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Dr.Reddv's •• • •• 

CERTIFICATE OF ANALYSIS 
CEPTM<I> MKAT AHAJIM3A 

Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
npo)lyKT: P830(1-0 (pa6enp830JI), Ta6JieTKH, noKpbITbTe KHwe,rnopaCTBOPHMOH o60JJO'lKOH, 20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: C2602855 

Batch Quantity/ 1500000 tab I 
CepHSI .N"!! PaJMep cep1m 

: 1500000 rn6 

Analytical Report No./ 
: 890001873023 

Date of Analysis / 
: 24/03/2026 

AnaJJHTH'leCKHH 0T'teT .N'!! .LI:aTa anaJJH3a 

Date of Manufacture / 
: 26/12/2025 

Date of Expiry/ 
30/11/2027 

.LI:aTa np0H3B0)lCTBa ro)leH )].0 
: 

Mfg. License No./ 
MA number:/ HoMep 

n p0H3B0)lCTBeH HaSI : 59/RR/AP/97/F/R : JIIl-.N'!!(004603)-(Pr-RU) 

JJHUeHJHSI .N'!! 
PY 

Analysis performed according to ND No.:/ AnaJJHJ npose)leH no H.LI: .N'!!: Jin-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbT nepBH'IHOH ynaKOBKH yTsep'.lK)leHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpH'IHOH ynaKOBKH yTsep'.lK)leHhl: 13.02.2024 
PL aooroved: / JIB yrnep'.lK)leH: 10.02.2025 

Pa_ge 1 of 6 / CTp. 1 HJ 6 
N!! Test I IloKaJaTeJib Result/ PeJyJILTaThl Specification / HopMa 

1 Appearance / Onucauue 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 

Kpyr.rrhre, ,D.BOHKOBhmyKnb1e rn6neTKH, 
core on cross-section. / Kpyrnb1e, 
,ll.BOHKOBbITTYKJlbJe Ta6neTKH, ITOKpblTbie 

ITOKpbITbie o6oJI04KOH )KeJJTOrO useTa C o60JI04KOH OT CBeTJlO-)KeJITOro ,ll.O )KeJ1TOro 
MapKHpOBKOH KpacHoro usern «RB20» UBeTa C MapKHpOBKOH KpacHoro QBeTa 
Ha O,ll.HOH CTOpOHe. Ha nonepe4HOM «RB20» Ha OAHOH CTOpoHe. Ha 

pa3pe3e H,D.po 6enoro QBeTa. nonepe4HOM pa3pe3e H,D.po OT 6enoro AO 
nol.fTH 6enoro QBeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 
}UeHTHIJ>ttKaQHH chromatogram of test solution chromatogram of test solution should 
HPLCIB3JKX 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 solution 
solution. I BpeMa y,D.ep)lrnBamrn (section Assay). / BpeMa y.D.ep)KHBaHHH 
OCHOBHOro TIHKa Ha xpoMaTorpaMMe OCHOBHOfO TIHKa Ha xpoMaTorpaMMe 
HCITbITyeMoro pacrnopa COOTBeTcTByeT HCIThITyeMoro pacrnopa ,D.OmKHO 
BpeMeHH y.D.ep)KHBaHHH OCHOBHOfO COOTBeTCTBOBaTb BpeMeHH y,D.ep)KHBaHHH 

TIHKa Ha xpoMaTorpaMMe pacrnopa OCHOBHOro TIHKa Ha xpoMaTorpaMMe 
CTaH,D.apTHOro o6pa3Qa pa6enpa3ona pacrnopa CTaH,D.apTHOro o6pa3Qa 
HaTpHH. pa6enpa3ona HaTpHH (pa3,D.en 

«Kon11qecTBeHHOe onpe,D.eneHHe»). 

3 Average weight of 210.02 mg I 210,02 Mr 212.68 mg± 5 % (202.05 to 223 .31 mg)/ 
tablets/ 212,68 Mr± 5 % (oT 202,05 Mr AO 223,31 
Cpe,n:HHH Macca Mr) 
Ta6JieTOK 

4 Dissolution / Unit-1 /E,D.HHHUa-1 0% In 0.1 M hydrochloric acid solution - not 
PacTBopeuue Unit-2/E.D.HHHQa-2 1% more than 10 % of C1 sH20N30 3SNa 

Unit-3/E.D.HHm.(a-3 1% (Rabeprazole sodium) label claim in 2 h. / B 

Unit-4/E,D.HHHQa-4 2% 0,1 M paCTBOpe xnopOBO,D.OpO,D.HOH 

Remarks : The Product confim1s to ND/ Conclusion : APPROVED I 
IlpuMeqauue: ITpo,D.yKT cooTBeTcTByeT Tpe6osaHHHM H,[( 

' 
3aKmoqeuue: O,n:OEPEHO 

/') ~ 

Prepared by / ;ti---- Checked ~ y Approved by: M anager/Executive / ~ 
ITo,D.rOTOBJTeHo: ITposepeHo ~ 0.D.o6peHo: MeHe}].)Kep / PyKoBO.D.HTeJih 

Date / J--S---1) ?:,-f).P,rz,g Date / ~-cg-~ Date / ,2 5-,iit0-'\,dv~ 
.[(am: L(arn: l(arn: ,{/ 

,,,.. 



Dr.Reddv's 
• •• • •• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo00 (rab-eprazole), enteric-coated tablets, 20 mg 
npo,llytn: Pa:m00 (pa6enpa3oJJ), Ta6JTeTKtt , n0KPb!Tble K11we1.rnopaCTBOPl1MOH o60JJO'lKOH, 20 Mr 

Market/ PbIHOK : Russia / PoccH.sr 

Batch No./ 
: C2602855 

Batch Quantity/ 1500000 tab/ 
Cepnsi N!! Pa3Mep cepHH 

: 
1500000 rn6 

Analytical Report No./ 
: 890001873023 

Date of Analysis / 
: 24/03/2026 

AnaJJttTHt:feCKHH OTt:feT N!! .Ll:aTa anaJJH3a 

Date of Manufacture/ 
: 26/12/2025 

Date of Expiry/ 
30/11/2027 

,lJ,aTa npOH3BO,/lCTB3 ro,/leH ,/J.O 
: 

Mfg. License No./ 
MA number: / HoMep 

flpOH3B0,/lCTBeHHaH : 59/RR/AP/97/F/R : JITI-N!!(OO46O3)-(Pr-RU) 
JJHUeH3HH N!! 

PY 

Analysis performed according to ND No.:/ AnaJJH3 npose)leH no H,LJ, N!!: Jin-N!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBHt:fHOH ynaKOBKH yTsepm:,lleHbt: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI BTOPHlfHOH ynaKOBKH yTsepm:,lleHbI: 13.02.2024 
PL approved: / JIB yrnepm:)len: 10.02.2025 

Unit-5 /E,z:i:11 H 11 ua-5 0% 

Unit-6/E,z:i:11tt11ua-6 1% 
Average / Cpe,n:H. 3Ha4eH11e: 1 % 

Unit-1/E,n:11H11ua-l 87% 

Uni t-2/E,n:H H 11 ua-2 90 % 

Unit-3/E,n:HH11ua-3 91 % 

Unit-4/E,n:HHm~a-4 88 % 

Unit-5/ E,z:i:11HHUa-5 91 % 

Unit-6/E,n:HH11ua-6 88 % 

Average/ Cpe.n.H. 3Ha4ett11e: 89 % 

5 Impurities / llpnMecu 

Rabeprazole N-oxide / Below LOQ (LOQ =0.022 %) I HmKe 
Pa6enpa3oJia N-oKctt,z:i: npe,n:eJia KOJIHYeCTBeHHOfO 

onpe,z:i:enett11JI (ITKO =0,022%) 

Rabeprazole Sulfone / 0.15% / 0,15% 
Pa6enpa3ona cynh<pOH 

Rabeprazole Methoxy 
Not detected/ He o6Hapy)KeHa 

analog/ Pa6enpa3ona 
MeTOKCM aHaJIOr 

Rabeprazole Chloro analog 
/ Pa6enpa3ona xnopo 

Not detected/ He o6Hapy)l{eHa 
attanor 

Rabeprazole Sulphide / 
Pa6enpa3ona cynh<ptt,z:i: 0.07 % 0,07% 

Rabeprazole Related 
compound A/ Not detected/ tte o6Hapy)KeHa 
Pa6enpa3ona 

po,n:cTBeHHaJI rrpHMeCI, A 

Remarks : The Product confinns to ND/ 
llpnMe'lauue: Ilpo,z:i:yKT coorneTcrnyeT Tpe6osaHl1JIM H,[( 

Prepared by / 

Ilo,z:i:roTosneHO~ 

Date I 
,[(aTa: 

Date / 
,n:aTa: 

Pa2e 2 of 6 / CTp. 2 H3 6 
Kl1CJIOTbl - He 6onee 10 % OT HOMl1HaJibHOro 
co,z:i:ep)l<aHl1.R C1 8H20N3O3SNa (pa6enpa30JI 
ttaTp11lI) Yepe3 2 4. 

In buffer solution pH 8.0 - not less than 75 
% (Q) of C1 8fooN3O3SNa (Rabeprazole 
sodiwn) label claim m 60 mm. I B 
6ycpepttoM pacrnope pH 8,0 - He Mettee 
75 % (Q) OT HOMl1HaJibHOfO co,z:i:ep)I<aHl1JI 
C1sH20N3O3SNa (pa6enpa30JI HaTpi-rn) 4epe3 
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 / 
3aKJIJO'leuue: O,Il;OliPEHO 

Approved by: Manager/Executive/ ,..:: 
O,z:i:o6petto: Me1-1ero1<ep / PyKoso,z:i:w-renb 

Date / 
,n:aTa: 



. Dr.Reddy's 
• •• !I 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A 

Product: Razo0t (rabeprazole), enteric-coated tablets, 20 mg 
npot(yKT: Pmo00 (pa6enpa3011), Ta6JJeTKH, IT0Kpb!Tbie KHweirnopaCTBOPHM0H o60J10lfKOH, 20 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ 
: C2602855 Batch Quantity/ 1500000 tab I 

Cepusi .N'!! PaJMep cepuu 
: 1500000 rn6 

Analytical Report No./ 
: 890001873023 

Date of Analysis / 
: 24/03/2026 

AHaJIHTH'leCKHH OT<JeT .N'!! J(aTa aHaJIHJa 

Date of Manufacture / 
: 26/12/2025 Date of Expiry I 

30/11/2027 
J(aTa IlPOH3BOt(CTBa rot(eH t(O 

: 

Mfg. License No./ 
MA number: / HoMep 

npoHJBOt(CTBeHHaSI : 59/RR/AP/97/F/R : JIIl-.N'!!(OO46O3)-(Pr -RU) 
JIH~eHJHSI .N'!! 

PY 

Analysis performed according to ND No.:/ AHaJIHJ rrposet(eH no HJ( .N'!!: Jin-.N'!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTBep1Kt(eHb1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH'IHOH ynaKOBKH yTsepJKt(eHbI: 13.02.2024 
PL approved:/ JIB yrnepJKt(eH: 10.02.2025 

Page 3 of 6 / CTp. 3 H3 6 
Rabeprazole Related Not detected / He o6Hapy)KeHa NMT 0.5 % I He 6onee 0,5 % 
compound C I Pa6enpa1ona 
po,1J,cTBeHHaH npttMeCb C 

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

about RRT 1.37 (Mass 
m/z=310 Imidazole) / Not detected/ He o6Hapy)I<eHa 
flpHMeCb npH RRT 1,37 
(Macca m/z=310 
HMH)],a30J1) 

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

1.51 (Mass m/z=458 Not detected/ He o6Hapy)KeHa 

Benzo imidazole adduct) / 
ITpttMecb npH RRT 1,51 
(Macca m/z=458 
6eH3HMH)],a30Jia an.LlVKT) Below BDL (BDL= 0.1 %) I Hm1<e 
Maximum unknown nopora perncTpaUHH (ITP 0,1 %) NMT 0.2 % I He 6onee 0,2 % 
individual impurity/ 
E1lHHH'IHaH 
HeH)],eHTH~HUHpOBaHHaH 0.2%/0,2% 
npHMeCb 

Total impurities / CyMMa NMT 2.0 % I He 6onee 2,0 % 
npHMece11 

6 Residual Solvents / 1581 µg per tablet/ 1581 MI<r Ha Isopropanol - NMT 2621 µg per tablet / 
OcTaTO'IHhle Ta6neTKY l'bonponaHoJI - He 6onee 2621 MI<r Ha 
oprau11qecK11e Ta6neTKY 
paCTBOpHTeJIH 

7 Uniformity of dosage 3.3 I 3,3 Acceptance value (AV) should be 
units I O)1.uopo)].uocTb NMT 15.0. I flOI<a3aTeJib npHeMJieMOCTH 
)],03HpoBaHHblX e)],HHHU: (AV) )],OJI)KeH 6hITh He 6onee 15,0. 

8 Microbiological purity/ MnKpo6uoJioruqecKaH 'IHCTOTa 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'laune: flp01lYKT coorneTcrnyeT Tpe6osaHHHM H)]; 3aKJIJOqeune: O,ll;OEPEHO 

' v ~ 

Prepared by/ Y;---- Checked by /c;J.~ ~ ; Approved by: Manager/Executive I{_~ 
f10,1J,rOTOBJ1eHo : ITposepett~~ O.n,o6peHo: MeHe.D,)Kep / PyK0Bo.n,11TeJ1h 

Date/ 9-57 .-z?j .--~ Date/ 2-5c2-~ Date/ ~~ r!-01,,(o 
)];ara: )];ara: )];ara: 



CERTIFICATE OF ANALYSIS 

. • CEPTH~HKATAHAJIH3A 

Dr.Reddv's ·• • 
Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
TTpo,1:1y1n: Pa.30°'1 (pa6enpa3on), rn6neTKH, TI0KPhJTbJe KHWe4HOpaCTBOPHMOH o6ono4KOH:, 20 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
: C2602855 

Batch Quantity I 1500000 tab I 
CeottH .N'!! PaJMep cepHH 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001873023 

Date of Analysis / 
: 24/03/2026 

AHaJlHTH'-leCKHH OT'-leT .N'!! .[l,aTa anaJlH3a 

Date of Manufacture/ 
: 26/12/2025 

Date of Expiry/ 
30/11/2027 

11.aTa np0H3B0.UCTBa ro.uen ,[10 
: 

Mfg. License No./ 
MA number: / HoMep 

TT p0H3B0,[ICTBeH Ha SI : 59/RR/AP/97/F/R : JIII-.N'!!(004603)-(Pr-RU) 
JlHQeH3HH .N'!! 

PY 

Analysis performed according to ND No.:/ AnaJIHJ npose,1:1eH no HLI. .N'!!: JITT-.N'!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOH ynaK0BKH yTsep,KJJ,eHbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOpH'-IHOil: ynaK0BKH yTBepm,1:1eHb1: 13.02.2024 
PL approved: / JIB yrnepm,1:1en: 10.02.2025 

Page 4 of 6 / CTp. 4 H3 6 
a) Total aerobic microbial Less than 10 CFU/g / NMT 103 CFU/g /He 6011ee 103 KOE/r 
count I O6mee '-111c110 Mettee 10 KOE/r 
a3p06HblX 
M11KpoopraHl13MOB 

b) Total combined yeasts Less than 10 CFU/g / NMT 102 CFU/g / He 6onee 102 KOE/r 
and mould count / O6mee Mettee 10 KOE/r 
411CJIO ,ll,pO)!Ol<eBbIX 11 

TIJleCHeBblX rp1160B 

c) E.coli Absent in 1 g / Shall be absent in 1 g / OTCYTCTBMe B 1 r 
OTcYTcTByeT B 1 r 

9 Assay/ KoJiuqecTBeuuoe 19.6 mg I 19,6 Mr 18.0 to 22.0 mg of C1sH20N3O3SNa 
onpe.ueJieuue (Rabeprazole sodium) (90 to 110 % of label 

claim) per tablet. I 
OT 18,0 Mr ,[\O 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30J1 HaTpM.si) ( OT 90 ,[\O 110 % OT 
HOMHHMbHOfO CO,[\ep)KaHH.sl) B Ta611eTKe. 

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

package insert in a carton. I no 15 insert in a carton. I no 15 Ta611eToK B 
rn611eToK B 61111cTepe M3 (nBX/ AJI/TTA) 6JJHCTepe 113 (nBX/ AJI/TTA) (pOJlbrH I 
<pOJlbrH I MIOMHHHeBOH <pOJ1bfl1. no 2 MIOMMHHeBOH qJOJlbrH. no 1 HJ1H 2 
6JJMCTepa BMeCTe C Jll1CTKOM- 6J1HCTepa BMeCTe c JIMCTKOM-BKJ1a,[\bUI1eM s 
BKJla,[\blllJeM B na4KY KapTOHHyIO. na4:KY KapTOHHyIO. 

11 Labeling / MapKnpoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of Module 
1 of the registration dossier. I B 
COOTBeTCTBHH c pa3,[\eJIOM 1.3.2 MO,[(ym, 1 
perHCTpaQHOHHOfO ,[\OCbe. 

12 Storage conditions / At temperature not higher than 25 °C. / npM TeMneparype He BbIUie 25 °C. 
Y CJIOBHH xpaueunH 

13 Shelf-life (storage period) 2 years. I 2 ro,ll,a. 
/ CpoK l'O)];HOCTH ( cpoK 
xpaueunH) 

Remarks : The Product confirms to ND/ 
llpnMe'lauue: npo.[(yKT cooTBeTcrnyeT Tpe6osaHM.sJM H)l 

Prepared by / . ~ --­
no.nroTOBJ1eHo~ 

Date/ 
)larn: 

Checked by 
npo0epeHo· 

Date/ 
)lam: 

Conclusion : APPROVED / 
3aKJIIO'leuue: O,U:OEPEHO 

Approved by: Manager/Executive/ Q­
O.[(o6petto: Mette.[()Kep / PyKoBO,[\MTeJlb 



CERTIFICATE OF ANALYSIS 
CEPTH<l>IIKATAHAJIB3A • 

Dr.Reddv's •• • Product : RazoQ0 (rabeprazole), enteric-coated tablets, 20 mg 

noo.a.v1rr: Pa3o00 (pa6enpa30JJ), Ta6neTK~I, OOKPblTbre Kl1We'lHOPaCTBOP11MOH o60JJOtJKOH, 20 Mr 

Market / PblHOK : Russia / Poccm, 

Batch No./ 
: C2602855 

Batch Quantity I 1500000 tab I 
Cepttsi N! PaJMep cep1111 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001873023 

Date of Analysis/ 
24/03/2026 

AHaJ1HTH'leCKHn 0T'leT N! ,[laTa aHaJ1H3a 
: 

Date of Manufacture/ 
: 26/12/2025 

Date of Expiry I 
30/11/2027 

,[laTa np0H3B0,11,CTBa ro,11,eH ,11,0 
: 

Mfg. License No./ 
MA number: / HoMep 

OpOH3B0,11,CTBeHHaSI : 59/RR/AP/97/F/R : JITT-N!(004603)-(Pr-RU) 
PY 

J1HUeHJHS1 N2 

Analysis performed according to ND No.:/ AHaJ1H3 npoBe,11,eH no H,[l N!: JITT-N!(004603)-(Pf-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepBH'IHon ynaK0BKH yTBep)K)leHb1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BT0pH'IHOn ynaK0BKH yTBepm,11,eHbJ: 13.02.2024 
PL approved:/ JIB yrnepm,11,eH: 10.02.2025 

Page 5 of 6 / CTp. 5 HJ 6 

API name/ HanMenosauue A<l>C: Rabeprazole sodium / Pa6enpa3oJI HaTpm1 
INN/MHH: Rabeprazole / Pa6enoa3oJT 
API manufacturer batch number/ ACSH000527 
HoMep cepuu npouJso,11,uTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaHQHH FCSA01398 
npOH3B0,ll,HTeJISI 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/ IlpouJso,11,nTeJih A<l>C, a.a.pee ,D;-p PeLJ.Ll,H' c Jia6opaTOpHC JlHMHTeLJ., 
u cTpaua: Ilot1.pa3LJ.enem1e x11M11Ko-TexHonor11'-leCKHX onepal..(HH -III, yqacToK .N2 

116, KoonepaTHBHO-npOMblllJJleHHblH KOMTIJleKC 
lllpH BeHKaTecsapa, H,D;A EonnapaM, ,l];)KHHHapaM MaHLJ.aJJ, CaHrapeM 

11 ,D;HcTpHKT - 502325, TenaHraHa, viHLJ.HH 
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 
HauMeuosauue, a.a.pee u uoMep (License No 59/RR/AP/97/F/R) 

JIHQeH3HH UJIOLQa,11,KH, ,D;-p PeLJ.LJ.H'c Jia6oparnp11c JlTLJ.., IlpOH3BO)].CTBeHHOe noLJ.pa:3)].eJTeHHe-3, 
ocymecTBJIHIOLQeii yqacTKH N2 41, qacTb 42, '-laCTh 45 11 qacTb 46, EaqynaJIJJH (B11nna)].)K), 
DpOH3B0,11,CTBO/KOHTpOJib Ea'-lynann11 (MaHLJ.an), Met1.'-laJI-MaJIKa)].)1<r11p11 (,D;11cT.), WTaT 
Ka'leCTBalBbIDYCK r JI<I> TenaHraHa, viHLJ.HH (Jim.i;eH3HH 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». / 

Remarks : The Product confirms to ND/ 
IlpuMe'laUne: Tipo)].yKT COOTBeTcTByeT Tpe6oBaHl1HM H,D; 

Prepared by / 
Ilot1.rOTOBJTeHo: ~ 

Date/ 
,D;aTa: 

Date / 
,n:aTa: 

Conclusion : APPROVED I 
3aKmoqeuue: O.ll:OEPEHO 

• Approved by: Manager/Executive / ,,-:: 
O)].o6peHo: MeHe)].)Kep / PyKoso.1u1 JTb 

Date / 
,z:i:arn: 



. 

< 

• 
Dr.Reddv's •• • •• 

CERTIFICATE OF ANALYSIS 
CEPTH«l>HKAT AHAJIH3A 

Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
noo/lyKT: Pa.Jo°" ( pa6enpa3on) , Ta6J1eTK11, nOKPblTble KMWel!HOpacTBOPHMOH 060J10l!KOH, 20 Mr 

Market/ PblHOK : Russia / Poccrrn 

Batch No. I 
: C2602855 

Batch Quantity I 1500000 tab / 

Cep1rn .N"2 PaJMep cepHH 
: 

1500000 rn6 

Analytical Report No. I 
: 89000 I 873023 

Date of Analysis / 
: 24/03/2026 

AnaJ1HTHLJeCKHH OTLJeT .N"2 )]:aTa anaJlHJa 

Date of Manufacture / 
: 26/12/2025 

Date of Expiry/ 
30/11/2027 

)]:aTa llPOHJBO/lCTBa ro/leH /lO 
: 

Mfg. License No./ 
MA number: / HoMep 

TI pOHJBO/lCTBeHHaH : 59/RR/AF/97/F/R : JIIT-.N"2(OO46O3)-(Pr-RU) 
JlHQeHJHSI .N"! 

PY 

Analysis performed according to ND No.:/ AnaJ111J nposenen no H)]: .N"2: Jin-.N"2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBHLJHOH ynaKOBKH yTsep'.IK/leHbl: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH<1nou ynaKOBKH yTsep:1KJleHb1: 13.02.2024 
PL aooroved: / JIB yTBeP'.IK/len: 10.02.2025 

Page 6 of 6 / CTp. 6 HJ 6 
3aKJIIO'leHHe O COOTBeTCTBHH: «HacTOSlll\HM SI 00)],TBep)K,[(aIO, l!TO npHBe.D,eHHaSI BbIUie HH<pOpMaU.HSI SIBJrneTCSI 

.D,OCTosepttoi1 H TOLJHOH. 3Ta cepm, npO.D,YKU.HH npoH3Be.D,etta (BKJ1IO'-!a51 ynaKOBKY (MapKHpoBKY) H KOHTPOJlb KaLJecrna) 

Ha BbIWeyKa3aHHOH npoH380)],CTBeHH_OH OJlOll\a.n:Ke (nJlOll\a.n:Kax) B OOJTHOM COOTBeTCTBHH C Tpe6osamUIMH TipaBHJl 

Ha.D,Jle)Kall\eH npoH3BO.D,CTBeHHOH npaKTHKH EBpa3HHCKoro 3KOHOMH'-lecKoro co103a (No. GMP/EAEU/RU/01293-2024 OT 

20 MaSI 2024) 11 Tpe6osaHMSIMH KOHTpOJlSI Ka'-!eCTBa JTeKapCTBeHHbIX cpe,n:CTB, a TaK)Ke s COOTBeTCTBHH co 

cneu.HqJMKaU,H51MH, CO.D,ep)Kalll,HMHCSI B perHCTpau.HOHHOM )],OCbe CTpaHhHIMOOpTepa. 3anHCH no npOH3B0)],CTBY, ynaKOBKe 

H aHaJTH3Y nposepeHbl, H ycTaHOBJleHO HX COOTBeTCTBHe Tpe6osaHHSIM TipaBHJl Ha.D,Jle)Kall\eH npOH380)],CTBeHHOH 

npaKTHKH Espa3HHCKOro 3KOHOMH'-leCKOro COI03a» . 

Remarks : The Product confirms to ND/ 
IlpnMe'laHne: Tipo,n:yKT COOTBeTCTByeT Tpe6osaHH51M H,[( 

Prepared by / ~ ----­

Tio.n:roToBJ1eHo: ~ 

Date / 

,[(aTa: 

Date I 
,UaTa: 

Conclusion : APPROVED I 
3aKJIJO'lenue: O.II:OEPEHO 

Approved by: M anager /Executive/ 

0.n:o6petto: Mettel l.)Kep / PyKOBO)lHTeJT b 

Date / 

,UaTa: 


