" Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS
CEPTHO®UKAT AHAJIM3A

Product : Razo”, enteric-coated tablets, 20 mg
IIponykr: Pa30”, TabneTkH, MOKpPBITHIE KHIIEYHOPACTBOPUMOH 060/104KOH, 20 M

Market / Poinok : Russia / Poccust

Batch No. / . C2516103 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepuu * 1500000 Tab

Analytical Report No./ . 49401856593 Date of Analysis / . 31/12/2025
AnaanTHuecKHii oTyeT No Jarta ananu3za

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JlaTa npoM3BoOACTBa I"onen no

Mfg. License No. / MA number: / Home

IIponsBoacTBeHHas : 59/RR/AP/97/F/R Py ) P, JIII-Ne(004603)-(PI'-RU)
JHIEeH3Hs No

Analysis performed according ND No / Anasn3s nposenen no HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224

Pagelof 6/Crp.1u36

Ne Test / Iloxa3zaTean

Result / PesyabTaTsl

Specification / Hopma

1 | Appearance/ Onucanue

2 | Identification By HPLC /
Hpenrnpuranusa BIMKX

Round, biconvex, yellow coated
tablets imprinted "RB20" with red
ink on the one side. White tablet core
on cross-section. / Kpyrinsre,
JBOSIKOBBIMTYKJIbIE TabJIeTKH,
MIOKpPBITEIE 0OO0JI0YKOH KeNToro
1IBETa C MapKHUPOBKOM KPAaCHOTO
uBeta «RB20» Ha o1HOH CTOpOHE.
Ha nonepeunom paspese supo
6eoro 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. / Kpyruible, TBOSKOBBITYKIIbIE
TabNIeTKH, MOKPBIThIE 000JI0UKOH OT CBETIIO-
JKENTOTO [0 KENTOro IIBETa C MAPKUPOBKOIH
kpacHoro npera «RB20» Ha ogHOl cTopoHe. Ha
TIOMEePEeYHOM paspese SAPOo OT Oesoro A0 MOUTH
6enoro 1Bera.

Complies as prescribed /
CootBercTBYeT 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 yaepixiuBaHuis OCHOBHOTO THKa Ha
XpOMaTorpaMMme HCIBITYEMOTrO pacTBOpa
JOJKHO COOTBETCTBOBATH BPEMEHH
yJep>KUBaHUsI OCHOBHOTO MTHKa Ha
XpoMaTorpaMme pacTBopa CTaHAAPTHOTO
obpasua pabenpasona HaTpus (pasgen
«KonmuecTBEHHOE OIpeseICHUE).

3 | Average weight /
Cpeansis macca

211.44 mg /211,44 mr

Remarks : The Product confirms to ND/
IIpumeuanue: [TpoaykT cooTBeTCTBYET TpeboBaHusIM HJJ

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

Conclusion : APPROVED /
3axkmouenune: OJOBPEHO
L=

Prepared by / < )

IToarorosneno: /

Checked by / (—?,

ITposepeHo: Q—/;?,f/ et

- (,F' ; Approved by: Manager/Executive /

Opnobpeno: Menemxep / PykoBoautesis
3/

Date /
Jara:

Bi-12—-20%""

Date /
JlaTa:

212 ~ D p2sy Date/

T 3oy
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUDPHUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
TponykT: Pa30®, TabeTku, NOKPLITHIE KMLIEYHOPACTBOPUMOU 06071049K0#, 20 M

Market / PoiHok : Russia / Poccus

Batch No. / . 02516103 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepuu * 1500000 Tab

Analytical Repourt No. / . 890001856593 Date of Analysis / . 31/12/2025
AnajguTH4decknii oryer No JlaTa aHanm3a

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JlaTa npou3BoacTBa TopeHn o

Mfg. License No. / MA number: / Home

TIpou3Bo/CTBeHHAS : 59/RR/AP/97/F/R o ' P . JIII-Ne(004603)-(PT-RU)
JuIeH3us No

Analysis performed according ND No / Anaynu3 nposeger no HJ{ Ne: JITI-Ne(004603)-(PI'-RU)-130224
Page2of6/Crp.2 n3 6

4 | Dissolution / PacTBopenne Unit-1/Exununa-1 0 % |In 0.1 M hydrochloric acid solution — not more
Unit-2/EnuHnua-2 0% than 10 % of Ci;sH20N3Oi:SNa (Rabeprazole
~ Unit-3/Exununa-3 0% |sodium) label claim in 2 h. / B 0,1 M pacrBope
Unit-4/Enuauina-4 0% XJIOPUCTOBOJOPORHOM KUCIIOTH — He H6onee 10 %
Unit-5/Equnnua-3 0% oT HoMHHabHOTO coaepkanus CigHaoN3O3SNa
Unit-6/EuHnna-6 1% |(pabempason HaTpus) depes 2 4.
Average / CpenH. 3uauenue: 0 %
Unit-1/Enununa-1 93 % |In buffer solution pH 8.0 —not less than 75 % (Q)
Unit-2/Exgununa-2 94 % |of CisH20N303SNa (Rabeprazole sodium) label
Unit-3/Exununa-3 93 % |claim in 60 min. / B 6ydeprom pacteope pH 8,0
Unit-4/Eqununia-4 959% |- He MeHee 75% (Q) OT HOMHMHAJIBLHOIO
Unit-5/Eauaudna-5 959% |comepxanus  CisHoN3O3SNa  (pabenpaszon
Unit-6/Eqununa-6 939, |Harpus) yepes 60 MUH.
Average / Cpenn. 3Hauenue: 94 %
5 | Related Substances /

PoacTBeHHble npuMecH

Rabeprazole N-oxide/
Pabenpazona N-okcun

Rabeprazole Sulfone/
Pabemnpasona cynsdhoH

Rabeprazole Methoxy analog/
Pabenpa3ona MeTokcu aHanor

Rabeprazole Chloro analog/
Pa6enpasosna xnopo aHauor

Not detected / He obHapyxeHa

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

0.13%/0,13%

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

Not detected / He obHapy)eHa

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

Not detected / He 06Hapyx)eHa

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanmne: [Iponykt cooTBeTcTBYET TpeboBanusM HJ 3axmouenue: OJJOBPEHO
L, )
Prepared by / Checked by / 2 &>*] Approved by: Manager/Executive /
TozroroseHo: 524% ; IMposepeHo:; C%Z?yc/ Onobpeno: Menemxkep / Pykopoautess
| < /}’/;L/ S —
[ s
Date./ 2|2 ~29W Date/ 3 112 po2.5| Date ./ 3L
Hara: Hara: Jlara:




Dr.Reddy’s Q':’.

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

[Product : Razo®, enteric-coated tablets, 20 mg
Hpoaykr: Pa3o®, TabneTky, NOKphITHIE KHILIEYHOPaCTBOPUMOH 000J10uKkoH, 20 Mr

Market / PbiHok : Russia / Poccus

Batch No. / . C2516103 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pa3mep cepun * 1500000 Tab

Analytical Repo:'t No./ . 890001856593 Date of Analysis / . 31/12/2025
AHanHuTHYECKH oTueT Ne JlaTa aHann3a

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JlaTa npou3BoaCTBa Togen go

Mfg. License No. / WA ssgmiliers £ Hise

ITpou3BoacTBeHHAST : S9/RR/AP/97/F/R PY ) P . JITI-Ne(004603)-(PT-RU)
JiueH3usa Ne

Analysis performed according ND No / Anann3 nposenen mo HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224

Page3 of 6/ Ctp.3 u36

Rabeprazole Sulphide/
Pabenpazona cynedus

Rabeprazole Related
compound A/
Pa6enpasona poacTeeHHas
npumecs A

Rabeprazole Related
compound C/
Pabenpa3zona poacTBeHHas
npumecs C

Specified Impurity at
about RRT 1.37

(Mass m/z=310
Imidazole) / TIpumech npu
RRT 1,37 (macca m/z=310
HMUA300)

Specified Impurity at

about RRT 1.51

(Mass m/z=458 Benzo
imidazole adduct) / [TpumMech
npu RRT 1,51 (macca
m/z=458

6eHzumMuazona agaykr)

Individual unidentified
impurity / Enuandnas
HeuAeHTUGHLIMpPOBaHHAS
PUMECh

Below LOQ (LOQ = 0.027 %) /
Huxe npenena KOJIMYECTBEHHOTO
onpenenenus ([TKO = 0,027 %)

Not detected / He oOHapyxeHa

Not detected / He oOHapyxeHa

Not detected / He obHapyxeHa

Not detected / He oOHapyxeHa

Below BDL (BDL~= 0.1 %) / Huxe
nopora peructpanuu (TP =0,1%)

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

Not more than 0.5 % / He 6o1ee 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 0.2 % / He 6onee 0,2 %

Remarks : The Product confirms to ND/
Ilpumeuanwne: Ipoaykrt coorsercTByer TpeboBanusm HJJ

Conclusion : APPROVED /
3axnmouenne: OJJOBPEHO

N
Prepared by / Checked by / " > -Approved by: Manager/Executive /
IloxproroBnexo: IIposepeHo: JC% "1 Onobpeno: Menemxep / PykoBogurens
. s >~
Date / o 502 [Date/ _ 2. | Date/ -~
Jara: 5 =12 JlaTa: 3 12 Jara: il




. Q%%
®
Dr.Reddy’s Q¢
CERTIFICATE OF ANALYSIS
CEPTUDPUKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
HpoayxT: Pazo®, TabneTku, NOKPHIThIE KMIIEYHOPACTBOPHMOit 0605104K0l, 20 MT

|[Market / Poinox : Russia / Poccus

Batch No. / . 02516103 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pazmep cepun " 1500000 Tab

Analytical Report No. /. 493001856593 Dateiof Analysis f : 31/12/2025
AHanuTHYecKHi oTyeT No JaTa ananuza

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JlaTa npou3BOaCTBA T'ogen go

Mfg. License No. / MA number: / Home

IIpousBoacTBennas : 59/RR/AP/97/F/R PY ’ P . JIII-Ne(004603)-(PT-RU)
JHneH3us Ne

Analysis performed according ND No / Ananuz nposenen mo HJI Ne: JITI-Ne(004603)-(PT"-RU)-130224

Page40of 6/ Ctp.4u36

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

6 |Residual Solvents content / 1575 pg/tab/ 1575 mxr Ha Isopropanol —not more than 2621 pg per tablet /
OcTaTo4YHbIE OPraHHYecKHe Tabnerky Hzomponanon — He 6onee 2621 MKT Ha TabieTKy
PACTBOPHTENH

7 |Uniformity of desage units / 2.8/28 Acceptance value (AV) should be not more than
OnHOpoaHOCTH 15.0. / TlokazaTens npuemieMocTd (AV) qomkeH
J03HPOBAHHBIX eAWHHUI ObITh HE 6osiee 15,0.

8 | Microbiological purity*/ Mukpo6uosoruyeckas 4acrora*®

a) Total aerobic microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
count / Ob1ee 4ucio Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MHKPOOPraHH3MOB
b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g /
mould count / O6inee yucno Menee 10 KOE/r He 6osee 100 KOE/r
JPOACGKEBBIX U TIJIECHEBBIX
rpuboB
¢)Ecoli - Absent in 1g/ Shall be absent in 1g/
OrtcyTcTByeT B Ir JomKHBI OTCYTCTBOBaThH B 1 T
9 |Assay / KonnuecTBenHoe 20.0 mg /20,0 mr 18.0 t0 22.0 mg of C 3H20N303SNa
onpeaeeHne (Rabeprazole sodium) (90 to 110 % of label

claim) per tablet. /

Ot 18,0 mr g0 22,0 mr C 3H20N30O3SNa
(pabenpazon Harpus) (ot 90 no 110 % ot
HOMMHAJILHOrO CoZlep kaHusi) B TabieTke.

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

Hpumeuanne: Ilpoayxr coorBeTcTByeT TpeboBanusM HJJ 3akmouenue: OJOBPEHO

Prepared by / d/ /) Checked by / /7 ,C _,,;/ Approved by: Manager/Executive /

IHoarorosneno: ' [Tposepeno: ,,L., r(sz{ -~ | Onobpeno: Menemxkep / PyxoBonurens
J i 3

Date / L1y ~20%; |Date/ BI~2 .0 p2 < | Date/ B o

Iara: Iara: JaTa:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIU3A

Product : Razo®, enteric-coated tablets, 20 mg
Hpoayxt: Pa3o®, TabneTku, NOKpbIThiE KMLIEYHOPACTBOPHUMO# 060J104KOMH, 20 MT

Market / Poinok : Russia / Poccus

Batch No. / . C2516103 Batch Quantity / . 1500000 tab /

Cepus Ne ) Pasmep cepun * 1500000 Tab

Analytical Report No./ . 254401856593 Date of Amalysis/ . 37151095
AnanuTHYECKHI oTyeT Ne JlaTa anann3a

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

Jara npousBoacTBa Toaex a0

Mfg. License No. / MA number: / Home

IMpousBoacTBeHHast : 59/RR/AP/9T/F/R PY ’ P, JIII-Ne(004603)-(PT-RU)
JuieH3usa Ne

Analysis performed according ND No / Auaau3 npoBeaen no HJI Ne: JITI-Ne(004603)-(PI'-RU)-130224

Page50f6/Ctp.S5u36

10 |Packaging / YnakoBka

15 tablets in a (PVC/AI/PA) foil
/aluminum foil blister. 2 blisters with
a package insert in a carton. / ITo 15
tabnetok B 6iucTepe U3
(ITBX/AJI/TTA) donbru /
ATIOMUHUEBOMU (osbru. 2 6iaucTepa
BMECTE ¢ INCTKOM-BKJIQJbIIIEM B
Na4yKy 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 tabnerok B Omnucrepe us3s
(IIBX/AJU/TIA) donbru / amroMuHHEBOH (BOJBIH.
ITo 1 wvmu 2 6auctepa BMECTE C JIMCTKOM-
BKJIAJBIIIEM B MAYKy KAPTOHHYIO.

API name / HaumenoBauune ADC:

Rabeprazole sodium / Pabenpa3zon HaTpus

INN / MHH:

Rabeprazole / Pabenpazon

API manufacturer batch number /
Homep cepun npousBogurtens ADC:

ACSH000149 & ACSH000411

FP Manufacturer API Batch number /
Homep cepuu cy0cTaHmMH
npousBoautess I'JId:

FCSA01393 & FCSA01394

API Manufactured by & country /
Hpouszeogurens A®C, crpana:

Dr. Reddy's Laboratories Ltd., India
I-p Pennu’c Jlaboparopuc JIta., Maaus.

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HaunmenoBaHue, agpec H HOMep
JIMIEH3HH IIOIATKH,
OCyLIeCTBJISIIOLIeH
NPOH3BOACTBO/KOHTPOJb
KkauyecTBa/Bbinmyck I'JID /

FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village),
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana , India
(License No 59/RR/AP/97/F/R)

[TpousBoacTBeHHOE MopazaeneHue - 3, yaactku Ne 41, uacte 42, yacts 45 u
yacth 46, bauynamnu (Bunnamk), bauynamm (Mangan), Meauan
Mankamxrupu (duct.), wrat Tenanrana, Muaus (Jlunensus Ne
59/RR/AP/97/F/R)

Remarks : The Product confirms to ND/

Ipumeyanne: [IpogykT cooTBeTcTBYET TpeboBaHmsM HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / ‘ Checked by / , 2 _,C;E%pproved by: Manager/Executive /

[Toaroroeneno: HposepeHo:/, CZ{(Z‘I" ——"| Onobpeno: Menemxep / Pykosogutens
_ S -

Date / 3 n — 22 7% |Date/ DD~ Dz Date / g

Jata: 21 Jlata: 2~ 2025 lara: I
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Dr.Reddy’s €3¢
CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIM3A

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

HNpoayxt: Pa3o0®, TabneTky, NOKpHITbIE KMIIEYHOPACTBOPUMOH 0607109K0M, 20 MT

Market / Poisok : Russia / Poccus

Batch No. / . C2516103 Batch Quantity / . 1500000 tab /

Cepusn Ne ) Pasmep cepun * 1500000 T26
Analyteal Report No./ . gongm) 856503 Dateol Analysis/ : 31/12/2025
AHaJiuTHYECKHIi oTyeT Ne Jara ananu3za

Date of Manufacture / . 04/12/2025 Date of Expiry / . 30/11/2027

JaTa npousBoacTBa Togen no

Mfg. License No. / NIA. sisiber: | Elswi

Ilpou3sBoacTBeHHAs : S9/RR/AP/97/FIR Py ’ P JITI-Ne(004603)-(PI'-RU)
JiHneH3us Ne

Analysis performed according ND No / Anaau3 npoBeaen mo HJI Ne: JITT-Ne(004603)-(PT'-RU)-130224

Page 6 0of 6/ Ctp. 6 u3 6

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 establishedy.

3aK/II09enHe 0 cCOOTBeTCTBHH: «HacTOoAILIM s TOATBEPKIAI0, UTO MPUBEICHHAS BbilIe HHPOpMALUS SBISETCS JOCTOBEPHOU
¥ TOUHOH. DTa cepus NpOAYKIMHU NMpou3BeeHa (BKIIFOYas YIaKOBKY (MApKHPOBKY) M KOHTPOJIb KQUeCTBA) Ha BBIIIIEYKA3aHHON
[IPOM3BOACTBEHHOM [MUIOIafKe (IUIOLagkax) B TIOJHOM COOTBETCTBHM ¢ TpeboBaHusMu [lpaBun Hamiexaiuei
MPOU3BOJICTBEHHOH NpakTkH EBpasuiickoro akoHoMHu4eckoro coroza (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u
TpeOOBaHUAMHU KOHTPOJIS KA4ECTBA JIEKAPCTBEHHBIX CPEACTB, & TAKXKE B COOTBETCTBUHU CO CIieLUbUKAUIAMH, COEPKALLIUMHCH
B PETHUCTPALIHOHHOM JI0ChE CTPaHBI-UMIIOPTEpPa. 3aMKCH IO IPOU3BOJCTBY, YIAKOBKE Y aHAJIU3Y NPOBEPEHBI, H YCTAHOBJIEHO
HX COOTBETCTBHE TpeboBaHuM [IpaBuir Haanexauei NPOU3BOACTBEHHOIM NpakTUky EBpasuifckoro 5kOHOMHUECKOrO COHO3a».

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

IIpumeuanue: HpOL[yKT COOTBeTCTBYET TpeboBanusm HJJ 3axmouenue: OJJOBPEHO

Prepared by / Qd Checked by //——,, e = »__Approved by: Manager/Executive /

IMoarorosnexo: Hpoacpcm: 772 Onobpeno: Menemxep / PykoBoautens
S/

e 3| AL -20% |Dae/ gD oy | Date] 31w

Jlara: Jara: JHara:




