
•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPT:U<l>IIKA T AHA.JI:U3A 

Product: Razo°", enteric-coated tablets, 20 mg 
Ilpoi:.y1n: Pa30°", Ta6JTeTKl1, noKpblTble KHWe'IHOpaCTBOpHMOH o60JTO'-IKOH, 20 Mr 

Market / P1,rnoK : Russia/ Poccm1 

Batch No./ 
C2602027 

Batch Quantity I 1500000 tab/ 

CepnH N2 
: 

Pa3Mep cepnn 
: 

1500000 rn6 

Analytical Report No./ 
: 890001868311 

Date of Analysis / 
: 26/02/2026 

AnaJJHTH'lecKnii OT'leT N2 )laTa anaJJH3a 

Date of Manufacture / 
: 22/12/2025 

Date of Expiry / 
30/11/2027 

)laTa npOH3B0~CTBa roi:.en llO 
: 

Mfg. License No./ 
IlpOH3B0llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITT-N2(004603)-(Pr-RU) 
JJttu;enJHH N2 

Analysis performed accordin~ ND No/ AnaJJm npoBei:.en no Hll N2: JITT-N2(004603)-(Pr-RU)-130224 

Page 1 of 5 I C'rp. 1 m 5 
N2 Test/ IloKaJaTeJJh Result/ PeJyJJ1>TaThl Specification/ HopMa 

1 Appearance / Onncanne Round, biconvex, yellow coated tablets Round, biconvex, light-yellow to yellow coated 

imprinted "RB20" with red ink on the tablets imprinted "RB20" with red ink on one side. 

one side. White tablet core on cross- White to off-white tablet core on cross-section. / 

section. I Kpyrnh1e, llBOHKOBhIITYKJTble 
Kpynibie, llBOHKOBbIITYKJTbie Ta6JTeTKl1, JTOKpbITbie 
0601101.JKOH OT CBeTJTO-)KeJTTOro AO )KeJITOrO 1.1,BeTa 

Ta6JieTKl1, JlOKpblTble o6oJTO'IKOH C MapKHpOBKOH KpacHoro 1.1,BeTa «RB20» Ha 0.[(HOH 
)KeJITOro L(BeTa C MapKHpOBKOH cTopoHe. Ha nonepe'-IHOM pa3pe3e ».npo OT 6e11oro 
KpacHoro UBeTa «RB20» Ha o,nHOH i:.o rro'-ITH 6enoro useTa. 

cTopoHe. Ha rrorrepe'-IHOM pa3pe3e Hti:po 

6enoro useTa. 

2 Identification By HPLC / Complies as prescribed/ The retention time of major peak in the 

HJJ;eHTnlj>nKau;nH B3JKX CooTBeTcTByeT Tpe6oBaHHHM chromatogram oftest solution should correspond 

to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 

standard solution (section Assay). / BpeM» 
yi:.ep)KftBaHHH OCHOBHOro n11Ka Ha 

xpoMaTorpaMMe HCJlbITyeMoro paCTBOpa AOJT)KHO 
COOTBeTCTBOBaTb BpeMeHH yi:.ep)KHBaHHH 

OCHOBHoro n11Ka Ha xpoMaTorpaMMe pacTBopa 

cTaH,napTHoro 06paJ1.1,a pa6errpa30JTa HaTpH» 
(paJ,neJT «KoJTH'leCTBeHHoe orrpei:.e11eH11e»). 

3 Average weight/ 206.45 mg I 206,45 Mr 212.68 mg± 5 % (202.05 to 223.31 mg) I 
CpellHHH Macca 212,68 Mr± 5 % (OT 202,05 Mr llO 223,31 Mr) 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpuMetJauue: TTpo,LJ,yKT cooTBeTcTByeT Tpe60Bamu1M H.[( 3aKmotJeuue: O,LJ:OEPEHO 

Prepared by I (d__ Checked by I 

~ 
Approved by: Manager/Executive / 

TTo,LJ,rOTOBJleHo: TTpoBepetto: 0,LJ,o6petto: Mette,LJ,)Kep I PyK0B0,LJ,11TeJ1b 
'>--

Date/ '2-~ -0 2-- ~ 'Loli, Date/ ~~0'1,.~U'2-.b Date I ~-t%,~"'-{' 
)lam: )lam: )lam: 



••• Or. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHA.JIH3A 

Product : Razo00
, enteric-coated tablets, 20 mg 

Ilpo,11;y1n: Pa30°'1, Ta6neTKH, noKpbTTbie KHwe•rnopacTsopHMOH 06ono11KoH, 20 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No./ 
: C2602027 Batch Quantity I 1500000 tab / 

CepnH .N2 PaJMep cepnu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001868311 

Date of Analysis I 
: 26/02/2026 

AHaJIHTH'leCKHM OT'leT .N2 .LJ:aTa anaJIH3a 
Date of Manufacture / 

: 22/12/2025 Date of Expiry I 30/11/2027 
llaTa npoHJBOJJ;CTBa ro,11;eH ,11;0 : 

Mfg. License No./ 
IlpOH3B0tJ;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITT-.N2(004603)-(Pr-RU) 
JJHUeH3HH .N°2 
Analvsis performed according ND No/ AnanuJ npose,11;en no Hl1.N2: JITT-.N2(004603)-(Pr-RU)-130224 

Pa2e 2 of 5 / CTp. 2 H3 5 
4 Dissolution I PaCTsopeuue Unit-1/EnHHHUa-l 5% In 0.1 M hydrochloric acid solution - not more than 

Unit-2/Enttm,iua-2 6% 10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
Unit-3/En,mHua-3 2% claim in 2 h. I B 0,1 M pacTBope 
Unit-4/EnHHHUa-4 5% XJIOpHCTOBOJJ;OpOAHOH KHCJIOThl - He 6onee 10 % OT 

Unit-5/EAHHHUa-5 5% HOMHHaJibHOro conep)KaHHll C1sH20N3O3SNa 

Unit-6/EnHHHUa-6 5% {pa6enpaJoJI ttaTpttH) 11epe3 2 11. 

Average I CpenH. 3Ha11eHHe: 5 % 
Unit-1/EnHHHUa-l 87 % In buffer solution pH 8.0 - not less than 75 % (Q) of 
Unit-2/EAHHHUa-2 86% C1 sH20N3O3SNa (Rabeprazole sodium) label claim 
Unit-3/EAHHHUa-3 88% in 60 min. / B 6ycpepHOM pacTBope pH 8,0- He Mettee 
Unit-4/EAHHHUa-4 88% 75% (Q) OT HOMHHaJihHOro co,uep)KaHHll 
Unit-5/Enttmiua-5 87% C1sH20N3O3SNa {pa6enpa30JI HaTpHH) 4epe3 60 MHH. 

Unit-6/Entttt11ua-6 89% 
Average I CpenH. 3HalfeH11e: 88 % 

5 Related Substances / 
POACTBeHHble npuMeCH 

Rabeprazole N-oxide/ Below LOD (LOD =0.008%) I HH)Ke Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpaJoJia N-oKCHA npenena o6ttapy)KeHJ-rn (ITO =0,008 % 

Rabeprazole Sulfone/ Pa6enpa3oJia Not more than 0.5 % / He 6onee 0,5 % 
cynhq>OH 0.14% I 0,14% 

Rabeprazole Methoxy analog/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpa30Jia MeTOKCH aHaJIOr Not detected I He o6Hapy)KeHa 

Rabeprazole Chiaro analog/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpa3ona xnopo attanor 

Not detected I He o6Hapy)KeHa 
Rabeprazole Sulphide/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpaJoJia cynb<pHA 

0.05 % 0,05% 

Rabeprazole Related compound A/ 
Not detected I He o6Hapy)Ketta 

Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpa3ona po,11;cTBeHHall 
npHMeCh A 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IIpHMC'laune: ITpo~yKT cooTBeTcTByeT Tpe60BamuiM H,ZJ; 3aKJ1IO'lenne: O,LI:OliPEHO 

Prepared by I e- Checked by I Approved by: Manager/Executive / 
ITo~roToanetto: ITpoaepetto: ~ O~o6petto: Mette~)Kep / PyKoso~HTenh 

y---, 
Date/ 'l:l)-0 ')_- lo~ Date/ ~ 'tl 2-- ,- !)..ti 1--b Date/ 

°diJ,-A---~¾ 
,ZJ;arn: )];am: ,ZJ;arn: 



••· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII<l>HKAT AHAJIII3A 

Product : Razo°'', enteric-coated tablets, 20 mg 
IlpOAYKT: Pa:m°'', Ta6neTKl1, noKpbITbie Kttrne4HOpacT0op11MOH 060J104KOH, 20 Mr 

Market/ PbIHOK : Russia I Poccm1 

Batch No./ 
: C2602027 

Batch Quantity/ 1500000 tab / 
CepnH .N"2 PaJMep cepnn 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001868311 

Date of Analysis / 
: 26/02/2026 

AuaJIHTH'leCKHH OT'leT .N"2 )];aTa auaJinJa 

Date of Manufacture / 
: 22/12/2025 

Date of Expiry / 
30/11/2027 

)];aTa npOH3B0ACTBa roAeH AO 
: 

Mfg. License No./ 
IlpoHJBOACTBeuuaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N"2(004603 )-(Pr-RU) 
JIHl~eH3HH .N°2 
Analysis performed according ND No/ AHaJIH3 npoBeAeH no H)]; .N"2: JITI-.N"2(004603)-(Pr-RU)-130224 

Pa2e 3 of 5 / Crp. 3 m 5 
Rabeprazole Related compound C/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enproona poACTBeHHall Not detected / He o6Hapy)KeHa 
npnMeCb C 

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

about RRT 1.37 
(Mass m/z=310 

Not detected/ He o6Hapy)KeHa Imidazole) / ITp11Mecb np11 RRT 
1,37 (Macca m/z=310 ttMtt.L(a3on) 

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

about RRT 1.51 Not detected / He o6Hapy)KeHa 
(Mass m/z=458 Benzo 

imidazole adduct)/ ITpttMeCb npn 

RRT 1,51 (Macca m/z=458 

6eH311Ml1.L(a30Jla aMyKT) 

Individual unidentified impurity/ Below BDL (BDL= 0.1 %) I Htt)Ke Not more than 0.2 % / He 6onee 0,2 % 
E.L\ttHn4Hall nopora perncTpau11n (ITP 0,1 %) 
Hen,[(eHTnqinu11posaHHa» npttMeCb 

Total impurities/ CyMMa 0.2%/0,2% Not more than 2.0 % / He 6onee 2,0 % 
np11Mecei1 

6 Residual Solvents content / 1691 µg/tab / 1691 MKr Ha rn6neTKy Isopropanol - not more than 2621 µg per tablet/ 
OcTaTO'IHble opraHH'leCKHe 1-faonponaHOJl - He 6onee 2621 MKr Ha Ta6neTKY 
paCTB0pHTeJIH 

7 Uniformity of dosage units / 2.5 I 2,5 Acceptance value (AV) should be not more than 
OAHOpOAHOCTb A03Hp0B3HHblX 15.0. I IToKaJaTeJlb nptteMJleMocrn (AV) .L\OJl)KeH 
eAHHHU 6hITh He 6onee 15,0. 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpnMeqanue: Ilpo,[(yKT coorneTcrnyeT Tpe60Bamu1M H)l 3aKJIJO'lenue: O,L(OliPEHO 

Prepared by I 

&-
Checked by I 

4P 
Approved by: Manager/Executive/ 

Ilo,[(roTOBJJetto: IlpoBepetto: 0.L(o6petto: Mette,ZJ)Kep / PyK0B0,u11TeJ1b 
'S,--::, 

Date/ 
J,--~ -02-~ 'Lotk 

Date/ ,-g, r Q 2-~ :J..e, M, Date/ ~--""---~ ,[lam: )lam: )lam: 



•·· ·or.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTlf <l>lfKA T AHAJilf3A 

Product : Razo00
, enteric-coated tablets, 20 mg 

Ilpo,i:yirr: Pa3o00
, Ta6JleTKH, ITOKpblTbJe Kttwe1rnopaCTBOPHMOH o60Jl0lJKOH, 20 Mr 

Market / P1,rnoic : Russia / Poccm, 

Batch No./ 
: C2602027 Batch Quantity/ 1500000 tab / 

CepuH .N"! Pa3Mep cepuu 
: 

1500000 Ta6 
Analytical Report No. / 

: 890001868311 
Date of Analysis / 

: 26/02/2026 
AuaJIHTH'leCKHH OT'leT _N"g ,l(aTa auaJIH3a 

Date of Manufacture / 
: 22/12/2025 

Date of Expiry / 30/11/2027 
,l(aTa npOH3BOJl:CTBa ro,i:e1:1,i:o 

: 

Mfg. License No./ 
fipOH3B0Jl:CTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N"2(OO46O3)-(Pr-RU) 
JIH[leH3HH _N"g 

Analysis performed l!,Ccording ND No/ AuaJIH3 npoBe,i:eu no H,l( .N"2: JITI-.N"2(004603)-(Pr-RU)-130224 

Page 4 of 5 / 0rp. 4 H3 5 
8 Microbiological purity*/ Muicpo6uoJioru'!ecicaH 'IHCTorn* 

a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than I 000 CFU/g / 
O6lllee lJHCJlO a3po6ttb[X Mettee IO KOE/r He 60J1ee 1000 KOE/r 
M11Kpoopratttt3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than I 00 CFU/ g / 
mould count/ O6lllee 'IHCJJO Mettee 10 KOE/r He 60J1ee 100 KOE/r 
,i:pm,oKeBblX H ITJlectteBblX rpH60B 

c) E.coli Absent in lg I Shall be absent in lg I 
OTcyTcrnyeT B Ir Ll:OJl)Kttbl OTCYTCTBOBaTb B I r 

9 Assay/ KoJIH'lecTseuuoe 19.4 mg/ 19,4 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpe,i:eJieuue sodium) (90 to 110 % of label claim) per tablet. / 

OT 18,0 Mr ,i:o 22,0 Mr C1sH20N3O3SNa 
(pa6enpa3oJJ ttaTpH») (oT 90 .no 110 % OT 
ttOMHttaJlbttOro co,nep)KattHll) s Ta6JleTKe. 

10 Packaging/ Ynaicosica 15 tablets in a (PVC/Al/PA) foil 15 tablets in a (PVC/Al/PA) foil /aluminum foil 
/aluminum foil blister. 2 blisters with a blister. I or 2 blisters with a package insert in a 
package insert in a carton. I no 15 carton. I no 15 Ta6JleTOK B 6JJHCTepe H3 
Ta6JJeTOK B 6JJHCTepe H3 (nBX/ AJI/TTA) {TTBX/ AJI/TTA) cpoJJbrH / aJJJOMHttHesoii cpoJJbrn. Ilo 
qJOJlbrH / aJJJOMHttHeBOH qJOJlbrH. 2 I HJlH 2 6JJHCTepa BMeCTe c JlHCTKOM-BKJla.l(b!WeM s 
6JJHCTepa BMeCTe c JlHCTKOM- na'IKY KapTOttttyJO. 
BKJla.l(bJWeM B na'!KY KapTOttttyJO 

API name/ HauMeuosauue A<l>C: Rabeprazole sodium/ Pa6enpa30J1 ttaTpHll 
INN/ MHH: Rabeprazole / Pa6enpa30JJ 

API manufacturer batch number / 
ACSH000472 & ACSH000527 

HoMep cepuu npoH3BO.ll:HTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6CTaH[IHH FCSA0l397 & FCSA0l398 
DpOH3BOJl:HTeJIH r Jl<J>; 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanne: ITpo.nyKT coorneTcrnyeT Tpe60Bamu1M Hll 3aKmoqeune: O,IJ;OliPEHO 

Prepared by / 

Q_ 
Checked by/ 

4P 
Approved by: Manager/Executive / 

ITo.nrornsneHo: ITposepetto: 0.no6peHo: Mette.n)Kep / PyKoso.n1-ne11h 
~ 

Date/ '1.-2-<)').,-'wVa Date/ )..g-~o z. ..-')...l)2--G 
Date/ °t%-c'\..,--'9¼ 

llam: ,[(am: .[(am: 



••· -Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH«l>HKA T AHAJIH3A 

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

IlpOJlYKT: Pa.Jo()(', Ta6JJeTKH, noKpb!Th(e KHWe'IHOpaCTBOpHM011 o60JJO'IK011, 20 Mr 

Market/ PhlHOK : Russia I Poccm, 

Batch No./ 
C2602027 

Batch Quantity / 1500000 tab / 

Cepust .N2 
: 

Pa1Mep cepHn 
: 

1500000 Ta6 

Analytical Report No. / 
: 890001868311 

Date of Analysis / 
: 26/02/2026 

AHaJlHTH'-leCKHH OT'leT .N2 )],aTa 3HllJ1H3a 

Date of Manufacture / 
22/12/2025 

Date of Expiry / 
30/11 /2027 

)].aTa npOH3BOJlCTB3 
: 

ro)leH JlO 
: 

Mfg. License No./ 

IlpOH3B0JlCTBeHH3SI : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N2(OO46O3)-(Pr-RU) 

JlHQeHJHSI .N'2 

Anah1si s performed nccording ND No/ AHaJ1Hl npose)leH no H.11. .N2: JITT-.N"2(004603)-(Pr-RU)-130224 

Page 5 of 5 / CTp. 5 HJ 5 

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

ITpou1sOAHTeJJb A<l>C, CTpaHa: JJ:-p Pe,wu-i ' c Jla6opaTOp11c JlT,n., I-fH.nm1. 

Name, address, authorization No for 
FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village), 

FP manufacturing site / Control site / 
Bachupally (Manda!), Medchal-Malkajgiri (Dist.), Telangana , India 

Release site / 
HanMeHoBaHne, a)lpec H HOMep J1HQeH3HH 

(License No 59/RR/AP/97/F/R) 
TipOH3B0,[ICTBeHHOe no,npa3)],eJJeHHe - 3, y'laCTKl1 N!! 41, '!aCTh 42, '!aCTb 45 11 '!aCTh 

DJ1O[U3,[IKH, ocymecTBJlSIIO[UeH 
46, .6a'!ynanJJH (811nna,n)K), .6a4yrraJJJJH (MaH,nan), Me,n'lan ManKa)],)Krnp11 (JJ:11cT.), 

npOH3B0JlCTBO/KOHTpOJ1b 
wTaT TenaHraHa, l1H,nm1 (J111ueH3H.SI N2 59/RR/ AP/97 /F /R) 

K3'1eCTB3/BbtnVCK r Jl<I> / 

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». 

3aKJJIO'leHHe O COOTBeTCTBHH: «HaCTOlll.QHM ll ITO)],TBep)l()],alO, '!TO np11se,neHHa.S1 Bb!We 11H<pOpMaUHll llBJJlleTCll ,[IOCTOBepHOl1 11 TO'IHOM. 

3Ta cep11ll npo,nyKU1111 npOH3Be,neHa (BKJJI043ll ynaKOBKY (MapKHpOBKy) 11 KOHTpOJJb Ka'leCTBa) Ha BbJWeyKa3aHHOM npOH3B0)],CTBeHH011 
TIJJOUla.[IKe (TTJJOLQa)],Kax) B TTOJJHOM COOTBeTCTBl111 C Tpe6osaHl1llMH TipaBHJJ Ha)],JJe)l(amei1 rrp0113B0.[ICTBeHHOM rrpaKTHKH Espa3HMCKOro 

3KOHOMH'!ecKoro coio3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H Tpe6osaHHllMH K0HTp0JJll Ka'lecTBa neKapcTBeHHhIX 

cpe)],CTB, a T3K)l(e B COOTBeTCTBl111 co crreu11<p11K3U11l!Ml1, C0,[1ep)l(31.Ql1Ml1Cll B per1-1cTpau110HHOM )],OCbe CTpaHbl-HMTT0pTepa. 3arr11c11 no 
rrpOH3BOJJ,CTBY, ynaKOBKe 11 aHaJJl13Y nposepeHbl, 11 ycTaHOBJJeHO HX COOTBeTCTBHe Tpe6osaHl1llM TipaBl1JJ Ha,[IJJe)l(a1.Qe11 np0113B0)],CTBeHHOM 

npaKTHKH Espa31111CKOfO 3KOHOMH'leCK0fO COI03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpuMe'lauue: TTpOJJ.YKT cooTBeTcTByeT Tpe6oBaHIUIM HL( 3aKmoqeuue: O,l];OliPEHO 

Prepared by / ~ Checked by I 

I© 
Approved by: Manager/Executive / 

TToJJ.rOTOBneHo: TTpoBepeHo: 0)].o6peHo: MeHe,ll,)Kep / PyKOBOJJ.HTenh 
y---' 

Date I 2,,-6-o ').--~1.o 'lb Date / 2-g. .-0 2- ~ ')...Q) 2..- -6' Date / ~~-'91\.-( 
,[(am: )lam: ,[(am: 




