
CERTIFIC TE OF ANALY I 
CEPTH<l>HKAT AHAJIH3A 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-5 
Viii. Kho!, i,Jalag,irh Roa d, Badd i, 

Distt ::io!an, H.P, j_ 73 205, l i-JD IA 

; ,:~! - i~~;:c 9:1ss 5~001-01 
'N'-'J '-'-'.d rnxidy.; .co m 

Page 1 of 10 / CTp. 1 HJ 10 

IlpoJlVKT: TencapTaHOf, AM (aMJT0}].1urnH+renM11capTaH) rn6neTKH 5 Mr+40 Mr ··.•. . 
Market/ PhrnoK : Russia / Pocc,-ui 

Batch No./ 
: V2502196 

Batch Quantity / 4,00,000 tab I 
CepllH .N'!! PaJMep cepnn 

: 
4,00,000 Ta6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11.2025 

AuaJIHTnqecKnu oTqeT N!! ,[(aTa auaJinJa 
Date of Manufacture/ 

: 10/2025 
Date of Expiry/ 

09/2028 
I ,[(aTa nponJB0}J.CTBa ro}J.eH }1.0 

: 

Mfg. License No. / 
MA number:/ JID-.N2(002648)-

Ilpo111so}J.cTBeuuaH : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

Jinu;eHJHH N!! 
Analysis performed according ND/ Auamn npoBe}J.eH no H)];: JIIl-N!!(002648)-(Pr-RU) dt. 29.06.2023 
1 Jlll-N!!(002648)-(Pr-RU) oT 29.06.2023 

No. Test / IloKaJaTeJih Result/ PeJyJI1>TaTbl Specification / HopMa 
1 Description / Onucauue Oblong shaped, uncoated, Oblong shaped, uncoated, 

biconvex, bilayered tablets with biconvex, bilayered tablets with 
pale pink layer on one side and off pale pink to pink layer with 
white layer with mottled mottled appearance on one side 
appearance on other side. / 

and white to off-white layer on 
Ta6JieTKH npo.uonrosaTOH q>opMbI, 

other side. I Ta6neTKH 
.llBO.HKOBbinYKJible, .!lBYXCJIOHHble, 

npo}].011rosaTOH <pOpMbl, 0.lll1H- OT CJIOH p030B0f0 useTa C 

BKpannem-uiM11 6enoro useTa, }].BO.HKOBhinYKJ1bIe, }].syxcnottHh1e, 

srnpoH cnoti no4TH 6enoro use:ra. O}].HH CJIOH - OT CBeTJTO-p030BOro 
}].O p030B0f0 UBeTa, C 
BKparrneHH.HMH 6enoro UBeTa, 
BTopoli cnoi-i - 6enoro HJIH noY:TH 
6enoro l..\BeTa. 

Remarks .: The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe11auue: Hpo}].yKT coorneTCTByeT Tpe6osattH.HM H,[( 3aKmoqeuue: O,[(ONPEHO 

Prepared by I I 

Do}].rOTOBJietto: 

Nitin Sharma 
, 

~~ 

Date I 
,[(a:ra: 19. 11.2025 

Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized 

Dposepetto: Rama □pc aepeHo (AOK): person/ 0}].o6petto: 06ecne'-leHHe 

Kant Abh shek Chauhan KaY:eCTBal0TBeTCTBeHHOe JIHI..\O: 

~~ / ! tj 
~ 

Date/ Date I 
. 

I Date/ z-2----1/r~~ 
,[(a:ra: 19.11 .2025 ,[(a:ra: 19.11.2025 ,[(a:ra: 

Registered Office: 8-2-337, Road No. 3, b ,rnjc11 J Hills, Hyderc1bad - 500034, Tcl.:111gJnu, lnd iJ 
Tel: +9140 4900 2900, Fax: +91 -10 4'.:)00 2999, Email: mail(l drredd,;:;.corn 

CI N: L8519S1-1P 1%4HC00,+507 

www. drredci ys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>MK'AT AHAJill3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Un:t-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.dn-eddys.com 

Page 2 of 10 / CTp. 2 HJ 10 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIJ'.JOJJ:YKT:·:TenoapTaH00

- AM1(aMJJO!J.Hm1H+renMHCap-rai-1) Ta6nenrn 5 11u-+40tMfl ~"'' Is;{••_.:•,• . 
Minket I P1,rnoK : Russia / Pocc1-rn: 

Batch No./ 
: V2502196 

Batch Quantity/ , 4,00,000 tab / 
CePHR ,N'!! Pa.JMep cepnn 

: 
4,00,000 Ta6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11.2025 

AnaJiuTuqec1rnu oTqeT .N"!! )];aTa auaJIHJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
llaTa npoHJBO!J.CTBa ro)J.eH )J.0 : 

Mfg. License No./ 
MA number:/ Jlll-.N!!(002648)-

IlpoHJBO!J.CTBeuuasr : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

JIHQeHJHSI .N"!! 
Analysis performed according ND/ AuaJIHJ npose)J.eH no H)];: JIII-.N"!!(002648)-(Pr-RU) dt. 29.06.2023 
1 JUI-.N"!!(002648)-(Pr-Ru) oT 29.06.2023 

No. 
2a 

Test / IloKaJaTeJih 
Identification (HPLC) I 
ffJJ:eHTHcl>HKaQHSI 
(B3JKX) 
Amlodipine and 
Telmisartan / aMJIO)],HIIHH 
H TeJIMHcapTaH 

. , .. 

Result/ PeJYJihTaThl 
The retention times of maJor 
peaks in chromatogram of test 
preparation corresponds to that 
m the chromatogram of 
Telmisartan and Amlodipine 
besilate reference standards 
solution (section "Assay"). / 
BpeMeHa y,lJ,ep)KHBaHHR 

Specification / HopMa 
The retention times of the major 
peaks in the chromatogram of test 
preparation should correspond to 
that m the chromatogram of 
Telmisartan and Amlodipine 
besilate reference standards 
solution (section "Assay"). / 
BpeMeHa y,lJ,ep)KHBaHHR 

OCHOBHblX IIHKOB Ha OCHOBHblX IIHKOB Ha 
xpoMaTorpaMMe HCIIbITyeMOfO xpoMaTorpaMMe HCIIbITYeMoro 
pacTBopa COOTBeTCTBYJOT paCTBOpa )],OJI:>KHbl 
BpeMeHaM y)],ep)KHBaHHR COOTBeTCTBOBaTb BpeMeHaM 
OCHOBHblX IIHKOB Ha y)],ep)KHBaHHR OCHOBHblX IIHKOB 
xpoMaTorpaMMe pacTBopa Ha xpoMaTorpaMMe pacTBopa 
CTaH)],apTHblX o6pa3I.1,0B CTaHJ],apTHblX o6pa3QOB 
TeJIMHcapTaHa H aMJIO)],HIIHHa TeJIMHCapTaHa H 

6eJHJiaTa (pa3)],eJI 6e3HJlaTa 
«Kon11qecTBeHHoe 
orrpe,lJ,eJieHHe» ) . 

«KonHqecTBeHHoe 
orrpe)],eneHHe» ). 

aMJJO)],Hmrna 
(pa3)],en 

Remarks : The Product .confimis.to ND/ Conclusion : AP.PROVED I 
IlpttMeqattue: llpo,lJ,yi<T cooTBeTCTByeT TPe6oBaHHRM H,ZJ; 3aKmoqeuue: O;IJ;OEPEHO 

Prepared by/ 
IT O,llTOTOBJleHO: 

INilin Shanna 

1/ 
D ate/ 
L(a'l'a: 19.11.2025 

Cl1ecked•-by / Checked by A QA) / Approved by: Quality Assurance/ Authorized 

Ti poBepeHo: Rama Dpoae )CHO ( OK): person/ O)],o6petto: O6ecneqemrn 

Kant Lt' A bhi 1 ek Cr auhan KaqecTBalOTBeTCTBeHHOe JlHU,O: 

$-~~/ ~ / 

Dale/ Date/ !Date/ (),--')... ~ ' I ,,. UJ '"'-1: 
,lJ;aTa: 19.11.2025 ,l];aTa: 19.11.2025 )];am: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Ema il: mail@drreddys.com 

CIN: L8519SAP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
CERTIFIC TE OF AN ALY IS 

CEPTH <I> l:IKAT AHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii . l<hol, Na iaga rh Road, Baddi, 
Distt. Solan, H.P., 173 205, lNDIA 

Tel : +91 931G6 56001-02 
www.dri-eddys.com 

Page 3 of 10 / CTp. 3 lfl 10 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIJJ0JJ,YKT: TencapTatt°'' AM:.(aMJIO,JJ,Hmm+TeJTMHcaprnH) Ta6neTKH 5 Mr+40 Mr ~ ; :' n. ;< ,r-! , • ·-- J · \:. ( .t_ ~ : • • • 

Ma.rket I PhlHOK : Russia / Poccm1 

Batch No./ 
: V2502196 

Batch Quantity / 4,00,000 tab/ 

CepnH N!! Pa1Mep cepHH 
: 

4,00,000 rn6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11 .2025 

A11aJIHTHqecKHii oTqeT N!! 21:aTa auaJIHJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
J:I:aTa DPOH3B0)].CTBa ro)].eH /1,0 

: 

Mfg. License No./ 
MA number:/ JITT-N2(002648)-

IlpOH3B0)].CTBeHHaH : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

JIHQeHJHH .N'!! 
Analysis performed according ND/ AuaJiuJ npoBe)].eu no II.LI:: JIII-N!!(002648)-(Pr-RU) dt. 29.06.2023 
1 Jill-N!!(002648)-(Pr-Ru) oT 29.06.2023 

No. 
2b 

3 

Test/ II01ea1aTeJih 

Identification 
UV-spectroscopy 
(HPLC with PDA) / 
&enTu4>u1eaQHH 
y <l>-cneKTpOCKODHH 
(B3)KX (PDA­
)].eTeKTop)) 
Amlodipine and 
Telmisartan / aMJTO,JJ,HnHH 
H TeJTMHCapTaH 

Dissolution / PacTBopenHe 

Result/ Pe1yJihTaThl 

UV absorption spectra of the 
peaks of telmisartan and 
amlodipine, obtained by 
chromatography of the test and 
standard solutions, have 
absorption maxima at the same 
wavelengths (±2 nm) (section 
"Assay"). I Y<I>-cneKTpbI 
rIOrJTOJ1.1eHH~ nliKOB 

Specification/ HopMa 
UV absorption spectra of the peaks 
of telmisartan and amlodipine, 
obtained by chromatography of the 
test and standard solutions, should 
have absorption maxima at the 
same wavelengths (±2 run) 
(section "Assay"). / Y<I>-cneKTpbI 
nornoI11eHH~ 
TeJTMHCapTaHa 

rIHKOB 

TeJTMHCapTaHa 11 aMJTO,/J,HCTHHa, noJiy4eHHb[e 
H aMJIO)],HCTHHa, 

npH 
noJIY4eHHbIe npH xpoMaTorpaqrnposaHHH 
xpoMaTorpaqrnpoBaHHH HCCTbITyeMoro H CTaHP,apTHOro 
HCCTb!TyeMoro H CTaHP,apTHOro pacTBopoB, ,/J,OJl)KHbl HMeTb 
r::ir.TRnpnR , HMP.l()T M::lfiT.J.-IMYMhl 

rIOrJ10J1.1emrn npH 0,/J,HHX H Tex 
)Ke ,/J,JIHHax BOJlH (±2 HM) (pa.3)],eJI 
«KOJIH4eCTBeHHOe 
onpe,JJ,eJieHHe» ) . 

M111<r.1--1MyM-i,1 nnrnnmemrn nptt 

O)],HHX H Tex )Ke )],JIHHaX BOJlH 
(±2 HM) (pa3)],eJl 
«KonwiecTBeHHoe 
onpe)],eJieHHe» ). 

Remarks .: The Product confirms to ND/ Conclusion : APPROVED / • 
Ilp11Meqauue: ITpo)],yKT cooTBeTcTi3yeTTpe6oBaHHJIM H,ll; 3a1rnroqenHe: O,l(OEPEHO - -
Prepared by / 

no,nrOTOBTI HO: 

Nitin Sharma 

<Y 
Date/ 

,ll;arn: 19.11.2025 

Checked by / 0hecl·ed by (AQA) I Approved by: Quality Assurance/ Authorized 

TiposepeHo: Rama Opom peI-m (AOK): person I 0P.o6petto: 06ecne4eHHe 

Kant 

WA~ 
A blili :iek ~ hauhan KatJeCTBal0TBeTCTBeHHOe 1111u;o: 

~ ) 
@ 

Date I D ate / !Date I 1,,--) ,-f ,~ 2~~ 
)],aTa: 19.11.2025 ):tarn : 19.11.2025 )].ara: 

Registe red Office: 8-2-337, Road No. 3, l:lanjara Hills, Hyderabad - 500034, Telangana, India 
Te l: +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr.Reddy's ~~• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

C •RTIFICATE OF A ALYSIS 
CEPTlil <I> HKA T HAJJH3A 

Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei :,+91 9Sl66 56001 G2 
www.dr;·eddys.co rn 

Page 4 of 10 / CTp. 4 03 10 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
TIPOllVKT: T eJ1capTa1-111\• AM (aMJTO.llH OHtt+-re11MHcaprn1-r}.rn611eTKH 5 Mr+40 Mr • ·,) •, \,-c ,,'l, • ' 

M9rket / PbIHOK : Russia / Poccw1 

Batch No./ 
: V2502196 

Batch Quantity I 4,00,000 tab I 
Cepun .M! Pa:iMep ce1Hm 

: 4,00,000 m6 
Analytical Report No./ 

: 890001847493 
Date of Analysis / 

: 19.11.2025 
A11aJIHTHtfeCKHH OTtfeT N!! llaTa auaJiu3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2028 

)].aTa ITPOll3BOACTBa I'oD,eH AO 
: 

Mfg. License No. / 
MA number:/ JITT-N2(002648 )-

Ilpon3B01J,CTBennaH : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

JIHQeuJHH N!! 
Analysis performed according ND/ Auan113 npoeeAen no H)].: JIIl-N!!(002648)-(Pr-RU) dt. 29.06.2023 
1 Jill-N!!(002648)-(Pr-RU) oT 29.06.2023 

No. Test/ IloKa3aTeJib Result/ Pe3yJibTaTbI Specification/ HopMa 
Amlodipine / Unit-1 / Ta611.-l 101% Not less than 75% (Q) 
AMJTO,LlHOHtt Unit-2 / Ta611.-2 102% C20H2sCIN2Os (Amlodipine) m 

Unit-3 / Ta611.-3 103% 30 min. I He Mettee 75 % (Q) 
Unit-4 I Ta611.-4 102% C20H2sClN2Os (aMJTO,LlHTIHtt) Yepe3 
Unit-5 I Ta611.-5 103 % 30 MHtt. 

Unit-6 I Ta611.-6 102 % 
Telmisartan / Unit-1 / Ta611.-l 94% Not less than 75 % (Q) 
TeJTMHcaprntt Unit-2 / Ta611.-2 95 % C33H30N4O2 (T elmi sartan) m 

Unit-3 / Ta611.-3 95 % 30 min. I He Mettee 75 % (Q) 
Unit-4 I Ta611.-4 96% C33H30N4O2 (TeJTMHCapmtt) Yepe3 
Unit-5 / Ta611.-5 95 % 30 MHtt. 

Unit-6 / Ta611.-6 94% 
4 Impurities / IlpuMecu 

Amlodipine / 
AMJIO,LlHOHH 
Impurity D / TTp11Mec11 D Below LOQ (LOQ = 0.08 %) / Not more than 0.5 % / 

He 6011ee 0,5 % 

Remarks : The Product confirms to ND/ 
' 

Conclusion : APPROVED / 
IlpuMetfanue: TTpo,n:yKT cobTBeTcrnyeT Tpe6oBaHH~M H,LI; 3aKJIIOtfeune: O,[(OEPEHO 

Prepared by / 
TTo,n:roTOBJTetto: 
Nitin Sharma 

~ ! 

1/ 
Date/ 
)];am: 19.11.2025 

Checked by/ CheckEby (AQ ) / Approved by: Quality Assurance/ Authorized 
Hp0Bepe1-10: Rama HpoBe eHo {AOK): person I O,n:o6petto: O6ecne'lett11e 

Kant ~~ 
Abhis k Ch uhan KaYeCTBa!OrneTCTBeHttOe JTHU,o: 

f!Y 
Date/ 

I 

Date/ IDate / IJ,-.J.- ~I/, 2,,() 1,( 
)];am: 19.11.2025 )];am: 19.11.2025 )];am: 

Registered Office: 8-2-337, Rocid Ne. 3, Banjara Hills, Hyderabad - 500D;;4, Tc>iengana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~ ;• 
CERTIFICATE OF ANALYSIS 

CEPTH~HKATAHAJilI3A 

Pr()duct : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tei : +91 93166 56001-02 
www.d rredJys.com 

Page 5 of 10 / CTp. 5 HJ 10 

IlJJ0Jl~ "l': T encaprn11 lf. AM (aMJIO.[(Hmrn+renM11caprn11) Ta6neTKK-5·Mr+40 Mr ,, , 

Market I P1,rnoK : Russia I Poccm1 

Batch No./ 
: V2502196 

Batch Quantity/ 4,00,000 tab I 
CePHB .N'.!! PaJMep cepuu 

: 4,00,000 rn6 
Analytical Report No./ 

: 890001847493 
Date of Analysis / 

: 19.11.2025 
AllaJiuTuqecKuii oTqeT .N'.!! 1 llaTa anaJIHJa 
Date of Manufacture / 

: 10/2025 Date of Expiry / 09/2028 
lllaTa npouJBO.UCTBa ro.uen .uo 

: 

Mfg. License No./ 
MA number: / JITT-N!!(002648)-

IlpOHlBO,UCTBennaH : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

JIH~CH3HH .N'!! 
Analysis performed according ND/ AnaJIHJ npoee,uen no H,l(: JIIl-.N'!!(002648)-(Pr-RU) dt. 29.06.2023 
1 Jill-.N'!!(002648)-<Pr-Rm oT 29.06.2023 

No. Test/ IloKaJaTeJih Result/ PeJVJihTaThI Specification / HopMa 
HmKe npe,uena 
KOJIHqecTBeHHOro onpe.[(eJieHH51 
(TTKO = 0.08 %) 

Any unidentified Below LOQ (LOQ = 0.08 %) / Not more than 0.2 % I 
impurity / E.nHHHqttoii Hm1<:e npeneJia He 6oJiee 0,2 % 
HeHJJ_eHTH~HQHpOBaHHOH KOJIHqeCTBeHHOro onpeneJieHH51 
npHMeCH (TTKO = 0.08 %) 

Total impurities/ CyMMa Below LOQ / Not more than 1.5 % / 
npHMeceii HmKe npe.[(eJia He 6oJiee 1,5 % 

KOJIHqeCTBeHHoro onpe.neJieHH51 

Rema.rl : The Product confirms to ND/ Conclusion : APPROVED / 
Ilpu~eqam1e: TTpo.[(yKT cooTBeTCTByeT Tpe6oBaHH.sJM H~ 3aK.11,0'1e1i11e: O,Il;OliPEHO 

Prepared by:/ 
TTo,uroroeneHo: 
Nitin Sharma 

7 
Date/ 
.D,ara: 19.11.2025 

Checked by/ Ched ed by (AQA) / Approved by: Quality Assurance/ Authorized 
TTpoBepetto: Rama ITpOB( petto (AOK): person / O.[(o6petto: O6ecneqeHHe 

Kant ~ Abhis ~tan J<.a.4eCTBa/OTBeTCTBelllioe JlHQ0: 

~7 ~ ,.::---

Date/ ' Date/ IDate / IJJ--1 /~ UJi< 
,[(aTa: 19.11.2025 ~am: 19.11.2025 ,[(aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tei2ngana, India 
Tei: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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•·· Dr. Reddy's ~;• 
Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

CERTIFICATE OF ANALYSIS 
CEPTH(J>HKAT AHAJ.IlUA 

Viii. Khol, Nalagarh Ro ad, Baddi, 
Distt. Sol an, H.P. , 173 205, INDIA 

Tel : -i-91 98106 SGOOl -O2 
www.dm"ddys.com 

Page 6 of 10 / CTp. 6 113 10 

Product: Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg 
IIPOJlYKH TeJicap'Fatt-°" AM (aMJIO)],Mmm+TeJJMHcaprnH) Ta6JieTKH -5 Mr+40· MJ1,1 :.,.~: . ·• . . 

Mtnket / PbIHOK : Russia / Pocctt.lI ' 

Batch No./ 
: V2502196 

Batch Quantity"/ 4,00,000 tab I 
: 

CepuH .M! PaJMep cepm1 4,00,000 rn6 
Analytical Report No. / 

: 890001847493 
Date of Analysis / 

: 19.11.2025 
AaaJiuTulfecKuii OTlfeT N!! [ l(aTa auaJiuJa 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 09/2028 

.l(aTa npOH3B01lCTBa rol{eH llO 
: 

Mfg. License No. / 
MA number:/ JIIT-N!!(002648)-

IlpouJBOJlCTBennaH : MNB/05/263 : 
nu qeHJHH N!! 

HoMepPY (Pf-RU) 

Analysis performed according ND/ AuanuJ npoBel{eH no H.l(: JIII-N!!(002648)-(Pr-RU) dt. 29.06.2023 
; JilI-N!!(002648)-(Pr-RU) oT 29.06.2023 

No. Test/ IloKaJaTeJib Result/ PeJVJJbTaTbl Specification / HopMa 
Telmisartan / TeJIMHcapTaH 
Impurity A / ITpHMecH A Below LOQ (LOQ = 0.004 %) / Not more than 0.2 % / 

HmKe npeJ],eJia He 6oJiee 0,2 % 
KOJIH'-IeCTBeHHOro onpe.[(eJieHH51 
(ITKO = 0.004 %) 

Dimer acid l ,ll;nMepttoii Below LOD (LOD = 0.005 %) I Not more than 0.2 % I 
KHCJIOTbl H1,D1<e npe.[(eJia o6ttapy)Kem,rn He 6oJiee 0,2 % 

(ITO= 0.005 %) 

Any unidentified 0.01 % Not more than 0.2 % I 
imp1irity / F .~HHH4HOH He 6oJiee 0,2 % 
HeH,[(eHTH~HQHpOBaHHOH 
npHMeCH 
Total impurities /CyMMa 0.0089% Not more than 1.5 % I 
np11Mecett He 6oJiee 1,5 % 

5 Water content/ 1.3 % Not more than 4.0 % / 
Collel)~auue BOllbl He 6oJiee 4,0 % 

Rem arks : The Product confoms to ND/ Conclusion : APPROVED/ 
IlpuMeqamrn: ITpoAy1crpoorneTcTByeT Tpe6osaHH51M H,ll; 3aKJJro•reune: O;ll;OEPEHO 

Prepared by / Checked by/ Checked by (AQA) / [Approved by: Quality Assurance/ Authorized 
Oo,uroToBJI Ho: 
Nitin Sharma 

7 
Date / 
~aTa: 19.11.2025 

n poBepeHo: Rama OpouhpeHo (AOK): person/ O)],o6petto: O6ecneLieHHe 

Kant ~ ~ 
Abhis 11ek Chauhan 1<aL1 ecToa/OrneTCTBeHRoe JIHQo: 

k J ~ 
, -::--~ 

Date / Date / IDate/ 7-J ..--1 f- ?-<)~ 
~aTa: 19.1 1.2or LJ:aTa: 19.11.2025 )J.aTa; 

Registered Office : 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Tei2ngan a, India 
Tel : +9140 4900 2900, Fax: +'3140 4900 2999, Em ail : mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www. dm~dd ys.com 
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•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTII <l>IIKA T AHAJIII3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalugarh Road, Baddi, 

Distt. Solan, H.P., 173 205, INDIA 

Tei : -t-91 93166 56001-02 
www.dr;·eddys.com 

Page 7 of 10 / CTp. 7 HJ 10 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIpot1,yKT: TencapTaH~1 AM (aMflO,D,Hmm+TeJTMHcaprnH) rn6neTKH 5 Mr+40;Mr, ·- '·- • •it •tl'·t~II - ... 

Market/ Pb1HOK : Russia / Poccm1 

Batch No./ 
: V2502196 

Batch Quantity / 4,00,000 tab / 
CepnH .N'!! Pa3Mep cepmt 

: 
4,00,000 Ta6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11.2025 

AnaJIHTH'lecKnii OT'leT .N'!! )IaTa auaJinJa . 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
l.llaTa npouJBOJlCTBa r o)leH JlO 

: 

Mfg. License No./ 
MA number:/ J1TI-N2(002648)-

IIponJBOJlCTBe1111aH : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

JIHQeHJHH .N'!! 
Analysis performed according ND/ Auamn npoBe.i.eu no H,lJ;: JIII-.N'!!(002648)-(Pr-RU) dt. 29.06.2023 
1 JIII-.M!(002648)-(Pr-RU) oT 29.06.2023 

No. Test/ IIoKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 
6 Uniformity of dosage units/ O.i.uopo.i.uocTb JlOJHPOBaHHblX e)lUHHQ 

Amlodipine / 4.9 The acceptance value (AV) should 
AMJTO,D,HTTHH be less than or equal to 15 .0 / 

TioKaJaTeJTb npHeMJTeMocrn (AV) 
,D,OJT)KeH 6bITb He 6onee 15,0. 

Telmisartan / 2.5 The accepta_nce value (AV) should 
Te11M11capTaH be less than or equal to 15 .0 / 

TioKaJaTeJTb npHeMJTeMocrn (AV) 
,D,OJT)KeH 6h1Tb He 6onee 15,0. 

7 Microbiological purity*/ MuKpo6uoJiorn'lecKaH 'IHCTOTa* 
a) Total Aerobic NA Not more than 1 o:. CFU/g / 
Microbial Count I O61.Qee He 6onee 103 KOE/r 
l-!HC.TT0 a:=ipofitth!X MHKpo-
opraHH3MOB 

b) Total Combined Yeast NA Not more than 102 CFU/g / 
and moulds count I He 6onee 102 KOE/r 
O61.Qee l-lHCJTO 
,D,pO)K)KeBbIX 11 

nnecHeBblX rpH60B ' • f. 

Remarks : The Product confitms to ND/ Conclusion : APPROV.ED:/ .. 
IlpHMC'laHne: Tipo,D,yKT COOTBeTCTByeT Tpe6oBaHHSI.M H,IJ; 3aKJIIO'leune: O,lJ;OliPEHO 

Prepared by/ Checked by/::,; • Chee ... ed by AQA / Approved by: Quality Assurance/Authorized 

n 0)lf0TOBJleHO: llpoBepeHo: Rama OpoE .epeHo ( OT person/ O,D,o6petto: O6ecne11ettHe 

Nitin Sharma K ant 

QA~ 
Abhi hekChauhan Kal-!eCTBalOTBeTCTBeHHOe JTHQO: 

~y- ~ 6k 
/ ..-------

Date/ Date I D ate/ IDate / ')-}-r If r Jti't{. 
,U:aTa: 19.11.2025 ,lJ;aTa: 19.11.2025 )].am: 19.11.2025 ,IJ;arn: 

Registered Office: 8-2-337, Ro.::d No. 3, Banjara Hills, Hyderabad - 5000:>4, T<:'i~ngana, India 
Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email : mail@drreddys.com 

CIN: L8S195AP1984PLC004507 
www.drreddys .com 
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•·· Dr.Reddy's ~ ;• 
CERTIFICATE OF ANALYSIS 

CEPTH«J>HKAT AHA.JIB 

Dr. Reddy 's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +9i 981.66 56001-02 
w ww.dr;-eddys.corn 

Page 8 of 10 / CTp. 8 113 10 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
Ilpo)J,yKT: Tencaprntt°'' AM·(aMno,11,11m1H+re.nr-rncapTa1-1) Ta6neTKl1 5 Mr+40 Mr I , -:1~ ": :.\:-"' , : ' ', ":_"{',~•-: ·. 

M9rket I PbIHOK : Russia / Poccm1 

Batch No./ 
: V2502196 

Batch Quantity / 4,00,000 tab I 
CepuH .N'!! PaJMep ce1nm 

: 
4,00,000 Ta6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11.2025 

A11aJIHTH<JecKHH 0T<JeT .N'!! .IlaTa auaJiuJa 
Date of Manufacture/ 

: 10/2025 
Date of Expiry / 

09/2028 
,ll,aTa DJ)0H3B0~CTBa ro)J,eH )1,0 

: 

Mfg. License No. / 
MA number:/ JH1-Mi(002648)-

1Ipou3no)J,cTBeHHaH : MNB/05/263 
HoMepPY 

: 
(Pf-RU) 

JJH U:eU3U.H .N'!! 
Analysis performed according ND/ AuaJJuJ npone)J,eH no H,ll,: JIII-.N'2(002648)-(Pr-RU) dt. 29.06.2023 
1 JDI-.N'2(002648)-(Pr-RU) oT 29.06.2023 

No. Test/ IloKaJaTeJib Result/ PeJyJibTaTbI Specification / HopMa 
c) Escherichia Coli NA Shell be absent in 1 gram / 

OTCVTCTBHe B 1 r 

8 Assay / KoJJu<IeCTBeuuoe onpe)J,eJJeuue 
Amlodipine / 4.99 mg/ 4.99 Mr Not less than 4.5 mg and not more 
AMJI0,11,HOHH than 5.5 mg of C20H1sClN2Os 

(Amlodipine) in tablet./ 
OT 4,5 Mr ,11,0 5,5 Mr C20HisClN2Os 
(aMJ10,1),H011H) B rn6neTKe. 

T elrnisartan / 40. 1 mg/40.1 Mr Not less than 36.0 mg and not 
TenMHcaprntt more than 44.0 mg of C33H30N4O2 

(Telrnisartan) m tablet. I 
OT 36,0 Mr ,11,0 44,0 Mr C33H30N4O2 
(TeIIMHcaprnr-1) B rn6neTKe. 

9 ral.k.tgt / Omt(.,Utltt 7 tnbI 13 per buoicr ot (l'VCU\.llPA) tod/nlutnlllum foi l with hea r.cal 
ynaK0BJ.:H la quer and sh line coaling. blist rs and a patient information leaflet 

in a carton./ ITo 7 Ta6rreroK B 6m1cTepe m (TTBX/Al/fl.A c]JOJlbnt / 

amoMttHl-teBOli Q)OJTbrH C TepM0KJieeBhlM JlaK0BE,I I noKpblTHeM J,f 

we,nna1<0BbrM noKpbtnteM. flo 4 6n11 Tepa B nacrKy 1<apTOAHYJO BMecTe 
C HHCnJYIC U,HeH no n pHMCHeHJUO (m rCTKOM-BKJla,1U,{WeM) . . . 

Remarks : The Product confirms to ND/ , _ .:' . Conclusion : APPROVED I •J"'t.r. 

IlpuMe<Jau11e: Ilpo,11,yKT coorneTcrnyeT Tpe6oBaHHHM H,ll; 3aKmo-qeuue: O,ll;OEPEHO 

Prepared by / 

Ilo,11,roTOBJieHo: 

IN it.in Sharma 

~ 
_,, 

/ 

Date/ 

,D;a-ra: 19.11.2025 

Checked by / Chee r-ed by (AQA) I Approved by: Quality Assurance/ Authoriz.ed 

ITpoBepe1:10: Rama D.po epeHo (AOK): person / O,11,06petto : O6ecner.rett11e 

Kant 

~ 
AbhJ;tuhan 

KaI.JeCTBalOTBeTCTBeHHOe JIHI.~o: 

# 
D ate / Date / IDate I ?-J-~1/-k>~ 
,ll;arn: 19.11 .20- 5 ,ll;arn: 19.11.2025 ,ll;arn: 

Registered Ofiice: 8-2-337, Roc:d Ne. 3, Banjara Hills, Hyderabad - 500034, Tei,rngana, India 
Te l: +91 40 4900 2900, Fax: +9140 4900 2999, Emai l: mai1@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drredd ys.com 

I 



•·· Dr.Reddy's ~~• 
CERTIFICATE OF ANALY IS 

CEPTll(})HKAT ABAJIH 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te l : +91 93166 56001-02 
www.dn-eddys.com 

Page 9 of 10 / CTp. 9 113 10 

Product: Telsartan AM (amlodipine+telrnisartan) Tablets 5 mg+40 mg 
, UpO.lr\'ICT: TCJJcapTaH AM (aMJIO)].Hn111,1+TeJTM11capTaR) rn6neTKH 5 Mr+40 Mr '-~ l ,· 

Market I PbIHOK : Russia / Poccm1 

Batch No./ 
: V2502196 

Batch Quantity/ 4,00,000 tab I 
CePHH.N'!! Pa3Mep cep1m 

: 4.00 000 Ta6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11.2025 

AllaJiuTuqecKun OT'leT .N'!! ,UaTa auaJin1a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
lllaTa npo113no~cTna roAeH AO 

: 

Mfg. License No./ 
MA number:/ JII1-.N2(002648)-

Ilpou1so~cTBeunaH : MNB/05/263 
HoMepPY 

: 
(Pr-RU) 

JIHQeH3UH .N'!! 
Analysis performed according ND I Aua.Jiu3 npoBeAen no H,u: JIII-.N'!!(002648)-(Pr-RU) dt. 29.06.2023 
; Jill-.N'!!(002648)-(Pr-Ru) oT 29.06.2023 

*Test is performed periodically (with the interval of I from 20 batches, or at least once a year). The test can be absent in the Certificate 

of Analysis / KoHTpOJJb noKa.JaTem1 ocymecTBJJJleTCJI npoI-13B0,UHTeJJeM npH BbinYCKe nepI-10,UH'leCKJ.1 (c HHTepBaJJOM O,UHO 

J.1Cnh!TaHHe Ha 20 cepHH HJJH He MeHee I pa.3a B ro.u). noKa.JaTeJJb M0iKeT 6b1Tb He BKJJJO'leH B CepTmjJl1KaT aHaJJJ13a <jmpMbl. 

API name/ HauMenosanue A<l>C: Amlodipine Besilate / Telmisartan / TenMucaprnH 
AMno;uumHa 6e3lUiaT 

INN /MHH: Amlodioine / AMno.uunuH Telmisartan / TenMucapTaH 
API manufacturer batch number / ACQH002746 ABSH005532, ABSH005572 
HoMep cepun nponJB0JlHTeJJst AcJ>C: 
FP Manufacturer API Batch number / FEQA00512 FESA00444, FESA00445 
HoMep cepun cy6cTaHIJ.HH 
npOH3B0JlHTeJISI r .JlcJ>: 

Dr. Reddy's Laboratories Ltd., Dr. Reddy's Laboratories Ltd., 
API Manufactured by & country / India/ India / 
Ilpon.JBO!I.HTeJih AcJ>C, cTpana: ,ll;-p Pe.u.uu'c na6oparnpuc nm., ,ll;-p Pe.u.uu'c na6oparnpuc nni:., 

HttAilli HH.UH.11 
Name, address, authorization No for Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
FP manufacturing site/ Control site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 
Release site / MNB/05/263) I 
HanMenosauue, aJtpec, JIHQeHJHst JlJISI ,ll;-p Pe.u.uu'c na6opaTOpHC nT.u., I1H.Ull.ll, ITpOH3B0)].CTBeHHOe 
IlPOHJBO)].CTBeHHaSI nJIOLQa)],Ka / noii.oUJJteneH11e-6. BHJJn. KxoJTb. Hanaraox Pov.u, Ea.Ll!lll , ,ll;ncnrni,., 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: ITpo~yK-r cooTBeTcTByeT Tpe6oBa~ H»M H~ 3axJiro'l1euue: O,U:O6PEHO 

Prepared by / 

ITo~roToBJieHo: 

Nitin Sharma 

~ 
Date/ 

~am: 19.11.2025 

!Checked by / Chee ·ed by { Q I App roved by: Quality Assm:arice/ Authorized 

OposepeHo: Rama n poB~peH~ A OK): person / O~o6petto: 06ecneLieHHe 

Kant ~ t Abhis•1ek umhan Ka<1ecma/OTBeTCTBe1rnoe nHu.o : 
I 

~ ~ J 

?--

Date/ Date/ !Date / )--?-~I/ r ,-0J< 
~am: 19.11.2025 ~am: 19.11.2025 :)],aTa: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiarigana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN : L85195AP1984PLC004507 
www.drreddys.com 

I 



•·· Dr.Reddy's ~;• 
CERTIFJC TE OF ANALY IS 

CEPTH~UKATAHA.JIH3A 

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 
Viii. Kho\, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 
Tel : +9198166 56001-02 
www.drreddys.com 

Page 10 of 10 / CTp. 10 113 10 

IIPO!lYKT-:,,liuicaprnH0<1 AM, ( aM110.u11n11H+reJIMHcaprnH}Ta6JieTKH 5 Mnt-40 Mf'" f P -: 

Market / PbIHOK : Russia / Poccm1 

Batch No;/ 
: V2502196 

Batch Quantity / 4,00,000 tab I 
Cepau ,N'!! Pa.JMep ccpnn 

: 
4,00,000 rn6 

Analytical Report No./ 
: 890001847493 

Date of Analysis / 
: 19.11.2025 

AuaJIHTnqecKHH oTqeT .M! ,[(aTa auaJiu3a 
Date of Manufacture / 

: 10/2025 
Date of Expiry / 

09/2028 
l.lJ:aTa npouJBOJlCTBa ro.ueu .uo 
Mfg. License No./ 

MA number:/ JU1-M!(002648)-
IIponJBO.UCTBenuau : MNB/05/263 

HoMepPY 
: 

(Pf-RU) 
JIHU:eH3HH .N'!! 
Analysis performed according ND/ AnaJIH3 npose.ueu no H,11;: Jill-.N'!!(002648)-(Pr-RU) dt. 29.06.2023 
1 Jill-N!!(002648)-(Pr-RU) oT 29.06.2023 

Ilnow:a.llKa KOHTpoJUI Ka'-leCTBa / Conan, X.TI., 173205, Hu,11,1-ui (m1.ueu3m1 HOMep MNB/05/263) 
Ilnow:a.llKa BbmycKa 

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 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! «HacTmll.I~HM 51 nO,UTBep)KJJ:alO, '-{TO npHBe,UeHHa51 Bhlllie 11mpopMal.(l151 
51BJI51eTC51 ,UOCTOBepHOH H TO'-{HOH. 3m cepH51 npo.uyKQHH npOH3Be,UeHa (BKJIIO'-ta51 ynaKOBKY (MapKHpOBKY) H 
KOHTpOJih Kaqecrna) Ha BhIWeyKa3aHHOH npOH3B0,UCTBeHHOH nnoma.uKe (nnoma.uKax) B TIOJIHOM 
COOTBeTCTBHH C Tpe6oBaHH51MH IlpaBHJI Ha)].Jle)Kameu npOH3B0,UCTBeHHOH npaKTHKH EBpa3HHCKOro 
)KOHOMH'-leCKOro COi03a H Tpe6oBaHH51MH KOHTpOJI51 KaqeCTBa JieKapCTBeHHbIX cpe,UCTB, a TaK)Ke B 
r.nnTRfffC'.TRHH r ,n r.n~11.mtmKMl,HSIMH, ~O.TT.~ptKfllllHMHCH R perHCTpaJIHOHHOM IlOCbe CTpaHbl-HMIIOpTt!pa. 
3anHCH no npOH3B0,UCTBY, ynaKOBKe H aHaJIH3Y npoBepeHbl, H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6oBaHH51M 
IlpaBHJI Ha,UJie)Kameu npOH3B0,UCTBeHHOH npaKTHKH EBpa3HHCKOro )KOHOMH'{eCKOro COI03a». 

Remarks:: The Product confirms to ND/ Conclusion.: APPROVED I 
IlpuMeWJaaue: IlpO.UYKT cooTBeTcrnyeT Tpe6oBaHH51M H)]; 3aKmotteune: O,Z:1:0:liPEHO 

Prepared by / ., ~ 

n o)].TOTOBJrnHo: 

Nitin Sharma 

~ .. 
D ate / 

)J;aTa: 19.11.2025 

Checked by/ Ch ecked by (AQA) / Approved b : Quality Assurance/ Authorized 

npoaepeHo: Rama Ilpoa ~pe1-10 (AOK): person / O.uo6petto: 06ecneqeHHe 

Kant ~~ 
A bhii hek Chauhan KaqecTBal0TBeTCTBeHHOe JlHQO: 

~ $ 
Date / Date/ IDate / r;.;;..-1 I- J,,(J ~ 
}lam: 19.11.2025 }lam: 19.11.2025 }larn: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hills, Hyderabad - 500034, Teiangana, India 
Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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