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

Product : Razo®, enteric-coated tablets, 20 mg 
Ilpo.l{yKT: Pa3o®, Ta6JieTKH, IlOKpbITI,Je KHIIIeqHopacTBOpHMOH o6onoqKoii, 20 Mr 

Market / PblHOIC : Russia / PoccIDI 

Batch No./ 
: C2514532 

Batch Quantity/ 1500000 tab/ 

Cepusr .N"!! Pa3Mep cepeu 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001850710 

Date of Analysis I 
: 30/11/2025 

AHaJIHTuqecICuii OTlfeT N!! .l(aTa aHaJIH38 
Date of Manufacture/ 

12/09/2025 
Date of Expiry/ 

31/08/2027 
L{aTa npOH3B0.llCTBa 

: 
ro.l{eH .llO 

: 

Mfg. License No./ 
IlpOH3B0JlCTBeHH8SI : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"!!(004603)-(Pr-RU) 
JIHQeH3HSI N!! 

Analysis performed according ND No/ AeaJIH3 npose.l{eH no 11,ll N!!: JIII-N!!(004603)-(Pr-RU)-130224 

Pa2e 1 of 5 I CTp. 1 HJ 5 
N~ Test / IloICa3aTeJib Result/ Pe3yJibTBTbI Specification / HopMa 

1 Appearance / Onucaeue 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. I 

section. I Kpyrm,1e, .llBOHKOBbinyKJJbie 
Kpyrn1,1e, JlBOHKOBbIDYKJibie Ta6JieTKH, IlOKpbITbie 
o6onoqKoii OT CBeTJIO-)KeJIToro .llO )KeJIToro ~eTa 

Ta6neTKH, IlOKpbITI,Je o6onoqKOH c MapKupoBKOii KpacHoro QBeTa «RB20» Ha OJlHOH 
CBeTJIO-)KeJIToro QBeTa C MapKHpOBKOH cTOpoHe. Ha nonepeqHoM pa3pe3e HJlPO OT 6enoro 
KpacHoro ~eTa «RB20» Ha O.llHOii AO noqTu 6enoro ~eTa. 

cTOpOHe. Ha nonepeqHoM pa3pe3e HAPO 

6enoro QBeTa. 

2 Identification By HPLC / Complies as prescribed/ The retention time of major peak in the 
lf.lleHTHcJ>HICBUHSI B3JKX COOTBeTCTBYeT Tpe6oBaHHHM chromatogram of test solution should correspond 

to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay). I BpeMH 
y)];ep)KHBaHHH OCHOBHOro IlHKa Ha 
xpoMaTOrpaMMe ucn1,rryeMoro pacTBopa .llOJI)KHO 
COOTBeTCTBOBaTb BpeMeHH y.llep)KHBaHIDI 
OCHOBHOro IlHKa Ha xpoMaTorpaMMe pacTBOpa 
cTaH.llaPTHOro o6pa3Qa pa6enpa3ona HaTpHH 
(pa3.lleJI «KonuqecTBeHHoe onpe.l{eJieHue» ). 

3 Average weight / 208.14 mg I 208,14 Mr 212.68 mg± 5 % (202.05 to 223.31 mg) I 
CpeJlHHH Macca 212,68 Mr± 5 % (OT 202,05 Mr .llO 223,31 Mr) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'lanue: IIpo,n;yKT cooTBeTcTByeT Tpe6oBaumIM H,[( 3aKJiroqeuue: O,ll;OliPEHO 

Prepared by / Checked by/ ~ Approved by: Manager/Executive / 
IIo,n;roTOBJieuo: ~ IIpoBepeuo: 0,n;o6peuo: Meue,n;)l(:ep / PyKOBO,n;HTeJib 

p~. 
Date/ Date/ J 0.-) I ,-?_,cfL ~ Date/ ' I }1 
,Uarn: 3Drt, ~&;? J::,.-- )larn: )larn: 

> 0 ..-fl ...-- p0 



' ... 
Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Razo®, enteric-coated tablets, 20 mg 
IlpoJiyKT: Pa:m®, Ta6JieTKH, IlOKpb!Tbie KHmeqHopaCTBOpHMOH o6onoqKoH, 20 Mr 

Market/ PbrnOK : Russia / PoccIDI 

Batch No./ 
: C2514532 

Batch Quantity / 1500000 tab / 
CepnH .N"2 PaJMep cepuu 

: 
1500000 Ta6 

Analytical Report No. I 
: 890001850710 

Date of Analysis / 
: 30/11/2025 

AHaJIHTH'leCKHH OT'leT .N"! J{aTa auaJIHJa 
Date of Manufacture / 

: 12/09/2025 
Date of Expiry / 

31/08/2027 
L(aTa DPOH3BOllCTBH roJieH JIO 

: 

Mfg. License No. / 
TI pOH3BOJICTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-.N"2(OO46O3)-(Pr-RU) 
JTHUeH3HH .N"! 
Analysis performed according ND No I Auannl npoBeJieH no HJ{ .N"2: JIIT-.N"2(OO46O3)-(Pr-RU)-13O224 

Page 2 of5 / Crp. 2 H3 5 
4 Dissolution/ PacTsopeHHe Unit-l/E,11;HHHUa-l 2% In 0.1 M hydrochloric acid solution - not more than 

Unit-2/E,11;nHnua-2 2% 10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 

Unit-3/E,11;nHHUa-3 0% claim in 2 h. I B 0,1 M paCTBope 

Unit-4/E,ll;HHHUa-4 0% XJIOpHCTOBO,ll;OpO,ll;HOH KHCJIOTI,I - He 6onee 10 % OT 

Unit-5/E,ll;HHHUa-5 2% HOMHHaJibHOfO co,11;ep)l{aHID1 C1sH20N3O3SNa 

Unit-6/E,11;HHHUa-6 0% (pa6enpaJoJI HaTpmr) qepel 2 q_ 

Average / Cpe,11;H. JHaqeHne: 1 % 

Unit-l/E,11;nHnua-l 87% In buffer solution pH 8.0 - not less than 75 % (Q) of 

Unit-2/EJIHHHUa-2 85% C1sH20N3O3SNa (Rabeprazole sodium) label claim 

Unit-3/EJIHHHUa-3 85% in 60 min. / B 6y4>epHOM pacTBope pH 8,0 - He MeHee 

Unit-4/E,11;HHnua-4 87% 75% (Q) OT HOMHHaJII,HOro co,11;ep)l{aHID1 

Unit-5/E,11;HHnua-5 88% C1sH20N3O3SNa (pa6enpaJOJI HBTpHH) qepel 60 MHH. 

Unit-6/E,11;HHnua-6 87% 
Average / Cpe,11;H. JHaqeHne: 87 % 

5 Related Substances / 
POJICTBCHHble npHMeCH 

Rabeprazole N-oxide/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpaJoJia N-OKCH,11; 

Not detected / He o6Hap~eHa 

Rabeprazole Sulfone/ Pa6enpa1ona Not more than 0.5 % / He 6onee 0,5 % 
cyn1,4>0H 

0.14% I 0,14% 

Rabeprazole Methoxy analog/ Not detected/ He o6Hap~eHa Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpaJona MeTOKCH aHanor 

Rabeprazole Chloro analog/ Not detected/ He o6Hapy)l{eHa 
Not more than 0.5 % / He 6onee 0,5 % 

Pa6enpa1ona xnopo aHanor 

Rabeprazole Sulphide/ Below LOQ (LOQ =0.027 %) / HH)l{e 
Not more than 0.5 % / He 6onee 0,5 % 

Pa6enpa1ona cyn1,4>u,11; npe,11;ena KonuqecTBeHHoro onpe,11;eneHID1 
(IIKO =0,027%) 

Rabeprazole Related compound A/ Not more than 0.5 % / He 6onee 0,5 % 
Pa6enpa1ona po,11;cTBeHHaJ1 Not detected / He o6Hap~eHa 

npHMec1, A 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Ilpo.l(yKT COOTBeTCTByeT Tpe6oBaHH.HM H,ZJ; 3aKmoqeuue: O,ll;06PEHO 

Prepared by/ 

~/ 

Checked by/ kp_ Approved by: Manager/Executive/ 
Ilo.l(rOTOBJieHo: IlpoBepeHo: O.l(o6peHo: MeHe,l()Kep / PyKOBO,l(HTeJib 

_p,4=-. 
Date/ - Date/ Date/ I 2,;1 
.[{an: ?,or-1 J -~&;J?b-- )lam: Jt) r1 lr-W\__~ )];am: ~6--11 --'° 



, •·· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTHCl>JIKA T AHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
IlpoJlyKT: Pa:m®, Ta6JieTKH, IlOKpLm,,e KHIIIe1rnopacTBOpHMOH o60JIOIJKOH, 20 Mr 

Market / PLmoic : Russia / PoccIDI 

Batch No./ : C2514532 Batch Quantity / 1500000 tab / 
CepHH .N"! PuMep cepHH 

: 1500000 Ta6 
Analytical Report No./ 

: 890001850710 Date of Analysis / : 30/11/2025 
AHaJIHTHIJeCKHH OT'leT .N"! )(an auaJJH38 

Date of Manufacture/ 
: 12/09/2025 Date of Expiry/ 31/08/2027 

,[(aTa IlDOH3B0.!lCTBa ro.!leH.!lO 
: 

Mfg. License No./ 
Il pOH3B0.!lCTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(004603)-{Pr-RU) 
JIUU,eH3HH .N°! 
Analysis performed accordin2 ND No/ AuaJIH3 npoee.!leH no H)l .N"2: JIII-.N"2(004603)-(Pr-RU)-130224 

6 

7 

Rabeprazole Related compound Cl Not detected / He 06Hapyx<eHa 
Pa6enpa:mna pO.!lCTBeHHaJI 
npuMec1, C 

Specified Impurity at 
about RRT 1.37 0.02% I 0,02% 

(Mass m/z=310 
Imidazole) / IlpuMec1, npu RRT 
1,37 (Macca m/z=310 HMH.!la30JI) 

Specified Impurity at 
about RRT 1.51 
(Mass m/z=458 Benzo Not detected / He o6uapy)KeHa 

i~<:J~~o!e adduct)/ IlpuMec1, npu 
RRT 1,51 (Macca m/z=458 
6eH3HMH.D:a30Jia aMyKT) 

Individual unidentified impurity/ 
E,n:HHHIJHaJI Below BDL (BDL= 0.1 %) / Hu)Ke 
HeH.!leHTH<pm~upoBaHHaJI npuMeCL nopora peruCTpau,uu (IIP 0,1 %) 

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

Residual Solvents content / 1509 µg/tab / 1509 MKr Ha Ta6neTKY 
OCT8TO'IHLle opraHH'leCKHe 
pacTB0pHTeJIH 

Uniformity of dosage units/ 1.2 I 1,2 
O.!lHOpO.!lHOCTL .!l03Hp0BaHHLIX 
!llHHHQ 

Remarks : The Product confirms to ND/ 
IlpHMeqauHe: IIpo.nyKT C0OTBeTcTByeT Tpe6oBaHHRM II,[( 

Prepared by I 
IIo.nroTOBJieuo: 

Date/ 
aTa: 

Checked by I / ~ 
IIpoBepeuo: v~ 

Pa2e 3 of 5 I CTp. 3 H3 5 
Not more than 0.5 % / He 6onee 0,5 % 

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

Not more than 0.5 % I 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/ 
1-faonponauon -He 6onee 2621 MKr Ha Ta6JICTKY 

Acceptance value (AV) should be not more than 
15.0. I IloKa3aTen& npueMJieMOCTH (AV) .!lOJl)KeH 
61>1T1> He 6onee 15,0. 

Conclusion : APPROVED / 
3aKJiioqeuHe: O,l(O6PEHO 

Approved by: Manager/Executive / 
O.no6peuo: Meue.n)Ke / PyKOBO}];HTem, 

Date/ 
~aTa: 



' ... 
Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 

CEPTHWHKATAHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
Tipo.llyKT: Pa:m®, Ta6neTKH, noKpbITI,Je KHUleqHopaCTBOPHMOH o6onoqKoii, 20 Mr 

Market / P1,rnoK : Russia / Poccmr 

Batch No./ : C2514532 Batch Quantity/ 1500000 tab / 
Cepm1 X! Pa3Mep cepee 

: }500000 Ta6 
Analytical Report No./ 

: 890001850710 
Date of Analysis / : 30/11/2025 

AHaJIHTH'leCKHH OT'leT N! D;aTa aaaJIH3a 
Date of Manufacture / : 12/09/2025 Date of Expiry/ 31/08/2027 
L(aTa npoH3BO.llCTBa ro)leH)lO 

: 

Mfg. License No./ 
IlpOH3B0.llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N!(OO46O3)-(Pr-RU) 
mni:en3HH X! 
Analysis performed accordin2 ND No/ AnaJIH3 npoee)leH no H)( N!: JIII-N!(004603)-(Pr-RU)-130224 

Pa2e 4 of 5 / Crp. 4 HJ 5 
8 Microbiological purity*/ MuKpo6noJiorn'lecKaH 'IHCTOTa* 

a) Total aerobic microbial count/ Less than IO CFU/g / Not more than 1000 CFU/g / 
O6~ee qucno inpo6HbJX MeHee IO KOE/r He 6onee 1000 KOE/r 
MHK))OOpraHH3MOB 

b) Total combined yeasts and Less than IO CFU/g / Not more than 100 CFU/g / 
mould count/ O6~ee qucno MeHee 10 KOE/r He 6onee 100 KOE/r 
.llPO)IQl(eBblX u nnecHeBb)X rpu6oB 

c) E.coli Absent in lg/ Shall be absent in lg/ 
0TcYTCTBYeT B Ir ,[{OIDKHbl OTCYTCTBOBaTb a 1 r 

9 Assay / KoJIH'leCTBeHaoe 19.8 mg I 19,8 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpe.lleJienue sodium) (90 to 110 % oflabel claim) per tablet./ 

OT 18,0 Mr .llO 22,0 Mr C18H20N3O3SNa 
(pa6enpa30Jl HaTPHR) ( OT 90 .llO 110 % OT 
HOMHHanbHOro CO)lep)l(aHHR) a nt6neTKe. 

10 Packaging/ YnaKoeKa 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. I or 2 blisters with a package insert in a 
package insert in a carton. / Ilo 15 carton. I Ilo 15 nt6JleTOK B 6mt:CTepe H3 
Ta6neroK B 6nuCTepe HJ (IIBX/ AJI/IIA) (IIBX/ AJI/IIA) q,on1,rn / anJOMHHHeBoii cpon1,rn. Ilo 
q>OJibrH / anJOMHHHeBOH q>OJibrH. 2 1 HJIH 2 6nuCTepa BMeCTe c JlHCTKOM-BKJlll.nbillleM a 
6nuCTepa BMeCTe c JlHCTKOM- rraqKy KapTOHH)'Kl. 
BKJla,nbillleM B rraqKy KapTOHH)'Kl 

API name/ HanMeaoeaaue A«l>C: Rabeprazole sodium / Pa6enpaJon HaTPmr 
INN/MHH: Rabeprazole / Pa6errpaJon 

API manufacturer batch number/ 
ACSH000785 & ACSH000261 

HoMep cepua npoH3BO.llHTeJIH A«l>C: 

FP Manufacturer API Batch number / 
HoMep cepau cy6cTaH .. HH FCSA00520 & FCSA01018 
lIPOH3BO.llHTeJIH r Jl(J): 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
3aKJ11011euue: O,ll;06PEHO IIpnMe11auue: Ilpo~yKT coorneTcrnyeT Tpe6oBaHHRM H,[( 

Prepared by / 
IIoworoBneHo: 

Date/ 
.l.(a-ra: 

Checked by / / A-\ 
IlpoBepeHo: v~ 

Approved by: Manager/Executive / 
O~o6peuo: MeHe.l{)Ke / PyKOBO~HTem, 

Date / 
}lam: 

~ -0 r 11 .-.'lCJ~S-- Date / 
}laTa: 



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

Product : Razo®, enteric-coated tablets, 20 mg 
IT po.ll,yKT: Pa3o®, Ta6JieTKH, IlOKPbITI,le KHIIIe'IHOpaCTBOpHMOH o60JIO'IKOH, 20 Mr 

Market/ ·PbtHOK : Russia / PoccIDI 

Batch No./ 
: C2514532 

Batch Quantity/ 1500000 tab / 

CepnH .N"!! Pa3Mep cepnH 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001850710 

Date of Analysis / : 30/11/2025 
AHaJJHTaqecKHH QTqeT .N"! .LJ:aTa 8H8JJH38 
Date of Manufacture/ 

: 12/09/2025 
Date of Expiry / 

31/08/2027 
,UaTa npOH3BO.ll,CTBa ro.z.eu.z.o 

: 

Mfg. License No./ 
IlpOH3B0.ll,CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-.N"2(004603)-(Pr-RU) 

.rmueu3uu .N"2 
Analysis performed according ND No/ AHaJIH3 npo&e.z.ee no H,U .N"!!: Jlll-.N"2(004603)-(Pr-RU)-130224 

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

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

IIpoH3BOAHTeJJb A«l>C, crpaua: ,D;-p Pe,Mu'c Jia6opaTOpuc JIT.u.., HH.u.IDI. 

Name, address, authorization No for FIO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village), 
FP manufacturing site / Control site / 

Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana, India 
Release site / 

(License No 59/RR/AP/97/F/R) 
HaHMeHOBanue, a.z.pec H HOMep JIHUCH3HH 

IlpOH3B0.ll,CTBeHHOe Il0.ll,pa3.ll,eJieHHe - 3, yqaCTKH N!! 41, qaCTb 42, qacTb 45 H qaCTI, 
nJioma.z.Ku, ocymecTBJIHromeii 

46, Jia11ynaJIJ1H (Bunna.ll.)K), Jia11ynannu {Mau.z.an), Me.u.11an ManK!lJl.)KrHpH (,D;HCT.), 
npOH3B0.ll,CTBO/KOHTpOJib 
KaqecTBa/BblDYCK r Jl(J> / 

IIITaT Tenauraua, llii.ll.IDI (JluueH3Hll N!! 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». 

3aJCJifOqeuue O COOTBCTCTBHH: «HacTOHW:HM H IlO.D:TBep)K.IJ.alO, 'ITO npuae,n:eHHaH BblIIIe uu4>opMaUHH HBJIHeTCH .ll,OCTOBepHOH H TO'IHOH. 
3Ta cepIDI npo.n:yKUHH npOH3Be,n:eHa (BKJIIO'laH ynaKOBKY (MapKHpOBKy) H KOffTPOJII, Ka'leCTBa) Ha BI,IIIIeyKa3aHHOH npOH3B0.ll,CTBeHHOH 
TTJJ0W:3.D:Ke (nnow:a,n:Kax) B IlOJIHOM COOTBeTCTBHH C TPe6oBaHIDIMH IlpaBHJI Ha,n:Jie:>Kaw:eii: npOH3B0.L(CTBeHHOH npaKTIUCH Eapa3HHCK0f0 
3KOHOMH11ecKoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H TPe6oaaHHHMH KOHTPOAA Ka11eCTaa JieKapCTBeHHMx 
cpe.ncTB, a TaK:>Ke a COOTBeTCTBHH co cneuu<t>uKaQHllMH, co.n:ep:>Kall(HMHCH a perHCTPaUHOHHOM .ll,OCI,e CTPaHbl-HMnOpTepa. 3anHCH no 
npOH3B0.D.CTBY, ynaKOBKe H aHaJIH3Y npoaepeHbl, H ycraH0BJieHO HX COOTBeTCTBHe TPe60BaHHHM IIpaBHJI Ha)J.Jle:>Kaw:eii: npOH3B0.D.CTBeHHOH 
npaKTHKH Eapa3HHCKOfO 3KOHOMH'leCKoro COI03a>>. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMeqauue: Ilpo,n;yKT cooTBeTcTByeT Tpe60Baum1M H,[( 3aKJiroqeuue: O,ll;OliPEHO 

Prepared by I Checked by I l Approved by: Manager/Executive / 
Ilo.n;roToBneuo: ~ IlpoBepeuo: tJ}:) 0.n;o6peuo: MeHe,Zl;)Kep / PyKOBO,Zl;HTenb 

P~-
Date/ ....... Date/ Date/ cz_o~l1- wvf" 
.[{am: ?{>r-11/40,1/~ ,[(am: <3 or 1 Jr-w"--s ,[(am: 


