) LABORATORIOS LICONSA, S.A.
&

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

CH 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
nPoayYKT OME3 kancynbl kuweYyHopacTBopUMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82957 Oara npoussoactea 04.2024 Fopen no 03.2026
TEST/TECT REQUIREMENT / CMIELLU®UKALINA RESULT / PE3YIILTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMWUCAHUE TeepAble XenaTUHOBLIE Kancynkl paiMepa N°4, Conforms / CooTBeTcTBYET
C KpbILLeYKolW CUHEro LUBeTa U KOpnycom
Gernoro uBeTa, cofepxallue cepuyeckue
rpaHynel oT 6enoro o noyTtu 6enoro c
MenToBaTLIM 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.
OJHOPOOHOCTb AO3UPOBAHWA (AV) 3HayeHue AV, paccyutaHHoe ans 10 kancyn, 8,2

LOMKHO BbITh He Gonee 15,0 %.

3Ha4eHue AV, paccuuTtaHHoe ansa 30 kancyn,

LOMKHO BbiTh He Gonee 15,0 % u copepxaHue

omMenpa3ona HY B OAHOW Kancyne He [OMKHO

BbIX0AUTE 3a npegens! 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).

NOANUHHOCTL (B3XX) Bpems yaepxuBaHus 0CHOBHOro Conforms / CooTReTCcTBYET
nvKa Ha XxpomarorpamMme UcnbLITyeMoro
pacTteopa OomKHO COOTBEeTCTBOBATh
BpeMeHU yOepXKUBaHUA OCHOBHOrO NUKa
Ha XpomaTorpaMmme cTaHOapTHOro pacteopa
(pasnen «KonuyecTBeHHOE onpeAeneHue»).

IV 20050

Approval date (dd.mm.yyyy)/aata ogoBpexus (oa.Mm.rrrr): 29.05.2024

(Signature & Date) Quality Assurance/(Mognuck/narta) obecneyeHusaKayecTaa: 2.4 :
Release by/Beinyuiexo Deputy Qualified Person/: g > ///
(Signature & Date)/(Mognuce/pata) Macarena Gonzélez A
Manufacturing Site/lpoussogcTeenHas nnowapgka: Laboratorios Liconsa, S.A. Page/ctp. 1/5
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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
CEPTUOUKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OME3 kancynbl kuwe4yHopacTteopumMslie 20 mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC82957 Nata npouzeoactea 04.2024 Fopen no 03.2026

TEST /| TECT REQUIREMENT / CNEUW®UKALIAA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANUHHOCTL B3XX (DAD peTtekTop)

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 nornoujeHus oCHOBHOIO MNUKa, Conforms / CooTBeTCcTBYET
CHAITLIA NPU XpoMaTorpaupoBaHum
UCMbITYEMOro pacTeopa, AoMKeH
cooTBeTCTBOBaThL Y®-cnekTpy nornoweHus
OCHOBHOTO MWKa, CHATOMY Npwu
XpomarorpagypoBaHun cTaH4apTHOTO
pactBopa (pasaen «KonuuyecTBeHHoe
onpegeneHue)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 1,6 %

OMEPRAZOLE ASSAY %
KONMWYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3aABNeHHOro cofepXaHusa 99,2 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMWYECTBEHHOE OMPEOENEHUE
MI/KAMCYIA

19.0 mg/capsule to 21.0 mgl/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,8 mg/cap / MI/KANCYIA

DISSOLUTION ACID STAGE

PACTBOPEHMUE (KucnotHas cTapus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He G6onee 10 % oT 3aABNeHHOTO cofepKaHus 0%
C17H19N303S (omenpasona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHWE (BythepHasn ctagua)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) oT 3asiBneHHOTo 94 %
copgepxanun C17H19N303S (omenpasona)

yepes 30 MUH.

RELATED SUBSTANCES
POOCTBEHHbIE MPUMECH

OMEPRAZOLE CARBOXYLATE
Omenpa3sona Kap6okeunar

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

Approval date (dd.mm.yyyy)/nata ogobpenusa (og.mm.rrrr): 29.05.2024

g/ 2451

(Signature & Date) Quality Assurance/(Mognuce/aata) obecnedeHusika4ecTsa:

Release by/Brinyweno Deputy Qualified Person/:
(Signature & Date)/(lMognuck/aata) Macarena Gonzalez
Manufacturing Site/MpaouasoncTeeHHas nnowaanxa: Laboratorios Liconsa, S.A.
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"‘\) LABORATORIOS LICONSA, S.A.
(k..) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH Emo 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
NPOOYKT OME3 kancynbl kuweyHopacTeopumMsie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC82957 Oara npoussonctea 04.2024  Topen no 03.2026
TEST/TECT REQUIREMENT / CNELUW®UKALWA RESULT / PE3YNLTAT
IMPURITY F not more than 0.2 %
Mpumecsk F He 6onee 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
Nwban eguHUYHan He 6onee 0,2 % <0,1 %

HeuaeHTUULMPOBaHHasA NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWUPOBKA B cootBeTcTBUM ¢ HA. Conforms / CooTBeTcTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu TemnepaTtype He Bbiwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTHU 2 ropa.

G 290524

Approval date (dd.mm.yyyy)/aata ogobpeHus (oa.mm.rrrr): 29.05.2024
(Signature & Date) Quality Assurance/(Moanuce/aata) obecneyeHusaKayecTsa:

Release by/Buinywieno Deputy Qualified Person/: /% e _}l 7 .')_-2 L
(Signature & Date)/(Mognuce/nata) Macarena Gonzélez / ! ‘/;/,-,/x/; i
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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®PUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOAYKT OMES3 kancynbl kuiweyHopacTBopumMble 20 mr

CODE
Kon 231903

BATCH
CEPUA  LC82957

Manufacturing Date:
Nata npouseoactea 04.2024

Expire Date:
Nopen no 03.2026

TEST/TECT

REQUIREMENT / CNELW®UKALAA

RESULT / PE3YNbLTAT

PACKAGE

YNAKOBKA

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 kancyn B 6nucrep u3
anwMuHUeBoW thonkru

Mo 2 unu 20 6nucTepoR no 5 Kancyn BMecTe
C MHCTPYKUUeii No NpUMeHeHUIo B NavKy
KapTOHHYH.

Mo 5 unu 10 6nuctepoR no 6 kancyn eMecte
C MHCTPYKUME No NpUMeHEeHUI0 B NavKy
KapTOHHYHO.

Mo 1, 2, 4,8 unu 14 6nucrepor no 7
Karncyn BMecTe ¢ UHCTPYKUUe no
NpUMeHeHUI0 B NaYKy KapTOHHYH.

Mo 10 unu 14 kancyn 8 NBX-N3-NBOX/
AnoMUHWeBbIN BniucTep.
Mo1,2,3,5,6,9 unu 10 6nucrepor no
10 Kancyn BMecTe C MHCTPYKLUei no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Mo 1, 2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTe C MHCTPYKUUeii no
NPUMEHEHWHD B NaYKy KAPTOHHYH.

Conforms / CooTBeTcTBYET™

Analysis performed according ND
nrn-006953-180122

Ananus npoBegeH no HI:
nn-006953-180122

Gl # ) L{QS )Y
Approval date (dd.mm.yyyy)/aata ono6petus (aa.mm.rrrr): 29.05.2024 L C /
(Signature & Date) Quality Assurance/(Moanucek/naTa) obecneyeHusaKadecTea:

Release by/BrinyweHo Deputy Qualified Person/:

7147 2
(Signature & Date)/(Mopnuce/gata) Macarena Gonzalez ///7// 2Qc
Manufacturing Site/MpouasoacTeeHHan nnowaaka: Laboratorios Liconsa, S.A. ,/
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espaia/Spain

(’:\) LABORATORIOS LICONSA, S.A.
(&

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

CERTIFICATE OF ANALYSIS
CEPTUPUKAT AHAIIUSA

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

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUHA LC82957 Oata npouzeoactea 04.2024  Tlopen no 03.2026
TEST / TECT REQUIREMENT / CNELUU®UKALIUA RESULT / PE3YINLTAT

Notes / HabnogeHus
**§ capsules in an aluminum foil blister.
5 blisters of 6 capsules each and a patient information leaflet in a carton.
Mo 6 kancyn B 6nucTep U3 antoMUHUeBOW donbLru.
Mo 5 6nucTepoB no 6 Kancyn BMecTe ¢ MHCTpyKUWeli No NpUMeHeHMIo B NaYky KapToHHYH.

’7’, 73 LY
Approval date (dd.mm.yyyy)/aata ofo6perus (ag.mm.rrrr): 29.05.2024 )/ / 92 ‘/ U_SZ /
(Signature & Date) Quality Assurance/(Moanuce/aata) o6ecneueHusKadecTsa:
Release by/Bbin Deputy Qualified Person/: - ¥
SR AL Doy 2 2aa52Y

Si Date)/(I1 / M Gonzal /?'“ z
(Signature & Date)/(lMoanuce/gaTta) Macarena Gonzalez // //%

Manufacturing Site/lMpouasogcTeeHHan nnolaaka: Laboratorios Liconsa, S.A. ' 7
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) LABORATORIOS LICONSA, S.A.
(\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N>~ 19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

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

Pa3pelueHue Ha BbINYCK
CERTIFICATE OF COMPLIANCE

NPOAYKT : OME3 kancynsl KuweYyHopacTBopumMblie 20 mMr

PRODUCT

Kopg: 231903 Market : Russia

CODE Homep MA / MA NUMBER : J1M1-006953
CEPUA : LC82957 Nata npouseoactea : 04/2024
BATCH MANUFACTURING DATE

loaen go : 03/2026 Paamep cepuu : 352.368 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswmm s noATBepXAalo, YTo faHHasa MHGopMaLusa ABMsSIeTCA 4OCTOBEPHOM U TOYHON. [laHHaA napTus NpoayKTa
6bina Nnpou3BeaeHa, BKIOYas yNakoBKy/MapKMPOBKY U KOHTPOMb Ka4ecTBa, Ha yKazaHHOM HUXe y4YacTke (yyacTkax)
B NMOMHOM COOTBETCTBUU € TpeBoraHuamMmu GMP mecTHOro perynupyrowero opratda, cneyudurkaymsamMu B paspeLleHum
Ha MapKeTUHI CTPaHbI-UMMNopTepa U TeXHUYECKUMI COrnalleHUsAMU, KOTOpble MOTYT BbITh 3aKMKO4eHb!, Unu grannom
cneyudukaumu npoaykra ana MccnegyemMbix nekapcTBeHHbIX CPEACTB.

3anucu no o6paboTKe, YNaKOBKe U aHanuay napTuu 661Ny NpoBepeHsbl U NPU3HaHbI COOTBETCTBYHOLWMMU TPEGOBaHUAM
GMP.

MapTus 6bina npousseneHa B Naboparopuoc MukoHca SA., a TaM, rae NPUMEHUMO MUKpoBuonoruyeckoe
uccrnefoBaHue,
oHo npoBoautcs B llabopatopuun ueBapHe 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.

Vs ////’; 27 S 24

— -

Moanuck u aata [ Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpaunoHHoe yaoctosepenue / Manufacturing Authorization: 3414E
Homep NukoHca GMP / LICONSA GMP Number: ES/085HVIM9



