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

Product : Razo00
, enteric-coated tablets, 20 mg 

TT po.ayicr: Pa3o®, 1-a6neTK1-f, TIOKpblTbte Kllllle'I HOpaCTeOpHMOH o6onO'IKOH, 20 Mr 

Market / PLIHOJC : Russia / PoccIDI 

Batch No./ 
: C2514531 

Batch Quantity / 1500000 tab/ 
CepnH .N'2 Pa3Mep cepaa 

: 
1500000 Ta6 

Analytical Report No. / 
: 890001850386 

Date of Analysis / 
: 28/11/2025 

AHaJIHTH'leCJCHii oT'leT .M )(an 8H8JIH3a 
Date of Manufacture/ 

12/09/2025 
Date of Expiry / 

31/08/2027 
,UaTa DP0H3B0.l(CTB8 

: 
ro.neu.no 

: 

Mfg. License No./ 
IlpOH3B0.l(CTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'2(004603)-(Pr-RU) 

JIHUeHJHH .N'! 

Analysis performed according ND No I AuaJIHJ npoee,nea no H.ll: .N'2: JIII-.N"2(004603}-(Pr-RU)-130224 

Pa2e 1 of 5 / CTP, 1 H3 5 
x~ Test / IloJCaJaTeJIL Result/ PeJyJILT&TLI Specification / HopMa 

1 Appearance / Onucauae 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 Kpyrn1,1e, .neoHKOBbinyKJILie 
Kpyrn1,1e, .l(BOHKOBLinYKJILie Ta6JieTKH, IIOKpblTble 
o6oJIO'IKOH OT CBeTJIO-)KeJITOro .no )KeJITOrO UBeTa 

Ta6neTKH, IIOKpblTbie o60JIO'IKOH c MapKnpoeKoii Kpacaoro uee-ra «RB20» Ha o,nHoii 
CBeTJIO-)KeJITOrO UBeTa C MapKHpOBKOH crnpoHe. Ha nonepe'IHOM pa3pe3e ,r,npo OT 6enoro 
KpacHoro uee-ra «RB20» Ha o,nHoii .no IIO'ITH 6enoro uee-ra. 
CTOpOHe. Ha IIOIIepe'IHOM pa3pe3e ,r,npo 

6enoro uee-ra. 

2 Identification By HPLC / Complies as prescribed / The retention time of major peak in the 
lln;eHTHcJ,HIC8QHH B3)KX CooTBeTCTBYeT Tpe6oeaHHHM chromatogram oftest solution should correspond 

to the retention time of major peak in the 
chromatogram of Rabeprazole sodium reference 
standard solution (section Assay). / BpeMH 
y.nep)KHBaHHH OCHOBHOro IIHKa Ha 
xpoMaTorpaMMe HCI1L1ryeMoro pac-reopa .l(OJl)KffO 
COOTBeTCTBOBaTI, epeMeHH y.nep)KHBaHMH 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe pac-reopa 
cnrn.naPTHoro o6paJua pa6enpaJona naTpIDI 
(paJ,nen «Konn'leCTBeHHoe onpe.neneHue») . 

.. ... 

3 Average weight/ 210.88 mg/ 210,88 Mr 212.68 mg± 5 % (202.05 to 223.31 mg)/ 

Cpe,nHHH Macca 212,68 Mr± 5 % (oT 202,05 Mr .no 223,31 Mr) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMC'l3HHe: Ilpo,n:yKT COOTBeTcTByeT Tpe6oBaHHmf H,[l 3aKJiio'lenue: O,ll;OliPEHO 

....., ., 
P.~epared by / 

J/ 
Checked by~/ =- Approved by: Manager/Executive / 

Do.n:roroBJieHo: IlpoBepeHo: O,n:o6peHo: MeHe,n::lKep / PyKOBO,n:HTeJib 
/ 

~ 

Date/ 3 0 - t I_ -- 'Lv 'L£"' Date/ 8[r( I -2.926 Date/ JOr\\ ~< 
,UaTa: ,llaTa: JlaTa: 



~ Dr. Reddy's ~i• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJill3A 

Product : Razo®, enteric-coated tablets, 20 mg 
Jlpo.11:yKT: Pa:m®, Ta6JieTKH, IIOKPbITI,Ie KHmeqHopaCTBOPHMOH o6oJioqKoH, 20 Mr 

Market / P&IHOK : Russia / PoccIDI 

Batch No./ 
: C2514531 

Batch Quantity / 1500000 tab / 

CepHH:N°! Pa3Mep cepuu 
: 

1500000 Ta6 

Analytical Report No./ 
: 890001850386 

Date of Analysis / : 28/11/2025 
AHaJJUTHqec1rnii oTqeT .N'! .[laTa auaJiu3a 

Date of Manufacture/ 
: 12/09/2025 

Date of Expiry/ 
31/08/2027 

,l(aTa UPOH3BO,ll,CTBa I'o.11:eu ,ll,O 
: 

Mfg. License No./ 
IlpOH3B0,ll,CTBeunaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'2(004603)-(PI'-RU) 
JIHIJ:eH31UI .N"! 
Analysis performed accordin2 ND No / AuaJIH3 npoee.11:eH no H1I .N'2: JIII-.N'2(004603)-(PI'-RU)-130224 

Pa2e 2 of 5 / CTP. 2 HJ 5 
4 Dissolution / PacTeopeuue Unit- l/E11HHHua-l 3% In 0.1 M hydrochloric acid solution - not more than 

Unit-2/E.D,HHHUa-2 3% 10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 

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

Unit-4/E.D.HHHUa-4 1% XJIOpHCTOBO.D,OpO.D,HOH KHCJIOTI,I - He 6oJiee 10 % OT 

Unit-5/E.D.HHHUa-5 3% HOMHHaJII,HOro CO.D,ep)KaHID! C1sH20N3O3SNa 

Unit-6/E11HHHua-6 2% (pa6errpa3oJI HaTpm1) qepe3 2 q, 

Average / Cpe.zrH. 3HaqeHHe: 2 % 
Unit-1/E.D,HHHUa-1 84% In buffer solution pH 8.0 - not less than 75 % (Q) of 

Unit-2/E.D,HHHUa-2 86% C1sH20N3O3SNa (Rabeprazole sodium) label claim 

Unit-3/E.D,HHHUa-3 84% in 60 min. I B 6yq,epHOM pacTBope pH 8,0 - ue Mettee 

Unit-4/E.D,HHHUa-4 87% 75% (Q) OT HOMHHaJII,HOro CO.D,ep)KaHHJI 

Unit-5/E.D.HHHUa-5 85% C1sH20N3O3SNa (pa6enpa30JI HaTpHH) qepe3 60 MHH. 

Unit-6/E.zrHHHUa-6 86% 
Average / Cpe.zrH. 3Haqettue: 85 % 

5 Related Substances / 
PO,ll,CTBeHHbJe npnMecu 

Rabeprazole N-oxide/ Below LOQ (LOQ =0.022 %) / HH)Ke Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3oJia N-oKCH.D. npe.D,eJia KOJIHqecTBeHHOro onpe.D,eJieHIDI 

(ITKO =0,022 %) 

Rabeprazole Sulfone/ Pa6enpa3oJia Not more than 0.5 % I He 6oJiee 0,5 % 
CYJibqlOH 0.10% I 0,10% 

Rabeprazole Methoxy analog/ Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enp~oJia MeTOKCH aHaJIOr 0.05% I 0,05% 

Rabeprazole Chloro analog/ Not detected / He o6ttapY*eHa Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3oJia xnopo auaJior 

Rabeprazole Sulphide/ Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6enp83oJia cyJihq>H.D. 0.06% I 0,06% 

Rabeprazole Related compound Al Not more than 0.5 % I He 6oJiee 0,5 % 
Pa6errpa30Jia po.D,CTBeHHaH Not detected / He o6ttapY*eHa 
npHMec1, A 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMClJ:8HHe: Ilpo.n;yKT COOTBeTcTByeT Tpe6oBaHIUIM H,[( 3aKJIJO'lenue: 0,[1;0:6PEHO 

_,_ 

Prepared by I 
~ Checked by~~ v Approved by: Manager/Executive/ 

IIo.n;roTOBJieHo: IIpoBepeHo: ,· O.n;o6peHo: MeHe)];)Kep I PyKoBo.n;uTem, 
y--

Date/ 3 o _ t t .-wu-- Date/ -20·--f ( -2..-t>25 Date/ 
30-\\ .SV-'1 

.D:arn: ,l:{aTa: Jlarn: 



. Dr. Reddy's ~f • CERTIFICATE OF ANALYSIS 
CEPTHWHKATAHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
IT po;zyKT: Pa3o®, Ta6mITKH, llOKpblTLle KITTIIe<JHopaCTBOPHMOli o6ono'U<OH, 20 Mr 

Market/ PLIHOK : Russia / PoccIDI 

Batch No./ 
: C2514531 Batch Quantity / 1500000 tab/ 

CepuH .N"2 Pa3Mep cepaa 
: 1500000 Ta6 

Analytical Report No./ 
: 890001850386 

Date of Analysis / . : 28/11/2025 
AHaJJHTH"leCKHH OT"leT .N°! ~aTa auaJJH3a 
Date of Manufacture/ 

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

,UaTa npOH3B0.l);CTBa ro.n:eu.n;o 
: 

Mfg. License No./ 
IlpOH3B0.l);CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JID-N2(004603)-(Pr-RU) 
mmeH3HH N2 
Analysis performed according ND No / AuaJIH3 npose.n;eu no ~ .N"2: JID-.N"2(004603)-(Pr-RU)-130224 

Rabeprazole Related compound Cl Below LOD (LOD = 0.02 %) / HHlKe 

Pa6enpa3ona po,nCTBeHHaJI npe)lena o6HapylKeHIDI (ITO= 0,02 %) 

npuMecb C 

Specified Impurity at 
about RRT 1.37 

0.02% I 0,02% (Mass m/z=310 
Imidazole) / IlpHMecb npH RRT 
1,37 (Macca m/z=310 HMH,llll30JI) 

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

Not detected / He o6uap)')KeHa 
imidazole adduct) / IlpHMeCb npu 
RRT 1,51 (Macca m/z=458 
6eH3HMH,llll30JJa a,ll,llyKT) 

Individual unidentified impurity/ 
E,nuHHqHaJI 

Below BDL (BDL= 0.1 %) / HIDKe HeH.n;eHTH<l>HI.(HpOBaHHall npHMeCb 
nopora pemcTPaU.HH (IIP 0,1 %) 

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

6 Residual Solvents content / 1978 µg/tab / 1978 MKr Ha Ta6JieTKY 
OCT8TO"IHLie opraHH"leCKHe 
pacTBOpHTeJIH 

7 Uniformity of dosage units/ 2.8 / 2,8 
O.n;uopo.n;uoCTb ));03Hp0B8HHblX 
e));HHHI.( 

Remarks : The Product confirms to ND/ 
IIpeMe11auee: Ilpo.n;yKT cooTBeTcTByeT Tpe6osaumIM H,ll; 

Prepared by I 

~ 
Checked by I 

Ilo!U'o:rosJieHo: IlposepeHo: 

Date/ 3o-t / ~ WU Date/ 
D;aTa: .l{aTa: 

Pa2e 3 of 5 I CTp. 3 Hl 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 0.2 % / He 6onee 0,2 % 

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

Isopropanol - not more than 2621 µg per tablet / 
1-faonponaHoJI - He 6onee 2621 MKr Ha Ta6neTKY 

Acceptance value (AV) should be not more than 
15.0. I IloKll3aTem, npHeMneMocrn (AV) .n;oJD1Ceu 
61,1Tb ue 6onee 15,0. 

Conclusion : APPROVED / 
3aKmo11euee: O,ll;OliPEHO 

Approved by: Manager/Executive / 
0.n;o6peHo: MeHe,wKep / PyKOBO)];HTeJib 

'y""' 

Date/ 
.l{aTa: 



. Dr.Reddy's ~t• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Razo®, enteric-coated tablets, 20 mg 
Tipo,D;yKT: Pa3o®, Ta6JieTKH, IlOKpbITble KHineqttopacTBOpHMOH o6onoqKoH, 20 Mr 

Market/ PLIHOK : Russia/ PoccIDI 

Batch No. I 
: C2514531 Batch Quantity / 1500000 tab / 

CePHH .N! Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No. I 
: 890001850386 

Date of Analysis / : 28/11/2025 
AH3JlHTHqecKHii OT'leT .N'! JJ:aTa 3H3J1H38 
Date of Manufacture/ 

: 12/09/2025 Date of Expiry/ 31/08/2027 
D:aTa DPOH3B0JlCTB8 ro,D;eH ,11;0 

: 

Mfg. License No. I 
fipOH3B0,ll;CTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'2(004603)-(Pr-RU) 
JJHUeH3HH .N'! 
Analvsis performed accordin2 ND No/ AuaJJH3 npose.o:eu no HJJ: .N'!: JIII-.N2(004603)-(Pr-RU)-130224 

Pa~e 4 of 5 I CTp. 4 Hl 5 
8 Microbiological purity*/ MnKpo6uoJ1oru11ecKaH 'IHCTOTa* 

a) Total aerobic microbial count I Less than 10 CFU/g / Not more than 1000 CFU/g / 
O6m:ee qHCJIO a3po6ttblX Mettee 10 KOE/r He 6onee 1000 KOE/r 
MHKpooprattH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g / 
mould count I O6m:ee qHcno Mettee IO KOE/r He 6onee 100 KOE/r 
.o:po)K)KeBblX H nnectteBblX rpH60B 

c) E.coli Absent in lg/ Shall be absent in lg/ 
OTCYTCTBYeT B 1 r ,l(OJI)KHb( OTCYTCTBOBaTb B 1 r 

9 Assay/ KoJ1u11ecTseuuoe 19.4 mg I 19,4 Mr 18.0 to 22.0 mg ofC1sH20N3O3SNa (Rabeprazole 
~~~e.o:eJJeuue sodium) (90 to 110 % of label claim) per tablet. I 

OT 18,0 Mr .11:0 22,0 Mr C1sH20N3O3SNa 
(pa6enpaJon ttaTPH.11) (oT 90 .11:0 110 % OT 
ttOMHttaJibttOro co.11:ep)KattH.8) 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. I or 2 blisters with a package insert in a 
package insert in a carton. I IIo 15 carton. I Ilo 15 Ta6neTOK B 6nHCTepe H3 
Ta6neTOK B 6nHCTepe H3 (IIBX/ AJI/IIA) (IIBX/ AJI/IIA) cponbru I anJOMHttHeeoil: q>onbru. Ilo 
q>OJibrH / aJIIOMHttHeBOH q>OJibrH. 2 1 HJIH 2 6nncrepa BMeCTe c JIHCTKOM-BKJia,ll;blllleM e 
6JIHCTepa BMeCTe c JIHCTKOM- naqKY KapTOttHYJO. 
BKJia,ll;blllleM B naqKy KapTOHttylO 

API name/ HanMeHoBauue A<llC: Rabeprazole sodium / Pa6enpa3on HaTPIDI 
INN/MHH: Rabeprazole / Pa6enpaJon 

API manufacturer batch number / ACSH000750 & ACSH000785 
HoMep cepuu npoH3BO,ll;HTeJJH AcJ>C: 

FP Manufacturer API Batch number/ 
HoMep cepHH cy6cTaHUHH FCSA00519 & FCSA00520 
llPOH3B0JlHTeJJH r JlcJ>: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMe11auue: IIpO'AYKT cooTBeTcTByeT Tpe6oBaHHHM H,ll 3aKJIIO'leaue: O,ll;OliPEHO 

,_ 

Prepared by / 

~ Checked by~~/7, a-!- ::Approved by: Manager/Executive / 
ITo'ArOTOBJieHo: IIpoBepeHo· 0'Ao6peHo: MeHe'A)Kep I PyKoBO'AHTem, 

~ 

Date/ 
30-1 I --'Lo~ Date/ 

~G1 '1 I -~ Date/ 30~,~ 
,[(aTa: ,[(am: ,[{am: 



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

Product: Razo®, enteric-coated tablets, 20 mg 
IJpotJ,yKT: P!13o®, Ta6neTKH, IIOKPblTLie KHlIIeqHopaCTBOpHMOU o6onoqKou, 20 Mr 

Mark!!t./ f1>rnoK : Russia / PoccID1 

Batch No./ 
: C2514531 

Batch Quantity/ 1500000 tab/ 

CepnH .N"!! Pa3Mep cepaa 
: 

1500000 Ta6 

Analytical Report No. / 
: 890001850386 

Date of Analysis / : 28/11/2025 
AHaJJHTH'leCKHH OTlfeT ,Ng ,llaTa aHaJJH3a 
Date of Manufacture / 

: 12/09/2025 
Date of Expiry / 

31/08/2027 
D;aTa DPOH3BO,IICTBa rotJ,eHtJ,0 

: 

Mfg. License No. / 
JlpOH3B0,llCTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : .JIII-.N'2(004603)-(Pr-RU) 

mi:ueH3HH .N"!! 
Analysis performed according ND No/ AuaJJH3 nposet1,eH no H,ll .N'2: .JIII-.N"2(OO46O3)-(Pr-RU)-13O224 

Pa2e 5 of 5 / CTp. 5 u15 

AP.I -Manufactured by & country / Dr. Reddy's Laboratories Ltd., India 
IIpou3BO,llHTeJJL A<l>C, cTpaua: ,n:-p Pe.MH' c Jla6oparopuc JlT,11,., HH,ll,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 / 
Bachupally (Mandal), Medchal-Malkajgiri (Dist.), Telangana, India 

Release site / 
HanMeHOB8HHe, at1,pec H HOMep J1HQeH3HH 

(License No 59/RR/AP/97/F/R) 
IlpOH3BO,ll,CTBeHHOe IIO,ll,p!l3,ll,eJieHHe - 3, yqaCTKH N!! 41, qaCTb 42, qaCTb 45 u lfaCTb 

DJJOW:a,llKH, ocyw;eCTBJJHIOW:eii 
46, Iiaqynannu (Bunna,ll,)K), Iiaqynannu (Mau,11,an), Me,11,qan ManKa,ll,)KI'Hpn (,ll;HCT.), 

IIpOH3B0,llCTBO/KOHTpOJJb 
lIITaT TenaHraHa, Hu,11,ID1 (JlnQeH3HJI N!! 59/RR/AP/97/F/R) 

K&lfeCTBafBLIDYCK r Jl<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». 

3aKJJJO'leHne O COOTBeTCTBHH: «HacTollmHM H 00,ll,TBep)K,ll,alO, qTo npuBe,ll,eHHaH BbIWe HH4>opMaQID1 HBJIJleTCH ,ll,OCTOBepHOU H TOqHoU. 
3Ta cepnll npo,11,yKQHH rrpOH3Be,ll,eHa (BKJIIOqaH ynaKOBKY (MapKHpOBKy) H KOHTpOJib KaqecTBa) Ha BbIWeyK!l3aHHOU npOH3BO,ll,CTBeHHOU 
nnoma,11,Ke (nnoma,11,Kax) B IIOJIHOM C0OTBeTCTBHH C rpe6oBaHHJIMH IIpaBHJI Ha,11,ne)Kameu IIpOH3BO,ll,CTBeHHOU npaKTHKH EBp!l3HUCKOro 
3KOH0MHqecKoro coio3a (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) H rpe60BaHHJ1MH KOHTpOnll KalfeCTBa neKapCTBeHHbIX 
cpe,11,CTB, a TaK)Ke B COOTBeTCTBHH co cneQH4>HKaQHJ1MH, co,11,ep)KamHMHCH e perucrpaQHOHHOM ,ll,OCbe crpaHbl-HMIIOpTepa. 3anucu no 
np0H3B0,ll,CTBY, ynaKOBKe H aHanH3Y npoBepeHbl, H yCTaHOBJieHO HX COOTBeTCTBHe rpe6oBaHHJIM Ilpaeun HatJ,Jie)Kameu npOH3BO,ll,CTBeHHOU 
npaKTHKH Eep!l3HUCKOro 3KOH0MnqecKoro COI03!l». 

Remarks : The Product confirms to ND/ 
IlpHMe'laHne: IIpo,z:i;yKT COOTBeTcTByeT TJ)e6oBaHHj!M H,l( 

Pi:~pared .. by I 
Ilo.l(rOTOBJieHo: 

Date/ 
)J;aTa: 

Checked by/ 
IIpoeepeHo;:...::+::: 

Date/ 
,[{aTa: 

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

Approved by: Manager/Executive / 
O.z:i;o6peHo: Mette,I.OKep / PyKOBO)];HTeJib 

. ' s---

,l(aTa: 


