
, •·· Dr.Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTll<l>llKA T AHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo,1:1yKT: Pa3o® (pa6enp8.30Jl), Ta6neTKH, noKpblTbJe KHUJe<rnopaCTBOpHMOM. o60JIO'lKOM., 20 Mr 

Market / PhIHOK : Russia / Poccm1 

Batch No./ 
: C2609567 

Batch Quantity / 1500000 tab/ 
CepnH N2 PaJMep cepnn 

: 1500000 Ta6 
Analytical Report No./ 

: 890001899005 
Date of Analysis I 

: 30/07/2026 
AttaJIHTHIJecKnii: 0TIJeT N2 ,LJ:aTa aHaJittJa 
Date of Manufacture / 

: 22/05/2026 
Date of Expiry / 

30/04/2028 
,LJ:aTa IlP0HJB0,[ICTBa ro,1:1eH ,[10 

: 

Mfg. License No./ 
II p0H3B0,[ICTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(004603)-(Pr-RU) 
Jimi;eHJHH N2 
Analysis performed according to ND No.:/ AHaJIHJ npose,[leH noun N2: JIII-N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeTbI nepBHIJHoii: ynaK0BKH yTBep,K,11;eHb1: 13.02.2024 
Artworks of secondary package approved: / MaKeThI BTOptt'IHOH ynaK0BKH yTsep.K,1:1eHb1: 13.02.2024 
PL aooroved: / JIB yTBep,K,!l;eH: 10.02.2025 

Page 1 of5 / CTp. 1 HJ 5 
.M! Test/ IIoKaJaTeJih Result/ PeJyJihTaThI 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. / Kpyrnbre, ,[(B0HK0Bb!IlyKnb!e 
core on cross-section. / Kpyrnhre, 
,[(B0HK0Bb!IlyKnbre rn6neTKH, Il0Kpb!Tbie 

rn6neTKH, Il0Kpb!Tb!e o6onoI.J:KOH o6onoI.J:KOH OT caeTno-)KenToro ,[(0 )KenToro 
CBeTn0-)KenToro UBeTa C MapKHpOBKOH UBeTa C MapKHpOBKOH KpacHoro UBeTa 
KpacHoro UBeTa «RB20» Ha O,[(HOH «RB20» Ha O,[(HOH CTOp0He. Ha 
crnpoHe. Ha nonepeI.J:H0M pa3pe3e H.llP0 nonepeI.J:H0M pa3pe3e H.llP0 OT 6enoro ,[(0 

6enoro uaern. no4TH 6enoro uaern. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 
ll~euTmJrnKaIJ;HH chromatogram of test solution chromatogram of test solution should 
HPLC/B3JKX 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 BpeMH y ,[(ep)KHBaHHH Assay). / BpeMH y.llep)KHBaHHH ocH0BHoro 
0CH0BH0r0 IlHKa Ha xpoMaTOrpaMMe IlHKa Ha xpoMarnrpaMMe HCilbITyeMoro 
HCilbITyeMoro pacrnopa C00TBeTCTByeT pacrnopa ,[(0JT)KH0 C00TBeTCTB0BaTb 
BpeMeHH y.llep)KHBamrn 0CH0BH0fO BpeMeHH y.[(ep)KHBaHHH 0CH0BH0ro IlHKa Ha 
IlHKa Ha xpoMaTorpaMMe pacrnopa xpoMarnrpaMMe pacrnopa cTaH.llapTHoro 
CTaH,[(apTH0ro o6paJua pa6enpaJona o6paJua pa6enpaJoJTa HaTpHH (pa3,[(en 
HaTpHH. «KonnqecrneHHoe onpe,[(eneHHe»). 

3 Average weight of tablets/ 212.68 mg± 5 % (202.05 to 223.31 mg)/ 
Cpe~HHH Macca Ta6JieTOK 206.80 mg I 206,80 Mr 212,68 Mr± 5 % (OT 202,05 Mr ,[(0 223,31 

Mr) 

4 Dissolution I PacTBopeuue Unit-1/E.llHHHUa-1 2% In 0.1 M hydrochloric acid solution - not 
Unit-2/E.unttnua-2 1% more than 10 % of C1sH20N3O3SNa 
Unit-3/E.llHHHUa-3 3% (Rabeprazole sodium) label claim in 2 h. / B 

Unit-4/E.uHHHUa-4 2% 0, 1 M pacrnope xnopoBO.llOPO.llHOH KHCn0TbI 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeIJattne: TTpo.nyKT cooTBeTcTByeT Tpe6oBa~f!.l'!JI M H,U 3aKJIIOIJettne: O,UOliPEHO 
Prepared by / Ch·e~cked by / ~ i:r;hecked by (AQA) / Approved by: Quality Assurance/ Authorized person / 
[lo~rOTOBneH~ npo e- TTpoJ3epeHo (AQ.K$.-- O.no6petto: O6ecneLieHHe KaLieCTea!OTBeTCTBeHHoe nwuo: 

~ 
,............, 

Date /ol .--o.., ... ),t)lh 
,Uarn: 

Date 13 J - " ~ 
.Uarn: ,-;r ,,te ?' 

?Date/ ..-ofJ-9-o'}-b 
JlaTa: '.?.I 

Date/ 31 ~11"1 -"-P'--C 
,UaTa: 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKA T AHAJIII3A 

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IIpo.uyKT: Pa.Jo® (pa6enpa3on), rn6neTKH, noKpbITbie KHrnetrnopacTBop11Moi1: o6onoqKoi1:, 20 Mr 

Market / Phrnote : Russia/ Poccm, 

Batch No./ 
: C2609567 

Batch Quantity I 1500000 tab / 
CepnH .N'! Pa3Mep cepnn 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001899005 

Date of Analysis I 
: 30/07/2026 

AuaJIHTH'ICCKHii OT'IeT .N'! ,L{aTa anaJIH3a 
Date of Manufacture / 

: 22/05/2026 
Date of Expiry / 

30/04/2028 
,L{aTa npOH3B0,llCTBa ro.ueu .uo 

: 

Mfg. License No./ 
IIpOH3BO,llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'!(004603)-(Pr-RU) 
JIHQeH3HH .N'! 
Analysis performed according to ND No.:/ AuaJIH3 npoBe.ueu no H,L{ .N'!: JIII-.N'!(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MateeThI nepBnquoii ynaKOBKH YTBep,KJ:lenh1: 13.02.2024 
Artworks of secondary package approved: / MateeThI BTopnquoii ynateoBKH yrnep,tc.ueub1: 13.02.2024 
PL aooroved: / JIB yrnep,tc.ueu: 10.02.2025 

Paee 2 of 5 / CTp. 2 u3 5 
Unit-5/EJ:\HHHQa-5 1% - He 6oJiee 10% OT HOMHHaJlbHOfO 

Unit-6/E,L\HHHQa-6 3% co,[1ep:a<aHmI C1sH20N303SNa (pa6enpa.30JI 

Average / Cpe.nH. 3HalJ:eHHe: 2% HaTpH51) qepe3 2 'I. 

Unit-1/E,L\HHHQa-1 89% In buffer solution pH 8.0 - not less than 75 

Unit-2/EJ:\HHHQa-2 88% % (Q) of C1sH20N303SNa (Rabeprazole 

Unit-3/E,L\HHHQa-3 83% sodium) label claim in 60 min. / B 6y<pepHOM 

Unit-4/E,L\HHHQa-4 83% pacrnope pH 8,0 - He MeHee 75 % (Q) OT 

Unit-5/E.nHHHQa-5 84% HOMHHaJlbHOfO CO,[\ep)KaHH51 

Unit-6/E,L\HHHQa-6 83% C,sH20N303SNa (pa6enpa.3on HaTpH51) qepe3 

Average / Cpe,L\H. 3HalJ:eHHe: 85% 60 MHH. 

5 Impurities / IIpuMecu 

Rabeprazole N-oxide / Not detected/ He o6Hapy)KeHa NMT 0.5 % I He 6onee 0,5 % 
Pa6enpa.3ona N-oKCHJ:\ 

Rabeprazole Sulfone / 
0.10% I 0,10 % 

NMT 0.5 % I He 6oJiee 0,5 % 
Pa6enpa.3ona cynhq>OH 

Rabeprazole Methoxy analog / Not detected I He o6Hapy)KeHa NMT 0.5 % I He 6onee 0,5 % 
Pa6enpa.30Jia MeTOKCH aHaJIOr 

Rabeprazole Chloro analog/ N ot detected/ He o6Hapy)KeHa NMT 0.5 % I He 6onee 0,5 % 
Pa6enpa.3ona xnopo aHanor 

Rabeprazole Sulphide / 
Below LOQ (LOQ = 0.027 %) I Htt)Ke 

NMT 0.5 % I He 6onee 0,5 % 
Pa6enpa.3ona cyJihq>HJ:\ 

npe,[\eJTa KOJIHlJ:eCTBeHHOro 
onpe,[1eneHH51 (ITKO = 0,027%) 

Rabeprazole Related compound Below LOD (LOD = 0.019%) I Htt)Ke NMT 0.5 % I He 6onee 0,5 % 

A I Pa6enpa3ona po,[1CTBeHHa51 npe,[lena o6Hapy)KeHH51 (ITO= 0,019 %) 

rrpttMec& A 

Rabeprazole Related compound Not detected/ He o6Hapy)KeHa NMT 0.5 % I He 6onee 0,5 % 
C I Pa6enpa3ona po,L\CTBeHHa51 
npHMec& C 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: Tipo.uyKT cooTBeTCTByeT Tpe(5osaljH'lp\1 H)l 3atemoqeune: O,UOliPEHO 

Prepared by:*/ Chec~ed ~ ~ ecked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
no.uroToa11eHo: Dpon . ~ TipoeepeHo ( AOJ(l:--, O.uo6peHo: 06ecneqeHne KaqecTsa/OrneTCTBeHHoe n11uo: 

~ ,.,;;e~ s--
Date I 3 l .-o, ... wvb ~=~-: ;3,~2§2( ~Date / Date I .J , --e 1 --"\.lt"t.C 
D;aTa: ,[J,aTa: ~!-5/~ )lam: 



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

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpoii:ytrr: Pa3o® (pa6errpa3011)., Ta6JTeTKl1, JTOKpb!Tbie KJ1lIJe1:rnopacTBOp!1MOM. o60JTO'IKOM, 20 Mr 

Market / PbIHOK : Russia I PoccH51 

Batch No./ 
: C2609567 

Batch Quantity / 1500000 tab / 
CepuH _N'g Pa3Mep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001899005 

Date of Analysis / 
: 30/07/2026 

AuaJJHTH'leCKHH 0T'leT _N'g )laTa auanu3a 
Date of Manufacture / 

: 22/05/2026 
Date of Expiry/ 

30/04/2028 
,[(aTa np0U3B0,':ICTBa roii:eu ,11,0 

: 

Mfg. License No./ 
IlpoH3B0,':ICTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'!(004603)-(Pr-RU) 
JJHQeH3HH _N'g 
Analysis performed according to ND No.:/ AuaJJH3 nposeii:eu no H,11, .N'g: JIII-.N'!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbI rrepsuquoii ynaK0BKH yTsep,imeub1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTopuquoii yrraK0BKH yTBep,icii:eub1: 13.02.2024 
PL approved: / JIB yTBep,imeu: 10.02.2025 

Pa2e 3 of 5 / CTp. 3 HJ 5 

Specified Impurity at about NMT 0.5 % I He 6onee 0,5 % 
RRT 1.37 (Mass m/z=310 
Imidazole) / ITpttMeCh np11 0.02% I 0,02 % 
RRT 1,37 (Macca m/z=310 
11Ml1,ll,a30JI) 

Specified Impurity at RRT 1.5_1 NMT 0.5 % I He 6onee 0,5 % 
(Mass m/z=458 Benzo 
imidazole adduct) / ITpttMech Not detected I He o6Hapy)l(eHa 
npH RRT 1,51 (Macca m/z=458 
6eH3HMH,ll,a30Jia a,11,,11,yKT) 
Maximum unknown individual NMT 0.2 % I He 6onee 0,2 % 
impurity/ E,11,HHwrnasr Below BDL (BDL= 0.1 %) / Htt)l(e 
HeH,11,eHTH!pHl.(HpOBaHHaSI nopora perncTpal.(HH (TIP 0,1 %) 
IIpHMeCh 

Total impurities/ CyMMa NMT 2.0 % I He 6onee 2,0 % 
np11Mecefi 0.1%/0,1% 

6 Residual Solvents / 
1513 µg per tablet/ 1513 MKr Ha 

Isopropanol - NMT 2621 µg per tablet / 
OcTaToqHhie oprattuqecKue IfaonponaHoJI - He 6onee 2621 MKf Ha 
paCTBOPHTeJIH 

rn6neTKY 
rn6neTKY 

7 Uniformity of dosage units/ Acceptance value (AV) should be 
O,ll,HOpO,ll,HOCTh 4.3 I 4,3 NMT 15.0. I I10Ka3aTeJih IIpHeMJieMOCTH 
,ll,03HPOBaHHhIX e,ll,HHHU (AV) ,n:OJI)l(eH 6hITh He 6onee 15,0. 

8 Microbiological purity/ MuKpo6uoJioruqecKaSI qucTOTa 

a) Total aerobic microbial count 
Less than 10 CFU/g I NMT 103 CFU/g /He 6onee 103 KOE/r 

I O6w,ee '-IHCJIO a3po6HhIX 
MeHee 10 KOE/r 

MHKpoopraHH3MOB 

b) Total combined yeasts and NMT 102 CFU/g I He 6onee 102 KOE/r 
mould count I O6w,ee '-IHCJJO Less than 10 CFU/ g / 
,11,pO)l()l(eBhIX H IIJJeCHeBhIX MeHee 10 KOE/r 
rptt60B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMe'lauue: Tipo,D,yKT cooTBeTcTByeT Tpe6osam:l3!',1 H.U 3aKJJIO'leuue: OL{OliPEHO 
Prepared by/~ Checked by/ af? 

~
• eked by (AQA) I Approved by: Quality Assurance/ Authorized person / 

f1o.uroTOBJTeH • . Tipo~ poeepeHo ( AOK)t O,D,o6peuo: O6ecrre<JeH11e Ka11ecTsa/OTBeTCTBeHHoe 111111;0: 
~~ ~ 

Date/ ~t ...-01-2.0ik Date I J J-e9~ t,Date/ ' Date/ 31 r-111 - '-t>"\. " 
llaTa: .!laTa: I> )laTa: .3.\-o7~~ llaTa: 



• ••· Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTlf <l>lfKA T AHAJ11f3A 

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IlpoJlyKT: Pa.30® (pa6errpa.30JJ), Ta6rreTKH, ITOKpb!Tbie KHrneqHopacrnopHMOH o6orroqKoH, 20 Mr 

Market / P1,rnoK : Russia/ Poccm, 

Batch No./ 
: C2609567 

Batch Quantity / 1500000 tab/ 
CepnH N2 PaJMep cepuu 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001899005 

Date of Analysis / 
: 30/07/2026 

AHaJinTnqecKnii oTqeT N2 .llaTa aHaJinJa 

Date of Manufacture / 
: 22/05/2026 

Date of Expiry / 
30/04/2028 

)J,aTa rrponJBOJlCTBa ro)leH JlO 
: 

Mfg. License No./ 
Il pOU3B0JlCTBeHH8H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-N2(004603)-(Pr-RU) 
JiuueHJHH N2 
Analysis performed according to ND No.:/ AHaJiuJ npoBeJleH no H)J, N2: JIIl-N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeT1,1 nepBH'IHOii ynaKOBKU yTBepm.LI,eHM: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbl Brnpwrnoii ynaKOBKH yTBep,i.JleHM: 13.02.2024 
PL approved:/ JIB VTBeD:lKJleH: 10.02.2025 

Pa2e 4 of 5 I CTp. 4 u3 5 
c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyTcrn11e B 1 r 

OTcyTcrnyeT B 1 r 

9 Assay / KoJiuqecTeeuuoe 18.0 to 22.0mg of Cl8H20N3O3SNa 
onpe;::i:eJieuue (Rabeprazole sodium) (90 to 110 % of label 

19.5 mg I 19,5 Mr claim) per tablet. I 
OT 18,0 Mr .[\O 22,0 Mr C18H20N3O3SNa 
(pa6enp830JI HaTp1151) ( OT 90 .[\O 110 % OT 
HOMl1HaJibHOrO CO.[\ep)I<aH1151) B Ta6JieTKe. 

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

package insert in a carton. / Ilo 15 insert in a carton. I ITo l 5 rn6neTOK B 
rn6neToK B 6n11cTepe 113 (IIBX/ AJI/IIA) 6n11cTepe 113 (IIBX/ AJI/IIA) qJOJibrH I 
q>OJihrn / amoM11u11eBOH q>OJihrn. Ilo 2 aJIIOM11u11eBott q>OJibrH. Ilo 1 11Jil1 2 
6n11cTepa BMeCTe C Jil1CTKOM- 6Jil1CTepa BMeCTe c Jil1CTKOM-BKJia.[\bIIIIeM

0 

B 
BKJia.[\bIIIIeM B na'-IKY KaPTOHHYIQ. na'-IKV KaPTOHHyIO. 

11 Labeling/ MapKupoBKa Complies I CoorneTcrnyeT In accordance with section 1.3.2 of Module 
1 of the registration dossier. I B 
COOTBeTCTBl111 C p83.[(eJIOM 1.3.2 MO.[(ym, 1 
perncTpau;11ouuoro .[(OCbe. 

12 Storage conditions / Y CJIOBHH At temperature not higher than 25 °C. / Ilp11 TeMnepazype ue BhIIIIe 25 °C. 
xpaueuu» 

13 Shelf-life (storage period)/ 2 years. I 2 ro,[(a. 
CpoK ro;::i:HOCTH ( cpoK 
xpaueuuH) 

API name/ HauMeuoeauue A<l>C: Rabeprazole sodium / Pa6enp830JI HaTp1151 
INN /MHH: Rabeprazole / Pa6enp83oJI 
API manufacturer batch number / 
HoMep cepuu npou3BO.r\HTeJIH A<l>C: 

ACSH002995 & ACSH003013 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaun:uu 
IIPOH3B0/1:HTeJIH r Jl<I>: 

Remarks : The Product confirms to ND/ 
IlpnMeqaHne: IlpOJlYKT COOTBeTCTByeT Tpeooea H.[I; 
Prepared by/ Checked by / 
ffo:urOTOBJJCHO: TTpo&erl.ef!~ ~ 

FCTA00285 & FCTA00476 

Conclusion : APPROVED/ 
3aKJIIO'leHne: O)1,OliPEHO 
Approved by: Quality Assurance/ Authorized person / 
OJlo6peHo: O6ecneqem,e Ka'lecrna/OrneTCTBeHHoe rr11Qo: 

'y--' 
Date/ 



• •·· . Dr. Reddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTH <l>HKA T AHAJIH3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IlpoL{y1n: Pa:30® (pa6enmi3on), Ta6neTKH, noKphIThie KHIIJe<1HopacTBop11Moii o6ono<iKoii, 20 Mr 

Market / PhIHOK : Russia / Poccm, 

Batch No./ 
: C2609567 

Batch Quantity / 1500000 tab/ 
CepnH .N'2 PaJMep cepnn 

: 1500000 Ta6 
Analytical Report No./ 

: 890001899005 
Date of Analysis / 

: 30/07/2026 
AuaJJHTH'JeCKHH OT<JeT .N'! ,lJ:aTa anaJJnJa 

Date of Manufacture / 
: 22/05/2026 

Date of Expiry / 
30/04/2028 

)laTa npOH380L{CTB3 roL{eH L{O 
: 

Mfg. License No./ 
IlpOHJBOL{CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N'2(004603)-(Pr-RU) 
JIHl.{eHJHH .N°! 
Analysis performed according to ND No.:/ AuaJJHJ nposeL{eu no H,ll. .N'2: JIII-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeThl nepenquou ynaKOBKH yTeep,imeubl: 13.02.2024 
Artworks of secondary package approved: / MaKeTbl ernpnquou ynaKOBKH yTeep,rcL{eHbl: 13.02.2024 
PL aooroved: / JIB vTBeo,imeu: 10.02.2025 

API Manufactured by, address & 
country/ Ilpou3B0/1:HTeJih A<l>C, ai:i:pec 
u cTpaaa: 

Name, address, authorization No for 
FP manufacturing site / Control site/ 
Release site / 
HauMeaoBaaue, a.a:pec u HOMep 
JIHQeH3HH DJIOIQa/1:KH, 
ocyIQeCTBJISIIOIQeii 
npOH3B0,!J;CTBO/KOHTpOJib 
Ka'leCTBa/BblDYCK r Jl<I> 

Page 5 of5 / 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 Manda!, Sangareddy District - 502 325, Telangana, 
India/ 

.Zl:-p Pe,zuJ;II' c Jia6opaTOpHC JI11M11Te11:, 
I10.n:pa3,n:e11ett0e x11M11Ko-TexH011ornqecK11x onepaQHH -III, yqacToK N°!? 

116, KoonepaTl1BHO-IlpOMhll1JJ1eHHhIH KOMilJieKC 
lllp11 BeHKaTecBapa, 11.Zl:A Eo1111apaM, ,[QK11ttHapaM Matt.n:an, Cattrape.n:,n:11 ,[(11 

CTp11KT- 502325, Tenattratta, l1H,!J:11j! 
Dr. Reddy' s Laboratories Ltd., FTO Unit 3, Survey No. 41, 42 part, 45 part & 

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

(License No 59/RR/AP/97/F/R) 
.Zl:-p Pe.n:.n:11'c Jia6opaTOpHC JIT,n:., I1p0113B0J1:CTBeHHOe no.n:pa3.n:eneH11e-3, 
yqacTKH N!:! 41 , qacTh 42, qacn 45 11 qacTh 46, Eaqynan110 (B11nna,n)l(), 

Eaqynann11 (MaH.n:an), Me.n:qan-ManKa.n:)Krnp0 ()J:0cT.), rmaT Tenattratta, 
11H)J:l1jJ (JI11QeH311jJ 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». / 
3aKJIIO'leHue O COOTBeTCTBHH: «HaCT051IQ11M 51 no.n:rnep)l(.n:aJO, 4TO np11Be,neHHa51 BhIUie 11Hq>OpMaQ1151 51BJI51eTC51 )J:OCTOBepHOH 
11 T04HOH. 3Ta cep1151 npo.n:yKQ1111 np0113Be,n:eHa (BKJII04a51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJih Kaqecrna) Ha BhIUieyKa3aHHOH 
np0113B0,!J:CTBeHHOH IIJIOIQa,n:Ke (n110UI.a,n:Kax) B IIOJIHOM COOTBeTCTBl111 C Tpe6oBaHl151Ml1 llpaBHJl tta.n:Jie)l(alJ.I.eH 
npOH3B0)lCTBeHHOH npaKTHKl1 EBpa311HCKOro 3KOHOMl14eCKOro COI03a (No. GMP/EAEU/RU/01293-2024 OT 20 MaH 2024) 11 
Tpe6oBaHl151Ml1 KOHTpOJTH Kaqecrna JTeKapcTBeHHh!X cpe.n:crn, a TaK)l(e B COOTBeTCTBl111 co crreQ11q>11KaQl151MH, co,nep)l(aIQHMHCH 
B perncTpaQHOHHOM .n:ocbe CTpaHbl-HMnopTepa. 3anHCH no npOH3B0,ll;CTBY, ynaKOBKe H aHaJIH3y npoBepeHhl, H ycTaHOBJieHo 
11X COOTBeTCTBHe Tpe6oBamrnM I1paBHJI Ha,n:JTe)l(aIQeH npOH3B0,!J:CTBeHHOH npaKTl1Kl1 EBpa3HHCKOro 3KOHOMl14eCKOro COJ03a». 

Remarks : The Product confirms to ND/ 
IlpnMe<Jaune: n OL{YKT COOTBeTCTBye H.U 

Conclusion : APPROVED/ 
3aKJJIO<Jeune: O,ll.OliPEHO 
Approved by: Quality Assurance/ Authorized person/ 

lft-'~ 'B,,-1- O.uo6peuo: O6ecne1tem1e KaYecTBa/OraeTCTBeHHoe nH1.1,o: 
~ 

Date/ 
,llarn: 




