(,’:\\) LABORATORIOS LICONSA, S.A.

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

o
C H 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
nPoayKT OMES3 kancynbl Kuwe4vyHopacTBopumsie 20 mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPUSA LC80540 Oata npouseoactea 01.2024  Topen no 12.2025
TEST / TECT REQUIREMENT / CNELMDUKALIAA RESULT / PE3YIbTAT
APPEARANCE Hard gelatin capsules No.4 with blue cap
and white body containing white to
off-white with yellowish tint spherical
granules.
OMUCAHWE Teepable WenaTUHOBLIE Kancynbl pazmepa N°4, Conforms / CooTBeTcTBYET
C KpbIWeYKoi CUHero yBeTa U Kopnycom
6enoro LBeTa, coaepxalime cepuyeckme
rpanynk! ot 6enoro Ao noutu 6enoro ¢
JENTOBaTLIM OTTEHKOM LBeTa.
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.
OHOPOOHOCTb OO3UPOBAHUKA (AV) 3HaveHue AV, paccyutaHHoe gna 10 kancyn, 7.7

DOMKHO BbITh He Bonee 15,0 %.

3HaveHue AV, paccuuTaHHoe ana 30 kancyn,

OomkHo bbITk He Bonee 15,0 % u cogepxaHue

oMenpa3sona HY B OHOM Karncyrne He JOoMKHO

BbIXOOWTL 3a npenenk! 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).
MOANUMHHOCTL (B3XKX) Bpems yaepXuWBaHUs OCHOBHOro Conforms / CooTBeTcTBYET
NUKa Ha XpomMartorpamme HCHbITyBMOFO
pacTeopa OOMKHO COOTBeTCTBOEAThL
BpeMéeHU yaepXXMBaHUA OCHOBHOIo nukKa
Ha XpomMmaTtorpamme CTaHAapTHOro pacTteopa
(pazpen «KonuyecTeeHHOE onpefeneHuey).

Approval date (dd.mm.yyyy)/naTta ogobpenus (ag.mm.rrrr): 01.03.2024 ‘
(Signature & Date) Quality Assurance/(Toanuck/aata) ofecnevenusikadectsa; M O 1. <1 £
Release by/BuinyuieHo Deputy Qualified Person/: {

(Signature & Date)/(Moanucs/aara) Macarena Gonzalez N
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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 AHAIIUA3A

PRoODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOyYKT OME3 kancynbl KuwevyHopacTBopuMbie 20 mMr

CODE

Koo 231903

BATCH Manufacturing Date: Expire Date:

CEPUA LC80540 Oarta npoussoanctea 01.2024 Fopen no 12.2025

TEST/ TECT REQUIREMENT / CNNELUDPUKALINA RESULT / PE3YNILTAT

OMEPRAZOLE IDENTIFICATION HPLC (DAD
detector)

NMOANUMHHOCTbL B3XKX (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 nornoljeHusi OCHOBHOro Nuka, Conforms / CooTBeTCTBYET
CHSITLIA NpU XpomarorpadupoBaHuu
UCMbLITYEMOro pacTBopa, 4omKeH
COOTBETCTBOBaTL Y®-CNeKTpy nornoijeHusn
OCHOBHOrO NUKa, CHATOMY MpHU
XpomarorpadupoBaHuu cTaHgapTHoOro
pactBopa (pa3gen «KonuyecteeHHoe
onpeferneHue)

WATER
BOOA

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

OMEPRAZOLE ASSAY %
KONWYECTBEHHOE ONPEQENEHUE

95.0 - 105.0 % of label claim
95,0 - 105,0 % oT 3asBNEHHOro cogepXxaHusa 100,1 %

OMEPRAZOLE ASSAY MG/CAPSULE
KONWYECTBEHHOE ONPEQENEHUE
MI/KAMCYINA

19.0 mg/capsule to 21.0 mg/capsule
OT 19,0 mr/kancyna go 21,0 mr/kancyna 20,0 mg/cap / MI/KATNCYNA

DISSOLUTION ACID STAGE

PACTBOPEHUWE (KucnotHana cragus)

Not more than 10 % of label claim of

C17H19N303S (omeprazole) in 120 min

He 6onee 10 % oT 3asABnNeHHOro coaepxaHus 3%
C17H19N303S (omenpazona)

yepes 120 MUH

DISSOLUTION BUFFER STAGE

PACTBOPEHUE (BydepHas cragun)

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

C17H19N303S (omeprazole) in 30 min.

He meHee 80 % (Q) oT 3asBneHHoro 94 %
copepxanus C17H19N303S (omenpa3sona)

yepes 30 MuH.

RELATED SUBSTANCES
POACTBEHHBIE MPUMECHU

OMEPRAZOLE CARBOXYLATE
Omenpazona kapbokcunart

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

Approval date (dd.mm.yyyy)/nara ogobpexus (aa.mm.rrrr): 01.03.2024
(Signature & Date) Quality Assurance/(Moanucs/gata) obecnevyeHusikauectaa: bf O 1. O5 A

Release by/Beinywiero Deputy Qualified Person/:

(Signature & Date)/(lMoanuck/pata) Macarena Gonzalez / w )
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) LABORATORIOS LICONSA, S.A.
k') Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
ot 19200 Azuqueca de Henares (Guadalajara), Espaiia/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
nPoayKT OME3 kancynbl kMweyHopacTeopumMbie 20 Mr

CODE
Kon 231903
BATCH Manufacturing Date: Expire Date:
CEPK4A LC80540 Dara npouzeopctea 01.2024 Nopen no 12.2025
TEST/ TECT REQUIREMENT / CMELM®UKALWA RESULT / PE3YINIBTAT
IMPURITY F not more than 0.2 %
Mpumecs F He Gonee 0,2 % <0,1 %
IMPURITY G not more than 0.2 %
Mpumect G He 6onee 0,2 % <0,1 %
ANY INDIVIDUAL UNIDENTIFIED not more than 0.2 %
IMPURITY
Mioban equHUYHaRA He 6onee 0,2 % <0,1 %

HeMneHTM(hMUMpOBaHHaﬂ npuMechb

TOTAL IMPURITIES not more than 2.0 %

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

LABELING According to ND

MAPKUPOBKA B cootBetcTBuu ¢ H. Conforms / CooTBeTCTRYET
STORAGE Below 25 °C

XPAHEHME Mpu TemnepaTtype He Bbilwe 25 °C.

SHELF-LIFE 2 years

CPOK rogHOCTU 2 ropa.

Approval date (dd.mm.yyyy)/nata ogobpexus (ag.mm.rrrr): 01.03.2024

(Signature & Date) Quality Assurance/(Mognuce/gara) obecnederusakadectea: VP O O ) 14
Release by/Beinywero Deputy Qualified Person/: /[
(Signature & Date)/(Moanuce/nara) Macarena Gonzalez
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,’:\\) LABORATORIOS LICONSA, S.A.

\J Avda. Miralcampo, N° 7, Pol. Ind. Miralcampo
o~ 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 AHAIIA3A

PRODUCT OME PREMIUM 20MG X 30CAP DR REDDYS RU
nPoOykT OMES3 kancynbl kuwe4yHopacTBopUMble 20 Mr

CODE
Kon 231903

BATCH Manufacturing Date: Expire Date:
CEPUA LC80540 Nara npoussoactea 01.2024  Togen no 12.2025

TEST / TECT REQUIREMENT / CNELUA®PUKALIAA RESULT / PE3YINIbTAT

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.

YMNAKOBKA Mo 5, 6 unu 7 kancyn B 6nucTep ua Conforms / CooTBeTcTBYET™
anoMuHueBol donkru
Mo 2 unu 20 6nucTtepoe no 5 Kancyn BMecTe
C UHCTpPYKL el NO NPMMEHEHUIO B NaYKy
KapTOHHY0.
Mo 5 unu 10 6nucTepor no 6 kKancyn BMecTe
C UHCTPYKUMEN Mo NPUMEHEHUIO B MaYKy
KapTOHHYHO.
Mo 1, 2,4, 8 unu 14 6nuctepoB no 7
Kancyn BMecTe ¢ UHCTPYKUUKel no
MPUMEHEHUI B NaYKy KAPTOHHYHO.
Mo 10 unu 14 kancyn B NBX-N3-NBOX/
AnOMUHUEBLIA BnucTep.
Mo 1, 2, 3,5, 6,9 unu 10 6nuctepor no
10 Kancyn BMecTe ¢ MHCTPYKLUMel no
NPUMEHEHUIO B NaYKy KaAPTOHHYHO.
Mo 1,2, 3,4 unu 7 6nuctepos no 14
Kancyn BMecTte C MHCprHL[MBFl no
npyuMeéHeHWH B NaYKy KapTOHHYH.

Analysis performed according ND
1nn-006953-180122

AHanua npoeegeH no HL:
In-006953-180122

Approval date (dd.mm.yyyy)/nata ono6penus (aa.mm.rrrr): 01.03.2024

(Signature & Date) Quality Assurance/(Moanuce/para) obecnevenusikadecrsa:  Juf O (. OL LY

Release by/Buinywexo Deputy Qualified Person/:

(Signature & Date)/(Moanuck/aaTta) Macarena Gonzalez AL =
M 00321
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LABORATORIOS LICONSA, S.A.

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

CH EI i '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
nMPOOYKT OMES3 kancynbl kuwe4yHopacTBopumble 20 Mr

CODE
Kon 231903

CEPUA  LC80540

BATCH Manufacturing Date: Expire Date:
DNata npousesoactea 01.2024  Topen oo 12.2025

TEST / TECT REQUIREMENT / CNELA®UKALINA

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 6nvMcTep M3 antoMUHUEBOW honbru.
Mo 5 6nucTepoB No 6 Kancyn BMecTe ¢ MHCTPYKLUMEW Mo NPUMeHEHUIO B NaYky KapToHHYH.

Approval date (dd.mm.yyyy)/nata ogobpenus (ga.mm.rrrr): 01.03.2024
(Signature & Date) Quality Assurance/(lMognuck/nata) obecneyeruskadecrsa: i [ © {. =3 L%
Release by/BuinyuieHno Deputy Qualified Person/:

(Signature & Date)/(Mognuck/gaTta) Macarena Gonzalez 'L

T /N O 03.7
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,Zﬂ) 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

PaspeweHue Ha BbINYyCK
CERTIFICATE OF COMPLIANCE

MPOAYKT : OME3 kancynbl kuwe4yHopacTBopumMsie 20 mr

PRODUCT

Kop : 231903 Market : Russia

CODE Homep MA / MA NUMBER : INM-006953
CEPUA : LC80540 Darta npoussoactra : 01/2024
BATCH MANUFACTURING DATE

lopen no : 12/2025 Pazmep cepuu : 145.296 UN
EXPIRY DATE BATCH SIZE

OMEZ capsules enteric-coated 20mg

HacTosiLum 51 nogTRep¥Aalo, YTo AaHHas uHdopMalvna SBNAETCHA AOCTOBEPHOW U ToYHONW. [laHHas napTus npogykTa
6bina NpousBefeHa, BKNOYas yNakoBKY/MapKUPOBKY U KOHTPONb Ka4yecTBa, Ha YKa3aHHOM HUXKe y4yacTke (y4YacTkax)
B NOMTHOM COOTBETCTBUM C TpeboraHuaAMu GMP mecTHOro perynupyrollero opraHa, crneuudpukayuaMmmn B paspeLieHum
Ha MapKeTUHT CTPaHLI-MMMNOPTEPa U TEXHWYECKUMU COrNalleHUs MU, KOTOPLIE MOTYT BbITk 3aKNKYeHsl, UNu ainom
cneuudpukauuu npoaykra ansa Ucenesyemeix nekapcTeeHHbLIX CpeacTs.

3anucu no o6paboTKe, ynakoBKe U aHanNM3y NapTuu 6LINY NPOBepeHkl U NPU3HaHLI COOTERETCTRYIOLUMU TPpeGOBaHUAM
GMP.

MapTus 6bina npousBegeHa B Jlabopatopuoc JIukoHca SA., a Tam, rae NnpUMMeHMMO MUKpoBUonoru4ecKoe
uccnegoBaHue,
OHo npoBoguTcs B JlabopaTopuu 34eBapHe 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 Autharity, 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.

/ /\' f)u 034

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

PeructpauuoHHoe yaoctosepeHue / Manufacturing Authorization: 3414E
Homep JlukoHca GMP / LICONSA GMP Number: ES/085HVI/19



