| ..
Dr.Reddy’s €

CERTIFICATE OF ANALYSIS

CEPTUPHUKAT AHAJIM3A

Product : Razo", enteric-coated tablets, 20 mg
Nponywr: Pazo®, TadaeTki, NOKPLITHIE KHIICUHOPACTBOPHMOIT 000m10uKoiT, 20 Mr

Market / PoIHOK : Russia / Poccust

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

Cepus Ne e Pazmep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001862274 Date of Analysis / . 31/01/2026
AHanuTUYECKHI oTueT No JlaTa aHa/M3a

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

JlaTa npon3BoACTBA T'open no -

Mfg. License No. /

IpoussoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PI'-RU)
JuueH3nsa Ne

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

Page 1 of 5/ Crp. 1 u35

Result / PesyabTaThl

Specification / Hopma

|Round, biconvex, light-yellow coated

tablets imprinted "RB20" with red ink on
the one side. White tablet core on cross-
section. / Kpyriibsie, TBOAKOBBIMYKIIbIE
TabNeTKH, NOKPHITEIE 060M0YKOi
CBETJIO-XKEJITOrO LIBETA C MAPKHUPOBKOH
KpacHoro useta «RB20» Ha onHOH
cropoue. Ha monepeunom pazpese aapo
6emoro Lpera.

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. /
Kpyrinele, ABOSIKOBBINYKITbIE TAOIETKH, NOKPHITHIE
0605104KO#H OT CBETJIO-KENITOrO A0 XKEJITOro LIBeTa
¢ MapkUpoBKoii kpacHoro uBera «RB20» na omgHoit
cropoue. Ha nonepeuHoM paspese sapo ot 6esnoro
[0 1IouTu Henoro Lpera.

Complies as prescribed /
CooTtBeTCcTBYET TpeOOBAHHAM

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
yIEPKHBAHUSA OCHOBHOIO MMUKA Ha
XpOMaTorpaMMe UCIbITYEMOro pacTBOpa XOJKHO
COOTBETCTBOBAThL BPEMEHH YAEPKHUBAHHUS
OCHOBHOT'O MHKa Ha XpoMaTorpaMMe pacTBopa
craHgapTHoro obpasiia pabenpasona HaTpus
(paznen «KonuuecTBEHHOE OMPENENICHUER).

| Ne Test / IlokazaTennb
1 | Appearance / Onucanue
2 | Identification By HPLC /
Hpentnduranusa BIKX
3 | Average weight /
Cpeansis macca

205.74 mg / 205,74 mr

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

Remarks : The Product confirms to ND/

IIpumeuanune: [IponyxT coorBercTBYET TpeboBaHusM HJ|

\

Conclusion : APPROVED /
3akaouenne: OJJOBPEHO

/1 .
Prepared by / Checked by /[ _, 4| Approved by: Manager/Executive / )
[ToArOTOBJIEHO: & ]_lpOBepenc}'/é e OnoGpeno: Menemxep / Pykosouress’
.__.-—/l—// /:113’:"!--‘\
Date / Date / -0 | < Date /
Iara: 21 o 026 Iata: & / 20% Iara: 7\-0l —ro7%




br. Reddy’s Q

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
TIpoaykT: Pa3o®, TabneTkH, MOKPHITHIE KUIIEYHOPACTBOPUMOH 060104k0#, 20 Mr

Jgunenszus Ne

Market / Prisiok : Russia / Poccust

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

Cepus Ne e Pasmep cepun * 1500000 Ta6

Analytical Repoﬁrt No./ . 890001862274 Date of Analysis / . 31/01/2026

AnanuTnyecknii oTueT Ne Jara ananansa

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

Jlata mpon3BoACTBA T'oneH a0 |
Mfg. License No. /

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

|§nalysis performed according ND No / Ananus nposeaen no HJI Ne: JIT1-Ne(004603)-(PI"-RU)-130224

Page2 of 5/Crp.2 w35

4 | Dissolution / PacrBopenne

ﬁ'In 0.1 M hydrochloric acid solution — not more than

10 % of C13H20N303SNa (Rabeprazole sodium) label

claim in 2 h. / B 01 M pacrsope

XJIOpPUCTOBOAOPOAHOH KHCIOTHI — He Gonee 10 % ot

HOMHHANBHOIO coiepKaHHus C1sHyoN303SNa

Unit-1/Eguuuna-1 4%
Unit-2/Ennnnua-2 2 %
Unit-3/Eaunnua-3 1%
Unit-4/Epquauua-4 2%
 Unit-5/Equnuua-5 6%
Unit-6/Eaunnia-6 3 %

(pabenpazon HaTpus) uepes 2 u.

Average / Cpenu. 3HaueHue: 3 %

In buffer solution pH 8.0 — not less than 75 % (Q) of

CisH20N303SNa (Rabeprazole sodium) label claim

in 60 min. / B 6ydeprom pactBope pH 8,0 — He meHee

|75% (Q) or HOMHHaNBHOIO  COAEpIKaHHs

| C1sH20N303SNa (pabenpason HaTpus) uepes 60 MUH.

Unit-1/Equnnua-1 95 %
Unit-2/Enununa-2 95 %
Unit-3/Eaunnna-3 96 %
Unit-4/Equnnua-4 95 %
Unit-5/Equnnna-5 95 %
Unit-6/Eaununia-6 96 %

Average / CpeaH. 3HadeHue: 95 %

5 | Related Substances /
PoacTBenHble npumecu

Rabeprazole N-oxide/
Pa6enpazona N-okcuz,

cynbdoH

|Rabeprazole Sulfone/ Pabenpazona

Not detected / ne o6HapyxeHa

0.13%/0,13%

Rabeprazole Methoxy analog/
Pabenpasona METOKCH aHasior

Not detected / He o6HapyxeHa

Rabeprazole Chloro analog/
Pabenpazona xysopo aHanor

Not detected / He o6HapyxeHa

Rabeprazole Sulphide/
Pabenpazona cynbdun

(TTKO = 0,027 %)

Pabenpasona poacTBeHHas
npumecs A

Rabeprazole Related compound A/

Not detected / He oGHapykeHa

Below LOQ (LOQ = 0.027 %) / Huxe
npefiena KOMMUECTBEHHOTO OrpeaeNeH s

Not more than 0.5 % / He 6osniee 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 Gosee 0,5%

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: I1poaykT coorBercTByeT TpeboBaHusiM HJ|

Conclusion : APPROVED /
3akmnouenne: OJJOBPEHO

Prepared by / Checkedby// )~ - o1 Approved by: Manager/Executive / y

[loarorosneHo: @ ITposepero; - ‘:i — | Onobpeno: Menemxep / Pykosoanrers -
e ,-5;\_’:,’"1

Date / _ 2 & Date / o |- Date /

Tata: ol 20 Jata: glol-2228 Jara: 2|01 b
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CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

Product : Razo®

, enteric-coated tablets, 20 mg

IIpoaykT: Pa3o®, TabneTkH, NOKPHITEIE KUITEUHOPACTBOPUMOiL 060/104Koit, 20 Mr

Market / PoiHok

: Russia / Poccus

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

Cepus Ne BIC2600922 Pasmep cepuu * 1500000 Ta6

Analytical Repovrt No./ . 890001862274 Date of Analysis / . 31/01/2026
AHaJUTHYECKHIT oTUeT Ne JlaTa anaau3za

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

|laTa mpou3BoacTBa R T'onen no

Mfg. License No. /

IIpon3BoacreeHHAas : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT'-RU)
JULeH3us Ne

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

Pabenpazosa poacTeeHHas
npumecs C

Rabeprazole Related compound C/

Specified Impurity at

about RRT 1.37

(Mass m/z=310

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

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo

imidazole adduct) / ITpumecek npu
RRT 1,51 (macca m/z=458
6eH3MMHaa301a aA0YKT)

Individual unidentified impurity /
EnvHuuHas
HEUAEHTH(HUMPOBAHHAS MPUMECEH

Page3 of 5/Crp.3m35

Not detected / He obHapyskeHa

Not detected / He o6HapyxeHa

Not detected / He obHapyxeHa

Below BDL (BDL= 0.1 %) / Hixe
nopora perucrpaunu (TTIP 0,1 %)

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

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

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

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

Total impurities / Cymma

0.1%/0,1%

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

npuMecei

6 |Residual Solvents content / 1223 pg/tab / 1223 mkr Ha Tabnetky  |Isopropanol — not more than 2621 pg per tablet /
OcraTouHble OpraHnvecKue H3zonponadoin — He Gonee 2621 Mkr Ha TabneTky
PACTBOPHTEJH

7 |Uniformity of dosage units / 24/24 Acceptance value (AV) should be not more than|
OnHOpPOAHOCTDH J03UPOBAHHBIX 15.0. / TlokazaTens npuemyieMocTd (AV) moikeH
eAMHHIL 6bITH He Gonee 15,0.

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

IIpumeuanne: [Ipoaykt cooTBeTcTBYET Tpebopanusm HJ{

3alcmoqenne: OJOBPEHO

Prepared by / Checked by (/_> 5 A Approved by: Manager/Executive / ;

[Moxrorosnexo: @ [Tposepenp: ’ﬁ/}‘ =gl Onobpeno: Menemkep / PykosoznTe) Li:1 S
&

Date / _ Date / 20| Qo) |Date/

Tara: 3o ? 202/6 Jlara: / Jara: 2o —90¥%
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CERTIFICATE OF ANALYSIS

CEPTHO®HUKAT AHAJU3A

Product : Razo", enteric-coated tablets, 20 mg
[Tponykr: Pazo®, Tabnerrin, nokpeirsie KHILETHOPACTBOPHMOMN 0G0104K0ii, 20 Mr

Market / Poinok : Russia / Poccus

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

Cepus Ne } €2600922 Pa3mep cepun * 1500000 Tab

Analytical Repovrt No./ . 890001862274 Date of Analysis / . 31/01/2026
AHaauTHYEeCKHI oT4YeT Ne JlaTa ananu3za

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

Jara npon3BoacTsa T'oaen g0

Mfg. License No. /

IpoussoacTBeHHan : 59/RR/AP/9T/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JuieH3ns Ne

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

Page4 of 5/Crp.4m3 5

8 | Microbiological purity*/ Mukpo6noJiornueckas uncrora*

Obee uncno a3pobHbIX
MHKPOOPTraHH3MOB

a) Total aerobic microbial count / Less than 10 CFU/g /

|
Menee 10 KOE/r

IHe 6osee 1000 KOE/r

Not more than 1000 CFU/g /

b) Total combined yeasts and
mould count / Obuwee yucno
QPOJOKEBBIX U MIECHEBBIX IPUOOR

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

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

¢) E.coli

Absentin 1g/
OtcytctByeT B 1T

Shall be absent in 1g /
JomkHet 0TCyTCTBOBAaTH B 1 T

9 |Assay / KonuuecTBeHHOE

onpeaesieHue

19.7 mg/ 19,7 mr

18.0 to 22.0 mg of CisH29N303SNa (Rabeprazole
sodium) (90 to 110 % of label claim) per tablet. /
Ot 18,0 Mr no 22,0 mr CisH20N303SNa
(pabenpason Harpus) (ot 90 g0 110 % or
HOMMHAJILHOTO COLepP aHHs) B TabNeTKe.

10 |Packaging / Ynaxoska

15 tablets in a (PVC/AI/PA) foil [
/aluminum foil blister. 2 blisters with a
package insert in a carton. / ITo 15
Tabnerok B Guctepe u3 (IIBX/AJI/TIA)
¢onbru / anroMuHueBoi donbru. 2
GncTepa BMECTE C JTUCTKOM-
BKJTAfIBIIEM 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. / Ilo 15 Tabnetok B Onucrepe u3
(IIBX/AJUTIA) donsru / antomuHueBoii donsru. Ilo
1 unu 2 6aucrepa BMeCTe C JIMCTKOM-BKJIabILIEM B

NayKy KapTOHHYIO.

API name / HanmeHopaune A®C:

Rabeprazole sodium / Pabenpason Hatpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepuu nponssoautens A®C:

ACSHO000438

nponssoauTens I'JID:

FP Manufacturer API Batch number /
Homep cepun cyGcTaHINH

FCSAOQ1395

Remarks : The Product confirms to ND/
Ipumeuanue: [IpoaykT cooTBeTcTBYET TpeboBaHmsiM HJJ

Conclusion : APPROVED /

3axmouenne: OJJOBPEHO
)

Prepared by / - Checked by /\/"_3’ - 6 G"‘ ~Approved by: Manager/Executive /
IMoaroTosneno: L’Q“! n[JUBL])LHO rj Ono6peno: Menenxep / Py msmun )}3
Date / Yy Date / YR 2 | Date /

Iara: 2l —ol- Jara: @) ! 2’6 Zé Jara: 4\ -0l 0k




: o
Dr. REddY’S ‘.t. CERTIFICATE OF ANALYSIS

CEPTHDUKAT AHAJIM3A
Product : Razo”, enteric-coated tablets, 20 mg _"|
Mpoayxt: Pa3o®™, Tabierku, NOKPLIThIE KHILIEYHOPACTBOPNIMOIT 060m04KOi, 20 MP
Market / Perox : Russia / Poccust
Batch No. / . 2600922 Batch Quantity / . 1500000 tab /
| Cepusi Ne Pazmep cepun 1500000 Tab
Analytical Repog‘t No./ . 890001862274 Date of Analysis / . 31/01/2026
AHannuTrHyecKkHi oTyeT No Jata ananu3a
Date of Manufacture / . 08/12/2025 Date of Expiry / . 30/11/2027
JlaTa npou3BoACTBA Topen no - -
Mfg. License No. /
MpoussoacTBeHHAs : 59/RR/AP/97/F/R MA number: / Homep PY : JIII-Ne(004603)-(PT-RU)
JHueH3us Ne
Analysis performed according ND No / Anajus nposesen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

PageSof 5/Crp. Sm3 5

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

IIpoussogutens APC, crpana: I-p Pennw’c Jlaboparopuc JItn., Unaus.

g;rzle;::g Zifls;ii‘;t:i(t):l/zét;?::rljlosg: / FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),

Release site / Bachupally (Mandal)., Medchal-Malkajgiri (Dist.), Telangana , India

HaumeHnoBaHue, agpec U HOMeD JHLEH3NH (FicemeiNoBaRRIECIIE)

— ocyl,ueCTB.nmomeﬂ [pousBoncTeeHHoe Moapazaenenue - 3, yuactku Ne 41, yacts 42, yacTts 45 1 uactsb
i / 46, Baaynmannu (Buwinamx), bauynanna (Mannan), Memuan Mankamkrupu (Jucrt.),

il L] i wrat Tenaurana, Uuaus (JIuuensus Ne 59/RR/AP/97/F/R)

kauecTBa/Boinyck [JI® / o

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».

3aKJ0ueHHe 0 cooTBeTCTBHHU: «HacTosIuM 51 NOATBEP)KAAIO, UTO NPUBEAEHHAS BhIIIE HHMOPMALIKS ABISETCA JOCTOBEPHON H TOUHOI.
DTa cepus NPOAYKLHH MPOH3BEASHa (BKITEOYAs YIAKOBKY (MapKHPOBKY) W KOHTPOJIb Ka4eCTBa) Ha BILIEYKa3aHHOH NPOU3BOACTBEHHOM
iowaake (MIoL@aakax) B NOJHOM COOTBETCTBUMHM ¢ TpeGoBaHusamy [IpaBun Hanjexaulel NPOU3BOACTBEHHON npakTHkKM EBpasuiickoro
skoHomuueckoro corsa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u tpe6OBaHUSIMH KOHTPOJA KayecTBa JIEKAPCTBEHHbIX
CPEJCTB, 2 TAKXKE B COOTBETCTBMH CO CrieLU(HKALMAMHY, COASPKAILMUCS B PETHCTPALIHOHHOM [0Che CTPaHbI-MMMOPTEpA. 3am1cK Mo
NPOM3BOACTBY, YIAKOBKE H aHAIH3Y MPOBEPEHBI, U YCTAHOBJIEHO HX COOTBETCTBHE TpeboBaHuaM [IpaBun Haanexaliei mpor3BOACTBEHHON

NPaKTUKH EBpaSHﬁCKOFO DKOHOMHUUYECKOIO COrO3ay».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Iipumeuanue: [IpoaykT cootBeTcTBYeT TpeboBanusm HJT Zaxmouenne: OJIOBPEHO
)

Prepared by / ~ Checked by / /’f,‘é/_ " ékfff “Approved by: Manager/Executive / Vi
I : /o) [posepeno; 7 4~ __— | Onobpeno: Mene / Pykosomnrerns

OJIFOTOBJIEHO (r- poBepeno; L‘fl”/l n00pen "Hemkep / Pyvkoso j:,;;/ 7Y
Date / Date / 1O ~20 Date / vb
Hara: 2 | O~ 20% Hara: 2ol Z/@ JHara: Aot




