
•·· - Dr.Raddy's~;• CERTIFICATE OF ANALYSIS 
CEPTII «I> IIKA T AHAJIII3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IT poayKT: Pa.30119 {pa6enpa3on), Ta6ne-rKH, noKpbITbie KHrne 1rnopacTBOPHMOH o6onoqKoH, 20 Mr 

Market/ PblHOK : Russia I Poccm, 

Batch No./ 
: C2609565 

Batch Quantity / 1500000 tab/ 
CepHH .N"! PaJMep cepHH : 

1500000 Ta6 
Analytical Report No./ 

: 890001899004 
Date of Analysis / 

: 30/07/2026 
AuaJ&HTH'feCKHii OT'feT .N"! )l,aTa auaJ&H3a 
Date of Manufacture / 

: 20/04/2026 
Date of Expiry / 

31/03/2028 
)l,aTa npOH3B0tJ.CTBa roti.eH tJ.O 

: 

Mfg. License No./ 
IIpoH3B0tJ.CTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"!(004603)-(Pr-RU) 
JJHUeH3HH .N°! 
Analysis performed according to ND No.: I AnaJJH3 nposeti.en no H,ll, .N"!: JIII-.N"!(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeTM nepsnquoii ynaKOBKH yrnepmti.enh1: 13.02.2024 
Artworks of secondary package approved:/ MaKeThI srnpH'IHOH ynaKOBKH yTsep1Kt1.enh1: 13.02.2024 
PL approved: / JIB VTBCP7K.ll:en: 10.02.2025 

Pa2e 1 of 5 / CTp. 1 HJ 5 
.M! Test/ IloKa3aTeJib Result/ PeJyJibTaTbI Specification / HopMa 

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

tablets imprinted "RB20" with red ink on coated tablets imprinted "RB20" with red 

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

section. / Kpyrnhre, .D:BOHKOBhrnyKnhre 
core on cross-section. I Kpyrnb1e, 
.[IBOHKOBbII1YKJibie Ta6JieTKH, noKpbITbie 

Ta6neTKH, noKphITbie o6onoqKoH o60JIO'-IKOH OT CBeTJIO-)KeJITOfO ,LIO )KeJITOfO 
CBeTJIO-)KeJITOro QBeTa C MapKHpOBKOH QBeTa C MapKHpOBKOH KpacHoro QBeTa 
KpacHoro QBeTa «RB20» Ha 0.[IHOH «RB20» Ha O.[IHOH CTOpOHe. Ha 

cTopoHe. Ha nonepe'-IHOM pa3pe3e si.r1po nonepe'-IHOM pa3pe3e si.r1po OT 6enoro .n;o 

6enoro QBeTa. nol.frn 6enoro QBeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 

IIJ~eHTHcl>nKau:nH chromatogram of test solution chromatogram of test solution should 

HPLCIB3JKX corresponds to the retention time of correspond to the retention time of major 
major peak in the chromatogram of peak in the chromatogram of Rabeprazole 

Rabeprazole sodium reference standard sodium reference standard solution (section 
solution. I BpeMsi y.r1ep)KHBaHHH Assay). I BpeMsi y.r1ep)KIrnaHHH ocHOBHoro 

OCHOBHOro TTHKa Ha xpoMaTorpaMMe TTHKa Ha xpoMaTorpaMMe HCTTbITyeMOfO 
HCTTbITyeMOro pacTBopa COOTBeTcTByeT pacTBopa .[IOJI)KHO COOTBeTCTBOBaTb 

BpeMeHH y.r1ep)KHBaHHH OCHOBHOrO BpeMeHH y.r1ep)KHBaHHH OCHOBHOro mIKa Ha 

TTHKa Ha xpoMarnrpaMMe pacTBopa xpoMaTorpaMMe pacTBopa CTaHJ:\apTHoro 

CTaH,llapTHOro o6pa3Qa pa6enpaJona o6paJQa pa6enpaJona HaTplrn (paJ.r1en 
HaTpHH. «KoJIHl.fecTBeHHoe onpe.r1eneHHe»). 

3 Average weight of tablets/ 212.68 mg± 5 % (202.05 to 223.31 mg) I 
Cpe~HHH Macca Ta6JieTOK 208.32 mg I 208,32 Mr 212,68 Mr± 5 % (OT 202,05 Mr .[10 223,31 

Mr) 

4 Dissolution / PacTsopeuue Unit-1/E.[IHHHQa-1 3% In 0.1 M hydrochloric acid solution - not 

Unit-2/E.[IHHHQa-2 1% more than 10 % of C1gH20N303SNa 

Unit-3/E.[IHHMQa-3 3% (Rabeprazole sodium) label claim in 2 h. / B 

Unit-4/E.[IHHHQa-4 2% 0, 1 M pacTBope xnopOBO,LIOpO,LIHOH KHCJIOTbl 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpHMe'faHHe: IIpoL(yKT COOTBeTCTByeT Tpe6osa1nrnM H,ll 3aKJJIO'feHHe: O)1,OliPEHO 

Pr~pilr~rl hy:~/ 1 r'.h~~k~rl h)~:~/ <- ~hl:'d<l:'d by (AQA) ~ Approved by: Quality Assurance/Authorized person/ 
IIoL(roTosneHo: 

~ 'Tlpoeep~~ -0L(o6peHo: 06ecneqeHHe KaqecTsa/OrseTCTBeHttoe 1rnuo: 
S---' 

Date / 3 \....-O1-~l.k Date.3/ ~ , Date I 3. r;..-<>-O'Jfl. Date/ 3 I ~ ') ---"-9 '-.f 
LlaTa: ,llaTa. • )lam: I n ,llaTa: 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHA.JUBA 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IlpoAyKT: Pa:m® (pa6errpa30JI), Ta6JieTKH, JTOKpb!ThJe KHIIIeGHOpaCTBOpHMOH o60JIOGKOH, 20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
: C2609565 Batch Quantity / 1500000 tab/ 

CepuH .N2 Pa3Mep cepuu 
: 1500000 Ta6 

Analytical Report No./ 
: 890001899004 

Date of Analysis / 
: 30/07/2026 

AnaJinTn'leCKHH OT'leT .N2 .IJ:aTa anaJiu1a 
Date of Manufacture / 

: 20/04/2026 Date of Expiry / 
31/03/2028 

.IJ:aTa npOH3BOACTBa roAeH AO 
: 

Mfg. License No./ 
IlpOU3B0ACTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N2(004603)-(Pr-RU) 
JIUQeH3UH .N2 
Analysis performed according to ND No.:/ AnaJinl rrpoBeAeH rro H.IJ: .N2: JIIl-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbt nepsuqnoii yrraKOBKU yTBep,KJJ;eHbt: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH yrraKOBKn yTsep,irAeHbt: 13.02.2024 
PL approved:/ JIB yrnep,KJJ;en: 10.02.2025 

Page 2 of 5 / CTp. 2 u3 5 
Unit-5/E)],MHMUa-5 3% - He 6011ee 10% OT HOMMHaJibHOro 
Unit-6/E)],MHMUa-6 3% co)],ep)KattmI C1sH20N3O3SNa (pa6enpa.3011 

Average/ Cpe)],H. 3HatJeHtte: 3% HaTpm1) qepe3 2 tJ. 

Unit-1/E)],MHMUa-1 87% In buffer solution pH 8.0 - not less than 75 
Unit-2/E)],MHMUa-2 88% % (Q) of C1sH20N3O3SNa (Rabeprazole 

Unit-3/E)],MHMUa-3 83% sodium) label claim in 60 min. / B 6yqiepHOM 

Unit-4/E)],MHMUa-4 88% pacTBope pH 8,0 - He Mettee 75 % (Q) OT 

Unit-5/E.ll.MHMUa-5 86% HOMMHaJibHOro CO)],ep)KaHmI 

Unit-6/E)],MHMUa-6 85% Cl8H20N3O3SNa (pa6enpa.3011 HaTpm1) qepe3 

Average / Cpe)],H. 3HatJeHtte: 86% 60 MMH. 

5 Impurities / IIpuMecu 

Rabeprazole N-oxide / 
Not detected/ He o6ttapy)KeHa 

NMT 0.5 % I He 6011ee 0,5 % 
Pa6enpa.3011a N-OKCM.ll. 

Rabeprazole Sulfone / 
0.09% I 0,09 % 

NMT 0.5 % I He 6011ee 0,5 % 
Pa6enpa.3011a cy11bCpOH 

Rabeprazole Methoxy analog/ 
Not detected/ He o6ttapy)KeHa 

NMT 0.5 % I He 6011ee 0,5 % 
Pa6enpa.30Jia MeTOKCM aHaJIOr 

Rabeprazole Chloro analog/ Not detected/ He o6ttapy)KeHa NMT 0.5 % I He 6011ee 0,5 % 
Pa6errpa.3011a x11opo attanor 

Rabeprazole Sulphide/ NMT 0.5 % I He 6011ee 0,5 % 

Pa6enpa.3011a cy11hq>M.ll. Below LOQ (LOQ = 0.027 %) I Htt)Ke 
npe)],eJia KOJIMlJeCTBeHHOro 
onpe)],e11ettmI (IIKO = 0,027 %) 

Rabeprazole Related compound Below LOQ (LOQ = 0.058 %) I Htt)Ke NMT 0.5 % I He 6011ee 0,5 % 

A I Pa6enpa.3011a po,n:cTBeHHaR npe)],eJia KOJIMlJeCTBeHHOro 
np11Mecb A ' onpe)],eJieHMR (IIKO = 0,058 %) 

Rabeprazole Related compound NMT 0.5 % I He 6011ee 0,5 % 
C I Pa6enpa.3011a po)],cTBeHHaR 

Not detected/ He o6ttapy)KeHa 
npttMecb C 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lanue: TipOAYKT cooTBeTcTByeT Tpe6onaw,rnM H,ll, 3aKJIIO'lenue: O.IJ:OliPEHO 
Prepared by / Checked by /'o7 i-t'hecked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
TT,o,a.roTOB~ ITp- - • -flp,osepeH~ 1 illrr.lr,.,1.----0Ao6petto: O6ecrreGett11e KaGeCTBa!OTBeTCTBeHHOe JIHQO: 
~ ~ ~ 

Date/ 3l 1 -"2-D~ Date I _3;c,9--2o2 ~ate I '2{ 1 7 ~ Y\J"i Date/ 3 I ...--o "\ - 'U '-C' .ll,arn: ' ...0 .ll,arn: • )lam: .ll,arn: 



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

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IIpo,uyKT: Pa.30® (pa6errpa.30JJ), Ta6rreTKH, ITOKpblTbie KHrne1rnopaCTBOpHMOH o6oJJ04KOH, 20 Mr 

Market/ P1,rnoK : Russia/ Poccm, 

Batch No./ 
: C2609565 

Batch Quantity / 1500000 tab/ 
Cepm1 .N"2 PaJMep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001899004 

Date of Analysis / 
: 30/07/2026 

AnaJIHTH'leCKHH OT'leT .N"2 ,ll.aTa aua11u3a 

Date of Manufacture / 
: 20/04/2026 

Date of Expiry / 
31/03/2028 

,ll.aTa npOH3B0,1J.CTB8 ro,IJ.eH ,IJ.0 
: 

Mfg. License No./ 
IJ pOH3B0,1J.CTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : J1Il-.N"2(004603)-(Pr-RU) 
11uuen3usi N2 
Analysis performed according to ND No.:/ Ana11u3 npose,1J.en no H,ll. .N"2: JIII-.N"2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeThl nepsuquou ynaKOBKH yrnep,K,1J.enb1: 13.02.2024 
Artworks of secondary package approved: / MaKeThl srnpuquou ynaKOBKH yrnep,K,1J.en1,1: 13.02.2024 
PL aooroved: / JIB yrnep,K,1J.en: 10.02.2025 

Pa.2:e 3 of 5 / CTp. 3 H3 5 

Specified Impurity at about NMT 0.5 % I He 6oJiee 0,5 % 

RRT 1.37 (Mass m/z=310 0.01%/0,01 % 
Imidazole) / IIp0MeCh np0 
RRT 1,37 (Macca m/z=310 
HMH)],a30JI) 

Specified Impurity at RRT 1.51 NMT 0.5 % I He 6oJiee 0,5 % 

(Mass m/z=458 Benzo Not detected / He o6Hapy)KeHa 
imidazole adduct) / IIp0MeCh 
np0 RRT 1,51 (Macca m/z=458 
6eH3HMH)],a30Jia a,D,D.yKT) 
Maximum unknown individual NMT 0.2 % I He 6oJiee 0,2 % 
impurity/ E)],HHHqHaH Below BDL (BDL= 0.1 %) / Htt)Ke 
HeH)],eHTH~HQHpOBaHHaH nopora perncTpaQHH (IIP 0, 1 %) 
npHMeCh 

Total impurities/ CyMMa NMT 2.0 % I He 6oJiee 2,0 % 
np0Mece0 0.1%/0,1% 

6 Residual Solvents / 1320 µg per tablet/ 1320 MKr Ha 
Isopropanol - NMT 2621 µg per tablet / 

OcTaTO'-IHhie opraHH1.fec1rne lfaonponaHOJI - He 6oJiee 2621 MKr 
rn6JieTKY 

Ha 
paCTBOPHTeJIH rn6JieTKY 

7 Uniformity of dosage units I Acceptance value (AV) should be 
O)].HOpO)],HOCTh 4.214,2 NMT 15.0. I IloKa3aTeJih npHeMJieMOCTH 
)],03HPOBaHHhIX e)],HHHD; (AV) )],OJI)KeH 6hITh He 6oJiee 15,0. 

8 Microbiological purity/ MnKpo6uoJioruqecKaH 1.fHCTOTa 

a) Total aerobic microbial count 
Less than 10 CFU/g I 

NMT 103 CFU/g /He 6oJiee 103 KOE/r 
I 061l..\ee q0cJio a3po6HhIX 

MeHee 10 KOE/r 
MHKpoopraHH3MOB 

b) Total combined yeasts and NMT 102 CFU/g / He 6oJiee 102 KOE/r 
mould count I 061l..\ee q0cno Less than 10 CFU/g I 
)],p0)K)Ke8b!X H nJieCHeBh!X MeHee 10 KOE/r 
rpH60B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpuMe'laHne: Tipo,1J.yKT COOTBeTcTByeT Tpe60BaJ'f]lllM H.[( 3aKJ110'lenue: O,UOliPEHO 
Prepared by / • /\ Checked by~/ ,c;Y' >ffecked by~ (AQA) / Approved by: Quality Assurance/Authorized person/ 

TIOAfOTOBJJeH~ np~ TipoBez.A,Q O,1J.06peHo: O6ecneLJettHe KaLJecTBa/OTBeTCTBeHHoe rr11u_o: 
J...-

Date / • ,_,{, 
,[{aTa: 31 ~01--,..0 ~:!:r31-f9--2t?2 

:tWate i -
.[(am: .3.\ .-07-">1>~ 

Date / 
j ' .----\) "I -\..9 '\.J' 

.[(aTa: 



•·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product : RazoQll (rabeprazole), enteric-coated tablets, 20 mg 
IIpo,llyIIT: Pa3o® (pa6enpa3oJI), Ta6JieTKH, noKphIThie KHrne1rnopacrnopHMOH o6oJIO'lKOi1, 20 Mr 

Market / PhlHOK : Russia/ Poccm, 

Batch No./ 
: C2609565 

Batch Quantity / 1500000 tab / 
Cepun .N2 Pa3Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001899004 

Date of Analysis / 
: 30/07/2026 

AuaJJHTH'JeCKnii OT'leT .N2 )laTa auaJJn3a 
Date of Manufacture / 

: 20/04/2026 
Date of Expiry / 

31/03/2028 
,L(aTa npOU3B0,llCTBa roii:eu ,llO 

: 

Mfg. License No. / 
IIpoU3BO,llCTBeuuan : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N2(004603)-(Pr-RU) 
JJUUeH3HH .N! 
Analysis performed according to ND No.:/ AuaJJn3 nposeii:eu no HJ( .N2: JIII-.N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeTbI nepsuquoii ynaKOBKH yTBep,Kt1;enhl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpuquoii ynaKOBKH yTBep:1Kii:eub1: 13.02.2024 
PL approved:/ JIB yTBep,Kt1;eu: 10.02.2025 

Pa2e 4 of 5 I CTp. 4 u1 5 
c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyTCTBl1e B 1 r 

OTcyTcrnyeT B 1 r 

9 Assay/ KoJiuqecTseuuoe 18.0 to 22.0mg of C1sH20N3O3SNa 
oIIpe_ueJieHue (Rabeprazole sodium) (90 to 110 % of label 

19.5 mg I 19,5 Mr claim) per tablet. I 
OT 18,0 Mr ,U0 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpm1) ( OT 90 ,no 110 % OT 
H0Ml1HaJibH0ro co,nep)KaHml) a Ta6JieTKe. 

10 Package appearance / 15 tablets in a (PVC/Al/PA) foil 15 tablets in a (PVC/Al/PA) foil /aluminum 
OIIucauue yIIaKOBKH /aluminum foil blister. 2 blisters with a foil blister. 1 or 2 blisters with a package 

package insert in a carton. / ITo 15 insert in a carton. / ITo 15 rn6JieTOK B 
rn6JieTOK B 6JI11cTepe 113 (ITBX/ AJI/ITA) 6JI11cTepe 113 (ITBX/ AJI/ITA) q)OJibrH I 
q>oJibrn I aJIIOM11H11eaou q>OJibrn. ITo 2 aJIIOM11H11eaou q)OJibrH. ITo 1 11JTl1 2 
6JT11cTepa BMeCTe C Jil1CTK0M- 6Jil1CTepa BMeCTe c Jil1CTK0M-BKJia,nblllleM a 
BKJia,nbillleM B na'!KY KaPT0HH)'IO. na'!KY KaPT0HHVIO. 

11 Labeling/ MapKuposKa Complies / CoorneTcrnyeT In accordance with section 1.3.2 of Module 
1 of the registration dossier. I B 
C00TBeTCTBl111 C pa3,neJI0M 1.3.2 Mo,nym, 1 
perncTpaQ110HH0ro ,nocbe. 

12 Storage conditions / Y cJIOBHH At temperature not higher than 25 °C. / I1p11 TeMnepazype He Bbillle 25 °C. 
xpaueuust 

13 Shelf-life (storage period)/ 2 years. I 2 ro,na. 
CpoK ro_uuocTu ( cpoK 
xpaHeHHH) 

API name/ HauMeuosauue A<l>C: 
INN /MHH: Rabeprazole / Pa6enpa3oJT 
API manufacturer batch number / 
HoMe ce uu II OH3B0.!1:HTeJist A<l>C: 

ACSH002985 

FP Manufacturer API Batch number/ 
HoMep cepuu cy6CTauu:uu 
II OH3B0.!1:HTeJISI r Jl<J>: 

Remarks : The Product confirms to ND/ 
II UMeqauue: n OilYKT COOTBeTCTByeT Tpe6oBa H.D: 

Prepared by /m: _i'.2---- Checked by I 
f10ll.fOTOBJleH~ n 

Date/ <Jt 1., '21)~ 
.D:arn: _:,1...-0 

FCTA00284 

Conclusion : APPROVED / 
3aKJJJOqeuue: O,[(OliPEHO 
Approved by: Quality Assurance/ Authorized person I 
OD.o6peuo: O6ecne1Jemi:e Ka1Jecrna/OrneTcTeeuuoe JJHuo: 

Date/ 
,[I;arn: 



••· -DroReddy's "lllllri;• CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJIII3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpop;yKT: Pa30® (pa6errpa3on), Ta6neTKH, rroKpb!Tbre Kwwe•rnopacTBopwMoti o6onoqKoti, 20 Mr 

Market / PMHOK : Russia/ PoccIDI 

Batch No./ 
: C2609565 Batch Quantity / 1500000 tab/ 

CepuH .N'2 Pa3Mep cepuu 
: 1500000 m6 

Analytical Report No./ 
: 890001899004 

Date of Analysis / 
30/07/2026 

AuaJJHTnqecKuii oTqeT .N'2 .ll:aTa auaJJH3a 
: 

Date of Manufacture / 
: 20/04/2026 Date of Expiry / 

31/03/2028 
,ll,aTa rrp0H3B0,ll;CTBa rop;eu AO 

: 

Mfg. License No. / 
IlpOH3B0,ll;CTBCHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIU-.N'2(004603)-(Pr-RU) 
JIHUCH3HH .N'! 
Analysis performed according to ND No.:/ AuaJIH3 rrposep;eu 110 H.ll: .N'2: JIU-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeTbI nepsuquoii ynaK0BKH yTBepmp;eub1: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI srnpuquoii ynaK0BKH yTBep,i.p;eub1: 13.02.2024 
PL approved:/ JIB yTBepmp;eu: 10.02.2025 

API Manufactured by, address & 
country / IlpouJBO,[l,HTeJib A <l>C, a.r.pec 
H CTpaHa: 

Name, address, authorization No for 
FP manufacturing site / Control site / 
Release site / 
HauMeHoBattue, a.r.pec u HOMep 
JIHQeH3HH DJIOW:a,[l,KH, 
ocym:ecTumnom:eii 
npoH3B0,[l,CTBO!KOHTpOJib 
KaqeCTBa/BbIDVCK r JI(!> 

Page 5 of 5 / CTp. 5 03 5 
Dr. Reddy's Laboratories Limited, 

Chemical Technical Operations, Unit - III, Plot No. 116, Sri Venkateswara 
Co-operative Industrial Estate, 

IDA Bollaram, Jinnaram Mandal, Sangareddy District - 502 325, Telangana, 
India/ 

)];-p Pe,11:,z:1,11' C Jia6opaTOp11c JlMMMTe,[I,, 
I1o,rJ,pa3,[1,eJleHMe XMMMKO-TeXHOJ10r11qeCKMX orrepau1111 -III, yqacTOK .N!! 

116, KoorrepaTMBHO-IIpOMbllIIJleHHbIH KOMIIJleKC 
lllpM BeHKaTecBapa, I1,D;A EonnapaM, )];)1(11HHapaM MaH,rJ,an, Cattrape,rJ,,rJ,M )];M 

CTp11KT - 502325, TenattraHa, I1H,[l,M51 
Dr. Reddy's Laboratories Ltd., FTO Unit 3, Survey No. 41, 42 part, 45 part & 

46 part, Bachupally (Village), Bachupally (Mandal), Medchal - MalKajgiri 
(Dist.), Telangana, India 

(License No 59/RR/AP/97/F/R) 
)];-p Pe,rJ,,[J,11'C Jia6opaTOpMC JlT,[I,., I1p0113BO,[l,CTBeHHOe II0,[1,pa3,[1,eJleHMe-3, 
yqacTKl1 .N!! 41, qaCTb 42, qacTb 45 11 qacTb 46, J;aqyrraJlJlM (BMJ1Jla,[1,)K), 

J;aqynann11 (Matt,rJ,an), Me,rJ,qan-ManKa,[l,)KrMpH ()];11cT.), 1maT Tenattratta, 
I1H,[l,1151 (JI11ueH3M51 .N!! 59/RR/AP/97/F/R) 

Declaration of certification: «I hereby certify that the above infonnation 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». / 
3aKmoqeHue O COOTBeTCTBHH: «HacT05Illl,MM 51 TTO,[l,TBep)K,[1,aIO, qTO np11Be,[l,eHHa51 BbIIIIe MH<pOpMaQM51 5IBJ15IeTC51 ,[l,OCTOBepHOH 
11 TOqHOH. 3Ta cepH51 npo,rJ,yKU11M rrp0113Be,[l,eHa (BKJ1IOqa51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJlb Kaqecrna) Ha BbIIIIeyKa3aHHOH 
npOM3BO,[l,CTBeHHOH TTJlOlll,a,[l,Ke (rrnolll,a,[l,Kax) B TTOJlHOM COOTBeTCTBl111 C Tpe6oBaHl15IMM ITpaBMJl Ha,[l,Jle)Kalll,eH 
npOH3BO,[l,CTBeHHOH npaKTl1KM EBpa3HHCKOro 3KOHOMHqecKoro COI03a (No. GMP/EAEU/RU/01293-2024 OT 20 Ma51 2024) M 
Tpe6oBaHM5IMM KOHTpOJ151 Kaqecrna neKapcrneHHbIX cpe,D,CTB, a TaK)Ke B COOTBeTCTBMM co cneuH<pHKaQM5IMM, C0,[1,ep)Kalll,MMHC51 
B perncTpau110HHOM ,[l,OCbe CTpaHbl-MMIIOpTepa. 3anMCM no npOH3BO,[l,CTBY, ynaKOBKe M aHMM3Y rrpoBepeHbl, M ycTaHOBJleHO 
MX COOTBeTCTBHe Tpe6oBaHM5IM ITpaBMJl Ha,[l,Jle)Kalll,eH npOH3BO,[l,CTBeHHOH npaKTl1KM EBpa3HHCKOro 3KOHOMMqecKoro COI03a». 
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