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

Product : Razo®, enteric-coated tablets, 20 mg 
Ilpo)lylCI': pa30®, Ta6JieTKH, noKpblThJe KHIIIeqHopacTBOPHMOii o6onoqKoH, 20 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
: C2514533 

Batch Quantity / 1500000 tab I 
C eoHH .N'!! Pa3Mep cepHH 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001850711 

Date of Analysis / 
: 30/11/2025 

AHaJJHTHqecKHii OT'leT .N'! .l(aTa auann3a 
Date of Manufacture/ 

: 24/09/2025 
Date of Expiry/ 

31/08/2027 
.l(aTa UP0H3B0JlCTBa ro)leH)lO 

: 

Mfg. License No./ 
TI pOH3B0JlCTBeHHaSI : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-.N'2(004603)-(Pr-RU) 
m,ueH3HH .N'!! 
Analysis performed accordinsz ND No/ AaaJIH3 npose)leH no H.ll .N'!!: Jlll-.N'2(004603)-(Pr-RU)-130224 

N2 Test I llotea3aTeJib Result/ Pe3YJibT8TbI 

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

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. I Kpyrn1,1e, JlBORKOBhinyKJJhie 

Ta6neTKH, UOKpbITbie o60JIO'IKOU 

CBeTJIO-)l(eJJToro QBera C MapKHpOBKOH 

KpacHoro usera «RB20» Ha O,ZI;HOH 

cTopoHe. Ha nonepeqHOM pa3pe3e R,ZI;po 

6enoro QBeTa. 

2 Identification By HPLC / Complies as prescribed / 
Jla:eHTH4'HK3UHH B3)KX CooTBeTCTByer Tpe6oBaHHHM 

3 Average weight/ 205.62 mg I 205,62 Mr 
CpeJlHHH Macca 

Remarks: The Product confirms to ND/ 
IIpuMe11auue: IIpo.nyKT cooTBeTcTByeT Tpe6oaamu1M H,[l 

Pa2e 1 of 5 / C-rp. 1 H3 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. I 
Kpyrn1,1e, JlBORKOBhlUYKJihie Ta6JieTKH, noKpbIThie 
o6onoqKoii OT cBerno-)l(eJJToro JlO )l(eJJToro usera 
c MapKHpOBKOii KpacHoro QBeTa «RB20» Ha OJlHOH 
cTopoHe. Ha nonepeqHoM pa3pe3e R,ZI;po oT 6enoro 
,ZI;o noqTH 6enoro useTa. 

The retention time of major peak in the 
chromatogram of test solution should correspond 
to the retention time of major peak in the 
chromatogram of Rabeprazole sodium reference 
standard solution (section Assay)./ BpeMR 
y,ZI;ep)l(HBaHHR OCHOBHOrO UHKa Ha 
xpoMaTorpaMMe Hcn1,rryeMoro pacTBopa JlOJI)l(ffO 
COOTBeTCTBOBaTI, BpeMeHH y,ZI;ep)l(HBaHHR 
OCHOBHOro UHKa Ha xpoMaTorpaMMe pacTBopa 
CTaH,ZI;apTHoro o6pa3ua pa6enp83oJia HaTprui 
(pa3,ZI;eJI «KonH'lecTBeHHoe onpe,ZI;enemIe» ). 

212.68 mg± 5 % (202.05 to 223.31 mg)/ 
212,68 Mr± 5 % (oT 202,05 Mr ,ZI;O 223,31 Mr) 

Conclusion : APPROVED / 
3aKJ11011euue: O,l(0:6PEHO 

Prepared by I 
llo.nroTOBJieHo: 

Checked by I r:2:c, ~ Approved by: Manager/Executive / 
IIpoaepeHo: 4---,--- 0.no6peHo: Meue.nmep / PyKoBO.lJ.HTem, 

Date/ 
,UaTa: 

Date/ 
)];aTa: 



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

Product : Razo®, enteric-coated tablets, 20 mg 
llpon;yKT: Pa:30®, rn6JieTKH, n0Kp1,rr1,1e KHWeqHopacTBOPHMOH o6onoqKoH, 20 Mr 

Market / PLIHOK : Russia / PoccIDI 

Batch No./ 
: C2514533 Batch Quantity/ 1500000 tab / 

CepuH .N'!! Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001850711 

Date of Analysis / 
: 30/11/2025 

AH3JIHTH'leCKHH OT'leT .N'!! .U:aTa auaJIH3a 

Date of Manufacture / 
: 24/09/2025 Date of Expiry/ 31/08/2027 

llaTa npOH3BO.llCTBa I'o,lleH,llO 
: 

\ 

Mfg. License No./ 
flpOH3B0,llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : Jlll-.N'!!(004603)-(PI'-RU) 
JJH ueH3HJI .N'!! 
Analvsis performed according ND No I AuaJIH3 npoeen;eu no H.ll: .N'!!: Jlll-.N'!!(OO46O3)-(Pr-RU)-13O224 

4 Dissolution/ Pacroopeuue Unit-1/E.uuuuua-l 1% 
Unit-2/E.uHHHl.la-2 0% 
Unit-3/E.uueuua-3 0% 
Unit-4/E.uueuua-4 0% 
Unit-5/E.uHHuua-5 0% 
Unit-6/E,nHHHQa-6 2% 
Average / Cpe,nH. 3HaqeHue: 1 % 
Unit-1/E.uHHHQa-l 88% 
Unit-2/Enumma-2 89% 
Unit-3/E,nHHHQa-3 89% 
Unit-4/E,nHHHQa-4 90% 
Unit-5/ED;HHHQa-5 91 % 
Unit-6/E,nHHHlla-6 88% 

Average / Cpe,nH. 3HaqeHue: 89 % 
5 Related Substances / 

Po.ucTBeHHbie npHMeCH 

Rabeprazole N-oxide/ 
Pa6enp33oJia N-oKCH.ll 

Not detected I He o6Hap~eHa 

Rabeprazole Sulfone/ Pa6enp33ona 
cyn1,4>0H 

0.15% I 0,15% 

Rabeprazole Methoxy analog/ Not detected I ee o6Hapy)l(eHa 
Pa6enp33ona MeTOKCH aHanor 

Rabeprazole Chloro analog/ Not detected/ He o6Hap~eea 
Pa6enp33ona xnopo aHanor 

Rabeprazole Sulphide/ Below LOQ (LOQ =0.027 %) / Hmtce 
Pa6enp33oJia cyn1,4>H.ll npe,nena KOJIH'JeCTBeHHoro onpe,neJieHIDI 

(IIKO =0,027%) 

Rabeprazole Related compound A/ 
Pa6enp33ona po,ncTBeHHM Not detected / He 06Hap~eHa 
npnMec1, A 

Remarks : The Product confirms to ND/ 
IlpHMe11aaue: Ilpo,ll;yKT COOTBeTCTByeT Tpe6oBaHIUIM II,[( 

Prepared by I 
IIo,ll;roToBJietto: 

Date / 
,n;am: 

Date/ 
.l{am: 

Pa2e 2 of 5 / CTp. 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 pacTeope 
XJIOpHCTOBO,llOpOD;HOH KHCJIOTI,I - He 6onee 10 % OT 
HOMHH3JlI,HOro co.uep)l(aHnR CJSH20N3O3SNa 
(pa6enp33oJI HaTPHR) qepe3 2 q_ 

In buffer solution pH 8.0 - not less than 75 % (Q) of 
C1sH20N3O3SNa (Rabeprazole sodium) label claim 
in 60 min./ B 6y4>epHoM pacreope pH 8,0 - He MeHee 
75% (Q) OT HOMHH3Jll,HOro co.uep)l(aHHR 
C1sH20N3O3SNa (pa6enp33oJI H3TPHR) qepe3 60 MHH. 

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

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

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

Conclusion : APPROVED / 
3aKJIJO'leaue: O,ll;0:6PEHO 

Approved by: Manager/Executive / 
O.n;o6petto: Mette ep / PyKOBO.n;HTeJib 



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

CEPTII<PHKAT AHAJlll3A 

Product : Razo®, enteric-coated tablets, 20 mg 
IlpOJlYKT: Pa:m®, Ta6JieTKH, IlOKpb!Tbie KHllle•rnopaCTBOPHMOH o6onoqKoH, 20 Mr 

Market / PbIHOK : Russia / Poccmr 

Batch No./ 
: C2514533 

Batch Quantity/ 1500000 tab/ 
CepnHN!! Pa3Mep c;epaa 

: 1500000 Ta6 

Analytical Report No./ 
: 890001850711 

Date of Analysis / : 30/11/2025 
AnaJJnTnqecKeii: oTqeT N2 .ll:aTa auaJJH3a 

Date of Manufacture/ 
: 24/09/2025 

Date of Expiry / 
31/08/2027 

llaTa npoH3BO.llCTBa ro)leH JlO 
: 

Mfg. License No./ 
flpOH3B0JlCTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(004603)-(Pr-RU) 
JlHUeH3HH N!! 
Analysis performed according ND No/ AuaJJH3 npose)leu no H.ll: N!!: Jill-N!!(004603)-(Pr-RU)-130224 

Page 3 of 5 / CTJ>. 3 HJ 5 
Rabeprazole Related compound C/ Not detected/ ue o6uapy,KeHa Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa3ona po,ncTBeHHaH 
npuMeCb C 

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

about RRT 1.37 
(Mass m/z=310 0.01 % I 0,01 % 
Irnidazole) / IIpuMecb npu RRT 
1,37 (Macca m/z=310 HMHii;a3on) 

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

about RRT 1.51 
(Mass m/z=458 Benzo 

imidazole adduct) / IIpuMecb npu Not detected / He o6Hapy,KeHa 
RRT 1,51 (Macca m/z=458 

6eH3HMHJla30Jia a,nii;yrcr) 

Individual unidentified impurity/ Not more than 0.2 % / He 6onee 0,2 % 
E,nuuuqHaH 
HeH,neHTHqmuupoeaHHaH npHMeCb Below BDL (BDL= 0.1 %) / Huxce 

nopora perucrpaium (IIP 0,1 %) 

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

6 Residual Solvents content / 1405 µg/tab / 1405 MKr Ha rn6ne-rKy Isopropanol - not more than 2621 µg per tablet / 
OcraTO'IHble opraHH'leCKHe fuonponaHon - He 6onee 2621 MKr ua Ta6ne-rKy 
pacreopuTeJJH 

7 Uniformity of dosage units/ 1.5 /1,5 Acceptance value (AV) should be not more than 
OJlHOp0JlHOCTb Jl03Hp0B8HHblX 15.0. I I1oKa3aTen1, npHeMJieMOCTH (AV) ,no]I)l{eH 
e)lHHHU 61,1Tb ue 6onee 15,0. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe11auue: Ilpo,n:yKT coorneTcrnyeT Tpe6oBaHHHM H)I 3aKJ11011euue: O,ll;0:6PEHO 

~ -
Prepared by / 

~ 
Checked by. /~~ Approved by: Manager/Executive / 

IIo,n:roToBneHo: IIpoBepeHOi_.. . 0,n:o6peHo: MeHe.Zl:)Kep / PyKOBO)'.(HTenb 
.p~. 

Date/ - Date/ gD~C ( -2_oj,.E Date/ I e--

LJ;am: 30-1, -~~::/;;:-- ,[{am: )lam: 
~--,, ..- }/ol-~ 



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

Product : Razo®, enteric-coated tablets, 20 mg 
ITpo.uyKT: Pa:30®, Ta6JieTKH, noKpbITbie KHWe•rnopaCTBOPHMOH o6oJIO'IKOH, 20 Mr 

Market / Pt.IHOK : Russia/ Poccmi: 

Batch No./ 
: C2514533 

Batch Quantity/ 1500000 tab / 
CepHH _Ng Pa1Mep cepaa 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001850711 

Date of Analysis / : 30/11/2025 
AH3JIHTH'leCKHH OT'leT .Nt )laTa auaJIH3a 

Date of Manufacture/ 
: 24/09/2025 

Date of Expiry/ 
31/08/2027 

,ll:aTa npoH3BO,!lCTB8 I'o.ueu .!lO 
: 

Mfg. License No./ 
IlpOH3B0.!lCTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N2(004603)-(PI'-RU) 

Jll1QeH3HH .N°!! 
Analysis performed accordin2 ND No I AeaJIH3 US>OBeJJ:en no H.U .N2: Jlll-.N'g(004603)-(Pr-RU)-130224 

Pa2e 4 of 5 I CTJ>. 4 HJ 5 
8 Microbiological purity*/ Ma1epo6aoJ1orn<1ec1eaH 'IHCTOTa* 

a) Total aerobic microbial count/ Less than IO CFU/g / Not more than 1000 CFU/g / 
O6mee 'IHCJIO 33p06HblX MeHee IO KOE/r He 6oJiee 1000 KOE/r 
MHKpOOpraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mould count I O6mee 'IHCJIO MeHee IO KOE/r He 6oJiee 100 KOE/r 
.upoJIOKeBbIX H ITJieCHeBblX rpH60B 

c) E.coli Absent in lg/ Shall be absent in lg/ 
OrcYTCTByeT a 1 r ~OJI)KHbJ OTCYTCTBOBaTb B I r 

9 Assay / KoJIH<1ecTneuuoe 19.9 mg/ 19,9 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
onpe,!J.eneuae sodium) (90 to 110 % oflabel claim) per tablet. / 

OT 18,0 Mr ,n;o 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpHJI) { OT 90 .!lO 110 % OT 
HOMHHaJibHOrO CO):lep)KaHHJI) a Ta6JieTKe. 

10 Packaging/ Yna1eon1ea 15 tablets in a (PVC/AIIPA) 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. I no 15 carton. I no 15 T36JieTOK B 6JIHCTepe H3 

Ta6JieTOK B 6JIHCTepe H3 {fIBX/AJI/nA) {fIBX/ An/TTA) q>OJibrH / aJIJOMHHHeBOH qJOJibrH. no 
qlOJibrH / aJIIOMHHHeBOH qJOJibrH. 2 1 HJIH 2 6JIHCTepa BMeCTe c JIHCTKOM-BKJia):II,JJIIeM a 
6JIHCTepa BMeCTe c JIHCTKOM- na'IKY KapTOHHYfO. 
BKJia):lbIJIIeM B na'IKY KapTOHHyw 

API name/ HanMeuonaeue A«l>C: Rabeprazole sodium I Pa6enpaJoJI HaTpmi: 
INN /MHH: 

API manufacturer batch number/ 
HoMep cepaH npoH3BO.!lHTeJIH A«l>C: 

FP Manufacturer API Batch number / 
HoMep cepHH cy6CT8HQHH 
UPOH3BO.!lHTeJIH I' Jl(J>: 

Remarks : The Product confirms to ND/ 
IIpnMe'laHHe: IlpOti;}'KT COOTBeTcTByeT Tpe6oBaHHRM H,[( 

Prepared by / 
Iloti;roToenetto: 

Date/ 
.[(arn: 

Checked by/ (2-,&'__a.E_ 
Ilpoeepetto: .:::..~ 

Date/ 
)];am: 

Rabeprazole / Pa6enpaJoJI 

ACSH000261 & ACSH000341 

FCSA01018 & FCSA01019 

Conclusion : APPROVED / 
3aKJIIO'lenue: O,ll;OliPEHO 

Approved by: Manager/Executive / 
O.I{o6petto: Metteti;)l(ep I P}'KOBOti;HTeJib 

Date/ 
)];am: 

~. 



CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
IT P0/l:yKT: Pa.Jo®, TI16nenm, ITOKpblTble KHIDelfttopaCTBOP11MOH o6oJJOtfKOH, 20 Mr 

Market/ PhIHOK : Russia / PoccIDI 

Batch No./ 
: C2514533 

Batch Quantity/ 1500000 tab / 
CepnH .N'!! Pa3Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001850711 

Date of Analysis / 
: 30/11/2025 

AHaJJHTH"leCICHH OT"leT .N'!! JJ:aTa auanu3a 
Date of Manufacture/ 

: 24/09/2025 
Date of Expiry/ 

31/08/2027 
,lI,aTa npoH3BO)1,CTB8 ro)l,eH)l,0 

: 

Mfg. License No. / 
JipOH3B0)1,CTBeHHaH : 59!RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'!!(004603)-(Pr-RU) 

JIHQeH3HH .N'!! 
Analysis performed according ND No/ AuaJJH3 npoee)l.eu no HJJ: .N'2: JIII-.N'!!(OO46O3)-(Pr-RU)-13O224 

Pa2e 5 of 5 / Crp. 5 H3 5 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India 
IIpon3BO)l.HTeJJh ACl>C, crpaua: ~-p Pe.zmu' c Jla6opaTOpHC JIT.11.., ~IDI. 

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 

Ha_~,MeHOB8HHe, 8)1,pec H HOMep JIHQeH3HH 
(License No 59/RR/AP/97/F/R) 

IlpOH3BO.ll,CTBeHHOe DO.ll,pa.3.ll,eJieHHe - 3, yqaCTKH N!! 41, "laCTb 42, "laCTb 45 H "laCTb 
nnoma)l.KH, ocymecTBJJHIOmeii 

46, JiaqynaJIJIH (BHJina.ll,)K), Jiaqynannu (Mau.11.an), Me.11.qan ManKa.ll,)KrHpH (JJ:ncT.), 
DpOH3B0)1,CTBO/ICOHTpOJJb 

mTaT TenaHraHa, HH.11.IDI (JlnQeH3IDI N!! 59/RR/AP/97/F/R) 
Ka"leCTea/BblDYCIC rJI<I> / 

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». 

3aKJJIO"leHHe O COOTBeTCTBHH: «HaCTOJUQHM H IlO.ll,TBep)K.ll,aIO, "ITO npHBe.11.euuaJI Bblllle HHq>OpMaQIDI HBJIJleTCJI )l,OCTOBepHOH H TO'IHOH. 
3w cepHll npO)l.yKQHH npOH3Be.11.eua (BKJIIO"IM ynaKOBKY (MapKHpOBKy) H KOffTPOJib Ka"leCTBa) Ha BhlllleyKa.JaHHOH npOH3BO)l,CTBeifHOH 
fJJlO!Qa)l,Ke (nJIO!Qa)l,Kax) B IlOJIHOM COOTBeTCTBHH C Tpe6oBaHIDIMH IlpaBHJI Ha)l,Jie)l(aJQeii: npOH3B0)1,CTBeHHOH npaKTHKH EBpa.3HHCKoro 
3KOHOMH"lecKoro coro3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H Tpe60BaHID1MH KOHTpOJIJI Ka"leCTBa JieKapcTBeHHhIX 
cpe,11.CTB, a TaK)l(e B COOTBeTCTBHH co cneQHq>HKaQHJIMH, CO)l.ep)KaJQHMHCH B perHCTpaQHOHHOM )l.OCbe CTpaHbl-HMilOpTepa. 3anHCH no 
npOH3BO)l.CTBY, ynaKOBKe H aHaJIH3Y nposepeHI,I, H yCTaHOBJieHO HX C0OTBeTCTBHe Tpe6osaHHJIM IlpaBHJI Ha)l.Jle)KaJQeH npOH3B0/l:CTBeHHOH 
npaKTHKH EBpa3HHCKOrO 3KOHOMH"leCKoro COI03a». 

Remarks : The Product confirms to ND/ 
l1puMe11auHe: Ilpo,nyKT cooTBeTcTByeT Tpe6oaaHH.HM H,l( 

Conclusion : APPROVED / 
3aKJIJOlfeHHe: 0,L(06PEHO 

Prepared by I 
Ilo,nroTOBJieHo: 

Date/ 
Il;aTa: 

Checked by I 
Ilpoaepeuo: 

Approved by: Manager/Executive / 
0,no6peHo: MeHe,n:)l(:ep / PyKOBO,[{HTeJib 

--,.-- ~i--- ~. 
!?:£rt / ..-~ Date/ 

,l(aTa: 


