Y LABORATORIOS LICONSA, S.A.
(\\g Avda. Miralcampo 7, Pol. Ind. Miralcampo,
Azuqueca de Henares, Guadalajara, 19200, Espana

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
nPogyKT OMES3 kancynbl kuweyHopacTBopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPU4A LC91100 Oata npousoactea 04.2025 Fopen no 03.2027
TEST/TECT REQUIREMENT / CNELXADPUKALIUA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE TeepAble XenaTUHoOBLIe Kancynbl pazMepa N°4, Conform / CooTBeTcTBYeET
C KpbILUEeYKo CUHero LiBeTa U Kopnycom
6enoro LBeTa, coaepxaluue chepuyeckme
rpaHynl oT 6enoro fo noytu 6enoro ¢
KenToBaTbIM OTTEHKOM LiBeTa.
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.
OHOPOOHOCTb AO3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe ans 10 kancyn, 10,3

[OMKHO 6bITh He 6onee 15,0 %.

3HaueHue AV, paccuutaHHoe ansa 30 kancyn,

AomkHo 6kITh He 6onee 15,0 % u cogepXxaHue

omernpasorna HY B OAHOIA Kancyrne He [OMMKHO

BbIXOAUTb 3a npeaensi 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).
NMOANUHHOCTb (B3XKX) BpeMs yaepXuBaHUA OCHOBHOIO Conform / CooTBeTcTBYET
nuKa Ha XxpomaTorpamme UCNbLITYeMOro
pacTBopa [AOMKHO COOTBETCTBOBaTh
BpeMeHU yaepXUBaHUS OCHOBHOIO NUKa
Ha XxpoMaTorpaMMe cTaHapTHOro pactesopa
(pa3nen «KonuuyecTBeHHOE onpeneneHue»).

Approval date (dd.mm.yyyy)/nata onobpeHus (m.MM.rrr;/)‘.’“\f—?ip 0 2
(Signature & Date) Quality Assurance/(loanucs/aata) obecneveHusika4ecTsa:

Release by/Bbinywero Deputy Qualified Person/: Y/

? €

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez

Manufacturing Site/MpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A. Pagelctp. 1/5




7Y LABORATORIOS LICONSA, S.A.
‘(\J Avda. Miralcampo 7, Pol. Ind. Miralcampo,
N>~ Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIN3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwevyHopacTBopumMbie 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC91100 Oata npousBoactea 04.2025 MogeH po 03.2027

TEST/ TECT REQUIREMENT / CTIELIM®UKALIUA RESULT / PE3VJIbTAT
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).
NMOANTMHHOCTbL B3XX (DAD peTtektop) Y®-cneKkTp nornowieHUsi OCHOBHOro NUKa, Conform / CooTBeTCTBYET
CHATLIN Npy XpoMaTorpacdupoBaHum
MCNbITYyeMOro pacTBopa, JOMMKeH
COOTBETCTBOBaThL Y®-cneKTpy nornoweHus
OCHOBHOTO MUWKa, CHATOMY Npu
XpomaTtorpadvpoBaHuu cTaHAAPTHOTO
pacTtBopa (pa3pen «KonuuecTBeHHOe

onpeneneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 21%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KOJTMYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asiBneHHOro copgepxaHus 99,5 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONMUYECTBEHHOE OMNMPEOENEHUE Ot 19,0 mr/kancyna po 21,0 mr/kancyna 19,9 mr/kan
MI/KAMCYINA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUE (KucnoTtHas ctanus) He Gonee 10 % oT 3asiBNeHHOro coaepxxaHus 0%
C17H19N303S (omenpa3ona)
yepe3 120 MUH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHMUE (BydepHas crapus) He meHee 80 % (Q) oT 3asaBneHHoOro 96 %

copepxanua C17H19N303S (omenpasona)
yepe3s 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECHU -

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpasona kap6okcunar He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata onobpeHus (M.MM.FFFI")/I;;:?:T)é 9052
(Signature & Date) Quality Assurance/(Moanvcek/aata) obecneveHusikadecTsa:
Release by/BrinylieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aata) Macarena Gonzélez

Manufacturing Site/lNpovasoacTBeHHas nnolaaka: Laboratorios Liconsa, S.A. Pagel/ctp.2/5




fw--'\) LABORATORIOS LICONSA, S.A.
(\6) Avda. Miralcampo 7, Pol. Ind. Miralcampo,

_ Azuqueca de Henares, Guadalajara, 19200, Espaia

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

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAITU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NnPOAYKT OMES3 kancynbl KMlwe4yHopacTBopuMblie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC91100 Nata npoussoactea 04.2025 Nopen po 03.2027
TEST / TECT REQUIREMENT / CTIELLIU®UKALIUA RESULT / PE3YINIbTAT
IMPURITY F not more than 0.2 %
Mpumecs F He 6onee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecst G He 6onee 0,2 % <0,1%

ANY INDIVIDUAL UNIDENTIFIED
IMPURITY

Mo6as eguHUYHan He 6onee 0,2 % <0,1%
HeuaeHTUULUPOBaHHas NPUMECh

not more than 0.2 %

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cooTBeTcTBUMM ¢ HA. Conform / CooTBeTcTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaTtype He Bbilwe 25 °C. -

SHELF-LIFE 2 years

CPOK TOOHOCTHU 2 ropa. -

Approval date (dd.mm.yyyy)/aata onobpeHus (A4.MM.ITIT): (Z‘F_/;/ 05 25
30 7

(Signature & Date) Quality Assurance/(lMoanuck/aaTta) obecneyeHusikadecTpa:
Release by/BbinyweHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/nata) Macarena Gonzélez

Manufacturing Site/[pouasoacTeeHHas nnolyaaka: Laboratorios Liconsa, S.A.
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f"\\) LABORATORIOS LICONSA, S.A.
| \\.__),, Avda. Miralcampo 7, Pol. Ind. Miralcampo,
i Azuqueca de Henares, Guadalajara, 19200, Espaiia

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

CERTIFICATE OF ANALYSIS
CEPTU®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES kancynbl kuweyHopacTtBopumMbie 20 Mr

CODE

Kona 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC91100 DOara npouseoactea 04.2025 Fopen oo 03.2027

TEST / TECT REQUIREMENT / CIIELU®UKALINA RESULT / PESYINILTAT
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 with the control of the first

opening (perforation).

5 or 10 blisters of 6 capsules each and

patient information leaflet in a carton

with the control of the first opening

(perforation).

1, 2, 4, 8 or 14 blisters of 7 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

10, 14 or 15 capsules in PVC-PE-PVDC/AI

1,2, 3,5,6,9or 10 blisters of 10

capsules each and a patient information

leaflet in a carton with the control of

the first opening (perforation).

1, 2, 3, 4 or 7 blisters of 14 capsules

each and a patient information leaflet

in a carton with the control of the

opening (perforation).

2 blisters of 15 capsules each and a

patient information leaflet in a carton.
YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep u3 Conform / CooTBeTCTBYET

antoMuHUeBon onbri.

Mo 2 unu 20 6nucTtepoB no 5 kancyn Bmecte

C UHCTPYKLUMEN No MeAULIMHCKOMY NpUMeHeHUIo

B MayKy KapTOHHYIO C KOHTpONeM NepBOro

BCKpbITUA (Nnepdopauus).

Mo 5 unu 10 6nucTtepoB no 6 kancyn Bmecte

C UHCTPYKUMEN N0 MeAULIMHCKOMY NpUYMeHeHUo

B MayKy KapTOHHYIO C KOHTpONeM nepBoro

BCKpbITUA (Nepdopauus).

Mo 1, 2, 4,8 unu 14 6nucrepor no 7

Karcyn BMecTe C MHCTpYKLUUen no

MeOULIMHCKOMY NPUMeHEHUIO B NayKy

KapTOHHYIO C KOHTPONeM NepBOro BCKPbITUA

(nepdopauus).

Mo 10, 14 unu 15 kancyn B NBX-N3-NBAOX/

AntoMuHMeBLIV GnucTep.

Mo1,2,3,5,6,9 unu 10 6nucrtepoB no

10 7
Approval date (dd.mm.yyyy)/aaTa ogo6peHusa (fn.MM.ITIT): (\—\{/ ~ D
¢ »
(Signature & Date) Quality Assurance/(Moanuck/nata) oGecneququaéecm’a:/ 4 i

77 £For AN Y
Release by/BuinyweHo Deputy Qualified Person/: /* Z 7 0 Q,X 2)
(Signature & Date)/(Moanuce/nata) Macarena Gonzalez

Manufacturing Site/lNpoussoacTeeHHas nnowaaka: Laboratorios Liconsa, S.A.

-
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i;“'\\) LABORATORIOS LICONSA, S.A.
(\) Avda. Miralcampo 7, Pol. Ind. Miralcampo,
N\~ Azuqueca de Henares, Guadalajara, 19200, Espaia

C H E mo 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 OME3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

TEST/ TECT REQUIREMENT / CNELU®UKALIUA

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC91100 Data npouseoactea 04.2025 FogeH no 03.2027
RESULT / PE3VIILTAT

MeOULMHCKOMY NpUYMeHEHUIO B Na4Ky
KapTOHHYIO C KOHTPONEeM NepBOro BCKPbLITUA
(nepcpopauus).

Mo 1, 2, 3, 4 unu 7 6nucrepor no 14

Karncyn BMecTe C UHCTPYKLUUel no
MeAULMHCKOMY NpuUMeHeHUIo B nayky
KapTOHHYO C KOHTpoOIieM NepBOro BCKpbITUSA
(nepdopauus).

Mo 2 6nucrepa no 15 kancyn BMecTe ¢
MHCTpYKUUel No MeauLUHCKOMY NpUMeHeHUIo B
na4vky KapTOHHYyIO.

Analysis performed according ND
JM-Ne(005063)-(Pr-RU)-080824
AHanus nposepneH no HA
J1M-Ne(005063)-(PIr-RU)-080824

Notes / HabnrogeHus
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 6nucrep M3 antoMUHUEBOM (PONLIU.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ UHCTPYKLUel Mo NpUMeHeHUIo B Na4Ky KapTOHHYIO.

Q<
Approval date (dd.mm.yyyy)/nata ogobpexus (m.MM.rrrr):/Q? \"78('5' 75
(Signature & Date) Quality Assurance/(Moanuck/aata) obecneveHusikadecTsa:
Release by/BoinywieHo Deputy Qualified Person/:
(Signature & Date)/(Moanucs/nata) Macarena Gonzalez

Manufacturing Site/MpovasogcTeeHHas nnolaaka: Laboratorios Liconsa, S.A.
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Avda. Miralcampo 7, Pol. Ind. Miralcampo,
- - Azuqueca de Henares, Guadalajara, 19200, Espafia
(( \P " Fjj [1"“}( f K ‘5\/ Phone: +34 949 34 97 00
wtl Tl § 0\s Fax: +34 949 26 68 37

’\“\) LABORATORIOS LICONSA, S.A.
{ \)

PaspelueHue Ha BbinycK
CERTIFICATE OF COMPLIANCE

NPOAOYKT : OMES3 kancynbl Kulie4yHopacTBopUmMbie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-NO(005063)-(PI'-RU)
CEPU4 : LC91100 Jara npoussoactea : 04/2025

BATCH MANUFACTURING DATE

lMonen o : 03/2027 Pa3smep cepun : 360.144 UN

EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiumm s nogTBepxaato, YTo AaHHas MHdopMaLus sIBrisieTCsl [OCTOBEPHOI U TOYHOW. [laHHas napTus npoAaykra
6LIna npousBeneHa, BKIoUast ynakoBKy/MapKUPOBKY M KOHTPOrb KayecTBa, Ha YKa3aHHOM HUXe yvyacTke (y4acTkax)
B MOMHOM COOTBETCTBUU ¢ TpeboBaHusiMu GMP MecTHOro perynupytollero opraHa, cneuudukauusMm B paspeLueHum
Ha MapKeTUHI CTPaHbI-MMMNOPTEepPa U TeXHUYECKUMU COrmnalleHUsIMU, KOTOpble MOTYT GbITh 3aKMoYeHbl, unv dannom
cneuudukaumy npoaykra ans Mccnegyembix nekapcTBeHHbIX CpeCcTB.

3anucu no o6paboTke, ynakoBKe U aHanu3y naptuu 661Ny NpoBepeHbl U NpU3HaHbl COOTBETCTBYHOLMMMY TpeOoBaHUAM
GMP.

MapTus 6bina npousseneHa B llabopaTopuoc JlukoHca SA., a Tam, rae NPMMEHUMO MUKpPOBUONoruyeckoe
uccregoBaHue,
oHo npoBoauTcs B llabopaTopuu SueBapHe 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.

_ : A
//7%/ OG-8 23
Mopgnuck u para/ Signature&bate: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep ukoHca GMP / LICONSA GMP Number: ES/085HVI/19





