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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

CEPTU®UKAT AHAIIA3A

PRoDUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OMES3 kancynbl KuleyHopacTBopumMmbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC79482 Dara npouseogctea 11.2023 lFogen po 10.2025
TEST / TECT REQUIREMENT / CTIELHU®UKALINA RESULT / PE3YIIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHUE Teeppable ¥enaTUHoBLIe Kancynkl paiMepa N°4, Conforms / CooTBeTCTBYeET

C KpbILWEYKOW CUHEro LBeTa U Kopnycom
6enoro uBeTa, cogepxaliue cepuydeckue
rpaHynei otT 6enoro go noyty 6enoro ¢
MENTOBATLIM OTTEHKOM LiBeTA.

UNIFORMITY OF DOSAGE UNITS (AV)

OAHOPOAOHOCTbL OO3UPOBAHUA (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.

3HayeHue AV, paccuutaHHoe ansa 10 kancyn, 7,4
AonkHo 6biTh He Gonee 15,0 %.

3HavyeHue AV, paccuyuTtaHHoe ansa 30 kancyn,
pomiHo BeITk He 6onee 15,0 % v copepxaHue
OMenpa3sona HU B OAAHOW Kancyne He JOIKHO
BbIXOAWTHL 3a npefens! 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANIMHHOCTL (B3XX)

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 yaepXuBaHUs OCHOBHOTO Conforms / CooTBeTcTBYeET
N1Ka Ha XpomMaTorpaMMe UCTbITYEMOro
pacTBopa AOMKHO COOTBETCTBOBATh
BpPEeMeHW YAEPKUBaHNSA OCHOBHOTO NUKa

Ha XpomaTorpamMmMe CTaHO4apTHOro pacTeopa
(pazpen «KonuuecTBeHHOE onpeaeneHuey).

Approval date (dd.mm.yyyy)/aata ogobperua (oo.mm.rrrr): 04.01.2024

(Signature & Date) Quality Assurance/(lMognuce/naTta) obecneveHusKkayecTsa:,
Release by/Brinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuce/aaTta) Macarena Gonzalez

Manufacturing Site/[Tpou3seoncTeeHHas nnowaaka: Laboratorios Liconsa, S.A.
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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®UKAT AHAIJIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoayKT OMES3 kancynsl KuwevyHopacTBopumMbie 20 Mr

CODE
Kon 231903

BATCH
CEPUA LC79482

Manufacturing Date: Expire Date:
Hara npoussoactea 11.2023 Fopen no 10.2025

TEST/TECT

REQUIREMENT / CNELUN®UKALIUA RESULT / PE3YNLTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOANMHHOCTL B3XX (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 NornoweHusa 0CHOBHOTO NUKa, Conforms / CooTBeTcTRYET
CHATBLIW NpU XpomaTorpadgupoBaHuu
WUCMbITYEMOro pacTBopa, JOSKeH
COOTBETCTBOBaThL Y®-CnekTpy NOrnoweHus
OCHOBHOTIO NMUKa, CHATOMY Npu
XpomaTorpacpupoBaHUKn cTaHAapTHOro
pacteopa (pasgen «KonuyecteeHHoe
onpepgeneHue»)

WATER
BOOA

Not more than 5.0 %.
He 6onee 5,0 % 2,0%

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE ONPEOENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asBNeHHOro coAepHaHus 99,5 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONMUWYECTBEHHOE ONMPEOENEHUE
MI/KATMCYINA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mr/kancyna 19,9 mg/cap / M[/KAMCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUE (KucnoTtHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aAaBneHHOro cogepxaHus 1%
C17H19N303S (omenpasona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHMUE (BytepHan ctagus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) oT 3asBneHHoOro 98 %
cogepxanua C17H19N303S (omenpa3zona)

yepe3 30 MuH.

RELATED SUBSTANCES
POOCTBEHHbLIE MPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpazona Kapbokcunar

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

Approval date (dd.mm.yyyy)/aata ogobpenus (ag.mm.rrrr). 04.01.2024 %..\P, =

(Signature & Date) Quality Assurance/(lMognuck/agata) obecneveHuskavecTsa:

Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(MNognuce/gaTta) Macarena Gonzalez
Manufacturing Site/lpou3soacTeenHan nnowaaxa: Laboratorios Liconsa, S.A. ’ f
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LABORATORIOS LICONSA, S.A.

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

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

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®OUKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykKT OMES3 kancynbl KuweyHopacTeopumMsle 20 Mr

CODE
Koo 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79482 Oara npoussoacrea 11.2023 Fonen oo 10.2025
TEST / TECT REQUIREMENT / CNEUM®UKALIAA RESULT / PE3YIIBTAT
IMPURITY F not more than 0.2 %
Mpumecs 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

INoban eguHUYHARA
HeuaeHTUULUPOBaHHasA NPUMECH

not more than 0.2 %

He Gonee 0,2 % <0,1%

TOTAL IMPURITIES

not more than 2.0 %

Cymma npumecei He 6onee 2,0 % 01%
TOTAL AEROBIC MICROBIAL COUNT NMT 1043 CFU/g

(TAMC)

Obuwee yucno a3pobHLIX He 6onee 1000 KOE/r <10 CFUIr

MUKpPOOpPraHU3MoB

TOTAL COMBINED YEASTS/MOULDS
COUNT(TYMC)

NMT 1042 CFU/g

06uwee YACNO APOXIKEBLIX U NNecHeBkIX He 6onee 100 KOE/r <10 CFU/Ir

rpubos

Escherichia coli Absencelg

Escherichia coli OtcytctBUue B 11 Conforms /| CooTBeTcTBYET

LABELING According to ND

MAPKUPOBKA B cooTtBeTcTBUM ¢ HA. Conforms / CooTBeTCTBYET
STORAGE Below 25 °C

XPAHEHUWE Mpu Temnepatype He Boilte 25 °C.

SHELF-LIFE 2 years

CPOKTOAQHOCTH 2ropa.

Approval date (dd.mm.yyyy)/nata onobpenus (ag.mm.rrrr): 04.01.2024

(Signature & Date) Quality Assurance/(lNognuce/aata) obecneyeHuskavecTsa: .. e

Release by/Brinyuwero Deputy Qualified Person/:
(Signature & Date)/(MNognuce/gata) Macarena Gonzalez ,
Manufacturing Site/lpouasoacTeeHHan nnowagka: Laboratorios Liconsa, S.A. \ ®
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafa/Spain

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

\./Jy LABORATORIOS LICONSA, S.A.
&

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nrPoayKT OME3 kancynbl KuwevyHopacTtBopumMbie 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79482 Data npouzeoactea 11.2023  Topen mo 10.2025

TEST/ TECT REQUIREMENT / CNELU®PUKALIMA RESULT / PESYNIbTAT

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.

YIMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep 13 Conforms / CooTBeTCTBYET
anMUHUEBOK thonbru
Mo 2 unu 20 6nuctepoB no 5 kancyn BMecTe
C MHCTPYKUUEN No NPUMEHEHUIO B NaYKy
KapTOHHYIO.
Mo 5 unu 10 6nuctepoB no 6 kancyn BMecTe
C MHCTPYKLUUE No NPUMEHEHUIO B Nayky
KapTOHHYHO.
Mo 1,2, 4, 8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTPYKLUel no
NpUMeHeHUI0 B Na4vKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBAX/
AnoMUHUEBLIA BnucTep.
MNo1,2,3,5,6,9 unu 10 6nucrepos no
10 kancyn BMecTe ¢ MHCTPYKUUWENR No
NPUMEHEHUIO B NaYKy KapPTOHHYHO.
Mo 1, 2, 3, 4 unu 7 6nuctepos no 14
Kancyn BMecTe ¢ UHCTpYKLUUen no
NPUMEHEHUIO B NaYKy KAPTOHHYHO.

Analysis performed according ND
1n-006953-180122

AHanua npoeeneH no HA:
1n-006953-180122

Approval date (dd.mm.yyyy)/nata ogo6penus (og.mm.rrrr): 04.01.2024
(Signature & Date) Quality Assurance/(lMognuck/oata) obecneyeHuskayecTra:
Release by/BuinyweHo Deputy Qualified Person/:

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

Manufacturing Site/lpouaeogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. A -0\ [/ Pagelctp. 4 /5




\ﬂ.ﬂw LABORATORIOS LICONSA, S.A.
N .\\ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 19200 Azuqueca de Henares (Guadalajara), Espafial/Spain

O I m 30 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 kKuweyHopactesopumMmble 20 Mr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79482 Data npouseonctea 11.2023  ropen no 10.2025

TEST / TECT REQUIREMENT / CMELUUPUKALINA RESULT / PE3YIILTAT

Notes / HabnogeHus
**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 6nvcTep U3 anOMUHWEBON (hONbIU.
Mo 5 6nucTepoB no 6 kancyn BMecTe ¢ UHCTPYKLUMEN Mo NpUMeHEHUIO B NaYKy KapToOHHYH.

Approval date (dd.mm.yyyy)/narta onobpenus (an.mm.rrrr): 04.01.2024 == ; o e
(Signature & Date) Quality Assurance/(Moanuce/nata) oBecneveHunkadecTsa: = .
Release by/Brinywero Deputy Qualified Person/:

(Signature & Date)/(Mognuce/oata) Macarena Gonzalez

Manufacturing Site/MpouaeogcTeeHHas nnowaaka: Laboratorios Liconsa, S.A. AN Il B \ Page/ctp.5/5




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

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

Pa3pelueHue Ha BbINyCK
CERTIFICATE OF COMPLIANCE

NPOOYKT : OME3 kancynbl Kuwe4yHopactBopumMbie 20 mr

PRODUCT

Kopn : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIN-006953
CEPUSA : LC79482 Darta npoussogctea : 11/2023

BATCH MANUFACTURING DATE

logen go : 10/2025 Paamep cepuu : 262.368 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTtoswum s noaTBEpPHKAalo, YTO AaHHas UHdOpMaUUA ABNSETCA AOCTOBEPHOM U ToYHON. [laHHas napTus npoaykra
6bina npouzBefeHa, BKNOYas yrnakoBKy/MapKUPOBKY M KOHTPONb Ka4yecTBa, Ha YKa3aHHOM HUXe y4yacTke (yyacTKax)
B NOMHOM COOTBETCTBUM ¢ TpeboraHuamMu GMP mecTHOro perynupytowiero oprasa, cneyuduxKaumsaMu B paspeLlueHnm
Ha MapKeTUHT CTPaHkI-UMNOpPTEpa U TEXHUYECKUMU COrnalieHUAMU, KOTOPbIe MOTYT BbITk 3aKnKYeHskl, unu dannom
cneuudpukauuu npoaykra ana UccnegyeMeix nekapcTBeHHLIX CpeacTB.

3anucu no o6paboTKe, yNaKOBKe U aHanU3y NapTuun Gbiny NpoBepeHbl U NPU3HaHbI COOTBETCTRYHLMMU TpeBoBaHUAM
GMP.

MapTus 6bIna npou3BeaeHa B JlabopaTtopuoc JlukoHca SA., a Tam, rge npUMeHMMO MUKpOBUoNoruyecKoe
uccnegoBaHue,
OHoO npoBoAuTcA B JlabopaTtopun JyeBapHe 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 Regulatary 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.

v

__? A .;Q..s_,\;_”, oYU 01+

Moanuce u parta / Signature&Date: Macarena Gonzalez
| Deputy Qualified Person

PeructpauuvoHHoe yaoctoBepeHue / Manufacturing Authorization: 3414E
Homep ITukoHca GMP / LICONSA GMP Number; ES/085HVI/19



