
Dr.Reddv's 
• •• • •• 

CERTIFICATE OF ANALYSIS 
CEPTII<l>HKAT AHAJIII3A 

Product : Razooi1 (rabeprazole), enteric-coated tablets, 20 mg 
OpoL1y1n: Pa:300-0 (pa6enpa3011) , rn611eTKH, noKphlThte KHwe1rnopacrnopHMOH 06011o'!KOH, 20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: C2602980 

Batch Quantity / 1500000 tab/ 

Cemrn .N'2 PaJMep cepww 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001 873025 

Date of Analysis / 
: 24/03/2026 

AHaJ1HTH1-1ecteHH OT'teT .N'2 )1:aTa aHaJIHJa 

Date of Manufacture / 
: 26/12/2025 

Date of Expiry / 
30/11/2027 

)1:aTa npOHJBO)lCTBa ro)leH LIO 
: 

Mfg. License No./ 
MA number: / HoMep 

TipOH3B0JlCTBeHH3SI : 59/RR/AP/97/F/R : JUI-.N'!(004603)-(Pr-RU) 
JIHUeHJHSI .N'2 

PY 

Analysis performed according to ND No.:/ AHaJIHJ npoBe)leH no H;::I: .N'!: JITI-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaiceTbI nepBU-'IHOH ynaKOBKH YTBepmL1eHbI: 13.02.2024 
Artworks of secondary package approved: / MateeTbI BTOpH'IHOH ynaicoBKH yTBepmL1eHbI: 13.02.2024 
PL approved:/ JIB yrnepm.lleH: 10.02.2025 

Pa2e 1 of6 / CTp. l 03 6 
.N'!! Test I IloKa3aTeJib Result/ PeJyJibT3Tbl Specification / HopMa 

1 Appearance / Onttcauue Round, biconvex, yellow coated tablets Round, biconvex, light-yellow to yellow 

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

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

Kpyrnb1e, JlB051KOBhmyK11bIe Ta611eTKH, 
core on cross-section. / Kpyrnb1e, 
JlB051KOBbinYKJlbie Ta611eTKH, noKpbTTbie 

noKpblTble o60J104KOH )KeJlTOro l.(BeTa C 060110'-IKOM OT CBeTJlO-)KeJlTOro JlO )I<eJlTOro 
Map1<11pOBKOH KpacHoro l.(BeTa «RB20» l.(BeTa C MapKHpOBKOH KpacHoro l.(BeTa 
Ha O,[\HOH CTOpOHe. Ha nonepeLIHOM «RB20» Ha OJlHOH CTOpoHe. Ha 

pa3pe3e 51Jlpo 6e11oro uBeTa. nonepeLIHOM pa3pe3e 51JlpO OT 6e11oro JlO 
noLITH 6enoro l..(BeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 
.lfueuTu<t,uKan:m1 chromatogram of test solution chromatogram of test solution should 
HPLCIB3)J{){ corresponds to the retention time of correspond to the retention time of major 

major peak in the chromatogram of peak in the chromatogram of Rabeprazole 
Rabeprazole sodium reference standard sodium reference standard soluti on 
solution. I BpeM51 y nep)l<HBamrn (section Assay). I BpeM51 yJlep)K11BaH1151 
OCHOBHOro n11Ka Ha xpoMaTorpaMMe OCHOBHOro n11Ka Ha xpoMaTorpaMMe 
11CCTbITyeMoro paCTBOpa COOTBeTCTByeT 11cnbITyeMoro pacTBopa }l0Jl)KH0 

speMeH11 yJlep)KHBamrn OCHOBHOfO COOTBeTCTBOBaTh BpeMeHH y.[(ep)K11BaHl151 
n11Ka Ha xpoMaTorpaMMe pacTBopa OCHOBHOrO n11Ka Ha xpoMaTorpaMMe 
CTaH,[(apTHOro o6paJl..(a pa6enpa3011a pacTBopa CTaH,[(apTHOro o6pa31..(a 
HaTp1151. pa6enpa3011a HaTp1151 (paJJleJl 

«Ko1111qecTBeHttoe onpeJleJ1eH11e»). 

3 Average weight of 203.91 mg I 203,91 Mr 212.68 mg± 5 % (202.05 to 223 .31 mg) I 
tablets/ 212,68 Mf ± 5 % (oT 202,05 Mr JlO 223,31 
CpeJlHHH Macca Mr) 
Ta6JieTOK 

4 Dissolution / Unit-1/EJlHHHl.(a-l 0 % In 0.1 M hydrochloric acid solution - not 
PacTBopeuue Unit-2/EJlHHHl..(a-2 1% more than 10 % of C 1sH 20N 30 3SNa 

Unit-3/En11HHl.(a-3 0% (Rabeprazole sodium) label claim in 2 h. / B 
Unit-4/EJlHHHUa-4 1% 0,1 M pacTBope XJlOpOBOJlOpOJlHOM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpuMe11auue: TTpOJlYKT cooTBeTcTByeT Tpe6oBaHH51M H,D; 

\ C, 
3aKJII011eune: O,ll;OEPEHO -

Prepared by / ~ Checked by~ ~ Approved by: Manager/Executive /~ -
TTo)].rOTOBJleHo: TTpooepeH~ f-r 0.[(o6petto: MeHeJ])I<ep / PyKOBO.ll.HTeJlb 

Date I ,2-~-?J;>'.:?, ~ Date / .25-c:><3--~ Date / ~-$-® .... 'vO'\.,,Co 
,D;an: ,D;arn: )lam: 

--



CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A • 

Dr.Reddy's •• • 
Product: RazoO<l (rabeprazole), enteric-coated tablets, 20 mg 
TTpoi.yKT: Pa:30°0 (pa6enpa3on), Ta6neTKl1, rroKpbJTbJe K11we1.rnopacrnop11MOH 060J10''IKOH, 20 Mr 

Market/ PblHOK : Russia/ Poccm1 

Batch No./ : C2602980 Batch Quantity/ 1500000 tab I 
CepttSI .N'!! Pa3Mep ceptttt 

: 1500000 Ta6 
Analytical Report No. / 

: 890001873025 Date of Analysis/ 
: 24/03/2026 

AttaJittTtt'leCKHH OT'IeT N2 )].aTa attaJitt3a 

Date of Manufacture / 
: 26/12/2025 Date of Expiry/ 30/11/2027 

)].aTa TTPOH3BOACTBa roi.eH AO 
: 

Mfg. License No./ 
MA number: / HoMep 

TT pOH3BOACTBeHHaSI : 59/RR/AP/97/F/R : JITI-.N'!!(OO46O3)-(Pr-RU) 
JIHQeH3HSI .N'!! 

PY 

Analysis performed according to ND No.:/ AttaJ1tt3 nposei.ett no H.11. N2: JITT-N2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaieeTbI nepBH'IHOH ynaKOBKH yTsepmi.etthl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTsepmi.ettbt: 13.02.2024 
PL approved:/ JIB yrnep,KAeH: 10.02.2025 

Unit-5/E1lttH11ua-5 0% 
Unit-6/E1lttH11ua-6 0% 

Average I Cpe.ll,H. 3HaYeH11e: 0 % 
Unit-l /E1l11H11ua-l 88 % 
Unit-2/E.ll,ttHttUa-2 87 % 
Unit-3/En11H11ua-3 89% 
Unit-4/E1lttH11ua-4 87% 
Unit-5/E1lHHHUa-5 86 % 
Unit-6/E1lttH11ua-6 87% 

- Average I Cpe.ll,H. 3HaYeH11e: 87 % 
5 Impurities / IIpuMecu 

Rabeprazole N-oxide / Below LOQ (LOQ =0.022 %) / Htt)Ke 
Pa6errpa3ona N-OKC111l rrpe)],eJia KOJl114eCTBeHHOro 

orrpe.ll,eneHtt51 (TIKO =0,022%) 

Rabeprazole Sulfone / 0.15% I 0,15% 
Pa6enpa3ona cynhcpOH 

Rabeprazole Methoxy 
Not detected/ He o6Hapy)KeHa analog / Pa6enpa3ona 

MeTOKCH aHanor 

Rabeprazole Chloro analog Not detected/ He o6Hapy)l<eHa 
/ Pa6enpa3ona xnopo 
aHanor 

Rabeprazole Sulphide / 
Pa6enpa3ona cyJihcjJH1l 0.07 % 0,07% 

Rabeprazole Related 
compound Al Not detected/ He o6Hapy)l<eHa 
Pa6enpa3oJia 
po,n:cTBeHHa51 rrpHMeCh A 

Remarks : The Product confirms to ND/ 
IIpuMeqauue: I1p01lYKT coorneTcrnyeT Tpe6osaHH51M H.D: 

Prepared by / 
I1o)],rOTOBJleHo:~ 

Date/ 
)I;arn: 

Checked by/-;;>~ 
TTpoaepe~~ 

Date/ 
.D:arn: 

2s-c/3-2.0!J.e 

Pa2e 2 of 6 I CTp. 2 u3 6 
Kl1CJIOTbl - He 6onee 10 % OT HOMl1HaJibHOro 
co.ll,ep)l<aHtt51 C1sH20N303SNa (pa6errpa3on 
HaTptt51) qepe3 2 4. 
In buffer solution pH 8.0 - not less than 75 
% (Q) of C1sH20N303SNa (Rabeprazole 
sodium) label claim m 60 mm. I B 
6ycpepHOM pacrnope pH 8,0 - He MeHee 
75 % (Q) OT HOMl1HaJibHOfO CO.ll,ep)KaHl151 
C1sH20N303SNa (pa6enpa3on HaTptt51) qepe3 
60 Ml1H. 

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 / 
3aKJIJOqeuue: O~OEPEHO 

) 

Approved by: Manager/Executive / ~ -
01lo6peHo: Me11em1cep / PyKOBO.ll.HTenb 

Date/ 
)I;arn: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH <I> IIKA T AHAJIH3A 

Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
nponyKT: Pa:30()<) (pa6enpa30JI), Ta6JieTKH, IT0KPbITbie KHwe•rnopacTB0PHMOH o6oJIO'lKOH, 20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: C2602980 

Batch Quantity / . 1500000 tab/ 
Cepm1 .N'! Pa3Mep cepntt 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001873025 

Date of Analysis/ 
: 24/03/2026 

AHaJlMTM'leCKMH OT'leT .N'! ,llaTa aHaJ1113a 

Date of Manufacture / 
: 26/12/2025 

Date of Expiry I 
30/11/2027 

.ll.aTa npoHJBOnCTBa ronen no 
: 

Mfg. License No./ 
MA number: / HoMep 

ITpOH3BOnCTBeHH8SI : 59/RR/AP/97/F/R : JITI-.N'2(OO46O3)-(Pr-RU) 
JlMUeHJHSI .N'! 

PY 

Analysis performed according to ND No.:/ AHa.TTHJ npoBeneH no H,U .N'2: JIIT-.N'!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepBM'IHOH ynaKOBKM yTBepmneHbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOpM'IHOH ynaKOBKH yTBepmneHbl: 13.02.2024 
PL approved: / JIB yrnepmneH: 10.02.2025 

Pa~e 3 of 6 / CTP, 3 H3 6 
Rabeprazole Related Not detected / He o6Hapy)l(eHa NMT 0.5 % I He 6onee 0,5 % 
compound C / Pa6enp83oJia 
po,D,cTBeHHa51 np11Mecb C 

Specified Impurity at NMT 0.5 % I He 6onee 0,5 % 

about RR T 1.3 7 (Mass 
m/z=310 Imidazole) / 0.01 % 0,01% 
TTp11MeCb np11 RRT 1,37 
( Macca m/z=3 l 0 
HM 11,D,830Jl) 

Specified Impurity at RRT NMT 0.5 % I He 6onee 0,5 % 

1.51 (Mass m/z=458 Not detected/ He o6Hapy)l<eHa 
Benzo imidazole adduct) / 
TTp11Mecb np11 RRT 1,51 
(Macca m/z=458 
6eH311MH,D,a30Jla a,D,,D,yKT) 
Maximum unknown NMT 0.2 % I He 6onee 0,2 % 
individual impurity/ Below BDL (BDL= 0.1 %) I H11)1(e 
E,D,11Hwrna51 nopora perncTpau,1111 (TT P 0, 1 % ) 
HeH,D,eHTl1~11U,HpOBaHHa51 
np11MeCb 

Total impurities/ CyMMa NMT 2.0 % I He 6onee 2,0 % 
np11Mece11 0.2% I 0,2% 

6 Residual Solvents / 892 µg per tablet/ 892 MKr Ha rn6neTKY Isopropanol - NMT 2621 µg per tablet / 
OcTaToqub1e 
oprauuqec1rne 
paCTBOPHTeJiu 

7 Uniformity of dosage 2.412,4 
units I O)].uopo)].uocTb 
)J.03HPOBaHHblX e)J.HHHU: 

8 Microbiological purity/ Mm~po6uoJioruqecKaH qucToTa 

Remarks : The Product confinns to ND/ 
IlpnMeqauue: TTpo,D,yKT coorneTcrnyeT Tpe6oBaHH51M H.U 

Prepared by / '--J,., ___ 
TTo,D,rOTOBJieHo: ~ . 

Date / 
,UaTa: 

Checked by/ 
TTposepe1-10.~~,..,,,_.~ 

Date/ 
.Uarn: 

IfaonponaHOJl - He 6onee 2621 MKr Ha 
rn6neTKY 

Acceptance value (AV) should be 
NMT 15.0. I TToK83aTeJib np11eMJ1eMOCT11 
(AV) ,D,OJl)l(eH 6bITb He 6011ee 15,0. 

Conclusion : APPROVED / 
3aKmoqeuue: o,n:OEPEHO 

Approved by: Manager/Executive / ----~-,, 
O.n.o6peHo: Mette.ll.)Kep / PyKOBO.D. e.n,; 

Date / 
.Uarn: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHAJIH3A 

Product: Razo0
~ (rabeprazole), enteric-coated tablets, 20 mg 

npo.uy1n: PaJo°'1 (pa6enpa3011), Ta6JTeTKl1, noKph!Tble KHweirnopaCTBOPHMOH o60JT04KOH, 20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: C2602980 

Batch Quantity / 1500000 tab I 
CePHSI .N'!! PaJMep cepHH 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001873025 

Date of Analysis / 
: 24/03/2026 

AHaJlHTHT.feCKHH OTT.feT .N'!! .LJ:aTa aHaJ1111a 
Date of Manufacture/ 

: 26/12/2025 
Date of Expiry/ 

30/11/2027 
.LJ:aTa npOH3BO,UCTBa ro.ueH ,UO 

: 

Mfg. License No./ 
MA number: / HoMep 

npoH3B0,UCTBeHH3SI : 59/RR/AP/97/F/R : JICT-.N'!!(OO46O3)-(Pr-RU) 
.11HUeH3HSI .N'!! 

PY 

Analysis performed according to ND No.:/ AttaJJHJ npose.ueH no H.LJ: .N'!!: JICT-.N'!!(004603)-(Pf-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepBHlfHOH ynaKOBKH yTsep,K,UeHhI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOpHttHOH ynaKOBKH yTsepm.ueHhl: 13.02.2024 
PL approved: / JIB yrnepm.uett: 10.02.2025 

Page 4 of 6 / CTp. 4 u3 6 
a) Total aerobic microbial Less than 10 CFU/g / NMT 103 CFU/g /He 6onee 103 KOE/r 
count I O61.L\ee 411cno Mettee 10 KOE/r 
a.3p06HhlX 
MHKpooprattH3M0B 

b) Total combined yeasts Less than 10 CFU/g / NMT 102 CFU/g / He 6onee 102 KOE/r 
and mould count I O6mee Mettee 10 KOE/r 
YHCJT0 ,1],pO)IOKeBbIX 11 
nnecHeBbIX rp1-160B 

c) E.coli Absent in 1 g I Shall be absent in 1 g / OTcyrcTBHe B 1 r 
OTcyTcTByeT B 1 r 

9 Assay / KonuqecTseuuoe 19.7 mg/ 19,7 Mr 18.0 to 22.0 mg of C1sH20N3O3SNa 
onpe.ueneuue (Rabeprazole sodium) (90 to 110 % of label 

claim) per tablet. I 
OT 18,0 Mr )],O 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JT ttaTpm1) (oT 90 )],O 110 % OT 
HOMHHaJTbHOro C0,1],ep)Kattmr) B Ta6neTKe. 

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

package insert in a carton. / no 15 insert in a carton. / no 15 Ta6neToK B 
rn6neTOK B 6n11cTepe H3 (nBX/ AJl/TIA) 6n11cTepe 113 (nBX/AJl/TIA) qJOJTbrH I 
cpOJTbrH / aJTIOMHHHeBOH cpOJTbrH. no 2 aJllOMHHHeBOH (pOJlbrH. no 1 HJ111 2 
6nttcTepa BMeCTe C JTHCTK0M- 6nttCTepa BMeCTe C J111CTKOM-BKJ1a).l,hlWeM B 
BKJla)],bIWeM B nattKy KapTOHHyIO. naT.JKY KaPT0HHyIO. 

11 Labeling / Map1eupos1ea Complies / CooTBeTCTByeT In accordance with section 1.3.2 of Module 
1 of the registration dossier. I B 
C0OTBeTCTBHM c pa3)],eJlOM 1.3.2 MO)],ymr 1 
per11cTpa1u10HHoro )],OCbe. 

12 Storage conditions / At temperature not higher than 25 °C. I np11 TeMnepaType He BbIWe 25 °C. 
y CJIOBHH xpaueHUH 

13 Shelf-life (storage period) 2 years. I 2 ro,1J,a. 
/ CpoK ro,UHOCTH ( cpoK 
xpaueuuH) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMeqauue: npo,1J,yKT cooTBeTcTByeT Tpe6oBaHH~M H,[( 3a1e.111oqeuue: O.ll:OEPEHO 

\ / "") -----Prepared by I Checked by~~ ... Approved by: Manager/Executive ~ 
no)],rOTOBJleHo:~ npoBepeHo· • :=.--- O,1J,06petto: MeHe,LVJ<ep / PyKOBO,D.HTeJlb 

Date / ,,2.§--tJ 3,-~ Date / 
~-0 ::?r 2°'2& Date/ ~ ----o?:> ~ '¾Y))6 

,UaTa: ,Uarn: .I(arn: 

----



CERTIFICATE OF ANALYSIS 

• CEPTII<I> IIKAT AHAJIII3A 

Dr.Reddy's •• .• 
Product : Razo0

" (rabeprazole), enteric-coated tablets, 20 mg 
TTpo;:i:y1n: Pa:30°') (pa6enpa3011), Ta6JleTKH, nOKPblTb!e KHwe1.rnopaCTBOPHMOM o60J10l{KOH, 20 Mr 

Market/ PhIHOK : Russia / Poccm1 

Batch No./ : C2602980 Batch Quantity/ 1500000 tab/ 
Ceowsi .N'! Pa3Mep cepHH 

: 1500000 Ta6 
Analytical Report No. / : 890001873025 

Date of Analysis / 
: 24/03/2026 

AnaJ1HTH'feCKHH OP-teT .N2 ,llaTa anaJ1H3a 
Date of Manufacture / : 26/12/2025 Date of Expiry / 30/11/2027 
.LlaTa npOH3BO,IJ;CTBa ro;:i:en ;:i:o 

: 

Mfg. License No. / 
MA number: / HoMep 

TT pOH3BO,IJ;CTBeHHaH : 59/RR/AP/97/F/R : JIIl-.N'!(OO46O3)-(Pr-RU) 
J1HUeH3HH .N'! 

PY 

Analysis performed according to ND No.:/ AnaJ1tt3 npose;:i:en no H,ll .N'!: JITT-.N'!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTBepm;:i:enbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'IHOH ynaKOBKH yTBepm;:i:enbl: 13.02.2024 
PL approved: / JIB vrneom;:i:en: 10.02.2025 

Page 5 of 6 I CTp. 5 HJ 6 

API name/ HauMenosauue A<l>C: Rabeprazole sodium/ Pa6enpa3011 HaTp1151 
INN /MHH: Rabeprazole / Pa6enpa30J1 
API manufacturer batch number / 

ACSH000569 & ACSH000592 
HoMep cepuu npou3BOllHTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanuuu FCSA01957 & FCSA01958 
UpOH3BOL{HTeJIH r Jl(I>; 

Dr. Reddy's Laboratories Limited, 
Chemical Technical Operations, Unit - III, Plot No. 116, Sri 

V enkateswara Co-operative Industrial Estate, 

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

Telangana, India / 
country I Ilpon3BOL{HTeJih A<l>C, aL{pec 

,[{ -p Pe.u.rv1' c Jla6opaTOp11c Jl11M11Te,u, 
u cTpaua: IT0,upa3,ue11ett11e x11M11Ko-Textto11orn4ecK11x onepau1111 -III, yqacToK N2 

116, KoonepaTHBHO-npOMbllIJJleHHblH KOMTTJleKC 
lllp11 BeHKaTecBapa, H,[{A Eo1111apaM, ,[Qr<:11ttttapaM MaH,uan, Cattrape.u.u 

H ,[{HCTpHKT - 502325, TenaHraHa, I1H,ll,H51 
Name, address, authorization No for Dr. Reddy's Laboratories Ltd., FTO 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 
HauMenosauue, aL{pec u noMep (License No 59/RR/AP/97/F/R) 
JIHU:eH3HH UJIOLUaL{KH, ,[{-p Pe.u.u11'c Jla6opaTop11c JlT,11,., ITpoH3BO.UCTBeHttoe no,11,pa3,ue11ett11e-3, 
ocyLU ecTBJIHJO LU eii yqaCTKl1 N2 41, 4aCTb 42, 4aCTb 45 H 4aCTb 46, na4ynan1111 (B111111a,Il,)K), 
npOH3B0L{CTBO/KOHTpOJih na4ynan1111 (Matt,uan), Me,11,4an-ManKa,Il,)Krnp11 (,[{11cT.), wmT 
KaqeCTBa/BhIDYCK r Jl(I> TenaHraHa, Htt;:i:1151 (J111uett3H51 N2 59/RR/ AP/97 /FIR) 

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»./ 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMeqauue: ITpo,uyKT cooTBeTcTByeT Tpe6oBaHl151M H,[{ 3aKJIJOqeuue: O,ll;OJiPEHO 

\. " ~ 

Prepared by / 

~ 
Checked by I ~ ..,Approved by: Manager/Executive(._)(;:? 

ITo;:i:roT0B11etto: ITpoBepettoC~ 0,uo6petto: Me1-1e,1])1<ep / PyKoBOAITTeJJb 

l.---' 

Date/ J-5' ~ ~ ,--~ Date/ z.s-ca---292-& Date/ q_S~ '~ ,[{am: ,[lam: ,[{am: -



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>MKAT AHA.JIH3A 

Product: Razo0
" (rabeprazole), enteric-coated tablets, 20 mg 

ITpo):(y1n: Pa:30°" (pa6enpa30J1), Ta6JleTKH, IT0KPhlThJe KHWe4H0paCTB0PHMOM o60JIO'IKOM, 20 Mr 

Market/ PbrnoK : Russia / Poccm1 

Batch No./ 
: C2602980 

Batch Quantity / 1500000 tab/ 
Cepttsi .N'!! PaJMep ceptttt 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001873025 

Date of Analysis / 
: 24/03/2026 

AHaJlMTM'-leCKMH OT'-leT .N'!! llaTa aHaJ1tt3a 

Date of Manufacture/ 
: 26/12/2025 

Date of Expiry/ 
30/11/2027 

)],aTa npOM3BOACTBa roAeH AO 
: 

Mfg. License No. / 
MA number: / HoMep 

IT pOMJBOACTBeHHaSI : 59/RR/AP/97/F/R : JIIT-N2(OO46O3)-(Pr-RU) 
JlMUeHJMSI .N'!! 

PY 

Analysis performed according to ND No.:/ AHaJ1tt3 npoBeAeH no H)], .N'!!: JIIT-N2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKM yTBepmAeHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOptt4HOH ynaKOBKM yTBepmAeHbI: 13.02.2024 
PL aooroved: / JIB yTsepmAeH: 10.02.2025 

Page 6 of 6 / CTp. 6 u3 6 
3aKJIIOlfeuue O COOTBeTCTBUU: «HaCT0511.IU1M 51 110.[\TBep)K)],aIO, 4TO npirne,[(eHHa51 Bb!We HH<pOpMaUH51 51BJ151eTC51 

.[(OCTOBepttott 11 T04HOH. 3m cep1,rn npO.L\YK.UHH npo113Be.[(etta (BKJ1I04a51 ynaKOBKY (MapKHpOBKY) H KOHTpo11h KaYecrna) 

Ha BbIWeyKa3aHHOH npOH3B0.[(CTBeHHOH n11oi.ua.[(Ke (nJlOI.Il,a.[(Kax) B 110JIHOM COOTBeTCTBHH C Tpe6oBaHH51MH IlpaBHJI 

Ha.[(J1e)l<alll,ett npo113BO.[(CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH4eCKoro coI03a (No. GMP/EAEU/RU/01293-2024 OT 

20 Ma51 2024) H Tpe6oBaHH51MH KOHTp01151 Ka4eCTBa JleKapCTBeHHhIX cpe.[(CTB, a TaIOKe B COOTBeTCTBHH co 

cneu11cpHKaUH51MH, C0.[(ep)KaIUHMHC51 B perncTpaUHOHHOM .[\OCbe CTpaHbl-11M110pTepa. 3anHCH no npOH3B0.[(CTBY, ynaKOBKe 

11 aHaJIH3Y npoBepeHbl, H ycTaH0BJleH0 11X CO0TBeTCTBHe Tpe6oBaHH51M IlpaBHJI Ha.[\Jie)Kai.uett np0113B0.[\CTBeHHOH 

npaKTl1Kl1 EBpa311HCKOro 3K0H0Ml14eCKOro C0I03a». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpuMelfauue: IlpO.L\YKT coorneTcrnyeT Tpe6oBamrnM H,ZJ: 3aKJIIOqeuue: O,U:OEPEHO 

I ..... .,.--, 
Prepared by / Checked by/ ~ Approved by: Manager/Executive / ~ 
Ilo.[(roTOBJieHo:~ IlpoBepe~~ O.[(o6petto: Mette.[()Kep / P y Koso,u11TeJlb 

Date/ 12-S-'c> 3-.2.sv2-t Date/ ~~~ Date/ ~y01,/h0l.-b 
L{arn: L{arn: L{arn: 


