
• •·· Dr.Raddy's~;• CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHA.JIH3A 

Product : Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo));y1n: Pa3o® (pa6enpa30IT), Ta6rreTKH, ITOKpbITbie KHllle'IHOPaCTBOPHMOH 060J10lJKOH, 20 Mr 

Market / PbrnoK : Russia/ Poccm1 

Batch No./ 
: C2608360 

Batch Quantity / 1500000 tab/ 
CepnH N2 Pa3Mep cepuu 

: 
1500000 m6 

Analytical Report No. / 
: 890001899003 

Date of Analysis I 
: 30/07/2026 

AuaJIHTH'leCKHH OT'leT N2 )l.aTa auaJiu3a 
Date of Manufacture / 

: 20/04/2026 
Date of Expiry / 

31/03/2028 
J{aTa npOH3B0JlCTBa ro));eH AO 

: 

Mfg. License No./ 
IlpOH3B0));CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(004603)-(Pr-RU) 
nuueu3nH N2 
Analysis performed according to ND No.:/ Aua.JIH3 npoBeAeH no H)l. N2: JITI-N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepsuquou ynaKOBKH yrnep,KJJ;eub1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI srnpuquou ynaKOBKH yTsepmAeHbI: 13.02.2024 
PL approved: / JIB yrnepm));eu: 10.02.2025 

Pa2e 1 of5 / CTp. 1 HJ 5 
.N'!! Test I IloKaJaTeJih 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. / Kpynlble, )],B051KOBhmyKrrbIe 
core on cross-section. / Kpyrnhie, 
)],B051KOBbIIlYKJlble Ta6JieTKH, noKpb!Tbie 

Ta6neTKH, noKpb!Tbie o6oJIO'l:KOH o6oJIOtJ:KOH OT CBeTJIO-)KeJlTOro )],0 )KeJIToro 
CBerno-)KeJITOro QBeTa C MapKHpOBKOH QBeTa C MapKHpOBKOH KpacHoro QBeTa 
KpacHoro QBeTa «RB20» Ha O)],HOH «RB20» Ha O)],HOH CTOpOHe. Ha 

cTOpoHe. Ha nonepe4HOM pa3pe3e 51,D,po nonepetJ:HOM pa3pe3e 51,D,po OT 6enoro )],O 

6enoro QBeTa. notJ:TH 6enoro QBeTa. 

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

Hti:enTuct,uKan:uH chromatogram of test solution chromatogram of test solution should 

HPLCIB3)K){ 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 BpeM51 y ,D,ep)KHBaHH51 Assay). / BpeM51 y,D,ep)KHBaHH51 ocHOBHoro 

OCHOBHOrO TTHKa Ha xpoMaTorpaMMe TTHKa Ha xpoMaTOrpaMMe HCTTbITyeMoro 

HCTTbITyeMoro pacrnopa COOTBeTCTByeT pacrnopa )],0Jl)KH0 COOTBeTCTBOBaTh 

speMeHH y,D,ep)KHBaHH51 OCHOBHOro BpeMeHH y,D,ep)KHBaHH51 OCHOBHOro TTHKa Ha 

TTHKa Ha xpoMaTOrpaMMe pacrnopa xpoMaTOrpaMMe pacrnopa CTaH,D,apTHoro 

CTaH,D,apTHOro o6paJQa pa6enpaJona o6paJQa pa6enpaJona HaTpH51 (paJ,D,en 

HaTpH51. «Ko110qecrneHHoe onpe,D,eJieH11e»). 

3 Average weight of tablets/ 212.68 mg± 5 % (202.05 to 223.31 mg)/ 

Cpeti:HHH Macca Ta6JieTOK 212.86 mg/ 212,86 Mr 212,68 Mr± 5 % (OT 202,05 Mr )],0 223,31 

Mr) 

4 Dissolution / PaCTsopeuue Unit-1/E,D,HHHQa-1 2% In 0.1 M hydrochloric acid solution - not 

Unit-2/E,D,HHHQa-2 2% more than 10 % of C1sH20N303SNa 

Unit~3/E,D,HHHI.(a-3 3% (Rabeprazole sodium) label claim in 2 h. / B 

Unit-4/E,ll,HHHQa-4 2% 0, 1 M pacrnope xnoposo,D,opo,D,HOH KHCJIOThI 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpitMe'faHne: n pon,yl<T COOTBeTCTByeT Tpe6os:m1111M H.Ll 3aKnioqeuue: O)l.O6PEHO 

Prepared by/ ~ Checked by ~~ OChecke~ by (AQ / Approved by: Quality Assurance/ Authorized person / 
CTo.aroToeneHo· ~ TipoaepeH ·fl. , 0Ao6peuo: 06ecnetJeH11e Ka1tecrna/OrneTCTBeHHoe rrm-10: 

~ 

Date I ~f -01 ~ 2.1)2,,,G. ~::t ,4202 ~ ate I { - ~ l'l4 Date I 
31---tJ') ---'9~ 

)lam: .LlaTa: '.rl -61 - -n )lam: 

"' 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo.uytcr: Pa30® (pa6enpa3on), m6neTKH, n0Kpb1Tb1e K1,11ne1IHopacTBOpHMOH 06ono1IKOH, 20 Mr 

Market / PbIHOK : Russia I Poccm1 

Batch No./ 
: C2608360 

Batch Quantity / 1500000 tab / 
Cepm1 .N'2 PaJMep cepnn : 

1500000 m6 
Analytical Report No./ 

: 890001899003 
Date of Analysis / 

: 30/07/2026 
AuaJIHTnqecKHH oTqeT .N'2 )]:aTa auaJ1nJa 
Date of Manufacture / 

: 20/04/2026 
Date of Expiry / 

31/03/2028 
,llaTa DPOHJBO,llCTBa ro.ueu .uo 

: 

Mfg. License No./ 
IlpOHJBO,llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JII1-.N'2(004603)-(Pr-RU) 
JJHQeHJHH .N'2 
Analysis performed according to ND No.: I AuannJ npose.ueu no H,ll .N'2: JII1-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbl nepsnquoif ynaKOBKH yTBep,KtJ:eHbJ: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI srnpnquoif ynaKOBKH yTsep,...ueub1: 13.02.2024 
PL approved:/ JIB yTBep,KtJ:eH: 10.02.2025 

Pa2e 2 of 5 / CTp. 2 H3 5 
Unit-5/E,11.1rn111..(a-5 2% - He 6onee 10% OT HOMHHanbHOro 
Unit-6/E,DJIHHl..(a-6 2% co,D.ep)l(amrn C1sH20N3O3SNa (pa6enpa:mn 
Average / Cpe,D.H, 3Ha4em,e: 2% HaTp1u1) qepe3 2 q, 

Unit-l/E,D.11H111..(a-l 84% In buffer solution pH 8.0 - not less than 75 
Unit-2/E,D.11H111..(a-2 85% % (Q) of C1 sH20N3O3SNa (Rabeprazole 
Unit-3/E,D.11H111..(a-3 86% sodium) label claim in 60 min. / B 6yg>epHoM 
Unit-4/E,D.11HHl..(a-4 81% pacrnope pH 8,0 - He Mettee 75 % (Q) OT 

Unit-5/E,D.HHHl..(a-5 85% HOMHHa.JlbHOro CO,D.ep)KaHml 

Unit-6/EJ];HHHl..(a-6 86% C,sH20N3O3SNa (pa6enpa3011 HaTp11si) qepe3 

Average / Cpe,D.H. 3Haqett11e: 85% 60 MHH. 

5 Impurities / IIpnMecu 

Rabeprazole N-oxide I Not detected / He o6ttapy)KeHa NMT 0.5 % I He 6011ee 0,5 % 
Pa(>enpa3011a N-oKCH,D. 

Rabeprazole Sulfone / 
0.09% I 0,09 % 

NMT 0.5 % I He 6011ee 0,5 % 
Pa6enpa3ona cynhq>OH 

Rabeprazole Methoxy analog / Not detected / He o6Hapy)Ketta NMT 0.5 % I He 6onee 0,5 % 
Pa6enpa3ona MeTOKCH aHa.nor 

Rabeprazole Chloro analog / Not detected I He o6Hapy)l(etta NMT 0.5 % I He 6011ee 0,5 % 
Pa6enpa3ona x11opo aHa11or 

Rabeprazole Sulphide / 
Below LOQ (LOQ = 0.027 %) I HmKe 

NMT 0.5 % I He 6011ee 0,5 % 
Pa6enpa3011a cynh<pH,D. 

npe,D.eJla KOJlWieCTBeHHOro 
onpe,D.enett11si (ITKO = 0,027%) 

Rabeprazole Related compound Below LOD (LOD = 0.019%) I H11)1(e NMT 0.5 % I He 6onee 0,5 % 
A I Pa6enpa3ona po,D.cTBeHHa.R npe,D.e11a o6ttapy)KeHHR (ITO= 0,019 %) 
np11Mecb A 

Rabeprazole Related compound Not detected/ He o6Hapy)KeHa NMT 0.5 % I He 6011ee 0,5 % 
C I Pa6enpa3ona po)J;CTBeHHai 
np11Mecb C 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqaHne: Tipo,uyKT cooTBeTcTByeT Tpe6oeat1m1M Hll 3aKJJIOqeHne: O)lOliPEHO 
Prepared by / ~ Chec~_ by/~ ::(:hecked by (AQA~/ Approved by: Quality Assurance/Authorized person / 
ITo,nroTOeneA • • TTp :.,.,,~ -:::::.-- TTpoeep~ l(),uo6peHo: O6ecne1IeHHe Ka'IeCTBa!OTBeTCTBeHHOe JIHl,\O: 

-~ 5--
D ate I 0 t-O 1- ),{)°lk, Date I ._3 1..cf-r-J.A '..@ate I • Date / 3' ~l'J ~ ~"4' )lam: )lam: • )lam: ~--ii7 ~ )lam: 

• 



• •·· Dr. ~eddy's ~;• CERTIFICATE OF ANALYSIS 
CEPTll<l>lIKA T AHAJill3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo11yKT: Pa3o® (pa6errpa3oJT), Ta6J1eTKH, rroKpbIThre Kmrre11ttopacTBop11Moti: 060J1011Koti:, 20 Mr 

Market / PhIHOK : Russia/ Poccm, 

Batch No./ 
: C2608360 

Batch Quantity / 1500000 tab/ 
CepnH N2 Pa3Mep cepnn 

: 
1500000 Ta6 

Analytical Report No./ 
: 890001899003 

Date of Analysis / 
: 30/07/2026 

AnaJ1nTn11ecKnii 0T'-leT N2 .Il:aTa anann3a 
Date of Manufacture / 

: 20/04/2026 
Date of Expiry / 

31/03/2028 
.L(aTa 11P0H3B01ICTB3 ro11eH 110 

: 

Mfg. License No./ 
IlpOH3B01ICTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-N2(004603)-(Pr-RU) 
JIHQeH3HH N2 
Analysis performed according to ND No.:/ AnaJIH3 npose11en no H.L( N2: JIIl-N2(004603)-(Pr-RU)-130224 
Artworks of primary package approved:/ MaKeTbI nepBH'IHoii ynaK0BKH yTBeplK1IeHb1: 13.02.2024 
Artworks of secondary package approved: / MaKeTbI BTOptt'-IHOii ynaK0BKH yTBeplK1IeHb1: 13.02.2024 
PL approved:/ JIB yTBeplKlleH: 10.02.2025 

Pa2e 3 of 5 I CTp. 3 HJ 5 

Specified Impurity at about NMT 0.5 % I He 60J1ee 0,5 % 

RRT 1.37 (Mass m/z=310 
Imidazole) / ITpttMeCh nptt 0.02% I 0,02 % 
RRT 1,37 (Macca m/z=310 
HMH)],a30Jl) 

Specified Impurity at RRT 1.51 NMT 0.5 % I He 60J1ee 0,5 % 

(Mass m/z=458 Benzo 
imidazole adduct) / ITpttMeCh Not detected I He o6ttapy)KeHa 
rrptt RRT 1,51 (Macca m/z=458 
6eH3HMH)],a30Jla a.n:.n:yKT) 
Maximum unknown individual NMT 0.2 % I He 60J1ee 0,2 % 
impurity / E;::i:ttHH<JHa51 Below BDL (BDL= 0.1 %) / Htt)Ke 
Hett;::i:eHTH~HQHpoBaHHa51 rropora perncTpaQHH (ITP 0,1 %) 
rrpHMeCb 

Total impurities/ CyMMa NMT 2.0 % I He 60J1ee 2,0 % 
rrpHMecetl: 0.1%/0,1% 

6 Residual Solvents / 1205 µg per tablet/ 1205 MKr Ha 
Isopropanol - NMT 2621 µg per tablet / 

OcTaToqub1e oprauuqec1rne 
rn6JieTKY 

IfaorrponattoJI - He 60J1ee 2621 MKr Ha 
I paCTBOPHTeJIH Ta6JieTKY 

7 Uniformity of dosage units/ Acceptance value (AV) should be 
Oti:HOpO.ll:HOCTb 8.1 / 8,1 NMT 15.0. I I1oKa3aTeJlh rrpHeMJleMOCTH 
Ll03HPOBaHHblX euuuuu (AV) )],OJI)KeH 6bITh He 60J1ee 15,0. 

8 Microbiological purity/ MnKpo6uonoruqecKaSI qncTOTa 

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

NMT 103 CFU/g /He 60J1ee 103 KOE/r 
I O6ll.J,ee 'IHCJIO a3po6tth1x 

Mettee 10 KOE/r 
MHKpoopraHH3MOB 

b) Total combined yeasts and NMT 102 CFU/g / He 60J1ee 102 KOE/r 
mould count/ O6ll.J,ee <JHCJlO Less than 10 CFU/g / 
.ll:PO)K)KeBbIX H IIJleCHeBbIX Mettee 10 KOE/r 
rptt60B 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpnMe'-laHne: ITpo,11,yKT cootseTcTByeT Tpe6013...a~ M H,O 3aKJIIO'-leHne: O.L(OliPEHO 

Prepared by/ ~ Che~~ked by/ 
~

eked by (AQA) / Approved by: Quality Assurance/Authorized person/ 
no,Q rO-rQBJleHO ' npos posepeHo f A().Jl';{),-, O,11,06petto: O6ecrre11ett11e Ka11eCTBa!OTBeTCTBCHHOe JHll..(O : 

~ ~ 

Date/ 0 f.-o1~WJ, Date '. g J-d),,zo2_ l,1)ate / \ Date/ 
.3 I .----cJ ') .->v'-C ,Oarn: ,[{aTa. • PJl.aTa: '>]~ ...-'n}""Y'.1 Jl.arn: 



• Dr.Reddy's ~fi CERTIFICATE OF ANALYSIS 
CEPTM<I>MKA T AHAJIM3A 

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo11yirr: Pa:m® (pa6enpa:mn), rn6neTKH, rroKphrThre KHwe1rnopacrnopHMOH 0601101IKoi1, 20 Mr 

Market/ PhlHOK : Russia/ PoccIDI 

Batch No./ 
: C2608360 

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

: 
1500000 Ta6 

Analytical Report No. / 
: 890001899003 

Date of Analysis / 
: 30/07/2026 

Aua.11nTn1IecKnn 0T'IeT .N'2 ,IlaTa aua.11u3a 
Date of Manufacture / 

: 20/04/2026 
Date of Expiry / 

31/03/2028 
,IlaTa nJ}0H3B0):ICTBa ro11eu ):10 

: 

Mfg. License No./ 
fi p0H3B0):ICTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIl-.N'2(004603)-(Pr-RU) 
JIHUeH3HH .N'2 
Analysis performed according to ND No.: I Aua.11n3 npose11eu no HJJ: .N'2: JIII-.N'2(004603)-(Pr-RU)-130224 
Artworks of primary package approved: / MaKeTbt nepsn1Iuou ynaK0BKH yTsepmti:enhl: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbt BTopwrnou ynaK0BKH yTsepJKti:eHbt: 13.02.2024 
PL approved: / JIB yTBepmti:en: 10.02.2025 

Pa2:e 4 of 5 I CTp. 4 H3 5 
c) E.coli Absent in 1 g / Shall be absent in 1 g / OTcyTcTBHe B 1 r 

OTcyTcTByeT B 1 r 

9 Assay/ KoJiuqecTeeuuoe 18.0 to 22.0 mg of C1sH20N3O3SNa 
onpe.[(eJieuue (Rabeprazole sodium) (90 to 110 % of label 

19.4 mg/ 19,4 Mr claim) per tablet. I 
OT 18,0 Mr ,[\O 22,0 Mr Cl8H20N3O3SNa 
(pa6enpa30JI HaTpH51) ( OT 90 ,[(O 110 % OT 
HOMHHaJibHOro CO.[(ep:>KaHH51) B Ta6JieTKe. 

10 Package appearance / 15 tablets in 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. / Do 15 insert in a carton. / Do 15 Ta6JieTOK B 
rn6neTOK B 6JIHCTepe H3 (DBX/AJI/TTA) 6JIHCTepe H3 (DBX/ AJI/ITA) qJOJibrH I 
qionhrn / aJIIOMHHHeBoti cponhrn. Do 2 aJIIOMHHHeBOH <pOJibnl. Do 1 HJIH 2 
6JIHCTepa BMeCTe C JIHCTKOM- 6JIHCTepa BMeCTe c JIHCTKOM-BKJia,[\billleM B 
BKJia,[(billleM B na11Ky KaPTOHHYfO. na4KV KaPTOHHyIO. 

11 Labeling/ MapKnpoeKa Complies / CooTBeTcTByeT In accordance with section 1.3.2 of Module 
1 of the registration dossier. I B 
COOTBeTCTBHH C pa:3.[(eJIOM 1.3.2 MOL\YJI51 1 
perHCTPaUHOHHOro ,[(OCbe. 

12 Storage conditions / Y CJIOBHH At temp_erature not higher than 25 °C. / DpH TeMnepaType He Bhrllle 25 °C. 
xpaHeHHH 

13 Shelf-life (storage period)/ 2 years. / 2 ro,[(a. 
CpoK ro.[(HOCTH ( cpoK 
xpaueunH) 

API name/ HanMeuoeauue A<I>C: Rabe razole sodium / Pa6en 

INN /MHH: Rabeprazole / Pa6en 

API manufacturer batch number / 
HoMe ce nu n OH3BOJ:\HTeJIH A<I>C: 

ACSH003001 & ACSH002985 

FP Manufacturer API Batch number / 
HoMep cepuu cy6cTaun:uu 
U OH3B0,[(HTeJIH r JI<!>: 

Remarks : The Product confirms to ND/ 
IlpnMe1Iaune: Tipoti:yKT COOTBeTCTByeT Tpe6os M HJJ: 

FCTA00283 & FCTA00284 

Conclusion : APPROVED / 
3aKJIIO'Ienne: O,IlOliPEHO 
Approved by: Quality Assurance/ Authorized person / 
O1106petto: O6ecne1Iemre Ka1IecTsa/OrneTCTBeHHOe nnuo: 

Date I 
)lam: 

'::v" 



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

Product: Razo® (rabeprazole), enteric-coated tablets, 20 mg 
Ilpo.uyKT: Pa3o® (pa6errpa30JJ), Ta6JJeTKH, flOKpblTbJe KHIIIe1rnopaCTBOpHMOtt o6oJJOLfKOtt, 20 Mr 

Market / PbIHOK : Russia/ Poccm1 

Batch No./ 
: C2608360 Batch Quantity / 1500000 tab/ 

CepnH .N'2 Pa3Mep cepun 
: 

1500000 Ta6 
Analytical Report No./ 

: 890001899003 Date of Analysis / 
30/07/2026 

AnaJJHTnqecKHH oTqeT .N'2 ,LJ:aTa anaJJH33 
: 

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

31/03/2028 
,LJ:aTa IlPOH3B0,llCTBa ro.uen .uo 

: 

Mfg. License No./ 
TI pOH3B0,llCTBeHHaH : 591RR/AP/97/F/R MA number: / HoMep PY : JITI-.N'2(004603)-(Pr-RU) 
JIHUeH3HSI .N'2 

Analysis performed according to ND No.:/ AnaJJH3 npoBe.uen no H,LJ: .N'2: JITI-.N'2(004603)-(P[-RU)-130224 
Artworks of primary package approved: / MaKeTbI nepBnqnou ynaKOBKH yTBepm.uenb1: 13.02.2024 
Artworks of secondary package approved:/ MaKeTbI BTOpH'IHOH ynaKOBKH YTBepm.uenb1: 13.02.2024 
PL aooroved: / JIB VTBepm.uen: 10.02.2025 

API Manufactured by, address & 
country/ Ilpou1so,i::i;uTeJih A<l>C, aLJ;pec 
u cTpaua: 

Name, address, authorization No for 
FP manufacturing site / Control site / 
Release site / 
HauMeuosauue, a,i::i;pec u H0Mep 
JlHQeH3HH DJIOI.Qa,[l;KH, 
ocyI.QeCTBJIHIOI.Qeii 
npOH3BOLJ;CTBOfKOHTpOJlb 
Kal.feCTsa/BbIDVCK r JI<I> 

Pa2e 5 of 5 / CTp. 5 m 5 
Dr. Reddy' s Laboratories Limited, 

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

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

,D;-p PeLJ;,[(11' c Jla6opaTOp11C J1HMl1Te,L(, 
I1oLJ;pa3,L\eJ1eH11e x11M11Ko-Texttonor11qecK11x orrepau;11i1 -III, yqacTOK N!! 

116, KoonepaTl1BHO-IIpOMbIIJJJieHHbIM KOMIIJieKC 
illp11 BettKaTecBapa, H,[J;A EonnapaM, ,D;)K11HHapaM MaH.L(aJI, Cattrape,DJJ.11 ,D;11 

cTp11KT - 502325, Tenattratta, I1H.L(l1SI 
Dr. Reddy's Laboratories Ltd., ITO Unit 3, Survey No. 41, 42 part, 45 part & 

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

(License No 591RR/AP/97/F/R) 
,D;-p Pe.L(.L(11'c Jla6opaTOp11c JlT.L(., Ilpo113BO.L(CTBeHHOe ITO.L\Pa3.L\eJiett11e-3, 
yqacTKl1 N!! 41, qacTb 42, qacTb 45 11 qacTb 46, Eaqyrrann11 (B11nna.n)K), 

Ea1IyIIanJI11 (Matt.nan), Me.L(1Ian-ManKa)].)Krttp11 ()];11cT.), IJJTaT Tenattratta, 
I1H.D.11SI (Jlm.(eH311SI N!! 591RR/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». / 
3aKJ110tJ:euue 0 C00TBeTCTBHH: «HaCTOSIII.(11M SI IlO)].TBep)K)].aIO, 'lTO IIp11Be)].eHHaS1 BbIIIIe 11Hq>OpMaQl1SI SIBJIS!eTCSI ,L(OCTOBepHOM 
11 TO'lHOM. '.3Ta cep11S1 rrpO.L\YKQl111 IIp0113Be)].eHa (BKJlIO'laSI yrraK0BKY (MapK11pOBKY) 11 KOHTpOJib Ka1IeCTBa) Ha BbIIJJeyKa3aHHOM 
rrp0113B0)].CTBeHHOM IlJlOII.(a,[\Ke (nnor.u;a,L(Kax) B IIOJIHOM C0OTBeTCTBl111 C Tpe6oBaHHSIMl1 IlpaBl1JI Ha,[\Jie)Kal.l{eM 
rrp0113B0)].CTBeHHOM IIpaKTHKl1 EBpa311MCKOro 3KOH0Ml11!eCK0ro COI03a (No. GMP/EAEU/RU/01293-2024 OT 20 Masi 2024) 11 
Tpe6oBaHl1SIMl1 KOHTpOJlSI Ka1IeCTBa JleKapcTBeHHblX cpe.ncTB, a TaK)Ke s COOTBeTCTBI111 co cneu;11<p11KaQl1SIMl1, co.nep)Kal.l.{11Ml1CSI 
B perncTpau;110HHOM ,L(OCbe CTpaHbH1MI10pTepa. 3aIIl1Cl1 IIO I1p0113B0,L\CTBY, yrraKOBKe 11 aHaJil13Y rrpoBepeHbl, 11 ycTaHOBJleHO 
11X COOTBeTCTBl1e Tpe6oBaHl1SIM IlpaBl1JI Ha,L(Jie)Kall.(eM npOI13B0)].CTBeHHOM rrpaKTl1Kl1 EBpa3HMCKOro 3KOHOMl11!eCKOro COI03a». 
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