CHEMO

LABORATORIOS LICONSA, S.A.

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

19200 Azuqueca de Henares (Guadalajara), Espaiia/Spain
Phone: +34 849 34 97 00

Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl KuweyHopacTBopumMble 20 mMr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79342 Oara npoussoactea 10.2023  Topen po 09.2025
TEST /| TECT REQUIREMENT / CMELIW®UKALIUA RESULT / PE3YNLTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMNUCAHUWE TeepAble KenaTuHoBLIe Kancynbl paamepa N°4, Conforms / CooTBeTCTBYET

C KpbILWEeYKoW CMHero LiBeTa U KopnycoMm
6Genoro UBeTa, coaepallue chepuyeckue
rpaHynei ot 6enoro Ao nouty Genoro ¢
WenToBaTkIM OTTEHKOM LiBETA.

UNIFORMITY OF DOSAGE UNITS (AV)

OOHOPOHOCTb LO3UPOBAHUA (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.

3HaveHue AV, paccuutaHHoe ans 10 kancyn, 7.9
OOMKHO BbITk He Bonee 15,0 %.

3HayveHune AV, paccuutaHHoe ana 30 kancyn,
LOMKHO BbITh He Bonee 15,0 % U cogepxaHue
omMenpa3sona HY B OQHOW Kancyne He JOMKHO
BLIXOAUTb 3a Npegenst 0,75M-1,25M.

OMEPRAZOLE IDENTIFICATION (HPLC)

NOANUHHOCTb (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).

Bpema yaepxuBaHus OCHOBHOIO Conforms / CooTBeTcTBYET
NUKa Ha XpomaTorpammMe UCTbLITYEMOro
pacTBopa ACMKHO COOTBETCTBOBATL
BpeMeHU yaepKvBaHUA OCHOBHOrO NuKa

Ha XpomaTorpamme cTaHAapTHOTO pacTBopa
(pasgen «Konu4ecTBeHHOe onpeAeneHue»).

Approval date (dd.mm.yyyy)/nara ogo6penus (aa.mm.rrr). 21.12,2023
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CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OME3 kancynbl KulweyHopacTtBopuMble 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC79342 Nata npouseopctea 10.2023  Topen no 09.2025

TEST / TECT REQUIREMENT / CNELU®PUKALINA RESULT / PE3YIILTAT
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).
NMOOANUHHOCTL B3XX (DAD pgetekTop) Y®-cnekTp nornolleHUs 0CHOBHOro NuKa, Conforms / CooTBeTcTBYET
CHATBLIA NpU XpomaTorpadupoBaHum
UCTLITYEeMOro pacTsopa, AoKeH
COOTBETCTBOBaThL Yd-cneKTpy nornoweHusn
OCHOBHOTO NUKa, CHATOMY NpU
XpomartorpayupoBaHK CTaHAAPTHOrO
pactBopa (pazgen «KonnyecteeHHoe

onpeperneHue»)
WATER Not more than 5.0 %.
BOOA He 6onee 5,0 % 23%
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim
KONWYECTBEHHOE ONPEOENEHUE 95,0 - 105,0 % oT 3asnBneHHOro coaepXaHua 99,4 %
OMEPRAZOLE ASSAY MG/CAPSULE 19.0 mg/capsule to 21.0 mg/capsule
KONUWYECTBEHHOE OMNPEAENEHUE Ot 19,0 mr/kancyna ao 21,0 mr/kancyna 19,9 mg/cap / MIVKAMNCYNA
MF/KAMCYNA
DISSOLUTION ACID STAGE Not more than 10 % of label claim of
C17H19N303S (omeprazole) in 120 min
PACTBOPEHUWE (KucnoTtHana ctagus) He 6onee 10 % oT 3aABNeHHOro cofepaHus 0%
C17H19N303S (omenpaaona)
Yepes 120 MuH
DISSOLUTION BUFFER STAGE not less than 80 % (Q) of label claim of
C17H19N303S (omeprazole) in 30 min.
PACTBOPEHUE (BydrepHas cragua) He menee 80 % (Q) oT 3aAaBneHHOro 88 %

cogepxanua C17H19N303S (omenpasona)
yepes 30 MuH.

RELATED SUBSTANCES
POACTBEHHbLIE NPUMECH

OMEPRAZOLE CARBOXYLATE not more than 1.0 %
Omenpa3aona kapbokcunart He 6onee 1,0 % <0,1 %

Approval date (dd.mm.yyyy)/nata opobpenusa (aa.mm.rrrr): 21.12.2023
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Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

CH EI I IO Phone: +34 949 34 97 00
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoaykT OME3 kancynbl Kuwe4vyHopacTBopuUmMble 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC79342 DOara npouseoactea 10.2023  Topen no 09.2025
TEST / TECT REQUIREMENT / CNELUIN®UKALIUA RESULT / PE3YINLTAT
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 not more than 0.2 %
IMPURITY
Jobas eauHUYHaRA He 6onee 0,2 % <0,1 %

HeuaeHTUULMPOBaHHas NpUMech

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKWPOBKA B cooTeetcTBUM ¢ HA. Conforms / CooTBeTcTRYET
STORAGE Below 25 °C

XPAHEHUE Mpu TeMnepaType He Bbiwe 25 °C,

SHELF-LIFE 2 years

CPOK roAqHOCTH 2 ropa.

Approval date (dd.mm.yyyy)/aata ogoBpeHus (oa.Mm.rrrr): 21.12.2023
(Signature & Date) Quality Assurance/(IMopnuck/nata) obecneqeHuaxkaqecTea;
Release by/Beinywero Deputy Qualified Person/:

(Signature & Date)/(Moanuck/narta) Macarena Gonzalez -y o
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOAOYKT OMES3 kancynbl Kuwe4yHopacTBopumMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC79342 Dara npouseopgctea 10.2023  Topen po 09.2025

TEST / TECT REQUIREMENT / CNELUM®UKALIUA

RESULT / PE3YNILTAT

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 hlisters 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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nuctep na
aniMUHUeBol donkru
Mo 2 unu 20 6nucrepor no 5 Kancyn BMecTe
C MHCTPYKUMEN NO NPUMEHEHUIO B MavKy
KapTOHHYIO.
Mo 5 unu 10 6nucTepos no 6 kKancyn BMecTe
C VHCTPYKUUEN MO NPUMEHEHUIO B NavKy
KapTOHHYIO.
Mo 1,2, 4,8 unu 14 6nuctepos no 7
Kancyn BMecTe ¢ UHCTpYKUUel no
NPUMEHEHUIO B NavKy KapTOHHYIO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnloMUHWeEBLIA BNUcTep.
Mo 1,2, 3,5, 6, 9unu 10 6nucrepos no
10 Kancyn BMecTe ¢ MHCTPYKLUUWENA no
NPUMEHEHUIO B NMavKy KapTOHHYHO.
Mo 1, 2, 3,4 unu 7 6nucrepoe no 14
Kancyn BMecTe ¢ MHCTPYKUUett no
NPUMEHEHUIO B NaYKy KapTOHHYHO.

Conforms / CooTBeTCcTBYyeT**

Analysis performed according ND
nn-006953-180122

AHanuz npoeegeH no HA:
Jn-006953-180122

Approval date (dd.mm.yyyy)/aata ogo6penus (oa.mm.rrrr): 21.12.2023

(Signature & Date) Quality Assurance/(MNognucs/aara) oGecneyeHusikadectea: [\ Peaazes

Release by/Beinywero Deputy Qualified Person/; .

(Signature & Date)/(Mopnucs/nata) Macarena Gonzalez : L [' o
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LABORATORIOS LICONSA, S.A.
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\\3 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

C H E I’ T]O 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
NPOAOYKT OME3 kancynbl kKuwe4yHopacTBopumble 20 Mr

CODE

Kkoa 231903

BATCH Manufacturing Date: Expire Date:

CEPU4A LC79342 Oata npoussoactea 10.2023  Topen no 09.2025

TEST /| TECT REQUIREMENT / CNELIU®UKALIUA RESULT / PE3YIIbTAT

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 6nuUcTep M3 anNlOMUHUEBO (G ONLIK.
Mo 5 6nucrepos no 6 Kancyn BMecTe ¢ MHCTPYKLIMEN NO NPUMEHEHUIO B NaUKy KapTOHHYIO,

Approval date (dd.mm.yyyy)/aata ogobpenus (oa.mm.rrrr): 21.12,2023 .

(Signature & Date) Quality Assurance/(Moanuck/nata) obecnevenusikayectea: U pazizZs

Release by/BrinyweHo Deputy Qualified Person/: 7

(Signature & Date)/(lMoanuck/aara) Macarena Gonzélez /L\/
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Manufacturing Site/NpouasopcteeHHan nnowagka: Laboratorios Liconsa, S.A.
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("\\) LABORATORIOS LICONSA, S.A.
(\_) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), EspafialSpain

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

PaspelwieHne Ha BbInyck
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynbl Kulie4yHopacTBOpUMbie 20 Mr

PRODUCT

Kon : 231903 Market : Russia

CODE Homep MA / MA NUMBER : JIM-006953
CEPUSA : LC79342 Jata npouseogctea : 10/2023

BATCH MANUFACTURING DATE

lonen po : 09/2025 Paamep cepum : 12.000 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

Hacroswum s noaTBep¥aalo, 4To AaHHas UHoOpMaLUs SBNSAETCA 4OCTOBEPHOM U TOYHOI. [laHHasn napTus npogykTa
6bina Npov3BeeeHa, BKNOYas YNaKoBKY/MapKUPOBKY M KOHTPONb Ka4ecTBa, Ha YKa3aHHOM HUXe ydacTke (y4yacTkax)

B NONIHOM COOTEBETCTBUU ¢ TpeboBaHuaMKU GMP MecTHoro perynupyrolLero opratHa, cneuyudukauusamu B paspeLieHuu
Ha MapKeTUHr CTPaHbI-UMNOpTEepa U TEXHUYECKUMU cornalleHUsiMU, KOTopble MOryT BbITh 3aKMnoYeHbl, unu gainom
cneuudmkalum npoaykTa Ana Uccnegyembix nekapcTBeHHbIX CPEACTB.

3anucu no obpaboTKe, yNakoBKe M aHanU3y nNapTuM 6LINKU NPOBRepeHbl U NMPU3HAHLI COOTBETCTRYOLWUMU TPeBOBaHUAM
GMP.

MapTun 661na npousseneHa B llaboparopuoc MukoHca SA., a Tam, roe NPpUMeHUMO MUKPOBUONOrM4yecKkoe
uccriegoBaHue,
OHo npoBoauTcA B llabopaTopuu JueBapHe SA.

I 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 micrabiogical test is applicable it is performed
at Laboratorio Echevarne, SA.

g e

J 3
Moanuck u pata / Signature&Date: Macarena Gonzélez
/ Deputy Qualified Person

PervctpaunoHHoe yaoctoeepeHune / Manufacturing Autharization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



