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

CEPTJlcJ)JIKAT AHAJIII3A 

-Product: Razo(R) (rabeprazole), enteric-coated tablets, 20 mg 
npo.nyKT: Pa30,ia (pa6enpason) , Ta6JteTKH, nOKPblTble KHwe,rnopaCTBOPl1MOH o6oJtOifKOH, 20 Mr 

Market / PblHOK : Russia / Pocc1,rn: 

Batch No./ 
: C2605289 

Batch Quantity/ 1500000 tab I 
Cennsr .N"! PaJMep cepnu : 

1500000 Ta6 

Analytical Report No./ 
: 890001885971 

Date of Analysis / 
: 26/05/2026 

AnaJ1un1qecKnii oTqeT .N"! ,ll.aTa anaJinJa 
Date of Manufacture/ 

: 23/03/2026 
Date of Expiry / 

29/02/2028 
IIlaTa npouJBOJ:ICTBa ro.nen .no 

: 

Mfg. License No./ 
MA number: / HoMep 

IlpOUJBO,llCTBeHHaSI : 59/RR/AP/97/F/R : JITT-.N"!(OO46O3)-(Pr-RU) 
JlUl):eHJHSI .N°! 

PY 

Analysis performed according to ND No.:/ AuaJIMJ npose.neu no H,ll. .N"!: JITT-.N"!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepsnquoii ynaKOBKH yTsep-»meHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpnquoi-i ynaKOBKU yTsep,ic.neub1: 13.02.2024 
PL approved: / JIB yrnep-»meu: 10.02.2025 

Pae:e 1 of 6 I CTp. 1 H3 6 
.N"!! Test/ IloKa3aTeJIL Result/ Pe3yJILTaTLI Specification / HopMa 

1 Appearance / Onucauue Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow 

tablets imprinted "RB20" with red ink on coated tablets imprinted "RB20" with red 

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

section. / Kpyrnb1e, .D.BORKOBhmyKJ1h1e 
core on cross-section. I Kpyrnh1e, 

Ta6J1eTKH, noKpb!Tbie o60J10'-IKOH CBeTJlO-
)].BORKOBbinYKJlhie Ta6J1eTKH, noKpb!Tbie 
060J10'-IKOH OT CBeTJlO-)KeJlTOro )].O 

)KeJlTOfO l..{BeTa C MapKHpOBKOH KpaCHOro )KeJITOro U,BeTa C MapKHpOBKOH KpacHoro 
u,BeTa «RB20» Ha OJJ.HOH cTopoHe. Ha u,BeTa «RB20» Ha OJJ.HOH cTOpoHe. Ha 

nonepe'-IHOM pa3pe3e HJJ.po 6enoro U:BeTa. nonepe'-IHOM pa3pe3e RJJ.po OT 6enoro JJ.O 
no'-!TH 6enoro u,BeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 

H,neuTmJrnKan:nH chromatogram of test solution chromatogram of test solution should 
HPLC I B3)KX corresponds to the retention time of major correspond to the retention time of major 

peak in the chromatogram ofRabeprazole peak in the chromatogram ofRabeprazole 

sodium reference standard solution. I sodium reference standard solution 
BpeMR yJJ.ep)KHBaHHH OCHOBHOro m1Ka Ha (section Assay). / BpeMR yJJ.ep)KHBaHHR 
xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa OCHOBHOrO n11Ka Ha xpoMaTorpaMMe 

COOTBeTCTByeT BpeMeHH yJJ.ep)KHBaHHH HCnhITyeMoro pacTBopa )].0Jl)KH0 

OCHOBHOro nwKa Ha xpoMaTorpaMMe COOTBeTCTBOBaTb BpeMem1 yJJ.ep)KHBamrn 

paCTBOpa CTaH)].apTHOrO o6pa3u,a OCHOBHOrO n11Ka Ha xpoMaTorpaMMe 

pa6enpa3ona HaTpHH. pacTBopa CTaHJ].apTHOro o6pa3u;a 
pa6enpa3ona HaTpHH (pa3JJ.eJI 
«KonuqecTBeHHoe orrpe)].eneHHe»). 

3 Average weight of 204.42 mg I 204,42 Mr 212.68 mg± 5 % (202.05 to 223 .31 mg)/ 

tablets/ 212,68 Mr± 5 % (OT 202,05 Mr )].O 223,31 

Cpe,a:usrH Macca Mr) 

Ta6JieTOK 

4 Dissolution / Unit-1/EJJ.HHHl..{a-1 0 % In 0.1 M hydrochloric acid solution - not 

PacTBopeuue Unit-2/EJJ.HHHU:a-2 2 % more than 10 % of C1 sH20N3Q3SNa 

Unit-3/EJJ.HHHU:a-3 0% (Rabeprazole sodium) label claim in 2 h. / 

Unit-4/EJJ.HHHU:a-4 3% B 0,1 M pacTBope XJIOpOBOJJ.OPOJJ.HOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: IlpoJJ.yKT cooTBeTcTByeT Tpe6oBaHHHM H,.[( 3aKJIJO'lenue: O,lI;OliPEHO 

\ ,,-

Prepared by I Checked by / ~ Approved by: Manager/Executive / 

IloJJ.rOTOBJieHo: 02-- IlpoBepe~~ OJJ.o6petto: MeHe)].)Kep / PYKOBOJJ.HTeJib 
y 

Date/ ~s --a s - 'm 'l6 Date / 255--0S- 2GJ1..(3 Date / °\).~ ---u'v( 
,.[(aTa: ,Uarn: ,Uarn: 



••· ·or.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHA.Jill3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
llpo11.yKT: Pa.Jo~ (paperrpaJOJJ), Ta6JleTKH, ITOKpblTbie KHIIIe4HOpaCTBOpHMOH o6oJJ04KOH, 20 Mr 

Market/ PbIHOK : Russia / Poccm, 

Batch No./ 
: C2605289 Batch Quantity / 1500000 tab/ 

Cepm1 .N'!! Pa1Mep cepnn 
: 1500000 Ta6 

Analytical Report No./ 
: 890001885971 Date of Analysis/ 

: 26/05/2026 
AnaJIHTH'·IeCKHH OT'IeT .N'!! .l1:aTa anaJIHJa 
Date of Manufacture/ 

: 23/03/2026 Date of Expiry/ 29/02/2028 
llaTa npottJBO.UCTBa f'o.uen .uo 

: 

Mfg. License No./ 
MA number: / HoMep 

ITpoHJBO,llCTBennaH : 59/RR/AP/97/F/R : .JIII-.N'!!(OO46O3)-(Pr-RU) 
JIHQeHJHH .N'!! 

PY 

Analysis performed according to ND No.:/ AnaJIHJ npose.uen no u,z:i: .N'!!: .JIIl-.N'!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTsep~enbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTOptt'lnofi ynaKOBKH yTsepm.uenbt: 13.02.2024 
PL approved: / JIB yrnep~en: 10.02.2025 

Pa~e 2 of 6 / CTp. 2 01 6 
Unit-5/En11H11Qa-5 1% KHCJIOTbl - He 6onee 10% OT 
Unit-6/En11H11Qa-6 1% HOMHHMbHOro conep)l(aHHH 

Average/ CpenH. 3Ha'leH11e: 1 % 

Unit-l/En11tt11Qa-l 86% 
Unit-2/En11H11Qa-2 87% 
Unit-3/En11H11Qa-3 88 % 
Unit-4/En11H11Qa-4 90% 
Unit-5/En11tt111...1a-5 90% 
Unit-6/En11H11Qa-6 89% 

Average/ CpenH. 3Ha'lett11e: 88 % 
5 Impurities / IlpuMecu 

Rabeprazole N-oxide / Not detected/ He o6Hapy)l(eHa 
Pa6enpa3ona N-0Kc11n 

Rabeprazole Sulfone / 0.08% I 0,08 % 
Pa6enpa3ona cynhq>OH 

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

Rabeprazole Chloro analog Not detected/ He o6Hapy)l(eHa 
/ Pa6enpa3ona xnopo 
attanor 

Rabeprazole Sulphide/ Below LOQ (LOQ = 0.027 %) I H11)1(e 

Pa6enpa3ona cynhq>Hll npenena Kon11qecTBeHHoro onpeneneHH51 
(ITKO = 0,027 %) 

Rabeprazole Related 
compound A/ Not detected/ He o6Hapy)l(eHa 

Pa6enpa3ona 
po,n:cTBeHHa.5£ rrpHMeCb A 

Remarks : The Product confirms to ND/ 
IlpuMeqauue: ITponyKT cooTBeTcTByeT Tpe6oBaHH51M H,lJ; 

Prepared by / 
ITonroTosneHo: 

Checked by 
ITpoaepeno: , ....... _::::.·;;.~~-----~ 

- -

C1sH20N303SNa (pa6enpa3on HaTpm1) 
qepe3 2 'I. 

In buffer solution pH 8.0 - not less than 75 
% (Q) of C1sH20N303SNa (Rabeprazole 
sodium) label claim in 60 mm. I B 
6ycpepHoM pacTBope pH 8,0 - He Mettee 
75 % (Q) OT HOMHHMbHOro conep)l(aHH51 
C1sH20N303SNa (pa6enpa3on 
qepe3 60 MHH. 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

Conclusion : APPROVED / 
3a1mroqeuue: O)];OEPEHO 

HaTp1rn) 

:A,pproved by: Manager/Executive / 
0no6petto: Mette.[()l(ep / PyKoson11Tenh 

~ 
Date/ 
L{arn: 

Date/ 
.,ll;arn: 

;2_2}.,..o.§~ 2..o-2...e Date/ 
,lJ;arn: 



•·· -Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Tip0,!J,VKT: Pa:m® (pa6enpa30JT), Ta6JTeTKH, noKph!TbJe KHWe1rnopaCTBOPHM0H o6onoqKoH, 20 Mr 

Market / PbIHOK : Russia / Poccmr 

Batch No./ 
: C2605289 

Batch Quantity/ 1500000 tab / 
CepnH .N°!! Pa1Mep cepnn 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885971 Date of Analysis / 

: 26/05/2026 
AnaJJHTH'lecKnii 0T'leT .N"!! ,l.I.aTa anaJJn1a 

Date of Manufacture / 
: 23/03/2026 

Date of Expiry / 
29/02/2028 

,l.I.aTa np0H3B0,!1,CTBa ro,!l,eH ,!1,0 
: 

Mfg. License No./ 
MA number: I HoMep 

TI p0H3B0,!1,CTBeHHaSI : 59/RRJAP/97/F/R : JIII-.N"!!(004603)-(Pr-RU) 
JlHQeH3HSI .N°!! 

PY 

Analysis performed according to ND No.:/ AnaJJH3 npoBe,!l,eH no H,l.I. .N°!!: JITI-.N"!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepBH'IH0H ynaK0BKH yTsepm,,!1,eHbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl srnpn'IH0H ynaK0BKH yTsepm,!1,eHbl: 13.02.2024 
PL approved: / JIB yrnepm,!1,en: 10.02.2025 

Rabeprazole Related 
compound C I Pa6enpa.3oJTa 
pO)].CTBeHHaSI npHMeCb C 

Specified Impurity at 
about RRT 1.37 (Mass 
m/z=310 Imidazole) / 
TTpHMeCb npH RRT 1,37 
(Macca m/z=310 
HMH)].a.3011) 

Specified Impurity at RRT 
1.51 (Mass m/z=458 
Benzo imidazole adduct) / 
TTpHMecb npH RRT 1,51 
(Macca m/z=458 
6eH3HMH)].a.30Jia a)].)].yKT) 
Maximum unknown 
individual impurity/ 
E.D.HHHLIHaSI 
HeH)].eHTH<pHI.~HpOBaHHaSI 
npHMeCb 

Total impurities/ CyMMa 
npHMeceti: 

6 Residual Solvents / 
OcTaTO'IHhle 
oprauuqec1rne 
paCTBOPHTeJIH 

7 Uniformity of dosage 
units I O,1J.nopo,1J.nocTb 
)].03HpoeaunblX e,[l,HHHI.I: 

Not detected/ He o6Hapy)l(eHa 

Not detected/ He o6Hapy)l(eHa 

Not detected / He o6Hapy)l(eHa 

Below BDL (BDL= 0.1 %) I HH)l(e 
nopora perncTpaumt (TIP 0,1 %) 

0.1%/0,1% 

1415 µg per tablet/ 1415 MKr Ha 
rn6JTeTKY 

2.7 I 2,7 

Remarks : The Product confirms to ND/ 
IlpnMe'lanue: TTpo.D.yKT cooTBeTcrnyeT Tpe6oBaHHSIM H,I( 

Prepared by / 
TTO)].fOTOBJieHO: 

Date/ 
,I(arn: 

Date/ 
,Uarn: 

NMT 0.5 % I He 6oJiee 0,5 % 

NMT 0.5 % I He 6oJTee 0,5 % 

NMT 0.5 % I He 6oJTee 0,5 % 

NMT 0.2 % I He 6011ee 0,2 % 

NMT 2.0 % I He 6oJiee 2,0 % 

Isopropanol - NMT 2621 µg per tablet / 
1-faonponaHOJI - He 6oJiee 2621 MKr Ha 
rn6JieTKY 

Acceptance value (AV) should be 
NMT 15.0. I TToKa.3aTenh npweMneMOCTH 
(AV) )],OJT)l(eH 6bITb He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJIIO'leHue: O,U:ONPEHO 

,, Approved by: Manager/Executive / 
O.D.o6peHo: MeHe)],)l(ep / PyKoBO.D.HTeJih 

Date / 
,Uarn: 

y 



••· -or.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHA.Jllil3A 

· Product: Razom:, (rabeprazole), enteric-coated tablets, 20 mg 

npo.uyirr: Paso00 (pa6enpa3on), Ta6neTKH, nOKPblTble KHWe'IHOpaCTBOPHMOM o60J10lJKOM, 20 Mr 

Market/ PhlHOK : Russia / Poccm1 

Batch No./ 
: C2605289 

Batch Quantity/ 1500000 tab / 
CepuSI .N"! PaJMep cepm1 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885971 

Date of Analysis / 
26/05/2026 

AHaJ1HTn 1-tecKHH OTl.feT .N"! )],aTa aHaJJuJa 
: 

Date of Manufacture / 
: 23/03/2026 

Date of Expiry/ 
29/02/2028 

)],aTa npOM3BO.UCTBa ro.ueH .UO 
: 

Mfg. License No./ 
MA number: / HoMep Il pOH3BO.llCTBeHHaSI : 59/RR/AP/97/F/R : JIIl-.N"!(OO46O3)-(Pr-RU) 

JlHUeHJHSI .N°! . PY 

Analysis performed according to ND No.:/ AHaJJHJ npose.ueH no H)], .N"!: JIIl-.N"!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepBM'IHOH ynaKOBKH yTsepm.ueHbr: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpu<1HOH ynaKOBKH yTsepm.ueubt: 13.02.2024 
PL approved:/ JIB yrnepm.ueH: 10.02.2025 

Pa2e 4 of 6 / CTp, 4 HJ 6 
8 Microbiological purity/ MuKpo6noJiorn'lecKaH 'IHCTOTa 

a) Total aerobic microbial Less than 10 CFU/g / NMT 103 CFU/g /He 6onee 103 KOE/r 
count I O6mee q11cno MeHee 10 KOE/r 
a.3p06HblX 
MHKpoopraHH3MOB 

b) Total combined yeasts Less than 10 CFU/g / NMT 102 CFU/g I He 6onee 102 KOE/r 
and mould count I O6mee MeHee 10 KOE/r 
L!HCJIO .n:po)K)l(eBb!X H 
nnecHeBbIX rp1160B 

c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyrcrn11e B 1 r 
OTcyrcrnyeT B 1 r 

9 Assay / KoJin'leCTBenuoe 19.4 mg/ 19,4 Mr 18.0 to 22.0 mg of C1sH20N3O3SNa 
onpe.ueJienue (Rabeprazole sodium) (90 to 110 % of 

label claim) per tablet. I 
OT 18,0 Mr .n:o 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpm1) (oT 90 .n:o 110 % OT 
HOMHHaJibHOro co,n:ep)Kamur) B Ta6JieTKe. 

10 Package appearance / 15 tablets in a (PVC/Al/PA) foil 15 tablets m a (PVC/Al/PA) foil 
Onucauue ynaKOBKH /aluminum foil blister. 2 blisters with a /aluminum foil blister. 1 or 2 blisters with 

package insert in a carton. I Ilo 15 a package insert in a carton. / Ilo 15 
Ta6neToK B 6JIHCTepe 113 (IlBX/ AJI/IlA) Ta6neTOK B 6nwcTepe 113 (ITBX/ AJI/IlA) 
cponhrn I aJIIOMl1HHeBoi1 <pOJihrH. ITo 2 cponbrn I aJII-OMHHHeBoii <pOJihrH. ITo 1 
6Jil1CTepa BMeCTe c JIHCTKOM-BKJia,LJ.b!WeM HJIH 2 6mrcTepa BMeCTe C JIHCTKOM-
B naLIKY KapTOHHyIO. BKJia,LJ.bIWeM B naLIK)' KapTOHHYfO. 

11 Labeling / MapKnpoBKa Complies I CoorneTcrnyeT In accordance with section 1.3.2 of 
Module 1 of the registration dossier. / B 
COOTBeTCTBl1H c pa3,n:eJIOM 1.3.2 MO.AYJIH 1 
per11cTpau.110HHoro .n:ocbe. 

12 Storage conditions / At temperature not higher than 25 °C. / Ilp11 TeMneparype He BhIWe 25 °C. 
y CJIOBHH xpaneHHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: ITpo.n:yKT coorneTcrnyeT Tpe60BaH11HM H,[( 3aKJIIO'leuue: O,LJ;OEPEHO 

' ,-h 

Prepared by / 

Q__ 
Checked by~/ ~ Approved by: Manager/Executive I 

Ilo,n:roTOBJieHo: ITpoBepeHo O.n:o6petto: MeHe.ll:)Kep / PyKoBo,n:HTeJih 
~ 

Date / 
~?f ---o s--~ 26 Date/ W r-05 2P 2 S Date / i.,.% -tJ<-"'\...9~ 

,[(aTa: ,UaTa: ,[(am: 



•·· -Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKAT AHAJIH3A 

• Product : Razo~ (rabeprazole), enteric-coated tablets, 20 mg 
npo.izyKT: PaJo~ (pa6enpa:mJJ), Ta6JJeTKl1 n0KDblTble Kl1 We4H0paCTB0Pl1MOM o6oJT04KOM, 20 Mr 

Market / PblHOK : Russia / Pocc,rn 

Batch No./ 
: C2605289 

Batch Quantity I 1500000 tab I 
Cepm1 N!! PaJMep cepHH 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885971 

Date of Analysis / 
26/05/2026 

AnaJJHTH"leCKnu OT"leT N!! )],aTa anaJJnJa : 

Date of Manufacture/ 
: 23/03/2026 

Date of Expiry/ 
29/02/2028 )],aTa np0H3B0)],CTBa f'o)],eH )],0 

: 

Mfg. License No./ 
MA number: / HoMep 

ITpoH3B0)],CTBeHHaSI : 59/RR/AP/97/F/R : JIIT-N!!(004603)-(Pf'-RU) 
PY 

JJH ... eH3HSI N!! 
Analysis performed according to ND No.:/ AnaJJn3 nposeJJ,eH no H)], N!!: JIIT-N!!(004603)-(Pf'-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepsnqnou ynaK0BKH yTsep,KJJ,enbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpn"IH0H ynaK0BKH yTsepmJJ,en1,1: 13.02.2024 
PL approved: / JIB YTBepmJJ,en: 10.02.2025 

Page 5 of 6 / CTp. 5 03 6 
13 Shelf-life (storage period) 2 years. / 2 ro,D.a. 

/ CpoK ro,a:H0CTH ( cpoK 
xpauennH) 

API name/ HauMenosauue A<l>C: Rabeprazole sodium/ Pa6enpa3oJI HaTpm1 
INN/MHH: Rabeprazole / Pa6enpa3oJI 

API manufacturer batch number / 
ACSH000649 & ACSH002955 

HoMep cepuu npou3so,a:uTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHu:uu FCT A00025 & FCT A00203 

DPOH3B0.£l:HTeJIH r JI((>: 
Dr. Reddy's Laboratories Limited, 

Chemical Technical Operations, Unit - III, Plot No. 116, Sri 
Venkateswara Co-operative Industrial Estate, 

API Manufactured by, address & 
IDA Bollaram, Jinnaram Mandal, Sangareddy District - 502 325, 

Telangana, India / 
country/ IIpou3so,a:uTeJib A<l>C, atJ:pec 

,ll;-p Pe)].)].H'c Jia6opaTOpHC JlHMHTe,D., 
u cTpaua: 

Tio,D.pa3,D.eJieHHe XHMHKO-TeXHOJIOrH'-IeCKHX onepaQHH -III, yqacTOK .N!! 

116, KoonepaTHBHO-npOMbIWJieHHblH KOMnJieKC 
lllpn BeHKaTecsapa, 11,ll;A oOJIJiapaM, ,.[()KHHHapaM MaH)].aJI, CaHrape,Ll.,LI. 

H ,ll;ttcTpHKT - 502325, TeJlaHraHa, 11H.n:m1 

Name, address, authorization No for Dr. Reddy' s Laboratories Ltd., PTO Unit 3, Survey No. 41, 42 part, 45 
FP manufacturing site / Control site / part & 46 part, Bachupally (Village), Bachupally (Mandal), Medchal -
Release site / MalKajgiri (Dist.), Telangana, India 
HanMenosaHne, a)];pec u noMep (License No 59/RR/AP/97/F/R) 

JIHU:eH3HH DJIOW:3/1:KH, ,ll;-p Pe.n.n11'c Jla6opaTOpnc JIT,n:., TipoH3Bo,n:crneHHOe no,n:pa3)].eJieHne-3, 

ocym:ecTsmnom:eu yqacTKH N!! 41 , qacTb 42, qacTb 45 H qacTb 46, EaqynaJIJIH (BHJIJia)].)I() , 

npOH3B0)];CTBOfKOHTpOJib EaqynaJIJlH (MaH)].aJI), Me)]."laJI-MaJIKa)].:>KrHpH (,ll;ncT.), mTaT 

Ka'leCTBalBblDVCK r.JI<I> TenaHraHa, 11H)].Hjl (JlttQeH3Hj! N!! 59/RR/AP/97/F/R) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
3aKJIIO'lenue: O)J;OEPEHO IIpuMe'lanue: Tipo,D,yKT coorneTcrnyeT Tpe6osaHHj!M H,ll; 

Prepared by / 
Tio)].rOTOBJleHo: 

Date / 
)laTa: 

Checked by I 
TiposepeHo~· ><Jz3.>--:::::-

Date/ 
,ll;arn: 

Approved by: Manager/Executive / 

0 ,D.o6peHo: MeHe,IDKe~KOBO.LI.HTeJl b 

Date / 
,ll;aTa: 



•·· -Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHcf>IIKAT AHAJm:3A 

· Product: Razo!)<) (rabeprazole), enteric-coated tablets, 20 mg 

npo.nyKT: P83o00 (pa6enpa3on), Ta6neTKH, nOKPblTbJe KH We'IHOpaCTBOPHMOH o6onO'IKOH, 20 Mr 

Market / PbIHOK : Russia / Pocc1u1 

Batch No./ 
: C2605289 

Batch Quantity/ 1500000 tab I 
Cemrn .N"!! PaJMep cepnn 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885971 

Date of Analysis/ 
26/05/2026 

Ana.11nTH'lecKnn OT'leT .N"!! ,ll;aTa aua.11uJa 
: 

Date of Manufacture / 
: 23/03/2026 

Date of Expiry/ 
29/02/2028 

,ll;aTa npOHJBOi.CTBa rot:1en LIO 
: 

Mfg. License No./ . MA number: / HoMep 
TI ponJBOLICTBennasi : 59/RR/AP/97/F/R : .JITI-.N"!!(OO46O3)-(Pr-RU) 
.JIHQeHJHH .N"!! 

PY 

Analysis performed according to ND No.:/ Ana.11n3 nposet:1en no H,ll; .N"!!: .JITI-.N'!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepswrnon ynaKOBKH yTsep)K,!leHbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTht BTOpnquon ynaKOBKH yTsep1Ki.enbl: 13.02.2024 
PL annroved: / JIB VTBeo)K,!len: 10.02.2025 
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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'leHHe O C00TBeTCTBHH: «HacTOSII.IJ.HM SI TTO.D,TBep)K)],aIO, '-ITO npHBe.D,eHHaSI BbIIIIe HH<popMaU,HSI SIBJrneTCSI 

.D,OCTOBepHOH H TO'-IHOH. 3-ra cepHS! npo.n,yKU,1111 npo113Be.D,eHa (BKJIIO'-laSI ynaKOBKY (MapKHpOBKY) 11 KOHTpO.llb Ka11ecrna) 
Ha BbillleyKa.3aHHOH npo113B0.D,CTBeHHOH TT.JIOI.IJ.a.D,Ke (nnOI.IJ.a.D,Kax) B TTOJlHOM COOTBeTCTBHH C Tpe6osaHHSIMI1 TipaBHJI 

Ha.n,ne)KaI.IJ.eH npoH3BO.D,CTBeHHOH npaKTHKH Espa.3HHCKOro 3KOHOMH'-lecKoro co103a (No. GMP/EAEU/RU/01293-2024 OT 

20 Masi 2024) 11 Tpe6oBaHHSIMH KOHTPOJISI Ka'-leCTBa JieKapcTBeHHblX cpe.D,CTB, a TaK)Ke s COOTBeTCTBHH co 
cneu,mfmKaQHSIMH, co.n,ep)KaI.IJ.HMHCSI B perHCTpau,HOHHOM .D,OCbe CTpaHhl-HMnopTepa. 3an11c11 no npOH3B0.D,CTBY, ynaKOBKe 

11 aHaJ1113Y nposepeHbI, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6osaHHSIM I1paBHJl Ha.D,Jie)KaI.IJ.eH npOI13B0.ll.CTBeHHOH 

npaKTHKH Espa.3HHCKOfO 3KOHOMH'-leCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'laHue: Tipo.n,yKT COOTBeTCTByeT Tpe6osaHHSIM H.U 3aKJII01Ieuue: O,11;O6PEHO 

I r 
Prepared by / 

~ 
Checked~ X~o-o..Y: Approved by: Manager/Executive / 

I1o.n,roTOBJieHo: TTposepeH • O.n,o6peHo: MeHe.D,)Kep I PYKOBO.lJ.HTeJih 
~ 

Dale / Q...8 -0 s- ~'Lou, Date / ~ rC'<5 -.2.o2 {,' Date / ~ ~< -"'\9 \,{ 
,UaTa: ,UaTa: ,UaTa: 


