Py v LABORATORIOS LICONSA, S.A.
ﬂ /N\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain

O_l_ m 3 O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynbl kuweyHopacTeopuMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79234 Oata npoussoncrea 11.2023  Topen no 10.2025
TEST / TECT REQUIREMENT / CNELUUA®UKALIUA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OlMNUCAHUE TeepAble XenaTUHOBbIE Kancynbi paamepa N°4, Conforms / CooTBeTCTBYET
C KpbILIeYyKoW CHHEro UBeTa U KOPRycoM
6enoro uBeTa, copepxawuve cepuyeckme
rpaHynbl oT 6enoro go noytu 6enoro ¢
KeNnTeBaTLIM 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.
OOHOPOOHOCTb AO3UPOBAHUA (AV) 3HaveHue AV, paccuutaHHoe ans 10 kancyn, 6,0

LomkHo 6bITh He Bonee 15,0 %.

3HaveHue AV, paccuutaHHoe ans 30 kancyn,

LOMKHO BkITh He 6onee 15,0 % u cogepxanue

omMenpas3ona HU B OAHOW Kancyne He JOMKHO

BLIXOOUTL 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).

NOONMHHOCTDL (B3XX) BpeMs yaepXuBaHUA OCHOBHOro Conforms / CooTBeTcTBYET
nuKa Ha XpomaTtorpamMmme UCNLITYeMOro
pacTBopa JOMKHO COOTBETCTROBATL
BpeMeHU yaepXuBaHUA OCHOBHOro nuka
Ha XpomMaTorpamMme CTaHOapTHOro pacrteopa
(pazpen «KonuyecTBeHHOE onpeneneHues).

Approval date (dd.mm.yyyy)/nata ono6penus (no.mm.rrrr): 20.12.2023 )
(Signature & Date) Quality Assurance/(Ioanuck/aaTa) obecneveHunkavectsa: U Pro.aZ, .23
Release by/Buinywerno Deputy Qualified Person/: =

(Signature & Date)/(Mopnvce/naTa) Macarena Gonzalez /P D
Manufacturing Site/lpouasoacTeernHas nnowaaka: Laboratorios Liconsa, S.A. T ﬁ
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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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynbl Kuwwe4yHopacTBopuMble 20 Mr

CODE

kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79234 Oata npouseoactea 11.2023  Tlogen o 10.2025

TEST / TECT REQUIREMENT / CTIEHU®UKALIAA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOOANUHHOCTBE B3XX (DAD petekTop)

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 nornoleHns 0CHOBHOIO NMuKa, Conforms / CooTBeTCcTBYET
CHATLIX Npu XpomarorpadupoBaHuu
WCMbITYeMOro pacTBopa, JOMmKeH
COOTBETCTBOBaThL YP-cneKkTpy NornolweHus
OCHOBHOrO NMWKa, CHATOMY NpU
XpomartorpatMpoBaHuM CTaHOapTHOTO
pacTteopa (pasgen «KonuyecTBeHHoe
onpegenexHues)

WATER
BOOA

Not more than 5.0 %.
He Gonee 5,0 % 1,2%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE OMNMPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oOT 3asBNEeHHOro cogepXaHusa 99,9 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEOENEHUE
MI/KAMNCYNA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MITKAMCYIA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aaBneHHOro cogepxaHusa 0%
C17H19N303S (omenpazona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydhepHan cTagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) oT 3asBneHHoro 95 %
copepxanus C17H19N303S (omenpasona)

yepe3s 30 MuH.

RELATED SUBSTANCES
POOCTBEHHGIE NPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapG6okcunar

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

Approval date (dd.mm.yyyy)/aata opobpenus (aa.mm.rrrr): 20.12.2023
(Signature & Date) Quality Assurance/(IMoanuck/aaTta) obecneveHuskavectea: D RO NZ-23

Release by/BuinywieHo Deputy Qualified Person/:

(Signature & Date)/(Mognuce/nata) Macarena Gonzélez
Manufacturing Site/MpouasoacTBeHHas nnowaaka: Laboratorios Liconsa, S.A. /?.
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\J)w LABORATORIOS LICONSA, S.A.
N/{k Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espana/Spain
O I m 3 O Phone: +34 949 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OMES kancynbl kMwe4yHopacTtBopuMble 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79234 Data npouzeogctea 11.2023  ropen no 10.2025
TEST / TECT REQUIREMENT / CNELUW®UKALNA RESULT / PE3YNIbTAT
IMPURITY F not more than 0.2 %
Mpumect F He Gonee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumecs G He 6onee 0,2 % <0,1%

ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %

IMPURITY

IMwban eguHUYHaRA He 6onee 0,2 % <0,1%
HeugeHTUdULUPOBaHHAA NPUMECH

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cooTBetcTBUU ¢ HI. Conforms / CooTBeTcTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHocCTu 2 roga.

Approval date (dd.mm.yyyy)/aata onobpenus (ag.mm.rrrr): 20.12.2023

(Signature & Date) Quality Assurance/(Toanucs/nata) obecnedvenuskadectea: AJ P 20U 172 23
Release by/Buinyweno Deputy Qualified Person/:

(Signature & Date)/(Mognuck/aata) Macarena Gonzalez n./L :
Manufacturing Site/MpouaeoacTeeHHas nnolaaka: Laboratorios Liconsa, S.A. ﬁ -
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O _l_ m 3 O Phone: +34 949 34 97 00
Eax: +34 949 26 68 37

Nf/w LABORATORIOS LICONSA, S.A.
(&

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaYKT OME3 kancynbl KuweyHopacTBOpuMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79234 Oara npounseoacrea 11.2023 Nopen no 10.2025

TEST / TECT REQUIREMENT / CNELUM®UKALINA RESULT / PE3YNbTAT

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.

YNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep U3 Conforms / CootBeTcTBYET**
anMUHUeBO honbru
Mo 2 unu 20 6nucTepos no 5 kancyn BMecTe
C UHCTPYKUMEA NO NPUMEHEHUIO B MavKy
KapTOHHYHO.
Mo 5 unu 10 6nucrepor no 6 kancyn Bmecrte
€ UHCTPYKLUME N0 NPUMEHEHUIO B Na4Ky
KapTOHHYHO.
Mo1, 2, 4,8 unu 14 6nuctepoB no 7
Kancyn BMecTe C UHCTPYKUuel no
npvMeHeHWIo B NaJvKy KapTOHHYO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnlMUHUEBBIA BnUcTep.
Mo1,2,3,5,6,9unu 10 6nuctepor no
10 kancyn BMecTe ¢ MHCTPYKLUUEH no
NpUMEHeHUIO B NavKy KapToOHHYIO.
Mo 1,2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe ¢ UHCTpYKUUWel no
npUMeHeHUIO B NaYKy KapTOHHYIO.

Analysis performed according ND

nn-006953-180122

AHanuz npoeegeH no HO: .
In-006953-180122

Approval date (dd.mm.yyyy)/naTta ogobpenus (aa.mMm.rrrr): 20.12.2023

(Signature & Date) Quality Assurance/(Mognuck/naTa) obecneyenusakadectsa: \ {240 12, 2 %
Release by/Buinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/gara) Macarena Gonzalez

Manufacturing Site/lponasogcTeexHas nnowagya: Laboratorios Liconsa, S.A. ﬁ Page/ctp. 4 /5
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

.\\J/Jw LABORATORIOS LICONSA, S.A.
@

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O _l_ m 30 Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OME3 kancynbl kuwe4yHopacTBopuMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79234 Dara npouseoactea 11.2023  Tlonex no 10.2025

TEST /| TECT REQUIREMENT / CNELIM®UKALIAA RESULT / PE3YINILTAT

Notes / HabnwgeHus
**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 6GnMcTep U3 anNOMUHUEBOMN (hONbLIN.
Mo 5 6nucTepos no 6 Kancyn BMecTe ¢ MHCTPYKLUUel Mo NPUMeHeHUIo B NaYky KapToHHYH.

Approval date (dd.mm.yyyy)/nata ogobpenus (og.mm.rrrr): 20.12.2023
(Signature & Date) Quality Assurance/(Tognuck/gata) o6ecneyeHuskayectea: [V P 2o dz23
Release by/BbinywieHo Deputy Qualified Person/: -

(Signature & Date)/(Mopnuce/narta) Macarena Gonzélez L{|\/l

Manufacturing Site/lMpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. _/ A
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\10% LABORATORIOS LICONSA, S.A.
& s Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

O_I_ m Bo Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

Pa3spelieHue Ha BbINyckK
CERTIFICATE OF COMPLIANCE

NMPOOYKT : OME3 kancynbl kuwe4yHopacTBOpUMbie 20 Mr

PRODUCT

Kom: 231903 Market : Russia

CODE Homep MA / MA NUMBER : JTN-006953
CEPUA : LC79234 Jata npoussogctea : 11/2023
BATCH MANUFACTURING DATE

Fopen po : 10/2025 Pazmep cepum : 36.720 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum 5 noaTBepAalo, YTO faHHas uHgopmaLns SBNAeTCs 4OCTOBEPHON 1 TOYHON. [laHHasa napTus npoaykTa
Bbina npovsBeaeHa, BKIOYas yNakoBKy/MapKMPOBKY M KOHTPONb Ka4ecTBa, Ha YKa3aHHOM HIKe yyacTKe (y4yacTkax)

B MOMHOM COOTBETCTBUU ¢ TpeGoBaHuamMu GMP MecTHOro perynupytolero opraHa, cnequukaumsiMm B paspeLueHuni
Ha MapKeTUHT CTPaHLI-UMNopTepa U TEXHUYECKUMU COrMalleHUsIMU, KOTOPbIe MOTYT BLITh 3aKMOYeHbl, Unu daiinom
cneyudmKaLumn npoaykTa ans Mccnegyembix nekapcTBEHHLIX CPeACTB.

3anucu no obpaboTie, yNakoBKEe U aHanu3y napTum 6bINU NPOBEPEHbI U NPU3HAHBI COOTBETCTBYIOWUMUN TPeBoBaHUAM
GMP.

MapTus 6bina npouaseneHa B NabopaTtopuoc lNukoHca SA., a Tam, rae NPUMeHMMO MUKpoBuonoruyeckoe
uccnenoBaHue,
OHO npoBoguTce B llaGopaTtopuu 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 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.

WO

2 20

Moanuck 1 para / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuoHnHoe yaoctoeepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number: ES/085HVI/19



