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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg B Mpoaykt: Ome3® (OMeTpason), KANCYITbI 20 Mr
Batch No. / Cepus Ne: B2103737 Batch Quantity / O6bem i

- cepuu: 2000000 NO
AR No / AHaJuTHYecKHH oTdeT Ne: Date of Analysis / laTa
2002FP21002116 anaausa: 27-10-2021
Mfg. Date: / laTa npoH3BoJacTBA: 09/2021 Date of Expiry / T'oaen ngo:

08/2024

Analysis performed according ND / Ananau3s nposeaen no H/I: T1 N015479/01-121120

Ne

Test / IlokazaTenan

Result / Pe3yabTaThi

Specification / Hopma

1

Description /
Onucanne

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. /

TBepusie KeJIaTUHOBbLIE
Npo3payHble Karcylsl pasmepa 2 ¢
OeclBETHBIM KOPITyCOM, pPO30BOMH
KpbILIEUKoi ¥ MapKUpPOBKOIA
yepHoro 1BeTa «OMEZ» Ha obenx
yacTax kancyiel. CopepsxuMoe
Karcyn — rpaHyJibt 6€0r0 LBeTa.

| 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. /

Trepsrie WKeTATUHORBIE TTPO3pavHbIE
Kancynsl  pasMepa 2 ¢ OeclBETHBIM
KOPITyCOM, po30BOH  KpblLEedkod U

MapkHpoBkoii uepHoro usera «OMEZ» Ha
obenx wyactax xarncyibsl. CogepKuMoe Karncy
— rpa”yJibi 6enoro uinn no4Tu 6eyoro UBeTa.

2 | Identification / IToanuHHOCTL
2a) | ByUV /Y- UV-absorption spectra of both test and
crnekTpooTOMETpHS Complies as prescribed/ standard solutions of omeprazole in the range

CooTBeTcTBYET TpeOOBaHUAM

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

V® - cnoexTpel TIOIJIOLWIEHUS PAaCTBOPOB
npemapata M cranjgapTHoro  oOpasua
omerpazona B obnacté or 230 mo 350 HM
JIOJTOKHBI MMETh MaKCHMYMBI NpPH OAHOH
TO ’Ke JJINHE BOJIHBI.

Remarks : The Product conforms to ND/
IMpumeuanue: [Iponyxt cooTBercTBYET TpeboBaHusaM HJI

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

E@uct:ﬁmez (Omeprazole), capsule_s 20 mg

__Hpon)IT: Owmes® (oMenpazon), Kancysibl 20 mr

2002FP21002116

Batch No. / Cepus Ne: B2103737 Batch Quantity / Oobem
cepun: 2000000 NO
AR No / Anaautndeckuii oT4er Ne: Date of Analysis / laTa

anajusa: 27-10-2021

Mfg. Date: / laTa npousBoacTBa: 09/2021 Date of Expiry / T'ogen go:

08/2024

Analysis performed according ND / Anaaus npoeeaed nmo HJI: I1 N015479/01-121120

BOXX man
CBXXX/BCKX

Ne Test / [loxazaTenan Result / PesyabTaThi Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootsercTByeT TpeGOBaHMAM chromatogram of test solution should

correspond to the retention time of main peak
in the chromatogram of omeprazole reference
standard solution (section "Assay"). /

BpeMs ynepxWBaHWS OCHORHOTO MHKAa Ha
KpoMaToTpaMMe  HCHBITYEMOTO  pacTBOpa
IOJKHO COOTBETCTBOBATh BpEMEHH
yIep)KUBAaHWS ~ OCHOBHOTO TIMKa  Ha
XpoMarorpaMMe  pacTBOpa  CTaHIaPTHOTO
obpazua oMmernpazona (pa3men
«KonmnuectBeHHOE OTIpEIETICHAEY ).

/ Cpenasist Macca
COAEPKUMOro KATmeyJ1

3 | Average net fill weight | 269.2 mg/269,2 mMr 270.0 mg + 5.0 % (Between 256.5 mg and

283.5mg) /
270,0 Mr £ 5,0 % (256,5 mr - 283,5 mr)

4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /

He 6onee 3,0 %

5 | Uniformity of dosage 2.6/2,6
units / QqHopoaHoCTH

Acceptance value (AV) should be less than or
equal to 15.0./

97%

JA03UPOBAHNS TTokasartens mpuemneMocty (AV) nomkeH
OBITH MeHee unH paseH 15,0.
6 | Dissolution / 0%, 0%, 0%, 3%, 3%, 1% In 0.1 M hydrochloric acid solution - not
PactBOpenne more than 10 % of C;7H¢N303S

(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBOpe XnopHcToBOAOPOIHON
KucioTsl - He 6onee 10 % C7HsN305S
(omenpazon) yepes 2 4.

100%, 97%, 96%, 100%, 97%, In pH 6.8 buffer - not less than 75 % (Q) of

C,7H,sN305S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He Meree 75 % (Q)

C17H N3OS (oMenpazon) yepes

30 MuH.

Remarks : The Product conforms to ND/

Conclusion : APPROVED /

Hpumeuanne: [IponykTt coorBercTBYeT Tpeboanuam HJT 3axaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIU3A

_T’roduct: Omez (Omeprazole), capsules 20 mg |IIpoaykr: OmMe3® (omenpaszon), Kancyst 20 mMr -
Batch No. / Cepus Ne: B2103737 Batch Quantity / O6bem

- cepuu: 2000000 NO
AR No / AHanmuTH4ecknii oTueT Ne: Date of Analysis / laTa
2002FP21002116 ananmsa:  27-10-2021
Mfg. Date: / laTa npou3BoacTBAa: 09/2021 Date of Expiry / I'ogen go:

08/2024

Analysis performed according ND / Anaaus npoeenen no HJI: 1T N015479/01-121120

Ne Test / [TokasaTtennb Result / Pe3yabTaThl Specification / Hopma

7 | Related substances / [locroponnue npumecn
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6omnee 0,5 %

JIrobas eqnHUYHAS

HenaeHTU QULPOBaHHA

s IPUMeECH

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

8 | Assay/ 20.5 mg /20,5 mr 18.0mg to 22.0 mg of C;HN;O58
KoanyecTBeHHOE (102.4% / 102,4%) (omeprazole) in capsule (90.0 to 110.0 % of
ofnpeeSeHHe label claim). /

or 18,0 Mr 1o 22,0 MT C17H19N303S
(omemnpason) B kancyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOT'O COZlePYKaHN).

9 | Microbial limits / Muxpo6uojornueckas YHCTOTA

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
O61ee yncio adpoOHbIX

MHKPOOPTaHH3MOB

b) Total Combined
Yeasts and Mould Count
Ob1ee uncno
IPOMOKEBBIX U
IJIECHEBBIX TPHOOB

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

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

¢) E. coli

Absentin1 g/
OtcyTctByeTB 1T

Absentin 1 g/
OtcyTtcTBUE B 1 T

10

Packaging / YnakoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / TTo 10
Kalcyl B aTIOMUHHEBOM CTpHIIE.
I[To 3 crpuna ¢ MHCTpyKUMEH N0
TIPUMEHEHHIO B TTAYKy 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 kancys B aJFOMWHHAEBOM
crpurtte unu B [TA/AJI/TIBX // anroMuHHEBOM
oimcrepe. ITo 3 crpuna unn no 3 6nuctepa ¢
WHCTpYKIMENH 00 TpPUMEHEHHI0 B TadKy
KapTOHHY!O.

Remarks : The Product conforms to ND/
Ipumeuanne: [1poxykT cooTBeTcTBYET TpeboBanuam HJI

Conclusion : APPROVED /
3axawyenne: OJJIOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg Mpoayxr: Ome3® (oMerrpaszon), Kancysel 20 mr
Batch No. / Cepus Ne: B2103737 Batch Quantity / O6bem

cepuu: 2000000 NO
AR No / Ananutudeckuii ot4er Ne: Date of Analysis / laTa
2002FP21002116 anagusa:  27-10-2021
Mfg. Date: / laTa npou3BoacTBa: 09/2021 Date of Expiry / I'ogen go:

08/2024

Analysis performed according ND / Anaans nporejen no H/I: 1T N015479/01-121120

Ne Test / Tloka3aTenb Result / Pe3yabTaTsl Specification / Hopma
11 | Labeling / ' According to ND / B coorBercteuu ¢ HJ
MapkHpoBka
12| Storage conditions / At temperature below 25 °C. / TTpu Temneparype He Beime 25 °C.
YcaoBus XpaHeHHd
13 | Shelf life / Cpox 3 years / 3 rona
TOAHOCTH
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Remarks : The Product conforms to ND/
IIpumeuanne: IIpoaykT cooTBeTcTBYET TpeboBaHuaM HJI

Conclusion : APPROVED /
3akarouenne: OJJOBPEHO
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