
••• ~Dr.Reddy's ~;• CERTIF'TC SIS 
't CEPTMCI> A 

Product : Razo()(), enteric-coated tablets, 20 mg 
ITpoJJ.y1n: Pa3000

, Ta6neTKH, ITOKpb!Tbie KHwe•rnopaCTB0Pll~!OH 06ono<11,:0ii. 20 Mr 

Market / PLIHOK : Russia/ Poccmr 

Batch No./ 
C2602028 

Batch Quantity / 1500000 tab / 

Cep,m .N2 
: 

Pa3Mep cep1111 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001868584 

Date of Analysis / 
: 28/02/2026 

AHaJIHTHLfeCKHH 0T'leT ,N'g AaT11 aHann3a 

Date of Manufacture / 
: 26/12/2025 

Date of Expiry / 
30/11/2027 

llaTa noon3B0JJ.CTBa ro)J.eH )).0 
: 

Mfg. License No. / 
TT p0H3B0)).CTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JITT-.N'2(004603)-(Pr-RU) 

JIHUeH3HH ,N'g 

Analysis performed according ND No/ AHaJ1u3 npose)J.eH no HA .N'2: JITI-.N'2(004603)-(Pr-RU)-130224 

Page 1 of 5 / CTp. 1 m 5 
,N'g Test I TioKa3aTenh Result/ PeJyJILTaTbl Specification / HopMa 

1 Appearance/ OnncaHue Round, biconvex, light-yellow coated Round, biconvex, light-yellow to yellow coated 

tablets imprinted "RB20" with red ink on tablets imprinted "RB20" with red ink on one side. 

the one side. White tablet core on cross- White to off-white tablet core on cross-section. / 

section. I Kpyrnhre, JlBOllKOBbIITYKJJbre 
KpyrJJbie, }lBOllKOBbIITYKJJbie Ta6JJeTKH, ITOKpblTbie 
o60JJO'IKOH OT CBeTJJO-)l(eJJTOro }lO )l(eJJTOr0 UBeTa 

Ta6JJeTKH, ITOKpb!Tbie o6oJJO'IKOH c MapKHpOBKOH KpaCHOfO UBeTa «RB20» Ha O}lHOH 
CBeTJJO-)l(eJJTOro ueeTa C MapKHpOBKOH cTopoHe. Ha nonepe'IHOM pa3pe3e l!Jlpo OT 6enoro 
KpacHoro usern «RB20» Ha OJlHOH }lO IT0'ITH 6enoro UBeTa. 

cTopoHe. Ha nonepe'IHOM pa3pe3e llJlpo 

6enoro ueeTa. 

2 Identification By HPLC / Complies as prescribed/ The retention time of major peak in the 
JfoeHTmj>nKaUHH B3'.>KX CoOTBeTCTByeT Tpe6oeaHHll M chromatogram oftest solution should correspond 

to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay)./ BpeMll 
y}lep)l(HBaHHll OCHOBHOfO ITHKa Ha 

xpoMaTorpaMMe HCITbTTJeMoro paCTBOpa }lOJJ)l(HO 
COOTBeTCTBOBaTb BpeMeHH y}lep)l(HBaHHll 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe pacTBopa 

CTaH}lapTHoro o6paJua pa6enpa3ona HaTpHll 
(paJ}len «Kon11qecTBeHHoe orrpe}leJJeH 11e» ). 

3 Average weight / 208.98 mg / 208,98 Mr 212.68 mg± 5 % (202.05 to 223.31 mg)/ 
CpeJJ.HHH Macca 212,68 Mr± 5 % (OT 202,05 Mr }l0 223,31 Mr) 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IIpnMeqattue: flpo.IJ:yKT coorneTcrnyeT Tpe60Bamu1M HL{ 3aKmoqettue: O,[(OliPEHO 

Prepared by / 

~ 
Checked by / 

ID 
Approved by: Manager/Executive / 

flO.IJ:fOTOBJJeHo: flposepetto: 0.IJ:o6peHo: MeHe.IJ:)!(ep / PyKOBO.IJ:HTeJJb 
~ 

Date / ~-i-orC}.,09,h Date/ 
')..Q .-o~ .... ~'1---6 Date / -d ,-cl'\. .c::v. "-f 

,[{am: L{arn: L{arn: 



••· • Dr.Reddy's ~;• CERTfflC IS 
CEPTH< 

Product : Razo°'', enteric-coated tablets, 20 mg 
TTpo.LJ;yKT: Pa3o"'', Ta6JJeTKH, ITOKpb!Tble Kmue<rnopaCTBOpHMOH o6oJJ04KOH, 20 Mr 

Market / PhlHOK : Russia/ Poccm1 

Batch No./ 
C2602028 

Batch Quantity/ 1500000 tab / 

CepHH N2 
: 

PaJMcp ccp1111 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001868584 

Date of Analysis / 
: 28/02/2026 

AHaJIHTH'leCKHH OT'lCT N! .Ll:aTa aHaJIH3a 

Date of Manufacture / 
26/12/2025 

Date of Expiry / 
30/11/2027 

.llaTa npOH3BOJJ.CTBa 
: 

ro.ac11 .llO 
: 

Mfg. License No. / 
IJ pOH3BO.ll;CTBeHHaSI : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-N!(OO46O3)-(Pr-RU) 

JIHUeH3HSI N2 
Analysis performed acco,-ding ND No / AHaJIH3 npose.LJ;eH no 11,(l. N!: JITT-.N!i(OO-t6O3)-(Pf-RU)-13O224 

Paee 2 of 5 / CTo. 2 HJ 5 
4 Dissolution/ PaCTsopeune Unit-1 /EJJ.HHHUa-l 4 % In 0 .1 M hydrochloric acid solution - not more than 

Unit-2/E,n:HHHUa-2 4% 10 % ofC1sH20N 3O3SNa (Rabeprazole sodium) label 

Unit-3/E,n:HHHUa-3 4% claim in 2 h. I B 0,1 M pacTBope 

Unit-4/E,n:HHHUa-4 4% XJJOpHCTOBO.D:OPOAHOH KHCJJOTbl - He 6oJJee 10 % OT 

Unit-5/E,n:HHHUa-5 4% HOMHHaJJbH0r0 co.n:ep)KaH 1m C1 sH20N3Q3SNa 

Unit-6/E,n:HHHUa-6 3% (pa6enpa3oJJ HaTpHll) 4epe3 2 4. 

Average / Cpe,n:H. 3Ha4eHHe: 4 % 

Unit-l/E,n:1-1H1-1ua-l 88 % In buffer solution pH 8.0 - not less than 75 % (Q) of 

Unit-2/E,n:HHHUa-2 91 % C1 sH20N3O3SNa (Rabeprazole sodium) label claim 

Uni t-3/E,n:HHHUa-3 88% in 60 min./ B 6yq>epHOM pacTBope pH 8,0 - He MeHee 

Unit-4/E,n:HHHUa-4 88 % 75 % (Q) OT HOMHHaJJbHOro co.n:ep)KaHHll 

Unit-5/E,n:HHHUa-5 89 % C1sH20N3O3SNa (pa6enpa30JJ HaTpHll) 4epe3 60 MHH. 

Unit-6/ E,n:1-1H1-1ua-6 89 % 

Average / Cpe,n:H. 3Ha4eHHe: 89 % 

5 Related Substances / 
POJJ.CTBeHHhlC npHMCCH 

Rabeprazole N-oxide/ Below LOQ (LOQ = 0.022 %) I HH)Ke Not more than 0.5 % / He 6oJJee 0,5 % 
Pa6enpa3oJJa N-0Kc1-1.n: npe)leJJa KOJJH4eCTBeHHOro 

onpeAeJJeHHH (TIKO =0,022 %) 

Rabeprazole Sulfone/ Pa6enpa3oJJa Not more than 0.5 % / He 6oJJee 0,5 % 
CYJJbQ)OH 0.14% I 0,14% 

Rabeprazole Methoxy analog/ Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa30JJa MeTOKCH aHaJJor Not detected I He o6Hapy)KeHa 

Rabeprazole Chloro analog/ Not more than 0.5 % I He 6oJJee 0,5 % 
Pa6enpa30JJa xJJopo aHaJJOr 

Not detected I He o6Hapy)l(eHa 
Rabeprazole Sulphide/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpa3oJJa cyJJbQ>HA 

0.06 % 0,06% 

Rabeprazole Related compound Al 
Not detected I He o6Hapy)KeHa 

Not more than 0.5 % / He 6oJJee 0,5 % 
Pa6enpa3oJJa po,n:cTBeHHaii 
npHMeCb A 

Remarks : The Product confinns to ND/ Conclusion : APPROVED I 
IlpnMe1:Ja11ue: TTpo,LJ.yKT coorneTcrnyeT Tpe6oBamrnM H,ll 3aKJIIO'lenue: 0.11:0liPEHO 

Prepared by / 

~ 
Checked by / 

kD 
Approved by: Manager/Executive / 

TTo,LJ.roT0B11eHo: TTpoBepetto: 0,LJ.o6petto: Mette,LJ.)l(ep / PyKOBO)].HTeJlb 

~ 
Date I 

)._..~ ..-0 'l- ~ 1...-olkJ 
Date I 

J.--S-O:i... ..... 'l-0-z_..{, 
Date I 

~_.tS\_.~~ 
,llarn: ,llarn: ,llarn: 



•·· Dr.Reddy's ~;• CERTIFIC S 
CEPTM<I> 

Product : Razo , enteric-coated tablets, 20 mg 
Ilpo)l.y1u: Pa30°", Ta6neTKH, noKpblTble KH llJC4HopaCTB0PIIM OH 060J10~11<0TI , 20 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No./ : C2602028 
Batch Quantity / 1500000 tab / 

CepnH .N2 PaJMep cepuu 
: 1500000 Ta6 

Analytical Report No. / 
: 890001868584 

Date of Analysis / : 28/02/2026 
AttaJJHTH'leCKHH OT'teT .N'! .LJ:aTa anaJJHJa 

Date of Manufacture / : 26/12/2025 
Date of Expiry / 30/11 /2027 

.LJ:aTa npoHJBO)l,CTBa ro)l,eH )1,0 
: 

Mfg. License No./ 
IlpoHJBO)l,CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N2(004603)-(Pr-RU) 

JIHUeHJHH .N'! 
Analvsis performed according ND No I AnaJJHJ npose)l,eH no H.LJ: .N2: JIIT-.N2(00-l603)-(Pr-RU)-l30224 

Pa2e 3 of S I Crp. 3 HJ S 
Rabeprazole Related compound Cl Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpa3ona po;:i:cTBeHHaH Not detected / He o6Hapy)l(eHa 
np11Mecb C 

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

about RRT 1.37 
(Mass m/z=3 I 0 

Not detected / He o6Hapy)l(eHa Imidazole) / ITpnMecb np11 RRT 
1,37 (Macca m/z=310 ttMM)l,a3oJJ) 

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

about RRT 1.51 Not detected / He o6Hapy)l(eHa 
(Mass m/z=458 Benzo 

imidazole adduct)/ ITpnMecb npn 
RRT 1,51 (Macca m/z=458 
6eH3 HM ],jJ:J:aJOJla a.ll.llyKT) 

Individual unidentified impurity / Not more than 0.2 % / He 6onee 0,2 % 
E;:i:nHH4HaH 
Hettp:eHT11Ql111.1,11pOBaHHaH npnMeCb Below BDL (BDL= 0.1 %) / HM)l(e 

nopora perncTpa1.1,11M (TIP 0, 1 % ) 

Total impurities/ CyMMa 0.2% / 0,2% Not more than 2.0 % / He 6onee 2,0 % 
np11Mecei1 

6 Residual Solvents content I 1743 µg/tab / 1743 MKr Ha Ta6JJeTKY Isopropanol - not more than 2621 µg per tablet / 
OcTaTO'IHble opraHH'ICCKHe vhonponaHon - He 6onee 2621 MKr Ha Ta6JJeTKy 
paCTB0pHTCJIH 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpHMe11auue: ITpo,ayKT cooTBeTcTByeT Tpe6osamu1M H,[{ 3aKJIJO'leHHe: o,n:OEPEHO 

Prepared by / 

~ 
Checked by / 

4D 
Approved by: Manager/Executive / 

Ilo,aroTosneHo: ITposepeHo: O,ao6peHo: MeHe,am:ep / PyKoso,a11Tenh 
.,V" 

Date/ ~~ --0 i- ..-1,,0 % Date/ '-fl -02----~?..{, 
Date / ~ .--6\.., ~'\_.(' 

11am: ,[{am: llarn: 



•·· -Dr. Reddy's ~;• CERTIFIC IS 
CEPTH<l>IIKA T AHAJIH3A 

Product : Razo,, , enteric-coated tablets, 20 mg 
Ilpo,cryKT: Pa300<l, Ta6JJeTKH, noKpblTble 1rnwc•11mpacTBOpllMOii o60Jl0111i:Oii , 20 Mr 

Market / PbIHOK : Russia / Poccm, 

Batch No./ : C2602028 
Batch Quantity/ 1500000 tab / 
Pa3Mcp cepuu 

: 1500000 Ta6 CepnH .N2 
Analytical Report No./ 

: 890001868584 
Date of Analysis / 

: 28/02/2026 
AnaJJHTH'feCKHH OT'feT .N2 .lJ:aTa anaJJHJa 

Date of Manufacture / : 26/12/2025 
Date of Expiry / : 30/11/2027 

.llaTa npoHJBO,[lCTBa ro,creH ,[lO 

Mfg. License No./ 
IlpOHJBO,[lCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N2(004603)-(Pr-RU) 
JJHUeH3HH .N'! 

Analvsis performed according ND No/ AnaJJH3 npoee,cren no H.ll .N2: JIJT-.N2(004603)-(Pr-RU)-130224 

Page 4 of 5 I Crp. 4 u3 5 
7 Uniformity of dosage units / 2.1 / 2,1 Acceptance value (AV) should be not more than 

O,crnopOJJ.HOCTb ,ll03HpOB3HHblX 15.0. I TioKaJaTeJJb npHeMJJeMocrn (AV) tlOmKeH 
e,[lHHHU 6bITb He 6oJJee 15,0. 

8 Microbiological purity*/ MnKpo6noJJoruqecKaH 'fHCTOTa* 

a) Total aerobic microbial count / Less than 10 CFU/g I Not more than 1000 CFU/g / 
O6w,ee 4HCJIO a3p06HhlX Mettee 10 KOE/r He 6oJJee 1000 KOE/r 
MHKpoopraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g I 
mould count / O6w,ee 4HCJJO Mettee 10 KOE/r He 6oJJee 100 KOE/r 
llPO)IOKeBblX H nJJeCHeBblX rpH60B 

c) E.coli Absent in lg / Shall be absent in lg/ 
OTcyTcrnyeT B 1 r AomKHbl OTCYTCTBOBaTb e 1 r 

9 Assay / KoJJuqecTeennoe 19.5 mg / 19,5 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpe,creJJenue sodium) (90 to 110 % of label claim) per tablet. / 

OT 18,0 Mr tlO 22,0 Mr C,sH20N3O3SNa 
(pa6enpa10JJ HaTpHJr) (oT 90 ,cro 110 % OT 
HOMHHaJJbH0ro co,crep)r<aHmr) e Ta6JJeTKe. 

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. / TTo 15 carton. I TTo 15 Ta6JJeTOK B 6JJHCTepe H3 
Ta6JJeTOK 0 6JJHCTepe H3 (TTBX/ AJI/TTA) (ITBX/ AJI/TTA) cpOJJhrH / aJJJOMHHHesow cpoJJbrH. ITo 
cpOJJbrH / aJJIOMHHHeBOH cpOJJbrH. 2 1 HJJH 2 6JJHCTepa BMeCTe c JlHCTKOM-BKJJa,[lhIWeM 0 

6JJHCTepa BMeCTe c JIHCTK0M- na4KY KapTOHHyJO. 
BKJJa,[lb!WeM B na'IKY KapTOHHYIO 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: TTpo,nyKT cooTBeTcTByeT Tpe60Bamu1M HJ:( 3aKJIIO'lenue: 0,l];QliPEHO 

Prepared by / 

0-
Checked by/ 

~ 
Approved by: Manager/Executive / 

Ilo.nroTOBJTetto: TTpoBepetto: 0.no6petto: Mette.n)Kep I PyKoBo,nineJTh 
~ 

Date I 
1-'z> -o 2.-- 'Lo 16 Date/ ')_ Q- .-cf:>- - '2-01-- G Date / ~~~""-f 

.[{am: .[{am: .[{am: 



•·· • Dr. Reddy's ~;• CERTIF1CATE OF NALY JS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo°'', enteric-coated tablets, 20 mg 
ITpoJly1n: Pa30°'', rn6JJeTK11, noKpbITbre K11we 1rnopacTBop11Moi-l o6oJJ04KOH, 20 Mr 

Market / P1,rnoK : Russia/ Poccm1 

Batch No./ 
C2602028 

Batch Quantity / 1500000 tab / 

Cepm1 .N'2 
: 

Pa3Mep ccpnu 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001868584 

Date of Analysis / 
: 28/02/2026 

AHaJJHTHlfeCKHU OTlfeT .N'2 11.aTa aHanu1a 

Date of Manufacture / 
: 26/12/2025 

Date of Expiry / 
: 30/11/2027 

11.aTa npoHJBOJlCTBa ro)leH JlO 

Mfg. License No./ 

IT poHJBOJlCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N'2(OO46O3)-(Pr-RU) 

JTHUeHJHH .N'2 
Analysis performed according ND No/ AHaJTHJ npose)leH no Hll. .N'2: JITI-:Nl!(00.J603)-(Pr-RU)-130224 

Page 5 of 5 / CTp. 5 HJ 5 
API name/ HauMeHoBaHue A(J)C: Rabeprazole sodium / Pa6enpa30JJ HaTp11.11 

INN /MHH: Rabeprazole / Pa6enpa30JJ 

API manufacturer batch number / 
ACSH000527 & ACSH000569 

HoMep cepuu npoHJBOJlHTeJTH A(J)C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6cTaHUHH FCSA01398 & FCSA01957 

IlPOHJBOJlHTeJTH r Jl(J>: 

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

IIpou1so,[luTen1, A(J)C, cTpaHa: ,U-p Pe)l)],11' c Jla6opaTOp11c J1TJl., 11HJll1.ff. 

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

FP manufacturing site I Control site / 
Bachupally (Manda)), Medchal-Malkajgiri (Dist.), Telangana, India 

Release site / 
(License No 59/RR/AP/97/F/R) 

HanMeHOBaHue, a)lpec H HOMep JIHQeHJHH 
TTp0113B0JlCTBeHHOe no.upa3,ueJJeH11e - 3, y4aCTK11 N2 41, 11aCTb 42, 4aCTb 45 1111aCTb 

IlJTO(Ua,[lKH, ocy11.1ecTBJIHIOLQCU 
46, oa4ynaJJJJH (B1rnJJM)I(), 6a4ynanJJ11 (Matt.nan), Me.u11an ManKaJl)KrHpH (.lJ),cT.), 

npOHJBOJlCTBO/KOHTpOJJb 
WTaT Tenattratta, HH.UHH (JI111..1.eHJHH N2 59/RR/AP/97/F/R) 

KalfCCTB3/BblllVCK r Jl(J) / 

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

3aKJIIOlfeHHe O COOTBeTCTBHH: «HacTOHll\11M H flO,UTBep)f(,UaJO, 'ITO npHBe,UeHHil.ff BbIWe 11Hq>OpMaUHH HBmleTCH ,UOCTOBepHOH 11 TOlJHOH. 

3Ta cepHH npO.UYKU1111 np0113Be,UeHa (BKJJIOlJaH ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb Ka4eCTBa) Ha BhrweyKaJaHHOH np0113B0.UCTBeHHOH 

flJ!Oll\aJlKe (nJJOll\aJlKax) B flOJJHOM COOTBeTCTBHl1 C Tpe6oBaH11.ffMH TTpaBHJJ HaJlJJe)f(all\eH: np0113B0JlCTBeHHOH npaKTl1Kl1 Eepa311HCKOro 
3KOHOMH4ecKoro co101a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H Tpe6oeaHHHMH KOHTpOJJ.ff KatJecTBa neKapcTBeHHblX 

cpeJlCTB, a TaK)f(e B COOTBeTCTBl111 co cneu11Cp11KaUl1.ffMl1, COJlep)f(all\HMHCH B per11cTpau110HHOM JlOCbe CTpaHbl-11MnOpTepa. 3anHCH no 

npOH3B0JlCTBY, ynaKOBKe 11 aHaJJl13y npoBepettbl, 11 ycTaHOBJJeHO HX COOTBeTCTBHe Tpe6oBaH11.ffM TipaBHJJ HaJlJ]e)f(all\eH: np0113B0JlCTBeHHOH: 
npaKTHK11 EBpa311HCKOro 3KOHOMHlJeCKOro COIOJa». 

Remarks : The Product confinns to ND/ Conclusion : APPROVED / 
IIpuMeqauue: IlpO.L\YKT cooTBeTcTByeT Tpe6oBaHIUJM H1I 3aKJIIO'lenue: 0)];01.iPEHO 

Prepared by / 

~ 
Checked by/ 

~ 
Approved by: Manager/Executive / 

Ilo.L1rOTOBJ1etto: IlpoBepetto: 0.L106petto: Mette,u)Kep I PyKoBO.L\r1TeJ1b 
~ 

Date / 
?--, ~ -o ')., - '1o 'lk Date/ 

~ ..-C)') ... - ')..CJ 1.- (; 
Date/ ~A'\...~'\..{' 

)];am: )];am: liarn: 




