
••• Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTU<l>lfKAT AHAJIIl3A 

Product : Razo°'', enteric-coated tablets, 20 mg 
npo.n:y,a: Pa:m°", Ta6JleTKI1, noKpblTbie KI1lllelJHOpacTBOp11MOH 060J10lJKOH, 20 Mr 

Market / PhrnOK : Russia / Poccm, 

Batch No./ 
C2602025 

Batch Quantity I 1500000 tab/ 

CepuH .N"2 
: 

Pa3Mep cepuu 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001867672 

Date of Analysis / 
: 24/02/2026 

AnaJJHTH'fecKuii OPieT .N"2 .Ll:aTa ananu3a 

Date of Manufacture / 
: 20/12/2025 

Date of Expiry I 
30/11/2027 

llaTa npoH3BO.D:CTBa ro.n:en .n:o 
: 

Mfg. License No./ 
TT p0113B0.D:CTBeHHaH : 591RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(004603)-(Pr-RU) 

JJHQeH3HH .N"2 
Analysis performed according ND No/ AnaJJH3 npose.n:en no ff.LI: .N"2: JIII-.N"2(004603)-(Pr-RU)-130224 

.N"2 Test/ TToKa3aTeJJh Result/ Pe3yJJhTaThl 

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

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. I Kpyrnh1e, .n:soHKOBhmyKJ1bIe 

Ta6J1eTKI1, noKpblTble 060J10lJKOH 

CBeTJlO-)l(eJlTOro U:BeTa C MapKI1pOBKOH 

KpacHoro u:sern «RB20» Ha o.n:HoH 

CTOpOHe. Ha nonepetJHOM pa3pe3e HAPO 

6eJ1oro u:seTa. 

2 Identification By HPLC / Complies as prescribed I 
11.n:eHTHlj>HKaU:HH B3JKX CooTBeTCTByeT Tpe6osaHI1.!IM 

3 Average weight / 208.10 mg/ 208,10 Mr 

Cpe.n:nsm Macca 

Remarks : The Product confinns to ND/ 
IIpuMe'lauue: TTpo,uyKT coorneTcrnyeT Tpe6oBamrnM H,[{ 

Prepared by / 
TTo,uroTOBJietto: ~,_,. _ __,..-

Checked by/ 
npoaepcH 

Page 1 of 5 / CTp. 1 m 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./ 

KpyrJlbie, .D:BOHKOBbinYKJlbie Ta6JleTKl1, noKpb!Tbie 
o60J10lJKOH OT CBeTJlO-)l(eJlTOro .n:o )l(eJlTOro U:BeTa 
c MapK11posKOH KpacHoro u:seTa «RB20» Ha o.n:noi1 
cTopoHe. Ha nonepetJHOM pa3pe3e H.JJ:po OT 6eJ1oro 

.n:o rrotJTH 6eJ1oro u:seTa. 

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). I BpeMH 
y.n:ep)l(I1BaH11.11 OCHOBHoro n11Ka Ha 

xpoMaTorpaMMe 11cnbITyeMoro pacTsopa .JJ:OJl)l(HO 
COOTBeTCTBOBaTb BpeMeHI1 y,n:ep)l(I1BaHlrn 

ocHOBHoro n11Ka Ha xpoMaTorpaMMe pacTBopa 

cTaH,n:apTHoro o6pa3u:a pa6errpa30J1a HaTpH.11 
(pa3,n:eJ1 «KoJ111tJeCTBeHHoe onpe.n:eJ1eHHe»). 

212.68 mg± 5 % (202.05 to 223.31 mg) I 
212,68 Mr± 5 % (OT 202,05 Mr .n:o 223,31 Mr) 

Conclusion : APPROVED I 
3aKJIIO'leuue: O.D:OliPEHO 

Approved by: Manager/Executive / 
0,uo6petto: Mette,u)Kep / PyKoBO.UHTenh 

~ 
Date I 
,Uara: 

Date/ 
,Uara: 

Date/ 
26----02 -~ ,Uara: 



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

Producl : Razo~' enteric-coated tablets, 20 mg 
Opo11yh.--r: Pa:30()(). Ta6JteTKJJ, n0KpblTblC ,mwcLJ H0pacrnopHMOM 060110'IKOH. 20 Mr 

Market / PblHOK : Russia/ Pocc1ur 

Batch No./ 
: C2602025 Batch Quantity / 1500000 tab / 

Cevnsi N2 PaJMep cepnn 
: 

1500000 rn6 
Analytical Report No./ 

: 890001867672 
Date of Analysis / 

: 24/02/2026 
AHaJJHTH'feCKHH OT'IeT N2 .lJ:aTa aHaJJH33 
Date of Manufacture / 

: 20/12/2025 Date of Expiry / 
30/11/2027 

.lJ:aTa TTDOH3BOP,CTBa ro.n;eH ,UO 
: 

Mfg. License No./ 
npOH3B0,UCTBeHHaSI : 59/RR/AP/97/F/R MA number: / HoMep PY : JHI-N2(004603)-(Pr-RU) 
JJHQeHJHH N2 
Analysis performed according ND No/ AHaJJHJ nposep_eH no H.lJ: N2: JIIl-N2(004603)-(Pr-RU)-130224 

4 Dissolution/ PacrsopeHne Unit-1/Ep_nHHUa-1 0% 
Unit-2/E.n;nHnua-2 4% 
Unit-3/Ep_wmiua-3 3% 
Unit-4/EnnHnua-4 0% 
Unit-5/E.n;nHnua-5 1% 
Unit-6/E.n;wHwua-6 2% 
Average/ Cpe.n;H. JHalfeHne: 2 % 
Unit- I /E.n;HHHUa-1 88% 
Unit-2/E.n;nHnua-2 92% 
Unit-3/E.n;nHnua-3 89% 
Unit-4/EnnHHUa-4 88 % 
Unit-5/E.n;nHnua-5 87 % 
Unit-6/E.n;wHnua-6 88% 

Average / CpenH. JHa'!eHne: 89 % 
5 Related Substances / 

Po.n;cTseHHbre npuMecu 

Rabeprazole N-oxide/ Not detected I He o6Hapy)KeHa 
Pa6enpa3011a N-0Kc11.n; 

Rabeprazole Sulfone/ Pa6enpa3011a 0.15% I 0,15% 
cyJJhQ)OH 

Rabeprazole Methoxy analog/ Not detected / He o6Hapy)KeHa 
Pa6errpa3ona MeTOKCH aHanor 

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

Rabeprazole Sulphide/ Below LOQ(LOQ=0.027%) 
Pa6enpaJona cynhqm.n; HH)Kenpe.n;enaKOJIHlfeCTBeHHOro 

onpe.n;eneHH.11 (ITKO =0,027%) 

Rabeprazole Related compound A/ 
Pa6enpa3ona po)lcTBeHHa.11 Not detected / He o6Hapy)KeHa 
npnMecb A 

Remarks : The Product confinns to ND/ 
IlpHMeqauue: ITpo,lJ,yKT coorneTcrnyeT Tpe6osatt1u1M H,Zl; 

Prepared by / 
ITo,1J,rornsncMo:•--»-~ 

Date / 
,[(aTa: 

\ 
~ 

Date/ 
narn: 

,....J -

Pa!!e 2 of 5 I Crp. 2 HJ 5 
In 0.1 M hydrochloric acid solution - not more than 
10 % ofC1SH20N3O3SNa (Rabeprazole sodium) label 
claim in 2 h. I B 0,1 M paCTBOpe 
XJJOpHCTOBOP,Op0.n;HOM KHCJJOThl - He 6011ee 10 % OT 
HOMHHaJJbHOfO co.n;ep)KaHH.11 C1 sH20N3O3SNa 
(pa6errpaJ011 HaTpn.11) qepe3 2 'I. 

In buffer solution pH 8.0 - not less than 75 % (Q) of 
C1sH20N3O3SNa (Rabeprazole sodium) label claim 
in 60 min. I B 6ycpepHoM pacTBope pH 8,0 - He MeHee 
75% (Q) OT HOMHHaJJhHOrQ conep)KaH11.11 
C1sH20N3O3SNa (pa6enpaJ011 HaTpn.11) 4epe3 60 MHH. 

Not more than 0.5 % / He 6011ee 0,5 % 

Not more than 0.5 % I He 6011ee 0,5 % 

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

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

1 Not more than 0.5 % I He 6onee 0,5 % 

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

Conclusion : APPROVED / 
3a1rnioqeuue: O,ll;OliPEHO 

Approved by: Manager/Executive / 
0,1J,06petto: Mette,IJ,)Kep / PyK0B0,1J,11TeJ1b 

~ 
Date/ 
narn: 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJIH3A 

Product : Razo°'', enteric-coated tablets, 20 mg 
ITpo,uyKT: Pa3o°'1, Ta6JieTKH, noKpblTble KttIIJe4HOpacTBopttMOH o6oJI04KOH, 20 Mr 

Market / PblHOK : Russia / Poccm, 

Batch No./ 
: C2602025 

Batch Quantity / 1500000 tab / 
Cepm, .N2 PaJMep cepuu 

: 
1500000 Ta6 

Analytical Report No. I 
: 890001867672 

Date of Analysis / 
: 24/02/2026 

AHaJJHTH'leCKHH OT'leT .N2 .L(aTa auanu3a 

Date of Manufacture / 
: 20/12/2025 

Date of Expiry / 
30/11/2027 

.L(aTa npoH3B0,UCTBa fo,ueH ,UO 
: 

Mfg. License No./ 
TI pOH3B0,UCTBeHH3SI : 59/RR/AP/97/F/R MA number:/ HoMep PY : JIIT-.N2(004603)-(Pf-RU) 
JJHQeHJHSI .N"! 
Analysis performed according ND No/ Auanm npoee,uen no H.L( .N2: JIII-.N2(004603)-(Pf-RU)-130224 

6 

Rabeprazole Related compound Cl 
Below LOD (LOD =0.02 %) I Htt,Ke Pa6enpaJ011a po.ncTeettHall 

np11Mecb C npe.nena 06Hapy,KeH11ll (TIO= 0,02%) 

Specified Impurity at 
about RRT 1.37 
(Mass m/z=310 Not detected / He o6Hapy,KeHa 
Imidazole) / Ilp11Mecb nptt RRT 
1,37 (Macca m/z=3 IO 11Mtt.na30JI) 

Specified Impurity at 
about RRT 1.51 
(Mass m/z=458 Benzo 

imidazole adduct)/ TTpttMeCb nptt 
Not detected / He o6Hapy,KeHa 

RRT l,51 (Macca m/z=458 

6eH3HMH,Ua30Jia a.u,uyKT) 

Individual unidentified impurity I 
E,uttHtt4Hall 
He11,ueHTHQ)HU11poeaHHall npttMeCb 

Below BDL (BDL= 0.1 %) / Htt,Ke 
nopora pemcTpau,tttt (TIP 0, 1 % ) 

Total impurities / CyMMa 0.1%/ 0,1% 
npttMecew 

Residual Solvents content / 1 720 µg/tab / 1720 MKr Ha Ta6neTKY 
OcTaTO'IHble opraHH'leCKHe 
paCTBOpHTeJJ H 

Remarks : The Product confinns to ND/ 
IIpuMeqauue: ITpo,nyKT cooTBeTcTByeT Tpe6osamrnM H,ll; 

Prepared by / 
ITo,nrornsneuo: 

Date / 
,ll;aTa: 

. 
Checked by/ 
ITposepe1-10· -
Date/ 
,[{am: 26~tJ2rUJ 

Pa2e 3 of 5 / CTp. 3 m 5 
Not more than 0.5 % I He 6011ee 0,5 % 

Not more than 0.5 % I 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 / 
I-honponattoJI - He 6onee 2621 MKr Ha rn6neTKY 

Conclusion : APPROVED / 
3a1rnroqeuue: O.Ll:OliPEHO 

Approved by: Manager/Executive I 
O,no6peuo: Meue_n)Kep / PyK0B0,n1nerrh 

Date / 
)];aTa: 

~ 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo ", enteric-coated tablets, 20 mg 
n poey,n: Pa3o(}\', Ta6JJCTKll. noKpblTble KMUJClfHOp3CTBOpHMOi1 o60JJO'IKOH. 20 Mr 

Market / Pbrnoic : Russia / Poccm, 

Batch No./ 
: C2602025 

Batch Quantity / 1500000 tab / 
Cel)HH .N'2 Pa3Mep cepHH 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001867672 

Date of Analysis / 
: 24/02/2026 

AHaJIHTH'leCKHH OT'leT .N°! )laTa aHaJIHJa 
Date of Manufacture / 

: 20/12/2025 
Date of Expiry / 

30/11 /2027 
)laTa npoHJBO~CTBa ro~eH ~O 

: 

Mfg. License No. / 
IlpOHJBO~CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N'2(004603)-(Pr-RU) 
JIHUeHJHH .N°! 

Analvsis performed accordinl! ND No/ AHaJIHJ npoee~eu no Hll N2: JITI-.N'2(004603)-(Pr-RU)-130224 

7 Uniformity of dosage units / 5.0 I 5,0 
O~Hopo~HOCTb ~03HpoBaHHbIX 
C~HHHU 

8 Microbiological purity*/ Mnicpo6nonornqecicaH 'IHCTOTa* 

a) Total aerobic microbial count / Less than IO CFU/g / 
O6mee '111CJIO a3p06HbIX Mettee 10 KOE/r 
M11KpoopraHH3MOB 

b) Total combined yeasts and Less than IO CFU/g I 
mould count / O6mee '!11cno MeHee 10 KOE/ r 
~p0)1()1(eBbIX H nnecHe.BbIX rp1160B 

c) E.coli Absent in lg / 
OTCYTCTByeT a 1 r 

9 Assay/ KonnqecTBeHHoe 19.4 mg / 19,4 Mr 
onpe~eJieHne 

10 Packaging/ Ynaicosica 15 tablets in a (PVC/Al/PA) foil 
/aluminum foil blister. 2 blisters with a 
package insert in a carton./ no 15 
Ta6JJeToK e 6n11cTepe 113 (nBX/ AJJ/ITA) 
<jJOJJbrH / aJJIOMHHHeBOH <jJOJJbrH. 2 
6JJl1CTepa BMeCTe c JIHCTKOM-
BKJla)lb!WeM B na'IKY KapTOHHYIO 

Remarks : The Product confinns to ND/ 
IIpnMeqauue: TTpo~yKT coorneTcrnyeT Tpe6osamrnM H,[( 

Prepared by / 
TTo.ur T0BJleH 

Date / 
.[{aTa: 

' Checked by/ 

np BepeHO~L-

Date/ 
,[{am: 

Pa~e 4 ofS I CTp. 4 HJ 5 
Acceptance value (AV) should be not more than 
15.0. I IToKa.JaTeJJb np11eMJ1eMocm (AV) Jl0JJ)l(eH 
6b1Tb He 6onee 15,0. 

Not more than 1000 CFU/g I 
He 6onee 1000 KOE/ r 

Not more than 100 CFU/g / 
He 6onee 100 KOE/r 

Shall be absent in lg/ 
,UOJJ)l(Hbl OTCYTCTBOBaTb a 1 r 

18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
sodium) (90 to 110 % of label claim) per tablet. / 
OT 18,0 Mr .no 22,0 Mr C1 sH20N3O3SNa 
(pa6enpa30Jl HaTpm,) (OT 90 ./lO 110 % OT 
HOMHHaJJbHOrO co.nep)l(aHHll) e Ta6JJeTKe. 

15 tablets in a (PVC/Al/PA) foil /aluminum foil 
blister. 1 or 2 blisters with a package insert in a 
carton. I no 15 Ta6JJeTOK B 6rr11cTepe H3 
(IIBX/ AJJ/IIA) <jJOJJbrH / aJJIOMHHHeBOH <jJOJJbrH. no 
1 HJIH 2 6JJHCTepa BMeCTe c JIHCTKOM-BKJia./lbIWeM e 
na'IKY KapTOHHylO. 

Conclusion : APPROVED / 
3aKJIIoqeuue: O,ll;OliPEHO 

Approved by: Manager/Executive / 
O~o6peHo: MeHe~)Kep / PyKoB0~1,nenh 

Date I 
Ilarn: 

~ 



•·· _Dr. Raddy's "llllli;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product : Razo()(), enteric-coated tablets, 20 mg 
TTpo,11;yKT: Pa:mM, rn6neTKH, rroKpbITbie Kl1IIJeqttopacTBopHMOH o6onoqKott, 20 Mr 

Market / PMHOK : Russia / Poccm, 

Batch No./ 
C2602025 

Batch Quantity I 1500000 tab/ 

CepnH ,N'Q 
: 

PaJMep cepnn 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001867672 

Date of Analysis I 
: 24/02/2026 

AHaJJHTH'JecKntt OT'leT ,N'Q L{aTa aHaJJnJa 

Date of Manufacture / 
: 20/12/2025 

Date of Expiry / 
30/11/2027 

L{aTa ITPOHJBOACTBa foti:eH AO 
: 

Mfg. License No./ 
TTpoHJBOACTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIJI-.N"Q(OO46O3)-(Pf-RU) 

JIHUeHJHSI ,N'Q 

Analysis performed according ND No/ AHaJJnJ nooseii:eH no HL{ ,N'Q: JIJI-,N"Q(OO46O3)-(Pf-RU)-13O224 

PaR:e 5 of 5 / CTP. 5 HJ 5 
API name/ HanMeHoBaHne A<l>C: Rabeprazole sodium/ Pa6enpa.JoJ1 ttaTpm, 

INN /MHH: Rabeprazole / Pa6errpa.JoJ1 

API manufacturer batch number / 
ACSH000442 & ACSH000472 

HoMep cepnn npoHJBOilHTeJJH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepnn cy6cTaHUHH FCSA0l396 & FCSA01397 
npOH3BOtJ:HTeJJH f Jl(f): 

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

TTponJBOtJ:HTeJJb A<l>C, cTpaHa: )l-p Pei:um'c Jia6opaTOp11c JlTtJ:., 11Hti:11». 

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 (Mandal), Medchal-Malkajgiri (Dist.), Telangana, India 
• (License No 59/RR/AP/97/F/R) 

HanMeHOBaHne, aii:pec" HOMep JJHUeHJHH 
ITpoHJBOtJ:CTBeHHOe rroii:pa3ti:eJ1ett11e - 3, yqacTKH ]\l"Q 41, qacTb 42, qacTb 45 11 qaCTb 

JlJJOW:ati:KH, ocym:eCTBJIHIOII.leH 
npoHJBOtJ:CTBO!KOHTpOJJb 

46, Eaqyrrann11 (811nnati:)K), Eaqyrrann11 (Mattii:an), Meii:qan ManKatJ:)KrHpH ()l11cT.), 

Ka'JeCTBa/BblDYCK f Jl(f) / 
IIITaT Tenattratta, Httii:11» (JI11uettJ11» ]\l"Q 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/0I293-2024 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». 

3aKJJIO'JeHne O COOTBeTCTBHH: «HacTO»IU11M » ITOATBep)KtJ:alO, qTo np11seii:ettHa» BbIIIJe HH!pOpMaU11SI SIBJlSleTCSI AOCTOBepttow 11 TOqHOW. 
3Ta cepHSI npOAYKUH11 rrpoHJBeti:etta (BKJllOqaSf ynaKOBKY (MapK11pOBKY) 11 KOHTpOJlb KaqecTBa) Ha BblIIIeyKa.JaHHOH rrp0113B0ACTBeHHOH 
JlJlOIUati:Ke (nnomati:Kax) B ITOJlHOM COOTBeTCTBl1H C Tpe6osaHH»Ml1 llpaBl1Jl ttati:Jle)Kamew rrp0113BOACTBeHHOH rrpaKTl1Kl1 EBpa3HWCKOro 
3KOHOM11qecKoro coIOJa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) 11 Tpe6osatt11S1MH K0HTpon» KaqecTBa neKapcTBeHHbIX 
cpeti:CTB, a TaK)Ke B COOTBeTCTBHH co crreu11cp11KaUl1SIMH, coii:ep)KaJUHMHCSI B per11cTpau110HHOM AOCbe CTpattbl-11MITOpTepa. 3arrHCH ITO 
npOH3BOACTBY, ynaKOBKe H attan113y rrposepeHbl, 11 ycTaHOBJleHO HX COOTBeTCTBl1e Tpe6osaHHl!M ITpaBHJl Hati:Jle)Kamew rrpOH3B0tJ:CTBeHHOW 

rrpaKTl1KH Espa311WCKOro 3KOHOMHqecKoro COIOJa». 

Remarks : The Product confirms to ND/ 
IIpuMeqauue: TTpOJ:\YKT coorneTcrnyeT Tpe6oBaHH51M H,n: 

'\ 

Prepared by / 
ITo,[(roTosJ1e1-10: 

Date/ 
,Zl;arn: 

Date/ 
,n:arn: 

-

Conclusion : APPROVED / 
3aKJuoqeuue: O,U:OEPEHO 

Approved by: Manager/Executive / 
0J:(o6petto: Mette,[()Kep I PyKoBOJ:\HTeJib 

'y7 

Date/ 
11am: 




