
••• ·or. Reddy's ~~• CERTIFICATE OF ANALYSIS 
CEPT:U<l>:UKAT AHAJI:U3A 

Product : Razo00
, enteric-coated tablets, 20 mg 

npoAyta: Pa3o00
, Ta6neTKH, ITOKpblTble KHIIJe1rnopacrnopHMOH o6onO'lKOH, 20 Mr 

Market/ PblHOK : Russia / Poccl-UI 

Batch No./ 
C2602024 

Batch Quantity / 1500000 tab I 
Cepnsi .N'2 

: 
Pa3Mep cepnn 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001867671 

Date of Analysis / 
: 24/02/2026 

AuaJIHTH'IeCKHH oP1eT .N'2 ,lI:aTa auaJin3a 
Date of Manufacture / 

: 20/12/2025 
Date of Expiry / 

30/11/2027 
l(aTa npOH3BOACTBa roAeH AO 

: 

Mfg. License No./ 
IlpOH3BOACTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JII1-.N'2(004603)-(Pr-RU) 
JlHU:eH3HH _Ng 

Analysis performed according ND No/ Auamn nposeAeH no Hll .N'2: JITI-.N'2(004603)-(Pr-RU)-130224 

.N'2 Test I IloKaJaTeJih Result/ Pe3yJihT3Tbt 

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

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. / Kpyrnbie, ,llBOSIKOBblllYKRbie 

Ta6neTKH, ITOKpbITbie o6onO'lKOH 

CBeTnO-)KenToro QBeTa C MapKttpOBKOH 

KpacHoro u;seTa «RB20» Ha OAHOH 

cTopoHe. Ha rronepe'lHOM pa3pe3e RApO 

6enoro u;seTa. 

2 Identification By HPLC / Complies as prescribed/ 
FIAeHTH<f,ttKau;usi B3'}KX CoorneTCTByeT Tpe6oBaH[,ISIM 

3 Average weight / 207.57 mg I 207,57 Mr 
CpeAHHH Macca 

Remarks : The Product confirms to ND/ 
IIpuMe'lauue: TTpo.D,yKT coorneTcrnyeT Tpe6osaHH51M H,ll; 

Prepared by / 
TTo.D,rornsnetto: 

Date I 
,ll;arn: 

Checked by/ 
TTposepetto: 

Date I 
,ll;arn: 

Page 1 of 5 / CTJJ. 1 H3 5 
Specification / HopMa 

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./ 
Kpyrnbie, ABOSIKOBblllYKRbie Ta6neTKH, ITOKpbITble 
06ono1JKOH OT cseTno-)KenToro AO )KenToro u;seTa 
c MapKHpOBKOH KpacHoro u;seTa «RB20» Ha OAHOH 
cTopoHe. Ha rronepe'lHOM pa3pe3e R,npo OT 6enoro 
,no 1101JT11 6enoro u;seTa. 

The retention time of major peak in the 
chromatogram oftest solution should correspond 
to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay). I BpeMR 
yAep)KHBaHHSI OCHOBHOro ITHKa Ha 
xpoMaTorpaMMe HCITbITyeMoro paCTBOpa AOR)KHO 
COOTBeTCTBOBaTb speMeHH yAep)KHBaHHSI 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe pacTBopa 
crnH,napTHOro o6pa3u;a pa6errpa3ona HaTpHR 
(pa3Aen «KonH'lecTseHHoe 011peAeneH11e»). 

212.68 mg± 5 % (202.05 to 223.31 mg) I 
212,68 Mr± 5 % (OT 202,05 Mr AO 223,31 Mr) 

Conclusion : APPROVED / 
3aKJIJO'leuue: O,l(OJiPEHO 

Approved by: Manager/Executive/ 
0.D,o6petto: Mette,D;)Kep I PyKoBO.D,HTeJTh 

~ 

Date/ 

Ilarn: 



••· ·or.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH (I> HKA T AHAJll13A 

Product : Razo°'', enteric-coated tablets, 20 mg 
npo.uyKT: Pa3o(l<', Ta6JJeTKH, noKpblTble KHIIJe'IHOpacTBOPHMOH o60JJ04KOH, 20 Mr 

Market / P1>rnoK : Russia I Poccm, 

Batch No./ 
: C2602024 

Batch Quantity/ 1500000 tab / 
CepHH N2 Pa3Mep cepHH 

: 1500000 Ta6 
Analytical Report No. / 

: 890001867 671 
Date of Analysis / 

: 24/02/2026 
AnaJJHTH'leCKHH OT'leT .N"~ )],aTa 8H8JJH38 
Date of Manufacture / 

: 20/12/2025 Date of Expiry / 30/11 /2027 
)],aTa npOH3BO,llCTB3 ro,llCH .llO 

: 

Mfg. License No. / 
IT pOH3BO,llCTBCHH3SI : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-.N"2(OO46O3)-(Pr-RU) 
JIHUeH3HSI .N"2 
Analysis performed accordin2 NO No/ AmlJJ HJ npose.uen no H)l N2: JIIl-.N"2(OO46O3)-(Pr-RU)-13O224 

4 Dissolution/ PaCTsopeHne Unit-1 /E,uHHHua- l 0% 
Unit-2/E.uHHHua-2 2% 
Unit-3/E,uHHHUa-3 0% 
Unit-4/E.UHHHUa-4 1% 
Unit-5/E.UHHHUa-5 2% 
Uni t-6/E.UHHHUa-6 3% 
Average/ Cpe.uH. 3Ha'!eHHe: 1 % 
Unit-1/E.uHHHUa-1 88 % 
Unit-2/E,u11H11ua-2 91 % 
Unit-3/E,uHHHUa-3 90% 
Unit-4/E,uHHHUa-4 88 % 
Unit-5/E.uHHHUa-5 92% 
Unit-6/E.u11H11ua-6 90% 

Average I Cpe.uH. 3Ha'-feH11e: 90 % 
5 Related Substances / 

Po.ucTBCHHble npttMecn 

Rabeprazole N-oxide/ Not detected / He o6ttapy)l(etta 
Pa6errpaJoJJa N-oKCH.U 

Rabeprazole Sulfone/ Pa6enpa30JJa 0.15% I 0,15% 
CYJJbqJOH 

Rabeprazole Methoxy analog/ Not detected / He o6Hapy)l(eHa 
Pa6enpa3ona MeTOKCH attaJJor 

Rabeprazole Chloro analog/ Not detected / He o6Hapy)l(eHa 
Pa6enpa3oJJa xnopo attanor 

Rabeprazole Sulphide/ 0.03 % 0,03% 
Pa6enpaJoJJa cyJJbqm.u 

Rabeprazole Related compound A/ 
Pa6enpa30JJa po.ucrneHHaH Not detected / He o6Hapy)l(eHa 
np11Mecb A 

Remarks : The Product confirms to ND/ 
IIpnMe'lanue: TTpo,ll,yKT cooTBeTc!ByeT Tpe6oBamrnM H,l.( 

Prepared by / 
TT OilfOTO BJI el J ll ' 

Date I 
,[(am: 

----...:--_J.-,_~~ 

Date/ 
Ilam: 

Pa2:e 2 of 5 / Cll). 2 m 5 
In 0.1 M hydrochloric acid solution - not more than 
10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
claim m 2 h. I B 0,1 M pacTBope 
XJJOpHCTOBO.UOpO.UHOH KHCJJOTbl - He 6oJJee 10 % OT 
HOMHHaJJbHoro co.uep»<aHHll C1sH20N3O3SNa 
(pa6errpa3oJJ HaTpHH) 4epe3 2 4. 

In buffer solution pH 8.0 - not less than 75 % (Q) of 
C1sH20N3O3SNa (Rabeprazole sodium) label claim 
in 60 min. I B 6ycpepHoM pacTBope pH 8,0 - He Mettee 
75% (Q) OT HOMHHaJJbHOro co.uep)l(aHHll 
C1sH20N3O3SNa {pa6enpaJOJJ ttaTpHH) 4epe3 60 MHH. 

Not more than 0.5 % I He 6oJJee 0,5 % 

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

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

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

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

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

Conclusion : APPROVED / 
3aKJIJO'leHHe: o,n:OEPEHO 

Approved by: Manager/Executive / 
0,ll,o6petto: Mette,ll,)Kep / PyKoBO,ll,HTeJTh 

Date/ 
,[(am: 

~ 



••• Dr. Reddy's "lllfii;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo00
, enteric-coated tablets, 20 mg 

Ilpo));ytrr: Pa:mil\', Ta611eTKM, noKpbIThre KMwe1.rnopacTBOPMMOH 0601104KOH, 20 Mr 

Market/ PMHOK : Russia I PoccIDI 

Batch No./ 
: C2602024 

Batch Quantity / 1500000 tab/ 

CepnH N2 Pa3Mep cepnn 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001867671 

Date of Analysis / 
24/02/2026 

AnaJinTw-rncKnii OT'teT N2 ,lJ;aTa anaJinJa 
: 

Date of Manufacture / 
: 20/12/2025 

Date of Expiry / 
30/11/2027 

,lJ;aTa npOH3B0LICTBa rot:1eH LIO 
: 

Mfg. License No. I 
IlpOH3B0LICTBeHHaH : 59/RR/AP/97/F/R MA number: I HoMep PY : JIII-N2(004603)-(Pr-RU) 
JIHUeHJHH N2 
Analysis performed according ND No I AnaJim nposei:1en no H,LI, N2: JITI-N2(004603)-(Pr-RU)-130224 

6 

Rabeprazole Related compound Cl 
Pa6enpa3011a poL1CTBeHHa11 Not detected I He o6Hapy)KeHa 
npMMeCb C 

Specified Impurity at 
about RRT 1.37 
(Mass m/z=310 

Not detected I He o6Hapy)KeHa Imidazole) / flpMMeCb npM RRT 
1,37 (Macca m/z=310 MMML1aJ011) 

Specified Impurity at 
about RRT 1.51 

Not detected I He o6Hapy)KeHa 
(Mass m/z=458 Benzo 

imidazole adduct)/ flpMMecb npM 

RRT 1,51 (Macca m/z=458 

6eH3MMM,!l,a30Jla a,!l,LlyKT) 

Individual unidentified impurity I 
Et:111HM'lHa11 
HeML1eHTM!pMl.l,MpoBaHHaH npMMeCb Below BDL (BDL= 0.1 %) / HmKe 

nopora pemcTpau,MM (TIP 0,1 %) 

Total impurities/ CyMMa 0.2%/0,2% 
npMMeceii 

Residual Solvents content I 1767 µg/tab / 1767 MKr Ha rn611eTKY 
OcTaTO'IHbte opraHH'leCKHe 
paCTBOpnTeJIH 

Remarks : The Product confirms to ND/ 
1IpnMe11aeue: ITpo.[(yKT coorneTCTByeT Tpe6oaamu1M H,[( 

Prepared by / 
flo.[(roTOBJieH 

Date/ 
,llarn: 

I ...-, 

hecked by/ /""""\Q 
ITpoaepetto: L-[ 

Date/ 
,llarn: 26-o '2 - 'l<:lt!J 

Pa2e 3 of 5 I CTp. 3 HJ 5 
Not more than 0.5 % / He 6011ee 0,5 % 

Not more than 0.5 % / He 6011ee 0,5 % 

Not more than 0.5 % / He 6011ee 0,5 % 

Not more than 0.2 % / He 6011ee 0,2 % 

Not more than 2.0 % / He 6011ee 2,0 % 

Isopropanol - not more than 2621 µg per tablet / 
J13onponaH011 - He 6011ee 2621 MKr Ha Ta611eTKY 

Conclusion : APPROVED / 
3aKmo-11eeue: O.ll:OliPEHO 

Approved by: Manager/Executive / 
0.[(o6petto: Mette,[()Kep / PyKOBO.[(H:TeJib 

Date/ 
.[(am: 

S---



••· ·or. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTlf <l>lfKA T AHAJIH3A 

Product : Razo0
" , enteric-coated tablets, 20 mg 

ITpo11y1,-r: P;no . Ta6JJeTKl1, noKpblTbJe KHWe'!ttopaCTBOpHMOH o60JJO'!KOH, 20 Mr 

Market/ P1,rnoK : Russia/ Poccm1 

Batch No./ 
C2602024 

Batch Quantity I 1500000 tab / 

Ceom1 N2 
: 

Pa3Mep cepnn 
: 

1500000 Ta6 

Analytical Report No. / 
: 890001867671 

Date of Analysis / 
: 24/02/2026 

AnaJJHTH'leCKHH OTlfeT .N"! )],aTa anaJJH3a 

Date of Manufacture / 
: 20/12/2025 

Date of Expiry / 
30/11 /2027 

)],aTa np0H3B0)),CTBa ro)J,eH )),0 
: 

Mfg. Licen_se No. I 
IT p0H3B0)),CTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-N2(004603)-(Pr-RU) 
JJHQeH3HH .N°! 
Analysis performed accordilm ND No/ Auanu3 npoBe)J.eH no H)], N2: Jlll-N2(004603)-(Pr-RU)-130224 

7 Uniformity of dosage units / 5.0 I 5,0 
O.uuopO.UHOCTL ,U03Hp0B8HHLIX 
C)J,HHHU 

8 Microbiological purity*/ MnKpo6nonornqecKaH 'IHCToTa* 

a) Total aerobic microbial count / Less than 10 CFU/g / 
O6mee '!HCJJO a3po6ttblX Mettee 10 KOE/ r 
MHKpooprattl13MOB 

b) Total combined yeasts and Less than 10 CFU/g / 
mould count / O6mee 411cno Mettee 10 KOE/r 
.UPO)K)KeBbIX 11 nnectteBblX rp1160B 

c) E .coli Absent in lg I 
OTCYTCTByeT a 1 r 

9 Assay/ Konn'ICCTBenuoe 19.4 mg / 19,4 Mr 

onpCJlCJJCHHe 

10 Packaging/ YnaKOBKa 15 tablets in a (PVC/Al/PA) foil 
/aluminum foil blister. 2 blisters with a 

package insert in a carton./ ITo 15 
Ta6neTOK a 6n11cTepe 113 (nBX/ AJI/TTA) 
cj>OJibrH / aJJIOMHttHeBOH cj>OJibrH. 2 
6JIJ1CTepa BMeCTe c JIHCTKOM-

BKJia,UblWeM B na'!KY KapTOHHYJO 

Remarks : The Product confirms to ND/ 
IlpnMe<Jauue: Tipo,[],yKT cooTBeTcTByeT Tpe6osamrnM H)l .. 
Prepared by I 
nn.nrcnonnc11 : """-----

Date / 
)laTa: 

Checked by I ,......_Q__ 

TipoBepetto: / 

Date / 
)laTa: 

Page 4 of 5 I CTp. 4 m 5 
Acceptance value (AV) should be not more than 
15.0. I IToKaJaTeJJb np11eMJJeMoCT11 (AV) .UOJJ)Kett 
6b1Tb He 6onee 15,0. 

Not more than 1000 CFU/g / 
He 6onee 1000 KOE/r 

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

Shall be absent in 1 g / 
,UomKttbl OTCYTCTBOBaTb a 1 r 

18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
sodium) (90 to 110 % oflabel claim) per tablet. / 
OT 18,0 Mr .uo 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpHll) (OT 90 .uo 110 % OT 
ttOMHttaJJbttOro co.uep)KattHJI) a Ta6JJeTKe. 

15 tablets in a (PVC/Al/PA) foil /aluminum foil 
blister. 1 or 2 blisters with a package insert in a 

carton. I no 15 Ta6JJeTOK B 6JIHCTepe H3 
(IIBX/ AJI/TTA) cj>OJibrH / aJJIOMHttl1eBOH cj>OJibrH. no 
1 11JIH 2 6JIHCTepa BMeCTe C Jll1CTKOM-BKJia,UbJWeM B 

na'!KY 1<apTottHy10. 

Conclusion : APPROVED / 
3aKmoqeuue: O,IJ;OliPEHO 

Approved by: Manager/Executive / 
0)],o6petto: Mette)],)Kep / PyKOBO)],Jnenb 

Date / 
)laTa: 

'>----7 



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

Product : Razo()(), enteric-coated tablets, 20 mg 

npo)lytn: Pa3o0(', Ta6JJeTKl1, TIOKpblTble Kl1We1rnopaCTBOpl1MOH o60JJ04KOH, 20 Mr 

Market / PblHOK : Russia/ Poccm1 

Batch No./ 
C2602024 

Batch Quantity/ 1500000 tab / 

CepuH .N2 
: 

Pa3Mep cepuu 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001867671 

Date of Analysis / 
: 24/02/2026 

AHaJIHTH'leCKHH OT'leT .N2 ,UaTa anaJtuJa 

Date of Manufacture / 
: 20/12/2025 

Date of Expiry / 
30/11/2027 

.UaTa npOH3BO)lCTBa ro,a:eH )lO 
: 

Mfg. License No./ 
TI pOH3BO)lCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N2(OO46O3)-(Pr-RU) 

JIHQeH3HH .N"2 
Analysis performed according ND No/ AnaJtu3 npose)leH no H.U .N2: JITI-.N2(OO46O3)-(Pr-RU)-13O224 

Pa!!e 5 of 5 I C-rp. 5 03 5 
API name/ HauMenosanue A<l>C: Rabeprazole sodium I Pa6enpa30JJ HaTp11H 

INN/ MHH: Rabeprazole / Pa6enpa30JJ 

API manufacturer batch number / 
ACSH000438 & ACSH000442 

HoMep cepuu npott3BOJlHTeJtH A<l>C: 

FP Manufacturer API Batch number I 
HoMep cepuu cy6CTaHQHH FCSA01395 & FCSA01396 

npOH3BO)lHTeJIH r Jl<I>: 

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

TipoHJBOJlHTeJtb A<l>C, CTpana: ,[(-p Pe)l)],11. C Jia6opaTOp11C J1T)l., l1H.U11H. 

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

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

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

HauMeHOBanue, a)lpec H HOMep JIHQeH3HH 
Tip0113BO.UCTBeHHOe no.upa3.ueJ1emIe - 3, y<!aCTKl1 N!! 41, 4aCTb 42, 4aCTb 45 11 4aCTb 

IlJIOnta)lKH, ocynteCTBJIHIOnteii 
46, 6a4ynanJ111 (B11JJJ1a.u)I(), 6a4ynaJJJ111 (Matt.uan), Me.u4aJJ ManKa.U)l(rHp11 (,[(11cT.), 

npOH3B0)lCTBO/KOHTp0Jlb 
Ka'leCTBalsbtnYCK r JI<I> / 

WTaT TeJJattratta, YIH.U11H (Jim~eH311H 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 ve1ified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJIIO'leHue O COOTBeTCTBUU: «HacTOHll.111M H TIO.UTBep)l(JlalO, 4TO np11ee.ueHHaH Bb!We 11HcpopMaQl1H HBJlHeTCH .UOCTOBepHOH 11 T04HOH. 

3Ta cep11H npo.uyK~l111 np0113Be.ueHa (BKJll04aH ynaKOBKY (MapK11poeKy) 11 KOHTpOJlb Ka4eCTBa) Ha BbJWeyKa3aHHOH np0113BO.UCTBeHHOH 
TIJlOll.la.uKe (nJJOll.la.uKax) B TIOJlHOM COOTBeTCTBl111 C Tpe6oeaHHHMl1 TipaBl1Jl Ha.UJ1e)l(a111efl np0113B0.UCTBeHHOH npaKTl1Kl1 Eepa311HCKOro 

3KOHOMH4eCKoro coio3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) 11 Tpe6oeatt11HM11 KOHTpoJJH Ka4ecTBa JJeKapcTBeHHhJX 

cpe.ucTB, a TaK)l(e B COOTBeTCTBl111 co cneu11cp11KaQl1HMl1, co.uep)l(all.lHMl1CH B per11cTpau110HHOM .UOChe CTpaHbl-11MnopTepa. 3an11c11 no 

npo113B0.UCTBY, ynaKOBKe 11 aHaJJl13Y npoeepeHhI, 11 ycTaHOBJleHO 11X COOTBeTCTBl1e Tpe6oeaHl1HM TipaBl1Jl Ha.uJ1e)l(a111eH np0113B0.llCTBeHHOH 

npaKTHKH Eepa311HCKoro 3KOHOMl14eCKoro COI03a». 

Remarks : The Product confinns to ND/ 
IIpnMe<Jauue: flpO.L\YKT coorneTcrnyeT Tpe60BaH1rnM H,[( 

Prepared by / Checked by/ q TTo.n.ro'T'OBJleHo ITpoBepeHo: 

Date I 2:S~r~ Date I 
2.G-o2 - w2iJ 

,[(am: ,[(am: 

Conclusion : APPROVED / 
3aKJIJOIJeuue: O,ll;OliPEHO 

Approved by: Manager/Executive / 
0.[(o6peHo: MeHe.[()l(ep / PyKOBO.L\11TeJib 

~ 

Date/ 
,[(am: 




