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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (omeripazon), KarncyJisl 20 mr
Batch No. / Cepus Ne: B2104483 Batch Quantity / O6sem
| cepHu: 1970000 NO B
AR No / AHanuTuueckuif otuer Ne: Date of Analysis / faTa
2002FP21002605 anaausa: 28-12-2021
Mfg. Date: / JaTa npon3sBojcTBa: 12/2021 Date of Expiry / T'ogen no:

11/2024

Analysis performed according ND / Anaaus nposeaen no H/: TT N015479/01-121120

No Test / Tloxa3zaTennb Result / Pe3yabTaThl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onucanne Hard gelatin transparent capsules of | with a colorless body, pink cap and black

size 2 with a colorless body, pink | marking "OMEZ" on both parts of the
cap and black marking "OMEZ" on | capsule. Capsule content - white to off-white
both parts of the capsule. Capsule | pellets. /

content - white pellets. / TBepasie KeTaTHHOBBIE po3padHble
Tsepasie KEJaTHHOBbBIE | Kanicynbl  pasMepa 2 ¢ GecUBETHLIM
TIpo3paunble Kancyibl pasMepa 2 C | KOPIycoM,  pO30BOH  KpbllleukoW M

OecLBETHBIM KOPIyCOM, pPO30BOM | MapkupoBkoii veproro 1Bera «OMEZ» Ha
KpBIIIEUKoil U MapKupoBKoi | ob6enx dacTax kancynsl. Cofepxumoe Karncy
yepHoro neeta «OMELZ» Ha obeux | — rpaHynbl 6e0ro UM NOYTH OEI0ro LBETA.
yacTax kancynsl. Copepxnumoe
KallCyN — rpaHyJibl Oenoro UBeTa.

2 | Identification / IloguHHOCTE

2a) | ByUV/ V- UV-absorption spectra of both test and
CIIEKTPOPOTOMETPHS Complies as prescribed/ standard solutions of omeprazole in the range
CooTBercTBYET TpeOOBaHUAM 230 to 350 nm should exhibit maxima at the

same wavelength. /
V® - chHexkTpsl TOMJIOMIEHUS PACTBOPOB

npernapata M craHaaptHoro  ofpasia
omenpazona B obmactu ot 230 mo 350 HM
JOJKHBl MIMETh MakCHMyMBI NIpU OAHOW
TOM K€ JIJINHE BOJIHBI.

Remarks : The Product conforms to ND/ Conclusion : APPROVED /
Hpumeuanue: [IpoayKkT cooTBeTCTBYET TpeboBanusiM HJI 3axavenue: OJIOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

| Product: Omez (Omeprazole), capsules 20 mg

Mpoaykr: Omes® (oMerpazon), Kaﬁcynm 2_0 MT

Copy

Batch No. / Cepus Ne:

B2104483

cepHu:

Batch Quantity / O6bem

1970000 NO

2002FP21002605

AR No / Avanutudeckuii oruer Ne:

aHaJIn3a:

Date of Analysis / Tara

28-12-2021

Mfg. Date: / laTa npouzBo/cTRA:

12/2021

11/2024

Date of Expiry / T'open no:

Analysis performed according ND / Auanus nposened mo HJ{: T1 N015479/01-121120

should

No Test / IlokazaTenn Result / PesyabTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CoOTBeTCTBYET TPeOOBaHUIM chromatogram of test solution
correspond to the retention time of main peak
g};aa}K}Iz(X?;IéXX in the chromatogram of omeprazole reference

standard solution (section "Assay"). /

BpeMs ymepkuBaHWs OCHOBHOT'O THKa Ha
XpoMaTorpaMMe  HCIHBITYEMOTO  pacTBOpa
TOJDKHO COOTBETCTBOBATH BpEMEHU
YAEpPKHBAHNS OCHOBHOTO Ka  Ha
XpomaTtorpaMMe  pacTBOpa  CTaHAAPTHOTO
obpasua oMcrmpasona (pa3zmen
«KonmaecTBeHHOE OfpefiesieHHeY ).

3 | Average net fill weight
/ Cpeaunsist Macca
COAEPIKIMOT0 KATICYJT

266.9 mg / 266,9 mr

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

0.9% w/w /0,9%

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

5 | Uniformity of dosage
units / OqnopoaHocTh
N03UPOBAHUA

2.0/2,0

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

ITokazarens mpuemniemoct (AV) gomken
ObITH MeHee vy paseH 15,0.

6 | Dissolution /
PacTBopenue

| 0%, 0%, 0%, 0%, 1%, 0%

94%, 96%, 96%, 96%, 95%, 95%

In 0.1 M hydrochloric acid solution - not
more than 10 % of C]7H19N303S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTtBope XJI0pHUCTOBOJOPOIHOI
KUCTTOTHI - He Gontee 10 % C;7;H;oN3058
(omenpazon) uepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C17H9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He menee 75 % (Q)
C,7H1sN50;8 (oMenpason) vepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeyanne: [TpoayKT cooTBETCTBYET TpeOOBAHMAM HJL

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO
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CERTIFICATE OF ANALYSIS
CEPTHUOUKAT AHAJIU3A

| Product: Omez (Omeprazole), capsules 20 mg

IpoaykT: Omes® (oMenpason), Kancyisl 20 vr

Batch No. / Cepua No:

B2104483

2002FP21002605

Batch Quantity / O6bem

- |cepnn: 1970000 NO
AR No / Anaantudecknii otuer Ne; Date of Analysis / lara
aHaJguza: 28-12-2021

Mfg. Date: / lata npou3BOACTBA:

12/2021

11/2024

Date of Expiry / T'ogen 1o

Analysis performed according ND / Anasns nposegen mo HJ: 11 N015479/01-121120

3 strips and patient information
leaflet in a carton pack. / TTo 10
Karcyn B aJIOMWHHEBOM CTpHIIE.
Ilo 3 crpuna ¢ MHCTpykuMed Tmo
TIPUMEHEHUIO B TTAYKY KapTOHHYIO.

Ne Test / IlokazaTeinb Result / PesyabTaTsl Specification / Hopma

7 | Related substances / Iloctoponuue mpumecu
Any individual 0.04% / 0,04% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

JIro0asn equHuyHas

HeUIeHTH HUIMpPOBaHHa

s TpUMech

Total impurities / 0.1%/0,1% Not more than 2.0 % /
CymMmMma nipuMecei He 6onee 2,0 %

8 | Assay/ 199 mg/ 19,9 mr 18.0mg to 220 mg of C;;H;oN;058
KonnuecTBennoe (99.7% 7 99,7%) (omeprazole) in capsule (90.0 to 110.0 % of
onpeacacuc label claim). /

Or 18,0 mr mo 22,0 mr C5H;oN;05S
(omermpazon) B karicyne (ot 90,0 mo 110,0 %
OT HOMUHAJIBHOTO COAepkKaHus!).

9 | Microbial limits / Mukpo6uosoruueckast 4McTOTA

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
O611ee uncio a3poOHBIX

MHKPOOPTaHU3MOB
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
O6uee uncito
IPOICKEBBIX 1
TUTECHEBBIX TPHOOB
¢) E. coli Absentin 1 g/ Absentin1 g/
OtcyrcTByerB 1 T OtcyteTBHE B I T
10 | Packaging / YmakoBka | 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. / ITo 10 karicya B anFOMMHHEBOM
crpune win B [TA/AJI/TIBX // anfoMyuHAEBOM
6nuctepe. ITo 3 crpuna wnm no 3 Gnucrepa ¢
WHCTPYKIMEH MO0 TPUMEHEHHI0 B [adyky
KapTOHHYIO.

Remarks : The Product conforms to ND/
IIpumeuanue: Iponykr coorsercTBYET TpeboBanuaM HJI

Conclusion : APPROVED /
3akarwuenne: OJOBPEHO
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CERTIFICATE OF ANALYSIS

CEPTHOHUKAT AHAJIN3A

[Product: Omez (Omeprazole), capsules 20 mg B MpoaykT: OMe3® (oMenpazon), Kancynbl 20 yr
Batch No. / Cepus No: B2104483 Batch Quantity / O6bem

cepum: 1970000 NO
AR No / Anannrudeckuii order Ne: Date of Analysis / laTa i
2002FP21002605 anajau3a: 28-12-2021
Mfg, Date: / /laTa npousBocTRAa: 12/2021 Date of Expiry / Toien no:

11/2024

Analysis performed according ND / Anajus nposenen mo H: T1 N015479/01-121120

Ne Test / IlokazaTens Result / Pe3yabTaThl Specification / Hopma
11 | Labeling / According to ND / B cootBerctBuu ¢ H]
MapkupoBka
12 | Storage conditions / At temperature below 25 °C. / TTpn Temneparype He Boitie 25 °C.
YcaoBus XpaHeHust
13 | Shelf life / Cpok 3 years /3 roma
TOXHOCTH
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
IIpumeqanne: Ilpoaykr cooTBeTCTBYET TpeboBannam HJI 3axmouenne: OJJOBPEHO
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