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

Product: Razo®, enteric-coated tablets, 20 mg 
TT po.nyKT: Pa:30®, Ta6neTKH, rr0Kp1,rr1,1e KmneqHopacTBopuMOH o6onoqKoH, 20 Mr 

Market / PMHOK : Russia / PoccIDI 

Batch No./ 
: C2514530 

Batch Quantity/ 1500000 tab/ 
CepuH .N"! Pa3Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001850734 

Date of Analysis / 
: 30/11/2025 

AHaJJHTH'leCKHH 0T'leT .N"! .IJ:aTa auaJJH3a 
Date of Manufacture/ 

: 12/09/2025 
Date of Expiry/ 

31/08/2027 
,[(aTa npoH3B0.l).CTBa ro.neH .1).0 

: 

Mfg. License No. / 
IlpOH3B0.lJ,CTBeuuaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"!(004603)-(Pr-RU) 
JTUQeH3HH .N°! 
Analysis performed according ND No/ AHaJJH3 npoBe.neH no H.IJ: .N"!: JIII-.N"!(004603)-(Pr-RU)-130224 

Page 1 of 5 / CTJ). 1 HJ 5 
N~ Test / IloKa3aTeJJL Result/ Pe3yJJLT&Tbl Specification / HopMa 

1 App~_arance / OmrcaHHe Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated 

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

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

section. I Kpyrn1,1e, .LJ.BOJ1Kos1,1nyKn1,1e Kpyrn1,1e, .11:BOJIKOBbIIlYKnbie Ta6JieTKH, IIOKpbITI,Je 
o6onoqKoH OT CBeTJTO-)l(eJTTOro .n:o )l(eJTToro QBeTa 

Ta6JTeTKH, IIOKpbITI,Ie o6onoqKQH c MapKHpOBKOH KpacHoro QBeTa «RB20» Ha o.n:uou 
CBeTJIO-)l(enToro QBeTa C MapKHpOBKOH cTopoHe. Ha nonepeqHOM pa3pe3e J1,n:po oT 6enoro 
KpacHoro QBeTa «RB20» Ha o,n:Hoif .no noqTu 6enoro QBeTa. 
CTOpOHe. Ha norrepeqHOM pa3pe3e Jl.11:PO 

6enoro QBeTa. 

2 Identification By HPLC / Complies as prescribed/ The retention time of major peak in the 
H)J;eHTHc(,HKaQHH B3JKX CooTBeTCTBYeT Tpe6osaH1u1M chromatogram oftest solution should correspond 

to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay). I BpeMJI 
y.n:ep)l(UBaHUjJ OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe ucn1,1ryeMoro pacTBopa ,!J.OJ])l(HO 
COOTBeTCTBOBaTI, speMeHU y,n:ep)l(UBaHIDI 
OCHOBHOrO RHKa Ha xpoMarorpaMMe paCTBOpa 
CTaH,n:aPTHOro o6pa3U:a pa6enpa3ona HaTPUjJ 
(pa3,n:en «KonuqecTBeHHOe onpe.n:eneH11e»). 

3 Average weight/ 212.83 mg I 212,83 Mr 212.68 mg± 5 % (202.05 to 223.31 mg)/ 
Cpe.nnHH Macca 212,68 Mr± 5 % (oT 202,05 Mr .n:o 223,31 Mr) 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'laHHe: Ilpo)].yKT cooTBeTcrnyeT Tpe60Bamu1M H,l( 3aKJiroqeuae: O,ll;0:6PEHO 

V ) 

Prepared by / 

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

Ilo)].rOTOBJieHo: IIpoBepeH • ~~ O)].o6peHo: MeHe)],)Kep / PyKOBO)],HTeJib 
- ~·! ) ~ 

Date/ Jo-t l-'Loy 
Date/ Q,D --( (r-29'2--5 Date/ >G-11~~ 

,[('aTa: ,l(aTa: ,l(aTa: 



: Dr.Reddy's ~f• CERTIFICATE OF ANALYSIS 
CEPTll<l>IIKA T AHAJill3A 

Product : Razo®, enteric-coated tablets, 20 mg 
II po.QyKT: Pa3o®, Ta6JieTKH, IlOKphlThJe KmneqHopaCTBOPHMOH o6oJioqKoH, 20 Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
: C2514530 

Batch Quantity / 1500000 tab / 
CcpnH .N! Pa3Mep cepuu 

: 1500000 Ta6 
Analytical Report No./ 

: 890001850734 
Date of Analysis / : 30/11/2025 

AHaJJHTH'leCKHH OT'leT .N°!! ~aT8 8H8JJH38 
Date of Manufacture/ 

: 12/09/2025 Date of Expiry/ 31/08/2027 
)laTa npOH3BO.QCTBa ro.QeH ,QO 

: 

Mfg. License No./ 
JlpOH3B0,QCTBCHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N!!(004603)-(Pr-RU) 
JJHUCH3HH .N°!! 
Analysis performed according ND No/ AeaJJH3 npoee,IJ;eu no 11,L{ .N!!: JIII-.N!!(004603)-(Pr-RU)-130224 

Page 2 of 5 / CTp. 2 H3 5 
4 Dissolution / PacTeopeeue Unit- llEAHHHUa-1 1% In 0.1 M hydrochloric acid solution - not more than 

Unit-2/EAHHHUa-2 2% 10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
Unit-3/EAUHHua-3 1% claim in 2 h. I B 0,1 M paCTBope 

Unit-4/EAHHHUa-4 3% XJIOpHCTOBOAOPOAHOH KHCJIOThl - He 6orree 10 % OT 

Unit-5/EAHHHUa-5 1% HOMHHaJILHoro CO)J;ep:>KaHIDI C1sH20N3O3SNa 

Unit-6/EAHHHUa-6 1% (pa6enpa30JI HaTJ)HR) qepe3 2 q, 

Average/ CpeAH. 3Ha'leHue: 2 % 
Unit-1/EnHHuua-l 81 % In buffer solution pH 8.0 - not less than 75 % (Q) of 
Unit-2/EAHHHUa-2 84% C1sH20N3O3SNa (Rabeprazole sodium) label claim 
Unit-3/EnuHuua-3 87% in 60 min. / B 6y4>epHOM paCTBope pH 8,0 - He MeHee 
Unit-4/EnuHuua-4 85% 75% (Q) OT HOMHHaJILHOrO CO)J;ep:>KaHIDI 
Unit-5/EnHHHUa-5 84% C1BH20N3O3SNa (pa6enpa30JI HaTJ)HR) qepe3 60 MHH. 

Unit-6/EAHHHUa-6 88% 
Average / CpenH. 3Ha'-!eH11e: 85 % 

5 Related Substances / 
Po.QCTBeHHLie npnMeCH 

Rabeprazole N-oxide/ Below LOD (LOD =0.008%) I HH:>Ke Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3orra N-0Kc11n npeneJia o6Hap)')KeHIDI (ITO =0,008 %) 

Rabeprazole Sulfone/ Pa6enpa3oJia 0.11%/0,11% Not more than 0.5 % I He 6orree 0,5 % 
CYJIL$OH 

Rabeprazole Methoxy analog/ 0.05% I 0,05% Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3oJia MeTOKCH aHaJIOr 

Rabeprazole Chloro analog/ 
Not detected / He o6Hap)')KeHa 

Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3orra XJiopo aHanor 

Rabeprazole Sulphide/ Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa30Jiacyrr1,$HA 

0.06% I 0,06% 

Rabeprazole Related compound Al Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3orra po.nCTBeHHa}I 

Not detected / He o6eap)')KeHa npJ,rMec1, A 

Remarks: The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe11auue: Ilpo,uyKT COOTBeTcTByeT Tpe6oaaHHHM II,[( ~aKJ1101Je11ne: 0,11;06PEHO 

') __, 
Prepared by / 

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

Ilo,uromaneuo: IlpoaepeHO' O,uo6peuo: Meue,u)l(ep / fyKOBO,UHTeJib 
1/ 

Date/ 
Jo~/1-'Loy 

Date/ ~e>-r I~ Qo/.2.s Date/ "30 -, ' -"V~ 
Il;aTa: ~aTa: L{aTa: 



•·· Dr. Reddy's "'lllli;• CERTIFICATE OF ANALYSIS 
CEPTil<l>HKAT AHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
IlpO,llyJCT: Pa:m®, Ta6neTKH, ITOKPblTble KHweqHopaC'fBOPHMOH o6onoqKoii, 20 Mr 

Market / P&IHOK : Russia / PoccIDI 

Batch No./ 
: C2514530 Batch Quantity / 1500000 tab / 

CepuH .N"! Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001850734 

Date of Analysis / : 30/11/2025 
AHaJJHTHqecKHH o~eT .N"! )laTa auaJJH3a 
Date of Manufacture/ 

: 12/09/2025 
Date of Expiry/ 31/08/2027 

llaTa DPOH3BO.llCTBa ro,lleH,IJ;O 
: 

Mfg. License No. / 
11pOH3B0,ll;CTBeHnaH : 59!RRIAP/97/FIR MA number: / HoMep PY : JIII-.N"2(004603)-(Pr-RU) 
JTHUeH3HH .N"! 

Analysis performed according ND No/ AuaJJH3 npoBe,IJ;en no HJJ: .N"2: JIII-.N"2(004603)-(Pr-RU)-130224 

Pare 3 of 5 / Crp. 3 Hl 5 
Rabeprazole Related compound Cl Below LOD (LOD = 0.02 %) / HIDKe Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa:mna pO){C'fBeHHaJI npe,n:ena 06Hapyx<eHHJ1 (ITO= 0,02 %) 

npuMec& C 

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

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

Imidazole) / Ilp0Mec1, npu RRT 
1,37 (Macca m/z=310 HMH.n:a30JI) 

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

about RRT 1.51 
(Mass m/z=458 Benzo 

Not detected/ He o6Hap)')KeHa 
imidazole adduct)/ Ilp0Mec1, npu 
RRT 1,51 (Macca m/z=458 
6eH3HMH.n:a30Jia aMYKT) 

Individual unidentified impurity/ Not more than 0.2 % / He 6onee 0,2 % 
EAHHHqHaH 

Below BDL (BDL= 0.1 %) / HmKe He0.z:i;eHT04>0u0poeaHHaJ1 np0Mec1, 
nopora peruc-rpaunu (11P 0,1 %) 

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

6 Residual Solvents content / 2382 µg/tab / 2382 MKr Ha Ta6neTKY Isopropanol - not more than 2621 µg per tablet / 
OcTaTO'IHble opraun<teCKHe 113onponaHOJI -He 6onee 2621 MKr Ha Ta6neTKY 
paCTBOpHTeJIH 

7 Uniformity of dosage units/ 4.3 I 4,3 Acceptance value (AV) should be not more than 
O,llHOpO,ll;HOCTb ,ll:03HpoeaHHblX 15.0. I IloKa3aTen1, npueMneMocrn (AV) .z:i;om1eeH 
e,IJ;HHHU: 61,1T1, ue 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpeMetJauue: Ilpo,nyKT cooTBeTcTByeT Tpe60Baum1M H.D: 3aKJIIOtJenee: O,[l;OliPEHO 

'r'J 
Prepared by / 

&- Checkedby~ ·. ~ ::Approved by: Manager/Executive / 
ITo~roTOBJieuo: ITpoBepeHo: O~o6peuo: MeHe,!PKep / PyKoBO~HTem, 

y 
Date/ _3 o -U-w~ Date/ ao-t r ---~ Date/ 30--1, ~...r 
I{arn: llarn: llarn: 



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

Product : Razo®, enteric-coated tablets, 20 mg 
Ilp0AYKr: Pa3o®, Ta611eTKM, noKpbITble KM.lllellH0paCTB0p!fM0H 060JTO'flCOH, 20 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: C2514530 

Batch Quantity/ 1500000 tab/ 
CepnH .N'! Pa3Mep cepuu 

: 1500000 Ta6 
Analytical Report No. / 

: 890001850734 
Date of Analysis / : 30/11/2025 

AtrnJJHTH'leCKHH OT'leT .N'! ,llaTa aHaJJH3a 

Date' of Manufacture / : 12/09/2025 Date of Expiry/ 31/08/2027 
.UaTa DPOH3BO,ll;CTB3 ro.o;eH,ll;O 

: 

Mfg. License No. / 
IJpOH3BO,!J;CTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : .JIII-.N'!(004603)-(Pr-RU) 
JUIQeH3HH .N'! 
Analvsis performed accordinl? ND No I AaaJJH3 npose.o;eu no H,ll .N'!: .JIII-.N'!(004603)-(Pr-RUl-130224 

Pa2e 4 of 5 / CTf). 4 Hl 5 
8 Microbiological purity*/ MnKpo6HoJiorH'lecKaH 'IHCTOTB* 

a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
O6w:ee qucno a3po6nr,1x Mettee 10 KOE/r He 6onee 1000 KOE/r 
MHKpGQPI:aHH3M0B 

b) Total combined yeasts and Less than 10 CFU/g/ Not more than 100 CFU/g / 
mould count/ O6mee <fHcno Meuee 10 KOE/r He 6onee 100 KOE/r 
.!lPO)IOKeBblX H nnectteBblX rpu6oe 

c) E.coli Absent in 1 g I Shall be absent in lg/ 
0TCYTCTByeT e 1 r .r(on)KHbl 0TCYTCTB0BaTb B 1 r 

9 Assay/ KoJJH'leCTseuuoe 19.4 mg I 19,4 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (R.abeprazole 
onpe.o;eJieuae sodium) (90 to 110 % of label claim) per tablet. / 

OT 18,0 Mr .o;o 22,0 Mr C1sH20N3Q3SNa 
(pa6enpa30JI HaTPml) (oT 90 ,!J;0 110 % OT 

H0MHH8JlbH0ro co.o;ep)KaHHH) B Ta6nerKe. 

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 Ila 15 Ta6neTOK B 6nncTepe H3 
Ta6neTOK e 6nuCTepe H3 (IIBX/ AJI/IIA) (IIBX/ AJI/IIA) <t>onbrn / anIOMHHHeeoif cponr,ru. no 
!pOJlbrH / anIOMHHHeBOH <t>onbru. 2 1 HJIH 2 6JTHCTepa BMeCTe c JIHCTK0M-BKJla,ll;blIDeM e 
6nHCTepa BMeCTe c JIHCTK0M- natfKY KapT0HHYIQ. 
BKna.o;r,1meM e natfKY KaPT0HffYIO 

API name/ HaaMenosaaue A'1>C: Rabeprazole sodium I Pa6enp33on uaTPIDI 
INN/MHH: Rabeprazole / Pa6enpa3on 

API manufacturer batch number / ACSH000749 & ACSH000750 
l{oMep cepau npouJso.o;nTeJIH AWC: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6crauuuu FCSA00518 & FCSA00519 
IlPOH3BOllHTeJIH r Jl«I>: 

Remarks : The Product confirms to ND/ 
IlpHMe11auae: IIpo,ri;yKT cooTBeTcTByeT Tpe6oeaHHnf H,[( 

Conclusion : APPROVED / 
3aKJII011euae: O,ll;OliPEHO 

Prepared by I 
ITo.z:r.roTOBJieHo: (!}-
Date/ 
,[(aTa: 

Date/ 
µaTa: 

Approved by: Manager/Executive/ 
0,ri;o6peHo: MeHe)].)Kep I PyKoeo,ri;HTem, 

c:;-
[30r--( fr~-!;; Date/ 

µarn: 



Dr.Reddy's ~f• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHA.Jlll3A 

Product : Razo®, enteric-coated tablets, 20 mg 
TipollyKT: Pa:m®, Ta6neTKH, OOKpL!TL!e KHille'IHOpacTBOPHMOH o60JIO'IKOH, 20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: C2514530 

Batch Quantity / 1500000 tab / 

CepnH .N"! PuMep cepuu 
: 

1500000 Ta6 

Anijlytical-Report No./ 
: 890001850734 

Date of Analysis / : 30/11/2025 
AHaJIHTH'lecicuii OT'leT .N"! )J;aTa 8H8JIH38 

Dat~.~f Manufacture/ 
: 12/09/2025 

Date of Expiry / : 31/08/2027 
l laTa npOH3B0llCTBa rolleH llO 

Mfg. License No. / 

IlpOH3B0llCTBeHHBH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.Nt(004603)-(Pr-RU) 

mmeH3HH .N"! 
A nalysis performed according ND No/ AuaJIH3 npoBelleH no 11,ll .Nt: JIII-.N"!(004603)-(Pr-RU)-130224 

Pa2e 5 of 5 / CTJJ. 5 HJ 5 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India 
Ilpou1Bol1HTeJib A<I>C, crpaua: ,ll;-p PeMH'c Jla6opaTOpuc JlT,o;., HH,o;m1. 

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) 

HaHMeHOBaHue, allpec H HOMep JIHUeH]HH 
IlpOH3B0llCTBeHHOe Il0llPa3lleJieHUe - 3, y11aCTKH N2 41, 'laCTL 42, 11acTL 45 H 'laCTL 

nJiomallKH, ocymecTBJIHJOIQen 
npOH3B0llCTBO/KOHTpOJib 

46, liaqynannH (BHnn!lll)K), lia11ynannH (MaHI1an), Mell'IM ManK!lll)KrHpH (J];HCT.), 

Ka'leCTBB/BblDVCK r Jl<l> / 
mTaT Tenauraua, 11HllIDI (JI0ueH3IDI N2 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». 

3aKJIJO'leHue O COOTBeTCTBHH: «HaCT0.111.QHM" IlOllTBep:lK,ll;alO, 'ITO npHBeI1eHHa.11 BLime HH4>opMaUID1 .IIBJI.lleTC.11 llOCTOBepHOH H TO'IHOH. 
3Ta cepH.11 npOllYKQHH npOH3BelleHa (BKn!O'la.11 ynaKOBKY (MapKHpOBKy) H KOttTpOJIJ, Ka'leCTBa) Ha BL!meyKa3aHHOH npOH3B0llCTBeHHOH 
TIJ101l.l8l1Ke (nnomaI1Kax) B OOJIHOM COOTBeTCTBHH C TPe6oBaHIDIMH IlpaBun H3llJie)l(ameii DpOH3B0llCTBeHHOH npaKTHKH EBpa3HHCKOro 
3KOHOMH11ecKoro co103a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TPe6oBaHH.IIMH KOHTPOnH Ka11eCTBa neKapCTBeHH1>1x 
cpellCTB, a TaK)l(e B COOTBeTCTBHH co cneu;u4>uKaQH.IIMH, COI1ep)l(all.lHMHC.II B perHCTPaUHOHHOM llOCLe CTPaHLI-HMOOpTepa. 3anHCH no 
np0H3BOllCTBY, ynaKOBKe H aHanH3Y np0Bepeu1,1, H YCTaHOBJieHO HX COOTBeTCTBHe TPe6oBaHIDIM IlpaBHn HallJle)l(ameii npOH3BOllCTBeHHOH 
npaKTHKH EBpa3HHCKOro 3KOH0MH'leCKoro COI0311». 

Remarks : The Product confirms to ND/ 
IIpHMetfaHHe: Ilpo.[(yKT COOTBeTcTByeT Tpe6oBaHHRM HJ:{ 

Conclusion : APPROVED / 
3aKJirolfeHee: O,ll;OBPEHO 

Prepared by / 
Ilo.[(roTOBJieuo: 

Date/ 
.D:aTa: 

JD-ft-'Lo ~ 
Date/ 
_,n:arn: 

~ Approved by: Manager/Executive / 
O.[(o6peHo: MeHe,[()l(ep I PyKoBO.[(HTem, 

y 

gor-t I - fZ_t:Y.2.-G- Date/ 
.D:arn: 


