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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHATTHM3A

_Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (omerrpason), Kancynsl 20 mr

Batch No. / Cepus Ne: B2103847 Batch Quantity / O6bem
cepuu: 2000000 NO

AR No / AvannTudeckuii otder Ne: Date of Analysis / laTa

2002FP21002157 anamm3a:  31-10-2021

Mfg, Date: / laTa nponsBoAcTBa: 08/2021 Date of Expiry / T'ogen go:
07/2024

Analysis performed according ND / Auaau3 nposeaen no HJI: IT N015479/01-121120

Ne Test / lloxazaTeanb

Result / PesyabTaTnl

Specification / Hopma

1 | Description /
Onncanne

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. /

Tepasbie ’KeNNaTUHOBBIEC
Mpo3patHble KarcyJsl pasMepa 2 c
GecClIBETHEIM  KOPITYCOM, PO30BOIi
KpbILIEYKOil " MapKUpPOBKOH
yeproro usera «OMEZ» Ha obeux
yacTax  Kancynel. Conepxumoe
Karicyn — rpaHysbl 6enoro ysera.

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. /

Teepupie JKeJTaTHHOBEIE Mpo3payHbIe
Karcynel  pasMepa 2 ¢ OeclBeTHBIM
KOpIycoM,  pO30BOM  KpbIlleukoit M

Mapkuporkoii depHoro useta «OMEZ» Ha
obenx yacTax karcynsl. CogepKuMoe Karcyn
— rpaHyJibl 6enoro WK MoYTH OEIoTOo LBETa.

2 | Identification / IToanuHHOCTDL

2a) | By UV/V®-
crniekTpodoTomMeTpus

Complies as prescribed/
CoOTBETCTBYET 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. /

V@ - cHekTphl MOTTOIIEHHA pPAcCTBOPOB
npemapata M cTaHgapTHoro  ofpasua
omMernpaszona B obmacti ot 230 mo 350 aM
JOJDKHBI MMETh MaKCUMYMBI TIpH ONHOH M
TOH 7K€ NJIVNHE BOJIHEI.

Remarks : The Product conforms to ND/
I pumeuanne: [Tponyxt coorBeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
Zakmouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIN3A
Product: Omez (Omeprazole), capsules 20 mg Tpoaykr: Ome3® (omenpazor), Kareyirsr 20 yr
Batch No. / Cepusi Ne: B2103847 Batch Quantity / O0bem
B cepui: 2000000 NO
AR No / AHanuTHYecKkHUii oTyer No: Date of Analysis / laTa
2002FP21002157 anmaausa:  31-10-2021
Mfg. Date: / laTa npon3BoAcTBa; 08/2021 Date of Expiry / I'ogen no:
07/2024
Analysis performed according ND / Auanus nposenen mo H/I: T N015479/01-121120
Ne Test / [TokazaTean Result / Pe3yabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CootrBercTBYET TpeOOBaHUAM chromatogram of test solution should
BKX vt f:orrespond to the retention time of main peak
CBRIKX/BCIKX in the chroma‘gogram qf orﬁ)eprazcl)'le reference
standard solution (section "Assay"). /
Bpemsi yoepkWBaHHS OCHOBHOTO TIMKa Ha
XpoMaTorpaMMe  WCITBITYEMOTO  pacTBopa
TIOJKHO COOTBETCTBOBATh BpeMeHU
yAepKUBaHUS OCHOBHOTO IMKa  Ha
XpoMaTorpaMMe  PacTBOpa  CTAHIAapPTHOIO
obpazua oMeTipazona (paznen
«KonndectseHHoe onpeneneHues ).
3 | Average net fill weight | 269.8 mg/269,8 mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpenusisi Macca 283.5 mg) /
COJIEPIKUMOTO KaTcya 270,0 Mr £ 5,0 % (256,5 mr - 283,5 ™r)
4 | Water / Boaa 1.1% w/w / 1,1% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 4.1/4,1 Acceptance value (AV) should be less than or
units / QaHopoaHOCTH equal to 15.0./
JO3UPOBAHUSA [Tokazatens npueMmieMocti (AV) nomxex
OBITH MeHee WK paBeH 15,0.
6 | Dissolution / 2%, 2%, 1%, 0%, 2%, 3% In 0.1 M hydrochloric acid solution - not
PacrBopenue more than 10 % of C;H9N;03S
(omeprazole) is dissolved after 2 h/
B 0,1 M pacTBOpe X1n0pnCTOBONOPOIHOM
KUCIIOTHI - He Gonee 10 % C7H;;gN3O05S
(omenpazon) yepes 2 u.
95%, 94%, 91%, 93%, 96%, 95% | In pH 6.8 buffer - not less than 75 % (Q) of
C7HsN;05S (omeprazole) is dissolved after
30 min /
B Gydepe pH 6,8 - He meree 75 % (Q)
C,7H,9N305S (omenpazon) gepes
30 mum.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
M pumeuanne: I[TponykT coorBeTcTBYET TpeGoBaHusam HJI 3akmouenue: OJJIOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

_I_’ﬂ)duct: Omez (Omeprazole), capsules 20 mg

MpoayxT

: Ome3® (omenpason), Kancyirst 20 mr

Batch No. / Cepus Ne:

B2103847

CepHH:

Batch Quantity / O6bem

2000000 NO

XR_NO / AHajanTHYecKHii oTuer Ne:
2002FP21002157

aHaJUu3a:

Date of Analysis / laTa

31-10-2021

Mfg, Date: / /laTa npou3BoacTBa:

08/2021
07/2024

Date of Expiry / T'ogen 1o:

Analysis performed according ND / Auaaus nposesnen no HJI: T N015479/01-121120

Ne

Test / TokazaTeJnb

Result / Pe3yabTaThl

Specification / Hopma

7

Related substances / IlocToponHue npuMecu

Any individual
unidentified impurity /
JIro6as equHUYHAA
HeuaeHTU(PpHULMpOBaHHA
s IPUMeECh

0.02% /0,02%

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

Total impurities /
CymMma npuMeceit

0.1%/0,1%

Not more than 2.0 % /
He 6oiee 2,0 %

3 strips and patient information
leaflet in a carton pack. / ITo 10
KarcyJl B alIOMWHHEBOM CTpHIIE.
ITo 3 crpuna c wHCTpyxuuei 1o
TIPUMEHEHUIO B TIAYKY KapPTOHHYO.

8 | Assay/ 20.2 mg /20,2 mr 180mg to 22.0 mg of Ci7H_gN;O5S
KoauuecTBeHHOE (101.2% / 101,2%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeaejeHne label claim). /

Or 18,0 mr go 22,0 mr C,;7H;oN;05S
(oMernpason) B karicyne (ot 90,0 mo 110,0 %
OT HOMUHAJILHOTO COAEPKaHUA).

9 | Microbial limits / Muxpo6nooruieckasi Y4ucTOTA

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
Ob11ee yrCIo a3poOHBIX

MHUKPOOPTaHU3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He 6omee 100 KOE/r
O6miee uncyo
IPOOKEBBIX U
TJIECHEBBIX I'prlOB
¢) E. coli Absentin 1 g/ Absentin 1 g/
OtcyterByeTB I T OrcytctBue B 1 1
10 | Packaging / Ynakoska | 10 capsules in an aluminum strip.

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 kamncyn B altOMHHHEBOM
crpune vnn B [TA/AJI/IIBX // anioMUANEBOM
oymcrepe. ITo 3 crpuna unu no 3 6aucrepa ¢
WHCTPYKIMEH TIO0 TIPUMEHEHWIO B Mauky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IMpumeuanne: [Tponykr coorBercTBYET Tpebopanuam HJL

Conclusion : APPROVED /
3akaiouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIN3A

Product: Omez (E)Eeprazole), capsules 20 mg

Mpoayxr: OMe3® (oMenpason), KAICyJibl 20 mr_

Batch No. / Cepus Ne:

B2103847 Batch Quantity / O6bem

cepun: 2000000 NO

XR No / Avaautndeckuii oruer Ne:
2002FP21002157

Date of Analysis / laTa
anaamsa:  31-10-2021

Mfg. Date: / laTa npousBoacrea: 08/2021

Date of Expiry / T'ogen no:
07/2024

Analysis performed according ND / Ananaus nposesien no HJI: IT N015479/01-121120

Ne Test / IokasaTeanb Result / Pe3yabsTaThl Specification / Hopma
11 | Labeling / According to ND / B coorserctenn ¢ HJ|
MapxkupoBka
12 | Storage conditions / At temperature below 25 °C. / TIpu TemMnepatype He Boite 25 °C.
YcaoBus XpaHeHHS
13 | Shelf life / Cpok 3 years / 3 roxa
TOAHOCTH

Remarks : The Product conforms to ND/

Mpumeuanne: [IpoayKT cOOTBETCTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axumogenne: OJOBPEHO
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