
• •·· . Dr. Reddy's "'lllli;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product : Razow (rabeprazole), enteric-coated tablets, 20 mg 
ITpo)lyKT: Pa:m0

'
1 (pa6enpa.3011), Ta6JleTKH, n0KPblTble KHWe1rnopaCTBOPHMOH 06011oqKOH, 20 Mr 

Market/ PblHOK : Russia / Poccmr 

Batch No./ 
: C2603515 

Batch Quantity / 1500000 tab / 
CepHsi .N'!! PaJMep cepHH 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001873024 

Date of Analysis/ 
: 24/03/2026 

AHaJ1HTHqecKHH 0T'teT .N'!! .LI.aTa aHaJ1HJa 

Date of Manufacture / 
: 21/02/2026 

Date of Expiry / 
31/01/2028 

.11.aTa np0H3B0)lCTBa ro)leH ):(0 
: 

Mfg. License No./ 
MA number:/ 

ITpOH3B0):(CTBeHHaSI : 59/RR/AP/97/F/R 
HoMep PY 

: J1l1-.N'!!(004603)-(Pr-RU) 

JlHUeHJHSI .N'!! 
Analysis performed according to ND No.:/ AHaJlHJ npose):(eH no H.11. .N'!!: JIIT-.N'!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepsHqHoH ynaK0BKH yTsepJK):(eHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BT0pHqHOH ynaK0BKH yTsepJK):(eHb1: 13.02.2024 
PL approved: / JIB yTsepJKJleH: 10.02.2025 

Paee 1 of 6 / CTp. 1 03 6 
.N'!! Test I IloKa3aTe.Jih Result I Pe3y.JihTaThI Specification / HopMa 

1 Appearance / Onucattue 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, .[(BOlIKOBhrnyKJJbie Ta6neTKH, 
core on cross-section. / Kpyrnb1e, 
.[(BOlIKOBblTTYKJlbie Ta6neTKH, noKpb!Tbie 

noKpbITbie o6onoqKoH )KenToro L(BeTa c 06011oqKoH OT CBeTJlO-)KeJlTOro .[(O 
MapKHpOBKOH KpacHoro useTa «RB20» )KeJlTOro L(BeTa C MapKHpOBKOH KpacHoro 
Ha 0.[(HOH CTOpoHe. Ha nonepeqHoM usern «RB20» Ha O.[(HOH cTOpoHe. Ha 
pa.3pe3e 51.[(po 6enoro L(BeTa. nonepeqHoM pa3pe3e 51.[(po OT 6enoro .[(O 

noqTH 6enoro L(BeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 
H;::i:eHTuclmKan:nH 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 BpeMlI y.D:ep)l<HBaHHlI (section Assay). / BpeMlI y.[(ep)JmBaHHlI 
OCHOBHOro TTHKa Ha xpoMaTorpaMMe OCHOBHOro TTHKa Ha xpoMaTorpaMMe 
HCTTbITyeMoro pacrnopa COOTBeTCTByeT HCTTbITyeMoro pacrnopa .[(0Jl)KH0 
BpeMeHH y.D:ep)J(HBaHHW OCHOBHOro COOTBeTCTBOBaTb BpeMeHH y;::i:ep)KHBaHHlI 
TTHKa Ha xpoMaTorpaMMe paCTBOpa OCHOBHOro TIHKa Ha xpoMaTorpaMMe 
CTaH.[(apTHOro o6pa3ua pa6enpa.3011a pacrnopa CTaH.[(apTHOro o6pa.3ua 
HaTpI151. pa6enpa.3011a HaTpI151 (pa.3.D:en 

«KonHqecTBeHHoe onpe.[(eneHHe»). 

3 Average weight of tablets/ 208.79 mg I 208,79 Mr 212.68 mg± 5 % (202.05 to 223.31 mg) I 
Cpe;::i:HHH Macca Ta6.JieToK 212,68 Mr± 5 % (OT 202,05 Mr .[(O 223,31 

Mr) 

4 Dissolution / PaCTsopettue Unit-1/E.D:HHHL(a-1 0% In 0.1 M hydrochloric acid solution - not 
Unit-2/E.D:HHHL(a-2 0% more than 10 % of C1sH20N3Q3SNa 
Unit-3/E.D:HHHL(a-3 0% (Rabeprazole sodium) label claim in 2 h. / 

Unit-4/E.D:HHHL(a-4 1% B 0,1 M pacrnope xnoposo.[(opo.D:HOtt 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqattue: TTpo.D:yKT coorneTcTsyeT Tpe6osaHHHM H,ll; 3aK.Jiroqettue: O)]:OEPEHO 

....__ ✓ -, _ , 

Prepared by/ _)J;-----
TTo.[(rOTOBJieHo: 

Checked by/~ ' 
TTpoBepeHO i:::;:: 

-'Approved by: Manager/Executive /~.~ 
O.[(o6peHo: MeHe.[()Kep / Py K000,n1n ~ 

r 

Date/ Q...S-'7) s ---~ Date/ ;25c!3 --za&-{3 Date/ 1101..---' I::> 

)];am: ,[{am: ,ll;aTa: )___ -5 ,-0 J;y 

--



• •·· CERTIFICATE OF ANALYSIS 
CEPTM~MKATAHAJIH3A 

.Dr.Raddy's ~;• 
Product: Razo(R) (rabeprazole), enteric-coated tablets, 20 mg 
npoJJ,yKT: Pmo0

'
1 (pa6enpa30JJ), Ta6JJeTKl1, TI0Kpb!Tble Kl1We1.JHOpacTBOpHMOM 060JJO'-!KOM, 20 Mr 

Market/ PbIHOK : Russia / Pocc1151 

Batch No./ 
: C2603515 

Batch Quantity / 1500000 tab/ 
Cep11si .N'!! Pa3Mep cep1111 

: 
1500000 rn6 

Analytical Report No. / 
: 890001873024 

Date of Analysis/ 
: 24/03/2026 

AHaJlHTH"ICCKHH OT"ICT .N'!! llaTa anaJ1113a 

Date of Manufacture / 
: 21/02/2026 

Date of Expiry / 31/01/2028 : 
,llaTa npOtt3BOtJ;CTBa f'oJJ,eH AO 

Mfg. License No./ 
MA number:/ 

n pOH3BOJl,CTBCHHaSI : 59/RR/AP/97/F/R 
HoMep PY 

: JIIl-.N'!!(OO46O3)-(Pf'-RU) 

J1HUCH3HSI .N'!! 
Analysis performed according to ND No.:/ AnaJ1H3 npoBeJJ,eH no Hll .N'!!: JIIl-.N'!!(OO46O3)-(Pf'-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH"IHOH ynaKOBKH yTsepmJJ,eHbr: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbl BTOptt"IHOH ynaKOBKH yTsep:iKACHbt: 13.02.2024 
PL approved: / JIB yrnepmJJ,eH: 10.02.2025 

Unit-5/EJJ,HHHUa-5 0% 
Unit-6/EJJ,HHHL~a-6 0% 

Average I Cpe,nH. 3Ha4ett11e: 0 % 

Unit-1/E,nHHHUa-l 93 % 

Unit-2/E.uHmiua-2 88 % 

Unit-3/E,nHHHUa-3 87 % 

Unit-4/E,nvrm,ua-4 90% 

Unit-5/E,nHHHUa-5 89 % 

Unit-6/En11ttvrua-6 93 % 

Average I Cpe,nH. 3Ha4eHHe: 90 % 

5 Impurities / IIpuMecu 

Rabeprazole N-oxide / Below LOQ (LOQ =0.022 %) / Hmr<e 
Pa6enpa3011a N-0Kc11.n npe,nena KOJIHLiecrneHHOro 

onpe.ne11eHH51 (ITKO =0,022%) 

Rabeprazole Sulfone / 0.15% I 0,15% 
Pa6enpa3ona cy11h<pOH 

Rabeprazole Methoxy analog 
Not detected/ He o6Hapy)KeHa 

/ Pa6enpa3ona MeTOKCH 
aHanor 

Rabeprazole Chloro analog/ Not detected / He o6Hapy)KeHa 
Pa6enpa3ona xnopo aHa11or 

Rabeprazole Sulphide / 
0.08 % 0,08% 

Pa6enpa3011a cy11hcp11.n 

Rabeprazole Related 
compound A / Pa6errpa3011a Not detected/ He o6Hapy)KeHa 

po,n;crneHHM rrpHMeCb A 

Remarks : The Product confirms to ND/ 
IIpuMeqauue: ITpo,nyKT cooTBeTcrnyeT Tpe6oBaHH51M H)J; 

Prepared by / ':J),, ---­
ITo,nroTOBJleHo: ~ 

Checked by I 
ITpoBepeHo: c-i,___._. 

Pa2e 2 of 6 / CTp. 2 HJ 6 
KHCJIOTbI - He 6011ee 10 % OT 
HOMHHaJibHOro coJJ,ep)Kamrn 

C1sH20N3O3SNa (pa6enpa3on HaTpH51) 
Liepe3 2 4. 
In buffer solution pH 8.0 -not less than 75 
% (Q) of C1sH20N3O3SNa (Rabeprazole 
sodium) label claim in 60 mm. I B 
6ycpepHOM pacrnope pH 8,0 - He MeHee 
75 % (Q) OT HOMV!HaJlbHOro co,nep)KaHH51 
C1sH20N3O3SNa (pa6enpa3011 
4epe3 60 MHH. 

NMT 0.5 % I He 6011ee 0,5 % 

NMT 0.5 % I He 6011ee 0,5 % 

NMT 0.5 % I He 6011ee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % I He 6011ee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

Conclusion : APPROVED / 
3aKmoqeuue: O,[l;OEPEHO 

HaTpH51) 

.._ ------- ----
:.Approved by: Manager/Executive / ~ 
O.no6petto: MeHe,n)Kep / Pyr<0B0,n11TeJ1b 

Date/ 
)J;aTa: 

}._§-v > ,-.2af2_£, Date I 
)J;aTa: 

:2 ~ ~ 2o 2-(!, Date I 
)J;aTa: 



•·· _Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTM~HKATAHAJIH3A 

Product: Razo0o (rabeprazole), enteric-coated tablets, 20 mg 
npo,uy1n: Pa3ol)l) (pa6enpa30JJ), Ta6JieTKl1, IlOKpblTble K11we 1-rnopaCTBOPHMOH o60JIO'{KOM, 20 Mr 

Market/ Pbrnoi.: : Russia / Poccm1 

Batch No./ 
: C2603515 

Batch Quantity / 1500000 tab / 
Ceom1 .N'!! Pa3Mep cep1rn 

: 
1500000 rn6 

Analytical Report No./ 
: 890001873024 

Date of Analysis / 
: 24/03/2026 

AHaJJHTH4CCKHH OT4CT .N'!! )]:aTa attaJJH33 

Date of Manufacture/ 
: 21/02/2026 

Date of Expiry I 
31/01/2028 

)laTa npOM3BO,!lCTBa ro,ueH ,!lO 
: 

Mfg. License No. / 
MA number:/ 

n pOH3B0,!lCTBCHHaSI : 59/RR/AP/97/F/R 
HoMep PY 

: .JIIT-.N'!!(OO46O3)-(Pr-RU) 

JJHUCH3HSI .N'!! 
Analysis performed according to ND No.:/ AHaJJM3 npoBe,ueH rro H,ll, .N'!!: JITT-.N'!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaiceTbl nepBH4HOH ynaKOBKH yTBepm,ueHbl: 13.02.2024 
Artworks of secondary package approved: / MaiceTbl BTOpH4HOH ynaKOBKH yTBepm,ueHb1: 13.02.2024 
PL approved:/ JIB yrneom,ueH: 10.02.2025 

Pa2:e 3 of 6 / CTp. 3 03 6 
Rabeprazole Related Not detected/ He o6Hapy)l{eHa NMT 0.5 % I He 6011ee 0,5 % 
compound C / Pa6enpa.3011a 
po,ncrneHHa51 np11Mech C 

Specified Impurity at about NMT 0.5 % I He 6011ee 0,5 % 

RRT 1.37 (Mass m/z=310 
Imidazole) / Ilp11Mech np11 Not detected/ He o6Hapy)l{eHa 
RRT 1,37 (Maccam/z=310 
HMH)],a.3011) 

Specified Impurity at RRT NMT 0.5 % I He 6011ee 0,5 % 

1.51 (Mass m/z=458 Benzo 
Not detected/ He 06Hapy)1<eHa imidazole adduct) / 

Ilp11MeCh np11 RRT 1,51 
(Macca m/z=458 
6eH311Ml1)],a.30Jla aLUJ,yKT) 
Maximum unknown Below BDL (BDL= 0.1 %) / H11)1<e NMT 0.2 % I He 6011ee 0,2 % 
individual impurity / nopora perncTpau1111 (TIP 0, 1 %) 
E,n11H111rna51 
He11,neHT11~11u11posaHHa51 
np11MeCh 

Total impurities / CyMMa 0.2% I 0,2% NMT 2.0 % I He 6011ee 2,0 % 
np11Meceii 

. 

6 Residual Solvents / 1327 µg per tablet / 1327 MKr Ha Isopropanol - NMT 2621 µg per tablet / 
OcTaToqtth1e Ta611eTKY 
oprattuqecKue . 
paCTBOPHTeJIH 

7 Uniformity of dosage units 4.1 I 4,1 
/ OJJ.HOpO,UHOCTh 
,U03HpOBaHHhlX e,UUHUQ 

8 Microbiological purity/ MnKpo6uoJioruqecKaSI qucToTa 

Remarks : The Product confim1s to ND/ 
IlpnMeqauue: Ilpo,nyKT cooTBeTcrnyeT Tpe6osaHl151M H,[( 

Prepared by / . 'J. __ 
Ilo.n.roTosneHo~ 

Date / 
J{arn: 

Checked by I 
IlposepeHo: 

Date / 
J{arn: 

l-faonponaHOJl - He 6011ee 2621 MKr Ha 
rn611eTKY 

Acceptance value (AV) should be 
NMT 15.0. I IloKa.3aTeJlh np11eM11eM0CT11 
(AV) ,nomr<eH 6h1Th He 6011ee 15,0. 

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

A.pproved by: Manager/Executive I ~ ­
O,no6peHo: MeHe.D.)l{ep / Py1<0B0,Lu,1TeJ11, 



•·· .Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.JIII3A 

Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
TipoJJ;yKT: Pa:m00 (pa6enpa30JT), Ta6JTeTKH, IT0KpblTbie KHWe4HOpaCTBOpl1MOH o6oJTOlJKOH, 20 Mr 

Market/ PblHOK : Russia / Poccm, 

' 
Batch No./ 

: C2603515 
Batch Quantity I 1500000 tab I 

Cep1rn: .N"!! Pa3Mep cep1111 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001873024 

Date of Analysis / 
: 24/03/2026 

AnaJIHTHY:eCKHH OTY:eT .N"!! ,[l:aTa anaJIH33 

Date of Manufacture / 
: 21/02/2026 

Date of Expiry/ 
31/01/2028 : 

,Ll.aTa llPOH3BOACTBa foJJ;eH AO 

Mfg. License No. / 
MA number:/ 

TI pOH3BO,IJ;CTBeHH3H : 59/RR/AP/97/F/R 
HoMep PY 

: JIIT-.N"!!(OO46O3)-(Pf-RU) 

JlttQeHJHH .N"!! 
Analysis performed according to ND No.:/ AnaJittJ npoBeJJ;eH no H,[l: .N"!!: JITI-.N"!!(OO46O3)-(Pf-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepswrnofi ynaKOBKH yTsepm.z:1enb1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpttY:Hofi ynaKOBKH yTBep:iKJJ;eHbI: 13.02.2024 
PL aooroved: / JIB yTsep:iKJJ;en: 10.02.2025 

Page 4 of 6 / CTp. 4 H3 6 
a) Total aerobic microbial Less than 10 CFV/g I NMT 103 CFU/g /He 6onee 103 KOE/r 
count I O6mee q11cno Mettee 10 KOE/r 
a3p06HbIX 
M11KpoopraHl13M0B 

b) Total combined yeasts and Less than 10 CFU/g / NMT 102 CFU/g / He 6onee 102 KOE/r 
mould count / O6mee q11cno Mettee 10 KOE/r 
.D,pO)IOI(eBbIX 11 nnectteBbIX 
rp1160B 

c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyrcTs11e B 1 r 
OTcyrcrnyeT B 1 r 

9 Assay / KoJrnqecTBeuuoe 20.3 mg I 20,3 Mr 18.0 to 22.0 mg of C1 sH20N3O3SNa 
onpe,a:eJieuue (Rabeprazole sodium) (90 to 110 % of 

label claim) . per tablet. I 
OT 18,0 Mr .D,O 22,0 Mr C1sH20N3Q3SNa 
(pa6enpa3on HaTp1-rn:) (oT 90 .D,O 110 % OT 
H0Ml1HaJlbH0ro CO.D,ep)l(aHml) B Ta6neTKe. 

10 Package appearance / 15 tablets m a (PVC/Al/PA) foil 15 tablets in 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. / no 15 a package insert in a carton. / no 15 
Ta6neTOK B 6n11cTepe 113 (nBX/ AJl/nA) m6neTOK B 6n11cTepe 113 (nBX/ AJl/nA) 
(pOJlbrH / aJIIOM11Hl1eBOH (pOJlhrH. no 2 (pOJlhrH / aJIIOM11Hl1eBOH (pOJlhrH. no 1 
6Jil1CTepa BMeCTe C Jll1CTK0M- 11J111 2 6n11cTepa BMeCTe C J111CTK0M-
BKJTa.D,b!WeM B naIJKY KapT0HHyIO. BKJTa.D,blllleM B na'-IKY KapT0HHYfO. 

11 Labeling / MapKnpoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
Module 1 of the registration dossier. / 8 
C00TBeTCTBl111 C pa3.D,eJ10M 1.3.2 M0.D,ym1 1 
perncTpau110HH0ro )],0Cbe. 

12 Storage conditions / At temperature not higher than 25 °C. / np11 TeMneparype He BhlWe 25 °C. 
y CJIOBHH xpaueHHH 

13 Shelf-life (storage period) / 2 years. I 2 ro.D,a. 
CpoK ro,a:HOCTH ( cpoK 
xpaueunH) 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
3aKJiroqeuue: O,II;OEPEHO IIpnMe'-laHHe: npo.D,yKT C00TBeTCTByeT Tpe6oBaHl151M H.D; 

Prepared by / ~ _ 
no.D,rOTOBJietto: _;;:;----

Date/ 
)];am: 

Checked by I r"2 
npoBepeH~ 

---Approved by: Manager/Executive / 6-
O.D,o6peHo: Me1-1ewr<ep / PyK0~0Jl11TeJ1b 

.2--5-03 ~20 )__(, Date/ 
)];am: 



CERTIFICATE OF ANALYSIS 
CEPTH (f>IIKAT AHAJIII3A 

Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
flpO,/J,YICT: Pa:300-0 (pa6errpa30JJ), rn6neTKl1, flOKPblTble K11We<rnopacTBOpHMOW o60JJO'IKOl1, 20 Mr 

Market / PblHOK : Russia I Poccm1 

Batch No./ 
: C2603515 

Batch Quantity / 1500000 tab I 
PaJMep ceptttt 

: 
1500000 rn6 Cep1rn .N'! 

Analytical Report No. / 
: 890001 873024 

Date of Analysis/ 
: 24/03/2026 

Atta.nHTH'-leCKHH OT'-leT .N'! ,llaTa ana.nnJa 

Date of Manufacture/ 
: 21/02/2026 

Date of Expiry I 
31/01/2028 : 

,llaTa TIPOHJBOLl,CTBa roLJ,eH Ll,0 

Mfg. License No./ 
MA number:/ 

flpOH3BOLl,CTBeHHaSI : 59/RR/AP/97/F/R 
HoMep PY 

: JIIl-.N'!(OO46O3)-(Pr-RU) 
.nHQeH3HSI .N'! 
Analysis performed according to ND No.: / Atta.nnJ npoBeLJ,eH no H,ll .N'!: JIIT-.N'!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbl nepBH'-IHOH ynaKOBKH yTsep'.lK)leHbJ: 13.02.2024 
Artworks of secondary package approved: / MaKeTbJ BTOpH4HOH ynaKoBKH yTsepiKLI,eHbl: 13.02.2024 
PL aooroved: / JIB yrnep;i.LJ,ett: 10.02.2025 

Page 5 of 6 I CTp. 5 u3 6 

API name/ HauMeuosauue A(f>C: Rabeprazole sodium / Pa6enpa30JJ HaTpHH 
INN /MHH: Rabeprazole I Pa6enpa30JJ 
API manufacturer batch number/ 

ACSH000562 
HoMeP cepuu npou3BOAHTeJIH A(f>C: 
FP Manufacturer API Batch number / 
HoMep cepuu cy6cTanQuu FCSA01956 
DP0U3B0,UUTeJIH r Jl(f>: 

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 Manda!, Sangareddy District - 502 325, 

country/ Ilpou3so.uuTeJib A(f>C, a.upec Telangana, India / 
)];-p Pe.L1.L1H ' c Jia6opaTOp11c JlHMHTe)],, u cTpaua: 

l10.L1pa3,L\enett11e XHMHKO-TeXHOJJOrH'-leCKHX onepau,Hi1 -III, yqacToK N2 
116, KoonepaTHBHO-npOMblWJTeHHblM KOMTIJJeKC 

lllpH BettKaTecsapa, l1)];A EonnapaM, ,lvKHHHapaM MaH)],aJJ, Cattrape.L1.L1 
H )];HCTpHKT- 502325, TenattraHa, I1H)],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 (Manda!), Medchal -
Release site / MalKajgiri (Dist.), Telangana , India 
HauMenosauue, a.upec u uoMep (License No 59/RR/AP/97/F/R) 
JIHQCH3HH DJ10~3,UKH, )];-p Pe)],)],H ' c Jia6opaTOpHC JlT)],. , 11poH3B0)],CTBeHHOe noJ],pa3J],eJJemi:e-3, 
ocy~eCTBJIHIO~eii: yqacTKH N2 41, '-laCTb 42, YaCTb 45 H qacTb 46, J;aqynanJJH (BHJJJla)],)K), 
npOH3B0,UCTBO/KOHTpOJib J;aqynanJJH (MaH.L\aJJ), Me)],Yan-ManKa)],)KrHpH ()];HCT.), rnmT 
K3'1eCTBalBbIDYCK r Jl(f> TenaHraHa, l1H.L\H51 (JIHu,ett3HH 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/ 
IIpuMe<Jauue: I1po.L1yKT coorneTcrnyeT Tpe6osaHHHM H)]; 

Conclusion : APPROVED / 
3aKJIIO'lenue: O,U:OliPEHO 

Prepared by / 
110)],rOTOBJleHo:~ 

Date / 
)];am: 

Checked by 
ITpOBepeH ' 

Date / 
)];am: 

....... ".) ......----, ----
-- , Approved by: Manager/Executive / f 

O)],o6petto: Mette)],)Kep I Py KOBO)J.H 

2-5-aC::> • 2 l2-6 Date / 
)];am: 



CERTIFICATE OF ANALYSIS 
CEPTif~HKATAHAJIM3A 

Product : Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
np0Ay1n: Pa3o00 (pa6enpa3on), rn6neTK11, noKphIThie K11we,rnopacrnop11Moi1 o6onot.JKOH, 20 Mr 

Market/ PbIHOK : Russia / Poccmr 

Batch No./ 
: C2603515 

Batch Quantity / 1500000 tab I 
Cev1ui .N'!! PaJMep cepHH 

: 
1500000 rn6 

Analytical Report No./ 
: 890001873024 

Date of Analysis/ 
: 24/03/2026 

AttaJIHTH'leCKHii OT'leT .N'!! )laTa attaJIH3a 

Date of Manufacture / 
: 21/02/2026 

Date of Expiry / 
31/01/2028 : 

.llaTa npOH3BOACTBa roAeH AO 

Mfg. License No. / 
MA number:/ 

npoH3BOACTBeHHaH : 59/RR/AP/97/F/R 
HoMep PY 

: JITI-.N'!!(OO46O3)-(Pr-RU) 
JIHUeH3HH .N'!! 
Analysis performed according to ND No.:/ AttaJIH3 nposeAeH no H)l .N'!!: JITT-.N'!!(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTsep'lK,lleHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTopH'IHOii ynaKoBKH yTsepJKAeHM: 13.02.2024 
PL approved:/ JIB yrnepJKAeH: 10.02.2025 

Page 6 of 6 / CTp. 6 Hl 6 
3aKmoqeuue 0 C00TBeTCTBHH: «HaCTOSlll.U1M 51 nO)].TBep:>K,D,alO, t.JTO np11Be)].eHHaS1 BhIWe l1Hq>OpMau1151 51BJrneTC51 

JJ.OCTOBepHOH 11 TOY.HOH. 3Ta cep1151 npOJJ.YKUHl1 np0113Be)].eHa (BKJ110t.Ja51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJTb Kat.J.eCTBa) 

Ha Bb!WeyKa3aHHOH np0113BO)].CTBeHHOH nnoma.n.Ke (nnomaJJ.Kax) B nOJTHOM COOTBeTCTBl111 C Tpe6oBaHl1SIMH I1paBl1Jl 

tta)].JTe)Kamei:i npo113BOJJ.CTBeHHOH npaKTl1KH Espa311HCKoro 3KOHOMl1t.JecKoro COI03a (No. GMP/EAEU/RU/ 01293-2024 OT 

20 Ma51 2024) 11 Tpe6oBaHI151Ml1 KOHTpOJTSI Kat.JeCTBa JTeKapcTBeHHblX cpe)].CTB, a Ta!Ol<e B COOTBeTCTBI111 co 

cneu11cp11KaUJ151Ml1, COJJ.ep)Kam11MJ1CSI B per11cTpau110HHOM JJ.OCbe CTpaHbl-11MnOpTepa. 3an11c11 no np0113BO)].CTBY, ynaKOBKe 

H aHaJTI13Y npoBepeHbI, 11 ycTaHOBJTeHO HX COOTBeTCTBHe Tpe6oBaHH51M TTpaBl1Jl Ha)].JTe)Kameti np0113B0)].CTBeHHOH 

npaKTHKH EBpa3HHCKOro 3KOHOMl1t.JeCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqauue: TTpOJJ.YKT coorneTcrnyeT Tpe6osaHH51M H,ll; 3aKmoqeuue: O)1:OEPEHO 

- /? .-;-7 

Prepared by / ~ 
TTOJJ.fOTOBJTeHo: 

Checked by /~~O,;. 
ITposepeHo: ,,. 

~ proved by: Manager/Executive( ~ 

O.uo6peHo: Mette,U)Kep / P)'KOBO)].HTeJl b 

Date / 
Q_~-z:>3-~ Qg 

Date / 2- 5-c.!3-2,_a U Date / :J.-, 5-0'b ,r '}(fl,,~ 
)laTa: )laTa: )lam: 

--


