Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A
Product: Omez (Omeprazole), capsules 20 mg MpoaykT: OmMe3® (omenpa3zon). Karcyiibl 20 mr
Batch No. / Cepusi Ne: B2200810 Batch Quantity / O6bem
o cepun: 2000000 NO
AR No / AnanuTtuuecknii orver Ne: Date of Analysis / laTta
2002FP22000582 aHagm3a; 19-03-2022
Mfg. Date: / laTa npousBoACTBA: 01/2022 Date of Expiry / I'ogen go:
12/2024
Analysis performed according ND / Auaaus nposenen no H/I: 1T N015479/01-121120
Ne Test / IlokasaTenasn Result / PesyabraTnl Specification / Hopma
1 | Description / . Hard gelatin transparent capsules of size 2
Onncanue 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. / Teepnsle ’KeNaTHHOBKIE TIpO3payHbIe
Teepmsle XKeJaTMHOBBIE | Karcymel  pasMepa 2 ¢ OeclBETHBIM
Npo3payHBle KalcCysbl pasMepa 2 ¢ | KOPIycoM,  pO30BOH  KpeIIIedkoit U
OeCIIBETHBIM KOPITYCOM, pO30BO# | MapkupoBKkoil depHoro usera «OMEZ» nHa
KPBIIEYKOH W MapkupoBkoii | obenx wacTax xancynsl. ConepXuMoe Karcyn
yepHoro usera «OMEZ» Ha o6eux | — rpatHyJib! 6e10T0 WK TOYTH OENOTo UBETA.
gactax karcynel.  Comepknmoe
KarncyJy — rpaHyJbl 6enoro upera.
2 | Identification / IlonnnHHOCTD
2a) | ByUV/ VY- UV-absorption spectra of both test and
crniekTpodoTomerpus Complies as prescribed/ standard solutions of omeprazole in the range
CoOTBETCTRYET TpeOOBaHMAM 230 to 350 nm should exhibit maxima at the
same wavelength. /
VO - cnekTpbl TOIMOIIEHHWS pPacTBOPOB
mperapata W CTaHmapTHoro  obpasma
oMmenpasona B obmactu ot 230 mo 350 HM
NOIDKHBI UMETb MaKCUMyMbI TIpH ONHON U
TOM e JUIMHE BOJIHEI.
Remarks : The Product conforms to ND/ Conclusion : APPROVED /
HMpumeuanne: ITpogykT cooTBeTcTBYET TpeboBanusaM HJI 3axmwouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A

Product: Omez (Omeprazole), capsules 20 mg

MpoaykTt: OMe3® (oMenpason), KancyJibl 2Q_MT_

Batch No. / Cepus Ne:

B2200810

CepuM:

Batch Quantity / O6bem

2000000 NO

AR No / AHaTuTHYecKHil oTHeT Ne:
2002FP22000582

dHAJIM3AL

Date of Analysis / laTa

19-03-2022

Mfg, Date: / laTa npoH3BOACTBA:

01/2022

Date of Expiry / I'ogen no:

PacrBopenue

94%, 94%, 95%, 94%,
95%, 92%

12/2024
Analysis performed according ND / Anasus nposegen no HI{: 1T N015479/01-121120 N
Ne Test / IlokazaTeanb Result / PesynasTaTsl Specification / Hopma
2b) | By HPLC Or Complies as prescribed/ The retention time of main peak in the
UPLC/UFLC CooTBeTcTBYET TpeGOBaHNAM chromatogram of test solution should
B s correspond to the retention time of main peak
CBRYXX/BCICX in the chroma‘fogram qf or'r'lepraZ(')'le reference
standard solution (section "Assay"). /
BpeMss ymepkuBaHHS OCHOBHOIO NHMKa Ha
XpOMaTorpaMMe  HCHBITYEMOTO  pacTBOpa
IIOJKHO COOTBETCTBOBATh BpEMEHH
YAEPKHUBAaHUS  OCHOBHOIO nMka  Ha
XpoMaTorpaMMe pacTBopa CTaHOApPTHOTO
obpasua omernpasoina (pazmen
«KonuyectseHHOE onpeeneHuen»).
3 | Average net fill weight 266.8 mg / 266,8 Mr 270.0 mg + 5.0 % (Between 256.5 mg and
/ Cpennsisi Macca 283.5 mg) /
COAEPKUMOro KarcyJi 270,0 Mr £ 5,0 % (256,5 mr - 283,5 wmr)
4 | Water/Bona 1.0% w/w / 1,0% Not more than 3.0% /
He 6onee 3,0 %
5 | Uniformity of dosage 34/3,4 Acceptance value (AV) should be less than or
units / OanopoaHoOCTH equal to 15.0./
JN03UPOBAHHS [Tokazarens npuemileMocTy (AV) nomkeH
6bITH MeHee Wi paseH 15,0.
6 | Dissolution / 0%, 2%, 1%, 0%, 0%, 2% In 0.1 M hydrochloric acid solution - not

more than 10 % of C;;H sN;03S
(omeprazole) is dissolved after 2 h /

B 0,1 M pacTBOpe XJT0pHUCTOBOZOPOAHOI
KHUCIOTHI - He bonee 10 % C7H;gN3;03S
(omMermpazon) yepes 2 4.

In pH 6.8 buffer - not less than 75 % (Q) of
C,7H9N30;S (omeprazole) is dissolved after
30 min /

B 6ydepe pH 6,8 - He meHee 75 % (Q)
C7H9N305S (omMempazon) uepes

30 MuH.

Remarks : The Product conforms to ND/
IIpumeuanue: [TpoaykT cooTBeTcTBYET TpeboBanusam HJI

Conclusion : APPROVED /
3axawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Product: Omez (Omeprazole), capsules 20 mg )

T poayxt: OMe3® (oMenpa3on), Kancyms! 20 mr '_

Batch No. / Cepus Ne:

AR No / AraanTHuecKnii order No:
2002FP22000582

B2200810

Batch Quantity / O6nem
cepun: 2000000 NO

Date of Analysis / [laTa
aHaamsza: 19-03-2022

Mfg. Date: / JaTa npou3BoACTBA:

01/2022

Date of Expiry / I'ogen no:

12/2024
Analysis performed according ND / Anann3 nposefen no HJI: TI NO15479/01-121120

Ne Test / [Tokasatennb Result / PeayabtaTsl Specification / Hopma

7 | Related substances / [focTopoHHne npumecH
Any individual 0.05% /0,05% Not more than 0.5 %. /
unidentified impurity / He 6onee 0,5 %

Jrobas equHVYHAS

HewaeHTU)ULMpPOBaHHA

s IpIMeCh

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

8 | Assay/ 20.0 mg /20,0 mr 18.0mg to 22.0 mg of C;H;oN;05S
KoauuecrBeHHOE (99.9% /99,9%) (omeprazole) in capsule (90.0 to 110.0 % of
onpenescHue label claim). /

Or 18,0 MIr oo 22,0 MT C17H|9N3O3S
(omempazon) B karncyne (ot 90,0 mo 110,0 %
OT HOMWHAJIBHOTO COMIePKAHU).

9 | Microbial limits / MukpoGHoJioru4eckast YucToTa

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
OGiiiee 4ncno a3poOHBIX

MHKPOOPTaHH3MOB
b) Total Combined Less than 10 CFU/g / Not more than 100 CFU/g /
Yeasts and Mould Count /| Menee 10 KOE/r He Gonee 100 KOE/r
Ob1ee 9rcio
IPOXOKEBBIX U
IUTECHEBBIX rpubOB
¢) E. coli Absentin1 g/ Absentin 1 g/
OtcyTtctByeT B 1T OtcytecrBHE B 1 T
10 | Packaging / Ynaxoska | 10 capsules in an aluminum strip. g . .
3strips and patient information - cap S e . alum.mum b of
. PA/AL/PVC // aluminum blister. 3 strips or
leaflet in a carton pack. / ITo 10 3 blisters and patient i . ;
patient information leaflet in a
KarcyJl B allOMWHWEBOM CTpHIIE.
Mo 3 cTphma ¢ WHCTpyKIMeH 10 carton pack. / [To 10 xancyn B aJlloOMUHHEBOM
crpune unu B ITA/AJI/TIBX // antoMUHAEBOM
TIPUMCHCHIIO B NATKY KapTOHAYIO- | 1pcrepe. Tlo 3 crpuma wim 1o 3 GrmcTepa ¢
P p P
MHCTPYKLIMEH 10 TNPUMEHEHWI0 B Mauky
KapTOHHYO.

Remarks : The Product conforms to ND/
Mpumeuanne: [TponykT cooTBercTBYET TpeboBanusam HJT

Conclusion : APPROVED /
3axmouenne: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3IA

Product: Omez (Omeprazole). capsules 20 mg B ' IMpoaykr: Ome3® (oMenpa3zon), KancyJrbl 20 mr

Batch No. / Cepust Ne:

B2200810 Batch Quantity / O6nem

cepuu: 2000000 NO

AR No / Anajnutnueckuii oryer Ne: |Date of Analysis / JlaTa
2002FP22000582

apaausa: 19-03-2022

Mfg. Date: / laTa npou3BOACTBA: 01/2022 Date of Expiry / I'oaen ngo:

12/2024

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

Ne Test / IMokazaTtean

Result / Pe3ysabTaThl Specification / Hopma

11

Labeling /
Mapxkupopka

According to ND / B coorsercTum ¢ HJI

12

Storage conditions /
YcaoBust XxpaHeHHs

At temperature below 25 °C. / ITpu remneparype He Boiwte 25 °C.

13

Shelf life / Cpok
TOAHOCTH

3 years /3 rona

Remarks : The Product conforms to ND/
Mpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO
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