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CHEMO

LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl Kuwe4yHopacTBOpUMbIe 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA  LC79757 Nara npouzeoactea 12.2023  lopex no 11.2025
TEST / TECT REQUIREMENT / CNELUXA®PUKALINA RESULT / PE3YILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUE TeepAble ¥enaTUHOBLIe Kancynbkl pazmepa N°4, Conforms / CooTBeTcTBYET

C KpbILWeYKoii cUHero LBeTa U KOpnycoMm
©Genoro UBeTa, coaepxallue cipepuveckue
rpaHynel oT 6enoro A0 no4ty 6enoro ¢
HeNnTOBaTLIM OTTEHKOM LBeTa.

UNIFORMITY OF DOSAGE UNITS (AV)

OHOPOLHOCTb [JO3UPOBAHUS (AV)

AV accepted for 10 capsules should not

be more than 15.0 %.

AV calculated for 30 capsules should not

be more than 15.0 % and the content of
omeprazole in not a single capsule

should be outside 0.75M-1.25M.

3HaueHue AV, paccuuTaHHoe gnsa 10 kancyn, 11,5
AomkHo GbITk He Gonee 15,0 %.

3HaueHue AV, paccuuTaHHoe gna 30 kancyn,
AO0MKHO BEITk He Bonee 15,0 % v cogepxaHue
oMernpa3sona HY B O4HOW Kancyne He AOMKHO
BeIX0AWTE 3a npefene! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOAJIMHHOCTb (BIXX)

The retention time of the main peak

in the chromatogram of test solution

should comply with retention time of the
main peak in chromatogram of standard
solution. ("Assay" section).

Bpems yaepxuBaHUA OCHOBHOTO Conforms / CooTBeTCTBYET
NUKa Ha XxpomaTorpamMmMe UcnkITyemoro
pacTBOpa A0NMKHO COOTBETCTBOBATh
BpeMeHU yaepKUBaHWs OCHOBHOTO Nnuka

Ha XpoMaTorpaMmmMe cTaHAapTHOro pacTeopa
(pa3pen «KonuvectaeHHoe onpeAenexues).

— —
Approval date (dd.mm.yyyy)/naTta ogoBpeHus (oa.mm.rrrr): 10.01.2024 C,{cf_fz@ BLe
(Signature & Date) Quality Assurance/(Moanuck/nata) abecneyeHuskavecTsa;

Release by/BeinyuweHo Deputy Qualified Person/: )
(Signature & Date)/(Mopnuce/aarta) Macarena Gonzalez /4/
Manufacturing Site/Mpou3soacTeeHHan nnowaaka: Laboratorios Liconsa, S.A. f//
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s

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHANU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl Kule4yHopacTBopuUMble 20 Mmr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUSA LC79757 Dara npouzsoactea 12.2023 rogen po 11.2025

TEST / TECT REQUIREMENT / CNELU®UKALINA RESULT / PE3YIIbTAT
OMEPRAZOLE IDENTIFICATION HPLC (DAD UV absorbance spectrum of the main peak
detector) recorded in the chromatography of test

solution should comply with UV
absorbance spectrum of the main peak
recorded in the chromatography of
standard solution ("Assay" section).
NMNOoANMHHOCTL B3XXX (DAD petekTtop) Y®-cnekTp nornoleHusi o0CHOBHOro NU1Ka, Conforms / CooTBeTCcTBYET
CHATbLIW NpU XpoMarorpadMpoBaHnum
WUCMBITYeMOro pacTBopa, AonieH
COOTBETCTBORATE Y®-cneKTpy nornoweHus
OCHOBHOIO NUKa, CHATOMY Npu
XpomarorpatupoBaHUM CTaHOAPTHOTO
pacteopa (pasnen «KonuyecTteeHHoe

onpefeneHuen)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONMUWYECTBEHHOE OMNPEQENEHUE 95,0 - 105,0 % oT 3asBneHHOro cogepXaHus 101,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUWYECTBEHHOE OMNPEOENEHUE Ort 19,0 mr/kancyna ao 21,0 mrikancyna 20,3 Conforms / CooTBeTcTBYET
MI/KANCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUWE (KucnoTHas ctapus) He 6onee 10 % oT 2anBneHHoro cofgepXanHua 0%
C17H19N303S (omenpa3sona)
yepe3 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydepHan cragus) He meHee 80 % (Q) oT 3aABneHHOro 96 %

copepxanua C17H19N303S (omenpasona)
yepe3 30 MuH.

RELATED SUBSTANCES
POACTBEHHbIE NPUMECHU

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpasona kap6okcunart He Gonee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata ono6penus (na.mm.rerr): 10.01 .2(124( 7 Lo 1
(Signature & Date) Quality Assurance/(Moanuck/aata) obecnedeHusKadecTaa: ' i
Release by/Bbinywexo Deputy Qualified Person/:

(Signature & Date)/(IMoanuck/gaTa) Macarena Gonzalez

Manufacturing Site/MponasoacTeeHHan nnowanaka: Laboratorios Liconsa, S.A. Pagel/ctp. 2/5




ﬂ) LABORATORIOS LICONSA, S.A.
J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EI I IO Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl KuWe4yHopacTBOpUMbIe 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC79757 Oara npoussoactea 12.2023  TopeH o 11.2025
TEST / TECT REQUIREMENT / CNELIM®UKALIAA RESULT / PE3YIIBTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumecs G He Gonee 0,2 % <0,1%
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mwban eguHUYHan He 6onee 0,2 % <0,1 %

HevaeHTUUUMPOBaHHAA NPUMeCh

TOTAL IMPURITIES not more than 2.0 %

Cymma npumecei He 6onee 2,0 % 0,1 %

LABELING According to ND

MAPKWUPOBKA B cooteetcTBUn ¢ HJ. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUE Mpu Temnepartype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rOQHOCTH 2ropa.

Approval date (dd.mm.yyyy)/aata ogobpenus (oa.mm.rrrr); 10.01.2024 C e )
USSR

(Signature & Date) Quality Assurance/(Moanucb/aarta) obecneveHuskavecTea:
Release by/BeinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzélez /zf //7%’ Aol 4
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LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain
Phone: +34 949 34 97 00

CHEMO

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
npPogykT OME3 kancyrnbl KuweYyHopacTBopuMble 20 Mr

CODE

Kon 231903

BATCH
CEPUA

Manufacturing Date:
Oara npouzBoncrea

LC79757 12.2023

Expire Date:
logeH go 11.2025

TEST/ TECT

REQUIREMENT / CNELU®PUKALINA

RESULT / PE3YNILTAT

PACKAGE 5, 6 or 7 capsules in an aluminum

foil blister.

2 or 20 blisters of 5 capsules each and
a patient information leaflet in a
carton.

5 or 10 blisters of 6 capsules each and
patient information leaflet in a carton.
1, 2, 4, 8 or 14 blisters of 7 capsules
each and a patient information leaflet
in a carton.

10 or 14 capsules in PVC-PE-PVDC/AI
blister.

1,2, 3,5, 6,9 or 10 blisters of 10
capsules each and a patient information
leaflet in a carton.

1, 2, 3, 4 or 7 blisters of 14 capsules
each and a patient information leaflet
in a carton.

Mo 5, 6 unu 7 karicyn B 6nucTtep U3
anwMUHUEeBOoN honbru

YMAKOBKA

€ WHCTPYKUWEN NO NPUMEHEHUID B NaYKy
KapTOHHYH0.

€ MHCTPYKUUEA No NPUMeHeHUIo B NMaYky
KapTOHHYHO.

Mo 1, 2, 4, 8 unu 14 6nucrepoB no 7
Kancyn BMecTe ¢ MHCTPYKLWel no
npuUMeHeHUIo B Nayky KapTOHHYIO.

Mo 10 unu 14 kancyn e NBX-N3-NBAX/
AnomMuHUeBLId BnivcTep.

Mo1, 2, 3,5, 6,9 unu 10 6nucrepoB no
10 Kancyn BMecTe ¢ MHCTpYKUUeii no
NPUMEHEHUID B NaYKy KapTOHHYHO.

Mo 1, 2, 3, 4 unu 7 Gnuctepos no 14
Kancyn BMecTe C UHCTPYKLUUeii no
NPUMEHEHUHD B NavKy KapPTOHHYHO.

Conforms / CooTBeTcTBYeET**

Mo 2 unu 20 6nucTepoB no 5 Kancyn BMecTe

Mo 5 unu 10 6nuctepor no 6 kancyn BMecTe

Analysis performed according ND
nn-006953-180122

AHanu3a npoBesieH no HO:
nn-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6penus (aa.mm.rrir): 10.01.2024 —7 x5 l\-k

(Signature & Date) Quality Assurance/(Moanucb/naTa) obecneyeHuskavecrsa:
Release by/Brinywexo Deputy Qualified Person/; )
(Signature & Date)/(Moanucs/naTta) Macarena Gonzalez /’ pai

Manufacturing Site/MpouasoacTeeHHas nnowapka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E m O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

("\\) \ LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynbl kuwe4yHopacTBopuMble 20 Mr

CODE
Kon 231903
i BATCH Manufacturing Date: Expire Date:
| CEPUA LC79757 HOara npoussoactea 12.2023  Topgen no 11.2025
TEST / TECT REQUIREMENT / CNHELJU®UKALIUA RESULT / PE3YIIbTAT

Notes / HaGnoaeHun
**6 capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B GnucTep U3 antoMUHKEBOH PONbIY.
Mo 5 6nucTepor no 6 kancyn BMecTe ¢ MHCTPYKLUWEN MO NPUMEHEHUIO B NaYKy KapTOHHYIO.

_—

Approval date (dd.mm.yyyy)/nata onobpenus (oa.mm.rrrr): 10.01.2024 (’

(Signature & Date) Quality Assurance/(Moanuce/narta) o6ecneyeHusikaYecTea; UTIHER
Release by/Beinywero Deputy Qualified Person/:

; s '
(Signature & Date)/(Moanuck/naTta) Macarena Gonzélez /*’/ // e Y, P
=
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7)) LABORATORIOS LICONSA, S.A.
\") Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Emo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha Bbinyck
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynbl KuweyHopacTtBopumble 20 mMr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIlM-006953
CEPUA : LC79757 Jarta npouseoactea : 12/2023
BATCH MANUFACTURING DATE

Fopen no : 11/2025 Pazmep cepuu : 344.880 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacrosiwum s noaTBepxaaln, YTo AaHHasa uHdopMaLUsa ABNAeTCH AOCTOBEpPHOM U TOMHOI. [laHHan napTus Npoaykra
6blna npousBedeHa, BKNOYasA YNakoBKY/MapKUPOBKY M KOHTPONb KayecTBa, Ha YKazaHHOM HuXe yyacTke (y4yacTkax)

B NOMTHOM COOTBETCTBUU ¢ TpeGoBaHuamu GMP MecTHoro perynupyrollero opraHa, cneyMpukaunamMu B paspelueHum
Ha MapKeTUHT CTPaHbI-MMNOPTEpPa U TEXHUYECKUMIK COrnalleHUs MY, KoTopble MOryT BbITh 3aKMtoYeHb!, UNU gainom

cneyudukayuu npoaykra ana UccnegyemMbix neKkapcTBEHHLIX CPeacTB.

3anucu no o6paboTKe, ynakoBKe U aHanu3ay napTun Gbinu NpoBepeHbl U NPU3HaHbI COOTBETCTRYHOLMMUY TpeGOBaHUAM
GMP.

MapTuna 6kina npouaeegeHa B MabopaTtopuoc NukoHca SA., a Tam, rae NpUMeHMMO MUKpoBuonornveckoe
uccnegoeaHue,
oHo npoeopuTtcs B llabopaTopuu 3ueBapHe SA.

| hereby certify that the given information is authentic and accurate. This batch of product has been manufactured, including
packaging/labelling and quality control at the below mentioned site (s) in full compliance with the GMP requirements of the
local Regulatory Authority, with the specifications in the Marketing Authorization of the importing country and with technical
agreements that might be in place or product specification file for Investigational Medicinal Products.

The bhatch processing, packaging and analysis records were reviewed and found to be in compliance with GMP.

The batch has been manufactured at Laboratorios Liconsa SA, and where microbiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

y i % [ o 4

Moanuck u pata / Signature&Date: Macarena Gonzalez
/ Deputy Qualified Person

PervctpauuorHoe yaoctoBepenue / Manufacturing Authorization: 3414E
Homep NMukoHca GMP / LICONSA GMP Number: ES/085HVI/19



