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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg

HMpoxyicr: Pa3o™, Tabnerkn, NOKpbIThIE KHILIEYHOPACTBOPHMO# 060IOUKOMH, 20 Mr

Market / Poinok : Russia / Poccus

Batch No. / . 2413553 Batch Quantity / : 1500000 tab /

Cepun Ne Pazmep cepin 1500000 Ta6

Analytical Repovrt No./ . 890001768384 Date of Analysis / . 16/10/2024
AHAIMTHYECKMI OTYeT No Jdata ananansa

Dat.e of Manufaci%ure / . 24/08/2024 ]Date of Expiry / . 31/07/2026

JlaTra npouzsoacTsa Topen o

Mifg. License No. /

IIpousBoacreennas : 59/RR/AP/97/F/R MA number: / Homep PY : JIIT-Ne(004603)-(PT-RU)
Jnuensus Ne

Analysis performed according ND No / Auaans nposexen no H Ne: JITI-Ne(004603)-(PT-RU)-130224

Page 1 of 5/ Crp.1 n35

Ne Tes

t / IlokazaTeas

Result / PesyasTaTsl

Specification / Hopma

1 | Appearance / Onucanue

Round, biconvex, yellow coated tablets
imprinted "RB20" with red ink on the
one side. White tablet core on cross-
section. / Kpyriibie, 1BOSIKOBBIMYKIIbIE
TabeTKH, MOKPBIThIE 0GONOUKO
JKENTOro UBEeTa ¢ MapKUpOBKOM
KkpacHoro ugera «RB20» na ogHoit
cropoHe. Ha nonepeutom paspese snpo
6enoro pera.

Round, biconvex, light-yellow to yellow coated
tablets imprinted “RB20” with red ink on one side.
White to off-white tablet core on cross-section. /
Kpyrnble, 1BOAKOBBIMYKbIE TaOIETKH, NOKPBITHIE
060J104KOM OT CBETIIO-XKENTOTO A0 KENTOrO LIBETA
C MapKHUpPOBKOH KpacHoro LBeTa «RB20» Ha onHO#
cropone. Ha nonepeynom paspese siapo ot 6e10ro
JI0 TTOYTH 6esioro 1BeTa.

2 | Identification By HPLC /
Haentudpuxanns BIXKX

Complies as prescribed /
CooTBeTCTBYET TpeOOBaHUAM

The retention time of major peak in the
chromatogram of test solution should correspond
to the retention time of major peak in the
chromatogram of Rabeprazole sodium reference
standard solution (section Assay). / Bpems
YAEP)KHBAHUsT OCHOBHOTO MKMKa Ha
XpOMAaTOrpaMmMe HCTILITYEMOTO PacTBOpa JOJHKHO
COOTBETCTBOBATH BPEMEHH YICP>KUBAHHSA
OCHOBHOTO NHKa Ha XpOMarorpaMme pacTBopa
cranaapTHoro obpasia pabenpasosia HaTpHs
(pazpen «KonnuecTBEHHOE OMNpeeNeHue»).

3 | Average weight /
Cpeansisi Mmacca

206.79 mg / 206,79 mr

212.68 mg £ 5 % (202.05 to 223.31 mg) /
212,68 mr+ 5 % (ot 202,05 mr g0 223,31 mr)

4 | Dissolution / Pacrsopenne Unit-1/Emunuua-1 2% In 0.1 M hydrochloric acid solution — not more than
Unit-2/EpuHuna-2 2 % 10 % of C13H20N3;03SNa (Rabeprazole sodium) label
Unit-3/Enunnna-3 2% claim in 2 h. / B 0,1 M pacrsope
Unit-4/Egunmua-4 4% XJIOPUCTOBOAOPOJHOH KHCAOTEl — He 6ornee 10 % ot
Unit-5/Equanna-5 3% HOMWHALHOTO colepKaHus Ci3H20N303SNa
Unit-6/Eqnnniua-6 2% (paGenpaszon HaTpus) yepes 2 u.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Ilpumeuanne: IIpogyxT coorBeTcTByeT TpeGoBanusm HJJ 3akmouenne: OJJOBPEHO

Prepared by / 3 Checked by / Approved by: Manager/Executive /
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Date / [ Date/ Date /
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Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg

Mpoayscr: Pazo”, 1adnerkn, NoKpbIThle KUIEYHOPACTBOPHUMOIT 060110uK0i, 20 Mr

Market / Poinox : Russia / Poccust

Batch No. / . Batch Quantity / . 1500000 tab /

Cepus Ne E (G241 3595 Pasmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001768384 Date of Analysis / . 16/10/2024
Axanurnueckuit oruer Ne JlaTa anaausa

Date of Manufacture / . 24/08/2024 Date of Expiry / . 31/07/2026

Jara npousBoacTsa T'ogen go

Mfg. License No. /

IIpousBoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

JnueH3usa Ne

Analysis performed according ND No / Auamns nposenen no HJI No: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Ctp. 2 u3 5

Average / CpenH. 3nauenue: 3 %

Unit-1/EnpiHuua-1 91 %
Unit-2/E quanna-2 90 %
Unit-3/Eauunna-3 90 %
Unit-4/Enunna-4 92 %
Unit-5/Eaunnna-5 90 %
Unit-6/E quHuna-6 91 %

Average / Cpenn. 3uauenue: 91 %

In buffer solution pH 8.0 —not less than 75 % (Q) of]|
CigH20N303SNa  (Rabeprazole sodium) label claim
in 60 min. / B 6ydepnom pacreope pH 8,0 — He MeHee
75% (Q) OT HOMHWHANBHOTO  CcOmEpXaHUs
C18H20N303SNa (pabenpason HaTpus) yepes 60 Mum.

5 | Related Substances /
PoacTBenHbIe npuMecn

Rabeprazole N-oxide/
Pabenpazona N-okcup

Rabeprazole Sulfone/ PaGenpazosna
cynedoH

Rabeprazole Methoxy analog/
Pabenpazona MeTokcH aHanor

Rabeprazole Chloro analog/
Pabenpaszona xa0po aHanor

Rabeprazole Sulphide/
Pa6enpazona cynsdhun

Rabeprazole Related compound A/
Pa6enpa3zona poacreeHHas
npumech A

Less than LOQ (LOQ: 0.022 %)/
Hinke npenena KOIM4eCTBEHHOTO
onpenenenus (ITKO: 0,022%)

0.08% /0,08%

Not detected / e obnapyxena

Not detected / He obHapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Hwmxe npezena KOMMYECTBEHHOTO
omnpenenenus (ITKO: 0,027%)

Not detected / He oOHapyxeHa

Not more than 0.5 % / He 6osnee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Not more than 0.5 % / He 6osiee 0,5 %

Not more than 0.5 % / He 6osiee 0,5 %

Not more than 0.5 % / He 6osee 0,5 %

Not more than 0.5 % / He 6onee 0,5 %

Remarks : The Product confirms to ND/
IIpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBaHusiM HJJ

Conclusion : APPROVED /
3axmouenue: OJIOBPEHO

Prepared by / Cy ﬁW Checked by /
[MoaroroBnexo: \é/ ﬂpoaepeno;/f'" N~

Approved by: Manager/Executive /
Onobpeno: MeHemkep / PykosoauTens
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

@o
' Dr.Reddy’s €s¢

Product : Razo®, enteric-coated tablets, 20 mg
MpoaykT: Paso”, radnerii, NOKPLITHE KMIIEYHOPACTBOPHMOW 0601104KO#, 20 Mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / 1500000 tab /

Cepus Ne P C2413353 Pa3mep cepunu " 1500000 Ta6 |
Analytical Repovrt No./ . 890001768384 Date of Analysis / . 16/10/2024

AHajanTHYecKHi oTueT No Jara anaausa

Date of Manufacture / . 24/08/2024 Date of Expiry / . 31/07/2026

HaTa npousBoacTea Toaen go

Mfg. License No. /

IMpoussoacTBeHHan : 59/RR/AP/97/F/IR MA number: / Homep PY : JII1-Ne(004603)-(PT-RU)

JINIeH3Hs1 Ne

Analysis performed according ND No / Anaaus nposeaen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3 of 5/ Crp.3 35
Not more than 0.5 % / He 6onee 0,5 %

Below LOD (LOD = 0.02 %) / Hixe

Rabeprazole Related compound C/
npeaena obnapyxeuust (110 = 0,02 %)

Pa6emnpa3sona poacTeeHHas
npumech C

Not detected / He 0GHapyxeHa Not more than 0.5 % / He 6onee 0,5 %

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TTpumecs npu RRT

1,37 (macca m/z=310 umuaazon)

Specified Impurity at Not more than 0.5 % / He 6onee 0,5 %

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / TIpumecs npn
RRT 1,51 (macca m/z=458
GeH3uMuaasona aanyKr)

Not detected / He o6HapyeHa

Below BDL (BDL= 0.1 %) / Huxe

nopora perucrpaun (ITP 0,1 %) Not more than 0.2 % / He 6onee 0,2 %

Individual unidentified impurity /
EnvnHnyHas
HeuaeHTH(HLNPOBaHHAs TPUMECDH

Total impurities / Cymma 0.1%/0,1% Not more than 2.0 % / He 6onee 2,0 %

npumecei

6 |Residual Solvents content / 1829 pg/tab / 1829 mkr Ha tabnetky |Isopropanol —not more than 2621 pg per tablet /
OcraTo4yHble OpraHuYecKHe Hsonponaxon — He Gonee 2621 MKr Ha TabneTKy
pacTBopuTen

7 |Uniformity of dosage units / 44/44 Aceptance value (AV) should be not more than 15.0.

/ TlokazaTens npuemneMoctH (AV) nomkeH ObITh He

OaHOPOAHOCTH J03HPOBAHHBIX
6onee 15,0.

CANHNLY

Conclusion : APPROVED /
3akawouenue: OJIOBPEHO

Remarks : The Product confirms to ND/

IIpumeuanne: Ilponykr cootsercrayer Tpebosanusm HJT
2.

Prepared by / ,/&V "Checked by / N Approved by: Manager/Executive /
[Toarorosneno: [posepengt T\ —~f OnoGpeHo: Menenep / Pykosoputess
Date / ! — Date / - Date / \} A0 .
Hara: I~to-2924 Hara: A ~(o~2p 2¢ 4| Mara:
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIU3A

Product : Razo", enteric-coated tablets, 20 mg
MpoayxT: Pazo®, Tabnerku, MOKPBITEIE KHLUIEHHOpacTROpHMON odolioukoii, 20 Mr

Market / Pbinok : Russia / Poccus
Batch No. / : Batch Quantity / 1500000 tab /
Cepun Ne P C2413553 Pasmep cepin 1500000 Tab

Analytical Report No. /
AHanuTHueckuii oTyer Ne

: 890001768384

Date of Analysis /
Jdara ananusa

: 16/10/2024

Date of Manufacture /
Jlata npoussoacTsa

: 24/08/2024

Date of Expiry /
Iogen xo

1 31/07/2026

Mfg. License No. /
IIponssoacreennan
JHIeH3Hsa No

: 59/RR/AP/9T/F/R

MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananns nposesen mo M Ne: JITI-Na(004603)-(PI'-RU)-130224

Page 4 of 5/ Crtp. 4 35

8 | Microbiological purity*/ Muxpo6uonornyeckast yncrora*

a) Total aerobic microbial count /
Ofb1uee 4ncno a’spoGHbix
MHKpPOOPTraHHU3MOB

Less than 10 CFU/g/
Memnee 10 KOE/r

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

b) Total combined yeasts and
mould count / O6wee uncno
JPOYMOKEBBIX M FIIECHEBBIX TPUOOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

¢) E.coli

Absentin 1g/
OrtcyTcTByeT B 11

Shall be absent in 1g/
Jlo/mKHbl OTCYTCTBOBATh B 1 T

9 |Assay / KoanuecTBeHHoe
omnpeaeneHune

19.5 mg/ 19,5 mr

18.0 to 22.0 mg of CisH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr g0 22,0 mr CisH20N303SNa
(pabenpazon Hatpus) (ot 90 mo 110 % ot
HOMMHAJIbHOTO COZEP)KaHHUs) B TablleTKe.

10 |Packaging / ¥ nakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / [To 15
Tabnerok B 6nucrepe 3 (IIBX/AJI/TIA)
donbru / amomuHneBoit doneru. 2
fnucrepa BMeCTe C JIMCTKOM-
BKJIaJIbILIEM B [aUKy KapTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / IJo 15 Tabnetox B 6Guucrepe u3
(IIBX/AJI/TIA) donbru / amomusueBoii donsry. Ilo
1 unu 2 6nucrepa BMECTE C JINCTKOM-BKJIaABILIIEM B
MayuKy KapTOHHYIO.

API name / Haumenosauue ADC:

Rabeprazole sodium / Pabenpason Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

Remarks : The Product confirms to ND/
ITpumeuanmne: [Iponykt coorBeTcTBYeT TpedoBanusm HJJ

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / 5 @C"W T Checked by/ Approved by: Manager/Executive /
[Moaroroexo: ;ﬁ’/ HpOBcpeH({)fK_i{ N 7 Onobpeno: Mernemikep f#_ Pyrxosoautess
Date/ —— D Date/ S 10 oM
Jara: L9~to 2026 Jara: A ~ (O ~ 201D ¢ y| Hara: "




‘ - ...' CERTIFICATE OF ANALYSIS
Dr. Reddy s Qe CEPTHOUKAT AHAJIA3A

Product : Razo®, enteric-coated tablets, 20 mg

TTpoaywer: Pa3o”, TaGiaerii. NoKpeIThie KMILIEYHOPACTBOPUMOIF 0GoNouKOH, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . (2413553 Batch Quantity / . 1500000 tab /
Cepus Ne ) Pasmep cepun ' 1500000 Tab
Analytical Repo“rt No./ . 890001768384 Date of Analysis / . 16/10/2024
AHaJuTHYECKHUH oTyeT Ne HarTa anaausa

Date of Manufacture / . 24/08/2024 Date of Expiry / . 31/07/2026
JaTa npousBojacTBa |TogeH a0

Mfg. License No. /

IponsBoacTBeHHasn : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-N2(004603)-(PI'-RU)
JHueH3us Ne

Analysis performed according ND No / Anaan3 nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page 5 of 5/ Crp. Sm3 5

API manufacturer batch number /

Homep cepun npoussogurenst AQC: ﬁggggggggg

FP Manufacturer API Batch number / - -
Homep cepun cybctanuuu ggg‘zgggig

npomssoautens I'JId:

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India

Ipoussoaurear ADC, crpana: I-p Pennu'c JIaboparopwc JIta., Uuaus.

2;1:::;::& l;etis;i3“:;::722::::10;:: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / g Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
HaumeHoBaHHe, aJpec 1 HOMep JHUEH3HH (Ligense No S/RIYARAEIR)

0 » AXP HOMEp Juu [TpousBoacTBeHHOE nMoapasfeneHue - 3, yuactkn Ne 41, qacts 42, yacth 45 u yacthb
niotanicH, ocyl.uecTTBnabloLueu 46, bauynannu (Bunnamx), Basynamim (Manpan), Menyan Mankamxrupu (Jucr.),
TIPOM3BOACTBO/KORTPON wrat Tenaurada, Uuausa (JInuensust Ne 59/RR/AP/97/F/R)
KauyecTBa/Boinyck I'JID /

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labeling and quality control at the above mentioned site(s) in full compliance with the GMP
requirements of the Eurasian Economic Union (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) and requirements to the medicinal
quality and with the specifications in the Marketing Authorization dossier of the importing country. Production, packaging and testing
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established».

3aKil04YeHne 0 COOTBETCTBHM: «HACTOSIINM s MOATBEPXKIALO, YTO MPUBEAEHHAs Bble HHAOPMALINs SBISAETCS JOCTOBEPHOM H TOYHOM.
Ota cepus NPOAYKLMK NpoH3BeaeHa (BKIIFOYAs yrMakoBKy (MapKUPOBKY) M KOHTPOJB Kau€CTBa) Ha BhIIEYKa3aHHOH MPOU3BOACTBEHHOM
nnowanake (niomaaKax) B MoJHOM COOTBETCTBHM ¢ TpeboBaHMsiMu [TpaBui Hamexauleit NpoU3BOACTBEHHOHN NMpakTHKU EBpasuiickoro
sKoHOMHueckoro cotosza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6GoBaHHsMH KOHTPONS Ka4yeCTBa JIEKAPCTBEHHBIX
CPEJCTB, a TAaKXKe B COOTBETCTBHU CO CreUM(HKALMIMH, COREPKAUIMMKUCS B PErMCTPALIHOHHOM [OChE CTpaHbI-HMNOpTepa. 3amucH 110
NPOU3BOJCTRY, YIIAKOBKE 1 aHANIM3y MPOBEPEHBI, W YCTAHOBJIEHO HX COOTBETCTBHE TpebosaHusm [TpaBui Haulexkallei TPOH3BOJCTBEHHOH

TNPAKTUKH EBpaBPIﬁCKOl"O OKOHOMHYECKOTO COKO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanne: [Ipoaykt cooreTcTBYET TpeboBanusiM H/J 3akmoyenne: OJOBPEHO
N

Approved by: Manager/Executive /

Prepared by / 5>O—J Checked by /
IToaroroBneHo: 22 [posepend! 7\ Onobpeno: Menemiep / PykoBogutenb

Date / . Date/ Date / oM
Hara: a0 2024 Jara: (4 ~(0 ~20 24 | Hara: \AA0




