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: +34 049 26 68 37

@ LABORATORIOS LICONSA, S.A.

CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OMES3 kancynbl KMweyHopacTteopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPMA  LC80015 Nara npoussoactea 12.2023  Topen no 11.2025
TEST/TECT REQUIREMENT / CNELJM®UKALIAA RESULT / PE3YINILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeeppAble KenaTMHOBLIE Kancynbl pa3aMepa N°4, Conforms / CooTBeTCTBYET
C KPbIWEYKO CUHEro LIBETa U KOPNYcoM
6enoro uBeTa, coaepxalwue cthepuyeckme
rpaHynbl oT 6enoro fo no4YTy 6enoro c
WeNnTOBaTbIM OTTEHKOM LBETa.
UNIFORMITY OF DOSAGE UNITS (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.
OOHOPOOHOCTbL OO3UMPOBAHUA (AV) 3HauveHue AV, paccuutaHHoe ansa 10 kancyn, 53

LOMKHO BLITL He Bonee 15,0 %.

3HayeHue AV, paccuuTaHHoe ans 30 kancyn,

[OMKHO BbITh He Bonee 15,0 % u copgepxaHue

omMenpa3sona HY B 0HOI Kancyrne He AomKHO

BbIXOAWUTHL 3a npegenst 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC) 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).
NMOANTUMHHOCTL (B3XX) Bpemsa yoepxuBaHua 0CHOBHOIO Conforms / CooTBeTcTBYET
NvKa Ha XpoMaTorpamMmme UCNbITYEMOro
pacTBopa AOMKHO COOTBETCTROBaThL
BpEeMeHM yAEpPKUBaHMA OCHOBHOTO NWKa
Ha XpoMaTorpamme CTaHAApTHOTO pacTBopa
(paspen «KonuyecTBeHHOE onpeAeneHue).

Approval date (dd.mm.yyyy)/aata onobpeHus (oa.mm.rrrr): 23.01.2024
(Signature & Date) Quality Assurance/(lMognuce/nara) obecneyeHusKa4ecTsa: Me

22 i.2H
Release by/Boinywero Deputy Qualified Person/:
(Signature & Date)/(lMognuck/nata) Macarena Gonzalez /\/ .
Manufacturing Site/pon3sogcTeeHHan nnowaaka: Laboratorios Liconsa, S.A. / 23 ‘-'[-é Y Pagelctp.1/5
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CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
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
nrPoayKT OME3 kancynbl Kuwe4yHopacTesopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80015 Dara npoussogcrea 12.2023 Fopen po 11.2025

TEST / TECT REQUIREMENT / CNELIM®UKALIAA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMUHHOCTL B3¥X (DAD getektop)

UV absorbance spectrum of the main peak
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).
Y®-cnekTp nornoljeHus 0CHOBHOTO MUKa, Conforms / CooTBeTCTBYET
CHATLIA NpU XpomaTtorpadupoBaHuu
MUCNkITYeMOro pacTeopa, AomKeH
CcOOTBETCTBOBATL YP-cnekTpy nornoweHus
OCHOBHOTO MWKa, CHATOMY Npu
XpomaTtorpadMpoBaHUM CTaHOAPTHOro
pacteopa (pazgen «KonuyecteeHHoe

onpepfeneHues)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 2,4%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONMWYECTBEHHOE OMPEOENEHUE

95,0 - 105,0 % oT 3asiBNeHHOro cogepXaHus 99,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMNPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / MI/KAMNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas cTtagusa)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aaBNEHHOro cofepXaHusa 3%
C17H19N303S (omenpa3sona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BydepHas cragus)

not less than 80 % (Q) of label claim of

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) or 3aaBneHHoOro 92 %
cogepxanusa C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECU

OMEPRAZOLE CARBOXYLATE
Owmenpasona kapGoKcunar

not more than 1.0 %
He 6ornee 1,0 % <0,1%

Approval date (dd.mm.yyyy)/nata ognobpeHus (ag.mm.rrrr): 23.01.2024
(Signature & Date) Quality Assurance/(lMoanuce/gaTa) obecnedennskadectsa: M 722 o4 1Y

Release by/Buinywero Deputy Qualified Person/:

.f;
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez 4 S
Manufacturing Site/lMpouseoacteenHas nnowaaka: Laboratorios Liconsa, §/A. 7 <) L,‘ . LL’ Pagelctp. 2/5
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CHEMO

LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl kuwe4yHopacTBopuMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC80015 Dara npouseopctea 12.2023  Topen go 11.2025
TEST / TECT REQUIREMENT / CNELM®UKALIUA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumeck F He 6onee 0,2 % <0,1%
IMPURITY G not more than 0.2 %
Mpumeck G He 6onee 0,2 % <0,1 %

ANY INDIVIDUAL UNIDENTIFIED
IMPURITY
Jroban eguHUYHaR

HeuaeHTUPULUPOBaHHasA NpUMeck

not more than 0.2 %

He 6onee 0,2 % <0,1 %

TOTAL IMPURITIES
CymMMa npumecen

not more than 2.0 %
He 6onee 2,0 % 0,1%

LABELING According to ND

MAPKUPOBKA B coorBeTcTBMM Cc H[O. Conforms / CooTBeTCTRYET
STORAGE Below 25 °C

XPAHEHMUE MNpu TeMneparype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK TOOHOCTHU 2 ropa.

Approval date (dd.mm.yyyy)/nara ogobpeHus (ao.mm.rrrr): 23.01.2024
(Signature & Date) Quality Assurance/(lMoanuce/aaTa) obecneyeHusikadecrea: (0 7 3, 04, LA

Release by/Beinyweno Deputy Qualified Person/:
(Signature & Date)/(Mognucs/nata) Macarena Gonzalez
Manufacturing Site/MpouasoacTeenHas nnowaaxa: Laboratorios Liconsa, S.A.
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) LABORATORIOS LICONSA, S.A.
(\\_-‘-/) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

C H E m O 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
nPOOYKT OMES3 kancynbl KuweyHopacTBopuMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80015 Nata npouseoactea 12.2023 Fopen no 11.2025

TEST / TECT REQUIREMENT / CNELM®UKALIUA RESULT / PE3YNLTAT

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.

YMAKOBKA Mo 5, 6 unu 7 kancyn B 6nucrep u3 Conforms / CooTBetcTBYET™*
anwMuHUeBon thonkru
Mo 2 unu 20 6nucTepoB no 5 kancyn BmecTe
€ UHCTPYKUKWEN MO NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BmecTe
C UHCTPYKUUEN MO NPUMEHEHUIO B NaYKy
KapTOHHYO.
Mo 1, 2, 4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe ¢ UHCTPYKUUWen no
fnpyYMeHeHU o B NaYKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-NM3-NBOX/
AntoMUHUeBLIN BnucTep.
Mo1, 2, 3,5, 6,9 unu 10 6nucTtepos no
10 Kancyn BMecTe C UHCTPYKUMel no
NPUMEHEHUIO B NaYKy KAPTOHHYIO.
Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Karcyrn BMecTe C MHCTPYKLUUel no
NPUMEHEHUH B NaYKy KapTOHHYHO.

Analysis performed according ND
1nn-006953-180122

AHanus npoeefeH no HA:
1nn-006953-180122

Approval date (dd.mm.yyyy)/nata onobpenus (an.mm.rrrr): 23.01.2024

(Signature & Date) Quality Assurance/(loanvcs/aarta) obecneveHuskayectea: [ e 1.04 [ A
Release by/Buinywero Deputy Qualified Person/:

Signature & Date)/(Moanuce/aata) Macarena Gonzélez : ;
(Sig ) nara) {93012y

Manufacturing Site/lpoussopcTBeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 4/5




@ LABORATORIOS LICONSA, S.A.

Avda. Miralcampo, N°® 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OME3 kancynbl kuweyHopacTeopumMsie 20 mr

CODE

Kopn 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80015 Oata npousBoactea 12.2023 Topen go 11.2025

TEST /| TECT REQUIREMENT / CNELIMOUKALINA RESULT / PE3YINIBTAT

Notes / HabnOeHUA
**§ capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6rnMcTep U3 antoMUHUEBOR (DONLIU.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTPYKLUMEA No NPUMEHeHUIo B NavKy KapToHHYIO.

Approval date (dd.mm.yyyy)/nata onobperus (oa.mm.rrrr): 23.01.2024

(Signature & Date) Quality Assurance/(Toanucs/nara) obecneverusikayecraa: [ G s (A

Release by/Buinywero Deputy Qualified Person/:

(Signature & Date)/(Moanucs/gaTta) Macarena Gonzalez =

Manufacturing Site/MpoussogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. /' 72'3 Ol Zl‘ Pagelctp.5/5




7’?‘\) LABORATORIOS LICONSA, S.A.

\‘_,J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E n"lo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

PaspelueHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynkl KMiweyHopacTBopumMble 20 Mr

PRODUCT

Kon: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1lM-006953
CEPUA : LC80015 Oarta npouseoactea : 12/2023

BATCH MANUFACTURING DATE

lopgen no : 11/2025 Pasmep cepum : 361.440 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosilyum s No4TEepXh4alo, YTo AaHHas UHopmauua aBnseTcs JOCTOBEPHOM U ToYHOW. [laHHas napTua npoaykra
6bina npousBefeHa, BKMNO4Yas yrnakoBKy/MapKUpPOBKY U KOHTPONb KayecTBa, Ha YKa3aHHOM HUXe yyacTKe (y4acTKax)
B NOMHOM COOTEETCTBUM ¢ TpeboraHuamMu GMP MecTHOro perynupyrowero oprata, cneundukaunsammn B paspelieHuu
Ha MapKeTUHr CTPaHbLI-UMMopTepa U TeXHUYEeCKUMU CornaLieHUsIMU, KOTopble MOTyT ObITk 3aKMYeHbl, Unu hainom
cneuudguKalum npogykra ansa Ucecneayembix NeKapcTBEHHBLIX CPeACTB.

3anucu no o6paboTKe, yNnakoBKe U aHanuU3y nNapTuu GbINu NPoBepeHkl U NPU3HaHbLI COOTBETCTBYOLWWMY TpeboBaHUAM
GMP.

MapTus 6bina npousseneHa B Nabopartopuoc MNMukoHca SA., a TaM, rae NPUMEHMMO MUKpoBUonornyeckoe
uccriefoBaHue,
oHo npoeoauTtcs B llaGopaTtopuu SuyeBapHe 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 batch 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.

JZ\/Z 50124

Mopanuck u aara / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe ygoctoepeHue / Manufacturing Authorization: 3414E
Homep INukoHca GMP / LICONSA GMP Number: ES/085HVI/M9



