
•·· . Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIII3A 

Product: RazoCRl (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo)J.yicr: Pa:m® (pa6enpa:mn), rn6neTKH, rr0Kp1,n1,1e KHUie1rnopacrnop0Mott o6onoqKoii, 20 Mr 

Market / P1,rnoK : Russia I Poccm, 

Batch No./ 
: C2605288 

Batch Quantity I 1500000 tab I 
Ceo0H .N'!! PaJMep cep00 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001880552 

Date of Analysis / 
: 30/04/2026 

AnaJIHTttqecKttii oTqeT .N"!! ,Ll,aTa anaJittJa 
Date of Manufacture/ 

: 05/03/2026 
Date of Expiry / 

29/02/2028 
,Ll,aTa ITJ)OH3BOJJ;CTBa roJJ;eH JJ;O 

: 

Mfg. License No./ 
MA number: / HoMep Il pOH3BOJ);CTBeHHaH : 59/RR/AP/97/F/R : JIU-.N!!(OO46O3)-(Pr-RU) 

JIHU:eHJHH .N'!! 
PY 

Analysis performed according to ND No.:/ AnaJittJ nposeJJ;en no H,LI, .N'!!: JIU-.N'!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepsuqHoii ynaKOBKtt yTsep~en1,1: 13.02.2024 
Artworks of secondary package approved: / MaKeT1>1 srnpuqnou ynaKOBKtt yTsepmJJ;en1,1: 13.02.2024 
PL aooroved: / JIB yrnep~en: 10.02.2025 

Pa2e 1 of 6 I CTp. 1 01 6 
N2 Test/ IloKa3aTeJih Result/ Pe1yJihTaThI Specification / HopMa 

1 Appearance / Onncanue Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow 

tablets imprinted "RB20" with red ink on coated tablets imprinted "RB20" with red 

the one side. White tablet core on cross- ink on one side. White to off-white tablet 

section. I Kpyrn1,1e, L\BO.llKOBhIIIYKJlbie 
core on cross-section. I Kpyrn1,1e, 

Ta6neTKl1, IIOKpb!Tbie o60JI01..[KOH CBeTJIO-
,[\BO.llKOBbIIIYKJlbie Ta6neTKl1, IlOKpblTbJe 
o6onoqKoi-i OT CBeTJIO-)KeJITOro ,[\O 

)KeJITOro U,BeTa C MapK11pOBKOM KpaCHOro )KeJITOro U,BeTa C MapK11pOBKOM KpacHoro 
u,BeTa «RB20» Ha OL\HOH cTopoHe. Ha u,sern «RB20» Ha OL\HOH crnpoHe. Ha 

nonepeqHoM p83pe3e .llL\PO 6enoro u,BeTa. nonepeqHoM p83pe3e .llL\PO OT 6enoro ,[(O 
noqT11 6enoro u,BeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 
IlJJ;eHTH«l>ttKan:uH chromatogram of test solution chromatogram of test solution should 
HPLCIB3)l(){ corresponds to the retention time of major correspond to the retention time of major 

peak in the chromatogram ofRabeprazole peak in the chromatogram of Rabeprazole 
sodium reference standard solution. I sodium reference standard solution 
BpeM.ll y,!:\ep)K11BaHJrn OCHOBHOro IIl1Ka Ha (section Assay). I BpeMsi yL1ep)K11BaH11.ll 
xpoMaTorpaMMe 11CIIbITYeMoro paCTBopa OCHOBHOrO n11Ka Ha xpoMaTorpaMMe 
COOTBeTCTByeT BpeMeHl1 yL1ep)K11BaH11.ll 11CilhITyeMoro pacTBopa ,[(0JI)KH0 
OCHOBHOro IIMKa Ha xpoMaTorpaMMe COOTBeTCTBOBaTb BpeMeHM yL1ep)KMBaHM.ll 
pacTBopa CTaH,[(apTHOro 06pa3u,a OCHOBHoro IlMKa Ha xpoMaTorpaMMe 
pa6enp83oJia HaTp11si. pacTBopa CTaH,[(apTHOro o6p83Qa 

pa6enp83ona HaTpM.ll (p83,[(en 
«Kon11qecTBeHHOe onpe,[(eJieH11e» ). 

3 Average weight of 207.75 mg I 207,75 Mr 212.68 mg± 5 % (202.05 to 223.31 mg) I 
tablets/ 212,68 Mr± 5 % (OT 202,05 Mr ,[\O 223,31 
Cpe,!:\HHH Macca Mr) 
Ta6JieTOK 

4 Dissolution / Unit-1/E,[(11H11u,a-l 1% In 0.1 M hydrochloric acid solution - not 
PacTsopeuue Unit-2/EL111H11u,a-2 1% more than 10 % of C18H20N303SNa 

Unit-3/E,[(11H11u,a-3 1% (Rabeprazole sodium) label claim in 2 h. / 

Unit-4/EL\HHHu,a-4 3% B 0,1 M pacTBope xnopOBO,[(OpO,[(HOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpttMeqauue: ITpOL\YKT cooTBeTcTByeT Tpe6osaH11.llM H)l 

' 
J aKmoqeuue: O,l(OliPEHO 

Prepared by / 

@-
Checkedb~ / k-\.pproved by: Manager/Executive I 

I1o,[(rOTOBJTeHo: ITposepeHo: 0L(o6peHo: MeHe,[()Kep I PYKOBOL\MTeJih 
5--

Date/ 
:Jo-ol(-1.oU 

Date/ 20-01- ,!2.a'l-B Date/ "°JU - H, -'-..!>9..-C 
,[{aTa: )larn: )larn: 



•·· . Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH«l>IIKAT AHA.Jlll3A 

Product: Razol!<l (rabeprazole), enteric-coated tablets, 20 mg 
Tipoi.yKT: Pa.30~~ (pa6enpa3on), Ta6nenm, ITOKPblTbJe KHWe•rnopaCTBOPHMOH o6onO'lKOH, 20 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: C2605288 

Batch Quantity / 1500000 tab / 
Cepnsi .M, PaJMep cepnn 

: 
1500000 Ta.6 

Analytical Report No./ 
: 890001880552 

Date of Analysis / : 30/04/2026 
AnaJJHTHlfecKnii OTlfeT .N"!! )I.aTa anaJJHJa 
Date of Manufacture/ 

: 05/03/2026 
Date of Expiry/ 

29/02/2028 
)I.aTa npOH3BOi.CTBa roi.eH i.o 

: 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3BOi.CTBeHHaSI : 59/RR/AP/97/F/R : JITI-.N"!!(OO46O3)-(Pr-RU) 
JIHUeH3HSI .N"!! 

PY 

Analysis performed according to ND No.:/ AnaJJnJ npoBei.en no H.lf. .N"!!: JITI-.N"!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBHlfHOii ynaKOBKU YTBep~eHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOpnlfHOH ynaKOBKU yTBep,ici.enbI: 13.02.2024 
PL aooroved: / JIB yrnep~en: 10.02.2025 

Page 2 of 6 / CTp. 2 01 6 
Unit-5/E.D.HHHUa-5 2% KHCnOTbl - He 6onee 10% OT 
Unit-6/E.D.HHHUa-6 3% HOMHHanbHOro co.z:i:ep)Kattmi: 

Average / Cpe.z:i:tt. 3Ha4eHHe: 2 % 

Unit-llEAHHHUa-1 88 % 

Unit-2/E.D.HHHUa-2 87% 

Unit-3/E.D.HHHUa-3 87% 

Unit-4/E.z:i:Hu11ua-4 90% 

Unit-5/Em,rn11ua-5 90% 

Unit-6/E.D.HHHUa-6 85% 

Average I Cpe.z:i:u. 3Ha4eHue: 88 % 
5 Impurities / IIpnMecu 

Rabeprazole N-oxide I Not detected I He o6uapy)KeHa 
Pa6enpa3ona N-oKCHA 

Rabeprazole Sulfone / 0.14%/0,14% 
Pa6enpa3ona cynbcpou 

Rabeprazole Methoxy 
analog I Pa6enpa3ona Not detected I ue o6uapy)KeHa 
MeTOKCH attanor 

Rabeprazole Chloro analog 
/ Pa6enpa3ona XJiopo 

Not detected I He o6ttapy)KeHa attanor 

Rabeprazole Sulphide / 
Pa6enpa3ona cynbq>HA 0.03 % 0,03% 

Rabeprazole Related 
compound A/ 

Not detected I ue 06ttapy1Ketta Pa6enpa3ona 
po.ucrneHHM rrpHMeCb A 

Remarks : The Product confirms to ND/ 
IIpuMe11auue: ITpo.D.yKT coorneTcrnyeT Tpe6oBaHH.sIM H,D; 

Prepared by I 
ITo.D.rOTOBnetto: a. Checked by/ 

TipoBepeHo:'--JF':3---

C1sH20N3O3SNa (pa6enpa3on uaTpm1) 
qepe3 2 q_ 

In buffer solution pH 8.0 - not less than 75 
% (Q) of C1sH20N3O3SNa (Rabeprazole 
sodium) label claim in 60 mm. I B 
6ycpepuoM pacrnope pH 8,0 - ue Mettee 
75 % (Q) OT HOMHHanbHOro CO}].ep)KaHH.s! 
C1sH20N3O3SNa (pa6enpa3on 
qepe3 60 MHH. 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

Conclusion : APPROVED / 
3aKmoqeuue: o,n:OEPEHO 

HaTpH.s!) 

Approved by: Manager/Executive/ 
O.D.o6petto: Mette)];)Kep I PYKOBOAHTeJih 

~ 
Date/ 
,D;arn: 

Date/ 
,D;arn: 

Go-0-~ Date/ 
,D;arn: 



•·· .Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHwHKATAHAJill3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilp0JJ:YKT: Pa:30® (pa6enpa1on), Ta6neTKH, noKphITbie KHwe,rnopac-isopwMoii 060JIOLIKoii, 20 Mr 

Market / PhIHOK : Russia I Poccmr 

Batch No./ 
: C2605288 

Batch Quantity I 1500000 tab/ 
CepuH .N'! PaJMep cepHH 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001880552 

Date of Analysis/ 
: 30/04/2026 

AuaJIHTHqecKHil oTqeT .N'! )];aTa anaJIHJa 

Date of Manufacture / 
: 05/03/2026 

Date of Expiry/ 
29/02/2028 

)];aTa IlJ)0HJB0,/J;CTBa ro)J;eH ,/1;0 
: 

Mfg. License No./ 
MA number: / HoMep 

IlpOHJBO,/J;CTBennaH : 59/RR/AP/97/F/R : JIII-X~(004603)-(Pr-RU) 
JlHUeHJHH .N'! 

PY 

Analysis performed according to ND No.:/ AnaJIHJ npoBeJJ:eH no H)]; .N'!: JIIl-.N'!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeThI nepBuquoil ynaK0BKH YTBep,KJJ:enh1: 13.02.2024 
Artworks of secondary package approved: / MaKeThI Brnpnquon ynaK0BKH yTBepmJJ:enhr: 13.02.2024 
PL approved:/ JIB yrnep,KJJ:eu: 10.02.2025 

Rabeprazole Related 
compound C / Pa6enpa.3ona 
poncTBeHHa51 npttMecb C 

Specified Impurity at 
about RRT 1.37 (Mass 
m/z=310 Imidazole) / 
ITpttMeCb npH RRT 1,37 
(Macca m/z=310 
HMH)J;a.30JI) 

Specified Impurity at RRT 
1.51 (Mass m/z=458 
Benzo imidazole adduct)/ 
ITpttMeCh npH RRT 1,51 
(Macca m/z=458 
6eH3HMH)J;a.30Jia an;:i:yKT) 
Maximum unknown 
individual impurity/ 
E;:i:HHHLfHa51 
Hett;:i:eHTH~HQHpOBaHHa51 
npHMeCb 

Total impurities/ CyMMa 
npHMeCeH 

6 Residual Solvents / 
OcTaTO'IHble 
oprauuqecKue 
paCTBOPHTeJIH 

7 Uniformity of dosage 
units / O;::i:uopo;::i:uocTh 
/l:03Hp0B8HHblX e;::i:unua: 

Not detected/ He o6Hapy)KeHa 

0.01 % 0,01% 

Not detected/ He o6Hapy)KeHa 

Below BDL (BDL= 0.1 %) / Htt)Ke 
nopora perncTpaQHH (ITP 0,1 %) 

0.2% I 0,2% 

164 7 µg per tablet / 164 7 MKr Ha 
Ta6neTKY 

3.1 / 3,1 

Remarks : The Product confirms to ND/ 
IIpuMe'lanue: ITponyKT cooTBeTcTByeT Tpe6oBaHH51M H.U 

Prepared by / /.') 
ITonroTOBJieHo: r._:;;--

Checked by/ 
IT poBepeHo ·......-;,,.,.,,._.--

Page 3 of 6 / CTp. 3 uJ 6 
NMT 0.5 % I He 60J1ee 0,5 % 

NMT 0.5 % I He 6oJiee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.2 % I He 6onee 0,2 % 

NMT 2.0 % I He 6oJiee 2,0 % 

Isopropanol - NMT 2621 µg per tablet / 
lfaonponaHOJI - He 6oJiee 2621 MKr Ha 
Ta6JieTKY 

Acceptance value (AV) should be 
NMT 15.0. I I1oKa.3aTeJib nptteMJieMOCTH 
(AV) L(OJI)KeH 6h1Tb He 6oJiee 15,0. 

Conclusion : APPROVED / 
3aKJIIO'lenue: O,Il;OliPEHO 

Approved by: Manager/Executive / 
Ono6peHo: MeHe.lJ:)Kep I PyKoBOJ:J:HTeJih 

s:-
Date/ 
,Uarn: 

Date/ 
,Uarn: 

.!30-0.?,- 2...Cf.2{; Date/ 
)];am: 



••· -Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Iloo.avtrr: Pa:JoOb (pa6errpa3oJI), rn6JieTKH, rroKPbITbre KHlIIe 1rnopacTBop11Moif o6ono4KOif, 20 Mr 

Market/ PbIHOK : Russia / Poccmr 

Batch No./ 
: C2605288 Batch Quantity/ 1500000 tab/ 

Cep1,rn .N'!! PaJMep cepnn 
: 

1500000 Ta6 
Analytical Report No./ 

: 890001880552 
Date of Analysis/ 

30/04/2026 AHaJlHTHlfeCKHU OTlfeT .N'!! ,ll;aTa aHaJ1nJa 
: 

Date of Manufacture / 
: 05/03/2026 

Date of Expiry/ 
29/02/2028 ,ll;aTa npoHJBO,llCTBa ro,aeH ,llO 

: 

Mfg. License No./ 
MA number: / HoMep IlpOHJBO,llCTBeHHaSI : 59/RR/AP/97/F/R : JIIT-.N'!!(OO46O3)-(Pr-RU) 

JlHUeHJHSI .N'!! 
PY 

Analysis performed according to ND No.:/ Anam11 npoBe,aeH no H,ll; .N'!!: JIIl-N!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepBHlfHOH ynaKOBKH YTBep,imenbt: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTOpHlfHOH ynaKOBKH YTBepm,aeHbI: 13.02.2024 
PL approved: / JIB yrnep,imen: 10.02.2025 

Paee 4 of 6 / CTp. 4 HJ 6 . 
8 Microbiological purity/ MnKpo6uoJioruqecKaH 'IHCTOTa 

a) Total aerobic microbial 10 CFU/g / 10 KOE/r NMT 103 CFU/g /He 6oJiee 103 KOE/r 
count I O6l.I-lee q11cJio 
a.3p06HhlX 
MHKpoopraHM3MOB 

b) Total combined yeasts Less than 10 CFU/g / NMT 102 CFU/g / He 6oJiee 102 KOE/r 
and mould count / O6l.I-lee Mettee 10 KOE/r 
lfHCJIO APO)K)l(eBbIX H 

nJieCHeBblX rp1160B 

c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyYCTBMe B 1 r 
OTCyYCTByeT B 1 r 

9 Assay / KoJinqecTeeuuoe 19.4 mg/ 19,4 Mr 18.0 to 22.0mg of C1sH20N3Q3SNa 
onpeAeJieuue (Rabeprazole sodium) (90 to 110 % of 

label claim) per tablet. I 
OT 18,0 Mr AO 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30J1 HaTp1u1) ( OT 90 AO 110 % OT 
HOMMHaJibHOfO COAep)Kamur) B Ta6JieTKe. 

10 Package appearance / 15 tablets 1Il a (PVC/AI/PA) foil 15 tablets Ill a (PVC/Al/PA) foil 
Onucauue ynaKOBKH /aluminum foil blister. 2 blisters with a /aluminum foil blister. 1 or 2 blisters with 

package insert in a carton. / Ilo 15 a package insert in a carton. / Ilo 15 
Ta6neTOK B 6JIMCTepe H3 (ITBX/ AJl/IlA) rn6JieTOK B 6n11cTepe H3 (IlBX/ AJl/IlA) 
q>OJihfM / aJIIOMMHHeBOH q>OJihrM. Ilo 2 <pOJihfM / aJIIOMMHMeBOH q>OJihfM. Ilo 1 
6JIHCTepa BMecTe c JIMCTK0M-BKJiaAhIIIIeM MJIM 2 6JIHCTepa BMeCTe C JIMCTKOM-
B naqKy KapTOHHyIO. BKJiaAhIIIIeM B naqKy KapTOHHYJO. 

11 Labeling/ MapKupoeKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
Module 1 of the registration dossier. / B 
COOTBeTCTBHM C pa3,D;eJIOM 1.3.2 MOAYJUI 1 
perHCTpaQHOHHOfO ,IJ;OCbe. 

12 Storage conditions / At temperature not higher than 25 °C. / IlpH TeMnepazype He Bhillle 25 °C. 
y CJIOBHH xpauenHH 

Remarks : The Product confirms to ND/ 
IlpuMe'lanue: Ilpo,D;yKT coorneTcrnyeT Tpe6oBamrnM H,l( 

Prepared by I 
IloArOTOBJietto: e 
Date/ 
,[{am: 

Checked by I r/2. 
TTposepeHo~ 

Date/ 
,D;arn: 

Conclusion : APPROVED I 
3aKJIIO'lenue: O,ll;OliPEHO 

Approved by: Manager/Executive / 
O,D;o6petto: Mette,IJ;)Kep I PyKoBOAHTeJib 

:r-
Date/ 
,l{arn: 



•·· -Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
CTpoJlyKT: P8.3o® (pa6enpa:Jon), Ta6neTKH, nOKPblTble KHWe4HOpacrnopMMOH 060JI04KOH, 20 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: C2605288 

Batch Quantity/ 1500000 tab/ 
Cepusi .N°!! Pa1Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001880552 

Date of Analysis / 
: 30/04/2026 

AnaJIHTHlfecKuit OT'IeT .N°!! )];aTa anaJiuJa 
Date of Manufacture/ 

: 05/03/2026 
Date of Expiry/ 

29/02/2028 
)laTa npOH3BO)].CTBa ro)].eH )].0 : 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3B0)].CTBeHHaSI : 59/RR/AP/97/F/R : JIIl-.N"!!(OO46O3)-(Pr-RU) 
JIHU,eH3HSI .N°!! 

PY 

Analysis performed according to ND No.:/ AnaJIH3 npOBe)].en no H,11; .N°!!: JIIl-.N"!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / Mateen,, nepBHlfHOH ynaKOBKH yTBep~eHhI: 13.02.2024 
Artworks of secondary package approved: / MaKeThI BTOpuqnou ynaKOBKH YTBepm)].eHbI: 13.02.2024 
PL approved: / JIB yrnep~en: 10.02.2025 

Pae:e 5 of 6 I CTp. 5 H3 6 
13 Shelf-life (storage period) 2 years. I 2 ro)].a. 

/ CpoK rQ)].HOCTH ( cpoK 
xpaueunH) 

API name/ HanMeuoeaune AWC: Rabeprazole sodium/ Pa6enpa:30n HaTpua 

INN/MHH: Rabeprazole / Pa6enpa30JI 

API manufacturer batch number / 
ACSH000636 & ACSH000649 

HoMep cepnn npon3BO.ll:HTeJIH AWC: 

FP Manufacturer API Batch number / 
HoMep cepnn cy6cTauu,nn FCT A00024 & FCT A00025 
npOH3B0)].HTeJIH r JIW: 

Dr. Reddy's Laboratories Limited, 
Chemical Technical Operations, Unit - III, Plot No. 116, Sri 

Venkateswara Co-operative Industrial Estate, 

API Manufactured by, address & 
IDA Bollaram, Jinnaram Mandal, Sangareddy District - 502 325, 

Telangana, India/ 
country / IlpOH3B0)].HTeJib Awe, a)].pec 

.D:-p Pe.[l.)].U'c Jla6oparnpuc JluMuTe)]., 
u cTpaua: 

ITo.ll.pa.3.ll.eJiettue XHMHKO-TexttonoruqecKux onepau,Hu -III, yqacTOK N!! 

116, KoonepaTUBHO-npOMbIUIJieHHbIH KOMTTJieKC 
Illpu BettKaTecBapa, 11.D:A BonnapaM, ,[()KuttttapaM MaH)].aJI, Cattrape.ll..ll. 

H .D:HCTpHKT - 502325, TenaHraHa, 11H)].Uj{ 

Name, address, authorization No for Dr. Reddy's Laboratories Ltd., FTO Unit 3, Survey No. 41, 42 part, 45 
FP manufacturing site / Control site / part & 46 part, Bachupally (Village), Bachupally (Mandal), Medchal -
Release site / MalKajgiri (Dist.), Telangana, India 
HanMenoeauue, Mpec u HOMep (License No 59/RR/AP/97/F/R) 
JIHU,eH3HH OJIOIIJ,a)].KH, .D:-p Pe)].)].U'c Jia6opaTopuc JlT)].., ITpou3BO)].CTBeHttoe no)].pa.3.ll.eJiemre-3, 
ocy11.J,eCTBJIHI011.J,eii: yqacTKH N!! 41, 1-mCTb 42, qacTb 45 u qacTb 46, Baqynannu (Bunna)].)K), 
DpOH3B0)].CTBO/KOHTpOJib Baqynannu (Matt.[l.an), Me.[l.qan-ManKa)].)Krupu (.D:ucT.), UITaT 
KaqeCTea/BblDYCK r JIW Tenattratta, Htt.ll.Ha (J1Hu,eH3HH N!! 59/RR/AP/97/F/R) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: ITpo)].yKT cooTBeTcTByeT Tpe6oBaHHHM H.D: 3aKJiroqeune: O,ll;OnPEHO 

',..-,., 

Prepared by I 

~ 
Checked b~ I ~ Approved by: Manager/Executive/ 

flo)].rOTOBJietto: ITpoBepeHO • O)].o6petto: Mette)].)Kep I PyKoBO.ll.HTeJih 
y-

Date/ _so <"DL/- 'lo U Date/ 20~0{ , ~ Date/ J ti A ~ -'°'v '\.,,c 
.D:arn: .D:arn: .D:arn: 



•·· -Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJJH3A 

Product : Razo~ (rabeprazole), enteric-coated tablets, 20 mg 
TTpoJJ.yKT: Pa.3061) (pa6enp8.30J1), Ta6neTKH, n0KPblTbte KWWe4HOPaCTB0PWM0H o60J104KOM, 20 Mr 

Market / PbIHOK : Russia / Pocc1n1 

Batch No./ 
: C2605288 

Batch Quantity/ 1500000 tab / 
CepHH .M, Pa3Mep cepHH 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001880552 

Date of Analysis / 
: 30/04/2026 

AHaJJHTH'1ec1rnn OT'leT .N'!! )],aTa auaJJHJa 

Date of Manufacture/ 
: 05/03/2026 

Date of Expiry/ 
29/02/2028 

)]:aTa DPOH3BOJJ.CTBa roJ).eH JJ.O 
: 

Mfg. License No. / 
MA number: / HoMep 

II pOH3BOJJ.CTBeHHaH : 59/RR/AP/97/F/R : JIII-.N'!!(OO46O3)-(Pr-RU) 

JIHl.leHJHH .N'!! 
PY 

Analysis performed according to ND No.:/ AuaJ1HJ nposeJ).eH no H)]: .N'!!: JIII-.N'!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / Mai<:eThI nepBH'IHOn ynaKOBKH yTsep,KJJ.eHhI: 13.02.2024 
Artworks of secondary package approved: / MatceTht BTOpH'IHOil ynatcoBKH yTsep)KJJ.eHhI: 13.02.2024 
PL aooroved: / JIB yrnep)KJleH: 10.02.2025 

Page 6 of 6 / CTp. 6 u1 6 
Declaration of certification: «I hereby certify that the abov e 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». / 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOSII.QHM SI TIO)J.TBep)I{,AaIO, 'ITO npuBe)J.eHHaSI Bblllle HHq>OpMal{HSI SIBJISleTCSI 
)J.OCTOBepHOH H TO'IHOH. 3Ta cepHSI npOJJ.YKI..11111 npOH3Be)J.eHa (BKJIIO'laSI ynaKOBKY (MapKHpOBKy) H KOHTpOJib Kaqecrna) 
Ha Bb[llleyKa3aHHOH npOH3BO)J.CTBeHHOH TIJlOI.Qa)J.Ke (nJIOI.Qa)J.Kax) B TIOJIHOM COOTBeTCTBHH C Tpe6oaaHHSIMH ITpaBHJI 
Ha)J.Jle)KaI.QeH npoH3BOJJ.CTBeHHOH npaKTHKH Espa3HHCKoro 3KOHOMl1'-1ecKoro co103a (No. GMP/EAEU/RU/01293-2024 OT 
20 MaSI 2024) H Tpe6oBaHHSIMH KOHTp011SI Ka'leCTBa JleKapcrneHHblX cpe)J.CTB, a TaK)Ke B COOTBeTCTBHH co 
cne1..111q>HKal{HSIMH, COJJ.ep)Kal.QHMHCSI B perucTpauuoHHOM )J.OCbe CTpaHbl-HMTIOpTepa. 3aITHCH no npoH3BO)J.CTBY, ynaKOBKe 
H aHaJIH3Y npoaepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6osaHH5IM ITpaBHJI Ha)J.Jle)KaI.QeH npOH3BO)J.CTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMH'leCKOrO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe'lanue: TTpOJJ.YKT coorneTcrnyeT Tpe6osaHHSIM H,[( 3aKJIJO'lenue: O,11:0liPEHO 

.... , 
""' 

Prepared by / 

6)~ Checked by~~ Approved by: Manager/Executive / 

Ilo)J.roTOBJieuo: npoaepeuo..:_ O.z:106petto: Mette,[l)Kep / PyKOBOJ:lHWJih 
~ 
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