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

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IlpoL1yKT: Pa:30® (pa6errpa:30J1), rn611eTK11, rroKpbITble K11we,rnopacTBop11Mon o6ono'IKOH, 20 Mr 

Market / PbrnOK : Russia/ Poccm, 

Batch No./ 
: C2609566 

Batch Quantity / 1500000 tab/ 
CepuH .N2 PaJMep cepuu 

: 1500000 Ta6 
Analytical Report No./ 

: 890001899002 
Date of Analysis I 

: 30/07/2026 
AuaJIUTUlJeCKUH OTlJeT .N'2 .Ll:aTa auaJiuJa 

Date of Manufacture / 
: 22/05/2026 

Date of Expiry / 30/04/2028 
.Ll:aTa npOUJBOL\CTBa ro)::\eH LIO 

: 

Mfg. License No./ 
II ponJBOLICTBeuuaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-M(004603)-(Pr-RU) 
JIHU:eHJHH ,N'g 

Analysis performed according to ND No.:/ AnaJiuJ npoBeL1eH no H.Ll: .N'2: JIII-.N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbt nepBnquou: ynaKOBKH yTBep,imeubt: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTopuquou: ynaKOBKH yTBepmL1eHbt: 13.02.2024 
PL aooroved: / JIB yrnep,imeu: 10.02.2025 

Page 1 of 5 / CTp.1H35 
.N!! Test/ IloKa3aTeJib Result/ Pe3yJihTaTbI Specification / HopMa 

1 Appearance / OnHcauHe 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. I Kpyrnhre, ,D,B0}lK0BbIIIYKJibie 
core on cross-section. I Kpyrnhre, 
)],B0}lK0BbIIlYKJibie Ta6JieTKH, TI0Kpb!Tbie 

Ta6neTKH, TI0Kpb!Tbie o6onoqKott o6onoqKOH OT CBeTJI0-)KeJIT0ro )],0 )KeJIToro 
CBeTJI0-)KeJIT0ro l_\BeTa C MapKHpOBKOH I.\BeTa C MapKHpOBKOH KpacHoro l_\BeTa 
KpacHoro l_\BeTa «RB20» Ha O)],HOH «RB20» Ha O)],HOH CT0poHe. Ha 

CT0p0He. Ha nonepeqH0M pa3pe3e }l,ll,p0 nonepeqH0M pa3pe3e }l,D,po OT 6enoro ,D,0 

6enoro I.\BeTa. noqTH 6enoro I.\BeTa. 

2 Identification / The retention time of major peak in the The retention time of major peak in the 
H~euTn«l>uKao:uH 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 BpeM}l y,D,ep)KHBaHH}l Assay). I BpeM}l y,D,ep)KHBaHH}l ocH0BHoro 
0CH0BH0ro TIHKa Ha xpoMaTOrpaMMe TIHKa Ha xpoMaTorpaMMe HCTibITyeMoro 
HCTibITyeMoro pacrnopa C00TBeTcTByeT pacrnopa )],0JI)KH0 C00TBeTCTB0BaTb 
BpeMeHH y,D,ep)KHBaHH}l OCHOBHOro BpeMeHH y,D,ep)KHBaHH}l 0CH0BH0ro Til:fKa Ha 
TIHKa Ha xpoMaTorpaMMe pacrnopa xpoMarnrpaMMe pacrnopa CTaH,D,apTHoro 
CTaH,D,apTH0ro o6pa31.\a pa6enpa3oJia o6pa31.\a pa6enpa3ona HaTpH}l (pa3,D,en 
HaTpH}l. «Kon0qecrneHHOe onpe,D,eJieHHe»). 

3 Average weight of tablets/ 212.68 mg± 5 % (202.05 to 223.31 mg) I 
Cpe~HHH Macca Ta6JieTOK 208.27 mg I 208,27 Mr 212,68 Mr± 5 % (OT 202,05 Mr )],0 223,31 

Mr) 

4 Dissolution / PacTBopeuHe Unit-1/E,D,HHHI.\a-1 1% In 0.1 M hydrochloric acid solution - not 
Unit-2/E,D,HHHUa-2 2% more than 10 % of Cl8H20N3O3SNa 
Unit-3/E,D,HHHUa-3 0% (Rabeprazole sodium) label claim in 2 h. / B 

Unit-4/E,D,HHHUa-4 2% 0, 1 M pacrnope XJIOpOBO,D,OpO,D,HOH KHCJI0Tbl 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: Tipo,uyKT cooTBeTcTByeT TPe60Bl1Ji}IJIM H.U 3aKJIIOlJeuue: O.Ll:OliPEHO 

Prepared by/ ~ P, Ch:~cked by/ ~eked by (AQA) I Approved by: Quality Assurance/ Authorized person I 
TTon.roToMeHo: ' TTp e TTpoeepeHo f Al m "' ~ O.uo6petto: O6ecrretJett11e KatJecTea!OTBeTCTBeHHoe n11uo: 

~ - »-
Date I '3. \.--o';\- .-?,,o?,J, Date

11314_9M ~ate / Date/ :s , --o " --'\..9 "\....c 
llarn: L{aTa: na ra: -1J. -07 ~ rr;5)4, )lam: 



, •·· _ Dr.Reddy's ~ ;• CERTIFICATE OF ANALYSIS 
CEPTII Cl> IIKA T AHAJIII3A 

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo.uy1n: Pa3o® (pa6errpa30JJ), Ta6JJeTKH, ITOKpbITbie KHllle'IHOpaCTBOpHMOH o60JJOY:KOH, 20 Mr 

Market / PbIHOK : Russia / Pocc1rn: 

Batch No./ 
: C2609566 

Batch Quantity / 1500000 tab / 
CepnH .N2 Pa3Mep cepnn 

: 1500000 Ta6 
Analytical Report No./ 

: 890001899002 
Date of Analysis I 

: 30/07/2026 
AuaJIUTU'leCKUU OT'leT .N2 )J,aTa 3H3JIU33 

Date of Manufacture / 
: 22/05/2026 

Date of Expiry / 30/04/2028 
)J,aTa IlPOU3BO)ICTB3 ro.ueu .uo 

: 

Mfg. License No./ 
fipOH3B0)ICTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N2(004603)-(Pr-RU) 
JIUQeH3UH .N2 
Analysis performed according to ND No.: I Auamf3 npose.ueu no HJ], .N2: JIIl-.N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeTbl nepsnquoii yrraKOBKn yrnep,rmeubt: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbt BTOpnquoii ynaK0BKn yTseplK)leHbt: 13.02.2024 
PL annroved: / JIB yrnep,rmeu: 10.02.2025 

Pa2e 2 of 5 / CTp. 2 03 5 
Unit-5/E,D:i,rniu~a-5 1% - He 6oJiee 10% OT HOMHHaJibHOro 
Unit-6/E.LJ:HHHUa-6 1% co.[(ep)KaHmr C1sH20N303SNa (pa6enpa30JI 

Average / Cpe.D:H. 3Ha'-leH11e: 1 % HaTp1151) qepe3 2 '-1. 

Unit-1/E.LJ:11H11ua- l 89% In buffer solution pH 8.0 - not less than 75 
Unit-2/E.LJ:HHHUa-2 85% % (Q) of C1sH20N303SNa (Rabeprazole 

Unit-3/E.D:11H11ua-3 89% sodium) label claim in 60 min. / B 6ycpepHOM 

Uni t-4/E.LJ:HHHUa-4 89% pacTBope pH 8,0 - He MeHee 75 % (Q) OT 

Unit-5/E.LJ:HHHUa-5 88% HOMHHaJibHOro CO.[(ep)KaHH51 

U nit-6/E.LJ:HHHUa-6 84% C1sH20N303SNa (pa6enpa30JI HaTp1151) '-1epe3 

Average/ Cpe.LJ:H. 3Ha'-leH11e: 87% 60 MHH. 

5 Impurities / IIpuMecu 

Rabeprazole N-oxide / 
Not detected / He o6Hapy)KeHa 

NMT 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3oJia N-oKCH.LJ: 

Rabeprazole Sulfone / 
0.09% I 0,09 % 

NMT 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3oJia cynhq>OH 

Rabeprazole Methoxy analog / 
Not detected/ He o6Hapy)KeHa 

NMT 0.5 % I He 6oJiee 0,5 % 
Pa6enpa30Jia MeTOKCH aHaJIOr 

Rabeprazole Chloro analog/ Not detected/ He o6Hapy)KeHa NMT 0.5 % I He 6onee 0,5 % 
Pa6enpa3oJia xJiopo aHanor 

Rabeprazole Sulphide / NMT 0.5 % I He 6oJiee 0,5 % 
Pa6enpa3oJia cyJihq>H.LJ: Below LOQ (LOQ = 0.027 %) / H11)Ke 

npe.[(eJia KOJIH'-leCTBeHHOro 
onpe.D:eJieHH51 (ITKO = 0,027 %) 

Rabeprazole Related compound Below LOQ (LOQ = 0.058 %) / H11)Ke NMT 0.5 % I He 6oJiee 0,5 % 
A I Pa6enpa3oJia po;::i:cTBeHHa51 npe.[(eJia KOJlH'-leCTBeHHOro 
npttMecb A onpe.D:eJieHH51 (ITKO = 0,058 %) 

Rabeprazole Related compound NMT 0.5 % I He 6oJiee 0,5 % 
C I Pa6enpa3ona pO.LJ:CTBeHHa51 

Not detected/ He o6Hapy)KeHa 
np11Mecb C 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'l!IH11e: TTpOJ:\YKT cooTBeTCl'ByeT Tpe6oeaHijJIM Hll 311KJ110'lenne: O11.O6.PEHO 
Prepared by I G, /7 Checked by I ~ 

~
,ecked by (:~%}[QA) Approved by: Quality Assurance/ Authorized person / 

IIo.uroTOBJJetto: TTp"t:--;:; _.,,.~ pouepeIm f :---- " 0,uo6petto: 06ecrreY:em,e KaY:ecTBa!OTBeTCTBeHHOe nm~o: 
r~- £_,,.;,,,j7 .r:--r .,,... r 

Date/ ':)\.,.-~<;:\.-1_.c,il"2(;, Date l 21-C9'10J. ~~ ate/ ~1 -0,-n-v_t 
Date/ :)1-----tl') - '\J)'\.{ 

,Uarn: ,[lara: am: ,[lai-a: 



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

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo,a:yKT: Pa:m® (pa6enpa:mn), m6neTKH, OOKpb!TbJe KHWe'IHOpaCTBOpHMOH o6onoqKoH, 20 Mr 

Market/ P1,rnoK : Russia I Pocc·m, 

Batch No./ : C2609566 Batch Quantity / 1500000 tab / 
CepnH ,N'g Pa3Mep cepnn 

: 1500000 m6 
Analytical Report No./ : 890001899002 

Date of Analysis / 
: 30/07/2026 

AnannnP1ectcnii: oTqeT ,N'g .lJ:aTa anann3a 

Date of Manufacture / : 22/05/2026 Date of Expiry / 30/04/2028 : 
Ll:aTa npOH3B0Jl:CTBa ro,a:eH Jl:O 

Mfg. License No./ 
IlpOH3B0Jl:CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITI-.N'!(004603)-(Pr-RU) 
JIHU:eH3HH ,N'g 

Analysis performed according to ND No.:/ AnaJIH3 npose,a:en no HLI: ,N'g: JITI-.N'!(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTLI nepsnqnoii: ynaKOBKH yTsep,K,,a:en1,1: 13.02.2024 
Artworks of secondary package approved: / MatceTLI srnpnqnoii: ynaKOBKH yTsep,i.,a:en1,1: 13.02.2024 
PL aooroved: / JIB yTBep,KJ:J:en: 10.02.2025 

Pa2e 3 of 5 / CTp. 3 HJ 5 

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

RRT 1.37 (Mass m/z=310 0.03% I 0,03 % 
Imidazole) I IIpttMecb npH 
RRT 1,37 (Macca rn/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 I He o6ttapy)Ketta 
imidazole adduct) / IIpttMecb 
nptt RRT 1,51 (Macca rn/z=458 
6eH3HMH.[(a30Jia a.[(.[(YKT) 
Maximum unknown individual NMT 0.2 % I He 6oJiee 0,2 % 
impurity/ E.[(HHHqHa51 Below BDL (BDL= 0.1 %) / Htt)Ke 
HeH.[\eHTH~HUHpOBaHHa51 nopora perncTpau;00 (IIP 0,1 %) 
npHMeCb 

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

6 Residual Solvents / 
1245 µg per tablet I 1245 

Isopropanol - NMT 2621 µg per tablet / 
MKr Ha 

OcTaToqubfe oprauuqec1rne lfaonponattoJI - He 6oJiee 2621 MKr 
rn6JieTKY 

Ha 
paCTBOPHTeJIH Ta6JieTKy 

7 Uniformity of dosage units/ Acceptance value (AV) should be 
O,a:uopo,a:uocTb 6.4 I 6,4 NMT 15.0. I IloKa3aTeJih nptteMJieMOCTH 
J1:03HpoBaHHblX e,a:uuuu: (AV) J1:0JI)KeH 6bITb He 6oJiee 15,0. 

8 Microbiological purity/ Mm.:po6uoJioruqecKaSI 'IHCTOTa 

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

I 06mee q0cJio a3po6ttb1x 
Mettee 10 KOE/r MHKpoopraHH3MOB 

b) Total combined yeasts and NMT 102 CFU/g I He 6oJiee 102 KOE/r 
mould count/ 06mee q0cJio Less than 10 CFU/g I 
.L\PO)K)KeBbIX H TIJiectteBbIX Mettee 10 KOE/r 
rptt60B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMeqaune: TipO.L\YKT COOTBeTCTByeT Tpe6oBaH,M11M H,ll 3aKJIIoqeune: O.lJ:OliPEHO 
Prepared by/ Q. ~ Checked by / r, r&lfp2.ked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

np~ rfrpoae~,,-, 0.[(o6peno: 06ecoeqen0e KaqecTBa!OTBeTcTsennoe n1-1u;o: TT o,a;rOTOBITeHO: 
~ 

Date/ ~\ ~ -(.,c:, 'lb Date (3 l-e>9'J (2.1. 
~ 1

ate/ 3 ,r-6/-~ Date/ ~,--f.l, ~ '\,c 
)lam: )],aTa: aTa: )lam: 



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

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpoizyirr: Pa3o® (pa6errpa30JI), Ta6JieTKH, rroKpblTbie KHIIIe1IHOpaCTBOpHMOH o60JI01IKOH, 20 Mr 

Market / PhIHOK : Russia/ Poccm1 

Batch No./ 
: C2609566 

Batch Quantity / 1500000 tab/ 
Pa3Mep cepnn 

: 
1500000 Ta6 CepnH .N"2 

Analytical Report No./ 
: 890001899002 

Date of Analysis / 
: 30/07/2026 

AHaJIHTUqec1rnii 0TqeT .N"! ,llaTa aaaJitt3a 
Date of Manufacture / 

: 22/05/2026 
Date of Expiry / 30/04/2028 : 

)IaTa npott3B0ACTBa roAeH AO 
Mfg. License No./ 
Ilpott3BOACTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N"2(004603)-(Pr-RU) 
JIUQeH3HH .N"! 
Analysis performed according to ND No.:/ AaaJitt3 npoBeAeH no H,ll .N"2: JIIl-.N"2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeThl nepsnqaoii ynaKOBKH yTsepm.ri,eab1: 13.02.2024 
Artworks of secondary package approved:/ MaKeThl BTOpnqaoii ynaKOBKn yTsep,1eAeHh1: 13.02.2024 
PL aooroved: / JIB yTBepm.ri,ea: 10.02.2025 

Page 4 of 5 / CTp. 4 H3 5 
c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyTcTB11e B 1 r 

OTcyTcTByeT B 1 r 

9 Assay / KoJiuqecTBeHHoe 18.0 to 22.0 mg of C1sH20N3Q3SNa 
onpei:i:eJieHue (Rabeprazole sodium) (90 to 110 % of label 

19.3 mg I 19,3 Mr claim) per tablet. I 
OT 18,0 Mr )],O 22,0 Mr C1sH20N3O3SNa 
(pa6enpa30JI HaTpm1) ( OT 90 )],0 110 % OT 

. H0MHHaJihH0fO CO)],ep)KaHm!) B Ta6JieTKe . 
10 Package appearance / 15 tablets m a (PVC/Al/PA) foil 15 tablets in a (PVC/Al/PA) foil /aluminum 

Onucattue ynaKOBKH /aluminum foil blister. 2 blisters with a foil blister. 1 or 2 blisters with a package 
package insert in a carton. / Do 15 insert in a carton. / Do 15 Ta6neToK B 
rn6neTOK B 6n11cTepe 113 (DBX/ AJI/ITA) 6Jil1CTepe 113 (DBX/ AJI/ITA) q>OJihfH I 
q>OJihrn / aJIIOM11tt11eBOM q>OJihrn. Do 2 aJIIOMl1Hl1eBOM qJOJibfH. Do 1 11Jil1 2 
6Jil1CTepa BMecTe C Jil1CTK0M- 6Jil1CTepa BMeCTe c Jil1CTK0M-BKJia)],bIIIIeM B 
BKJia)],bIIIIeM B naqKy KapT0HHYIQ. naqKy KapT0HHyIO. 

11 Labeling/ MapKupoeKa Complies I CoorneTcrnyeT In accordance with section 1.3.2 of Module 
1 of the registration dossier. I B 
C00TBeTCTBl111 C pa3)],eJI0M 1.3.2 M0)],ym1 1 
per11cTpaQH0HH0fO )],0Cbe. 

12 Storage conditions / Y CJIOBHH At temperature not higher than 25 °C. / Dp11 TeMnepaType He BhIIIIe 25 °C. 
xpaHeHHH 

13 Shelf-life (storage period)/ 2 years. I 2 ro)],a. 
CpoK ro,a:HOCTH ( cpoK 
xpaHeHHH) 

API name/ HauMeHoBattue A<l>C: Rabeprazole sodium / Pa6enpa30JI HaTpH~ 
INN /MHH: Rabeprazole / Pa6enpa3oJI 
API manufacturer batch number / 
HoMep cepuu npouJeo,a:uTeJIH A<l>C: 

ACSH002985 & ACSH002995 

FP Manufacturer API Batch number / 
HoMep cepuu cy6CTaHu:uu 
IlPOH3B0/1:HTeJIH r JI<f>: 

Remarks : The Product confirms to ND/ 
n HMe'laHne: IT OAYKT COOTBeTCTByeT T e6QB H.U 

Date/ 
)laTa: 

FCTA00284 & FCTA00285 

Conclusion : APPROVED / 
3aKJIIO'leane: OllOliPEHO 
Approved by: Quality Assurance/ Authorized person / 

, OAo6petto: O6ecrreqem,1e Ka1IeCTBa!OTBeTCTBeHttoe mn~o: 

Date/ 
)laTa: 

J..-



: Dr. Reddy's ~f • CERTIFICATE OF ANALYSIS 
CEPTil<l>IIKA T AHA.JIIl3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
IIpo,!l;yKT: Pa.30® (pa6enpa.30JI), Ta6JJeTKH, ITOKpbITbJe K11IIIe<rnopaCTBOPHMOH o60JIO'IKOH, 20 Mr 

Market/ PhIHOK : Russia / Poccm1 

Batch No./ : C2609566 
Batch Quantity/ 1500000 tab/ 
Pa3Mep cepuu 

: 1500000 Ta6 CepuH .N"! 
Analytical Report No./ 

: 890001899002 
Date of Analysis / 

: 30/07/2026 
AeaJiuTuqecKuii OT'JeT .N"2 ,llaTa 3H3JIH33 
Date of Manufacture / : 22/05/2026 

Date of Expiry / 30/04/2028 : 
.llaTa UJ)OH3B0)),CTB3 ro,!J;eH ,!J;O 
Mfg. License No./ 
IlpOH3B0,!J;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-.N"2(004603)-(Pr-RU) 
JIHQeH3HH .N"! 
Analysis performed according to ND No.: I AeaJin3 npoBe,!J;eH no H,ll .N"!: JIII-.N"2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepBuqeoii ynaKOBKH YTBep~eHhI: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI BTopuqeoii ynaKOBKH yTBep,K,1J;eHb1: 13.02.2024 
PL approved: / JIB yTBep~ee: 10.02.2025 

API Manufactured by, address & 
country/ IlpouJso,z:i:uTeJih A<l>C, a,z:i:pec 
u cTpaua: 

Name, address, authorization No for 
FP manufacturing site / Control site / 
Release site / 
HauMeuosauue, a,z:i:pec u HOMep 
JIHU:eH3HH UJIO~a,z:i:Ku, 
ocy~eCTBJIHIO~eii 
npOH3B0.ll:CTBO/KOHTpOJib 
KaqeCTB3/BhIIlYCK r .Jl<I> 

Pag-e 5 of 5 / CTp. 5 HJ 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/ 

,n:-p Pe,D,,D,M' c Jia6opaTOpMC JlMMMTe,D,, 
Ilo,D,pa3,D,eJiettMe XHMMKO-TexttonornqecKMX orrepau;Mi1 -III, yqacTOK N!i 

116, KoorrepaTMBHO-rrpOMbIIIIJieHHbIM KOMIIJieKC 
lllpM BettKaTecBapa, H,n:A EonnapaM, ,n:)ImttttapaM Matt,D,aJI, Cattrape,D,,D,M ,n:M 

CTpMKT - 502325, TeJiaHraHa, J1H,D,MJI 
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) 
,n:-p Pe,D,,D,M'c Jia6opaTOpMC JlT,D,., IlpOM3B0,ll,CTBeHHOe IIO,D,pa3,D,eJieHMe-3, 
yqacTKM N2 41, qacTb 42, qacTb 45 M qacTb 46, EaqyrraJIJIM (BMJIJia,D,)K), 

EaqyrraJIJIM (Matt,D,an), Me,D,qan-ManKa,D,)KrMPM (,n:McT.), rmaT Tenattratta, 
l1H,D,M51 (JIMu;eH3MJI N2 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». / 
3aKJIJOqeuue O COOTBeTCTBHH: «HacTOJlll\MM JI IIO,D,TBep)K,D,aIO, qTo rrpMBe,D,eHHaJI BbIIIIe MHq>OpMaQMJI JIBJIJleTCJI ,ll,OCTOBepHOM 
M ToqHoM. 3m cepM11 rrpO,D,YKU:HM rrpOM3Be,D,eHa (BKJI10qa11 yrraKOBKY (MapKMpOBKY) M KOHTpOJib Kaqecrna) Ha BbIIIIeyKa3aHHOM 
rrpOM3B0,ll,CTBeHHOM IIJIOll\a,D,Ke (rrJIOill,a,D,Kax) B IIOJIHOM COOTBeTCTBMM C Tpe6oBaHMJIMM IlpaBMJI Ha,D,Jie)Kall.l,eM 
rrpOM3B0,ll,CTBeHHOM rrpaKTMKM EBpa3MMCKOI'O 3KOHOMMqecKoro COI03a (No. GMP/EAEU/RU/01293-2024 OT 20 Ma51 2024) M 
Tpe6oBaHM51MM KOHTPOJIJI Kaqecrna JieKapcTBeHHbIX cpe,D,CTB, a TaK)Ke B COOTBeTCTBMM co crreu;Mq>MKaQM51MM, CO,D,ep)Kall.l,MMMCJI 
B perncTpau;MOHHOM ,ll,OCbe CTpaHbl-MMIIOpTepa. 3aIIMCM ITO rrpOM3B0,ll,CTBY, yrraKOBKe M attaJIM3Y rrpoBepeHhI, M ycTaHOBJieHO 
MX COOTBeTCTBMe Tpe6oBaHMJIM IlpaBMJI Ha,D,Jie)Kall\eM rrpOM3B0,ll,CTBeHHOM rrpaKTMKM EBpa3MMCKOro 3KOHOMMqecKoro COI03a». 
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