Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHD®HUKAT AHAJIH3A

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

lpoayxr: Pa3o®, rabnerir, nokpsirsie KHIIEYHOPacTBOpHMOIiT 060n0uKkoit, 20 Mr

Market / PolHok

: Russia / Poccus

AHasiuTnueckuii otuet No

Jara ananuza

Batch No. / . Batch Quantity / . 1500000 tab /
Cepusi Ne ezeg0oz Pasmep cepun 1500000 Ta6
Analytical Report No. / - 890001862273 Date of Analysis / . 31/01/2026

Date of Manufacture /
JaTa npoussoacisa

: 08/12/2025

Date of Expiry /
TI'ogen go

: 30/11/2027

Mfg. License No. /
Ipoussoacreennas
Jmien3ng No

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

MA number: / Homep PV :

JITI-N2(004603)-(PT-RU)

Analysis performed according ND No / Anasus nposenes mo HJL Ne: JIT-No(004603)-(PT-RU)-130224

Test / MokxasaTenan

Result / PesynntaTn!

Pagelof5/Crp.1m35

Specification / Hopma

1 | Appearance / Ouncauue

Round, biconvex, light-yellow coated
tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyribie, ABOAKOBbITyK/Ible
TabJIETKH, TOKpPBITBIE 06004KOH
CBETIJIO-XKENTOrO UBETA C MAPKUPOBKO
KpacHoro upeta «RB20» Ha ogHoil
cropone. Ha nonepe4nom paspese snpo
6enoro upera.

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. /
Kpyrisie, nsoscoebinyknsie tabnerkwy, NOKPEITHIE
060I0YKOH OT CEET/I0-KENTOrO 0 KEITOr0 LBeTa
¢ MapKHPOBKO# kpacHoro Lgeta «RB20» Ha ofHOii
cropore. Ha nonepeutom paspese sapo ot 6enoro
10 nouTH Hesioro UpeTa.

2 | Identification By HPLC /
Haentuduxauus BIWKX

Complies as prescribed /
CootsetcTByeT Tpe6GoBatuam

The retention time of major peak in the J
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
YIOEPXKHUBaHHUA OCHOBHOIO MHKA Ha |
XpOMaTorpaMme HCHBITYEMOro pacTBOpa JOJKHO
COOTBETCTBOBAThL BPEMEHH YASPKUBAHHS
OCHOBHOTO MUKA HA XPOMaTOrpaMMe pacTBopa
CTanjapTHoro oOpasua pabenpasona HaTpus |
(paznen «KosnuyectBenHoe onpenenerme).

|

3 | Average weight /
Cpeansis macca

208.29 mg / 208,29 mr

|

212.68 mg =5 % (202.05 to 22331 mg) /
212,68 Mr £ 5 % (o1 202,05 Mr 70 223 31 r) |

Remarks : The Product confirms to ND/
Ilpumeuanne: IMpogykr COOTBETCTBYET TpeboBanUsam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Checked by / = ’?ﬁ‘- o LL(‘

Approved by: Manager/Executive / )

Prepared by /
Ioarorosneno: & [Tposepeno, 1= Onobpeno: Menenxep / I’}'Koaog{l_'r?j;;,!j%
Date / Date / Date /
. ) -
Jara: g l—o | 20 2/(9 Tara: <) 2078 Jara: (Q"D' —?V>5
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Dr.Red dY,S ‘.O‘ CERTIFICATE OF ANALYSIS

CEPTUOHKAT AHAJIU3A
Product : Razo®, enteric-coated tablets, 20 mg
Hpoayxr: Pa3o®, TabreTky, NOKpPbITHIE KMLIEHHOPACTBOPHMOIT obomoukoi, 20 Mr
Market / Peinok : Russia / Poccust
Batch No. /  mrranan Batch Quantity / 1500000 tab /
Cepus Ne SfeasunA Pazmep cepun * 1500000 Tab
Analytical Repourt No./ . 890001862273 Date of Analysis / . 31/01/2026
AHaauTHYeCKHii oTyeT No JlaTa aHaJu3a
Date of Manufacture / . 08/12/2025 Date of Expiry / . 30/11/2027
JaTa mpon3BOACTBA TopeH go
Mfg, License No./
ITpousBoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Junenzus Ne

Analysis performed according ND No / Ananus nposeaen no HJ Ne: JIT-Ne(004603)-(PI'-RU)-130224

Page2 of 5/Ctp. 2 m3 5

4 | Dissolution / PacTBopenue Unit-1/Equxuna-1 3% In 0.1 M hydrochloric acid solution — not more than
Unit-2/Eaunuua-2 1% 10 % of CsH20N303SNa (Rabeprazole sodium) label
Unit-3/EauHuua-3 5% claim in 2 h. / B 0,1 M pacrteope
Unit-4/E qunnia-4 1% XJIOPUCTOBOJIOPORHOMN KUCTOTHI — HE Gonee 10 % ot
Unit-5/Eqnunua-5 0% HOMHHAJIBHOTO conep KaHus CsHz0N303SNa
Unit-6/EqnHuua-6 2 % (pabenpaszon HaTpus) uepes 2 u.

_ Average / Cpenn. 3naueHue: 2 %
Unit-1/Equnnna-1 93 %  |In buffer solution pH 8.0 —not less than 75 % (Q) of
Unit-2/Enununa-2 99 % CisH20N303;SNa  (Rabeprazole sodium) label claim
Unit-3/Equnnia-3 95 % in 60 min. / B 6ydepuom pactBope pH 8,0 — He MeHee
Unit-4/Enununa-4 97 % 75% (Q) OT HOMHHAambLHOTO  COAEPIKaHHS
Unit-5/E quavua-5 94 % C13HaoN303SNa (pabenpazon Hatpus) yepes 60 MHH.
Unit-6/Eauuauua-6 98 %

Average / CpenH. 3Hauenue: 96 %

5 | Related Substances /
PoacrBeHHbIEe NnpUMecH

Rabeprazole N-oxide/ Not detected / e obHapyxena Not more than 0.5 % / He 6onee 0,5 %
Pabenpazona N-okcug

Rabeprazole Sulfone/ Pabenpasona 0.14%/0,14% Not more than 0.5 % / He 6osiee 0,5 %
cynshoH
Rabeprazole Methoxy analog/ | Not detected / e o6HapysxeHa Not more than 0.5 % / He 6osee 0,5 %

Pabenpasona MeTOKCH aHaJor

Rabeprazole Chloro analog/
Pa6enpasona xnopo aHanor

Not detected / ue o6Hapysena Not more than 0.5 % / He 6onee 0,5 %

Rabeprazole Sulphide/ 0.03% / 0.03% 'Not more than 0.5 % / He 6oxnee 0,5 %
Pa6enpasona cynbhun ) ’

Rabeprazole Related compound A/
Pa6enpa3ona poxcreenHas

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

npumecs A
| I S
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumedanue: [IponykT cooTBeTCTBYET TpeboBaumsM HJJ 3axaouenune: OJOBPEHO
\ /
Prepared by / o Checked byj,.—.;? ) ‘__(_;_.Cf’-" | Approved by: Manager/Executive / )
IToarotorneno: / f_,.‘-__ i} I‘Ipnnepeu-@_, = [ C:_. E Onobpeno: Menemxep / Pykososure s/
L__/ é'-"}';L/ Q(;.«./’]Jj: 1%

Date / 3 ' . l«ibg % Date / 2 )-0f- 20?@ Date / 2\ pl—2DVE

Jlara: JHara; Hara:
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Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTHUOHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
[lpoaywt: Pazo®, Tabnerky, nokpsIThie KHILEHHOPACTBOPHMOI 0doa0UKoiT, 20 MT

Market / PoiHOK

: Russia / Poccus

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

| Cepust No FE2G003A Pazmep cepuun " 1500000 Tab

Analytical Repoyrt No./ . 890001862273 Date of Analysis / . 31/01/2026

Anajgurnyecknii oryeT Ne JarTa aHaau3a

Date of Manufacture / . 08/12/2025 Date of Expiry / . 30/11/2027

aTa npousBoacTsa Togen no ___|
Mfg. License No. /

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

Juuensus Ne

Analysis performed according ND No / Anaan3 nposenen no HJI Ne: JITI-Ne(004603)-(PT-RU)-130224

Page3of 5/Cip.3 u35

Rabeprazole Related compound C/
Pabenpasona pogcTBeHHas
npumecs C

Specified Impurity at

about RRT 1.37

(Mass m/z=310

Imidazole) / TTpumecs npu RRT
1,37 (macca m/z=310 umunazon)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecs nipu
RRT 1,51 (macca m/z=458
6eH3MMHaa30Na anyKT)

Individual unidentified impurity /
EnvnuyHas
HeuaeHTUdHLMpOoBaHHAsS NpUMECh

| Not detected / ne obHapyxeHa

Not detected / He oGHapyxena

Not detected / He obHapykeHa

Below BDL (BDL= 0.1 %) / Hixe
niopora peructpauuu (TTP 0,1 %)

Not more than 0.5 % / He 6osee 0,5 % 1

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

Not more than 0.5 % / He Gosnee 05%

Not more than 0.2 % / He Gonee 0,2 %

| Total impurities / Cymma
npuMecei

0.2%/0,2%

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

6 |Residual Solvents content /
OcraTtouHble OpraHHYecKHe
PACTBOpHTENN

1490 pg/tab / 1490 Mkr Ha TabneTky

Isopropanol — not more than 2621 pg per tablet /
Hzonpomnanosn — He 6onee 2621 Mkr Ha TabaeTky

7 |Uniformity of dosage units /
OaHOpPOAHOCTL A03UPOBAHHBIX
eIMHHIL

4.0/4,0

Acceptance value (AV) should be not more than
15.0. / Tlokazatens mpuemsiemocti (AV) nommkeH
obITh He Gonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanwne: [Iponykt cooTBeTcTBYET TpeboBanusM HJ{

Conclusion : APPROVED /
03alc.moqeﬂne: OJOBPEHO

Prepared by / Checked by / - % | Approved by: Manager/Executive / y
[ToaroroeneHo: @ Iposepeno: (7 ng Opobpeno: Menemxkep / Pykorojiute L
Date / Date / , B )4 | Date/

Hara: % l ot -lo % JHara: 8)’01 oo Iara: 'g’lq)]e—':b’D‘Yé




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Razo®, enteric-coated tablets, 20 mg
Mpoaykr: Pazo®, TabneTkH, MOKPHITbIE KHLIEYHOPACTBOPHMOH 06010uKO#, 20 MT

Market / PbiHok : Russia / Poccus

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

Cepun No i Pazmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001862273 Date of Analysis / . 31/01/2026

Anaanrnuecknii otuer Ne JlaTa ananu3a

Date of Manufacture / . 08/12/2025 Date of Expiry / . 30/11/2027

|arTa npon3soacrsa TI'onen no B
Mfg. License No. /

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

|TuneH3us Ne

Analysis performed according ND No / Anaau3s nposenen mo HJL Ne: JITI-Ne(004603)-(PT-RU)-130224

Paged4 of 5/ Cip. 4 m35

8 'Microbiolog_ical purity*/ MuxpoGnonorudyeckas 4Hcrora*

ha) Total aerobic microbial count /
O61wee uncio a3poOHbIX
MUKPOOPTraHW3MOB

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

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

b) Total combined yeasts and
mould count / Ob1iee uucio
NPOGCKEBBIX H MIECHEBBIX TPUOOB

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

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

¢) E.coli

Absent in 1g/
OtrcyrcrByer B 1T

|Shall be absent in 1g /
JIoJDKHBI OTCYTCTBOBATE B 1 T

9 |Assay/ KonnuecTBeHHOe

onpejgeaeHne

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of C;3H20N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 mr g0 22,0 mr CisH20N3O35Na
(pabenpazon natpus) (ot 90 mo 110 % ot
HOMHMHAJILHOTO COZIepXKaHus) B TabeTke.

10 |Packaging / YnaxoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with a
package insert in a carton. / Io 15
Tabnetok B 6ucrepe u3 (TIBX/AJI/TIA)
donbru / amoMuHUEBOH GoILTH. 2
fancrepa BMecTe C JINCTKOM-
BKJIQ/IbIIIEM B [TAYKY KaPTOHHYIO

15 tablets in a (PVC/AI/PA) foil /aluminum foil
blister. 1 or 2 blisters with a package insert in a
carton. / Ilo 15 Tabnerox B Guncrepe u3
(TIBX/AJI/TIA) dbonbru / amomunuesoii oneru. Io
1 umu 2 6aucTepa BMECTE C JIMCTKOM-BKIaJbILIEM B
nauky KapTOHHYIO.

API name / HaumeHoBanne ADC:

Rabeprazole sodium / Pabenpa3zos HaTpus

INN/ MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npouspoaunteist ADC:

FP Manufacturer API Batch number /
Homep cepun cy6cTaHUUK
npoussoautess [JI1D:

ACSH000411 & ACSH000438

FCSA01394 & FCSA01395

Remarks : The Product confirms to ND/
Ipumeuanne: [Tponykt cootBeTcTBYET TpeboBanusm HJL

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by /
IToaroToBneHo:

Checked by /_—

: y &2

@ ITpoBepeHO F’_’:t,f-i :f:/

~D
— 31

Approved by: Manager/Executive / !
Ono6bpeno: Menemxep / Pyxosoayrens -
Y

Date /
ZI:;Z: BL'O(‘“(LO%

Date /
Jarta:

gl-0)- 2026 | Date/ 2-01—o0%

Harta:
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Dr. Reddy’s ‘.0. CERTIFICATE OF ANALYSIS

CEPTH®HKAT AHAJIN3A

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

Hpoavkr: Pazo®, Ta6neTkH, MOKPBITHIE KULIEUHOPACTBOPHUMO#t obonoukoit, 20 mr

Market / PoiHok : Russia / Poccus

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

Cepusi Ne e Pasmep cepun " 1500000 Tab

Analytical Repo:’t No./ . 890001862273 Date of Analysis / . 31/01/2026
AHaauTHYecKHil oTyeT Ne JaTa aHaau3a

Date of Manufacture / . 08/12/2025 Date of Expiry / . 30/11/2027

JlaTa npon3BOACTBA Togen 10 - ]
Mifg. License No. /

IpoussoacTBeHHas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
Jiuensusi Ne

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

Page Sof S/ Crp.Su3$S

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India
Mpouseoaurens APC, cTpana: J-p Peaau’' ¢ JTaGoparopuc JIta., Unaus.
Name, address, authorization No for . .
p— . FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
ﬁleanu.ftac;urmg BTSN E ool SItey) Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
elease sive (License No S9/RR/AP/97/F/R)

"
Sanm:nzﬁa::le, aellcg:z:;m:;p SRS [IpousBoACTBEHHOE NOApasaenerye - 3, yuactku Ne 41, wacte 42, yacts 45 1 yacTb
ATy OSIER . 46, Bauynannu (Buwinamk), bauynannu (Mannan), Menuan Majskamkrupn (ducrt.),

MPOHM3EOACTBO/KOHTPOE wtat Tenaurana, Muaua (JTunenzus Ne 59/RR/AP/97/F/R)
kayecrea/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».

3akiiouenHe 0 cooTBeTcTBIM: «HacTosIMM 5 TIOATBEPK/IALO, YTO PUBEACHHAS BbiIE MHGOPMALIHS ABJISETCS JOCTOBEPHON M TOHHOM.
Ta cepHs NPOAYKIMM NPOU3BeaeHa (BKITIOYAs yNaKoBKy (MAPKMPOBKY) M KOHTPOJIb KAYeCTBa) HA BBILUEYKA3aHHOH NPOH3BOACTBEHHON
wiomazke (M10IaAKax) B MOJHOM COOTBETCTBHM ¢ TpeGoranusamu [IpaBui Haexallel NPOU3BOACTBEHHON NPakTHKY EBpasuiickoro
skoHomHueckoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u Tpe60oBaHHAMH KOHTPOJS KayeCcTBa JIGKAPCTBEHHBIX
CPEICTB, a TAaKXKe B COOTBETCTBUM CO CrieLM(HUKAUMIME, COAEPXKALIUMICSA B PETHCTPAUMOHHOM 10ChE CTPaHbI-UMIOpTepa. 3amucy mo
TIPOM3BOICTBY, YNIAKOBKE M aHAIM3y MPOBEPEHBI, U YCTAHOBIIEHO HX COOTBETCTBHE TpeGoBanuam [fpaBui Haulexkalled NPOU3BOACTBEHHOM
NpakTHKH EBpa3niickoro 3KOHOMH4ECKOTO COK03ax».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: [poayxr coorBercTBYeT TpeboBanusM H/L 3akmouenue: OJOBPEHO

™~ L
Prepared by / Checked by f— _};;JQ‘-L;)\pprm-'mi by: Manager/Executive / )

[loarorossieno: @ [posepen féﬂi —— | OnoBpero: Menemxkep / Pyrosorres, /-
Date / - (netil
ate Date / = Date /
3l-0)-1o2b 2)-el-2026 2} D%,

Hara: Jara: Jata:




