CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIU3A

Product: Omez (Omeprazole), capsules 20 mg

| M ponykr: Omes® (omerpason), kamcyst 20 M

Batch No. / Cepus Ne: B2103897 Batch Quantity / O6wem

- |cepum: 1990000 NO
AR No / AnanuTuyeckuii oTdet Ne: Date of Analysis / laTa -
2002FP21002211 anajusa: 11-11-2021]

Mfg. Date: / laTa npou3BoAcTBa: 09/2021

08/2024

Date of Expiry / T'ogen no:

Analysis performed according ND / Ananu3s nmpogegen no H/I: TI N015479/01-121120
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v
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W |

Uncontrolies

Ne Test / IlokazaTens Result / Pe3yabTaThi

Specification / Hopma

1 | Description / :
Ouncanue Hard gelalin 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. /

Trepnrie KENaTUHOBLIC
TIpo3pavHble Karcysl pasMepa 2 ¢
GecLBETHBIM KOPIYCOM, pO30BOIi
KpBIIEYKOoit " MapKHpPOBKO¥
gyeproro nseta «OMEZ» Ha o0enx
yactax kancynel. Coaepxnmoe
KarIcyn —- rpaHynbl 6enoro 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. /

Tsepneie JKENMaTHHOBBIE Ipo3pavHbIe
Karcyapl  pasMepa 2 ¢ O€CUBETHBIM
KOpITyCOM, po30BOi KpbIIIEYKOii u

MapkupoBkoil depHoro iBeta «OMEZy» Ha
obenx yactax karcynel. ConepkumMoe Kancydm
— rpaHyJibl 6700 WK IOYTH 6esIoro 1BeTa.

2 | Identification / IloguHBOCTE

2a) | By UV/V®-
criekTpodoToMeTpHs Complies as prescribed/

CootsercrByer TpeGOBaHMAM

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. /

YO - cnekTpsl TIOTHOWIEHHS DPAacTBOPOB
npemapata M CTaHZapTHoro  obpasua
oMenpasona B obmacth ot 230 mo 350 HM
JNOJDKHBI VIMETh MaKCWMYMBI TIPU OAHON U
TOU ke JUTUHE BOJHEL.

Remarks : The Product conforms to ND/
IMpumeuanue: [IponykT cootBeTcTBYET Tpebosauusam HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

WI-GLOB-QA-0669-1.0
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CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIN3A

E’;oduct: Omez {Omeprazole), capsules 20 mg B

MpoaykTt: Omes® (omernpason), Kancysl 20 MT

Batch No. / Cepus Ne: B2103897

Batch Quantity / O6bem
cepun: 1990000 NO

KR No/ AHanuTHYecKHii oTgeT Ne:
2002FP21002211

Date of Analysis / laTa
anaamza: 11-11-2021

Mfg._ Date: / laTta npon3BoACTBa: 09/2021

Date of Expiry / ToaeH no:
08/2024

Analysis performed according ND / Anasus nposeaen mo H/I: IT N015479/01-121120

Ne Test / Ilokasarenanb

2b) | By HPLC Or

Result / PesyabTaTsl

Complies as prescribed/

Specification / Hopma

The retention time of main peak in the

UPLC/UFLC Coorserereyer 1peGoBaHUAM chromatogram — of  test  solution  should
e e e ofoiegrneoIE Teencs
CB2XX/BCXKX g p ¢ reference

standard solution (section "Assay"). /

BpeMst ymep)kWBaHHs OCHOBHOI'O TIHMKa Ha
XpOMaTOTpaMME  MCIILITYEMOTO  pacTBOpa
JIOIDKHO COOTBETCTBOBATH BpeMeHH
yIepXKUBaHUS OCHOBHOTO TKa Ha
XpoMaToTpaMMe pPacTBopa  CTAHIAPTHOIO
obpazua oMmernpaszona (pazpen
«KoJm4ecTBEHHOE OTIpENIEIICHNE ).

/ Cpeansisi Macca
COAEP:KUMOT0 KamcyJl

3 | Average net fill weight | 268.0 mg/268,0 mr

270.0 mg £+ 5.0 % (Between 256.5 mg and
283.5mg) /
270,0 mMr £+ 5,0 % (256,5 mr - 283,5 Mr)

4 | Water / Boaa

1.0 %w/w / 1,0%

Not more than 3.0% /
He 6onee 3,0 %

5 | Uniformity of dosage 4.0/4,0
units / OqropogHOCTH
A03UPOBaHHUSA

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

IMokazatens npuemieMocty (AV) momkeH
O®BITE MeHee nu paBen 15,0.

6 | Dissolution /
PacTBopeHue

96%, 93%

3%, 2%, 0%, 1%, 0%, 0%

100%, 93%, 94%, 97%,

In 0.1 M hydrochloric acid solution - not
more than 10 % of C;sHgN5;05S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XnopHuCTOBOAOPOIHOIM
KHCIOTHI - He 6onee 10 % C;7HgN3; O3S
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C7H9N;0;S (omeprazole) is dissolved after
30 min/

B 6ydepe pH 6,8 - He meree 75 % (Q)
C7H9N303S (omenpason) gepes

30 muH.

Remarks : The Product conforms to ND/

IIpumeuanue: IponykT cooTBeTcTBYET TpeboBanmsaM HJL

Conclusion : APPROVED /
3axaouenue: OJJOGPEHO
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CERTIFICATE OF ANALYSIS
CEPTUPHKAT AHAJIN3A

[Product: Omez (_Omeprazole), capsules 20 mg

| ﬂpauyKT: Owme3® (oMemnpasolr), Karcysl 20__Ml"

Batch No. / Cepus Ne: B2103897

Batch Quantity / O6bem
|cepau: 1990000 NO

AR No / ARaauTH4ecKHii oTueT No:
2002FP21002211

Date of Analysis / laTa
aHaausa: 11-11-2021

Mfg. Date: / Jara npomso;TcT_Ba: 09/2021

Date of Expiry / I'ogen no:
08/2024

Analysis performed according ND / Ananu3s nposenen mo HJI: TI N015479/01-121120

Ne Test / IlokazaTennb

Result / Pe3yasbTaThi

7 | Related substances / IlocTtoponnne npumecu

Specification / Hopma

Any individual
unidentified impurity /
JIrobasg eaHnyHas
HeuaeHTUPULIMPOBaHHA
s IpUMech

0.03% /0,03%

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

Total impurities /
CyMma npumecei

0.1%/0,1%

Not more than 2.0 % /
He 6o0mee 2,0 %

8 | Assay/
KoandecTBeHHOE
onpeaesienne

19.9 mg/ 19,9 mr
(99.3% /7 99,3%)

180mg to 220 mg of C;7H;yN;0;S
(omeprazole) in capsule (90.0 to 110.0 % of
label claim). /
Or 18,0 mr mo 22,0 mr C;;H;4N;05S
(omempason) B kamncyne (ot 90,0 mo 110,0 %
OT HOMHHAJILHOTO COAepPXKanus).

9 | Microbial limits / Mukpo6uoJsiorudeckas 4HCTOTA

a) Total Aerobic
Microbial Count /
Obmee uncio a3poOHBIX
MHUKPOOPTaHU3MOB

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

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total Combined
Yeasts and Mould Count
OO6lnee 9ncno
JNPOAOKEBEIX U
TITECHEBBIX IPHOOB

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

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

¢) E. coli

Absentin 1 g/
OrcytcTByeTrB I T

Absentin1 g/
OtcytctBUEB I T

10 | Packaging / YnaxoBka

10 capsules in an aluminum strip.
3 strips and patient information
leaflet in a carton pack. / Ilo 10
Karcyn B ATIOMHHHUEBOM CTpHIIE.
ITo 3 crpuna c WHCTpYyKIMEH 10
TIPUMEHEHNIO B TaYKy 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. / TTo 10 xancyn B aTrtoMHHIEBOM
ctpurne unmu B [TA/AJI/[TBX // antoMuHIEBOM
6nuctepe. [To 3 crpuna wimn no 3 6nucrepa ¢
AHCTPYKIMEH 10 TPUMEHEHHIO B MadvKy
KapTOHHYIO.

Remarks : The Product conforms to ND/
Mpumeuanne: [IponykT coorBeTcTBYET TpeboBaHusM HJI

Conclusion : APPROVED /
3akaouenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product: Omez (Omep;azole), capsules 20 mg

Batch No. / Cepust Ne: B2103897 Batch Quantity / O6bem
cepun: 1990000 NO

AR No / Ananntudeckuii ot4qer Ne: Date of Analysis / laTa

2002FP21002211 anagusa: 11-11-2021

Mfg, Date: / laTa npoussoacrsa:

09/2021
08/2024

Analysis performed according ND / Anasns nposeaen mo H/I: T N015479/01-121120

Ne Test / okazaTedn Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B coorsercTBuu ¢ H/|
MapkupoBKa

12 | Storage conditions /
YcaoBus XpaHeHus

At temperature below 25 °C. / Tlpu Temneparype He Boimie 25 °C.

13 | Shelf life / Cpok
TOAHOCTH

3 years /3 roza

Remarks : The Product conforms to ND/
Hpumedanne: I[IpoayxT cooTBeTCcTBYET TpeboBaHusaM HJI

WI-GLOB-QA-0669-1.0
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|MpoayxT: Omes® (omertpasodn), karcyst 20 mr

Date of Expiry / T'oaen go:

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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