
••• -Dr.Raddy's ~;• 
CERTIFIC TE OF ANALYSIS 

CEPTH ([)JIKA T AHAJIH3A 

Product : Razo<11 . enteric-coated tablets, 20 mg 

npoJ1,yKr: Pa:300<.', TaOJJeTKH. ITOKpb!Tble KTnIIC'IHOpaCTBOPllMOM 060JJO'lKOW, 20 Mr 

Market/ PMHOK : Russia/ Poccttll 

Batch No./ 
C2512860 Batch Quantity I 1500000 tab / 

Ceomr N2 
: 

P33Mep cepnH 
: 

1500000 Ta6 
Analytical Report No. I 

: 890001844118 Date of Analysis / 
26/10/2025 AuaJIH'TH<Jec1e11u OT'leT N2 .l(a-ra auaJiuJa : 

Date of Manufacture / 
08/09/2025 Date of Expiry/ 

31/08/2027 ,ll,aTa n J)OHJBO)lCTBa 
: 

roJl,eH AO 
: 

Mfg. License No./ 
n 1)011380.llCTBCHHMI : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(004603)-(Pr-RU) 
JIH~eHJHH N2 

Analysis performed according ND No/ AuaJiuJ nposemrn no R)l N2: JTTT-M(004603)-(Pr -RU)-130224 

N2 Test I lloK:aJaTeJib Result I PeJyJibTaTbl 

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

tablets imprinted "RB20" with red ink on 

the one side. White tablet core on cross-

section. I Kpyrnbre, ABOl!KOBbITTYKJJbie 

Ta6JJeTKl1, IlOKpblTbie o60JJO'IKOH 

CBeTJJO-)KeJJTOro u:seTa C MapKttpOBKOH 

KpacHoro u;sern «RB20» Ha O.[IHOH 

cTopoue. Ha rrorrepelfHOM pa3pe3e ll.LlPO 

6enoro u:seTa. 

2 Identification By HPLC / Complies as prescribed / 
lIJ1,eHTniJ,u1ea~uH B3)KX CooTBeTCTByeT Tpe6osaHttl!M 

3 Average weight/ 210.91 mg/ 210,91 Mr 

CpeAHHH Macca 

Remarks : The Product confirms to ND/ 
IIpuMeqauue: ITpo,ll,yKT coorneTcrnyeT Tpe6oBaHJUIM H,Zl; 

Prepared by / 
I10,1J,roroBJJeHo: 

Date/ 
)];am: 

Checked by 

TipoaepeHo-

Date/ 
,llarn: 

Page 1 of 5 I Crp. 1 HJ 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. / 
KpyrJJbie, .[IBOl!KOBbITTYKJJbJe Ta6JJeTKH, UOKpblTbJe 
o60JJO'IKOH OT CBCTJJO-)KeJJTOfO .[10 )KeJJToro U:BeTa 
c MapKttpoBKOH Kpacuoro u:sern «RB20» ua O.[IHOH 
CTopoHe. Ha rrorrepe1rnoM pa3pe3e ll.Llpo OT 6enoro 
LIO rro<JTtt 6enoro u:sern. 

The retention time of major peak in the 
chromatogram of test solution should correspond 
to the retention time of major peak in the 
chromatogram ofRabeprazole sodium reference 
standard solution (section Assay). / BpeMll 
y.[lep)KttBamrn OCHOBHOro ITttKa Ha 
xpoMaTorpaMMe HCilbITyeMoro paCTBOpa .[IOJJ)KHO 
COOTBeTCTBOBaTb epeMemI y.[lep)KHBaHHll 
OCHOBHOro ITHKa Ha xpoMaTorpaMMe paCTBOpa 
CTaH.[lapTHOro o6paJu;a pa6errpaJOJJa HaTpHll 
(paJ.[leJJ «Kom-1qecTBeHHoe orrpe.[leJJeHHe» ). 

212.68 mg± 5 % (202.05 to 223.31 mg) I 
212,68 Mr± 5 % (OT 202,05 Mr .[10 223,31 Mr) 

Conclusion : APPROVED / 
3a1rnroqeuue: O,Ll;OJiPEHO 

Approved by: Manager/Executive / 
O,1J,06peHo: MeHe,ll,)Kep I PyKoBO,ll,HTeJJh 

Date I 
,llarn: 

y---' 



CERTIFICATE OF ANALYSIS 
CEPTH<l>ID(AT AHAJIH3A 

Product : Razo~, enteric-coated tablets, 20 mg 
n POAY tn: Pa.Jo0'1, Ta6nenm, no r,;-pbtTble 1nWJe'-IHopacTnornr1110/1 06ono·l11..:0U, 20 Mr 

Market I Pbrnoic : Russia / PoccIDJ 

Batch No./ 
: C2512860 Batch Quantity / 1500000 tab/ 

Cepn.H .N'2 Pa3Mep cep1m : 
1500000 Ta6 

Analytical Report No./ 
: 890001844118 Date of Analysis / 

26/10/2025 AuannTH'lecicnii OT'leT .N'2 ,Jl,a.-a auannJa : 

Date of Manufacture / 
: 08/09/2025 Date of Expiry/ 

,Jl,arn llPO113BOL{CTBa roAeHAO : 31/08/2027 

Mfg. License No. / 
IlpoH3B0,':ICTBeHHaH : 59/RR/AP/97/F/R MA number:/ HoMep PY : JIIl-.N'2(OO46O3)-(Pr-RU) 
J1Hl{Crt3 IU1 .N'2 
Anah'sis oerformed according ND No/ Auanm npoucAeH no l:1)1. .N'2: Jlll-.N'~(OO46O3)-(Pr-RU)-13O224 

•i',' H3 
4 Dissolution/ PacTeopeune Unit-1/EJlMl·mu.a-l 3% In 0.1 M hydrochloric acid solution - not more than 

Unit-2/E.a,HHHU.a-2 1% 10 % ofC1sH20N3O3SNa (Rabeprazole sodium) label 
Unit-3/E,1:1nHm~a-3 2% claim in 2 h. / B 0,1 M pacrnope 

Paae 2 ofS I CTll 2 5 

Unit-4/E,1:1Hmn-1a-4 2% XJIOpHCTOBOL\OpO.[{HOH KHCJIOTbl - He 6onee 1 O % OT 
Unit-5/E.[{HHHU.a-5 1% HOMHHaJibHOfO CO.[{ep)l(aHHll C111H'.!oN3O3SNa 
Unit-6/E.[{HHHU.a-6 1% (pa6enpa.Jon HaTpHll) qepe3 2 "· 
Average / Cpe,llH. 3Ha'leHHe: 2 % 
Unit- J/E.nHHttu.a-1 84% In buffer solution pH 8.0 - not less than 75 % (Q) of 
Unit-2/EJl:nH11u.a-2 89% C1sH20N3O3SNa (Rabeprazole sodium) label claim 
Unit-3/E,o.HHTH.(a-3 89% in 60 min. / B 6yqiepHoM pacrnope pH 8,0 - He MeHee 
Unil-4/E.ri;m=rnua-4 90% 75% (Q) OT HOMHHaJibHOro CO.[{ep)l(aHHll 
Unit:-5/En.mtHu.a-5 90% C1sH20N3O3SNa (pa6enpa.Jon HaYpHll) qepe3 60 MHH. 
Unit-6/En.ttHMU.a-6 90% 

Average / Cpc,o.H. JHa'-leHHe: 89 % 
5 Related Substances / 

Po,LJ;CTBeHHble npHMeCH 

Rabeprazole N-oxide/ Not detected / He o6uapy)l(eHa Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa.Jona N-oKCH.[{ 

Rabeprazole Sulfone/ Pa6enpa.Jona 
0.09% I 0,09% 

Not more than 0.5 % I He 6onee 0,5 % 
cynbc~o11 

Rabeprazole Methoxy analog/ Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa.Jona MeTOKCH aHanor 

0.07% I 0,07% 
Rabeprazole Chloro analog/ Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa.Jona xnopo auanor Not detected / He o6Hapy)l(eHa 

Rabeprazole Sulphide/ Not more than 0.5 % I He 6onee 0,5 % 
Pa6enpa3ona cyJibQJHJl 

0.03% I 0,03% 

Rabeprazole Related compound Al 
Below LOD (LOD = 0.019 %) I HH)l(e 

Not more than 0.5 % I He 6onee 0,5 % 
Pa6enp!13ona po.ncrneHHaii 

npe.nena o6Hapy)l(eHlrn (TIO= 0,019 %) npHMecb A 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpnMeqaHne: Ilpo.uyKT cooTBeTcTByeT Tpe6oBamrnM H)I 3aKmoqeHne: 0,lJ;OJiPEHO . /) 

Prepared by/ ~ Checke,~b>~ ~ Approved by: Manager/Executive / 
Ilo.uroTOBJieHo: TipoaepeH • •Lt- O.uo6petto: Mette,IJ,)Kep I PyKoBO.UMTeJib 

~ 
Date/ 14 ~ lO r--~~ 

Date/ ;)Z7(Z)r-)J74S Date/ ~'\b•~ 
)Iarn: )lam: )Iarn: 



•·· , Dr.Raddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH4>III<A T AHAJIIDA 

Product: Razo1
', enteric-coated tablets, 20 mg 

npo11,.Yh"'r: Pa:m®, rn6m!TKl1, noKpblTbte KHWe4H:Opac-reop,rMQH 060J10'-lKOM, 20 Mr 

Market/ PbIHOK : Russia / PoccIDI 

Batch No./ 
: C2512860 Batch Quantity/ 1500000 tab/ 

ICepim .N'2 P83Mep cep1rn : 
1500000 Ta6 

Analytical Report No./ 
: 890001844118 Date of Analysis / 

26/10/2025 AuaJIHTH'leCKHii 0T'leT .N'2 : 11,aTa 3H3JIH33 
Date of Manufacture / 

: 08/09/2025 Date of Expiry I 
)la Ta n P0IIJB0JlCTBa ro,11;eu ,11;0 : 31/08/2027 

Mfg. License No./ 
IlpoHJBO,ll;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : .JIIl-.N'2(004603)-(Pr-RU) 
JIH1J,CH3 Ull .N'! 

Analysis performed accordine ND No I AnaJIHJ 11poneJ.J.c11 no H.11, .N'2: .JIIl-.Nl!(004603)-(Pr-RU)-130224 

6 

7 

Rabeprazole Related compound Cl 
Pa6errpaJona po,11;cTsenHaH Not detected / He o6Hapy)l(eHa 
rrpttMec1, C 

Specified Impurity at 
aboutRRT 1.37 Not detected / He 06Hapy)l(eHa 
(Mass m/z=310 
Imidazole) / TipuMecb rrp0 RRT 
1,37 (Macca m/z=310 HMHL\aJOn) 

Specified Impurity at 
aboutRRT 1.51 
(Mass m/z=458 Benzo Not detected / He o6Hapy)l(eHa 

imidazole adduct)/ TipttMeCb rrp0 
RRT 1,51 (Macca m/z=458 
6eH3HMH):\aJOna aMyKT) 

Individual unidentified impurity/ 
Below BDL (BDL= 0.1 %) / HH)l(e E,11;HHH1-1Haj[ 

He0,11;eHTH<pHUHposaHHaj[ npHMeCb rropora pemcTpauuu (TIP 0,1 %) 

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

Residual Solvents content/ 1387 µg/tab / 1387 MKr Ha Ta6neTKY 
OcTaTO'IHbte opraHH'leCKHe 
paCTB0pHTeJIH 

Uniformity of dosage units / 2.3 I 2,3 
O,11;uopo,11;HOCTb ):\03Hp0BaHHblX 
e,ll;HHHIJ 

Remarks: The Product confirms to ND/ 
IIpuMeqauue: IlpO.L\YKT cooTBeTcTByeT Tpe60Bamu1M H,Il 

Prepared by I ~ 
Ilo,[(roTOBJieHo: - ~ 

Date/ 
,Ilarn: 

Date/ 

Liam: 

Paoe 3 of 5 / CTJ) 3 HJ 5 ... 
Not more than 0.5 % / He 6onee 0,5 % 

Not more than 0.5 % / 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/ 
Ifaonporrauon - He 6onee 2621 MKr ua Ta6neTKy 

Acceptance value (AV) should be not more than 
15.0. I TioKaJaTeJib nptteMneMocrn (AV) L\OJI)l(eH 
6bJTb He 6onee 15,0. 

Conclusion : APPROVED I 
3a1rnroqeuue: O,[l;OliPEHO 

Approved by: Manager/Executive / 
0,[(o6peHo: MeHe.L(:>Kep I PyKoBO.L(MTeJib 

y-



•·· Dr-.Reddy's ~;• 
CER1TFCCATE OF ANALYSIS 

CEPTH~HKATAHA.Jm3A 
Produd : Razo00

, enteric-coated tablets, 20 mg 
Tipo,1J,,Yh7": Pa3o00, Ta6m:rn 11, no1<pb1T1>re KHW'e9RopaCT0op1-1r,10H o6onoYKOii, 20 Mr 

ll\llarket / PblHOK : Russia / PoccIDI 

Batch No./ 
: C2512860 Batch Quantity / 1500000 tab/ 

CeJJTrn N2 P3.3Mep cep1111 : 
1500000 Ta6 

Analytical Report No. / 
: 890001844118 Date of Analysis I 

26/10/2025 AHaJittTH'lecKttii OT'leT .N'2 ,IJ,aTa aHaJitt3a : 

Date of Manufacture / 
: 08/09/2025 Date of Expiry / 

,UaTa n POH3BO)],CTB3 ro,a:eH ,ll;O : 31/08/2027 

Mfg. License No./ 
IlpOH380,UCTBCHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N'2(004603)-(Pr-RU) 
JI It I.( e HJ, IUI .N'! 

Ana lvsis performed accordine: ND No/ AHaJin3 noonc)],e11 no l-J)J. .N'2: JIIl-.N1!(004603)-(Pr-RU)-130224 

8 Microbiological purity*/ MttKpo6ttoJiornqecKaH 'IHCTOTa* 
Pa0 e 4 of 5 I CTD 4 HJ 5 L;,;_ 

a) Total aerobic microbial count I Less than 10 CFU/g / Not more than 1000 CFU/g / 
06mee 'HfCJIO a.3po6HbIX MeHee 10 KOE/r He 6oJiee 1000 KOE/r 
M11KpoopraHH3MOB 

b) Total combined yeasts and Less than 10 CFU/g / Not more than 100 CFU/g I 
mould count I 06ll(ee 1u1cJio MeHee 10 KOE/r He 6oJiee 100 KOE/r 
,a:po:>IOKeBblX 11 OJieCHeBblX rp1160B 

c) E.coli Absent in 1 g / Shall be absent in lg/ 
0TCYTCTByeT s 1 r J:J:omKHbl OTCYTCTBOBaTb s 1 r 

9 Assay/ KoJinlfeCTBeHHoe 19.8 mg/ 19,8 Mr 18.0 to 22.0 mg of C1sH20N303SNa (Rabeprazole 
onpe,a:eJieHue sodium) (90 to 110 % of label claim) per tablet. I 

OT 18,0 Mr .uo 22,0 Mr C1sH20N303SNa 
(pa6enp!130JI HaTpm1) (oT 90 .uo 110 % OT 

HOMHHaJibHOro co,nep)KaHJ-UI) s 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. 1 or 2 blisters with a package insert in a 
package insert in a carton. / no 15 carton. I no 15 Ta6JieTOK B 6JIHCTepe 113 
Ta6JieTOK s 6JI11cTepe 113 (nBX/ AJI/nA) {TIBX/ AJI/nA) cpoJibrtt / aJIJOM11H11esott cpOJibrtt. no 
!pOJibrH / aJIJOMHHHeBOM !pOJibrH. 2 1 11Jil1 2 6JIHCTepa BMeCTe c Jil1CTKOM-BKJia,ll,blllleM s 
6JIHCTepa BMeCTe c JIHCTKOM- na'fKY KapTOHHyJO. 
BKJia,ll,blllleM B na'fKY KapTOHHYJO 

API name/ HanMeHoeaHtte A<l>C: Rabeprazole sodium / Pa6enp!l3oJI HaTpIDI 
INN /MHH: Rabeprazole / Pa6enp!13oJI 

API manufacturer batch number / 
ACSH000694 & ACSH000712 

HoMep cepnu npott3BOtJ:HTeJIH A<l>C: 

FP Manufacturer API Batch number / 
HoMep cepttH cy6cTaHU:UH npOH3BO,ll;HTeJIH FCSA005 l 5 & FCSA00516 
r JI<I>: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'laHne: ITpo,n:yKT coorneTcrnyeT Tpe6oaamu1M H,D; 3aKJIIO'leHue: O,[(OEPEHO 

' , h 

Prepared by/ ~ Checked by;Q./ ~ Approved by: Manager/Executive / 
ITo,n:roroanetto: ITpoaepetto ~ 0,n:o6petto: Mette,n:)Kep / PyKOB0.11:HTeJlb 

'?"'" V 
Date/ 

~ ,/~,- l--'O~ 
Date/ 2{6'f 0,-)P-1-5 Date/ 

°t£--\D -'9✓ 
llam: )lam: )lam: 



·•· Dr.Reddy's ~~• 
CERTIFICATE OF AN AL YSIS 

CEPTH<l>IIKAT AHA.JUBA 

Product : Razo°' . enteric-coated tablets, 20 mg 
Ilpoizy,-- r: PaJo°''. rct6Jte1'tm, noKpbtTble K11rney11opac-rnop11Mott 060110<1Koi1, 20 Mr 

Market / P1,rnoK : Russia/ PoccID! 

Batch No./ 
C2512860 

Batch Quantity / 1500000 tab / 
Cepun .N2 

: 
Pa3Mep cep•m 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001844118 

Date of Analysis / 
26/10/2025 

AHaJIUTH'feCKHH OT'feT .N'2 JJ,aTn aHaJJH3a 
: 

Date of Manufacture / 
: 08/09/2025 

Date of Expiry / 
31/08/2027 

Jl,aTa npOll38OJlCTB8 roti:eH t):O 
: 

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

m1ueHJHH .N'2 
Analvsis performed accordh12 ND No/ Auanu3 npose)lcn no IJ,ll .N'2: JIII-.N'2(OO46O3)-(Pr-RU)-13O224 

Pa2e 5 of 5 / CTr> 5 H3 5 

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

IlpoHJBOti:HTeJit. A<l>C, cTpaua: ,U-p Pe,!1Jl11'c na6opaTOp11c JIT.u., JiIH)l.m1. 

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

manufacturing site / Control site / Release 
site/ 

Bachupa ll y (Manda!), Medchal-Malkajgiri (Dist.), Telangana India 
(License No 59/RR/AP/97/F/R) 

HanMeHOBaHne, ati:pec H HOMep JtuneH3HU 
nnomati:KH, ocymecTBJJSIIOll.lCH 

Tipomso.ucTBeuuoe no,upa3,uenem-1e - 3, yqacTKl1 N2 41, qacTh 42, qacTb 45 11 qacTb 

npOH3B0tJ:CTBOIKOHTpOJJb Ka'feCTBa/e1,rnycK 
46, I,aqynamrn (B11nna.u)K), EaYynaJJJ'IH (MaHJJ;aJ1) MeJJ.•ia11 Ma.m,a.o.)1<r11p11 (.[{11cT.), 

r JI<I>; 
WTaT Tenauraua, HHD,HII Jlm.lCF!3Hll N2 59/RRJAP/97/F/R) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch of product has been 
man,llfactured, 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 cstabl i heel» . 

3aKJIIOqenne O COOTBeTCTBUU: «HacTo»mHM H ITO.UTBep)f(.ua.o, '-ITO npwse.ueuual! BbIWe 11ucpopMau11» l!BJJHeTCll AOCTOBepHOH Ji! TO'-IHOH. 
3Ta cepwll npo,uyKU11H npomae.ueua (BKJJIO'-lall ynaKOBKY {MapKHpOBKY) 11 KOHTpOJib Ka'-leCTBa) Ha BbIWeyKa3aHHOH npOH3B0.UCTBeHHOH 
nnoma.uKe (nnoma.uKax) B IIOJJHOM COOTBeTCTBHH C Tpe6osaHl1l!MH ITpaBl1JI ua,uJie)Kameii np0113B0.UCTBeHHOH npaKTl1KH Espa3HHCKoro 
3KOHOM11'-lecKoro coIOJa (No. GMP/EAEU/RU/01293-2024 dt. 20 May 2024) 11 Tpe6osaHHl!Ml1 KOHTµOJIH Ka'-lecTsa neKapcTBeHHhIX 
cpe,ucTB, a TaK)Ke B COOTBeTCTBHl1 co cneump11KaUHl!Ml1, co.uep)Kam11Ml1Cll B perncTpaUHOHHOM .UOChe CTpaHbl-11MnopTepa. 3an11c11 no 
npOH3B0ACTBY, ynaKOBKe 11 auanmy npoaepeHhl, 11 ycrauOBJJeHO HX COOTBeTCTBHe Tpe6osaHHllM ITpaBl1JI ua.une)Kameii np0113B0.UCTBeHHOH 

npaKTl1KH Espa3HHCKOro 3KOHOMl1'-leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
IIpuMeqanne: Tipo,n:yKT cooTBeTcTByeT Tpe6oBaHHjiM H.D: 

Conclusion : APPROVED / 
3aKmoqenne: O.LJ:OliPEHO 

Prepared by I ~ ~ 
Tio.uroTOBJleHO: ~ 

Date/ 
,D;aw: 

Date/ 
,D;aw: 

pproved by: Manager/Executive / 
O.uo6peHo: MeHe,n:)Kep / PyKoBO.UHTeJih 

Date/ 
~{o.-)t?-4.6 ,D;aw: 

r 


