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Product : Telsartan AM (amlodipine +telmisartan) Tablets 5 mg+40 mg 
IIpOIyKT: Ten1capTa" AM (aMJIOJIHIIHH +TeJIMHCapTa) Ta61eTKH 5 Mr+40 Mr 

Market / PIHOK : Russia / Pocc 

Batch No./ 
:  V2501129 

Batch Quantity / 400000 tab I 
Ceo Nh Pa3Mep cep 

: 
400000 Ta6 

Analytical Report No. / 
: 890001814694 

Date of Analysis / 
: 17.06.2025 

AHaHTHecKHii oTeT N Jara anan3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
[aTa np03Bo/IcTBa Foen II0 

: 

Mfg. License No./ 
MA number:/ JII1-N6(002648)­ 

IIpOI3BO[ICTBeHHa : MNB/05/263 
HoMep PY 

: 
(PF-RU) 

JI1IeH3H No 

Analysis performed according ND / Ana3 npoBe1en mo HJI: JIII-N2(002648)-(PI-RU)-290623 

No. 

1 

Test / IIoKa3are.1 

Description / Omcae 
Result / Pe3yJITaTI Specification / HopMa 

Oblong shaped, uncoated, Oblong shaped, uncoated, 
biconvex, bilayered tablets with biconvex, bilayered tablets with 
pale pink layer with mottled pale pink to pink layer with 
appearance on one side and white mottled appearance on one side 
to off-white layer on other side. / and white to off-white layer on 
Ta6eTKM npoIorOBaTo other side. / Ta6neTKH 
bOpMBI, JIBOIKOBIIIVKIIe, IIpOIIOJITOBaTO popMI, 
JByXCJIOHBIe, OJIHH C1Of JIBOIKOBBIIIyKIIe, IIByxcOHIe, 
CBCTIO-pO30B0TO LIBeTa C OJIHH CJ1O OT CBeT1O-p030BOTO 
BKpanIeHHMM 6en1Oro LIBeTa, II0 po30BorO LIBeTa, C 
BTOpo CO IIOHTM 6e1OTO BKpaIIJIeHHMH 6enoro LIBeTa, 
uHBeTa. BTOpo c10 6eOrO MJIH IIOHTH 

6en0r0 LIBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpMMeaHHe: IlpOJIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax.moeHe: OIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
Tio,uroTOBJietto: Pravesf Rana IlpoepeHo: Rama Kant OI106peHo: Meepep / PyKoBop1Te1E 

AK.act Amit Kumar 
Reprint Date / Reprint Date / \ <  Reprint Date I f 
Jlara: 17.06.2025 Ilara: 17.06.2025 Ilara: 17.06.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 



Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp @1yT: TencapTa" AM (aMIOIMIIHH + TeJIMHCapTa) Ta61eTKH 5 Mr+40 Mr 

Market / P o x  :  Russia / Pocc 

Batch No./  
:  V2501129 

Batch Quantity/ 400000 tab/ 
Cep No Pa3Mep cep 

: 
400000 1ra6 

Analytical Report No. / 
: 890001814694 

Date of Analysis / 
: 17.06.2025 

AH2ITHecKHii oTeT N JIaTa aa13a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry / 

04/2028 
Iara npo3BoncTBa Foe 20 

: 

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

II pow3Bop1cTBeHaH : MNB/05/263 
HoMep PY 

: 
(PF-RU) 

JILeH3HI Ni 
Analysis performed according ND / Aau3 npoBeIeH 1o HJI: JIII-N2(002648)-(PI-RU)-290623 

a9· 
Dr.eddy's ;° 

Ha 
HCIIITyeMOTO 

JIOJIKHI 
BpeMeHaM 

IIHKOB 

t e e + t e e  

l e t : · r i  0 l 0 0  0uU±704 
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Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  Khol ,  Nalagarh Road, Baddi, 
Dist. Solan, H.P.,  173 205, IND IA  

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"). I 

BpeMeHa yJIepKHBaHH 

XpOMaTOTpaMMe 
pacTBopa 
COOTBeTCTBOBaT 

Ha OCHOBHEIX IIHKOB 
MCIILITyVeMOTO 

COOTBeTCTBVIOT 
yJIepKHBaHH 

Result/ Pe3yTaTI 

OCHOBHIX 
XpOMaTOTpaMMe 
pacrBopa 
BpeMeHaM 

The retention times of major 
peaks in chromatogram of test 
preparation corresponds to that 
1n the chromatogram of 
Telmisartan and Amlodipine 
besilate reference standards 
solution (section "Assay"). / 
BpeMeHa yJIepKHBaHHH 

CERTIFICATE OF ANALYSIS 

CEPTMWKAT AHA.JIM3A 

Test / IIoxaare/1» 
Identification (HPLC) / 
MeTHpHa1 
(BKX) 

Amlodipine and 
Telmisartan / aMOJnHH 
M TeIMHCapTaH 

2a 

No. 

OCHOBHIX IIHKOB Ha 
xpoMarorpaMMe pacTBopa 
CTaHJIapTHIX 06pa3u10B 

yJICDKHBaHHI OCHOBHIX IIHKOB 
Ha XpoMaTorpaMMe pacTBopa 
CTaHIIapTHIX 06pa310B 

TeIMHCapTaHa M aMJIOJIMIIHHa TeIMHCapTaHa H 6e3MaTa (pa3pen1 6e3Mn1aTa aMIOJIHIIHHa 
(pa3e «KOJIHeCTBeHHoe Ope[IeIeHHe»). «KOH HeCTBeHHOe OnpeeeHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I IlpMeaMe: IIpOIyKT COOTBeTCTByeT Tpe6OBaHM HII 3ax.1oee: OJIOBPEHO Prepared by I Checked by I Approved by: Manager/Executive / TTo,1:i;roTOBJJetto: Pravesf ana IlpoBepeo: Rama Kant O106peHo: Mee/xep / PyK0BOIIHTeJ1 
R.de Amit Kumar '." Reprint Date / Reprint Date/ \ Reprint Date / ' - 

Ilara: 17.06.2025 Jlara: 17.06.2025 Jlara: 17.06.2025 

Registered Office: 8-2-337, Road No. 3, Benjara Hi l ls ,  Hyderabad - 500034, Telangana, I n d i  

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email :  maii@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHHKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd.  
Formulation Unit-6 

Vi l l .  Kho l ,  Nalagarh foad, Baddi, 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp91yKT: Tencapra" AM (aMnOJIMIIMH+TeMCapTaH) Ta61eTKH S Mr+40 Mr 

Market / PIHOK : Russia / Poccn 

Batch No./ 
:  V2501129 

Batch Quantity/ 400000 tab/ 
Cepn N? Pa3Mep Cep 

: 
400000 ra6 

Analytical Report No. / 
: 890001814694 

Date of Analysis / 
: 17.06.2025 

AHarTHecKHi oTeT N Jlara aan3a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry / 

04/2028 
Iara npo3Bo/IcTBa Foe JI0 

: 

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

II po3BoIcTBeHHa : MNB/05/263 
HoMep PY 

: 
(PT-RU) 

JHUeH3H .N 

Analysis performed according ND / Aan3 npoBeIeH no HJI: JIII-Nb(002648)-(PI-RU)-290623 

No. Test / IIoKa3are21» Result / Pe3y1TaTI Specification / HopMa 
2b Identification UV absorption spectra of the UV absorption spectra of the peaks 

UV-spectroscopy peaks of telmisartan and of telmisartan and amlodipine, 
(HPLC with PDA) / amlodipine, obtained by obtained by chromatography of the 
MJeTHbHaIUu chromatography of the test and test and standard solutions, should 
yd-cIeKTpOCKOIIHH standard solutions, have have absorption maxima at the 
(BDX (PDA- absorption maxima at the same same wavelengths (±2 nm) 
IIeTeKTOp)) wavelengths (±2 nm) (section (section "Assay"). / Vb-cneKTpL 
Amlodipine and "Assay"). I yd-cneKTpI IIOFJIOIIICHH IHKOB 

Telmisartan / aMIO[IH IIOTJIOIII€HM IIHKOB Te1MHcapTaHa H aMJIOJIMIIMHa, 
H TeIMHCapTaH Te1MHcapTaHa H aMIOJIHIIHHa, IIOJIyVHeHHIe IpH 

IIOJIVHeHHIe pH XpOMaTOTpapHpoBaHHH 
XpOMaTOr pappOBaH MCIEITyeMOTO H CTaHJIapTHOTO 
HCIITVeMOTO HM CTaHJIapTHOTO pacTBOpOB, JIOJDKHBI HMeT 

paCTBOpOB, HMCOT MaKCHMyMI MaKCHMyVMBI IIOTJIOIIIeHHH I1pH 
IIOTJIOIIICHHI IIpH OJIHHX H TeX OIHHX M TeX Ke JUIHHaX BOJIH 
Ke JIIHHaX BOIH (±2 HM) (pa31e1 (±2 HM) (pa3pen 
«KO1HHeCTBeHHOe «KOJeCTBeHHoe 
OIIpCJICICHMC»). OIpeIIeIeIIHO»). 

3 Dissolution / PacrBopeHHe 
Amlodipine / Unit-1/ Ta6n.-1 9 6 %  Not less than 75 % (O) 
AMIOJIMIIHH Unit-2/Ta61.-2 9 5 %  Co6H«CIN:O, (Amlodipine) in 

Unit-3/Ta6n.-3 95 % 30 min. I He MeHee 75 % (O) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpMeaHe: IIpOyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3a.mnoee: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / 
IloJrOTOBIeHO: Pravesh Rana TTpoBepetto: Rama K�- On06peo: Meepxep / RRyKoBopHTeJ1 

�- 1 Amit Kumar \ 
Reprint Date / Reprint Date / ] <  Reprint Date I ' Ilara: 17.06.2025 JIara: 17.06.2025 JIara: 17.06.2025 

Registered Ofiice: 8-2-337, oad No. 3, 6enjara Hills, Hyderabad - 500034, Telangana, Ini 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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CERTIFICATE OF ANALYSIS 
CEPTHDMKAT AHA.JIM3A 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi l l .  Khol, iNalagarh oad, Baddi, 

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

Tel : +91 981b0 b600-02 
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Product: Telsartan AM (arnlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp QIyKT: TencapTa" AM (aMIOIHIIHH+ Ten1MapTaH) Ta6neTKH 5 M1+40 Mr 

Market / PIHoK : Russia / Pocc 

Batch No. / 
: V2501129 

Batch Quantity/ 400000 tab I 
Cepu No PaMep cepnu 

: 
400000 ra6 

Analytical Report No. / 
: 890001814694 

Date of Analysis / 
: 17.06.2025 

AHaHTHecKHii oTeT N JIaTa aan13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

. 04/2028 
)Iara npo3Bo1cTBa Foe /Io 

. 

Mfg. License No. / 
MA number:/ J1I1-N(002648)­ 

IIpO3BO[CTBeHHaH : MNB/05/263 
HoMep Py 

: 

(PF-RU) 
JIHIeH3HI .N 

Analysis performed according ND / AHau13 npoBee no HJI: III-N2(002648)-(PI-RU)-290623 

No. Test/ IIoa3are.n16 Result / Pe3v1TaTI Specification / HopMa 

Unit-4 /Ta61.-4 98 % CoH«sCIN,Os (aM10/1MI1HH) epe3 
Unit-5/Ta6n1.-5 88 % 30 MHH. 

Unit-6/Ta61.-6 9 7 %  
T  elmisartan / Unit-1/Ta6n.-1 102 % Not less than 75 % (0) 
TenMcapTaH Unit-2/Ta6.-2 101 % CH6N,O (T elmisartan) 1n 

Unit-3/Ta6n.-3 103 % 30 min. / He MeHee 7 5 %  (Q) 

Unit-4 / Ta6n.-4 102 % CH6NO» (TenMcapraw) epe3 

Unit-5/Ta6n.-5 102 % 30 MMH. 

Unit-6/ Ta61.-6 102 % 
4 Impurities / IIpwec 

Arnlodipine / 
AMIOJIHIIHH 
Impurity D / IIpMec D Below LOD (LOD = 0.027 %) / Not more than 0.5 % / 

HwKe npee1a O6Hap yKeHH He 6on1ee 0,5 % 
(ITO= 0.027%) 
Below LOQ (LOQ = 0.08 %) / 

Any unidentified Hoe npen1en1a Not more than 0.2 % / 
impurity / H o  KO.JIHHeCTBeHHOO 0IIpeJIeIeHHH He 6onee 0 ,2% 
HeJIeHTHpHLIHpOBaHHo (IIKO= 0.08 %) 
IIpHMeCH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
HpMeaHe: IIpOJyKT COOTBeTCTByeT Tpe6OBaHHAM HJI 33ax/oewe: OJIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 
Ilo,nrOTOBJletto: Praves�ana IlpoBepeo: Rama Kant Op06peo: Mee[pep / PyxoBonre.n 

� K.a! Amit Kumar \_­ 
Reprint Date / Reprint Date I - J Reprint Date I f 

Iara: 17.06.2025 IlaTa: 17.06.2025 JIara: 17.06.2025 

Registered Office: 8-2-337, Road No. 3, Benya3r Hills, Hyderabad - 5OD034, Telangana, India 
Tel: +91 40 4900 2900, Fa: +91 40 4900 2999, Emai l :  maii@rreddys.com 

CIN:  L85195AP1984PLC004507 
www.drreddys.com 



as 
Dr.eddy's ;° 

CERTIFICATE OF ANALYSIS 
CEPTMMKAT AHA.JI3A 

Dr. Reddy's Laboratories Ltd. 

Formulat ion Unit-6 

Vi l l .  Khol, Nalagarh toad, Badai, 

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

Tel : +91 36166 50001-02 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp@1yr: Ten1capTa" AM (aMOJ1MI1MH+ Te1MHCapTaH) Ta6JeTKH 5 Mr+40 Mr 

Market / PIHOK : Russia / Pocc 

Batch No./ 
:  V2501129 

Batch Quantity / 400000 tab I 
Cepun No Pa3Mep cepH 

: 
400000 Ta6 

Analytical Report No./ 
:  890001814694 

Date of Analysis / 
: 17.06.2025 

AHa1HTHecKHi oTeT N? Iara aan3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry/ 

04/2028 
JIara npo3BoIcTBa Foe II0 

: 

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

IIp O3BO[CTBeHHa : MNB/05/263 
HoMep PY 

: 
(PF-RU) 

JIHIUIeH3HI .N 
Analysis performed according ND / AHa1H3 npoBee no HJI: JIII-N2(002648)-(PF-RU)-290623 

No. Test / IIoa3are1 Result / Pe3yJTaTI Specification / HopMa 

Total impurities / CyMMa Below LOQ / Hwe npenena Not more than 1 . 5 % /  
npHMecef KOJIHHeCTBeHHOTO OIIpeIeJIeHHH He 6onee 1,5 % 

Telmisartan / 
TenMHCapTaH 
Impurity A / IHpMec A Below LOQ (LOQ = 0.004 % ) /  Not more than 0 . 2 % /  

HwKe npenena He 6onee 0,2 % 
KOJIHHeCTBCHHOTO OIpeI€ICHHH 
(IIKO= 0.004 %) 

Dimer acid / JIMMepHo Below LOD (LOD = 0.005 % ) /  Not more than 0 . 2 % /  
KHCJIOTI HwKe npeIrena O6HapyKeHHH He 6onee 0,2 % 

(IIO= 0.005 %) 

Any unidentified Not more than 0 . 2 % /  
impurity / E J o i  Below BDL (BDL= 0.05 %) / He 6oee 0,2 % 

HeHJIeHTHJHLIMpOBaHH0 Hwe nopora perCTpaLIM (IP 
IpHMeCH = 0.05 %) 
Total impurities /CyMMa Below BDL /He nopora Not more than 1 . 5 % /  
npMeceif perHCTpau He 6oee 1,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IHpHMeae: IIpoIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3a.noene: OJIOPEHO 
Prepared by I Checked by I Approved by: Manager/Executive / 
ITo.LJ.roTOBJietto: Pravej Rana Ilpoepeo: Rama Kant O7106peHo: Menepep / PyoBo[Ten 

adf Amit Kumar ­ 
Reprint Date I Reprint Date I 1 <  Reprint Date / f 

Iara: 17.06.2025 Jlara: 17.06.2025 Jlara 17.06.2025 
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad -500034, Telangano, Init 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp oyT: Tencapra" AM ( a M O M +  TenMCapTaH) Ta6eTKM 5S Mr+40 Mr 

Market / PIHox : Russia / Pocc 

Batch No./ 
:  V2501129 

Batch Quantity/ 400000 tab/ 
Cepu .No Pa3Mep cepH 

: 
400000 Ta6 

Analytical Report No./  
:  890001814694 

Date of Analysis / 
: 17.06.2025 

AHaHTHecKHi oTeT N Iara aan13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
Iara npo3Bo/cTBa Fop1en 710 

: 

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

I1po3BO[ICTBeHHaH : MNB/05/263 
HoMep Py 

: 

(PF-RU) 
nue3 No 

Analysis performed according ND / Aam13 npoBeIeH 1o HI: JIII-N2(002648)-(PI-RU)-290623 

Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 

Vi l l .  Khol, Nalagarh oad, Badi, 

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

T e l :  +91 98166 50i-02 

www.drreys.com 
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CERTIFICATE OF ANALYSIS 

CEPTMDMKAT AHAJIM3A 

as 
Dr.eddy's ;° 

No. Test / IIoa3are91» Result / Pe3ya1TaTL Specification / HopMa 

5 Water content/ 1.8 % Not more than 4.0 % / 
CO1epaHe Bo/II He 6on1ee 4 ,0% 

6  Uniformity of dosage units/ OOpOHocT I03poBaHIx eIHHMI 

Amlodipine I 10.4 The acceptance value (AV) should 
AMIOJIHIIHH be less than or equal to 1 5 .  0  /  

IloKa3are1 npMeMIeMOcTM (4) 

JIOJDKeH 66IT He 6oee 15,0. 
Telmisartan / 2.4 The acceptance value (AV) should 
TenMHcapTa be less than or equal to 15 .0  /  

loKa3aTeI IpHeMIeMOCTH (4/) 
IIOJDKeH 6IT He 6oee 15,0. 

7 Microbiological purity / MKpo6Ho1orHecKa HcTOTa 

a) Total Aerobic Less than 10 CFU/g / Not more than 10 CFU/g / 
Microbial Count / O6uee MeHee 10 KOE/r He 6oee 10' KOE/r 
HMCJI0 ap06HIX MHKp0­ 
OpraHH3MOB 
b) Total Combined Yeast Less than 10 CFU/g / Not more than 10 CFU/g / 
and moulds count / Meee 10 KOE/r He 6oee 10 KOE/r 
O6Lee Hen1O 

Remarks . The Product confirms to ND/ Conclusion : APPROVED I 
IlpMeae: IHpoJyKT COOTBeTCTByeT Tpe60BaHMAM HJI 3ax1oee: OIOBPEHO 

Prepared by / Checked by/  Approved by: Manager/Executive / 
llo)].roToaneHo: Prav1 Rana IlpoBepeHo: Rama Kand: O106peo: Mee/pep /PyKosoprren 

2..le Amit Kumar A ­ 
Reprint Date / Reprint Date I r t  Reprint Date / 

' Jlara: 17.06.2025 Jlara: 17.06.2025 Ilara: 17.06.2025 

Registered Office: 8-2-337, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, Inti 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 



Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp@yr: Ten1capran" AM (aMIOIIMIIHH+ Te1IMHCapTaH) Ta6eTKH 5 Mr+40 Mr 

Market / PLIHO : Russia / Pocc 

Batch No./  
:  V2501129 

Batch Quantity/ 400000 tab I 
Ceps No Pa3Mep cep 

: 
400000 ra6 

Analytical Report No./  t  Date of Analysis / 
AnaTHecKHi oTeT N 

: 890001814694 
JIaTa aa13a 

: 17.06.2025 

Date of Manufacture/ 
: 05/2025 

Date of Expiry / 
04/2028 

Iara npo3Bo1cTBa FoJIeH 210 
: 

Mfg. License No. / 
MA number:/ JII1-N6(002648)­ 

II p O3BOICTBeHHaM : MNB/05/263 
HoMep PY 

: 
(PT-RU) 

JIHUeH3HI .No 

Analysis performed according ND / Ana1I3 npOBeIeH no HJI: III-Nb(002648)-(PI-RU)-290623 

Dr. Reddy's Laboratories Ltd. 
Formulation Unit-6 

Vi l l .  Khol. Nalagarh Road, Baddi, 

Dist So lan ,  H.P, ,  173 205, I NDIA 

CERTIFICATE OE ANALYSIS e t : + 9 1  98ids 5600-02 

CEPTMHKAT AHA.JIM3A www.drreddys.com 
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No. Test / Hoa3are.91» Result / Pe3y1TaT5I Specification / HopMa 

IIpOKKeBIX H 

IUJICCHeBBIX TpH6OB 
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram/ 

OTCyTCTByeTBl r OTcyTCTBHe B l  r  

8  Assay / KonecrBeoe onpepe.nee 

Amlodipine I 4.97 mg/4.97 Mr Not less than 4.5 mg and not more 
AMIOJIHIIHH than 5.5 mg of CH«CINO, 

(Amlodipine) in tablet./ 
Or 4,5 Mr I10 5,5 Mr CoHsCINO, 
(aMO[Mn) B Ta6n1eTKe. 

T elmisartan / 41 .0  m g / 4 1 . 0  M  Not less than 36.0 mg and not 
Ten1MMcapTa more than 44.0 mg of CH36NO» 

(Telmisartan) in tablet. I 

OT 36,0 MT I10 44,0 Mr Ca»H6NO 
(Ten1MHCapTaH) B Ta6eTKe. 

9 Package / Omcae 7 tablets per blister of (PVC/ Al/PA) foil/aluminum foil with heat seal 
yIaKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet 

in a carton. / Ilo 7 Ta61eTOK B 61McTepe 3 (IIBX/A/IIA) po1rM / 
aJOMHHMeBO bOJILFH C TepMOKIeBEIM JIaKOBIM IIOKDITMeM M 
IIIeJIJIaKOBIM IIOKpITHeM. Ilo 4 61McTepa B IIaHKy KapTOHHyO BMecTe 
C HHCTDVKLIMe IIO IIpHMCHCHHO (IHCTKOM-BKIaJIIIIeM). 

@es 
Dr.Reddy's KW;° 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpMeaHe: IIpOJyKT C00TBeTCTByeT Tpe6OBaHHAM HJI 3ax.moeHe: OJIOBPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 

I10.n,roToBJ1eHo: Praves�[ana lpoBepeo: Rama Kant Op106peHo: Mee/pep / PyoBoI»Ten 
LL.LT Amit Kumar 

Reprint Date / - Reprint Date / 1 <  Reprint Date / ¥ - 

JIlara: 17.06.2025 Jlara: 17.06.2025 Jlara: 17.06.2025 

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

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 
CIN: L85195AP1984PLC004507 
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Formulation Unit-6 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp@1yKT: TencapTa" AM (aMIOJIMIIHH +Te1MMapTa) Ta6eTKH 5 Mr+40 Mr 

Market / PIHOK : Russia / Pocc 

Batch No./ 
:  V2501129 

Batch Quantity/ 400000 tab/ 
Ceps No Pa3Mep cepHu 

: 
400000 Ta6 

Analytical Report No. / 
: 890001814694 

Date of Analysis / 
: 17.06.2025 

AHaTHecKHi oTeT .N JIaTa a1au3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
Iara npor3Bon1cTBa FoeH 2I0 

: 

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

I1po3BocTBeHHa : MNB/05/263 
HoMep PY 

: 
(PF-RU) 

JIHIeH3HH N 

Analysis performed according ND / AHa13 npoBeen no HJI: III-N2(002648)-(PI-RU)-290623 

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 / KOHTpOJIE IIOKa3aTCIH OCyIII&CTBIWCTC IIpOHBOJIMTOICM IIpH BLIIyCKO IICDHOJIHHCCKH (C HHTpBa1OM OIHO 

cnTaHMe Ha 20 CepMi HIM He MeHe I pa3a B To). IloKa3aTen MOKeT 6ITE He BKJOHeH B CepTH]HKaT aHa13a pHpMI. 

API name / HauMeoae AC: Amlodipine Besilate / Telmisartan / TeMcapTaH 
AMIOJIHIIMHa 6e3HIaT 

INN/MHH: Amlodipine / AMIOIMIIHH Telmisartan / Te1McapraH 
API manufacturer batch number/ ABSH000423, ABSH000424 ACQH002749 
HoMep cep npo3Bomuren AC: 

FP Manufacturer API Batch number/ FES A00183, FESA00184 FEQA00513 
HoMep cep ey6cTaHu 
nDo3BOIITe1H II: 

Dr. Reddy's Laboratories Ltd., Dr. Reddy's Laboratories Ltd., 
API Manufactured by & country/ India/ India/ 
IIpo3BouuTeI AC, cTpaHa: JI-p Pe1'c Jla6oparopc JIr., JI-p Pe'c Jla6opaTopc JITI., 

HHpw HI 

Name, address, authorization No for 
Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. K.hol, 

FP manufacturing site/ Control site / 
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 

Release site / 
HaMeHoBae, alpeC, JIHIIeH3HH JI/IH 

MNB/05/263) I 

IIpooncTreHHa nnoama / 
JI-p Pew'c Jla6opaTOpHC JITI1., HHIM, IIpo3Bon1CTBeHHOe 

IIoura/Ka oHTpo1 KaecTBa / 
U/Ip3leteHMe-6, BwuI. Kxu1», Hara apx Puyy, Dau1, JI[up1 

IInOIIaIKa BIIVCa 
ConaH, X.I1., 173205, HHI1M (JIHLIeH3HT HOMep MNB/05/263) 

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch 

emarks : The Product confirms to ND/ Conclusion : APPROVED I 
TlpMeaHe: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3auoeuHe: OJIOBPEHO 

Prepared by / Checked by I Approved by: Manager/Executive / 
Tio)J.roTOBneHo: Pravesl:.f ana IIpoBepeHo: Rama Kant OJ106peo: Mee;pep / PyKoBop1Te1 

8At Amit Kumar A ­ 

Reprint Date I Reprint Date/ \ Reprint Date I { - 

Jlara: 17.06.2025 Jlara: 17.06.2025 lara: 17.06.2025 

Registered Office: 8-2-337, Road No. 3, B2njara Hills, Hyderabad - 509034, Telangana, Indic 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  maii@drreddys.com 

CIN :  L85195AP1984PLC004507 
www.drreddys.com 



Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIp o1yKT: TencapTa" AM (aMnIOJIMIIHH +Ten1MHCapTaH) Ta61eTKM S Mr+40 Mr 

Market /PIHOK :  Russia / Pocc 

Batch No./ 
:  V2501129 

Batch Quantity/ 400000 tab I 
Ceps No Pa3Mep cep 

: 
400000 ra6 

Analytical Report No./ 
:  890001814694 

Date of Analysis / 
: 17.06.2025 

AHaaTHecKH oTeT N Iara aan13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
Iara 1po3Bo[IcTBa Foe II0 

: 

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

IIpor3BocTBeHHaH : MNB/05/263 
HoMep Py 

: 
(PT-RU) 

nIeH3HI N 

Analysis performed according ND / AHau3 npoBeen mo HJI: JIII-N2(002648)-(PF-RU)-290623 

Dr. Reddy's Laboratories L ta ,  

Formulation Unit-6 

Vi l l .  Khol, Nalagarh Soad, B a d d i ,  

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

t e l  :  + 9 % 5 8 1 6 6  56001-02 
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CERTIFICATE OF ANALYSIS 
CEPTMHKAT AHA.IM3A 

s 

Dr.eddy's N;° 

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/00554-2022 dt. 02 September 2022) 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». 

aKJIIOeHHe O COOTBeTCTBHM: «HaCTOIIMM IOJITBeDKJIaO, HTO IpHBeIeHHa BBIIIIe MHOpMaLIM 
BJ1H€TC JIOCTOBeDHOf H TOH0. Ta Cep IpOIyKIMH IIpOH3BeJIeHa (BKIOHa yIaKOBKy (MapKHpOBKy) M 
KOHTpOIE KaHeCTBa) Ha BIIIIeYKa3IHO IpOH3BOJICTBeHHO IOIIIaJIKe (IIOLIaJIKaX) B I1OJ1HOM 
COOTBeTCTBHH C TDe6OBaHHIMM IHpaBI HaJUIOKaIII€% IIpOH3BOJICTBeHHO IIpaKTHKH EBpa3cKorO 
3KOHOMHeCKOTO c003a (No GMP/EAEU/RU/00554-2022 0T 02 ceHT86p 2022) Tpe60BaHHIMH KOHTpO1 
KaeCTBa JIeKapCTBeHHIX CpeJICTB, a TaKKe B COOTBeTCTBMM CO CIIeIIHpHKaLIHHMH, COJICpKaIIIHMMC B 
perHCTpauOHHOM JI0CBe CTpaHI-MnIOpTepa. 'anHCH IO Ip0H3B0JICTBy, JIIaK0BKe M aHa1H3y IIpOBeDCHI, H 

yCTaHOBI€HO MX COOTBeTCTBHe Tpe6OBaHMM IHpaBn1 Ha/IeKaIIe IIpOH3BOJICTBeHHO IIpaKTHKH 
EBpa3HfCKOrO 3KOHOMHHeCKOrO CO03a». 

Remarks : The Product confirms to ND/ 

IlpMeaHe: Il o 'K T  C0OTBeTCTBVeT TDe6OBaHHHM HJI 
Prepared by / Checked by / 
IlorOTOBeHO: Pravesh Rana IIpoBepeHo: Ra 

�·£ 

Reprint Date / 
Ilara: 17.06.2025 

Reprint Date / 
Jlara: 17.06.2025 

Conclusion : APPROVED I 
3amnoee: OIOBPEHO 

Approved by: Manager/Executive / 
Op06peo: Menexep / Py&OBop1HTe1 
Amit Kumar ­ 

Reprint Date / 
JlaTa: 17.06.2025 

Registered Office: 8-2-337, Road No. 3, 6anjara Hills, Hyderabad - 500034, Telangana, Inic 
Tel: +91 40 4900 2900, Fa: +91 40 4900 2999, Email :  mai i@drreddys.com 
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