
•·· . Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTFf<I>HKA T AHAJTFJ3A .. 

Product : Razo()<), enteric-coated tablets, 20 mg 

rlpo/lyKT: Pa30 . -ra6m:TKI!. n m<pblTbl e rmwelJHOpaCTBOpHMOtt o6oJJOlJKOH, 20 Mr 

Market/ PMHOK'. : Russia I Poccm1 

Batch No./ 
C2602026 

Batch Quantity I 1500000 tab/ 
Cepm1 N2 

: 
PaJMep cepnn 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001867673 

Date of Analysis / 
: 24/02/2025 

AHaJinTn<ieci.:nii 0T<teT N2 .L(aTa aHaJIHJa 
Date of Manufacture / 

: 22/12/2025 
Date of Expiry / 

30/11/2027 
.L(aTa np0H3B0/:J;CTBa ro11;eH 11;0 

: 

Mfg. License No./ 
TTpoH3B0/:J;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-N2(004603)-(Pr-RU) 
JIHQeHJHH N2 

Analysis performed according ND No I AHaJinJ npose11;eH no HlJ: N2: JIIT-N2(004603)-(Pr-RU)-130224 

N2 Test/ TToi.:aJaTeJih Result/ PeJyJihTaTbt 

1 Appearance/ Onncanne Round, biconvex, light-yellow coated 

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. I Kpyrnb1e, JJ:BOlIKOBbinYKJibie 

Ta6JJeTKH, noKpbTTbJe o60JJOlJKOH 

CBeTJJO-)l(eJJTOro l(BeTa C MapKHpOBKOH 

KpacHoro l\BeTa «RB20» Ha o,nHoi1 

CTOpOHe. Ha nonepel!HOM pa3pe3e lIJJ:pO 

6enoro l(BeTa. 

2 Identification By HPLC / Complies as prescribed/ 

3 

I111;enTmj>ni.:aunsi 83'}KX CooTBeTCTBYeT Tpe6osaHHlIM 

Average weight / 207.99 mg I 207,99 Mr 
Cpe11;nsisi Macca 

Remarks : The Product confinns to ND/ 
IIpuMeqauue: IlpO.L\YKT C00TBeT,gTr~r Tpe6oaaHJUIM HLI 

Prepared by / Checked by / 
llo1troT01111eno IlpoaepeH ~ 

Date I 
Liarn: 

Date/ 
Liarn: 

Page 1 of 5 / err,. 1 HJ 5 
Specification / HopMa 

Round, biconvex, light-yellow to yellow coated 
tablets imprinted "RB20" with red ink on one side. 
White to off-white tablet core on cross-section. / 

KpyrJibie, JJ;BOlIKOBbIITYKJible Ta6JieTKH, noKpbTTbJe 
o6oJIOlJKOH OT CBeTJIO-)l(eJJTOro ,no )l(eJIToro l(BeTa 
c MapKHposKoi1 KpacHoro l(BeTa «RB20» na o,nHott 
cTopoHe. Ha nonepel!HOM pa3pe3e lIJJ:po OT 6eJioro 
,no nolJTH 6enoro l(BeTa. 

The retention time of major peak in the 
chromatogram oftest solution should correspond 
to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay)./ BpeMH 
y,nep)l(HBaHHlI OCHOBHOro nHKa Ha 
xpoMaTorpaMMe HCllbJTyeMoro paCTBOpa JJ;OJI)l(HO 
COOTBeTCTBOBaTb BpeMeHH y,nep)l(HBaHHlI 
OCHOBHOrO llHKa Ha xpoMaTorpaMMe paCTBOpa 
crnH,napTHoro o6paJl(a pa6enpaJoJia HaTpHlI 
(paJ,neJI «KoJIHlJecTBeHHOe onpe,neJiettHe»). 

212.68 mg± 5 % (202.05 to 223.31 mg)/ 
212,68 Mr± 5 % (oT 202,05 Mr ,no 223,31 Mr) 

Conclusion : APPROVED / 
3aKJIJOqeuue: O,[l;OliPEHO 

Approved by: Manager/Executive / 
O.[(o6petto: Mette.[()Kep / Py1<0110.[(me11h 

~ 

Date I ~ ..... c:S\,,--~"-( 
Liarn: 



·•· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPT:U<l>:UKAT AHAJI:U3A 

Product : Razo0
", enteric-coated tablets, 20 mg 

npo,1:1yIIT: Pa:300<', Ta6neTKH, ITOKpb!Tble KJ1We1rnopacTBOp!1MOH o60JTOLJKOH, 20 Mr 

Market / PhrnOK : Russia I Poccm1 

Batch No./ 
C2602026 

Batch Quantity I 1500000 tab / 
CepttH .N"2 

: 
Pa3Mep cepnn 

: 1500000 Ta6 
Analytical Report No. / 

: 890001867673 
Date of Analysis I 

: 24/02/2025 
AnaJJHTHtJecKnii OT'leT .N"2 )J:aTa aH3JIH33 
Date of Manufacture / 

: 22/12/2025 
Date of Expiry / 30/11/2027 

,L(aTa npOH3BO,llCTB3 ro,1:1eH LIO 
: 

Mfg. License No. / 
TI pOH3BO,llCTBeHH3H : 59/RR/AP/97/F/R MA number:/ HoMep PY : JIIl-.N"2(OO46O3)-(Pr-RU) 
JIHUeH3HH .N'! 

Analysis J>erformed according ND No I AnaJJH3 npose,1:1en no HD. .N"2: JII1-.N"2(OO46O3)-(Pr-RU)-13O224 

4 Dissolution I PaCTBopenne Unit- l/E,1:111H11ua-l 3% 
Unit-2/E,1:111n11ua-2 1% 
Unit-3/E,1:11-1H11ua-3 2% 
Unit-4/E,1:1nH11ua-4 3% 
Unit-5/E,1:1nH11ua-5 1% 
Unit-6/E,1:111H11ua-6 0% 
Average/ Cpe,1:1H. 3HaLJeH11e: 2 % 
Unit- l /E,1:111H11ua- l 91 % 
Unit-2/Emrn11ua-2 90% 
Unit-3/E,1:111H11ua-3 90% 
Unit-4/E,1:111H11ua-4 89% 
Unit-5/E,1:111H11ua-5 88 % 
Unit-6/E,1:111H11ua-6 88 % 

Average/ Cpe,1:1H. 3HaLJeHwe: 89 % 
5 Related Substances / 

Po,llCTBeHHble npnMeCH 

Rabeprazole N-oxide/ Not detected / He o6Hapy)KeHa 
Pa6enpa:mna N-oKCWLI 

Rabeprazole Sulfone/ Pa6enpa3ona 0.14% I 0,14% 
cynbq>OH 

Rabeprazole Methoxy analog/ Not detected / He o6Hapy)KeHa 
Pa6enpa:mna MeTOKCH aHanor 

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

Rabeprazole Sulphide/ 
Pa6enpa3ona cynbq>HLI 0.04% I 0,04% 

Rabeprazole Related compound A/ 
Pa6enpa3ona pO.llCTBeHHaH Not detected/ He o6Hapy)KeHa 
npHMecb A 

Remarks : The Product confirms to ND/ 
IIpuMeqauue: TTpo,ll,yKT coorneTcrnyeT Tpe6oBaHJrnM H.U 

Prepared by / 
TTo,ll,rOTOBneHo.'--".-.-

Date/ 
,Uarn: 

•,J 

Date/ 
.Liarn: 

Paee 2 ofS I CTp. 2 H3 5 
In 0.1 M hydrochloric acid solution - not more than 
10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
claim m 2 h. I B 0,1 M pacTBope 
XJTOpHCTOBOLIOPOLIHOH Kl1CJ10Tbl - He 6onee 10 % OT 
HOMl1HaJTbHOro co,1:1ep)KaHHH C1sH20N3O3SNa 
(pa6enpa30JT HaTpHH) LJepe3 2 LJ. 

In buffer solution pH 8.0 - not less than 75 % (Q) of 
C1 sH20N3O3SNa (Rabeprazole sodium) label claim 
in 60 min./ B 6ycpepHOM pacTBope pH 8,0 - He MeHee 
75 % (Q) OT HOMl1HaJTbHOro co,1:1ep)KaH11H 
C1sH20N3O3SNa (pa6enpa30JT HaTpHH) LJepe3 60 MWH. 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Conclusion : APPROVED I 
3aKmoqeuue: O.IJ:OliPEHO 

Approved by: Manager/Executive/ 
0.[(o6peHo: MeHe,ll,)Kep / PyKoBO,ll,t!TeJlh 

~ 
Date/ 



••· · Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product : Razo0", enteric-coated tablets, 20 mg 
TTpoJJ;yKT: Pa30°'', Ta6JleTKH, ITOKpbITbJe KHWe1rnopaCTBOpHMOH o60J10LfKOH, 20 Mr 

Market/ P1,rnoic : Russia/ Poccm, 

Batch No./ 
: C26O2O26 Batch Quantity / 1500000 tab / 

CepnH .N"! Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001867673 

Date of Analysis / 24/02/2025 
AnaJJHTH'JeCKHH 0TLfeT .N"! .l(aTa anaJJH3a 

: 

Date of Manufacture / 
: 22/12/2025 

Date of Expiry / 
30/11/2027 

.l(aTa np0H3B0J];CTBa roJJ;eH ));0 
: 

Mfg. License No./ 
fl p0H3B0JJ;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-.N"!(004603)-(Pr-RU) 

JIHQeH3HH .N"! 

Analysis performed according ND No/ AnaJJu3 nposeJJ;eH no H.ll: .N"!: JITT-.N"!(004603)-(Pr-RU)-130224 

6 

7 

Rabeprazole Related compound Cl Not detected I He o6Hapy)KeHa 
Pa6enpa30J1a pO.L\CTBeHHall 
npHMecb C 

Specified Impwity at 
about RRT 1.37 Not detected I He o6Hapy)KeHa 

(Mass m/z=31O 
Imidazole) / TTpHMech npH RRT 
1,37 (Macca m/z=31O HMHAa3on) 

Specified Impurity at 
about RRT 1.51 Not detected I He o6Hapy)KeHa 
(Mass m/z=458 Benzo 

imidazole adduct) I TTp11MeCb rrp11 
RRT 1,51 (Macca m/z=458 
6eH3HMH)J;a30Jla aMyKT) 

Individual unidentified impurity/ Below BDL (BDL= 0.1 %) I H11)Ke 
EAHHHLfHal! rropora perncTpau,1111 (TIP 0, 1 % ) 
HeH.[\eHTHQ)HU,HpOBaHHal! rrpHMeCb 

Total impurities/ CyMMa 0.2%/0,2% 
np11Mece11 

Residual Solvents content / 1996 µg/tab / 1996 MKr Ha rn6neTKY 
OcTaToqn1,1e oprannqecKne 
pacTB0pHTeJJH 

Uniformity of dosage units / 3.9 I 3,9 
OJJ;HOpOJJ;HOCTb A03Hp0B3HHblX 
eJJ;HHHQ 

Remarks : The Product confirms to ND/ 
IlpHMeqanue: TTpo~yKT coorneTcrnyeT Tpe6osaHH51M H,[{ 

Prepared by I 
TTo~rornsnetto: -

Pa2e 3 of 5 I CTp. 3 HJ 5 
Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.2 % / He 6onee 0,2 % 

Not more than 2.0 % / He 6onee 2,0 % 

Isopropanol - not more than 2621 µg per tablet / 
lhonporraHon - He 6onee 2621 MKr tta rn6neTKY 

Acceptance value (AV) should be not more than 
15.0. I TToKa3aTeJlb rrp11eMneMOCTH (AV) AOJT)KeH 
6h1Th He 6onee 15,0. 

Conclusion : APPROVED I 
3aKmoqenue: 0.ll:OliPEHO 

Approved by: Manager/Executive / 
O~o6petto: Mette~)Kep I PyKoBo~HTeJlh 

~ 
Date I 
,[{am: 

,2-f;~o2 ~ 2o'2o Date I 
,[{am: 

Date I 
2-b-O 2- -UJ 2' ,[{am: 



•·· -Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo°'', enteric-coated tablets, 20 mg 
npo)ly1n: Pa3o°'', Ta6JieTKH, ITOKpbITble KHWe"IHOpaCTBOpHMOH o60JIO"IKOH, 20 Mr 

Market/ PMHOK : Russia/ PoccIDI 

Batch No./ 
: C2602026 

Batch Quantity / 1500000 tab I 
Cepm1 N! Pa3Mep cepnn 

: 
}500000 Ta6 

Analytical Report No./ 
: 890001867673 

Date of Analysis / 
: 24/02/2025 

AnaJJHTH<JeCKHH oT<teT N! ftaTa anaJJH3a 
Date of Manufacture / 

: 22/ 12/2025 
Date of Expiry / 

30/ 11/2027 
)laTa npoH3BO)lCTBa ro]leH JlO 

: 

Mfg. License No./ 
fl pOH3BOJlCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-N!(OO46O3)-(Pr-RU) 
JIHQeH3HH .N°! 
Analysis performed according ND No/ AnaJIH3 npose]leH no Hft N!: JITT-N!(OO46O3)-(Pr-RU)-13O224 

Pae:e 4 of 5 / Crp. 4 H3 5 
8 Microbiological purity*/ MttKpo6noJiornqecKaH 'IHCTorn* 

a) Total aerobic microbial count I Less than IO CFU/g / Not more than I 000 CFU/g / 
O6mee "IHCJIO a3p06HbIX Mettee 10 KOE/r He 6onee 1000 KOE/r 
M11KpoopraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mould count/ O6mee '-lHCJIO MeHee IO KOE/r He 6onee 100 KOE/r 
JlPO>IOKeBblX 11 ITJieCHeBblX rp116oe 

c) E.coli Absent in lg I Shall be absent in lg / 
OTcyTcTByeT e 1 r ,UomKHbl OTCYTCTBOBaTb e 1 r 

9 Assay/ KoJJn<JecTuennoe 19.4 mg / 19,4 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpeJleJ1eHne sodium) (90 to 110 % oflabel claim) per tablet. / 

OT 18,0 Mr JlO 22,0 Mr C1sH20N3Q3SNa 
(pa6errpa3oJI HaTpHjj) (oT 90 .uo 110 % OT 
HOMHHaJibHOrO co.uep)l{aHHjj) e Ta6JieTKe. 

10 Packaging/ YnaKOBKa 15 tablets in a (PVC/ Al/PA) foil 15 tablets in a (PVC/Al/PA) foil /aluminum foil 
/aluminum foil blister. 2 blisters with a blister. 1 or 2 blisters with a package insert in a 
package insert in a carton. / no 15 carton. I no 15 Ta6JieTOK B 6m-icTepe H3 
Ta6neToK e 6n11cTepe H3 (nBX/ AJJ/TIA) (ITBX/ AJJ/TIA) ¢oJibrH / aJIIOMHHHeBOH ¢oJibrH. no 
¢oJibrH / aJIIOMHHHeBOH ¢oJibrH. 2 I HJIH 2 6JIHCTepa BMeCTe c JIHCTKOM-BKJla,UbIWeM e 
6JIHCTepa BMecTe c JIHCTKOM- na'-lKY KapTOHHylO. 
BKJia,UbIWeM B na"IKY KapTOHHYIO 

API name/ HanMenosanue A<l>C: Rabeprazole sodium/ Pa6enpa3on HaTpwjj 

INN/MHH: 

API manufacturer batch number / 
HoMep cepnu npoH3BO./lHTCJJH A<l>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHQHH 
npOH3BOJlHTeJIH r Jl<J>: 

Remarks : The Product confinns to ND/ 
IlpnMeqauue: Tipo.D,yKT cooTBeTcTByeT Tpe60Bamu1M H.U 

Prepared by I 
Tio.D,roToBnetto· 

Date / 
)lam: 

C, 

Date/ 
,Uarn: 

---

Rabeprazole / Pa6enpa30JI 

ACSH000472 

FCSA01397 

Conclusion : APPROVED I 
3aKmoqeuue: O,Ll;Ol>PEHO 

Approved by: Manager/Executive / 
0.D,o6petto: Mette.D,)Kep / PyKoBo,n:ttTenh 

-s:--
Date / 
,llarn: 



••· , Dr.Raddy's "lllllli;• CERTIFICATE OF ANALYSIS 
CEPTM«l>HKAT AHAJIH3A 

Product: Razo°'', enteric-coated tablets, 20 mg 
ITpo,uy,n: PaJo°'', Ta6JieTKH, rroKpbITbre K11weqttopacTBopHMOH o6oJioqKoH, 20 Mr 

Market/ PblttOK : Russia / Poccm1 

Batch No./ 
C2602026 

Batch Quantity / 1500000 tab I 
Cepm, .N2 

: 
Pa3Mep cepuu 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001867673 

Date of Analysis / 
24/02/2025 

AttaJIHTH'feCKHH 0T'feT .N2 .L(aTa attaJIH3a 
: 

Date of Manufacture / 
: 22/12/2025 

Date of Expiry / 
30/11/2027 

.L(aTa ITP0H3B0/l,CTBa ro_uett )],0 
: 

Mfg. License No./ 
IT p0H3B0/l,CTBeHHast : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N2(004603)-(Pr-RU) 

JIHQeH3HH .N2 
Analysis performed according ND No/ AttaJIHJ npose,uett no H.L{ .N2: JITI-.N2(004603)-(Pr-RU)-130224 

Pae:e 5 of 5 / CTp. 5 H3 5 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India 

Tipon3BOAHTeJih AcJ>C, cTpatta: LJ:-p Pe,Qo:i,1'c Jia6opaTOp11c J1T)].., I1HAHJI. 

Name, address, authorization No for 
FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village), 

FP manufacturing site / Control site / 
Release site/ 

Bachupally (Manda]), Medchal-Malkajgiri (Dist.), Telangana, India 
(License No 59/RR/AP/97/F/R) 

HanMeHOBanue, a,upec H H0Mep JIHQeH3HH 
ITp0113B0/l,CTBeHHOe ITOAPaJAeJieHHe - 3, yqacTKH N!! 41, 'faCTb 42, qacTb 45 "qacTb 

ITJI0Ula)],KH, ocymecTBJIHIOUleH 
46, 6aqynanJIH (B11JIJiaA)K), 6aqynanJ111 {MaHAaJI), MeAqaJI ManKail,)KrJ1p11 0:J;wcT.), 

ITpOH3B0)],CTBO/KOHTpOJih 
wTaT TeJiattratta, I1HAHJI (JIHQeHJHJI N!! 59/RR/ AP/97 /F/R) 

Ka'feCTBa/BbtnYCK r JlcJ> / 

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 countIy. Production, packaging and testing 
records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic Union is established». 

3aKJIIO'fettue 0 C00TBeTCTBHH: «HacTOJIII.\HM JI ITO/l,TBep)Kil,alO, '{TO np11Be)],eHHaJ1 BbtWe HH<pOpMaQHJI JIBJIJleTCJI il,OCTOBepHOH H TOI{HOH. 
3Ta cepmI npOAYKLU1H np0113Be)],eHa (BKJIIOqaJI ynaKOBKY (MapKHpOBKY) 11 KOHTpOJib KaqecTBa) Ha BbIWeyKaJaHHOH rrp0113B0/l,CTBeHHOH 
ITJIO[l\a)],Ke (nJIO[l\a/l,Kax) B ITOJIHOM COOTBeTCTBHH C Tpe6oBaHHJIMH ITpaBHJI Ha)],Jie)Ka[l\eH rrpott3B0)],CTBeHHOH rrpaKTHKl1 EBpa311HCKoro 
3KOHOMttqecKoro coIOJa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) 11 Tpe6osaHHJIMH KOHTpom1 KaqecTBa JieKapcTBeHHhlX 
cpeil,CTB, a TaK)Ke B COOTBeTCTBHH co crreutt<pHKal.\HJIMH, COil,ep)Kall(HMHCJI B perncTpau;ttOHHOM /l,OCbe CTpaHbl-HMITOpTepa. 3arr11c11 no 
np0113B0/l,CTBY, yrraKOBKe H aHaJil13Y nposepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHJ1JIM TTpaBHJI Ha)],Jie)Kall(eH rrpOH3B0/l,CTBeHHOH 

npaKTHKl1 Espa3HHCKoro 3KOHOMH'leCKOfO COI03a». 

Remarks : The Product confinns to ND/ 
IIpnMe'lauue: ITpOL\YKT coorneTcrnyeT Tpe60BaH1rnM H.ZJ: 

Conclusion : APPROVED I 
3aKmoqeune: O,l(OEPEHO 

Prepared by / 
IToL(rOTOBJJe 

Date/ 
_Ilarn: 

0,, /) 

Date/ 
Ilarn: 

Approved by: Manager/Executive / 
0L(o6petto: MeHeL()Kep / PyKoBOL\HTeJib 

y-" 

Date/ 
,-()2,-2£,2..6 ,ZJ;arn: 




