
•·· Dr.Reddy's ~;• 
Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com CERTIFICATE OF ANALYSIS 

CEPTH~IIKATAHAJIH3A 

Product: Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
noo,llVKT: Te11capTaH~ AM (aMJTOllWni<Hl+TeJTMHCapTaJ·I) rn6neTKH 5 Mr-+80 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ Batch Quantity/ 400000 tab/ 
: V2601101 Pa3Mep cep1111 

: 
400000 Ta6 Ceom1 .N'2 

Analytical Report No./ Date of Analysis/ 
31.05.2026 

AHaJHITH'ieCKHH 0T'ieT .N'! 
: 890001885233 ,[(na aHaJJnJa 

: 

Date of Manufacture / 
04/2026 

Date of Expiry / 
: 03/2029 

)].aTa nponlB0.llCTBa 
: 

f0.llCH .[{0 

Mfg. License No./ 
MA number:/ 

IlpoHJBO.l{CTBeHHaSI : MNB/05/263 
HoMep PY 

: J1IT-N~(002648)-(Pf-RU) 

J111ue11311S1 .N'2 
Analysis performed according to ND:/ AHaJJHJ npoBe.l{eH no H)].: JII1-.N'2(002648)-(Pr-RU)-290623 
Artworks of primary package approved: / MaKeTbI nepBH'IHOH ynaKOBKH yTBep)K)J.eHbt: 02.10.2023 
Artworks of secondary package approved: / MaKeTbI BTopnquou ynaKoBKn yTBep:1K.UeHb1: 29.06.2023 
PL aooroved: / JIB yTBep)KJlen: 11.03.2025 

Page 1 of8 / CTp.1 HJ 8 
No Test I IloKaJaTeJJb Result I Pe3yJJbTaTLI Specification/ Hop1\-ta 
1 Appearance/ Onncaune Oblong shaped, uncoated, biconvex, bi layered Oblong shaped, uncoated, biconvex, bilayered 

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

appearance on one side and white to off-white Ta6JJeTKH npo.uoJJroBaTOM cliopMbl, 
.UBOllKOBblnYKJlbJe, .UByxCJJOHHbJe, 0.11.IIH CJJOH layer on other side. / Ta6JieTKH npo.noJiroBaToti 
cBerno-po3oeoro ueern, c BKpanJJeHHl!Mll 6enoro <pOpMhl, ,llBO.s!KOBhICTYKJihle, .nsyxcJIOHHhie, 
UBeTa, BTOpoil CJJOH 6enoro UBeTa. O,llHH CJIOM - OT CBeTJIO-p030BOrO .no p030BOro p030B0f0 UBeTa C BKpanJJeHlll!Mll 6eJJoro UBeTa, 
BTOpoii CJJOH 6enoro UBeTa. usera, c BKpanJieHIDJMH 6eJioro usern, BTopow 

CJIOH - 6eJioro HJIH no'-ITH 6eJioro usera. 
2 Identification / 1-beunujmKauusi 

Amlodipine and Telmisartan I AMnoounuH u Te11,,-111capmaH 
HPLC I B:JJKX The retention times of major peaks in The retention times of the major peaks in the 

chromatogram of test preparation chromatogram of test preparation should 
correspond to that in the chromatogram correspond to that in the chromatogram of 
of Telmisartan and Amlodipine besilate Telmisartan and Amlodipine besilate reference 
reference standards solution. / BpeMeHa standards solution (section "Assay"). I 
y .nep)I( HBa HH51 OCHOBHhIX CTHKOB Ha BpeMeHa y.nep)l(HBaHIDI OCHOBHbIX CTHKOB Ha 
xpoMaTOrpaMMe HCCThITyeMoro xpoMarorpaMMe HCCThITyeMoro pacrnopa 
pacrnopa COOTBeTCTB)'lOT BpeMeHaM ,llOJI)l(Hhl COOTBeTCTBOBaTh speMeHaM 
y .nep)l(HBaHH.sI OCHOBHhlX CTHKOB Ha y.l{ep)l(HBaHtt.sI OCHOBHb!X CTHKOB Ha 
xpoMarorpaMMe pacrnopa xpoMaTorpaMMe pacrnopa CTaH.napTHhIX 
CTaH,llapTHhIX o6pa3UOB TeJIMHcaprnHa o6pa3UOB TeJIMttcapratta 11 aMJIO,llHCTHHa 
H aMJIO,llHCTHHa 6e3HJiaTa. 6e3HJiara (pa:3.neJI «KOJIW-!eCTBeHHOe 

onpe.nenettwe»). 

Remarks : The Product confirms to ND/ 
11 11Me•1aHne: IT 011 KT COOTBeTCTB eT T e6oaaHtrnM H,[( 

Conclusion : APPROVED / 
3aKJJIO'ieHne: O)].O.6PEHO 

Prepared by / 
TionroTOBJieHO: 
Rama Kant 

Date/ 
,[(a-ra: 31.05 .2026 

~ 

Checked by/ 
ITposepeHo: 
Pardeep Kumar 

Date/ 
,Uara: 31.05 .2026 

Checked by (AQA) / 
ITposepetto (AOK: 
Amit Kumar 

Date/ 
,[(aTa: 31.05.2026 

Approved by: Quality Assurance/ Authorized person / 
0.l{o6petto : 06ecne1.J.eHtte Ka'-!ecrna/OrneTcTseHHOe 
m1uo: 

Date/ 
,Uara: 

✓ p M"·v--.'i 5>½>-r..A 

Registered Office : 8-2-337, Road No 3, Banjara Hill s, Hyderabad - 500034, Telangana, India 

Tel : +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHA.Jm3A 

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

Tel : +91 98166 56001-02 
www drreddys.com 

Product: Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
Ilpo,IJ,yITT: TencaprnH® AM (aMno,u1m1rn+-renM11cap-ra1-1) rn6neTKl1 5 Mr+80 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
V2601101 

Batch Quantity/ 400000 tab/ 
Cepusi .N"2 

: 
PaJMep cepuu 

: 
400000 Ta6 

Analytical Report No./ : 890001885233 
Date of Analysis / 

: 31.05.2026 
AHaJJHTH'leCKHH OT'leT .N"2 )]:aTa aHaJJnJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 : 

ro,IJ,eH ,IJ,0 
: 

,n:aTa DPOH3B0,IJ,CTBa 

Mfg. License No. / 
MA number:/ 

IlpoHJBO.llCTBeuuasi : MNB/05/263 
HoMep PY 

: J1Il-N2(002648)-(Pf-RU) 
JJMUeHJHSI .N"2 
Analysis performed according to ND:/ AuaJJnJ npose,neu no H)]:: JIIl-.N"2(002648)-(Pr-RU)-290623 
Artworks of primary package approved: / MaKeTbI nepBH'IHOii: ynaKOBKH yTsep,K,L1.eub1: 02.10.2023 
Artworks of secondary package approved:/ MaKeTbl BTOpM'IHOii: ynaKOBKM yTBep,K,ll.eHbt: 29.06.2023 
PL approved:/ JIB yrnep,K,ll.eu: 11.03.2025 

Pa2e 2 of 8 / CTD. 2 HJ 8 

No Test/ IloKaJaTeJJb Result/ Pe1yJibTaTbI Specification / HopMa 
UV-spectroscopy (HPLC UV absorption spectra of the peaks of UV absorption spectra of the peaks of 
(PDA Detector)) I telmisartan and amlodipine, obtained by telmisartan and amlodipine, obtained by 
Y<P-cneKmpocKonuf/. (B3)K)( chromatography of the test and standard chromatography of the test and standard 
(PDA-oemeKmop)) solutions, have absorption maxima at solutions, should have absorption maxima at 

the same wavelengths (±2 nm). / Y<I>- the same wavelengths (±2 nm) (section 
cneKTphI nornomemu1 TTMKOB "Assay"). I Y<I>-cneKTphI nornomemrn nMKOB 
TeJJMMCaprnHa " aMJJO,UMTTMHa, TeJJMl1CaprnHa " aMJJO,Ul1IlHHa, TTOJIY'!eHHhle 
IlOJJY1-IeHHhie npH np11 xpoMaTOrpaqmpoBaHl111 HCilhITYeMoro H 

xpoMaTorpaq>npoBaHMM MCilhITyeMoro CTaH,napTH0ro paCTBOp0B, ,UOJJ)l(Hhl HMeTh 
11 CTaH,uapTH0ro pacrnopoB, 11MeJOT MaKCMMYMhl nornomemrn np11 0,UHMX 11 Tex )Ke 
MaKC11MYMhl nornomemrn np11 0,UHl1X 11 ,llJJ11HaX B0JJH (±2 HM) (pa3,ueJJ 
Tex )Ke ,nJJMHax BOJIH (±2 HM). «KoJJH'-lecrneHHOe orrpe.aenett11e» ). 

3 Dissolution / PaCTBooeu11e 
Amlodipine / AMJJo,u11n11H Unit-1 / Ta6JJ.-1 97% Not less than 75 % (Q) C20H2sCIN2Os 

Unit-2 / Ta6JJ.-2 97 % (Amlodipine) in 30 min. / He MeHee 75 % (Q) 
Unit-3 / Ta6JJ .-3 96% C20H2sCIN2Os (aMJJo,n11n11H) '-Iepe3 30 MHH. 
Unit-4 / Ta6JJ.-4 96% 
Unit-5 / Ta6JJ.-5 96% 
Unit-6 / Ta6JJ.-6 96% 

Telmisartan / TeJJM11caprnH Unit-1 / Ta6JJ.-1 99% Not less than 75 % (Q) C33H30N4O2 
Unit-2 / Ta6JJ.-2 100% (Telmisartan) in 30 min. / He MeHee 75 % (Q) 
Unit-3 / Ta6JJ.-3 101 % C33H30N4O2 (TeJJM11caprnH) '-Iepe3 30 MHH. 
Unit-4 / Ta6JJ.-4 100 % 

Remarks : The Product confirms to ND/ 
fl MMe'laHHe: fl 0,U KT CO0TBeTCTB eT e6oBaHJrnM HLl 

Conclusion : APPROVED I 
3aKJJIO'leHue: O)]:O6PEHO 

Prepared by / Checked by/ 
no.o.roTosneHo: 

1 

+-- IlpoBepeHo: 
Rama Kant ~ Pardeep Kumar 

Date/ Date/ 
L{arn: 31.05.2026 .L(arn: 31.05.2026 

Checked by (AQA) / 
IlpoBepeHo (AOK: 
Amit Kumar 

Date/ 
L{arn: 31.05.2026 

Approved by: Quality Assurance/ Authorized person / 
O.uo6peHo: O6ecrre'-!emte Kalfecrna/OrneTCTBeHttoe 
JJHUO: 

Date/ 
,[I.am: 

u~ 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTHWIIKATAHAJIH3A 

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

Tel: +9198166 56001-02 
www.drreddys.com 

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
npoJ1yKT: Tencap-raH00 AM (aMJIOJlHI1HH+TenM11capra11) Ta6neTKH 5 Mr+80 Mr 

Market/ PhmoK : Russia / Poccm1 

Batch No./ 
V2601101 

Batch Quantity I 400000 tab/ 
CepuH .N'!! 

: 
Pa3Mep cep1111 

: 
400000 Ta6 

Analytical Report No./ 
: 890001885233 

Date of Analysis / 
: 31.05.2026 

AHaJIHTH'-lec1rnil OT'-leT .N'!! )laTa auaJiu3a 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
03/2029 

)laTa DP0lf3B0JlCTB3 roJleH JlO 
: 

Mfg. License No./ 
MA number:/ 

IlpOH3B0JlCTBeHH3H : MNB/05/263 
HoMep PY 

: flTI-N!!(002648)-(Pf-RU) 
JI Hl.lellJHH .N'!! 
Analysis performed according to ND:/ AHaJIH3 npoBeJleH no H)l: JIII-.N'!!(002648)-(Pr-RU)-290623 
Artworks of primary package approved: / MaKeTbt nepsu•rnoil ynaKOBKH yTsep,imeHbI: 02.10.2023 
Artworks of secondary package approved:/ MaiceTbl BTOpH'-IHOH ynaKOBKH yTsepiKJleHb1: 29.06.2023 
PL aonroved: / JIB VTBCP;KAeH: 11.03.2025 

Pa2:e 3 of 8 / Cm. 3·u1 8 
No Test I Iloica1aTeJib Result I PeJyJJbTaTbI Specification / HopMa 

Unit-5 / Ta6n.-5 I 101 % 
Unit-6 / Ta6n.-6 I 101% 

4 Imoui-ities / Ilp11Mec11 
Amlodipine / AMJJOAHTIMH 
Impurity D / TipHMeCM D Below LOQ (LOQ = 0.08%) / Htt)l(e Not more than 0.5 % / 

npe/l_eJJa K0JlM'-leCTBeHH0ro He 6onee 0,5 % 
orrpeAenemu1 (IlKO =0.08 %) 

Any unidentified impurity / Below LOQ (LOQ = 0.08%) / H11)1(e Not more than 0.2 % I 
E,D.HHH'-IHOH npe,D.ena KOJIH'-leCTBeHH0ro He 6onee 0,2 % 
HeH,D.eHTH~MLtHpOBaHHOH onpe,neneHm1 (TIKO =0.08 %) 
IlPl1MeCH 
Total impurities I CYMMa Below LOQ / H11)1(e npeAena Not more than 1.5 % / 
np11Meceil KOJIH'-leCTBeHH0ro onpeJleJJeHmi He 6onee 1 5 % 
Telmisartan / TeJIMHcaprnH Below LOD (LOD = 0.001 %) / Htt)l(e 
Impurity A / ITp11Mec11 A npe,nena o6Hapy)l(eHJ-IJI (TIO = Not more than 0.2 % / 

0.001 %) He 6onee 0,2 % 
Dimer acid / A11MepH011 Below LOD (LOD = 0.005 %) / Htt)l(e Not more than 0.2 % / 
KHCJIOThl npe,nena 06Hapy)l(eHm1 (TIO= 0.005%) He 6onee 0,2 % 
Any unidentified impurity/ Below BDL (BDL= 0.05 %) I HH)l(e Not more than 0.2 % / 
EAHHH'-IHOH He11,1J.eHnn}>11u11- nopora perncrpau1111 (TIP= 0.05 %) He 6onee 0,2 % 
poBaHHOH npHMeCH 
Total impurities /CyMMa Below BDL / Htt)l(e nopora Not more than 1.5 % / 
npHMecel1 perncTPaLtHH He 6onee 1,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
np11Mel.farme: TTPO.!lYKT COOTBeTCTByeT TPe6oBaHID!M H,D; 3aKJito'-leHue: O)lOliPEHO 
Prepared by I 
CTo,D.roTOBJJeHo: 
Rama Kant 

~ 
Date I 
,n:arn: 31.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TiposepeHo: TipoaepeHo (AOK: OJlo6peHo: O6ecnetJeHMe Kff'lecrua/~T eTCTBeHHoe 
Pardeep Kumar 

AmitKu~ ~ RHUOC u_p~ ~t _ 
Date I Date/ Date/ ·'}, '\ r&,r; r w11-, 
Aarn: 31.05.2026 Aarn: 31.05 .2026 )]:am: 

Registered Office: 8-2-337, Road No 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +91404900 2999, Email : mail@drreddys .com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



•·· Dr. Raddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIH3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nal agarh Ro ad, Baddi, 
Distt. Solan, H.P., 173 205, INDIA 

Te l : +91 98166 56001-02 
www drreddys. com 

Product : Telsartan@ AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
npoAvKT: Tencaprntt® AM (aMno.n,11n11tt+TeJJMHcaprntt) Ta6neTKH 5 Mr+-80 Mr 

Market/ P1,rnoK : Russia / Poccm1 

Batch No./ 
: V2601101 

Batch Quantity/ 400000 tab / 
CepuH .N"!! PaJMep cepu11 

: 
400000 Ta6 

Analytical Report No./ : 890001885233 
Date of Analysis / 

: 31.05.2026 
AHaJlHTH'teCKHH OT'-leT .N"!! ,ll.aTa aHaJluJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

,ll.aTa npOH3B0,/J,CTBa 
: 

roJJ,eH AO 
: 

Mfg. License No./ 
MA number:/ 

IlpoHJBOJJ,CTBeHHaH : MNB/05/263 
HoMep PY 

: JITI-N2(002648)-(Pf-RU) 
JlHU,eHJHH .N"!! 

Analysis performed according to ND:/ AuaJlHJ npose,u_eu no H,Ll.: .JIIl-.N"!!(002648)-(Pr-RU)-290623 
Artworks of primary package approved: / MaKeT1>1 nepBHlfHOH ynaKOBKH yTsep)KJJ.ett1,1: 02.10.2023 
Artworks of secondary package approved: / MaKeT1>1 BTOpH'-IHOH ynaKOBKH yTsep,KJleH1,1: 29.06.2023 
PL approved:/ JIB vrnep)KJJ.ett: 11.03.2025 

Page 4 of 8 / CTP. 4 H3 8 
No Test/ IloKaJaTeJ11> Result/ Pe1yJibTaThI Specification / HopMa 
5 Water/ Conep-»-auue BOLlhl 1.5 % 

Not more than 4.0 % / 
He 6onee 4,0 % 

6 Uniformity of dosage units/ OLIHOPOJ1HOCTb Ll03HPOBaHHblX eLIHHHLI, 
Amlodipine / AMJJOAHTIHH The acceptance value (AV) should be less than 

3.0 or equal to 15.0 / TioKa3aTeJih nptteMJJeMocrn 
(AV) ,LJ.OJJ)l(eH 6bITb He 6onee 15,0. 

Telmisartan / TeJJMHcapTaH The acceptance value (AV) should be less than 
2.0 or equal to 15.0 I TioKa3aTeJih nptteMJJeMoCTH 

(AV) ,noJJ)l(eH 6bITh ue 6onee 15,0. 
7 Microbiological purity*/ MnK006110J1ornlfecKaH 'IHCTOTa* 

a) Total Aerobic Microbial Not more than 103 CFU/g / 
Count I O6mee lfHcno 

Less than 10 CFU/g / 
He 6onee 103 KOE/r 

a)po6HblX MHKpoopraHH3M0B 
Meuee 10 KOE/r 

b) Total Combined Yeast and Not more than l 02 CFU/g / 
moulds count / O6mee q11cno He 6onee 102 KOE/r 
,apmK)l(eBblX H nnecHeBbIX 
rpH60B Less than 10 CFU/g / 

Meuee 10 KOE/r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMe'Iauue: Tipo.n.yKT COOTBeTcTByeT TPe6oBaHHRM HJ:l 3aKJH0lfeHuc: O,ll.OliPEHO 
Prepared by I Checked by I Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TIO)lf'OTOBJJeHo: TipoBepeuo: IlpoBepeuo (AOK: O.n.o6peuo: O6ecneciettHe KaciecTBa/OTBeTcTBeHHOe 
Rama Kant 

~~ 
Pardeep Kumar 

Amit K}\a·r SHUO Qp\,y' 
~ ~ 

Date / Date I Date/ Date I ~\~rU>¼ 
,l.J,arn: 31.05.2026 .[{am: 31.05.2026 ,l.J,arn: 31.05.2026 ,l],arn: 

Registered Office: 8-2-337, Road No. 3, Banja ra Hi lls, Hyderaba d - 500034, Telangana, Ind ia 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 

CI N: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>ID<:AT AHAJIB3A 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H.P., 173 205 1 INDIA 

Te i: +9198166 56001-02 
www.drreddys.com 

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
Ilpot1,ytrr: TencapraM00 AM (aMno.11wn11M+TeJ1MHcap1111-1) rn6neTKH 5 Mr+-80 Mr 

Market/ Pbrnoic : Russia / Pocciu1 

Batch No./ 
V2601101 

Batch Quantity / 400000 tab/ 
Cepm1 .N'2 

: 
PaJMep cep1111 

: 
400000 Ta6 

Analytical Report No. / 
: 890001885233 

Date of Analysis / 
: 31.05.2026 

AuaJJUTH'ICCKHH 0T'leT .N'!! )],an auaJJHJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
03/2029 

)],aTa npOll3B0ACTBa 
: 

roAeH )l0 
: 

Mfg. License No. / 
MA number:/ 

IlpOHJBOACTBCHHaH : MNB/05/263 
HoMep PY 

: J1TI-N1(002648)-(Pr-RU) 
mn~eHJm1 .N'!! 

Analysis performed according to D: / Auamn npoaeJJ.eH no H.ll: Jil1-.N'!!(002648)-(Pr-R )-290623 
Artwork of pt·imary package approved:/ MaKeTbl nepslf'rnOfi ynaicosic11 yTBep)K)lCHht: 02.10.2023 
Artworks of secondary package approved:/ MaiceTbt BTOpll'rnoii ynaicon ic11 yTnep)l(ACHbt: 29.06.2023 
PL aooroved: / JIB YTBepm.n:eH: 11.03.2025 

Page 5 of 8 / CTp. 5 Hl 8 
No Test/ IloicaJaTeJJb Result/ PeJyJihTaThl Specification / HopMa 

c) Escherichia Coli Absent in 1 gram / 
Shell be absent in I gram / 

OTcyTcTByeT B 1 r 
OTCYTCTBl1e B 1 r 

Assay I Kom1qecTne1-11-1oe onpetteJTeHlte 
Amlodipine / AMJJO)J.Hfll1H Not less than 4.5 mg and not more than 5.5 mg 

8 
4.92 mg/ 4,92 Mr 

of C20H2sCIN2Os (Amlodipine) in tablet. / OT 
4,5 Mr )J.O 5,5 Mr C20H2sClN2Os (aMno)J.11m-rn) B 
rn6neTKe. 

Telmisartan / TenM11caprnH Not less than 72.0 mg and not more than 

80.2 mg/80,2 Mr 
88.0 mg of C33H30N4O2 (Telmisartan) in tablet. 
I OT 72,0 Mr )].0 88,0 Mr C33H30N4O2 
(TenMncaprnH) B rn6neTKe. 

9 Package/ OnucaH11e 7 tablets per blister of (PVC/AI/PA) 2 tablet per blister of (PVC/Al/PA) 
ynaK0BKH foil/aluminum foil with heat seal foil/aluminum fo il with heat seal lacquer and 

lacquer and shellac coating. 4 blisters shellac coating. 5 blisters and patient 
and a patient information leaflet in a information leaflet in a carton. 
carton. I no 7 rn6neToK B 6m-1cTepe 113 7 tablets per blister of (PVC/AI/PA) 
(TIBX/ Al/TIA) qionbrl11'an10M11H11esoti foi l/a luminum foi l with heat eaJ lacquer and 
qJOJlbrH C TepM0KJJeeBblM JlaK0BblM shellac coating. 2 or 4 blister and a patient 
noKpbITHeM H. rnennaKOBblM infonnation leaflet in a carton. / 
no1<pbtTHeM . Tio 4 6srncrepa B na<1Ky 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11Me'tau11e: TTpo.n,yKT C00TBeTCTByeT Tpe6oaaHIHIM Hn 3aKJ11o>teu11e: 0.llOliPEHO 
Prepared by / 
Tio.D.roTOBJJeHo: 
Rama Kant 

~~ 
Date I 
,!laTa: 31.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person/ 
TiposepeHo: flposepeHo (AOK: O)J.o6peHO: O6ecnelfeHH.e Ka'lev T~ TBCTCTOelrn0e 
Pardeep Kumar Amit Kumar RHUOC (i_p 
~ f'--;_ 

Date I Date I 
. 

Date/ r-s, \ rt!?~ ..-w 1-1, 
J],ara: 31.05.2026 )],ara: 31.05.2026 ,!laTB: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - S00034, Telangana, India 
Tel: +91404900 2900, Fax: +9140 4900 2999, Email : rnail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH$HKATAHAJill3A 

Product : Telsartan® AM (amlodipi·ne+telmisartan) Tablets 5 mg+80 mg 
noo.nyKT: TencapraH()i) AM (aMJIOJl11fll1H+TeJ1M11CapTat-t) rn6JieTKH 5 Mr+80 Mr 

Market/ PbIHOK : Russia / Poccm1 

Batch No./ 
: V2601101 

Batch Quantity / 
Cep11si .N'! PaJMep cepm-1 

Analytical Report No./ 
: 890001885233 

Date of Analysis/ 
AHaJ1HT11qec1cuii OT'JeT .N'! )I.an auaJittJa 

Date of Manufacture/ 
: 04/2026 

Date of Expiry/ 
,llarn npOll3llO)lCT8a ro,l\eH Jl0 

Mfg. License No./ 
MA number:/ 

l1pOH380J).CT8eHHaH : MNB/05/263 
HoMep PY 

Jl H ueHJHSI .N'! 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Kho!, Nalagarh Road, Baddi, 
Distt. Solan, HP., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

400000 tab I 
: 

400000 rn6 

: 31.05.2026 

: 03/2029 

: nn-N~(002648)-(Pf-RU) 

Analysis performed according to ND: / Anan113 npoaeneu no H)].: JIH-N!!(002648)-(Pf-RU)-290623 
Artwork of primary package approved:/ MaKeTb1 nepsu•rnoii ynaKOBKII yTsep)KJlettb1: 02.10.2023 
Artworks of secondary package approved:/ MaKCThl BTOpll'·IHOi'i ynaicoBKII yTaep)KJlCHbI: 29.06.2023 
PL anorovcd: / JIB yTaep)KJlett: 11.03.2025 

Page 6 of 8 / CTp. 6 HJ 8 

No Test/ IloKaJaTeJib Result I PeJyJtbTaTbI Specification / HopMa 
KapTOHH)'IO BMeCTe C 11HCTPYKlU,leH no no 2 rn6neTKH s 6n11CTepe 113 (DBX/Al/nA) 
npttMeHemuo (nHCTKOM-BKna,D.billleM). cllonbnt/an10M,1,1 H 11esoj:j cponi,r11 C 

TepMOKJTeeBblM Jl3KOBblM noKpblTHCM 11 

W.eJ!ll3KOBblM rIOKpblTHCM. flo 5 6mlCTepOB 8 

na<1Ky KapTOHHYIO BMecTe C MHCT!)YKUHeH no 
rrp11MeHCli11IO (JJHCTKOM-BKJJaitblWeM). 
flo 7 Ta6neToK B 6n11cTepe WJ (TTBX/Al/TTA) 
~>on1,m/ant0MHHHeaoi1 (pOJlbrH C 
TepMOKJleeBblM Jl3KOBblM noKpb!THeM H 
wennaKOBblM nol<pblTMeM. no 2 11JIH 4 
6m1c-repa B na'-IKY KapTOl-tHYIO BMecre C 
111-1c-rpyKu.11ei:t no np11MeHeH1110 (nHCTKOM-
BKJl3.llhlilleM). 

10 Labeling/ MaptcupoBKa Complies / CoorneTcrnyeT See Module 1 Section 1.3.2 of registration 
dossier. / I1mpopMau_11,i: np1rne.uetta e paJ.uene 
l.3.2 MO.D.YJHI I penicmaUHOHHOro )lOCbe. 

11 Storage/ YcnoBHH Not higher than 25 °C. / TTp11 TeMnepaType He Bbillle 25 °C. 

xpaHCHUH 
12 Shelf-life (storage period) / 3 years. I 3 ro.ua. 

CpoK ro,I\H0CTU (cpoK 
xpauemm) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
Ilp11Mettau11e: TIPOAYKT cooTBeTcTByeT -rpe6osamrnM HJJ: 3aKJiiotteune: 0)1.0liPEHO 
Prepared by / 
fJO)lrOTOBJJeHO: 

Rama Kant ~u! 
Date I 
AaTa: 31.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
I1poeepetto: TTposepeHo (AOK: 0JJ.o6petto: 06ecneqem1e Ka'!ecna/0-ree-rcTBeHHoe 
Pardeep Kumar 

Amit Kr ~ 
mi:uo: 

~ a.! 
~ 

Date I Date I Date I f},' ,.., > ,- yo' U> 
JJ:aTa: 31.05.2026 )lam: 31.05.2026 JJ:arn: 

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

CIN: L8519SAP1984PLC004507 
www.drreddys.com 



•·· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~ImATAHAJilI3A 

Product : Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IlponyKT: Tencaprntt® AM (aMnon11mrn+TeJ1M11caprntt) rn6neTKH 5 Mr+80 Mr 

Market/ PbIHOK : Russia / Poccl1Ji 

Batch No./ 
V2601101 

Batch Quantity/ 
CePHH X! 

: 
PaJMep cepIn1 

Analytical Report No./ 
: 890001885233 

Date of Analysis / 
AttaJlHTH'-leCKHH OT'-leT X! )laTa attaJ1HJa 

Date of Manufacture / 
04/2026 

Date of Expiry / 
.LJ:aTa IIPOH3B0)lCTBa 

: 
ronett no 

Mfg. License No. / 
MA number:/ 

IlpOH3B0)lCTBCHHaH : MNB/05/263 
HoMep PY 

JlHUeHJHH X! 

Dr. Reddy's Laboratories Ltd . 
Formulation Unit-6 
Viii. Khol, Nalagarh Road, Baddi, 
Distt. Solan, H P.1 173 205, INDIA 
Te l : +91 98166 56001 -02 

www.drreddys. com 

400000 tab/ 
: 

400000 rn6 

: 31.05.2026 

: 03/2029 

: JITI-.N!(002648)-(Pf-RU) 

Analysis performed according to ND:/ AuaJ1HJ IIpoBeneu IIO H.LJ:: JIII-X!(002648)-(Pr-RU)-290623 
Artworks of primary package approved: / MaKeTbI IIepBH'-IHOH yIIaKoBKH yTBep~ettbI: 02.10.2023 
Artworks of secondary package approved: / MatceTbt BTOpH'-IHOH yIIaK0BKH yTBep,icneubI: 29.06.2023 
PL aooroved: / JIB yTBep)KlleH: 11.03.2025 

Page 7 of8 / CTp. 7 HJ 8 
*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate of Analysis 

/ KottTpom, noKaJaTem1 OCyll\eCTBJH!eTCJI np0113B0.11HTeJieM np11 BbmycKe nep110.11w1eCKH ( C 11HTepBaJIOM 0.!IHO 11Cnb(TaHJ.ie Ha 20 cepHH HJIH He 
MeHee ) pa3a B ro.11) . TToKaJaTeJJb MO)((eT 6bITb He BKJlJO'leH B Ceprncji11KaT aHaJil13a (jrnpMbl. 

API name/ HaHMeuosautte A©C: Amlodipine Besilate I AMno;:u,1m-rna Telmisartan / TenM11caprnH 
6e31rnaT 

INN /MHH: Amlodipine / AMnon11II11H Telmisartan / TenM11caprnH 
API manufacturer batch number / ABTH000015, ABTH000012 ACQH002749 
HoMep cepHH npomBO,ll,HTeJJH A©C: 
FP Manufacturer API Batch number FET A00052, FET A00054 FEQA00513 
/ HoMep cepHH cy6cTaHUHH 
IIPOH3B0)lHTeJ1H r JI(!>: 

Dr. Reddy's Laboratories Ltd., Chemical Dr. Reddy's Laboratories Ltd., Chemical 
Technical Operations, Unit-III, Plot No. Technical Operations - Unit II, Plot No. I , 

116, Sri Venkateswara Co-Operative 75A, 75B, 105, 110, 111 & 112, Sri 
Industrial Estate, IDA, Bollaram Village, Venkateswara Co-operative Industrial 
Jinnaram (Manda!), Sangareddy District- Estate, Bollaram Village, Jinnaram 

API Manufactured by address & 502325, Telangana, India / Manda!, Sangareddy District, Telangana-
country/ IlpomBOJlHTeJlb A©C, )];-p Pe,ll,,ll,tt'c Jla6oparnp11c Jlrn., 502325, India/ 
anpec H cTpana: TT0,npa3nenett11e x11M11Ko- A-p PeMtt 'c Jla6oparnp1-1c flTn ., 

TeXH0J10fl1'-leCKHX onepau1111 - Tionpa3)leJleHHe XHMHK0-
TipomBO,ll,CTBeHttoe nonpa3nenett11e III, TeXH0J10fW-leCK11X onepau1111 - II, 

Y'-laCTOK .N!! 116, KooIIepaTHBHO- Y'-laCTKH .N!! I, 75A, 75B, 105, 110, 111 H 
TipoMb!IIIJleHHbIH KOMIIJleKC Wptt 112, KoonepaTHBHO-npOMblIIIJleHHbl.H 
BettKaTeCBapa, HL(A, IionnapaM, KOMIIJJeKc Wp11 BettKaTecBapa, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpHMel.faHHe: TipO)lYKT CO0TBeTCTBYeT Tpe6oBaHHRM H)]; 3aKJ1IO'-leHHe: O.11:OliPEHO 
Prepared by / 
TionrornBnetto: 
Rama Kant ~t 
Date I 
L(arn: 31.05.2026 

Checked by/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person I 
TipoBepetto: TipoBepetto (AOK: Ono6pettci: O6ecneLJ[}:e Ka'l.e~n a/ TBeTcTBeHHoe 
Pardeep Kumar Amit Kumar JlHUO: 

~ J\~_ 
Date/ Date/ Date I ~ I ~ ,....µ,,1,-t, 
)::i:arn: 31.05.2026 L(arn: 31.05.2026 )::i:arn: 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: mail @drreddys .com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH~HKATAHAJIII3A 

Product: Telsartan® AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IlPOllVKT: TencaprnH® AM (aM11om1mrn+-renMHCaprnH) rn6neTKH 5 Mr+80 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
V2601101 

Batch Quantity/ 
: 

Pa3Mep ceptm Cepm1 .N'! 

Analytical Report No./ 
: 890001885233 

Date of Analysis / 

AttaJ1HnttteCKHii 0T'-leT .N'! ,ll.aTa auaJ1uJa 

Date of Manufacture/ 
04/2026 

Date of Expiry/ 
: 

rolleH )).0 ,ll.aTa npoUJB0,ll.CTBa 

Mfg. License No./ 
MA number:/ 

Ilpou3B0,ll.CTBeHHaH : MNB/05/263 
HoMep PY 

JlUU,eH3UH .N'! 

Dr. Reddy's Laboratories Ltd . 

Formulation Unit-6 
Viii. Khol, Nalaga rh Road, Baddi , 
Distt. Solan, H.P., 173 205, INDIA 

Tel : +91 98166 56001-02 
www.drreddys.com 

400000 tab/ 
: 

400000 m6 

: 31.05 .2026 

: 03/2029 

: JITI-N2(002648)-(Pf-RU) 

Analysis performed according to ND:/ AttaJ1H3 npose,ll.eH no H,ll.: JIIl-.N'!(002648)-(Pr-RU)-290623 
Artworks of primary package approved: / MaKeTbt nepBH'-IHOii ynaKOBKH yTsep)K.UeHbl: 02.10.2023 
Artworks of secondary package approved: / MaKeTbI BTOpH'-IH0ii ynaK0BKH yTsep)K.UeHbI: 29.06.2023 
PL aooroved: / JIB yTsep,KJiett: 11.03.2025 

Page 8 of8 / Crp. 8 HJ 8 
,l];>KHHHapaM Mau)J.arr, Caurape.u.n.11 EonnapaM B11nna)J.>K, ,l];>KHHHapaM 

,l];HCTpHKT - 502 325, TenaHraHa, l1H,iJ.lUI Mau.nan, Caurape.u.n.11 ,l];ttCTpHKT, 
Tenauraua-502325, l1HllHH 

Name, address, authorization No for 
FP manufacturing site/ Control site / Dr. Reddy's Laboratories Ltd., Formulation Unit-6, Vill. Kho!, Nalagarh Road, Baddi, 

Release site / Distt. Solan (HP) 173205, India (license No MNB/05/263) / 
HauMeuosauue, a,ll.pec, J111u,euJ11H ,l];-p Pe.u.n.11'c Jia6opaTOpHC JlT,ll., TipOH3BO,llCTBeHHOe no,npa3,ll.eJJeHHe-6, BHJJJJ. 

)J.JlH IlpOH3B0,ll.CTBeHHaSl nJl0lll.a,ll.Ka / Kxonh, Harrarapx Poy.n, Ea,n,n11, ,D;ttcTpttKT Conau, X.TI., 173205, l1u,nH11 (n11ueHJH11 

IJJ101.Qa)J.Ka K0HTp0JlSl Ka'-leCTBa / uoMep MNB/05/263) 
IIJ10lll.3llKa BbtnYCKa 

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/02329-2025 dt. September 19, 2025) 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». / 
3aKJ1IO'-ICHUe O CO0TBeTCTBHH: «HacTOHIU11M H no,nrnep>K,naJO, 'lTO npttse,neHHaH Bh!We HHq>OpMaUHH HBJIHeTCH ,UOCTOBepHOH H 
TO'lHOH. 3m cep1111 npo,nyKU1111 npo1nse,neua (BKJ1JO'laH ynaKOBKY (MapKHpOBKy) 11 KOHTpOJib Kaqecrna) Ha Bh!WeyKa3aHHOH 
np0113BO,llCTBeHHOH nJJOIUa,ll.Ke (nnoma,nKax) B IlOJIHOM COOTBeTCTBHH C Tpe6oBaHHJIMH ITpaBHJI Ha,UJJe>KaIUeH npOH3BO,llCTBeHHOH 
npaKTHKl1 Espa3HHCKoro 3KOHOMH'lecKoro coJ03a (N2 GMP/EAEU/RU/02329-2025 oT 19 ceuT.S16p11 2025 r.) 11 Tpe6osau1111M11 
KOHTpOJIH Ka'lecrna JieKapcTBeHHb!X cpe,ncTB, a mK>Ke B COOTBeTCTBHH co cneu11q>HKaUHHMH, co,nep>KaIUHMHCH B perncTpaUHOHHOM 
,llOCbe CTpaHhl-HMnopTepa. 3an11c11 no np011380,llCTBy, yn·aKOBKe H auarrmy nposepeHbl, 11 ycmHOBJieHO HX COOTBeTCTBHe 
Tpe6osaHHHM TipaBl1JI Ha,llJie>Kameii npo113B0,UCTBeHHOH npaKTHKH Espa311HCKOro 3KOHOMH'leCKOro COI03a». 

Remarks : The Product confirms to ND/ 
IlpuMe'-1au11e: Tipo,nyKT COOTBeTcTByeT Tpe6oBaHHJIM H,D; 

Prepared by / Checked by/ Checked by (AQA) / 

Tio.n.roToaneHo: . Jf°' Tiposepeuo: Tiposepeuo (AOK: 

Rama Kant ~ Pan!~ Amit Kur(----;_ 

Date I Date I Date I 
.[{am: 31.05.2026 .[{am: 31.05.2026 .[{am: 31.05.2026 

Conclusion : APPROVED I 
3aKJ1t0'-lettue: O)].OliPEHO 
Approved by: Quality Assurance/ Authorized person I 

~:i:pCHO 06ccnesc~1 y rne,CmHHOC 

Date I 

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India 

Tel: +9140 4900 2900, Fax: +9140 4900 2999, Email: mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 




