
B cepun: 1990000 NO
AR No / Anaaurnuecknii ordeT Ne: Date of Analysis / JaTa
2002FP22000055 anaiusa: 14-01-2022
Mfg. Date: / laTa Ipon3BoJCTBA: 12/2021 Date of Expiry / I'ogen no:
11/2024

—Analysis performed according ND / Anasius nposenen no HJI: 11 N015479/01-121120

No Test / [Toka3zaTean

Result / Pe3yabTaTsl

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. /

Trepabie KEJIATUHOBBIE
TIpO3patHEIe Karcylibl pasMepa 2 ¢
GecLIBETHBIM  KOPITyCOM, pPO30BOii
Kpbllledkol U MapKUPOBKOH
yepHoro usera «OMEZ» Ha o6enx
yactax Kancynel.  Comepxkumoe
KaricyJ1 — rpaHynbl 6enoro uBeTa.

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. /

Treprbie KENTATHHOBHIE MPo3pavHbIe
Karncynol  pasmMepa 2 ¢ OECUBETHBIM
KOPILyCOM,  PO30BOH  KpBIIEYKoH |

MapKupoekoit uyepHoro useta «OMEZ» nHa
obenx "acTax kancynsl. ComepuMoe Karcy
— rpadyJibl 6ENOro Wik noyty 6enoro UseTa.

2 | Identification / IlogiuuHoCTL

2a) | By UV/Y®-

criekTpodoToMeETpUs

Complies as prescribed/
CootBercTByeT 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. /

Y@ - cnekTpsl TOTNOMEHUS pPacTBOPOB
mperapata M CTaHgapTHoro  ofpasua
omenpasona B obmact oT 230 mo 350 M
JNOJKHBEI UMETh MAaKCHMYMBI TIpH OXHON M
TOH K€ IJIMHE BOMHbI.

Remarks : The Product conforms to ND/
Mpumeuanne: Tpoaykt coorsercrayer Tpeboanuam HJIT

Conclusion : APPROVED /
3akmiouenne: OJJOGPEHO
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A

Product: Omez (Omeprazole), (;apsules 20 mg MpoayxT: OMez® (oMenpasoir), Karcyisl 20 mr
Batch No. / Cepusi Ne: B2200051 Batch Quantity / O6bem

cepun: 1990000 NO N
AR No / Ananutnyeckuit order Ne: Date of Analysis / laTa
2002FP22000055 anasmsa:  14-01-2022
Mfg. Date: / JlaTa npon3BoAcTBAa: 12/2021 Date of Expiry / 'ogen no:

11/2024

Analysis performed according ND / Ananu3 npoBeaeH mo HJI: I1 N015479/01-121120

Ne Test / [loka3zaTens Result / PeayabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTCTBYET TpeOOBaHUAM chromatogram of test solution should
BYKX wommt correspond to the retention time of main peak
in the chromatogram of omeprazole reference
CB2XX/BCKX . ‘o "
standard solution (section "Assay"). /
Bpems ynepkWRAHWS OCHOBHOTO TIMKA HA
XpoMmarorpaMMe — WCHBITYEMOTO  pacTBOpa
JIOJDKHO COOTBETCTBOBATh BpEMEHH
yAepKUBaHUS OCHOBHOTO nuKa  Ha
XpoMarorpaMMe  pacTBopa CTaHAapTHOTO
obpasua oMemnpazona (pasnen
«KonuuectBenHoe onpenencHue» ).
3 | Average net fill weight 269.6 mg / 269,6 Mr 270.0 mg £+ 5.0 % (Between 256.5 mg and
/ Cpennsist Macca 283.5mg) /
CO/IePKUMOro KancyJi 270,0 Mr =+ 5,0 % (256,5 mr - 283,5 ™mr)
4 | Water / Boga 1.3% w/w / 1,3% Not more than 3.0% /
He 6oiee 3,0 %
5 | Uniformity of dosage 3.5/3,5 Acceptance value (AV) should be less than or
units / OgHopoaHoCTH equal to 15.0./
I03HPOBAHUSA [TokasaTens npuemieMocTH (AV) noskeH
OBITH MeHee Uiy paseH 15,0.
6 | Dissolution / 1%, 0%, 0%, 0%, 2%, 0% In 0.1 M hydrochloric acid solution - not
PacTBOpeHuE more than 10 % of C;;H gN;O5S
(omeprazole) is dissolved after 2 h /
B 0,1 M pacrBope X10pHucTOBOAOPOIHOMN
kucnotsl - He Gonee 10 % Ci7H oN3058
(omenpazon) yepes 2 4.
97%, 101%, 95%, 96%, 101%, In pH 6.8 buffer - not less than 75 % (Q) of
97% C,7HoN30;S (omeprazole) is dissolved after
30 min /
B 6ydepe pH 6,8 - He Menee 75 % (Q)
C7H9N30;S (omenpazon) gepes
30 MuH.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIponykr cooTBeTcTBYeT TpeboBanuaM HJI Jaawuenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg poaykt: OMe3® (omenpazon), kancyist 20 mr
Batch No. / Cepust Ne: B2200051 Batch Quantity / O6bem o
B - cepun: 1990000 NO B
AR No / AHaJMTHYecKHii oTdeT No: Date of Analysis / laTa
12002FP22000055 anagmsa:  14-01-2022
Mfg. Date: / lata npousBoacTBa: 12/2021 Date of Expiry / T'ogen no:

11/2024
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Analysis performed according ND / Anaans nposejieH no HJ: T N015479/01-121120

Ne Test / ITokasaTean Result / PesyabTaThl Specification / Hopma

7 | Related substances / IlocTtoponHue npuMecH
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6oee 0,5 %

Jrobas enunnuHas

HenaeHTH PULMpPOBaHHA

s IpAMeCh

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CyMMa nprmeceit He 6oee 2,0 %

8 | Assay/ 19.6 mg/ 19,6 mr 18.0mg to 22.0 mg of C;H;gN;058
KosimuecTBeHHOE (97.9% / 97,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpegeneHne label claim). /

Or 18,0 Mr 1o 22,0 MT C|7H[9N3O3S
(omenpason) B kancyne (ot 90,0 o 110,0 %
OT HOMHH&JILHOTO COREPKaHUs).

9 | Microbial limits / Mukxpo6uosiornueckas 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
OGI1ee YnCI0 adpOOHBIX

MUKPOOPTaHU3MOB
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
Oburee urcno
JPOXOKEBBIX U
TIECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OrcyrctByer Bl T OrcyTterBre B 1 T

10 | Packaging / ¥Ynakoeka | 10 capsules in an aluminum strip. . . .

3 strips and patient information 10 [capstlcs| fin - alum}num strl'p o
; PA/AL/PVC // aluminum blister. 3 strips or

{Eafictin, @reanton) pack, | g 10 blist d patient information leaflet in
Karncysl B alfOMHHHEBOM CTpHIIE. 3 blisters and pa at a
61 B (GxpinG o IEEcTpyEEREs [0 carton pack. / TTo 10 xarmcyn B altOMHHUEBOM
HDVMERERITO B HaMKy KapToHHvio. | CTPPNE Wi B TTA/AJI/TIBX // antoMUHUEBOM
P ¥ KapTOHHYTO. 6mmucrepe. [To 3 cTpuna unu o 3 6auctepa ¢
HHCTPYKUMEl T0 TIpUMEHEHWIO B MHayKy

KapTOHHYIO.

Remarks : The Product conforms to ND/
Tpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBanusiM HII

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJTH3IA

Product: Omez (Omeprazole), capsules 20 mg Mpoaykr: OMe3® (oMenpason), Karncyb! R
Batch No. / Cepus Ne: B2200051 Batch Quantity / O6bem
L cepun: 1990000 NO
AR No / Ananurudecknii otuet No: Date of Analysis / JaTa
12002FP22000055 aHaau3za:  14-01-2022
Mfg. Date: / laTa npoussoacTna: 12/2021 Date of Expiry / Togen go:
11/2024

Analysis performed according ND / Ananus nposejen no H/I: 11 NO15479/01-121 120

No Test / ITokazaTeib Result / PesyabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorerctBuu ¢ HJJ
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpu Temnepatype He Bbune 25 °C,
Y coBUS XpAHEHUSA
13 | Shelf life / Cpox 3 years / 3 rona
TOIHOCTH

Remarks : The Product conforms to ND/

Mpumeyanue: [Ipoaykt cooTBeTcTBYET TpeboraHmsiM HJT

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO
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