
•·· ·Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJill3A 

Product: Razo~, enteric-coated tablets, 20 mg 
Ilpo.uyKT: P3.3o<lll, Ta6neTKH, noKpblTble K}L11Je<rnopacrnopHMOH o60J104KOH, 20 Mr 

Market / PhtHOK : Russia / PoccHJI 

Batch No./ 
: C2514312 

Batch Quantity / 1500000 tab/ 

CeD1m .N2 PaaMep cep1111 
: 

1500000 Ta6 

Analytical Report No. / 
: 890001849736 

Date of Analysis / : 25/11/2025 
AaaJIHTH'leCKHii OT'leT .N2 ,I{aTa aHaJIH3a 

Date of Manufacture / 
: 08/09/2025 

Date of Expiry/ 
31/08/2027 

JlaTa UPOH3B0.l{CTB8 ro)J.eH,IJ;O 
: 

Mfg. License No. / 

fipOH3BO,IJ;CTBCHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-.N2(004603)-(Pr-RU) 

JI II UCllJllll .N! 
Analysis performed according ND No / AaaJIH3 npoee.l{en no H,11; .N2: JTTI-.N2(004603)-(PT-RU)-130224 

.N"! Test/ IloKaJaTeJih Result/ PeayJihTHThl 

1 Appearance / Onucanue Round, biconvex, light-yellow coated 

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. / KpyrnE>1e, ,a;BOlrKOB&myKnble 

Ta6JleTIOl noKpb!Tbie 060J10'IKOH 

CBeTJJO-)KeJITOrO l.l,BeTa C MapKHpOBKOH 

Kpacnoro u:aera «RB20» Ha o,a;non 

cTopone. Ha nonepe'IHOM pa3pe3e ,r,a;po 

6enoro u:aern. 

2 Identification By HPLC / Complies as prescribed/ 
~CHTH4'HK8l.lHH B3JKX CooTBeTCTByeT Tpe6oaaHHllM 

3 Average weight/ 214.00 mg/ 214,00 Mr 
CpeAHHH Macca 

Remarks : The Product confirms to ND/ 
IlpHMe<1auue: IJpo,n:yKT COOTBeTCTByeT Tpe6oBaHHHM H.D; 

Prepared by/ ,. ~ 
IJo,n;roToBJ1eHo~ 

Date/ 

becked by/ 
IIponepeH 

Date/ 
)J;aTa: 

Pa2e 1 of 5 / C-rp. 1 HJ 5 
Specification/ HopMa 

Round, biconvex, light-yeUow to yellow coated 
tablets imprinted "RB20" with red ink on one side. 
White to off-white tablet core on cross-section. I 
KpyrJTu1e, JJ,B0lrK0BbTTIYKJlhie Ta6mmm noKp.bITiile 
o60J104KOH OT CBeTJl0-)l(eJIToro .no )l{eJITOro UBeTa 
c MapKHpOBKOH Kpacuoro u:eern «RB20» Ha o,a;aon 
CTopone. Ha nonepe'IHOM pa3pe3e ,r,npo OT 6enoro 
,a;o no'ITH 6enoro u:sera. 

The retention time of major peak in the 
chromatogram of test solution should correspond 
to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay). / BpeMll 
y,a;ep)KHBaHHlr OCHOBHOrO IlHKa Ha 
xpoMaTOrpaMMe HCilbrryeMoro paCTBOpa ,ll;OJl)KffO 
COOTBeTCTBOBaTb BpeMeHH y,a;ep>KHBaffffjl 
OCHOBHOro IlHKa Ha xpoMaTOrpaMMe pacTBopa 
CTaR,n,apTH0T0 o6pa3Ua pa6enpa30J1a HaTPHll 
(paJ,a;en «KoJm'JecTBem~oe onpe.D,enee11e»). 

212.68 mg± 5 % (202.05 to 223.3 L mg)/ 
212,68 Mr± 5 % (OT 202,05 Mr ,a;o 223,31 Mr) 

Conclusion : APPROVED / 
3aKJ110<1euue: O,ll;ONPEHO 

Approved by: Manager/Executive / 
O,n:o6petto: Mette,n:)Kep / PyKOBO.D:HTeJib 

~ 
Date/ 
,l];aTa: 



•·· ·Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHCl>HKAT AHAJIH3A 

Product : Razo«>, enteric-coated tablets, 20 mg 
fipOJJ,)'lCT : PaJolfi, m 611eTKU, noKpblJ'b(e Kl1lli6'fHOpaCTBOPH.MOH o60JIO<IKOH, 20 Mr 

Market/ PLIHOK : Russia I Poccmr 

Batch No./ : C2514312 Batch Quantity / 1500000 tab / 
CepnH .N'2 Pa3Mep cepnu : 1500000 Ta6 
Analytical Report No./ : 890001849736 

Date of Analysis / 
: 25/11/2025 

AnaJJHTH'leCKHH OT'leT .N'2 ,ll;aTa anaJIHJa 
Date of Manufacture / : 08/09/2025 Date of Expiry/ 31/08/2027 
,ll;aTa npOH3BO,llCTBa ro.uen .uo 

: 

Mfg. License No./ 
IlpOH3B0,llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'2(OO46O3)-(Pr-RU) 
JIHUeH3HH .N'! 
Analysis performed accordin2 ND No/ AHaJIHJ npoue.ueH no H,lJ; .N"2: JIII-.N'2(OO46O3)-(Pr-RU)-13O224 

Pa2e 2 of 5 / CTp. 2 HJ 5 
4 Dissolution / PacTsopenue Unit-l!E.UHHHUa-1 1% In 0.1 M hydrochloric acid solution - not more than 

Unit-2/E.unHHUa-2 2% 10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
Unit-3/E.unHnua-3 1% claim in 2 h. I B 0,1 M pacTBope 

Unit-4/E.unHnua-4 1% XJIOpHCTOBO,llOpO,llHOH KHCJIOTbl - He 6onee 10 % OT 

Unit-5/Ennnnua-5 2% HOMHHaJibHOro co.uep)l(aHHll C1sH20N3O3SNa 

Unit-6/E.unHHUa-6 2% (pa6enpaJoJI HaTPmr) <1epe3 2 <1. 

Average/ Coe.uH. 3Ha<tenne: 2 % 
Unit-1/EJlnHnua-l 87% In buffer solution pH 8.0 - not less than 75 % (Q) of 
Unit-2/E.unHnua-2 88% C1sH20N3O3SNa (Rabeprazole sodium) label claim 
Unit-3/E.unnnua-3 87% in 60 min. / B 6y4>epHoM pacTBope pH 8,0 - He Menee 
Unit-4/E,llHHHUa-4 87% 75% (Q) OT HOMHHaJibHOro co.uep)l(aHHH 
Unit-5/E.unHnua-5 85% C1sH20N3O3SNa (pa6enpa30JI HaTPmr) <1epe3 60 MHH. 
Unit-6/E.u1,rnnua-6 87% 

Average / Cpe.un. 3Ha<teHHe: 87 % 
5 Related Substances / 

PO.UCTBeHHbie npHMeCH 

Rabeprazole N-oxide/ Below LOQ {LOQ =0.022%) / Hff)l(e Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpaJoJia N-oKcu.u npe.uena KOJIH<teCTBeHHOrO onpe.ueJieHHll 

(ITKO =0,022%) 
Rabeprazole Sulfone/ Pa6enpa3oJia Not more than 0.5 % I He 6onee 0,5 % 
cynb<l>OH 0.08% I 0,08% 

Rabeprazole Methoxy analog/ Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpaJoJia MeTOKCH aHanor 0.04% I 0,04% 

Rabeprazole Chloro analog/ Not detected I ue o6Hap~eua Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpaJona xnopo ananor 

Rabeprazole Sulphide/ Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpaJoJia cynh<l>n.u 0.08% I 0,08% 

Rabeprazole Related compound N Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpaJoJia po.UCTBeHHal! Not detected / He o6Hap~eHa 
npnMech A 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe11auue: Ilpo,n:yKT cooTBeTcTByeT Tpe60Baum1M H,l.( 3aKJiro11euue: O,ll;OliPEHO 

' ........ 
Prepared by/ ~a.-(-,..Checked by / Approved by: Manager/Executive / 
ITo,n:roTOBJieuo . ---- IlpoBepeu© ~ O,n:o6peuo: Meue.n)l(ep / PyKoBO.L{HTeJib 

__;..- ">--
Date/ !J-91/r~h Date/ Date/ C\.....-'°)-1t,~'I\(' 

,[(am: ,l.(aTa: 2 7 r{ f ,, 2.i:J 21- ,l.(arn: 
, 



••· -Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Producf :-Razo®, enteric-coated tablets, 20 mg 
Ilpo.z.yKT: Pa:30®, Ta6JieTKH, IlOKpbITbie KHmeqHopaCTBOPHMOM o6oJioqKOM, 20 Mr 

Market / PLIHOK : Russia I PoccID! 

Batch No./ 
: C2514312 Batch Quantity/ 1500000 tab / 

CepHH N2 Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001849736 

Date of Analysis / : 25/11/2025 
AnaJIHTH'lecKnii OT'leT N2 )];aTa auaJIH3a 

Date of Manufacture / 
: 08/09/2025 

Date of Expiry / 31/08/2027 
)];aTa npOH3BOACTBa ro.z.en AO 

: 

Mfg. License No. / 
IlpOH3BOACTBCHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-N2(004603)-(Pr-RU) 
JIHU:CH3HH N! 
Analysis•performed according ND No/ AnaJIH3 npoee.z.en no H)( .N2: JIIl-N2(004603)-(Pr-RU)-130224 

Pa2e 3 of 5 / CTp. 3 HJ 5 
Rabeprazole Related compound Cl Below LOD (LOD = 0.02 %) I HmKe rrpeJleJTa Not more than 0.5 % / He 6oJiee 0,5 % 
Pa6enpa:30Jia po,ncTBeHHM o6Hapy)l(eHIDI (ITO= 0,02 %) 

npnMecb C 

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

aboutRRT 1.37 
0.03% I 0,03% (Mass m/z=310 

Imidazole) / IIpnMeCb npu RRT 
1,37 (Macca m/z=310 HMH,na3oJI) 

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

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

imidazole adduct) / IIpnMeCb rrpn 
RRT 1,51 (Macca m/z=458 
6eH3HMH,D:a30Jia a.n,nyKT) 

Individual unidentified impurity/ 
Below BDL (BDL= 0.1 %) I Hu)Ke 

Not more than 0.2 % / He 6oJiee 0,2 % 
E,nHHHqHIDJ: 
Hen,neHTH<l>uu:uposaHHaR npnMeCb nopora perHCTPau:un (TIP 0,1 %) 

Total impurities/ CyMMa 0.2%/0,2% Not more than 2.0 % / He 6oJiee 2,0 % 
rrpnMeceu 

6 Residual Solvents content / 1902 µg/tab / 1902 MKr Ha Ta6JieTKY Isopropanol - not more than 2621 µg per tablet/ 
OcTaToqHbie opraHH'ICCKHe 1-faonponaHOJI -He 6oJiee 2621 MKr Ha Ta6JieTKY 
p8CTBOpHTCJIH 

7 Uniformity of dosage units/ 2.9 I 2,9 Acceptance value (AV) should be not more than 
O.z.nopo,nuocTb t);03Hp0B8HHblX 15.0. I IloKa3aTeJIL npueMJieMOCTH (AV) .D:OJI)KeH 
e.z.nnnu: 6bITb He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe11auue: IlpO.[()'KT cooTBeTcrnyeT Tpe6oBamuIM H,[( 3aKmo11euue: O,ll;OliPEHO 

" /J 
Prepared by/ ~ :Checked by / Approved by: Manager/Executive/ 
Ilo.[{rOTOBJieHo: /4 IlpoBepeHW) ~ 0.[{o6peHo: MeHe,[{)Kep I PyKoBo,[{HTeJib 

~ 

Date/ 2-:;- --1 I,_~ Date/ - Date/ ~-\' ~'IV( 
.[{am: .[{am: D 7 ,,.-/I - ?1D 9 _,--.[{am: 



•·· · Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.JIH3A 

Product :,~z_o®, enteric-coated tablets, 20 mg 
HpoAyKT: Pa3o®, Ta6neTKH, n0Kp1,1T1,1e KHmeqttopacTBOPHMoii o6onoqKoii, 20 Mr 

Market / PLrnoK : Russia / PoccIDI 

Batch No./ 
: C2514312 Batch Quantity / 1500000 tab / 

CepuH .N"2 PaJMep cepuu 
: 1500000 Ta6 

Analytical Report No. / 
: 890001849736 

Date of Analysis / : 25/11/2025 
AuaJIHTH'lec1rnii OT'leT .N"2 ,llaTa auaJiuJa 
Date of Manufacture / 

: 08/09/2025 
Date of Expiry / 31/08/2027 

,llaTa DPOH3BOACTBa roAeHAO 
: 

Mfg. License No. / 
IlponJBOACTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(OO46O3)-(Pr-RU) 
JIHUeHJHH N2 

Analysis performed according ND No/ AuaJIHJ npoBeAeH no H,ll N2: JIII-.N"2(OO46O3)-(Pr-RU)-13O224 

Page 4 of 5 / C Tp. 4 HJ 5 
8 Microbiological purity*/ MnKpo6uoJioruqecKaH 'IHCTOTa* 

a) Total aerobic microbial count/ Less than 10 CFU/g I Not more than 1000 CFU/g I 
06~ee q0cno inpo6tt1,1x Mettee 10 KOE/r He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g I Not more than 100 CFU/g / 
mould count/ 06~ee q0cno Mettee 10 KOE/r He 6onee 100 KOE/r 
.n;po)l()KeB1,1x H nnectteB1,1x rp060B 

c) E.coli Absent in lg/ Shall be absent in lg/ 
0TCYTCTByeT B 1 r ,ll;Oll)l(HI,J OTCYTCTBOBaTI, B 1 r 

9 Assay / KoJIH'leCTBeuuoe 19.6 mg I 19,6 Mr 18.0 to 22.0 mg ofC1sH20N303SNa (Rabeprazole 
onpeAeJieuue sodium) (90 to 110 % of label claim) per tablet. / 

OT 18,0 Mr .n;o 22,0 Mr C1sH20N3Q3SNa 
(pa6enpa3on HaTPH.SI) (oT 90 .n;o 110 % OT 
HOMHHanbHOro co.n;ep)l(aHIDI) B Ta6ne-rKe. 

10 Packaging/ YnaKOBKa 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. 1 or 2 blisters with a package insert in a 
package insert in a carton. / Ilo 15 carton. I Ilo 15 Ta6neTOK B 6nHCTepe H3 
Ta6neTOK B 6nHCTepe H3 (IIBX/AJI/IIA) (IIBX/ AJI/IIA) <fion1,m / anIOMHHHeaoii <fion1,m. Ilo 
<fion1,m / anIOMHHHeBOH <fionbrH. 2 1 HllH 2 6nHCTepa BMeCTe c nHCTKOM-BKna)];I,JmeM B 
6nHCTepa BMeCTe c llHCTKOM- naqKy KapTOttHyIO. 
BKna.n;1,1meM B na'IKY KapTOHH)'lO 

API name/ HaHMeuosauue A<I>C: Rabeprazole sodium/ Pa6enpa3on HaTPIDI 
INN/MHH: 

API manufacturer batch number / 
HoMep cepnH npoHJBOAHTeJIH ACl>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH 
DPOH3BOAHTeJIH r JICI>: 

Remarks : The Product confirms to ND/ 
IlpHMe'laHHe: IIpo.n;yKT COOTBeTCTB{eT Tpe6oBaHHfil1 H,l( 

Prepared by / 
IIo.n;roTOBJietto: ><1r....-;:v--

Date/ 
~am: 

..Qhecked by / 
ITpoaepe»o([J)---:t_ 

Date/ 
~am: 

Rabeprazole / Pa6enpa3on 

ACSH000712 

FCSA00516 

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

Approved by: Manager/Executive / 
O.n;o6petto: Mette,lPKep / PyKOBO,ll;HTeJib 

s:---
Date/ 



••· • Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTI:ICl>IIKA T AHAJill3A 

Product: RazoQO, enteric-coated tablets, 20 mg 
Tipo,11,yKT: P83ol!O, Ta6JJeTKH, noKpblThie KHWe'-mopaCTB0pllMOH o6oJJ01IKOH, 20 Mr 

Market / P1,,rnoi.: : Russia / PoccIDI 

Batch No./ 
: C2514312 

Batch Quantity / 1500000 tab/ 

CepnH .N"!! Pa3Mep cepuu 
: 

1500000 ra6 

Analytical Report No./ 
: 890001849736 

Date of Analysis / 
: 25/11/2025 

AuaJIHTH'ICCKHH OT'leT .N"!! ,l];aTa aHaJIH3a 
Date of Manufacture / 

: 08/09/2025 
Date of Expiry/ 

31/08/2027 
L{aTa npoH3BO,IJ;CTBa ro.n:ea.n:o 

: 

Mfg. License No. / 
IlpOH3B0,IJ;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N"!!(004603)-(Pr-RU) 

JIHUCH3HH .N"!! 

Analysis performed accordin2 ND No/ AaaJIH3 npoee.n:ea no HI{ .N"!!: JITI-N!!(OO46O3)-(Pr-RU)-130224 

Page 5 of5 I CTp. 5 HJ 5 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India 
IlpoH3BO.lJ:HTeJIL A<l>C, CTpaaa: ,ll-p PeMH'c Jia6opaTopHc Jlr.n:., HH,iJ;IDI. 

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 (Mandal), Medchal-Malkajgiri (Dist.), Telangana, India 

Release site/ 
(License No 59/RR/AP/97/F/R) 

HaHMeaoeaaue, a.n:pec H HOMep JIHQCH3HH 
IlpOH3B0,IJ;CTBeHHOe II0,1J;pB3,1J;eJieHHe - 3, yqacTKH N!! 41, qaCTh 42, qaCTb 45 H qaCTb 

IIJIOIQa,IJ;KH, ocymeCTBJIHIOIQeii 
DpOH3B0,IJ;CTBO/KOHTpOJIJ. 

46, EaqynBJIJIH (BHJIJia.lJ:)l(), EaqynBJIJIH (Mau.n:an), Me,nqan ManKa,ll)KrupH (,llncT.), 

K8'1CCTB3/BJ.IDYCK r Jl(J> / 
IIITaT Tenaaraua, HH,n:IDI (JiuueHJIDI N!! 59/RR/AP/97/F/R) 

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». 

3aKJIIO'ICHHe O COOTBCTCTBHH: «HaCTOHIQHM H IIO,D;TBep)l(,D;aIO, qTo npHBe,neaual! Bblllle HH<t>opMaQIDI HBJIHeTCll ,D;OCTOBepuoii H TO'lHOH. 
3Ta cepHH npo,nyKUHH npomae,neua (BKJIIO'lBH ynaKOBKY (MapKHpOBKY) H KOHTPOJib Ka'leCTBa) Ha BbillleyKB3aHHOH IIpOH3B0,D;CTBeHHOH 
IIJIOIQa,IJ;Ke (IIJIOIQa,n:Kax) B IIOJIHOM COOTBeTCTBHH C Tpe6oBaHIDIMH IIpaBHJI Ha,IJ;Jie)l(aIQeii npOH3B0,D;CTBeHHOH npaKTHKH EBpB3HHCKOro 
3KOHOMHqecKoro co103a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H rpe6oaauHHMH KourpoJill Ka'leCTBa neKapcrneuu1,Ix 
cpe,ncTB, a TaK)l(e a COOTBeTCTBHH co CIIeUH<t>HKaQHHMH, co,nep)l(aIQHMHCH a perucrpaQHOHHOM ,noc1,e c-rpaHbl-HMIIOpTepa. 3anHCH IIO 
npOH3B0,D;CTBY, ynaKOBKe H auanmy npoaepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe rpe6oBaHHHM IIpaBHJI Ha,n:Jie)l(a~eii npOH3B0,D;CTBeHHOH 
npaKTHKH EBpB3HHCKOrO 3KOHOMHqecKoro COI03a». 

Remarks : The Product confirms to ND/ 
IlpHMeCfaHHe: IIpo,ll;yKT COOTBeTCTB~eT Tpe6oBaHJUIM H,[( 

Prepru:e_cf by / (2_ _ 
f10,1J,rOTOBneHo:'Zf!!f:. 

--- -ehecked by/ 
llpoBepeF . 

Conclusion : APPROVED / 
3aKJIIO'lenHe: O,l(0:6PEHO 

Approved by: Manager/Executive / 

0)];o6peHo: MeHe,ll;:>Kep / PyKOBO)];HTeJib 
y 

Date/ 

D;arn: 
?,--- :) -( /.- z.a ~- Date I 

D;arn: 
Date/ 

9_ 7 ,-!( -- 2o 2..-r- )lam: 




