‘Dr.Reddy’s ‘f:‘.

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
Mpojiykr: Pazo®, Tabactkil, MOKPLITHE KHIIETHOPACTBOPHMOH 000a05Koi, 20 Mr
Market / Puinox : Russia / Poccus
Batch No. / . Batch Quantity / . 1500000 tab /
Cepus Ne 2 €2508996 Pazmep cepun ° 1500000 Tab
Analytical Repovrt No./ . 890001826689 Date of Analysis / . 31/07/2025
| ARasuTHYECKHi oTueT Ne Jata ananausa
Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027
|laTa npou3BOACTBA ToneH po
Mfg. License No. /
ITpousBoACTBEHHAS : 59/RR/AP/97/EF/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

auuenszus Ne

Analysis performed according ND No / Anasns nposexex no HJ Ne: JIII-Ne(004603)-(PT-RU)-130224

Pagelof5/Crp.1u35

[ Ne Test / Moxa3aTenan

Result/ Pe3y.m>1;n>|

Specification / Hopma

1| Appear;me / Onucanue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyrible, ABOSKOBBITYKJIbIE
TabNeTku, NOKpLIThiE 060N0uKOMH
CBETJIO-XKEJITOrO LBETa C MapKUPOBKOH
kpacHoro 1Beta «RB20» Ha ogHo#t
cTopoHe. Ha nonepeuHom paspese aapo
6emoro usera.

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. /
Kpyriible, IBOAKOBBINYKJIbIe TaOIETKH, MOKPEIThIE
000JIOUKOI OT CBETNO-KENTOrO 10 XKEJITOro LBeTa
¢ MapKHpOBKO#i kpacHoro useta «RB20» Ha oaHo¥
ctopone. Ha nonepeyHom paspese saapo ot 6enoro
10 mouTH 6enoro BeTa.

2 | Identification By HPLC /
HNaentudpurxanna BIKX

Complies as prescribed /
CooTBeTCTBYET TPeGOBaHHAM

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
YIAEPIKUBAHHS OCHOBHOTO IMHKa Ha
XpoMarorpaMmMe UCIBITYEMOTO PacTBOpa JOMKHO
COOTBETCTBOBATH BPEMEHH YACPKUBAHUS
OCHOBHOT'O ITMKa Ha XpOMAaToOrpaMMe pacTBopa
craHpapTHoro obpasua pabenpasona HaTpHs
(pazmen «KosidecTBEHHOE ONpeneneHne).

3 | Average weight /
Cpennsist macca

210.11 mg /210,11 mr

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

Remarks : The Product confirms to ND/
IIpumeuanue: [IpoaykT cooTBeTCTBYET TpeboBaHusm HJL

Conclusion : APPROVED /
3akmaouenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / )

IToarorosneHo: \ [IposepeHo: &@ Onobpeno: Menemxep / Pykososure] i
Azl

Date / v ~ | Date/ Date / (_
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CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A
[Product : Razo®, enteric-coated tablets, 20 mg S
Opoaykt: Pazo®, TabneTky, MOKPLIThIE KULIEYHOPACTBOPHMO# 060104Ko#, 20 Mr
Market / Poinok : Russia / Poccust
Batch No. / } Batch Quantity / 1500000 tab /
Cepus Ne et Pasmep cepuu " 1500000 Ta6
Analytical Repovrt No./ - 890001826689 Date of Analysis / . 31/07/2025
AHaauTH4ecKHii oTyeT No JlaTa ananusa N ]
Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027
JaTa npoussoacTBa Tlonen g0 o
Mfg. License No. / l
[TpousBoacTBEeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
anueH3nsa Ne -
Analysis performed according ND No / Anasiusz nposenen no HJ{ Ne: JITI-Ne(004603)-(PT-RU)-130224

Page2 of 5/ Ctp.2 35

| 4 | Dissolution / PacTBOopeHne Unit-1/Eannauua-1 0 % In 0.1 M hydrochloric acid solution ~ not more than
Unit-2/Envinnna-2 1% 10 % of C13H20N303SNa (Rabeprazole sodium) label
Unit-3/Epunnna-3 0% claim in 2 h. / B 0,1 M pacteope
Unit-4/Epunnua-4 1% XJIOPUCTOBOAOPOHON KUCIOTB! — He Sanee 10 % ot
Unit-5/E anuuua-5 0%  |HOMHHanbHOrO conepKaHus Ci3sHyoN303SNa
Unit-6/E auHnua-6 2% (pabernpazon Hatpus) uepes 2 .
Average / CpeaH. 3Hauenue: 1 % - ]
Unit-1/Enunnua-1 96 % In buffer solution pH 8.0 — not less than 75 % (Q) of
Unit-2/Enuauua-2 98 % CisHz0N303SNa  (Rabeprazole sodium) label claim
Unit-3/Eaunuua-3 96 % in 60 min. / B 6ydbepHom pactBope pH 8,0 — ne menee
Unit-4/Eaunnua-4 95 % 75% (Q) or HOMHHAIBLHOTO  COAEPIKaHWA
Unit-5/EaunHuua-5 94 % |CisHoN303SNa (pabenpazon Hatpus) depes 60 MuH.
Unit-6/Enunuua-6 95 %
Average / CpenH. 3nauenue: 96 %
5 | Related Substances /

PoacreBeHHbIe npumMecH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/ Pabenpasona
cynbhoH

Rabeprazole Methoxy analog/
Pabenpasona METOKCH aHajior

Rabepr_azole Chloro analog/
PaGenpa3zona xn10po aHaor

'Rabeprazole Sulphide/
Pabenpasona cynbdun

Rabeprazole Related compound A/
Pabenpazosna poacreeHHas
npuMech A

Not detected / e obHapyxeHa

0.10%/0,10%

0.05% /0,05%

Not detected / He o6HapyxeHa

Below LOQ (LOQ = 0.027%) / Huxe
NpezieNa KOMHUECTBEHHOTO OTPEAEAEHHS
(ITKO = 0,027 %)

Not detected / ne obHapyxeHa

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 %

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

Remarks : The Product confirms to ND/
IIpumeuanne: [IpoaykT coorBeTcTBYET TpeboBaHusaM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / o
[ToAroTOBNEHO: [TposepeHo: C@ Opobpeno: Menemxep / I’)-'wmm,ful-rcg}g ¥
Date / "0 20V5 Date / NS Date /
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

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

Opoayxt: Pazo®, TabneTiy, MOKPHITEE KHIIETHOPACTEOPIMOIT 0Don0uKoi, 20 Mr
5 p)

Market / PpiHOK : Russia / Poccns

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

Cepus Ne LS Passep cepun * 1500000 tab B -
Analytical Repourt No./ . 890001826689 Date of Analysis / . 31/07/2025

| Ananurryecknii oTuer Ne JaTa ananauza

Date of Manufacture / . 23/06/2025 Date of Expiry / . 31/05/2027

JlaTa npon3BoOACTBA

|Toaen no

Mfg. License No. /
Tlpou3BoACTBEHHAS
JHuens3us Ne

: 59/RR/AP/97/F/R

MA number: / Homep PY :

JIII-Ne(004603)-(PT-RU)

Analysis performed according ND No / Ananus nposenen no HJI Ne: JIT-Ne(004603)-(PT-RU)-130224

Page3of 5/ Crp.3 w3 5§

Rabeprazole Related compound C/
Pafenpazona poacTBEHHas
npumecst C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TIpumecs npu RRT
1,37 (macca m/z=310 nmuaazon)

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

imidazole adduct) / [Ipumecs npu
RRT 1,51 (Macca m/z=458
GeH3MMMAa30Ma aNLYKT)

Individual unidentified impurity /
Envandnas
HEUJEHTUDHUIIUPOBAHHAS TPUMECE

Below LOD (LOD = (.02 %) / Huxe
npegena obHapyxcenus (IO = 0,02 %)

0.01%/0,01%

Not detected / He obHapykeHa

Below BDL (BDL= 0.1 %) / Hixe
nopora peructpaunu (TP 0,1 %)

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

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

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

Not more than 0.2 % / He 6onee 0,2 %

Total impurities / Cymma
npumeceit

0.2%/0,2%

Not more than 2.0 % / He 6onee 2,0 %

6 |Residual Solvents content /
OcTaTo4HbIe OPraHUYeCKHe
pacTBopHUTEN

1465 pg/tab / 1465 Mxr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hzonponanon — He 6onee 2621 Mkr na Tabnetky

7 |Uniformity of dosage units /
OaHOPOAHOCTH RO3UPOBAHHBIX
eMHMIL

6.2/6,2

Acceptance value (AV) should be not more than
15.0. / Tlokasatens npuemnemoctd (AV) nomxeH
66ITh He 6onee 15,0.

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanusM H/

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / 2
[ToaroroBneHo: [TpoBepeHo: C@ Onobpeno: Menemxep / Pyx(llm,u,l!-u't:{l‘g v
Date / F oy ~10 W Date / L) Date / '
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CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJIM3A
|Product : Razo’ , enteric-coated tablets, 20 mg
Mpoaywir: Pazo”, TaGneTky, NOKpLIThIE KHIWEYHOPAcTBOPUMOTi 0Gostotkoii, 20 Mr -
Market / Peinok : Russia / Poccust
Batch No. / . Batch Quantity / _ 1500000 tab /
Cepus Ne mEDe Pasmep cepnn " 1500000 Tab

Analytical Report No. /

AHAJIUTHYECKHI OTYeT No A NO0RIEO0S)

Date of Analysis /
JaTa ananausa

: 31/07/2025

Date of Manufacture /

Date of Expiry /
T'ogen go

: 31/05/2027

: 23/06/2025
HaTta npou3BoacTBa
Mfg. License No. /
Tpou3BoacTBEHHAR ¢ 59/RR/AP/97/F/R

JUUeH3us No

MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)

[ Analysis performed according ND No / Ananu3 nposeaen o HJI Ne: JITI-N2(004603)-(PT-RU)-130224

Page4of 5/ Crp. 4 u3 5

8 | Microbiological purify;/ MukpoGHojioruyeckast 4ucrora®

a) Total aerobic microbial count /
Ob1ee Uncno aspoOHBIX
MHUKPOOPTraHH3MOB

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

| Not more than 1000 CFU/g /
He Gonee 1000 KOE/r

b) Total combined yeasts and
mould count / O6iee 41cno
JPOXOKEBBIX M MJIECHEBLIX IPHOOB

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

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

c) E.coli

Absentinlg/
OrcytcTByeT B 1T

Shall be absent in 1g/
JIO/KHBI OTCYTCTBOBATh B 1 T

9 |Assay/ KonnuecTBeHHO®
onpegeeHne

19.6 mg/ 19,6 Mr

18.0 to 22.0 mg of Ci1sH20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr o 22,0 mr C1gH20N303SNa

(pabenpazon natpus) (ot 90 mo 110 % ot
HOMHHAJILHOTO CoAepKaHus) B TabneTke.

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
package insert in a carton. / [To 15
doneru / amomunmesoi domabru. 2

6J'II/ICTepa BMECTE C IUCTKOM -
BKJAaAbILICM B Ma4Ky KaPTOHHYIO

/aluminum foil blister. 2 blisters with a

tabnerok B 6iuctepe u3 (IIBX/AJI/TIA)

15 tablets in a (PVC/AV/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerok B Onucrepe U3
(TIBX/AJI/TIA) donbru / amomunuesoit gonbru. o
1 unu 2 6nucTepa BMECTE C JIMCTKOM-BKJIA[bIIEM B
NavyKy KapTOHHYIO.

API name / HanmenoBanne A®@C:

Rabeprazole sodium / Pabenpa3son Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npouspoautens AD®C:

ACSH000206 & ACSH000227

| FP Manufacturer API Batch number /
Homep cepuu cyGeTanuuu

FCSA00208 & FCSA00209

npon3soaures LJIP:

Remarks : The Product confirms to ND/
IMpumeuanne: [Ipogyxr coorBeTcTBYeT TpeboBanusam HJI

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / )

[loaroroBneHo: IIposepeHo: Onobpeno: Menemxep / PykoBonjiresnt, s
] P

Date / 105 Date / o Date /
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Dr. Reddy S N¢ CERTIFICATE OF ANALYSIS

CEPTHO®HKAT AHAJIM3A

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

Tpoaykr: Pazo”, TabsieTky, NOKPLITLIE KHLIEHHOPACTROPHMOH 000104KOIT. 20 mr |
Market / PiHoK : Russia / Poccust |
Batch No. / ; Batch Quantity / . 1500000 tab /

Cepusn Ne geslTnn Paimep cepuii * 1500000 Tab -
Analytical Repo“rt No./ . 890001826689 Date of Analysis / . 31/07/2025

AHanuTn4eckuii orTuer Ne llaTa anannza

Date of Manufacture / . 93/06/2025 Date of Expiry / . 31/05/2027

JaTa nponsBoacTea B Togen g0

Mfg. License No. /

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

aunenzusi Ne

Analysis performed according ND No / Anaaus npopesen mo HJI Ne: JITI-Ne(004603)-(PT-RU)-130224 B

PageSof S/ Crp.Smu3 5

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Mponssoantens A®C, crpana: HO-p Pennu'c JTaGoparopuc JIta., Muaus.
g;l::f;s:g l::ls;iz“t:li(t):llzét;(::tl::losf:: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Release site / & Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India
HanmenoBanmue, aapec 4 HOMep JHIEH3HN (License No S9/RR/AP/S7/F/R)

i N TTpou3BoACTBEHHOE MOApa3aeeHHe - 3, yuacTku Ne 41, yacts 42, 9acTs 45 1 vacTs
R Rl e 46, Bauynannu (Bunnanx), bauynauu (Manaan), Meauan Mankamkrupu (duct.),
HEONIBONCIEC/ORTPCS wrat Tenaurana, Muaus (JTuuenszus Ne 59/RR/AP/97/F/R)
xauectsa/Bhimyck I'JIP /

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».

3akmouenne o cooTBeTcTBIMN: «HacToAIUM 51 TOATBEPXIar0, UTO MpHBEAEHHAs BbILIe HH(OPMALINs SBIISETCA LOCTOBEPHONM M TOYHOIL.
ta cepus TPOLYKLUMH NMpou3BeaeHa (BKIOUas yNakoBky (MapKHPOBKY) ¥ KOHTPOJIb KaUECTBa) Ha BbILIEYKa3aHHOH MPOU3BONCTBEHHOH
nnomanke (MUIOMAAKax) B MOJHOM COOTBETCTBUM ¢ TpeGoBanuaMu IIpaBUi Haanexalleil NpoU3BOACTBEHHOM npakTHku EBpasuiickoro
sKoHOMMYeckoTo cotoza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe6oBaHHAMH KOHTPOJIA KauecTBa JIEKAPCTBEHHBIX
CPEACTB, & TaKXke B COOTBETCTBHM CO crieM(DUKAUMAMH, CONEP]KALMMHUCS B PErHCTPALMOHHOM [OChE CTPaHbI-AMNOpTEpa. 3amucH o
TIPOM3BOACTBY, yTTAKOBKE H aHanu3y MPOBEPEHE], 1 YCTAHOBIEHO MX COOTBETCTBHE TpeGoBaHkaM [1paBiIl Haaniexatuel MpOU3BONCTBEHHOH
npakTHKH EBpa3uifckoro 3KOHOMHUYECKOT0 CO03a».

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

Ilpumeuanue: [IponykT cooTBeTcTBYeT TpeboBannsam HJI 3axmouenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / 4

IToaroroBnexo: [TposepeHo: L@ Onobpeno: MeHemxep / I"ytmsn,':_l_,u:rejg/'
—',@‘"J i1

Date / o) W |Date/ FL0NG Date / _ [
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