CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

@
Dr.Reddy's €3
c-coated thblets, 20 mg

Product : Razo®, ente

Mpoaykt: Pazo™, TabneTky, MOKpLIThIE KHIIEYHOPACTBOPUMOi 06010uKOH, 20 MT

Market / Poivox

: Russia/ Poccus

{anuenznn Ne

Batch No. / o Batch Quantity / 1500000 tab /
: C2411391 : -
|Cepns No Pa3zmep cepun 1500000 Tad
Analytical Repovrt No./ . 890001765341 Date of Analysis / . 30/09/2024
AHannTuueckni oTuer Ne Jata anannza
Date of Manufacture / . 07/08/2024 Date of Expiry/ . 31/07/2026
JaTa npoussoacrea I'onen no -
Mfg. License No. /
IlpousBoacTBeHnasn 1 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

IAnalysis performed according ND No / Auanus nposeaen no HJ Ne: JITI-Ne(004603)-(PT'-RU)-130224

Page 1 of S/ Crp. 1 m35

Result / PesyabTaThl

Specification / Hopma

Round, biconvex, yellow coated tablets
imprinted "RB20" with red ink on the
one side. White tablet core on cross-
section. / Kpyrible, 1BOSKOBLINYKIbIE
TabaeTky, NOKPbITEIE 0060109KOH
sKeJITOro LBETA C MapKHPOBKOH
kpacHoro ugeTa «RB20» nHa onHoH
ctopoHe. Ha nonepeyHom paspese aapo
Oejoro LBeTa.

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. /
Kpyrable, ABOSKOBBINYK/ble TAOJETKH, NOKPLITHIE
000104KOH OT CBETI0-KENTONO 10 JKENTOTO LIBETA
¢ MapKHpoOBKOH kpacHoro ueeta «RB20» Ha oaHoil
cTopoHe. Ha nonepeunom paspese aapo ot 6enoro
110 1104TH Oenoro uBeTa.

Ne | Test / Ilokaszatens
1 | Appearance / Onucanne
2 | Identification By HPLC /

HNapentuduxauns BIXKX

3 | Average weight/
Cpeansis macca

Complies as prescribed /
CoorBercTByeT TpeGoBaHHSAM

©210.62mg/210,62 Mr

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)KUBAHHUSA OCHOBHOTO MUKa Ha
XpOMaTorpamMMe UCTILITYEMOTO pacTBOpa JAOJIXKHO
COOTBETCTBOBATH BPEMEHH YAEP/KUBAHHA
OCHOBHOTO MHKA Ha XpOMATOrpaMMme pacTaopa
cTaHlapTHOro obpa3ua pabenpazona HaTpHs
(paznen «KonuuecTBeHHOE onpeneneHmes).

| 212.68 mg £ 5 % (202.05 t0 223.31 mg) /

212,68 Mr£5 % (ot 202,05 mr no 223,31 mr)

Remarks : The Product confirms to ND/
ITpumeuanne: ponykt coorBetcTBYET Tpedosanmsm HJI

Conclusion : APPROVED /
3axsouenne: OJJOBPEHO

Prepared by / A Checked by / /2 _ == | Approved by: Manager/Executive /
Tloarorosnexo: A{?—%&#/{F ﬂposepeHo:ﬁ;" ‘:’#ﬁ/ OnodpeHo: MeHnenxkep / PykoBoaurenb
; . / - = |"%!

Date / W C} Date / Date /
DLl ~0q 9074 R
Hara: ECJ C‘? 2 Jara: ‘2 o-ce P Jarta: 304 o




Dr.R

CERTIFICATE OF ANALY

SIS

CEPTUDPUKAT AHAJIN3

A

Product : Razo'
Mpoayx™: Paso’

. entefic-coated Giblets, 20 mg
. TAGHETK I, TIOKPLITEIC KHWEYHOPACTEOPHNOH 050n0uKo#H, 20 M

Market / Prinox

: Russia / Poccus

Batch No./ . 2411391 Batch Quantity / . 1500000 tab/

|Cepusa N2 ) Pasmep cepun " 1500000 Tad

Analytical Repovrt No./ . 390001765341 Date of Analysis / . 30/09/2024
AnanntTHyeckuii oruer No JlaTa ananu3sa

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

JlaTta nponipoacTtea T'oaen no -
Mfg. License No./

Ipoussoicreensasn : 59/RR/AP/9T/F/R MA number: / Homep PY : JHI-Ne(004603)-(PT-RU)
anuensust Ne

Analysis performed according ND No / Ananns nposeacen no HI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page2 of 5/ Crp.2 u35

PoacrBeHnble npumMecH

4 | Dissolution / PacrBopenne Unit-1/Exunnua-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eaununa-2 2% 10 % of C13H29N303SNa (Rabeprazole sodium) label
Unit-3/Enunnua-3 3% claim in 2 h. / B 0,1 M pacrsope
Unit-4/Enununa-4 29, XJIOPUCTOBOAOPOAHOH KUcnoThl — He Oonee 10 % oT
Unit-5/Eqnnuna-5 [ 30, HOMMWHaJBHOTO COAEp KaHUA CisH20N303SNa
Unit-6iEnnninal6 | 6 % (pabemnpazon HaTpus) uepes 2 4.
Average / Cpean. 3nauenue: 3% - B I
Unit-1/Enunnnna-1 89 % In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/EnnHnua-2 90 % CisH20N303SNa  (Rabeprazole sodium) label claim
Unit-3/Eaunuua-3 90 % in 60 min./ B 6ydeprom pacteope pH 8,0 — He menee
Unit-4/Enunuua-4 93 %, 75% (Q) OT HOMMHAIBLHOFO  COLEPXKAHHS
Unit-5/Eaynuna-5 93 9%, CisH20N303SNa (pabenpazon natpus) uepe3 60 MHH.
Unit-6/Eannnua-6 91 %
Average / Cpenn. 3Hauenue: 91 %
5 | Related Substances /

Rabeprazole N-oxide/
PaGenpa3zona N-okcua

Rabeprazole Sulfone/ Pabenpazona
cynbdoH

}iabeprazole Methoxy analog/
PabGenpazona METOKCH aHanor

Rabeprazole Chloro analog/
PaGenpazona xsiopo ananor

Rabeprazole Sulphide/
Pabenpazona cynbdun

| Rabeprazole Related compound A/
PaGenpa3ona poacTBeHHas

Not detected / He obHapyskeHa

0.12%/0,12%

Not detected / He obHapykena

Not detected / He oBHapyxeHa

Less than LOQ (LOQ: 0.027 %)/
Huxe npenena KoTM4ECTBEHHOTO
onpenenenuns (ITKO: 0,027%)

Not detected / He oOHapyxkeHa

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

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

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

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

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

L

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

npumecs A
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
I pumeuanne: [poaykT cooTBeTCTBYET TpedoraHusam HJI 3akmouenne: OJJOBPEHO
~ /""
Prepared by / Checked by / i 2 ~ Approved by: Manager/Executive /
[Toarortosneno: 4‘( L" u [J A Iposepeno: / ;3:-// OnobpeHo: Menemkep / PykoBoatitens
t-
Date / Date / Date /
200q-¢ 200618
Jara: 20 ~O$ “w q’\ Jara: Z G-2024 JNara: AT




Dr.Reddy’s €z¢

CERTIFICATE OF ANALYSIS

CEPTUOHUKAT AHAJIN3A

-~ w
Product : Razo®, enteric-coated tablets, 20 mg
| MponykT: Pazo®, TaGneTk, NOKpbITbIE KHLIEYHOPACTBOPUMOI 060s10uKoil, 20 Mr

Market / Poinok

: Russia / Poccns

Batch No./ . C2411391 Batch Quantity / 1500000 tab/

Cepns Ne ) Pazmep cepun © 1500000 Tab

Analytical Repourt No./ . 890001765341 Date of Analysis / . 30/09/2024
AHaanTivecKuii oTyeT No JaTta anannza o

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

JlaTa nponssoacTna T'open no

Mfg. License No./

IpoussoacTBeHHAas! : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)
nnuen3nsa Ne

Analysis performed according ND No / Anann3 nposegen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page3 of S/ Crp.3 m35

|Rabeprazole Related compound C/
Pabenpasona poncreenHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / [lpumecs npu RRT
1,37 (macca m/z=310 umupaazon)

Specified Impurity at
about RRT 1.51
(Mass m/z=458 Benzo

imidazole adduct) / Ipumecs npn
RRT 1,51 (macca m/z=458
OeH3zuMunazona aanyKT)

Individual unidentified impurity /
Enunnynas
HEHIEHTH(PHUHMPOBAHHAS NPUMECh

Below LOD (LOD = 0.02 %) / Huxe
npenena obnapyxenus (IO = 0,02 %)

Not detected / He obGHapysxeHa

Not detected / He oGHapyxkeHa

Below BDL (BDL= 0.1 %) / Huxe
nopora peructpauuu (ITP 0,1 %)

Not more than 0.5 % / He Gonee 0_,5 %

Not more than 0.5 % / He Gonee 0,5 %

Not more than 0.5 % / He Gonee 0.5 %

Not more than 0.2 % / He Gonee ()_,2 Yo

Total impurities / Cymwma
npumeceil

01%7/0,1%

Not more than 2.0 % / He Oonee 2,0 %

6 |Residual Solvents content /
OcTaToyHbie OpraHiyecKne
pacTeBopuTenn

1568 pg/tab / 1568 MKr Ha TabneTky

7 |Uniformity of dosage units /
OnHOPOAHOCTH J03HPOBAHHbIX
|eananu

33/33

oonee 15,0.

8 | Microbiological purity*/ Muxpodnosnornueckas yncrora®

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr cootseTcTBYeT TpedoBaHHsaM HJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / " Checked by /< e <" | Approved by: Manager/Executive /

[Noaroroenexo: [Mposepene? 7 2= Opnobpeno: Menen:kep / Pykosoantens
Zs =7 »

Date / 20 ' Date / R0 o)z | Date/ G -0l

Hara: %(09 JaTa: "4 JaTta: 0-09 u

Isopropanol — not more than 2621 pg per tablet /
Hzonponanon — He 6onee 2621 MKkr Ha TabneTky

Aceptance value (AV) should be not more than 15.0.
/ TlokazaTtens npuemaemocty (AV) nonkeH ObiTh HE




CERTIFICATE OF ANALYSIS

CEPTHD®UKAT AHAJIM3A

entefic-coated

Product : Razo®,
NpoaykT: Pazo®

ablets, 20 mg
. TAOJIETKI1, IOKPBITbIE KHLWIEYHOPACTBOPHMOI 0donoukoii, 20 mr

Market / Poinok

: Russia / Poccus

1500000 tab /

JuueH3un No

Batch No./ ] Batch Quantity / ‘

Cepnst Ne AL Paszmep cepun © 1500000 Tad

Analytical Repovrt No./ . 890001765341 Date of Analysis / . 30/09/2024

Anaantndeckuii otuer Ne JlaTa anannza o
Date of Manufacture / . 07/08/2024 Date of Expiry/ . 31/07/2026

Jdata nponssoacTaa T'onen o - -
Mfg. License No. /

Npon3soacTeeHHast : 59/RR/AP/9T/F/IR MA number: / Homep PV : JHI1-Ne(004603)-(PT-RU)

Analysis performed according ND No / Anaan3z nposeacu no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page4 of 5/ Crp. 4 m35

a) Total aerobic microbial count /
Obwee yucno aspoOHLIX
MHKPOOPraHU3MOB

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

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

b) Total combined yeasts and
mould count / OGuiee yucio
JPOXKIKEBBIX W [JIECHEBBIX TPUOOB

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

Not more than 100 CFU/g /
He donee 100 KOE/r

.c)—E.co]i

Absentin 1g/
OtcyrcrByer B 1r

Shall be absent in 1g /
JlonKHBI OTCYTCTBOBATbL B 1 T

9 |Assay/ KonmnuecTBennoe
onpeaeseHne

19.5mg/ 19,5 mr

18.0 to0 22.0 mg of C,sH2oN303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr a0 22,0 mr C;sHyoN3;03SNa
(pabenpazon narpus) (ot 90 oo 110 % ot
HOMMHANBLHOTO CoMepKaHus) B TabNIETKE.

10 |Packaging / Ynakopka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Ilo 15
Ttabnetok B 6nucrepe w3 (TIBX/AJI/TIA)
donsry / antoMuHueBoi gonbru. 2
HaHcTepa BMECTE C TMCTKOM-
BKJAbIIIEM B TAUKY KAPTOHHYIO

| 15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Tlo 15 Tabnerox B OnucTepe H3
(MBX/AJI/TTA) dhonbri / antoMunuesoi poneru. o
1 unn 2 dancTepa BMecTe € IMCTKOM-BKIAAbILLIEM B
NAUuKy KapTOHHYO,

Remarks

: The Product confirms to ND/
Tpumeuanne: Ilpoaykr coorseTcTBYET TpeGoBaHHaM HJT

Conclusion : APPROVED /
3axkmouenue: OJJOBPEHO

Jlata:

P
Prepared by / Checked by //—7 ?I/Approved by: Manager/Executive /
TTonroroBneHo: [TposepeHo: ‘] OnodpeHo: Menenxep / Pyxosoaiirens
F=
7 — 7
Date / ] ,)/a}}]* Date / 80,{/-(7‘ — ) 4 Date/ 300y,

JHara:

Jata:




. (4 CERTIFICATE GF ANALYSIS
CEPTUOUKAT AHAJIN3A

- Dr.Reddy’s Q

Product : Razo® entenc coated tablets, 20 mg

TlpoaywT: Pazo®, Tabnerkn, [MOKPBITLIC KMUIEHHOPACTBOPHMOH oGonoukoit, 20 mr o ]
Market / Prinox : Russia / Poccust

Batch No. / i ~ [Batch Quantity / 1500000 tab /

Cepnsi No T Pasmep cepiin " 1500000 Tad

Analytical Repovrt No./ . 890001765341 Date of Analysis / . 30/09/2024

AHaauTHUecKHii oTyeT No [AaTa anannza B

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

JlaTa npou3BoacTBa Toaen po B | |
Mfg. License No./

IIponszBoacTeennas : 59/RR/AP/97/F/R MA number: / Homep PY : JITI-Ne(004603)-(PT-RU)

auueH3ns Ne

Analysis performed according ND No / Anaans nposeaen no 173 Ne: JITT-Ne(004603)-(PI'-RU)-130224

PageSof 5/ Crp.Su3 5

API name / Hanmenopaniie AQC: 1 Rabeprazole le sodium / Pabenpazon HaTpUs
INN/MHH: | - Rabeprazole / Pabenpazon
API manufacturer batch number /
Homep cepun nponzsoanteast AQC: ACQHO004474, ACQH004475 -
FP Manufacturer API Batch number /
Homep cepun cyGeTanumn FCRA00071, FCRA00108
npouspoanTtenas IJID:
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Ilponzeoantens A®C, crpana: A-p Peanu’c Jladopatopuc Jlta., Unons.
Name,addressauthoszatlon N ok FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
FP manufacturing site / Control site / A .
Rel ite / Bachupally (Mandal), Medchal-Malkajgini (Dist.), Telangana , India
I (License No S9/RR/AP/97/F/R)

HanmenoBaHue, agpec 4 HoMep JIHIEH311H

Y MpoizBoacTBCHHOE noapazaeneHue - 3, yuactkn Ne 41, yactb 42, uacts 45 1 yacThb
T1OLANKH, Ocz'meCTBJIHIOUIeM 46, Bauynanmu (Bunnank), bauynannu (Mannan), Menuan Mankamkrupu (JIycr.),
B s e e wat Tenanrana, Uunus (Jlnuensus Ne 59/RR/AP/97/F/R)
kxayecTsa/Buinycx 1D /

Declaration of certification: <« 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».

3akJIl0ueHHe 0 COOTBETCTBIN: «HacToswmm s NoATBCP/KAAKD, UTO NPUBEASHHAS Bblle HHGOPMALMs SBASETCS NOCTOBEPHOI M TOUHOM,
DTa cepusi NPOAYKUHH NpoH3BeaeHa (BKIOUAs YNAKOBKY (MapKMPOBKY) H KOHTPONb KayeCTBa) Ha BbllIeyKa3aHHON NPOW3BOACTBEHHOM
niouyanke (TioLnaakax) B MOJHOM COOTBETCTBHI ¢ TpedoBaHMAMH [1paBHi Haaie/kalleH NpoH3IBOACTBEHHON NpakTHKW EBpazuiickoro
akoHomHuueckoro corza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) v TpeGOBaHHAMH KOHTPOJIS KauecTBa JIeKapCTBEHHBIX
CPEJICTB, a TAKKE B COOTBETCTBHM CO CMELIIPHKALIISNIL, COACPKALIMMMUCA B PErHCTPALHOHHOM JI0Che CTPaHbI-MMMopTepa. 3anucu mno
TIPOU3BOACTBY, YITAKOBKE W AHAIH3Y MPOBEPEHbI, M YCTAHOBACHO HX COOTBETCTBHE TpedosaHiam [IpaBun Haaneskalei nporu3BoacTBEHHOM
npakTHkKU EBpasniickoro 5KOHOMHYECKOT0 COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: I[IponyKT cooTBeTCTBYET TpedoBaHiiam HJJ 3akaouenne: OJOBPEHO
e 1
Prepared by / y Checked by / —=2 {_1_ ;; Approved by: Manager/Executive /
[TonroTorneHo: % [posepeHo,~ ‘;7] - OnodpeHo: Menemkep / PykoBoautens
L {2

Date / (O? L@% Datc / g()@(/ 720)4 Date / 3000214 J

Jara: Jara: Jara:




