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

Product : Razo®, enteric-coated tablets, 20 mg 
IJ po,n:yKT: Pa:30®, Ta6JleTKH, nOKPblTble KHwer.rnopaCTBOpHMOtt o6onottKOW, 20 Mr 

Market / PblHOK : Russia/ PoccIDJ: 

Batch No./ 
: C2514313 

Batch Quantity/ 1500000 tab/ 
CepHH .N'2 PaJMep cepHH 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001849737 

Date of Analysis / 
: 25/11/2025 

AnaJIHTH'leCKHH 0T'leT .N'2 .lJ:aTa anaJiuJa 
Date of Manufacture / 

: 08/09/2025 
Date of Expiry / 

31/08/2027 
.lJ:aTa DP0H3B0,0:CTBa ro,n:eu ,0:0 

: 

Mfg. License No./ 
IIpoH3B0,0:CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-.N'2(004603)-(Pr-RU) 
JIHQeHJHH .N'2 
Analysis performed according ND No I Auam13 npoeei:ten no ff.LI. .N'2: Jlll-.N'2(004603)-(Pr-RU)-130224 

.N'2 Test / IIoKaJaTeJib Result/ PeJyJibTaTbI 

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

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. I Kpyrnb1e, .D.BORKOBhmyKJtbie 

Ta6JieTKH, noKpbITbie o6oJIO'lKOM 

CBeTJIO-)KeJITOTO QBeTa C MapKHpOBKOM 

- KpacHoro QBeTa «RB20» Ha o,n:Hoii 

CTopoHe. Ha nonepettHOM pa3pe3e R,npo 

6enoro QBeTa. 

2 Identification By HPLC / Complies as prescribed / 
~eHTHct,nKaQUH B3JKX CooTBeTCTByeT Tpe6oBaHHllM 

- -

3 Average weight / 210.50 mg I 210,50 Mr 
Cpe,nHHH Macca 

Remarks : The Product confirms to ND/ 
IlpuMe11auue: ITpo,D;yKT coorneTcrnyeT Tpe6oBamrnM H)l 

Prepared by/ ,-;{_ J 
ITo,D;roTOBJieHo: r--1----. 
Date / 
)lam: 

Checked by / 
ITpoBepeH . 

Date/ 
)lam: 

Pa2e 1 of 5 / CTp. 1015 
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. / 
KpyrJihJe, ,D.BORKOBblDYKJible Ta6JieTKH, noKpblTble 
o6onottKOM OT CBeTJIO-)KeJITOfO .no )KeJITOro QBeTa 
c MapKHpOBKOM Kpacuoro QBeTa «RB20» ua o,nHOM 
CTopoHe. Ha nonepettHOM pa3pe3e R,npo OT 6enoro 
,no nottTH 6enoro QBeTa. 

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)./ BpeMR 
y,nep)KHBaHIUI OCHOBHOfO rIHKa Ha 
xpoMaTorpaMMe HCribITyeMoro paCTeopa ,nOJl)KHO 
COOTBeTCTBOBaTb BpeMeHH y,nep)KHBaHHll 
OCHOBHOfO rIHKa Ha xpoMaTorpaMMe pacTBopa 
CTaH,napTHoro o6paJua pa6enpa3ona HaTpHll 
(pa3,nen «KonutteCTBeHHoe onpe,neneHHe»). 

212.68 mg± 5 % (202.05 to 223.31 mg) I 
212,68 MT± 5 % (oT 202,05 MT .no 223,31 Mr) 

Conclusion : APPROVED I 
3aKJIIO'leuue: O)l0:6PEHO 

Approved by: Manager/Executive/ 
0,D;o6peHO: MeHe,D;)Kep / PyKOBO,ll;HTeJih 

Date/ 
)laTa: 



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

Product : Razo®, enteric-coated tablets, 20 mg 
IlpoJiytIT: PaJo®, Ta611eTKH, n0Kp1,n1,1e KmneqttopacTBOPHMOM o6onoqKoii, 20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
: C2514313 Batch Quantity/ 1500000 tab/ 

CepHH .N'2 Pa3Mep cepuu : 
1500000 Tafi 

Analytical Report No. / 
: 890001849737 Date of Analysis / 

: 25/11/2025 AuaJIHTnqecKuii oTqeT .N'2 .L(aTa auaJIH3a 
Date of l\'.[anufacture / 

: 08/09/2025 Date of Expiry / 
31/08/2027 llaTa npou3BO.llCTBa ro,lleH,llO : 

Mfg. License No./ 
Ilpott3B0JlCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'2(OO46O3)-(Pr-RU) 
JIHI.1eH3HH .N'! 
Analysis performed according ND No/ AnaJin3 npose,llen no H.L( .N'2: JIII-.N'2(OO46O3)-(Pr-RU)-13O224 

4 Diuolntion / P:.1cT11op11111111 Unit-1/E.nunuu:i- l if% 
Unit-2/E.nwmiua-2 2% 
Unit-3/E.nwuwua-3 2% 
Unit-4/E.uwttwua-4 3% 
Unit-5/EJlHHHUa-5 2% 
Unit-6/EJlHHHUa-6 2% 

.... • .. Average / Cpe,uu. 3Haqettwe: 3 % 
Unit-1/EJlHHHUa-l 89% 
Unit-2/EJlHHHUa-2 85% - . Unit-3/EJlHHHUa-3 86% 
Unit-4/EJlHHHUa-4 86% 
Unit-5/EJlHHHUa-5 85% 
Unit-6/E.llHHHUa-6 85% 

Average/ Cpe,llH. 3Haqettwe: 86 % 
5 Related Substances / 

PO,llCTBeHHble npnMecu 

Rabeprazole N-oxide/ Not detected / He o6ttapy)Ketta 
Pa6enpa3ona N-oKCHJl 

Rabeprazole Sulfone/ Pa6enpa3oJia 0.10% I 0,10% 
cyJII,4>0H 

_ Rabeprazole Methoxy analog/ 0.05% I 0,05% 
Pa6enpa3ona MeTOKCH attanor 

Rabeprazole Chloro analog/ Not detected / He o6ttapy)Ketta 
Pa6enpa3ona XJiopo attanor 

Rabeprazole Sulphide/ 
Pa6enpa3oJia cyn1,4>w,n 0.03% I 0,03% 

Rabeprazole Related compound Al 
Pa6enpa3oJia po,ncTBeHHIDI Not detected / ue o6ttapy)Ketta 
npwMec1, A 

Remarks : The Product confirms to ND/ 
IIpnMeqauue: IIpo,n;yKT coorneTCTByeT Tpe6osaHHHM H,[{ 

Prepared by I 
IIo,n;roTOBJieHo: 

Date/ 
.[{aTa: 

Date/ 
.[{aTa: 

Pa2e 2 of 5 I CTp. 2 HJ 5 
In 0.1 M hydroohlorio ooid oolution not moro thon 
10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
claim m 2 h. I B 0,1 M pacTBope 
XJIOpHCTOBOJlOPOJlHOM KHCJIOTbl - He 6onee 10 % OT 
HOMHHaJII,HOro CO,llep)KaHml C1sH20N3Q3SNa 
(pa6enpaJoJI ttarpm1) qepe3 2 q_ 

In buffer solution pH 8.0 - not less than 75 % (Q) of 
C1sH20N3O3SNa (Rabeprazole sodium) label claim 
in 60 min./ B 6y4>epttoM pacraope pH 8,0 - He Mettee 
75% (Q) OT HOMHHaJibHOro co.nep)KaHIDI 
C1sH20N3O3SNa (pa6enpa3oJI HaTpm1) qepe3 60 MHH. 

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 0.5 % / He 6onee 0,5 % 

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

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

Conclusion : APPROVED / 
3aKmoqeuue: 0,11;0:6PEHO 

Approved by: Manager/Executive / 
O,n;o6peHo: MeHe,n;)Kep I PyKoao,n;HTeJib 

y 
Date I <\.-1-11 ~'r.J< 

.[{aTa: 



CERTIFICATE OF ANALYSIS 
CEPTHCl>HKA T AHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
n po.11yKT: Pa:m®, Ta611eTKH, noJ<pblTble KJ,I UJe'IHOPaCTBOPHMOH o6onOLfKOH, 20 Mr 

Market / PLIHOK : Russia/ Poccrnr 

Batch No./ 
: C25I4313 

Batch Quantity/ 1500000 tab / 
CepHH .N"! PaJMep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001849737 

Date of Analysis / : 25/11/2025 
AnaJJHTH'leCKHU OT'leT .N"! ,U:aTa anaJJuJa 

Date of Manufacture / 
: 08/09/2025 

Date of Expiry / 
31/08/2027 

,U:aTa DJ)0H3B0ACTBa roAeHAO 
: 

Mfg. License No./ 

IlpoHJBOACTBeuuaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(004603)-(Pr-RU) 
JIHQeHJHH .N"! 
Analysis performed according ND No/ AnaJJm npoBeAeH no H,U: .N"!: JIII-.N"2(004603)-(Pr-RU)-130224 

Pa2e 3 of 5 / CTp. 3 HJ 5 
Raheprazole Rehiteci c.nmprnmci (', / Below LOD (T ,OD= 0.02 %) / HHlf(P. npP..n:P. 1rn Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpaJona po.ncrnenua.11 o6ttapy)KettHJI (ITO= 0,02 %) 

np1rnecb C 

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

about RRT 1.3 7 0.01%/0,01% 
I 

(Mass m/z=310 . 
Imidazole) / TipttMecb npH RRT 
1,37 (Macca m/z=310 HMH.l(aJOJJ) 

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

about RRT 1.51 
(Mass m/z=458 Benzo Not detected/ He o6Hapy*eHa 
imidazole adduct)/ TipttMeCL npH 

RRT 1,51 (Macca m/z=458 

6eH3HMH.l(aJOJia a.n.nyKT) 

Individual unidentified impurity / Not more than 0.2 % / He 6onee 0,2 % 
E.n1rnwrna.11 Below BDL (BDL= 0.1 %) / Htt)l(e 
HeH,neHTH<i>HUHpOBaHHaJI npHMeCb nopora perncTPaQHH (TIP 0, I %) 

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

6 Residual Solvents content / 1575 µg/tab / 1575 MKr Ha Ta6neTKY Isopropanol - not more than 2621 µg per tablet / 
OcTaTO'IHble opraHH'ICCKHe l-faoriponaHOJI - He 6onee 2621 MKr Ha Ta6JieTKY 
paCTBOpHTeJIH 

7 Uniformity of dosage units / 4.4 / 4,4 Acceptance value (AV) should be not more than 
OAHOpOAHOCTb .1(03HpOBaHHLIX 15.0. I TioKaJaTeJIL nptteMneMocrn (AV) ,noJI)l(eH 
C.l(HHHQ 6LITL He 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: Ilpo.n;yKT cooTBeTcTByeT Tpe60Bamu1M H,ZJ; 3aKJIJO'lenue: 0,L(06PEHO 

' I'? 

Prepared by/ # Checked by ~ ·~ Approved by: Manager/Executive/ 
Ilo.n;roTOBJietto: Ilpoaepe~ O.n;o6petto: Meue.n;)l(ep / PyKOBO.D:HTeJib 

),-""7 
Date / J-1-f fr )-.()~ Date/ 2-::;.-t}r~ Date/ ~ --\ I r--"-J> 
)];am: )];am: )];am: 



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

Product : Razo®, enteric-coated tablets, 20 mg 
Ilpo,11;yKT: PaJo®, Ta6neTKH, n0Kp1,1T1,1e KmneqttopacTBopuMoii o6onoqKoii, 20 Mr 

Market / PLIHOK : Russia / PoccIDT 

Batch No./ 
: C2514313 

Batch Quantity / 1500000 tab / 
CepuH.N'! Pa1Mep cepuu 

: 1500000 Ta6 
Analytical Report No./ 

: 890001849737 
Date of Analysis / : 25/11/2025 

AttaJIHTH'leCKHH 0T'leT .N'! .IJ:aTa auaJiu1a 
Date of Manufacture / 

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

.il:aTa npoU3B0,ll;CTBa ro,11;eu ,11;0 
: 

Mfg. License No. / 
IlpOH3BO)l;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N'!(004603)-(Pr-RU) 
Jiutieu1nH .N'! 
Analysis performed according ND No I AuaJiu1 npose,11;eu no H.IJ:.N'!: JIIl-.N'!(004603)-(Pr-RU)-130224 

Paee 4 of 5 I CTo. 4 03 5 
8 Microbiological purity*/ MuKpo6uoJioru'lecKaH 'IHCTOTa* 

a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
O6w:ee qucno inpo6HbIX Mettee 10 KOE/r He 6onee 1000 KOE/r 
MUKpooprattU3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g I 
mould count/ O6mee qucno Mettee 10 KOE/r He 6onee 100 KOE/r 
,upmK)Kea1,1x u nnecttea1,1x rpu6oa 

c) E.coli Absent in 1 g / Shall be absent in lg/ 
OTCYTCTByeT a 1 r ,lJ;omKttbl 0TCYTCTB0B3TI, B 1 r 

9 Assay / KoJIH'leCTseuuoe 19.5 mg/ 19,5 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpe,11;eJieuue sodium) (90 to 110 % of label claim) per tablet. / 

OT 18,0 Mr .uo 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpHH) ( OT 90 )lO 110 % OT 
ttOMUttaJlbttoro co.uep)KattuH) a Ta6JleTKe. 

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. I no 15 carton. I no 15 Ta6JleTOK B 6JlUCTepe U3 
Ta6neTOK B 6nucTepe u3 (TIBX/ AJI/TIA) (TIBX/ An/TIA) qJOJlbrH / 3JllOMUttUeBOH qJOJibru. no 
qJOJibru / aJIIOMUHHeBOH qJOJibru. 2 1 UJIU 2 6JIHCTepa BMeCTe c JIUCTKOM-BKJia)lblllleM a 
6JIUCTepa BMeCTe c JIUCTKOM- naqKy KapTOttttYJO. 

. . . BKJia)lblllieM B naqKy KapTOttttyJO 

API name/ HauMeuosauue Afl>C: Rabeprazole sodium/ Pa6enpaJon ttaTPIDT 
INN/MHH: 

API manufacturer batch number / 
HoMep cepuu npouJB0llHTeJIH Afl>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTauuuu 
DP0U3B0llHTeJIH r Jlfl>: 

Remarks : The Product confirms to ND/ 
IlpuMe'lanue: Ilpo,uyKT coorneTcrnyeT Tpe6oBaHHjlM H,l]; 

Prepared by / 
IIo,uroTOBJietto: '---'.---;;...--,-

Date/ 
)];am: 

Date/ 
)];am: 

Rabeprazole / Pa6enpaJoJl 

ACSH000712 & ACSH000734 

FCSA005 l 6 & FCSA00517 

Conclusion : APPROVED I 
3aKJIIO'lenue: O)];OliPEHO 

Approved by: Manager/Executive / 
0,uo6petto: Mette,u)Kep / PyKoBO)lHTem, 

Date/ 
)];am: 

~ 



•·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTI:I <I> l:IKA T AHAJII:13A 

Product : Razo®, enteric-coated tablets, 20 mg 
Ilpoti;yKT: Pa:m®, Ta6JJeTKH, noKpb!Tble KHwe•rnopaCTBOpHMOH o60JJO'IKOH, 20 Mr 

Market / PLIHOK : Russia/ PoccIDI 

Batch No./ 
: C2514313 

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

: 
1500000 Ta6 

Analytical Report No./ 
: 890001849737 

Date of Analysis / 
: 25/11/2025 

AuaJJHTH'leCKHH OT'leT .N"2 .LJ:aTa anaJinJa 

Date of Manufacture / 
: 08/09/2025 

Date of Expiry / 
31/08/2027 

.l{aTa npOH3BOt);CTBa roti;eHti;O 
: 

Mfg. License No./ 
IlpOH3B0tJ;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(OO46O3)-(Pr-RU) 
JIJf_UeHJHH .N"2 
Analysis performed accordine: ND No/ AnaJiuJ npoeeti:en no H.LJ: .N"2: JIII-.N"2(OO46O3)-(Pr-RU)-13O224 

Page 5 of 5 / CTP. 5 HJ 5 

A.Pl Manutacmred by & country I Dr. Reddy'!l Laburamrfe8 Ltd., India 
IlpottJBOtJ:HTeJib A(J>C, cTpaua: ,[(-p Peti:ti:w'c Jia6opaTOpHC JlTti;., 11Hti;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 / 
Release site / 

Bachupally (Manda!), Medchal-Malkajgiri (Dist.), Telangana, India 

HanMenoeauue, ati;pec u noMep JIHQeHJHH 
(License No 59/RR/AP/97/F/R) 

IlpOH3B0.D.CTBeHHOe no.n.paJ.n.eneHHe - 3, yqacTKU N!! 41, 'laCTh 42, 11aCTb 45 H 'laCTb 
nJiomati:Kn, ocymecTBJIHIOIQeii 

46, Ea11yna.J1Jiu (Bnnna.n.)K), Eaqynannu (Man.nan), Me.11.11an ManKa.lJ.)Kmpu (,[(ncT.), 
npOH3B0tJ:CTBO/KOHTpOJib 
K3'1eCTBalBbinYCK r Jl(J> / 

WTaT Tenauraua, 11H.D.IDI (JIHqeHJIDI 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». 

3aKJII01Ieune O COOTBeTCTBHH: «HacTO.!llUHM .II no.n.TBep)K.n.aio, 'ITO npHBe.11.euua.11 Bb!We HH<pOpMaQH.11 .!IBJl.!leTC.11 .11.0CTOBepHOH "T011HOH. 
3-ra cepIDI npo.n.yKQHH npOH3Be.n.eua (BKJ1101Ia.11 ynaKOBKY (MapKHpOBKY) H KOHTpOJJb Ka11ecTBa) Ha BblllleyKaJaHHOH npOH3B0.D.CTBeHHOH 
nnoma.n.Ke (nnoma.n.Kax) B noJJHOM COOTBeTCTBHH C Tpe6oBaHH.!IMH IlpaBHJl ua.n.JJe)Kameif npOH3B0.D.CTBeHHOH npaKTHKH EBpa3HHCKOfO 
3KOHOMH'lecKoro coJOJa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H TPe6oBaHH.!IMH KOHTPOJJ.11 Ka'lecTBa neKapcTBeHHblX 
cpe.n.cTB, a TaK)Ke B COOTBeTCTBHH co cneQHqJHKaU,H.11:MH, co.n.ep)KalUHMHC.11: B perHCTpau,HOHHOM .11.0Cbe CTpaHbl-HMnopTepa. 3anHCH no 
npOH3B0.D.CTBY, ynaKOBKe H aHaJJH3Y npoBepeHbl, H ycTaHOBJJeHO HX COOTBeTCTBHe TPe6oBaHH.!IM IlpaBHJl Ha.D.JJe)Kameif npOH3B0.D.CTBeHHOH 
npaKTHKH-.EBpa3HHCKOro 3KOHOMH'leCKOfO COJ03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMeqauue: Ilpo,n;yKT cooTBeTcTByeT Tpe6oBamurM H,n: 3aKmoqeuue: O,ll;OJiPEHO 

,r, 

Prepared by/ # Checked~by L ~ Approved by: Manager/Executive/ 
Ilo.n;roTOBJietto: IlposepeH • ~ 0.n;o6petto: Mette,11;,1<ep I PyKoso,n;HTem, -- Y"' 
Date / 9-~--ftr-~~ Date/ J2➔ .-r I,.. .J_ol)..G Date/ ~'71~ 
.[{am: .[{am: ,l{arn: 




