F“*\) LABORATORIOS LICONSA, S.A.
( _ Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
K 19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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
nPOOYKT OME3 kancynbl Kuwe4HopacTtBopumMmelie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81885 Jara npoussogctea 03.2024 ropex po 02.2026
TEST / TECT REQUIREMENT / CNEUW®UKALUAA RESULT / PE3YNIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
ONMUCAHUE Teepable XenaTMHOBLIe Kancynbl pazmepa N°4, Conform / CooTBeTCTBYET
C KpbIWEeYKoW CUHEro LiBeTa U KOpNycom
6enoro UBeTa, cofepxalive cepudeckue
rpaHynbl ot 6enoro Ao noytu 6enoro ¢
MEnTOBaTbIM 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.
OOHOPOOHOCTbL A0O3UPOBAHUA (AV) 3HaueHue AV, paccuutaHHoe Ana 10 kancyn, 10,7

AOMmKHO 6bITh He Gonee 15,0 %.

3HaveHue AV, paccunTtaHHoe ans 30 kancyn,

LOMKHO BBITh He 6onee 15,0 % u cogepxaHue

omenpasona HY B OAHOW Kancyne He JOMKHO

BbIXOAUTL 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).

NMOONMUHHOCTL (B3XX) Bpems yaepXUBaHUs 0CHOBHOTO Conform / CooTReTCTBYET
nuKa Ha XxpomarorpaMmme UcnbITyemoro
pacTeopa [OMKHO COOTBETCTBOBATh
EpeMeHU YAepXMBaHUS OCHOBHOrO MUKa
Ha XxpomarorpaMme CTaHAapTHOro pacTteopa
(pazaen «KonuyecTBeHHOe onpeneneHue»).

~
Approval date (dd.mm.yyyy)/nata onobpenua (oa.mm.rrrr): 30.04.2024 ;"
(Signature & Date) Quality Assurance/(lMoanuck/aarta) obecneveHuskaqecTsa: . L Pl pezcriny
Release by/BuinyweHo Deputy Qualified Person/: O i > 2 v
(Signature & Date)/(lMoanuck/aata) Macarena Gonzalez b=
Manufacturing Site/lpouasoacTeeHHas nnowagka: Laboratorios Liconsa, S.A. Kk\ \ B Pagelctp. 1/5
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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 AHAIIU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
NPOOYKT OMES3 kancynbl Kuwe4vHopacTBopumMbie 20 Mr

CODE

Kon 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC81885 Nata npouseogcrea 03.2024  Tropen po 02.2026

TEST / TECT REQUIREMENT / CNELM®UKALIUA RESULT / PE3YIILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NOONMHHOCTbL B3XX (DAD getexTop)

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 nornoleHus 0CHOBHOrO NUKa, Conform / CooTBeTCcTBYET
CHATBLIA NpKU XpomaTorpacmpoBaHuu
WCMLITYeMOro pacTBopa, 4oMmKeH
COOTBETCTBOBAaTL YP-CNeKTPY NornoweHus
OCHOBHOTO NUKAa, CHATOMY NpK
XpomarorpadgupoBaHuu CTaHAAPTHOTO
pacteopa (pasgen «KonuyecTtBeHHoe

onpepgeneHue»)
WATER Not more than 5.0 %.
BOJOA He 6onee 5,0 % 2,4 %
OMEPRAZOLE ASSAY % 95.0 - 105.0 % of label claim

KONWYECTBEHHOE ONPEAENEHWUE

95,0 - 105,0 % oT 3aABNEHHOro cofepXaHus 100,7 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE OMNPEOENEHUE
MI/KAMNCYINA

19.0 mg/capsule to 21.0 mg/capsule
Ot 19,0 mr/kancyna go 21,0 mrikancyna 20,1 mgl/cap / MI/KATCYINA

DISSOLUTION ACID STAGE

PACTBOPEHME (KucnotHas ctagus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3aABNeHHOro CopepKaHus 0%
C17H19N303S (omenpazona)

yepes 120 MuH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (Bydephan cragus)

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

C17H19N303S (omeprazole) in 30 min.

He menee 80 % (Q) ot 3asaBneHHOro 97 %
cogepxanua C17H19N303S (omenpasona)

yepes 30 MuH.

RELATED SUBSTANCES
POJICTBEHHBLIE NPUMECHK

OMEPRAZOLE CARBOXYLATE
Omenpa3sona kapbokcunart

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

Approval date (dd.mm.yyyy)/nata ogobpeHus (aa.mm.rrrr): 30.04.2024
(Signature & Date) Quality Assurance/(lNoanuce/naTa) obecneveHusaKayecTsa:
Release by/BuinyuwieHo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/naTa) Macarena Gonzélez Q
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- ¢ G




) LABORATORIOS LICONSA, S.A.
(k_j Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
N~ 19200 Azuqueca de Henares (Guadalajara), Espanal/Spain

C H EI I |O Phone: +34 949 34 97 00
Fax: +34 949 26 68 37

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIU3A

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

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81885 Harta npouzeopgcrea 03.2024 Mopen no 02.2026
TEST / TECT REQUIREMENT / CMIELM®UKALINA RESULT / PE3YIILTAT
IMPURITY F not more than 0.2 %
Mpumecs F He Gonee 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
Nwban eguHUYHaA He 6onee 0,2 % <0,1 %
HeupeHTUdUUUpOBaHHan NpuMech
TOTAL IMPURITIES not more than 2.0 %
Cymma npumMeceit He 6onee 2,0 % 0,1 %
LABELING According to ND
MAPKUPOBKA B cootBeTcTBUM ¢ HA. Conform / CoorBetcTByeT
STORAGE Below 25 °C
XPAHEHUE Mpu Temnepatype He Bbilwe 25 °C.
SHELF-LIFE 2 years
CPOK rogHocTH 2 rona.
Approval date (dd.mm.yyyy)/aata ogobpenus (oo.mm.rrrr): 30.04.2024 TREY L2 L) By 2 LI

\

(Signature & Date) Quality Assurance/(lMoanuce/gata) obecneveHusikayecTsa:
Release by/BuinyweHo Deputy Qualified Person/:

(Signature & Date)/(Mopnuck/nara) Macarena Gonzalez i &t —
}/\ = 0 P 5 L L]

Manufacturing Site/lMpouaeopcreeHHas nnowagka: Laboratorios Liconsa, S.A.
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;—“\) LABORATORIOS LICONSA, S.A.
(w Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espanal/Spain

CH E m 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
nPOOYKT OME3 kancynsl kuwe4yHopacTeopumMble 20 mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPU4A LC81885 Oata npouseoactea 03.2024  Topex no 02.2026

TEST / TECT REQUIREMENT / CNELUUPUKALINA RESULT / PE3YIIbTAT

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-PVDCI/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.

YMAKOBKA Mo 5, 6 unu 7 Kancyn B bnuctep U3 Conform / CooTBeTcTBYeT**
anoMUHUeBOI honbru
Mo 2 unu 20 6nucTepoB no 5 kancyn BMecTe
C MHCTPYKUUEN MO NPUMEHEHUIO B MayvKy
KapTOHHYH.
Mo 5 unu 10 6GnucTepor no 6 kancyn BMecTe
C UHCTPYKLUUE MO NPUMEHEHUIO B NayKy
KapTOHHYHO.
Mo 1, 2, 4, 8 unu 14 6nuctepor no 7
Karncyn BMECTe C MHCTPYKLUe no
NPUMeHEHUI0 B NaYKy KapTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AntoMUHUeBbIA BnucTep.
Mo1,2,3,5,6,9 unu 10 6nuctepos no
10 kancyn BMecTe ¢ MHCTPYKUMeW no
NPUMEHEHUI0 B NaYKy KapTOHHYHO.
Mo 1,2, 3,4 unu7 6nuctepoB no 14
Kancyn BMecTe ¢ UHCTPYKUMen no
NPUMEHEHUI0 B NaYKy KaPTOHHYHO.

Analysis performed according ND
1nn-006953-180122

Auxanus npoeegeH no HA:
1n-006953-180122

=,
Approval date (dd.mm.yyyy)/nata ogobpenus (oa.mm.rrrr): 30.04.2024 ,/“?k O ) 2 Yy
(Signature & Date) Quality Assurance/(IMoanuce/nata) obecneveHuskadecTsa: L

Release by/Beinywero Deputy Qualified Person/: s
(Signature & Date)/(Moanuck/para) Macarena Gonzalez ¥/“—

Manufacturing Site/MpoussoncraeHHas nnowaaka: Laboratorios Liconsa, S.A. \f A k e, 0206 5 4',t| Pagelctp.4 /5



(

F‘\\) LABORATORIOS LICONSA, S.A.
u_,) Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo

19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAINU3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPOOYKT OMES3 kancynb! kuwe4yHopacTteopumMsie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUA LC81885 Dara npouzeopcrea 03.2024 Nopen oo 02.2026
TEST/ TECT REQUIREMENT / CNELUW®UKALNA RESULT / PE3YINILTAT
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 6NUcTep U3 aniOMUHUEBOW honbru.

Mo 5 GnucTepos no 6 Kancyn BMecTe ¢ MHCTPYKUUWEW Mo MpUMeHeHUIo B NaYvky KapToHHYH.

Approval date (dd.mm.yyyy)/nata ogobpenus (aa.mm.rrrr): 30.04.2024 /%: ‘ LIL S ) Y

(Signature & Date) Quality Assurance/(lMoanuck/aara) obecneveHusikaqecTsa: 3

Release by/Beinywero Deputy Qualified Person/:
(Signature & Date)/(Moanuck/gata) Macarena Gonzalez
Manufacturing Site/MponasoacTeeHHan nnowagka: Laboratorios Liconsa, S.A.
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’T‘\) LABORATORIOS LICONSA, S.A.

\\3 Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
19200 Azuqueca de Henares (Guadalajara), Espafia/Spain

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

Pa3pelweHue Ha BbINycCK
CERTIFICATE OF COMPLIANCE

nPOAYKT : OME3 kancynbl kuwevyHopacTeopumMele 20 Mr

PRODUCT

Kopn: 231903 Market : Russia

CODE Homep MA / MA NUMBER : IM-006953
CEPUA : LC81885 Nata npouseoactea : 03/2024
BATCH MANUFACTURING DATE

lNonen no : 02/2026 Paamep cepum : 362.160 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacToswum s nogTBep¥aaro, 4To AaHHas MHGOopMAaLUs ABMsSeTCA 4OCTOBEPHOIA U TOYHOM. [laHHan napTusi NpoAyKTa
Gbina npou3BefeHa, BKMoYas ynakoBKy/MapKMpOBKY U KOHTPONb Ka4ecTRa, Ha YKa3aHHOM HUKe y4acTke (y4acTKax)
B MONHOM COOTBETCTEUU ¢ TpeboBaHuaMu GMP mecTHOro perynupyowero oprasa, cneyugukalmamMmu B paspelueHunm
Ha MapKeTWHI CTPaHbLI-UMMNOPTepa U TeXHUYECKUMU COrnaweHUAMY, KOTOpPbIe MOTYT BbITk 3aKMioYeHbl, Unu (rannom
crneuundukauum npoaykrta ans Mccnenyemeix nekapcTBeHHbIX CPEACTR.

3anucu no o6paboTke, ynakoBKe U aHanNMU3y nNapTuu 6bInNK npoBepeHbl U NPU3HaHLI COOTBETCTRYOWMMY TpeboBaHUAM
GMP.

MapTtusa 6bina npouseenexa B NlaGopatopuoc MukoHca SA., a TaM, rae NPUMEHUMO MUKpoBUoNoruyecKoe
uccnegoBaHue,
oHo npoBoauTcs B llabopaTtopun 34yeBapHe 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.

,I’AL, 0205 24

Mopgnuce 1 gata / Signature&Date: Macarena Gonzalez
/| Deputy Qualified Person

PerucTpauvorHoe ygocrosepeHue / Manufacturing Authorization: 3414E
Homep MukoHca GMP / LICONSA GMP Number: ES/085HV1/19





