
•·· ., Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTJl<l>HKAT AHAJIJl3A 

Product : Razo®, enteric-coated tablets, 20 mg 
Ilpo,ayKT: Proo ·, ra6mrrKu, rr0Kp1>m1e K1Iwe1rnopacrnopuMoi1 o6oJJO<tKoi'i, 20 Mr 

Market / PblHOK : Russia / PoccIDI 

Batch No./ 
: C2514311 

Batch Quantity/ 1500000 tab/ 
Cepm1 .N"g Pa1Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001849735 

Date of Analysis / 
: 25/11/2025 

AaaJIHTHlfecicnii oTlfeT .N'g ,Ll;ara aaaJiu1a 
Date of Manufacture / 

18/08/2025 
Date of Expiry / 

31/07/2027 
,Ll;ara npOH]BOJJ:CTBa 

: 
roAeH AO 

: 

Mfg. License No. / 
IlpOH3B0ACTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N'g(004603)-(Pr-RU) 
JIHUeHlHH .N'g 
Analysis performed accordin~ ND No/ Auamo upoBCJteH no u.n; .N'g: JIIl-.N'g(004603)-(Pr-RUl-130224 

.N'g Test / IloKalaTeJib Result/ Pe:JyJibTaTbl 

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

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. I Kpyrm,,e, ABORKOBLinyKJJ1,1e 

Ta6JieTKH, noKpbITbie o6oJIO'IKOH 

CBeTJIO-)l(eJIToro QBeTa C MapKHpOBKOH 

KpacHoro QBeTa «RB20» Ha OAHOH 

CTOpOHe. Ha nonepe'IHOM pa:3pe3e R,!1,pO 

6enoro QBeTa. 

2 Identification By HPLC / Complies as prescribed / 
HJ.eHTHii>HK31.1,HH B3)KX CooTBercrsyer Tpe6osaHHRM 

.. 

. . 

3 Average weight / 214.22 mg I 214,22 Mr 
Cpe,D;HHH Macca 

Remarks : The Product confirms to ND/ 
IlpHMe'lanae: Ilpo.n:YKT cooTBeTcTByeT Tpe6oBaHH»M H.l( 

. Prepared by I 
Ilo.n:roToBneuo: ---..c.-:___,,---

Date/ 
L{aTa: 

Checked by I 
IlpoeepeH 

Date/ 
,Zl;aTa: 

Paf!e 1 of 5 / CTp. 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. / 
Kpyrn1,1e, ABOJIKOBblilYKJible Ta6JieTKH, IlOKp1,rr1,1e 
o60JIO'IKOH OT CBeTJIO-)l(eJIToro JJ:O )f(eJIToro QBeTa 
c MapKupoBKOH KpacHoro 1.1,sera «RB20» Ha OAHOH 
cTOpoHe. Ha nonepe'IHOM pa:3pe3e R.D:po OT 6enoro 
AO no'ITH 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.aep)l(HBaHID! OCHOBHOro IlHKa Ha 
xpoMaTorpaMMe ucn1,1ryeMoro paCTsopa ,D;OJI)f(HO 
COOTBeTCTBOBaTb BpeMeHH y.aep)l(HBaHH.11 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe paCTsopa 
CTan.aapTnoro 06pa:31.1,a pa6enpa:3ona narpH.11 
(pa:3,D;eJI «Konu<1ecTBeHHoe onpe.aenenue») . 

212.68 mg± 5 % (202.05 to 223.31 mg) I 
212,68 Mr± 5 % (OT 202,05 Mr ,!1;0 223,31 Mr) 

Conclusion : APPROVED / 
3aKJIJO'leuae: O,l(OliPEHO 

Approved by: Manager/Executive / 
O,n:o6peHo: MeHe.ll:)l(ep / PyKOBO,n:HTeJib 

y" 

Date/ 
,l(aTa: 



••• Dr. Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHA~H3A 

Product : Razo«, enteric-coated tablets, 20 mg 
IlpoJJ,yKT: Pa3o® Ta6J1e11rn, noKpblT1,1e K11.we<rnopac-roopnMoH o6ono'-IKOH, 20 Mr 

Market / PLrnoi.: : Russia / PoccID1 

Batch No./ 
: C2514311 Batch Quantity/ 1500000 tab/ 

CepuR .N'! Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001849735 

Date of Analysis / : 25/11/2025 
AnaJIHTH'leCKHH OT'leT .N'! .lJ:aTa 8H8JIH38 
Date of Manufacture / 

: 18/08/2025 
Date of Expiry/ 31/07/2027 

)laTa DPOH3BOJJ,CTB3 roJJ,eHJJ,O : 

Mfg. License No./ 
IlpOH3BOJJ,CTBeHH3R : 59/RRJAP/97/F/R MA number: / HoMep PY : JIII-.N'2(OO46O3)-(Pr-RU) 
JIHQeH3HR .N'! 
Analysis performed accordin2 ND No I AuaJiu3 nposeJJ,en no H.ll: .N'2: JIII-.N'2(OO46O3)-(Pr-RU)-13O224 

4 

5 

Dissolution / Pacrsopeune 

Related Substances / 
PoJJ,CTBeHHLie npHMeCH 

Rabeprazole N-oxide/ 
Pa6enpa3ona N-oKcun 

1----------------l 
Rabeprazole Sulfone/ Pa6enpa3oJia 
cyn1,4>ou 

Rabeprazole Methoxy analog/ 

Pa2e 2 of 5 / Crp. 2 H3 5 
Unit-1/EnHHuua-l 2% 
Unit-2/E.mmuua-2 0% 
Unit-3/EJJ,HHHUa-3 1% 

------------ ----< In 0.1 M hydrochloric acid solution - not more than 
10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label t----,------- --+-----; 
claim in 2 h. / B 0, I M pacreope 

Unit-4/EnHHuua-4 1% 1--- ---------+------lXJIOpHCTOBO,nOponuou KHCJIOThl - He 6onee 10 % OT 

Unit-5/EnHHHUa-5 3% HOMHHaJihHOro conep)KaHIDI C1sH20N3O3SNa 

Unit-6/Enuuuua-6 1% i--------- ---+------t (pa6enpa3oJI uaTpIDI) qepe3 2 tJ. 

Average/ Cpe,nH. JHatJeHue: I% 
Unit-1/E,nuHuua-I 89% 
Unit-2/E,nHHuua-2 88% 
Unit-3/E,nHHuua-3 85% 
Unita4/E,nHHHUa-4 85% 
Unit-5/EnuHuua-5 87% 

In buffer solution pH 8.0 - not less than 75 % (Q) of 
-----1-------1 

C1sH20N3O3SNa (Rabeprazole sodium) label claim 
-'-------'---1---------j 

in 60 min./ B 6y4>epHOM pacreope pH 8,0 - He MeHee 
-'-------'---1---------j 

75 % (Q) OT HOMHHaJII,H0ro conep)KaHIDI 
-'-------'---+--- ------j C1sH20N303SNa (pa6enpa30JI HaTpm1) tJepe3 60 MHH. 

Unit-6/EnHHHUa-6 87% 
Average/ CpenH. JHatJeuue: 87 % 

Below LOQ (LOQ =0.022%) / Hu)Ke Not more than 0.5 % I He 6onee 0,5 % 
npenena KOJIHtJeCTBeHHoro onpeneneHmi 
(IIKO =0,022%) 

Not more than 0.5 % I He 6onee 0,5 % 
0.10% I 0,10% 

Not more than 0.5 % I He 6onee 0,5 % 
Pa6~~pa3oJia MeTOKCH auanor 0.05% I 0,05% 

Rabeprazole Chloro analog/ Not detected / He o6Hapy)KeHa 
Pa6enpa3oJia XJiopo aHanor 

Rabeprazole Sulphide/ 
Pa6enpaJona cyn1,cf>un 0.05% I 0,05% 

Rabeprazole Related compound N 
Pa6enpa3ona poncTBeHHaH Not detected/ He 06Hap~eHa 
npuMec1, A 

Remarks : The Product confirms to ND/ 
IlpHMe11auae: Ilpo.n:yKT cooTBeTcrnyeT Tpe6oBaHH.sIM H.[( 

Prepared by / 
Ilo.n:roTOBJieHo: 

Checked by/ 
IlpoeepeH __J) 

Date/ 
.[(aTa: 

Date/ 
,UaTa: 

-

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

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

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

Conclusion : APPROVED / 
3aKJ11011euae: 0,l1;06PEHO 

Approved by: Manager/Executive / 
0.n:o6peHo: MeHe.n:)l(ep / PyKOBO,AHTeJib 

5-' 
Date/ 
.[(aTa: 



·•· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product : Razo'lll, enteric-coated tablets, 20 mg 
1Tpo.,rcy1rr: Pa30® Ta6J1e1XM, nmcpblThle i-:1-1we•1HopaCTBOPHMOi~ o60J10<!KOfi, 20 Mr 

Market/ PLrnoK : Russia / PoccIDI 

Batch No./ 
: C2514311 

Batch Quantity / 1500000 tab/ 
Cepun ,Ng Pa3Mep cepuu 

: 1500000 Ta6 
Analytical Report No. / 

: 890001849735 
Date of Analysis / 

: 25/11/2025 
AHaJIHTHlfeCKHH OTlfeT ,N"g ,llaTa aeaJJH3a 
Date of Manufacture / 

: 18/08/2025 
Date of Expiry / 31/07/2027 

,llaTa npOH3BO)J;CTBa ro)J;eH)J;O 
: 

Mfg. License No./ 
fipOH3B0)J;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N!(004603)-(Pr-RU) 
JJHUeH3HH ,N"g 

AnaJysis performed nccordine; ND No/ AeaJJH3 npos~en no H,11, ,N"g: JIII-.N"!!(004603HPr-RU)-130224 

Rabeprazole Related compound Cl Below LOD (LOD = 0.02 %) I HH)Ke 
Pa6enpa3ona po,n:cTBeHHru! npe,n:ena o6Hapy)KeHIDI (TIO= 0,02 %) 
np0Mec1, C 

Specified Impurity at 
aboutRRT 1.37 
(Mass m/z=310 0.02% I 0,02% 

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

Specified Impurity at 
about RRT 1.51 
(M~ss ni/z=458 Benzo 

imidazole adduct) / Ilp0Mec1, npu Not detected I He o6Hapyx<eHa 

RRT 1,51 (Macca m/z=458 
6eH3HMH,!l;a30Jia a.n:.n:yKT) 

Individual unidentified impurity/ 
E,n:HHHqHrui 
Heu,n:eHTmpuuHpoeaHHa» npHMec1, Below BDL (BDL= 0.1 %) I HH)Ke 

nopora perncTpaUHH (TIP 0,1 %) 

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

6 Residual Solvents content / 2022 µg/tab / 2022 MKr Ha Ta6JieTKY 
OcTaTO'IHbJe opraHHlfeCKHe 
pacTBOpHTeJJH 

7 Uniformity of dosage units / 2.2 I 2,2 
O.n;Hopo,n:HOCTb ,!1;03HpOBaHHblX 
e,n:HHHU 

Remarks: The Product confirms to ND/ 
llpnMetJauue: Ilpo.L{yKT coorneTcrnyeT Tpe6oBamrnM H,[( 

/ \.... Prepared by/ ~ 
-IlO.L{fOTOBJieHo: 

Checked by/ 
IlpoBepe ,---I) 

Date/ 
)lam: 

Date/ 
)lam: 

Pa2e 3 of 5 / CTp. 3 HJ 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 0.2 % / He 6onee 0,2 % 

Not more than 2.0 % / He 6onee 2,0 % 

Isopropanol - not more than 2621 µg per tablet/ 
IfaonponaHoJI -He 6onee 2621 MKr Ha Ta6JieTKY 

Acceptance value (AV) should be not more than 
15.0. I IloKa3aTen1, npHeMJieMocrn (AV) .D:OJI)KeH 
6I,ITI, He 6onee 15,0. 

Conclusion : APPROVED I 
3aKJIIOtJeuue: 0,[1;0:6PEHO 

Approved by: Manager/Executive / 
0.L{o6peHo: Meue,[{)l(ep / PyKOBO,[{HTeJib ,__ 
Date/ 

aTa: 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHA.JIH3A 

Product' :'Razo®, enteric-coated tablets, 20 mg 
Ilpoti:yKT: Pa:m®, Ta6neTKH, noKpbITbie KHI1Ie1rnopacTBopnMoil: o6onoqKoil:, 20 Mr 

Market / PLIHOK : Russia / PoccID! 

Batch No./ 
: C2514311 Batch Quantity/ 1500000 tab / 

Cepun .N2 Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001849735 

Date of Analysis / : 25/11/2025 
AHaJIHTH'leCKHH OT'leT .N!! )J:aTa aaaJIH38 

Date of Manufacture / 
: 18/08/2025 

Date of Expiry / 31/07/2027 
)J:aTa DJ)OH3BO,ll;CTBa roti:eH,ll;O 

: 

Mfg. License No. / 
IJpOH3B0,ll;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N2(004603)-(Pr-RU) 
JIHUeH3HH .N"!! 

Analysis performed according ND No/ AaaJIH3 nposeti:eH no H)( .N!!: JIII-.N!!(004603)-(Pr-RU)-130224 

Page 4 of 5 I C,rp. 4 H3 5 
8 Microbiological purity*/ MuKpo6uoJioruqecKaH 'IHCTOTa* ' 

a) Total aerobic microbial count/ Less than 10 CFU/g / Not more than 1000 CFU/g / 
O6rn:ee qncno iopo6HbIX MeHee 10 KOE/r He 6onee 1000 KOE/r 
MHKpOOpraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g I 
mould count/ O6rn:ee qncno MeHee 10 KOE/r He 6onee 100 KOE/r 
.upo)l{)KeBblX rr nnecHeBbIX rpn6oB 

c) E.coli Absent in lg/ Shall be absent in lg/ 
OTcyTcTByeT B Ir ,lJ;OJI)KHbl OTCYTCTBOBaTb s 1 r 

9 Assay / KoJiuqecTseaaoe 19.6 mg I 19,6 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpeti:eJieaue sodium) (90 to 110 % of label claim) per tablet. / 

OT 18,0 Mr .uo 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTPIDI) ( OT 90 ,ZlO 110 % OT 

HOMHHaJibHOro co.uep)KaHHH) s Ta6JieTKe. 

10 Packaging/ YnaKoBKa 15 tablets in a (PVC/ Al!P A) 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 Ta6JieTOK B 6nnCTepe H3 
Ta6neToK B 6nuCTepe H3 (IIBX/ AJI/IIA) (IIBX/ AIDIIA) 4>onbrrr / anioMrrHnesoil: 4>onhrrr. Ilo 
4>0JibrH / aJIIOMHHHeBOH 4>0JibrH. 2 1 HJIH 2 6JIHCTepa BMeCTe c JIHCTKOM-BKJia,!I;billleM s 
6JIHCTepa BMeCTe c JIHCTKOM- naqKy KapTOHHyID. 
BKJia,ZlblllleM B naqKy KapTOHHYIO 

- -

API name/ HauMeaosaaue A<l>C: Rabeprazole sodium / Pa6enpaJon HaTJ)ID! 
INN /MHH: 

API manufacturer batch number / 
HoMep cepuu npoH3BOti:HTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHUHH 
DJ)OH3BO,ll;HTeJIH r Jl(f>: 

Remarks : The Product confirms to ND/ 
IIpuMe'laHne: Ilpo~yKT coorneTcrnyeT Tpe6oeaHH~M H,[( 

Prepared by / 
IIo~roToenetto: 

Date/ 9---~ ~ f r ;2-0 2-j 
,n:aTa: 

Checked by/ 
ITpoeepeH 

Date/ 
aTa: 

Rabeprazole / Pa6enpa30JI 

ACSH000694 

FCSA00515 

Conclusion : APPROVED I 
3aKmoqeHne: O,l(OliPEHO 

Approved by: Manager/Executive / 
O~o6petto: Mette~:>Kep / PyKoBo~HTeJib 

5----'1 
Date/ 



CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJIH3A 

Product : Razoqo, enteric-coated tablets, 20 mg 
Ilpo,11,yITT: PaJo0°, Ta6nenrn, noKPhlT&te KHrne•rnopaCTaopHMOH o6onO'iKOH, 20 Mr 

Market/ PLrnoK : Russia / PoccIDI 

Batch No./ 
: C2514311 

JJatch Quantity / 1500000 tab / 

CepuH .N2 Pa3Mep cepuu 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001849735 

Date of Analysis / : 25/11/2025 
AuaJJHTH'lecKHii OT'leT .N'2 .IJ:aTa anaJIH3a 

Date of Manufacture / 
: 18/08/2025 

Date of Expiry / 
31/07/2027 

lllaTa npon3BO.Z.CTBa ro.z.en .z.o 
: 

Mfg. License No./ 
IlpOH3B0.Z.CTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"!(004603)-(Pr-RU) 

JJHQeH3HH .N°! 
Analvsis performed accordin2 ND No / AnaJIH3 npoee.z.eu no H.IJ: .N2: JIII-.N'2(OO46O3)-(Pr-RU)-13O224 

Pa2e 5 of 5 / CTJ>. 5 H3 5 

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

IlpoH3BO.Z.HTeJib A41>C, cTpaua: ,[{-p Pe,zmu'c Jia6opaTOpnc JlT.D.., HH.n.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) 

HanMenoeanne, a.z.pec n noMep JIHQeH3HH 
IlpOH3B0,ll.CTBeHHOe Il0,ll.pa3,ll.eJJeHHe - 3, yqaCTKH N!! 41, tJaCTh 42, tJaCTb 45 H 'laCTh 

UJIOllla.Z.KH, OCyllleCTBJIHIOllleH 
46, Iiaqynannu (Bunna.D)K), Jiaqynannu (Mae.D.an), Me.D.tJan ManKll,ll.)KrHpH (,l{ncT.), 

npou:isojCTBO/KOHTpOJJb 
KB'leCTBa/BblilYCK r Jl(J> / 

1maT Tenaeraea, 11H.D.IDI (JinuenJHJI 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». 

3aKJJIO'leHHe O COOTBeTCTBHH: «HaCTOlllllHM ll IlO,ll.TBep:lK,ll.alO, 'ITO npHBe,ll.eHHall BhIIIIe HH4>opMaQID1 llBJJlleTCll ,ll.OCTOBepHOH H TO'IHOH. 
3Ta cepHll npO.D.YKUHH npOH3Be,ll.eHa (BKJJIO'lal! ynaKOBKY (MapKHpOBKy) H KOHTpOJJh Ka'leCTBa) ea BhIIIIeyKaJaHHOH npOH3B0,ll.CTBeHHOH 
IlJJOllla,ll.Ke (nJJOllla,ll.Kax) B IlOJJHOM C0OTBeTCTBHH C TPe6osaHIDIMH IlpaBHJJ Ha,ll.JJe)l(ameii npOH3B0,ll.CTBeHHOH npaKTHKH Espa3HHCKOrO 
3KOHOMH'lecKoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) u TPe6oaaHHllMH KOHTPOJJSI KatJeCTBa neKapCTBeHHhIX 
cpe,ll.CTB, a TaK)l(e a COOTBeTCTBHH co cneQH4>HKallHJIMH, C0,ll.ep)l(amHMHCll s perHCTpaQHOHHOM ,ll.0Che CTpaHhl-HMilOpTepa. 3anHCH no 
npOH3B0,ll.CTBY, ynaKOBKe H aHaJJH3Y npoaepeHhl, H YCTaHOBJJeHO HX C00TBeTCTBHe TPe6oBaHHllM IlpaBHJJ Ha,ll.Jle)l(ameii npOH3B0,ll.CTBeHHOH 
npaKTHKH Eapa3HHCKOro 3KOHOMHtJeCK0ro C0I03a>>. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ilpHMe'laHHe: Ilpo.n:yKT COOTBeTCTByeT Tpe6oBaHHjlM H)l 3aKJIIO'lenue: O)];OliPEHO 

Prepared by/ cj.~ Checked by/ Approved by: Manager/Executive / 
IIo.n:roToanetto: TipoBepeH~ ~ O.n:o6petto: Mette.n:)Kep / PyKoi30.D:HTeJib 

::s:--

Date/ 7-~ ~n~ ')-0~ Date/ 
,___,, 

Date/ "L-1 -l \ -"U-'1 
)laTa: )laTa: '9.7 ~If ~ ?,i{U- .L{aTa: . 


