
• •·· ~ Dr. Reddy's "lllfii;• 

CERTIFICATE OF ANALYSIS 
CEPTH~IIKATAHAJIH3A 

Product: Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo,!\yJCT: Pa3o® (pa6enpa30JI), Ta6neTKl1 Tl0KPblTbJe K11Uie4HOPaCTBOPl1MOH o60JI04KOH, 20 Mr 

Market / PblH0K : Russia / Poccmr 

Batch No./ 
: C2605946 

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

: 1500000 Ta6 
Analytical Report No./ 

: 890001885464 
Date of Analysis/ 

: 23/05/2026 
AHaJIHTH'leCKHH 0TIJeT .N"! .Il:aTa aHaJIH3a 

Date of Manufacture / 
: 26/03/2026 

Date of Expiry/ 
29/02/2028 

.il:aTa ITD0H380,!\CTBa ro,!\eH ,1\0 
: 

Mfg. License No./ 
MA number: / HoMep 

IT p0H3BOACTBCHH3SI : 59/RR/M/97/F/R : JITT-.N"!(004603)-(Pr-RU) 
JIHQeH3HSI .N°! 

PY 

Analysis performed according to ND No.:/ AHaJIH3 npoee,!\eH no H.il: .N"!: JITT-.N"!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbl neponquofi ynaKOBKH yTeep,imeubl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTopuquofi ynaK0BKH yTeep,icAeHbl: 13.02.2024 
PL aooroved: / JIB VTBeo,imeu: 10.02.2025 

Pa2:e 1 of 6 I CTp. 1 H3 6 
.Nl! 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, JJ.BOSIKOBhinYKJlbie 
core on cross-section. I Kpyrnhie, 
)],BOSIKOBbinYKJlbie Ta6JTeTKH, noKpbITbie 

Ta6JTeTKH, noKpbITb[e o60JT04KOH CBeTJIO- o6oJT04KOH OT CBeTJTO-)KeJTTOro )],O 
)KeJITOrO QBeTa C MapKHpOBKOH KpacHoro )KeJTTOro QBeTa C MapKHpOBKOH Kpacttoro 
QBem «RB20» Ha O)],HOH cTOpoHe. Ha QBem «RB20» Ha O)],HOM cTopotte. Ha 

nonepe4HOM pa1pe3e SIJJ.po 6eJToro QBem. nonepe1JHOM pa1pe3e H)].po OT 6eJToro ,D,o 

no4TH 6eJToro LJ,BeTa. 

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

~enTncJ>m~au:uu chromatogram of test solution chromatogram of test solution should 

HPLC I B3)KJ{ corresponds to the retention time of major correspond to the retention time of major 
peak in the chromatogram of Rabeprazole peak in the chromatogram of Rabeprazole 

sodium reference standard solution. I sodium reference standard solution 
BpeMSI y,1J.ep)KHBam1si OCHOBHOro IlHKa Ha (section Assay). / BpeMsi y.D.ep)KHBaHHSI 
xpoMaTorpaMMe HCilhITyeMoro pacTaopa OCHOBHOro IlHKa Ha xpoMaTorpaMMe 

COOTBeTCTByeT speMeHH y,D,ep)KHBaHHSI HCilhITyeMoro pacTBopa ,D,OJT)KHO 

OCHOBHOro IlHKa Ha xpoMaTorpaMMe COOTBeTCTBOBaTb apeMeHH y,D,ep)KHBaHHH 

pacTaopa CTaH)],apTHOrO 06pa1L1,a OCHOBHOro IlHKa Ha xpoMaTorpaMMe 

pa6enpa3oJTa HaTpwsi . pacTBopa CTaH,D,apTHOro 06pa1Qa 
pa6enpa1ona HaTpHS! (pa1,D,eJT 
«KOJTHIJeCTBeHHOe onpe,D,eJieHHe»). 

3 Average weight of 207.67 mg I 207,67 Mr 212.68 mg± 5 % (202.05 to 223.31 mg) I 
tablets/ 212,68 Mr± 5 % (OT 202,05 Mr )],O 223,31 

Cpe~HHH Macca Mr) 

Ta6JieTOK 

4 Dissolution / Unit-1 /E,D,HHHQa-l 0 % In 0.1 M hydrochloric acid solution - not 

PaCTeopeuue Unit-2/E;:umwQa-2 4 % more than 10 % of C1 sH20N3O3SNa 

Unit-3/E,D,HHHQa-3 0% (Rabeprazole sodium) label claim in 2 h. / 

Unit-4/E,D,HHHQa-4 4% B 0,1 M pacTBope XJTOpOBO)],OpO,D,HOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqauue: ITpoJJ.yKT cooTBeTcTByeT Tpe6oaamrnM H,[{ 3aKJIIO'lenue: O,[(OliPEHO 

Prepared by / 0 ~ Checked by / l4D Approved by: Manager/Executive / 

ITo,D,rOTOBJTeHo~ ITpoaepeHo: O,D,o6petto: Mette)].)Kep / PyKOBO)],HTeJTh 

~ 
Date / 2-!5-e6"-~ Date/ '2...S- .-C) ')" ~~ i...G Date / 'VS" -v~ -----9\..P'\{' 
,[{am: ,[{am: ,[{am: 



: Dr.Reddy's ~f• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
noo.llvKT: PaJo1111 (pa6enpaJOJ1) Ta6neTKH, rT0KPblTble Kl-1WeLJH0pacTBopHMOl1 o6oJJOLJKOH, 20 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: C2605946 

Batch Quantity / 1500000 tab/ 
Ceousi .M, PaJMep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885464 

Date of Analysis / 
: 23/05/2026 AttaJlHTH"leCKHM OT"leT .N'! ,ll;aTa anaJ1ttJa 

Date of Manufacture/ 
: 26/03/2026 

Date of Expiry/ 
29/02/2028 ,lJ;aTa IlDOHJBO.llCTBa ro)(eH Jl:O 

: 

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

JlHQeHJHSI '.N'! PY 

Analysis performed according to ND No.:/ AnaJ1HJ npoee)(en no H,n: .N'!: .JIIl-.N'!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepeuqnoii ynaKOBKH yTeeplK.lleHb1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl ernpuqnoii ynaKOBKH yTeepmJ1:ettb1: 13.02.2024 
PL approved: / JIB yrnepJK.llen: 10.02.2025 

Page 2 of 6 / CTp. 2 HJ 6 
Unit-5/E,n:HHHu,a-5 1% KHCJlOTbl - He 6011ee 10% OT 
Unit-6/E,n:HHHu,a-6 1% HOMHHaJlbHOrO co,n:ep)Kattmr 

Average I Cpe,n:H. 3Ha<Jett11e: 2 % 

Unit-1/E,n:HHHu,a-l 91 % 

Unit-2/E,n:HHHLJ,a-2 92% 

Unit-3/E,n:HHHu,a-3 89 % 

Unit-4/E,n:HHHLJ,a-4 90% 

Unit-5/E,n:HHHu,a-5 88 % 

Unit-6/E,n:HHHu,a-6 89% 

Average I Cpe,n:H. 3HaLJetttte: 90 % 
5 Impurities / IlpnMecu 

Rabeprazole N-oxide / Not detected/ He o6ttapy)Ketta 
Pa6enpa3oJia N-oKCH.ll 

Rabeprazole Sulfone I 0.08% I 0,08 % 
Pa6enpa30Jia cyJihq>OH 

Rabeprazole Methoxy 
analog / Pa6enpa3oJia Not detected/ He o6ttapy)Ketta 
MeTOKCH attanor 

Rabeprazole Chloro analog Not detected / He o6ttapy)Ketta 
/ Pa6enpa3011a XJiopo 
attanor 

Rabeprazole Sulphide / Below LOQ (LOQ = 0.027 %) / Htt)Ke 

Pa6enpa3011a cyJihq>H.ll npe,n:ena KOJIHLJeCTBeHHoro onpe,n:eJieHHH 
(ITKO = 0,027 %) 

Rabeprazole Related 
compound A/ Not detected I He o6ttapy)Ketta 

Pa6enpa3oJia 
po,n:cTBeHHa5I rrpHMeCI, A 

Remarks : The Product confirms to ND/ 
IlpnMeqauue: ITpo,n:yKT coorneTcrnyeT Tpe6oeaHH51M H.D: 

Prepared by / 
Ilo.n:roTOBJleHO" 

Checked by/ 
ITpoeepetto: 

C1sH20N3O3SNa (pa6enpa3011 HaTpHH) 

qepe3 2 q_ 
In buffer solution pH 8.0 - not less than 75 
% (Q) of C1sH20N3O3SNa (Rabeprazole 
sodium) . label claim in 60 min. I B 
6yq>epttoM pacrnope pH 8,0 - He Mettee 
75 % (Q) OT HOMHHaJlbHOro co,n:ep)KaHml 
C1sH20N3O3SNa (pa6enpa30JI 
qepe3 60 MHH. 

NMT 0.5 % I He 6011ee 0,5 % 

NMT 0.5 % I He 6oJiee 0,5 % 

NMT 0.5 % I He 6oJiee 0,5 % 

NMT 0.5 % I He 6oJiee 0,5 % 

NMT 0.5 % I He 6oJiee 0,5 % 

NMT 0.5 % I He 6oJiee 0,5 % 

Conclusion : APPROVED I 
3aKmoqeuue: O,lJ;OEPEHO 

HaTpHH) 

Approved by: Manager/Executive / 
O,n:o6petto: Mette.[()Kep I PyKOBO.[(HTeJih 

y 
Date/ 
.D:aTa: 

Date/ 
.D:aTa: 

LS-,..._C>S- --'L{J'l.,,k, Date I 
.ll:aTa: 

~ --t1f--'\..!> '-{; 



• •·· CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJDI3A 

Dr. Reddy's ~;• 
Product : RazoOtJ (rabeprazole), enteric-coated tablet , 20 mg 
npo11yKT: P:no00 (pa6enpa:30n) , Ta6JleTKH, IT0KpblTble KWWe•IH0PaCTB0PHM0i1 060110lJKOW, 20 Mr 

Market/ PblHOK : Russia I Poccm, 

Batch No./ 
: C2605946 

Batch Quantity/ 1500000 tab I 
Cep1rn .N"! PaJMep cep,m 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885464 

Date of Analysis/ 
: 23/05/2026 

AnaJ1HTH'lecic1di OT'leT .N"! ,lJ;aTa anaJ1uJa 

Date of Manufacture/ 
: 26/03/2026 

Date of Expiry/ 
29/02/2028 

,lJ;aTa IlPOHJBOJJ:CTBa rot1:eH JJ:O 
: 

Mfg. License No. / 
MA number: / HoMep 

Il pOHJBOJJ:CTBeHHaH : 59/RR/AP/97/F/R : JIIl-.N"!(OO46O3)-(Pr-RU) 
JlHU,eHJHH .N°! 

PY 

Analysis performed according to ND No.:/ AuaJ1HJ npoeet1:en no H,lJ; .N"!: JIIl-.N"!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepeuquou ynaieoeieu yTeep:IK)];eHbr: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTeep'lKJJ:eHbl: 13.02.2024 
PL approved:/ JIB yTeep:IK)];en: 10.02.2025 

Rabeprazole Related 
compound C I Pa6enpa3ona 
pOJJ.CTBeHHaSI npHMeCb C 

Specified Impurity at 
about RRT 1.37 (Mass 
m/z=310 Imidazole) / 
TipttMeCh npH RRT 1,37 
(Macca m/z=310 
HMH)],a30JI) 

Specified Impurity at RRT 
1.51 (Mass m/z=458 
Benzo imidazole adduct)/ 
TipttMeCh npH RRT 1,51 
(Macca m/z=458 
6eH3HMH)],a30Jia a)],)],yKT) 
Maximum unknown 
individual impurity I 
E,lJ,HHHqHasi 
HeH)],eHTH~HQHpOBaHHaSI 
npHMeCb 

Total impurities/ CyMMa 
npttMeceti 

6 Residual Solvents / 
OcTaTottn1,1e 
opranHttecKne 
paCTBOPHTeJiu 

7 Uniformity of dosage 
units / O,11;nopo,11;uocTb 
,/1;03Hp0B8HHblX e,ll;HHHU: 

Not detected I He o6Hapy)KeHa 

Not detected I He o6Hapy)KeHa 

Not detected I He o6Hap~eHa 

Below BDL (BDL= 0.1 %) I Htt)Ke 
nopora perncTpaQHH (TIP 0,1 %) 

0.1 % I 0,1 % 

1462 µg per tablet / 1462 MKr Ha 
Ta6JieTKY 

2.5 I 2,5 

Remarks : The Product confirms to ND/ 
IlpnMeqauue: TipoJJ.yKT coorneTcrnyeT Tpe6osaHHSIM H,[( 

Prepared by I 
Tio,1J,roTOBJ1eHo: ~~>"'::::::-

Date/ 
,[(am: 

Checked by / ) ~ 
TiposepeHo: ~ 

Date/ 
)lam: 

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

NMT 2.0 % I He 6onee 2,0 % 

Isopropanol - NMT 2621 µg per tablet I 
J,faonponaHOJI - He 6onee 2621 MKr Ha 
Ta6neTKY 

Acceptance value (AV) should be 
NMT 15.0. I TioKa3aTeJih nptteMneMOCTH 
(AV) JJ.OJI)KeH 6btTh He 6onee 15,0. 

Conclusion : APPROVED / 
3aKmottenue: O,]J:OliPEHO 

Approved by: Manager/Executive / 
O,1J,06peHo: MeHe)],)Kep / PyKOBO)],HTeJih 

~ 

Date / 
)lam: 



: Dr.Reddy's ~f• 
CERTIFICATE OF ANALYSIS 

CEPTM «l>I:IKAT AHAJill3A 

Product: Razol)i) (rabeprazole), enteric-coated tablets, 20 mg 
npo]lYKT: Pa:m60 (pa6enp830JJ), -ra611eTKH, n0KPblTble Kl1WelfH0DaCTB0p11M0H o6oJJOl!KOH, 20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: C2605946 Batch Quantity/ 1500000 tab / 

CepHH .N'! PaJMep cep1111 
: 

1500000 Ta6 
Analytical Report No./ 

: 890001885464 
Date of Analysis / 

23/05/2026 
AttaJIHTH'leCKHU OT'leT .N'! ,n:aTa auaJIHJa 

: 

Date of Manufacture / 
: 26/03/2026 Date of Expiry/ 

29/02/2028 
,n:aTa npOHJBO,!J;CTBa f'o,1J;eu AO 

: 

Mfg. License No. / 
MA number: / HoMep 

IlpOHJBO,!J;CTBeHHaSI : 59/RR/AP/97/F/R : JITT-.N'!(OO46O3)-(Pr-RU) 
JIHU:eHJHH }(! PY 

Analysis performed according to ND No.:/ AttaJIHJ npOBe,!J;eH no H,n: .N'!: JITT-.N'!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbt nepBH'IHOU ynaKOBKH yTBep,imeHbt: 13.02.2024 
Artworks of secondary package approved: / MaKeTbt BTop11quou ynaKOBKH yTBep»cAeHbt: 13.02.2024 
PL aooroved: / JIB yrnep,imeu: 10.02.2025 

Page 4 of 6 / CTp 4 HJ 6 . 
8 Microbiological purity/ MuKpo6uoJioruqecKaH 'IHCTOTa 

a) Total aerobic microbial Less than 10 CFU/g / NMT 103 CFU/g /He 6onee 103 KOE/r 
count I O6~ee IJHCJI0 Mettee 10 KOE/r 
ropo6Hb!X 
MHKpoopraHH3MOB 

b) Total combined yeasts Less than 10 CFU/g / NMT 102 CFU/g / He 6onee 102 KOE/r 
and mould count / O6~ee Mettee 10 KOE/r 
lJHCJI0 .[(pO)K)KeBbIX H 
nnecHeBbIX rpH60B 

c) E.coli Absent in 1 g / Shall be absent in 1 g / OTCYTCTBHe B 1 r 
OTCYTCTByeT B 1 r 

9 Assay / KoJIH'lecTeeuuoe 19.4 mg/ 19,4 Mr 18.0 to 22.0 mg of Cl8H20N3O3SNa 
onpe)],eJieuue (Rabeprazole sodium) (90 to 110 % of 

label claim) per tablet. I 
OT 18,0 Mr )],O 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpH») (OT 90 )],O 110 % OT 
H0MHHaJibHOro CO)],ep)KaHH») B Ta6neTKe. 

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. / rro 15 a package insert in a carton. / ITo 15 
Ta6neToK B 6JIHCTepe m (ITBX/AJI/ITA) rn6neTOK B 6JIHCTepe H3 (ITBX/AJI/ITA) 
q>OJibrH / aJIIOMHHHeBOH q>OJibrH. ITo 2 qionbm / aJIIOMHHHeBott q>OJihrn. ITo 1 
6JIHCTepa BMeCTe c JIHCTK0M-BKJia)],bIIIIeM HJIH 2 6JIHCTepa BMeCTe C JIHCTK0M-
B rraIJKY KapT0HHyIO. BKJia)],bIIIIeM B na11Ky KapTOHHyIO. 

11 Labeling / MapKupoeKa Complies / CooTBeTcTByeT In accordance with section 1.3.2 of 
Module 1 of the registration dossier. / B 
C00TBeTCTBHH c pa3.[(eJIOM 1.3.2 MO)],YJIH 1 
perHCTpaU,H0HH0ro )],0Cbe. 

12 Storage conditions / At temperature not higher than 25 °C. / I1p11 TeMneparype He BbIIIIe 25 °C. 
y CJIOBHH xpaueHHH 

Remarks : The Product confirms to ND/ 
IlpuMe'laHHe: ITpo)].yKT C00TBeTcTByeT Tpe6oBaHHHM Hn 

Prepared by / 
I1o)],roTOBJ1eHO: 

Date/ 
narn: 

Checked by/ J Af""\ 
ITpoBepetto: v~ 

Date/ 
narn: 

Conclusion : APPROVED I 
3aKJIIO'leuue: O)];0:6PEHO 

Approved by: Manager/Executive / 
O)].o6petto: Mette.[()Kep I PyKOBO)],HTeJJb 

~ 

Date/ 
narn: 



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

CEPTH<l>HKAT AHAJIH3A 

Product: Razo01l (rabeprazole), enteric-coated tablets, 20 mg 
Tipo;::i:yKT: Pa3000 (pa6enpa30J1), Ta6neTKl1, nOKPblTble KHIIJelfH0pacTBOpHMOH o60JTOlfKOH, 20 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: C2605946 

Batch Quantity/ 1500000 tab I 
Ceimsi .N'!! PaJMep cepMM 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885464 

Date of Analysis / 
: 23/05/2026 

AuaJIMTMqecKMH OT'leT .N'!! )];aTa anaJIMJa 

Date of Manufacture / 
: 26/03/2026 

Date of Expiry/ 
29/02/2028 

)laTa npOM3BOJ:J:CTBa ro;::i:eu ;::i:o 
: 

Mfg. License No. / 
MA number: I HoMep 

flpOM3BOJ:J:CTBeHHaSI : 59/RR/AP/97/F/R : .JITT-.N'!!(OO46O3)-(Pr-RU) 
PY 

JIMQeHJMSI .N'!! 

Analysis performed according to ND No.:/ AuaJIMJ npose;::i:eu no H)l .N'!!: .JITT-.N'!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbl nepsuquofi ynaKOBKM yTsepm;::i:eubl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTopuquofi ynaKOBKM yTsepm;::i:eubi: 13.02.2024 
PL aooroved: / JIB yrnepm;::i:eu: 10.02.2025 

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

/ CpoK ro.n;uocTu ( cpoK 
xpauenuH) 

API name/ HauMenoeauue A<l>C: Rabeprazole sodium/ Pa6errpa:mn HaTp1-uI 

INN/MHH: Rabeprazole / Pa6errpa.30JI 

API manufacturer batch number / 
ACSH002919 & ACSH002967 

HoMep cepuu npouJeo.n;uTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTanu:uu FCTA00204 & FCTA00205 
DJ)OH3B0)];HTeJIH r Jl<I>: 

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/ Ilpou3eo.n;uTeJib A<l>C, a.n;pec 

,ZJ,-p Pe.n;.n;H'c Jla6opaTOpHC JIHMHTe.n;, 
u cTpaua: 

ITo.n;pa.3.n;eneHHe XHMHKO-TexttonornqecKHX orrepal.(HH -III, yqacTOK NQ 

116, KoorrepaTHBHO-rrpOMhlllIJieHHhlH KOMITJieKC 
lllp11 BettKaTecaapa, H,ZJ,A EonnapaM, ,ZJ,)KHHHapaM Matt.n;an, Cattrape.u.n: 

H ,ZJ,11cTpHKT- 502325, Tenattratta, Htt.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 
HauMenoeauue, a.n;pec u noMep (License No 59/RR/AP/97/F/R) 
JIHQeH3HH DJIOIQaJ:J:KH, ,ZJ,-p Pe.n;.n;H'c Jla6opaTopHc JIT.n;., ITpomBo.ucrneHHoe rro.n;pa.3;::i:eneHHe-3, 
ocyIQeCTBJIHIOIQeii yqacTKH NQ 41, qaCTb 42, qacTb 45 H qacTb 46, naqyrraJIJIH (BHJIJia.[()K), 

npOH3BOJ:J:CTBO/KOHTpOJib EaqynanJIH (Matt.n;an), Me.n;qan-ManKa,z:oKrnpH (,ZJ,HcT.), rmaT 

KaqeCTBa/BbIDYCK r JI <I> Tenattratta, Htt.um1 (JIHI..(eH3mr NQ 59/RR/AP/97/F/R) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJIIOqeuue: O,ll;OEPEHO IlpuMeqauue: ITpo.uyKT cooTBeTcrnyeT Tpe6oaaHH~M H,ZJ, 

Prepared by / 
ITo.uroTOBJleHo. 

Date/ 
,[(am: 

Checked by/ j ~ 
ITpoaepetto: ~ 

Date/ 
,ZJ,am: 

Approved by: Manager/Executive / 
O.uo6petto: Mette,z:oKep / PyKOBOAHTeJih 

Date/ 
)lam: 

y 



••· . Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IlpoLl,yKT: Proo® (pa6enpa30JJ), Ta6JJeTKl1, noKpbITbie KI1llle1rnopacTBOPI1MOH o6onoqKOH, 20 Mr 

Market / PbIHOK : Russia / Poccmr 

Batch No./ 
: C2605946 

Batch Quantity/ 1500000 tab I 
CepHH .N"!! Pa3Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001885464 

Date of Analysis/ 
: 23/05/2026 

AuaJ111T11qecKHH oTqeT .N"!! )(aTa auaJ1113a 

Date of Manufacture/ 
: 26/03/2026 

Date of Expiry / 
29/02/2028 

)(aTa npOJ13BOLl,CTBa roLl,eH Ll,O 
: 

Mfg. License No. / 
MA number: / HoMep 

IlpOH3BOLl,CTBeuuaH : 59/RR/AP/97/F/R : JIII-N2(OO46O3)-(Pr-RU) 
JlHQeH311H .N"!! 

PY 

Analysis performed according to ND No.:/ Auam13 nposeL1,en no H)( N2: JIII-N2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbt nepsuquoii ynaKOBKH yTBepmJJ.eHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbt BTopuquofi ynaKOBKH yTsepiKLl,eHbl: 13.02.2024 
PL approved: / JIB yTBepmJJ.en: 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». / 
3aKmoqeuue O COOTBeTCTBHH: «HacTOHI.QHM H TTO.[ITBep)l{,AaI:O, qTo npHBe.[leHHaH BbIIIIe HHq>OpMaQHH HBJrneTCH 
.[IOCTOBepHOH H ToqHoH. 3m cepHH npo.u.yKQHH npOH3Be.[leHa (BKJlJ:OqM ynaKOBKY (MapKHpOBKY) H KOHTpOJib KaqecTBa) 
Ha BbIIIIeyKa.JaHHOH npOH3BO.[ICTBeHHOH TTJIOI.Qa.[\Ke (nJIOI.Qa.[\Kax) B TTOJIHOM COOTBeTCTBHH C Tpe6oBaHHHMH ITpaBHJI 
tta.u.Jie)KaI.Qeii npoH3BO.U.CTBeHHOH npaKTHKH EBpa.3HHCKoro 3KOHOM11qecKoro coI:03a (No. GMP/EAEU/RU/01293-2024 OT 
20 MaH 2024) 11 Tpe6oBaHHHMH KOHTpOJIH KaqecTBa JieKapCTBeHHbIX cpe.U.CTB, a TaK)Ke s COOTBeTCTBHH co 
cneQHqJHKaQHHMH, co.u.ep)Kal.QHMHCH B perHCTpaQHOHHOM .U.OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0.[ICTBY, ynaKOBKe 
H aHaJJH3Y nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHHHM I1paBHJI Ha.[IJie)KaI.QeH npOH3BO.[ICTBeHHOH 
npaKTHKH EBpa.3HHCKOro 3KOHOMHqecKoro COI:03a». 

Remarks : The Product confirms to ND/ 
IIpuMeqauue: ITpo.u.yKT cooTBeTCTByeT Tpe6osaHHHM H.D: 

Prepared by / 
Tio.u.roTosJieHo 

Date/ 
,[{am: 

Checked by / J ~ 
I1posepetto: ~ 

Date/ 
,[{am: 

Conclusion : APPROVED / 
3aKmoqeuue: O,U:O:liPEHO 

Approved by: Manager/Executive / 
0.u.o6petto: Mette)l,)Kep I PyKOBO.U.HTeJib 

'y-

Date I "\J\-.--u -r -V¼ 
,[{am: 




