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Dr.Reddv's 
• •• 

, .• 

CERTIFICATE OF ANALYSIS 
CEPTH<I> IIKA T AHAJIII3A 

Product: Razo00 (rabeprazole), enteric-coated tablets, 20 mg 
npo)ly1n: Pa:30°0 (pa6enpmoJJ), Ta6JleTKl1, II0K0h!Thie Kttwe•-rnopacTBOOHMOH o60Jl0l{KOH, 20 Mr 

Market/ PbrnOK : Russia / Poccmr 

Batch No./ 
: C2603517 

Batch Quantity / 1500000 tab/ 
Cep11si .N'2 Pa3Mep cep1111 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001873246 

Date of Analysis/ 
24/03/2026 

AHaJ111T11L1eCKHH OT'leT .N'! ,ll,aTa aHaJltt3a 
: 

Date of Manufacture / 
: 24/02/2026 

Date of Expiry/ 
31/01/2028 

,llaTa DPOH3BO)lCTBa ro)leH )lO 
: 

Mfg. License No./ 
MA number: / HoMep 

n pOH3BO)lCTBeHHaH : 59/RR/AP/97/F/R : JIII-.N'2(OO46O3)-(Pf-RU) 
J1HUeH3HH .N'! 

PY 

Analysis performed according to ND No.:/ AHaJ1H3 npoBe)leH no H,ll, .N'2: Jin-.N'!(004603)-(Pf-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepBH"IHOH ynaKOBKH yTsepm)leHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOptt'IHOH yrraKOBKH yTsepm)leHbl: 13.02.2024 
PL approved: / JIB vrnepm)leH: 10.02.2025 

Pae-e 1 of 6 / CTp 1 03 6 . 
. M! Test/ IloKa3aTeJih Result/ Pe3yJihTaThI Specification / HopMa 

1 Appearance / Onncattne 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 

Kpyrnhie, .[(B05IKOBhmyK11b1e Ta611eTK11, 
core on cross-section. I Kpyrnhie, 

TIOKpblTbie o60J104KOH )I<eJlTOro useTa C 
.[(B05II<OBbinYKJ1ble Ta611eTI<H, IlOKpbITbie 
060J10L!I<OH OT CBeTJlO-)l(eJlTOro .[(O 

MapKttpOBKOH KpacHoro usern «RB20» Ha )I<eJlTOro UBeTa C MapI<HpOBKOH KpacHoro 
O.D,HOH CTopoHe. Ha nonepeLIHOM pa1pe3e usern «RB20» Ha O.[(HOH cTopoHe. Ha 

51.D,po 6e11oro usern. nonepeLIHOM pa1pe3e 51.D,po OT 6enoro .[(O 
TIOLITH 6enoro useTa. 

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

II.D,eHTncJ>nKan:nH chromatogram of test solution chromatogram of test solution should 

HPLCIB3}l(){ 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 

BpeM51 y.D,ep)lmBamrn OCHOBHOrO IIHKa Ha (section Assay). / BpeM51 y.D,ep)I<HBaHHH 

xpoMaTorpaMMe HCTiblTyeMoro paCTBOpa OCHOBHOro TIHKa Ha xpoMaTorpaMMe 

COOTBeTCTByeT BpeMeHH y.D,ep)I<HBaHtt51 HCTihITyeMoro pacrnopa .[(OJI)l(HO 

OCHOBHOro IlHI<a Ha xpoMaTorpaM Me COOTBeTCTBOBaTb BpeMeHH y.D,ep)l<HBaHH51 

pacrnopa CTaH.D,apTH Oro 06pa1ua OCHOBHOro TIJ1Ka Ha xpoMaTorpaMMe 

pa6enpa1ona HaTp11H. pacrnopa CTaH.D,apTHOro 06pa1u,a 

pa6enpa1ona HaTp1151 (pa1.D,en 
«Kon11LieCTBeHHoe onpe.D,enem1e»). 

3 Average weight of 207.71 mg I 207,71 Mr 212.68 mg± 5 % (202.05 to 223 .31 mg) / 

tablets/ 212,68 Mr± 5 % (oT 202,05 Mr .[(O 223,31 

Cpe)].HHH Macca Mr) 

Ta6JieTOK 

4 Dissolution / Unit- l /E.D,11H11ua- l 0% In 0.1 M hydrochloric acid solution - not 

PacTsopeuue Unit-2/E.D,11H11ua-2 0% more than 10 % of Cl8H20N3O3SNa 

Unit-3/E.D,11H11u,a-3 1% (Rabeprazole sodium) label claim in 2 h. / 

Unit-4/E.D,HHHUa-4 0% B 0,1 M pacrnope xnoposo.D,opo.D,HOH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanue: ITpo.D,yKT coorneTcrnyeT Tpe6osaHHHM H.D: 3aKmoqeuue: O)i:OEPEHO 

Prepared by / Checked b;'t[J)/ Approved by: Manager/Executive / 

ITo.D,rOTOBneHo~ TTposepeH : __LJ O.D,o6peHo: MeH~ K OJU1TeJ1b -
Date/ Date/ Date/ I 

)J;arn: 
.2-S---cf!:>~ ,Uarn: 2~~08-2.LJM ,Uarn: 

?:f-1)'?.~~~ 



_ Dr.Reddv's 
• •• • •• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJUI3A 

Product: RazoQil (rabeprazole), enteric-coated tablets, 20 mg 
npoayKT: Pa.3o00 (pa6enpa30JI), Ta6JieTKl1, n0KPblTble KHWe4H0pacrnopHM0H o60JI04KOH, 20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: C2603517 

Batch Quantity/ 1500000 tab / 
Cep1rn .N"!! Pa3Mep cepHH 

: 1500000 Ta6 
Analytical Report No./ 

: 890001873246 
Date of Analysis / 24/03/2026 

AnaJIHTH'feCKHH OT'feT .N"!! ,lJ;aTa anaJIH3a 
: 

Date of Manufacture / 
: 24/02/2026 

Date of Expiry/ 
31/01/2028 

,lJ;aTa TIPOH38OllCTBa roaen ao 
: 

Mfg. License No. / 
MA number: / HoMep 

npoHJBOllCTBCHHaH : 59/RR/AP/97/F/R : JIIl-.N"!!(OO46O3)-(Pr-RU) 
JIHQeH3HH .N"f 

PY 

Analysis performed according to ND No.:/ AnaJitt3 npose,11,ett no H,LJ; .N"2: Jin-.N"2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbl nepstt'fHOH ynaKOBKH yTsepm,11,enb1: 13.02.2024 
Artworks of secondary package approved: / MaKeThl sTopH'IHOH ynaKOBKH yTsepm,11,enb1: 13.02.2024 
PL approved:/ JIB VTBepm,11,en: 10.02.2025 

Unit-5/E.D,HHHUa-5 1% 
Unit-6/E.D,HHHL(a-6 2% 

Average/ Cpe.D,H. 3Ha'-leH11e: 1 % 

Unit-1/E.D,11tt11ua-l 90 % 

Unit-2/E.D,11tt11ua-2 91 % 

Unit-3/E.D,11tt11ua-3 91 % 

Unit-4/E.D,11H11ua-4 91 % 

U.nit-5/E.D,11H11ua-5 90 % 

Unit -6/E.D,HH 11ua-6 87% 

Average/ Cpe.D,H. 3Ha'-lett11e: 90 % 

5 Impurities / llpnMecu 

Rabeprazole N-oxide I 0.02 % I 0,02 % 
Pa6enpa3011a N-oKCH.D, 

Rabeprazole Sulfone / 0.14% I 0,14 % 
Pa6enpa3011a cy11hQ)OH 

Rabeprazole Methoxy 
analog/ Pa6enpa3011a Not detected/ He o6Hapy)KeHa 

MeTOKCH aHanor 

Rabeprazole Chloro analog 
/ Pa6enpa3011a XJ1opo 

Not detected/ He o6Hapy)KeHa 

attanor 

Rabeprazole Sulphide / 
Pa6enpa3011a cynhQ)H.D, 0.10 % 0,10% 

Rabeprazole Related 
compound A/ 

Not detected / He o6ttapy)KeHa 
Pa6enpa3ona 

po,n:cTBeHHa51 rrp11MeCb A 

Remarks : The Product confirms to ND/ 
llpnMeqauue: TTpo.D,yKT coorneTcrnyeT Tpe6oBaHH51M H.ZJ: 

Prepared by/ . ~ ---­
TTo.D,roTosnetto~ 

Date / 
)];am: 

Checked by / 
nposepeH 

Date/ 
)laTa: 

Pa2e 2 of 6 / CTp 2 n3 6 
KHCJlOThl - He 6011ee 10 % OT 
HOMl1HaJlhHOro co.D,ep)Kamrn: 

C1 sH20N3O3SNa (pa6enpa30J1 HaTp1151) 
qepe3 2 '-I. 

In buffer solution pH 8.0 -not less than 75 
% (Q) of C1sH20N3O3SNa (Rabeprazole 
sodium) label claim in 60 mm. I B 
6y<pepHoM pacrnope pH 8,0 - He Mettee 
75 % (Q) OT HOMl1HaJibHOro CO.D,ep)KaHH51 

CI8H20N3Q3SNa (pa6enpa3011 
qepe3 60 MHH. 

NMT 0.5 % / He 6011ee 0,5 % 

NMT 0.5 % I He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % / He 6onee 0,5 % 

NMT 0.5 % / He 6011ee 0,5 % 

Conclusion : APPROVED/ 
3aKJ11011euue: O,l(OEPEHO 

HaTp1151) 

Approved by: Manager/Executive / 
O.D,o6peHo: MeHe.D,)Kep / PyKo ,n1,rrenh 

Date / 
)laTa: 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Dr.Redd 
Product: Razo0

" (rabeprazole), enteric-coated tablets, 20 mg 
n o;::i: KT: Pa.10Qi) ( a6en a3011), Ta6JleTKl1, TT0K blTbJe KHWelfH0 aCTB0 HM0H o60Jl0lfKOH, 20 Mr 

Market/ PbIHOK 

Batch No./ 
Ce nsi .N'!! 
Analytical Report No./ 
AHaJIHTnqeCKHH OT'-IeT .N'!! 
Date of Manufacture / 
.ll.aTa n OH3BOJ:J:CTBa 

: Russia / Pocrn51 

: C2603517 

: 890001873246 

: 24/02/2026 

Batch Quantity/ 
Pa3Mep cepttn 
Date of Analysis / 
)laTa auaJIM3a 

Date of Expiry / 
ro;::i:eH .!1:0 

1500000 tab I 
1500000 Ta6 

24/03/2026 

31/01/2028 

Mfg. License No./ 
TT pOH3B0J:J:CTBeHHaSI 
JIHU:eH3HSI .N°!! 

: 59/RR/AP/97/F/R 
MA number: / HoMep 
PY 

: JIIl-N!!(004603)-(Pr-RU) 

Analysis performed according to ND No.:/ AuaJIH3 npOBe;::i:eu no H.ll. .N'!!: JITT-N!!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbt nepBwrnoii ynaKOBKH YTBepm;::i:eubt: 13.02.2024 
Artworks of secondary package approved: / MaKeTbt BTopw-rnoii ynaKOBKH YTBepm;::i:eubt: 13.02.2024 
PL a roved:/ JIB yrne m;::i:eu: 10.02.2025 

Page 3 of 6 I CTp. 3 03 6 
Rabeprazole Related 

Below LOD (LOD =0.02%) / H11)1<e 
NMT 0.5 % I He 6011ee 0,5 % 

compound C / Pa6enpa.1011a 
pOACTBeHHa51 npwMeCb C npeAeJla o6Hapy)l(eHJ151 (00 =0,02 %) 

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

about RRT 1.37 (Mass 
m/z=310 Imidazole) / Not detected/ He o6Hapy)l(eHa 
np11MeCh np11 RRT 1,37 
(Macca m/z=310 
11M11Aa.30J1) 

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

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

TTp11MeCb np11 RRT 1,51 
(Macca m/z=458 
6eH311M11Aa.30Jla a.Il[(yKT) 
Maximum unknown NMT 0.2 % I He 6011ee 0,2 % 
individual impurity/ Below BDL (BDL= 0.1 %) I HmKe 
EA11Hw-rna51 nopora perncTpa1.vrn (TTP 0,1 %) 
He11neHT11~11u11posaHHa51 
np11MeCb 

Total impurities/ CyMMa 0.3% I 0,3% NMT 2.0 % I He 6011ee 2,0 % 
np11Mecei1 

6 Residual Solvents / 1590 µg per tablet/ 1590 MKr Ha Isopropanol - NMT 2621 µg per tablet / 
OcTaToquhie Ta611eTKY 
oprauuqecKue 
paCTBOpHTeJIH 

7 Uniformity of dosage 3.9 I 3,9 
units / O/1,HOp0/1,HOCTh 
J:J:03HPOBaHHhlX e/].HHHII 

8 Microbiological purity/ MttKpo6ttoJIOrttqecKaH qucToTa 

Remarks : The Product confinns to ND/ 
IIpnMeqauue: OpOAYKT coorneTCTsyeT Tpe6osaHl151M H)]; 

Prepared by / 
OonrOTOBJleHo:~ 

Date/ 
,llarn: 

Date/ 
,llarn: 

}bonponaHOJl - He 6011ee 2621 MKr Ha 
Ta611eTKY 

Acceptance value (AV) should be 
NMT 15.0. I TT01<a.1aTeJ1b nptteMJ1eMOCT11 
(AV) AOmKeH 6h1Tb He 6011ee 15,0. 

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

Approved by: Manager/Executive I 
OAo6peHo: MeHeJl.)1,e / -11TeJ1h 



CERTIFICATE OF ANALY IS 

• CEPTH~HKATAHAJIH3A 

Dr.Reddv's •• • 
Product : Razo60 (rabeprazole), enteric-coated tablets, 20 mg 
npoi:ty1rr: Pa.Jo'111 (pa6enpa3on), rn6neTKH, rr0Kpb1Tb1e K11we1rnopacTsop11MoM 060JTOlfKOM, 20 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: C2603517 Batch Quantity I 1500000 tab/ 

Cep11si .N2 Pa3Mep cep1n1 
: 

1500000 Ta6 
Analytical Report No./ 

: 890001873246 Date of Analysis / 
24/03/2026 

AHaJlHTM'-teCKHM OT4eT .N2 ,LI:aTa aHaJlu3a 
: 

Date of Manufacture / 
: 24/02/2026 Date of Expiry I 

31/01/2028 
,LI:aTa npOH3BOJJ:CTBa ro,!J;eH JJ:O 

: 

Mfg. License No. / 
MA number: / HoMep IT pOH3BOJJ:CTBeHHaSI : 59/RR/AP/97/F/R : JIII-.N2(OO46O3)-(Pr-RU) 

JlHQeH3HSI .N'2 
PY 

Analysis performed according to ND No.:/ AnaJ1H3 npoBeJJ:eH no H,LI: .N2: JIIT-.N2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeThI nepBH4HOtt ynaKOBKH yTsep:>KJJ:eHbI: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTOpH4HOtt ynaKOBKH yTBep:>KJJ:eHbt: 13.02.2024 
PL approved: / JIB yrnep:>KJJ:eH: 10.02.2025 

Page 4 of 6 / CTp. 4 u3 6 
a) Total aerobic microbial Less than 10 CFU/g I NMT 103 CFU/g /He 6onee 103 KOE/r 
count I O61l_\ee lfHcno Mettee 10 KOE/r 
a3po6HbIX 
M11KpoopraH113MOB 

b) Total combined yeasts Less than 10 CFU/g / NMT 102 CFU/g I He 6onee 102 KOE/r 
and mould count I O6w:ee Mettee 10 KOE/r 
411CJ10 )].pO)K)KeBbIX 11 
rrnectteBbIX rp116os 

c) E.coli Absent in 1 g I Shall be absent in 1 g I OTCYTCTB11e B 1 r 
OTcyTcTByeT s 1 r 

9 Assay / KoJiuqecTBeuuoe 19.5 mg I 19,5 Mr 18.0 to 22.0 mg of C1sH20N3O3SNa 
onpe;::i:eJieuue (Rabeprazole sodium) (90 to 110 % of 

label claim) per tablet. I 
OT 18,0 Mr )],O 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30Jl ttaTpm,) ( OT 90 )],O 110 % OT 
ttOMl1ttaJibttOro CO)],ep)Kattm!) s Ta6neTKe. 

10 Package appearance / 15 tablets m 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 m a carton. I no 15 a package insert in a carton. I ITo 15 
rn6neTOK B 6m1crnpe 113 (ITBX/ AJl/TTA) rn6neTOK B 6n11cTepe 113 (ITBX/ AJI/ITA) 
cponbrn I aJIIOMl1ttl1eBOH qJOJTbrH. no 2 cponhrn / an10M11tt11esoi1 cponbrn. Do 1 
6n11cTepa BMeCTe C JlHCTKOM-BKJla)],b[WeM 11J111 2 6n11cTepa BMeCTe C J111CTKOM-
B na4KY KapTOttttyIO. BKJTa)],bIWeM B na4KY KapTOHHyIO. 

11 Labeling / MapKupoBKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of 
Module 1 of the registration dossier. I B 
COOTBeTCTBl111 C pa3)],eJlOM 1.3.2 MO)],ym1 1 
per11cTpau11ottttoro )].OCbe. 

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

13 Shelf-life (storage period) 2 years. I 2 ro)],a. 
/ CpoK ro;::i:HOCTH ( cpoK 
xpauenuH) 

Remarks : The Product confirms to ND/ 
IlpuMeqauue: npo)].yKT coorneTcrnyeT Tpe6osattH51M H)]; 

Prepared by/ \ft,,, __ 
no)],roToBnetto: ~ 

Date/ 
)];arn: 

Date/ 
)];arn: 

---
Conclusion : APPROVED I 
3aKmoqeuue: O,Il;OEPEHO 

Approved by: Manager/Executive I 
O)].o6petto: Mette)].)Kep / P. f<. 

Date/ 
)];arn: 



CERTIFICATE OF ANALYSIS 

- • CEPTHCl>IIKATAHAJIH3A 

Dr.Reddv's •• 
'~ 

Product: Razo()<) (rabeprazole), enteric-coated tablets, 20 mg 
npoAvKT: Proono (pa6e npaJOJI), Ta6neTKl1, noKpb!Tble KHwe•rnopacTBopHMOH o60JJO'lKOH, 20 Mr 

Market/ PbIHOK : Russia / Poccmr 

Batch No./ 
: C2603517 Batch Quantity / 1500000 tab/ 

Cepttst .N'! PaJMep cepHH 
: 

1500000 Ta6 
Analytical Report No. / 

: 890001873246 Date of Analysis / 
24/03/2026 AnaJIHTH'feCKHH OT'feT .N'! ,ll,aTa anaJIHJa 

: 

Date of Manufacture/ 
: 24/02/2026 Date of Expiry/ 

,ll,aTa npOH3BO,llCTBa ro,aeH AO 
: 31/01/2028 

Mfg. License No. / 
MA number: / HoMep TT pOH3BO,llCTBeHHast : 59/RR/AP/97/F/R : JITT-.N'2(OO46O3)-(Pr-RU) 
PY 

.11HQeH3HSI .N'! 

Analysis performed according to ND No.:/ Ananu3 npoBe,aen no H,IJ, .N'2: JITT-.N'2(OO46O3)-(Pr-RU)-13O224 
Artworks of primary package approved: / MaKeTbI nepBH'fHOH yna,wBKH YTBepm,aenbl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl BTOptt<tHOH ynaKOBKH YTBepm,aeHbI: 13.02.2024 
PL approved: / JIB yrnepm,aen: 10.02.2025 

Page 5 of 6 / CTp. 5 H3 6 

API name/ HaHMenoBanHe Act>C: Rabeprazole sodium / Pa6enpa.30JJ HaTp1151 
INN /MHH: Rabeprazole I Pa6enpa.3oJJ 
API manufacturer batch number / 

ACSH000592 & ACSH000600 HoMep cepHu npOH3B0!1:HTeJUI Act>C: 
FP Manufacturer API Batch number/ 
HoMep cepuH cy6cTaHQHH FCSA01958 & FCTA00023 
DPOH3B0!1:HTeJIH rJICI>: 

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/ Ilpon3BO!J:HTeJih Act>C, a,ri:pec 
Telangana, India / 

)];-p Pe)],)],11' C Jia6opaTOp11c JlHMHTe)],, 
u cTpaua: Ilo,ll,pa.3,ll,eJ1eH11e x11MHKO-TexHoJ1orHqecK11x onepal..(1111 -III, yqacToK }fa 

116, KoonepaTHBHo-npoMblllJJleHHbIH KOMnJJeKc 
Wp11 BeHKaTecBapa, l1,D;A oomrnpaM, ,[QK11HttapaM MaH)],aJJ, CaHrapeM 

11 )];HCTPHKT - 502325, TeJJaHraHa, l1H)],1151 
Name, address, authorization No for Dr. Reddy's Laboratories Ltd., FTO Unit 3, Survey No. 41, 42 part, 45 
FP manufacturing site I Control site / part & 46 part, Bachupally (Village), Bachupally (Manda}), Medchal -
Release site / MalKajgiri (Dist.), Telangana, India 
HanMeuosaHHe, a,ri:pec " HOMep (License No 59/RR/AP/97/F/R) 

JIHQeH3HH DJIOW:a!J:KH, )];-p Pe)],,ll,11 ' c Jia6opaTOpHc JlT)],., ITpomBO)],CTBeHHOe no,ll,pa.3,ri:eJJemi:e-3, 
ocyw:ecTBJIHIOW:eii yqacTKH Mi 41 , tJaCTb 42, LiaCTb 45 11 qaCTb 46, .oaqynaJJJ111 (B11J1J1a)],)I{), 
DpOH3B0!J:CTBO/KOHTpOJih oaqynaJJJlH (MaH)],aJJ), Me)],9aJJ-Ma.nKa!J:)KrHpH ()];11cT.), WTaT 
KaqecTsa/shlnycK r Jlct> TenattraHa, l1H)],HH (Jl11QeH3HH Mt 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/ 
IIpnMeqauue: ITpo,ll,yKT cooTBeTcTByeT Tpe6oaaHl1HM H,D; 

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

Prepared by / 
flo)],rOTOBJleHo: ~ 

Date / 
,ll;aTa: 

Date / 
L(aTa: 

,,...J} -- Approved by: Manager/Executive / 
O)],o6petto: MeHe,wr<e._r:p~/....:P~ :;;,__.;,-

Date / 
23-o~ - 2LJ2lf' ,ll;aTa: 



CERTIFICATE OF ANALYSIS 

. • CEPTM~HKATAHAJIH3A 

Dr.Reddv's •• 
••• 

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

TTpoJlyla: Pa3o00 (pa6enpa30JJ), Ta6JJeTKH, ITOKPhlTbJe KH1lle1rnopaCTBOPHMOH o60JJOlfKOH, 20 Mr 

Market/ PblHOK : Russia / Poccm, 

Batch No./ 
: C2603517 

Batch Quantity/ 1500000 tab / 

Cepm1 .N'!! PaJMep cep,m 
: 

1500000 Ta6 

Analytical Report No. / 
: 890001873246 

Date of Analysis/ 
: 24/03/2026 

AHaJutTtt<IeCKHH OT'-IeT .N'2 ,l(aTa aHaJin3a 

Date of Manufacture/ 
: 24/02/2026 

Date of Expiry/ 
31/01 /2028 

,l(aTa nPOH3BOJlCTBa f'OJleH JlO 
: 

Mfg. License No. / 
MA number: / HoMep 

TT pOH3BOJlCTBeHH3SI : 59/RR/AP/97/F/R : JIII-.N"2(OO46O3)-(Pf'-RU) 
J1 Hl.lCH3HSI .N'2 

PY 

Analysis performed according to ND No.:/ AnaJIH3 npoBeJleH no H,l( .N'2: JITT-.N'2(OO46O3)-(Pf'-RU)-13O224 
Artworks of primary package approved: / MaKeThl nepswrnoi:i ynaKOBKH yTsepmJleHhI: 13.02.2024 
Artworks of secondary package approved: / MaKeThl BTOpH'IHOH ynaKOBKH YTBepmJleHhl: 13.02.2024 
PL approved: / JIB yrnePJKJleH: 10.02.2025 

Page 6 of 6 / CTp. 6 HJ 6 
3aKJIJO'leuue O COOTBeTCTBHH: « HacTOHmHM H nO)].TBep)K)].alO, '!TO npHBe.D,eHHaH Bh!We HHQ)OpMaUHH HBJrneTCH 

)].OCTOBepHOH J,f T04HOH. 3Ta cepHH npOAYKUHH npOH3Be.D,eHa (BKJII04aH ynaKOBKY (MapKHpOBKY) H KOHTpOJTb Kat.J:eCTBa) 

Ha BblWeyKaJaHHOH npOH3B0)].CTBeHHOH nnoma,IJ.Ke (nnoma.D,Kax) B nOJIHOM COOTBeTCTBHH C Tpe6oBaHHHMH IIpaBHJT 

tta)],Jle)l(aLUeH npoH3BO)].CTBeHHOH npaKTHKH EspaJHHCKoro 3KOHOMHLJecKoro cof03a (No. GMP/EAEU/RU/01293-2024 OT 

20 MaH 2024) 11 Tpe6oBaHHHMH KOHTpOJUl KalJeCTBa JleKapcTBeHHbIX cpe,IJ.CTB, a TaJOKe a COOTBeTCTBHH co 

cneuHQ)HKaUmIMH, CO.D,ep)l(aLUHMHCH B perHCTpauHOHHOM )],OCbe CTpaHbl-HMnOpTepa. 3anHCH no npOH3B0.D,CTBY, ynaKOBKe 

H aHaJTH3Y nposepeHbI, J,f ycTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHHHM TipaBHJT Ha.D,JTe)l<aLUeH npOH3B0.D,CTBeHHOH 

npaKTHKH EBpa3HHCKOfO 3KOHOMH4eCKOfO COI03a» . 

Remarks : The Product confirms to ND/ 
IlpnMe11auue: Tipo.D,yKT cooTBeTCTByeT Tpe6osaHHHM H,D: 

Prepared by I 
Tio,IJ.rOTOBJJeH~ 

Date I ~ .-p~ ,..... ~ 
.[(am: 

Date/ 

,[(am: 

Conclusion : APPROVED / 
3aKJ1ro11euue: O,l1;0:6PEHO 

Approved by: Manager/Executive / 

0.D.o6petto : M eHe.n.>1<e / 0;0.'HTeJJb 

Date/ 

.[(am: 

,;ft 




