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Product:Omez Enteric Coated

CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIM3A

Capsules 10 mg

Batch No / Cepus Ne : C2104240

ARNo / Anaantuueckuii oruer : 8900015 1817_1 N

IIpoaykr: Ome3®, KancynbIKUIIEYHOPACTBOPUMEIE, 10 MT
Batch Size / O6bemnaptau :1,000,000

Date of Analysis / laraananu3za : 17/04/2021 h

DateofMfg / laTa npouszsoncrea :01/2021

Date of Expiry / Cpokroanocrn :12/2023

JI1 000328-110717

Analysis performed according ND / Ananus IlpOBé):leH no HJ:

Ne Test / IToxazaTein

Result / PesyabraThl

Specification / Hopma

1 Description /

Omnucanue

Hard gelatin opaque capsules of size No. 3
having yellow body, light-violet cap and
black color inscription “OMEZ 10” on
capsule cap and body. Capsule contents —
off-white granules /
TBepablexKenaTHHOBbIEHETIPO3payHbIeKaTICy
JibipazmepoM Ne 3 ¢ )KenTbIMTEsIOM, CBETIIO-
($HONETOBOHKPBIIIKOI 1
yepHbIiLBETHaANKCH "ome3 10"
HaKpbILIKeKancyJabl 1 TeJa.
Kancynaconepxanmus, cserio-

XKEJIThlErpaHy bl

Hard gelatin opaque capsules of size No. 3 having
yellow body, light-violet cap and black color
inscription “OMEZ 10” on capsule cap and body.
Capsule contents — off-white to light-yellow
granules /
TreparieskenaTHHOBBIEHENPO3PAYHBIEKANICYILIPA3
MepoM «Ne 3», ¢ XKeNTBIMKOPILY COM, CBETIIO-
($uroseTOBONHKPBINIEUKOH U
MapkupoBkoiuepHorousera «OMEZ 10»
HaKpbILIEUKe M KOPITYCeKancyJibl.
ConepXuMoeKancyJisl —

TpanyJbloTh O‘ITI/I6GHOFOILOCBCTJ'IO-X(CHTOFOI_IBCTa.

Identification /

TlognuuHOCTE

The retention time of main peak on the
chromatogram of test solution corresponds
to retention time of main peak on
chromatogram of Omeprazolc standard
solution. /
Bpemsiyaep>kuBaHUSOCHOBHOTOMMKaHAXPO
MaTOIPAMMENCTIBITYEMOTOPaCcTBOPACOOTBET
CTBYCTBPEMEHNY IEPKUBAHUAOCHOBHOIOMN
KaHaxpomaTorpammepactsopaOmenpasonc

TaH1apTa

The Retention time of main peak on the
chromatogram of test solution should correspond
to retention time of main peak on chromatogram

of Omeprazole standard solution. /

BpemsynepxnBaHUsI0CHOBHOrONIMKaHAXPOMATOTP
aMMENCTbITYEMOropacTBOPal0KHOCOOTBETCTBOB
aTbBPEMEHUY IEP)KUBaHUAOCHOBHOTOTIHKaHAXpOM

aTorpaMMeCcTaHAapTHOropacTsopaomenpasoJa.

3 Average weight of
capsules /
CpeaHssmaccaxarcyJ

153,7 mg / mr

153.0 mg £10% (137.7 mg — 168.3 mg) /
153,0 Mr + 10% (137,7 mr— 168,3 mr)

Remarks : The Product conforms to ND/
Ipumeuannte: Mpoaykr cooTBeTcTByeT TpeGoannam HJL

D

Tested by/ WicnbiTanus nposenennl:

Opinion/Pe3ynstat: APPROVED /
OAOBPEHO

o> —r

Date//laTa: \qu\)\ 3ol

Document Checked by/ﬂOKWEHT NIpOBEPEH:

Approved by: Manager
MeHemxkep no obecneueHuo

ot 8 RoiL flecbivy

Date//lara; 19 -0te~202¢

Date/dara: l Q)__Ok_}z,.?@?_/;
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CERTIFICATE OF ANALYSIS / CEPTU®UKAT AHAJIU3A

Product:Omez Enteric Coated Capsules 10 mg

IIpoaykr: OMe3®, KancCyNbIKHIIEYHOPACTBOPUMEIE, 10 Mr

Batch No / Cepust Ne : C2104240

ARNo / Ananurnuecknii otuer : 89000151 iﬂ 71

Batch Size / O6bemnapTun :1,000,000

Date of Analysis / laraananusa : 17/04/2021 ___

DateofMfg / laTta nponssoacrsa :01/2021

Date of Expiry / Cpokroanocrn :12/2023

Analysis performed according ND / Ananus nposenen mo HJI:
JII1 000328-110717

Ne | Test/Iloka3zartenn Result / PeyabTaThl Specification / Hopma
4 | Average weight of
capsule contents / 105,4 mg / mr 105.0 mg £10% (94.5 mg — 115.5 mg) /
Cpennsamaccaconepskn 105,0 mr + 10% (94,5 mr — 115,5 mr)
MOTOKancy.J1
5 | Dissolution/ Capsule 1/ Kancyna 1 0,0% In 0.1M solution of hydrochloric acid — not more
PactBopeHue Capsule 2/ Kancyna 2 0,0% than 10,0% of C17H19N303S (omeprazole) in 2
Capsule 3/ Kancyna 3 0,0% hours. /
_Capsule 4/ Kancyna 4 3,0% B 0,1 M pacTBOpeXI0pUCTOBOAOPOAHONKHUCIOTHI
Capsule 5/ Kancyna 5 2.1% —Hebonee 10,0 % C17HI9N303S (omeupason)
Capsule 6/ Kancyna 6 0,0% Hepes 2 1.
Capsule 1/ Kancyna 1 939,
Capsulc 2/ Kancyna 2 949, In pH 6.8 buffer — not less than 75% (Q) of
' Capsule 3/ Kancyna 3 94%, C17H19N303S (omeprazole) in 45 min /
Capsule 4/ Kancyna 4 90% B oydepepH 6,8 — mHemenee 75 % (Q)
Capsule 5/ Karicyna 5 94% CI7THI9N3O03S (omenpazon) uepes 45 mun,
Capsule 6/ Kancyna 6 95%
6 | Related substances / 0,01% Omeprazole sulfone impurity NMT 0.4% /
INocToponHue npumecu Ilpumecuomenpasonacynbhona — Hebonee 0,4 %
0,05% Any single impurity NMT 0.4% /
Jhoboli eanHnuHoOM npumecu — ne Gosee 0,4 %
0,3% Total impurities NMT 2.0 /
Cymmbl npumcceii — He Gosiee 2,0 %
Remarks : The Product conforms to ND/ Opinion/PesynabtaT: APPROVED /
Ilpumeuanne: lNMpoaykr coorBeTcTBYET TpeGoBanuam H/L OHOBPEHO
Tested by/ Ucnbitanns nposenensl: | Document Checked by/[JokymenT nposepen: | Approved by: Manager
Menekep no obecnenenino
d ,@ =i __ Heceota) Kot Rectsy
Date/[lata: \O\rG\_\(—qu/) Date//lara: lq ~oc- 202 Date/[lata: | 9) O~ 2021
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CERTIFICATE OF ANALYSIS / CEPTU®HKAT AHAJIM3A

Product:Omez Enteric Coated Capsules 10 mg

Hponykr: Ome3®, KancynbIKHIIEYHOPACTBOPHUMEIE, 10 Mr

Batch No / Cepua Ne : C2104240

ARNo / AnannTnyecknii oryer : 890001518171

Batch Size / O6bemnapTuu :1,000,000

D—ateofMi'g / Jara npouzsoactia :01/2021

Date of Analysis / laTaananmsa : 17/04/2021

Date of Expiry / Cpokroanoctn :12/2023

Analysis performed according ND / Ananus nposeaen no HJI:
JHT 000328-110717

(PVC/AL/PA) foil/aluminum foil blister. 1|
blister and a patient information leaflet in a
carton pack. / Kancynw! 10 mr o 10 kancyn
B 6nuncrep w3 (TNBX/AJIIIA) dosbru /

anoMHuHKeBo! ¢onbru. Tlo | dauctepy

Ne | Test/ Nokazatean Result / PezyabTaThl Specification / Hopma

7 | Residual solvents / 2074 ppm Isopropyl alcohol — NMT 5000 ppm /
OcTaToyHBIEPACTBOPHUT HsonponaHon — Hebonee 5000 ppm
enu

8 Microbial limits /
Muxkpobuonoruueckas
YUCTOTA
a) Bacteria/6aktepun | Less than 10 CFU/g / Not more than 1000 CFU per gram /

Menee 10 KOE/r HeGonee 1000 KOE/r
b) Fungi/I'pubsi Less than 10 CFU/g/ Not more than 100 CFU per gram /
Menee 10 KOE/r He 60nee 100 KOE/r

¢) Escherichia coli/ Absentin 1 g/ OtcytctBue B 1 1 Shall be absent in 1g /OrcytcTBME B 1T
KHUILIeYHasnanoyka

9 | Uniformity of dosage 11,0 Acceptable value (AV) NMT 15,0/ Tlpuemnemoe
units 3HaueHne (AV) — ne 6onee 15,0
/OAHOPOIHOCTBAO3ZNUPO
BaHus

10 | Assay/ 103,3% 90% - 110% of CI7TH19N30O3S (omeprazole)
KonnuectreHHoe label claim /OT 90 % no 110 % C17H19N303S
onpeaeyieHre (omenpazoun) oT 3aABAEHHOTO KOJIMUECTBA

Il | Packaging / Ynakoska |Capsules [0mg 10 capsules in a|Capsules 10 mg 10 capsules in a (PVC/AL/PA)

foil/aluminum foil blister. 1 or 3 blisters and a
patient information leaflet in a carton pack.
Capsules 40 mg 7 capsules in a (PVC/AL/PA)
foil/ aluminum foil blister. 4 blisters and a patient

information leaflet in a carton pack. In bulk

Remarks : The Product conforms to ND/
[pumeuvanne: I1poaykT coorBeTcTBYET TpeboBaunam HJL

Opinion/PesyastaT: APPROVED/
OJLIOBPEHO

Tested by/ MUcnbiTanus npoBeaeHbi:

b

Date//lara:

SEPLY

Document Checked by/[lokymeHT npoBepeH:

Approved by: Manager
MeHnemxep no odecneveHHmIo

Recets) Rom2 fleclug

Date//lara:
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CERTIFICATE OF ANALYSIS / CEPTUO®HUKAT AHAJIU3A

Product:Omez Enteric Coated Capsules 10 mg IIpoaykT: OMe3®, kancynbIKUIEYHOPACTBOPUMEIE, 10 Mr
Batch No / Cepnsa No : C2104240 Batch Size / O6bemnapTan :1,000,000

ARNo / AnaanTuuecknii oruer : 890001518171  |Date of Analysis / Jataanannza : 17/04/2021

DateofMfg / JlaTa nponssoactsa :01/2021 Date of Expiry / Cpokrognocrn :12/2023 o

Analysis performed according ND / Ananu3 nposengen no H/I:
JIIT 000328-110717

Ne | Test/Ilokazarenn Result / PesyabTaTnt Specification / Hopma

BMeCTe ¢ UHCTpYKLHMell 1o npumeHeHHIo B | package: Capsules 10 mg 4 or 6 blisters in a
NaykKy KapTOHHYIO. carton box. 80 carton boxes in a carton shipper
box. Capsules 40 mg 4 blisters in a carton box. 80
carton boxes in a carton shipper box. / Kancynst
10 mr ITo 10 xancyn B 6imuctep us (IIBX/AJI/TIA)
¢oneru / anroMuHveBol Goneru. Ilo 1 wnum 3
6micTepa BMECTE C MHCTPYKLMEH 110 IPUMEHEHHIO
B NauyKy kapToHHY10. Kancynst 40 mr Io 7 kancya
B bainctep uz (IIBX/AJI/TIA) donbru /
amomunuenoit ponuru. Io 4 Gaucrepa BMecTe ¢
MHCTPYKLKEH 110 IPUMEHEHHIO B NauKy
KapTOHHYIO.

Ynakoska "in bulk": Kancynstr 10 mr o 4 nin 6
OMICTCPOB MOMCIIAIOT B KAPTOHHYIO KOpoOky. ITo
80 xapTOHHBIX KOPOHOK NOMENIAIOT B KAPTOHHbIH
kopo6. Kancynsl 40 mr Ilo 4 6nuctepa noMeiaot
B KapTOHHYIO kopobky. [To 80 xapToHHBIX

KOpoOOK NOMELIAIOT B KAPTOHHBIH KOpoO.

12 | Labeling / Mapxuposka | According to ND / B coorBerctsun ¢ HJJ|

13 | Storage conditions / At temperature below 25 °C. / [1pu Temnepatype He Bbite 25 °C.

Ycnosus xpaHeHus

14 | Sheif life / Cpox 3 years/ 3 rona
TOIHOCTH
Remarks : The Product conforms to ND/ o Opinion/Pe3ynstaT: APPROVED /
IMpumeuanne: MpoaykT coorBeTcTBYET TpeGoBanusm H/L OJIOBPEHO
Tested by/ UcnbiTanns nposeaensl: | Document Checked by/Jlokyment nposepen: | Approved by: Manager
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