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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIpop1yr: Ten1capTan" AM (aMOIIHIIHH+Te1MMCapTaH) Ta6eTKM 5 Mr+80 Mr 

Market / PHOK : Russia / PoccH 

Batch No./  
:  V2501242 

Batch Quantity/ 400000 tab/ 
Ceps Nb Paep cepn 

: 
400000 Ta6 

Analytical Report No./  
:  890001816168 

Date of Analysis / 
: 19.06.2025 

AwanHTecKHii oTeT N [ara anan3a 

Date of Manufacture/ 
: 05/2025 

Date of Expiry / 
04/2028 

[a Ta 1po3BoIcTBa Foe /1o 
: 

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

IIpo3Bo/IcTBeHHaH : MNB/05/263 
Howep PY 

: 

(PF-RU) 
JI1eH3H N 

Analysis performed according ND / Amar3 npoepen no HI: JIII-N(002648)-(PF-RU)-290623 

No. 

1 

Test / IIoKa3are.nI 

Description / Oncane 

Result / Pe3yJI»TaTI 

Oblong shaped, uncoated, 
biconvex, bilayered tablets with 
pale pink layer on one side and 
white layer with mottled 
appearance on other side. / 
Ta6neTKH IpO2IO1TOBaTof 
pOpMI, JIBOIKOBIIIyKIIe, 
JIByXCJIO~HLIe, OJIHH c1Of 
cBeTJIO-po30BorO uBeTa, C 
BKDaIIeHHMH 6enoro LIBeTa, 
BTOpO cIo 6enoro LIBeTa. 

Specification / HopMa 

Oblong shaped, uncoated, biconvex, 
bilayered tablets with pale pink to 
pink layer with mottled appearance on 
one side and white to off-white layer 
on other side. / Ta61eTKH 
IIpOoIrOBaTO bOpMI, 
JIBOIKOBIIIVKIIe, IByXCIOHIe, 
OJIMH CJ1O OT CBeTIO-DO30BOTO 2I0 
pO3OB0TO LIBeTa, C BKDaIIeHHHMM 
6enoro 1BeTa, BTOpO c10i 6en10Oro 
IH IOTH 6en1oro LIBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Hp»MeaMe: IlpOIyKT CO0TBeTCTByeT Tpe60BaHHM HJI 3ax/oene: OJIOBPEHO 

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

ITo�roToBJieHo: Sa� IlpoBepeo: Pravesh Rana Op106peo: MeHe/pep / PyKOBOIIMTe.JI 

4 Ami mar A 
Reprint Date / Reprint Date / Reprint Date / 
Jlara: 19.06.2025 Jlara: 19.06.2025 Jlara: 19.06.2025 

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 :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIp 0IyRT: TencapTa" AM (aMIOIMIMHH+ TeJIMHCapTaH) Ta61eTKM 5 M+80 Mr 

Market / PIHO : Russia / PoccH 

Batch No./  
:  V2501242 

Batch Quantity/ 400000 tab/ 
CeD No Pa3Mep cep 

: 
400000 Ta6 

Analytical Report No. / 
: 890001816168 

Date of Analysis / 
: 19.06.2025 

AHa1THecKHi oTeT N [Iara a1an13a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry / 

. 04/2028 
[Iara npo3BopcTBa Foe 210 

. 

Mfg. License No./ 
MA number:/ JI1-N(002648)­ 

II po3Bop1cTBeHHaH : MNB/05/263 
HoMep Py 

: 
(PT-RU) 

JIHIeH3HI Ng 

Analysis performed according ND / AHa1H3 poBeIeH Io H[I: JIII-No(002648)-(PI-RU)-290623 

Ha MCIIEITyOMOTO 

Result / Pe3y.1TaTI 
The retention times of major 
peaks in chromatogram of test 
preparation corresponds to that 
in the chromatogram of 
Telmisartan and Amlodipine 
besilate reference standards 
solution (section "Assay"). / 
BpeMeHa yJIepKHBaHH 

Specification / HopMa 

xpoMaTorpaMMe 
paCTBOpa JIOJDKHE 

Ha 

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

IIHKOB OCHOBHIX 

2a Identification (HPLC) / 
MneHTHbHKa1 
(BX) 

Amlodipine and 
Telmisartan / 
aMJOJIHIIHH M 

TeJIMMCapTaH 

No. Test/ Iloxa3are1 

YJIepKHBaHHH OCHOBHIX IIHKOB Ha 
XpoMaTorpaMMe pacTBopa 
CTaHJIapTHIX 06pa3L10B 
TeIMHcapTaHa H aMIOJIHIIHHa 
6e3Mn1aTa (pa3pen1 «Ko1HecTBeHHOe 
ope/IeIeHHe»). 

XpOMaTOTpaMMe HCIIEITVeMOTO 
pacTB0pa COOTBeTCTBVIOT 
BpeMeHaM yJIepKHBaHH 
OCHOBHBIX IIHKOB Ha 
xpoMaTorpaMMe pacTBopa 
CTaHJIapTH6IX 06pa311OB 
TeIMHCapTaHa H aMIOJIHIHHa 
6e31aTa (pa3pen 
«KOIHHeCTBeHHOe 
onpeIeeHHe»). 

COOTBeTCTBOBaT6 BpeMeHaM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpMearMe: IIpOnyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax/oene: OJI0BPEHO 
Prepared by / Checked by I Approved by: Manager/Executive / 
IloJ1TOTOBeHO: Sarita IIpoBepetto: Pravesh R1 Opo6peHo: Mee;pxep / PyKOBOIMTeJ1 

�---- 
Amit Kumar 

\ 
/ ­ 

Reprint Date / Reprint Date / Reprint Date I 
f 

Jlara: 19.06.2025 JIara: 19.06.2025 Jlara: 19.06.2025 

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, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Product: Telsartan AM (arnlodipine+telmisartan) Tablets 5 mg+80 mg 
po(yKT: Ten1capTan AM (aMIOIMIMH+ Ten1MHCapTaH) Ta6eTKM 5 Mr+80 Mr 

Market / PIH0K : Russia / Pocc 

Batch No./  
:  V2501242 

Batch Quantity / 400000 tab/ 
Cepin No Pa3Mep cepm 

: 
400000 Ta6 

Analytical Report No. / 
: 890001816168 

Date of Analysis / 
: 19.06.2025 

AHaIHTHecKMii oTHeT .N Jara aan13a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry / 

04/2028 
[Iara 1po3BOJI€TBa Foe /10 

: 

Mfg. License No./ 
MA number:/ JI1-N(002648)­ 

IIpow3Bop1cTBeHHaH : MNB/05/263 
HoMep Py 

: 
(PT-RU) 

Jue3H No 

Analysis performed according ND / Aan3 npoee 1o HJI: JIII-N(002648)-(PF-RU)-290623 

No. Test / IIoa3aTe.1» Result / Pe3yJ1Ta1I Specification / HopMa 
2b Identification UV absorption spectra of the UV absorption spectra of the peaks of 

UV-spectroscopy peaks of telmisartan and telmisartan and amlodipine, obtained 
(HPLC with PDA) / arnlodipine, obtained by by chromatography of the test and 
HpeHTHKa1u chromatography of the test and standard solutions, should have 
y-CIeKTpOCKOIH standard solutions, have absorption maxima at the same 
(BKX (PDA­ absorption maxima at the same wavelengths (±2 nm) (section 
IIeTeKTOp)) wavelengths (±2 nm) (section "Assay"). I yd-cneKTpL 
Arnlodipine and "Assay"). I V-cneKTpH IIOTJIOIIIeHH IIHKOB TeIMHCapTaHa H 
Telmisartan / II0TJI0LIICHHH IHKOB aMJIO[IHIIHHa, IIOJIyHeHHIe Ip 

aMIO[IMIIHH H Te1MHcapTaHa M aMJIOJIHIIHHa, XpOMaTOrpadHpoBaHHM 
Te1IMHCapTaH IIOJIVHeHHIe IpH MCIEITyeMOTO H CTaHJIapTHOTO 

XxpoMaTorpapHpOBaHHH paCTB0pOB, JIOJDKHEI MMeTE 

HCII6IT VeMOTO H CTaHJIapTH0TO MaKCHM/MI IIOTJIOILICHHI IIDH OJIHHX 
paCTBOpOB, HMeIOT MaKCHM/MI M TeX Ke JU1HHaX BOJIH 
nOTJIOIIIeHHH IIDM OJIHMX TeX (±2 HM) (pa3pen «KoneCTBeHHoe 
Ke JUIHHaX B0JIH (+2 HM) OnpepIeIeHHe»). 
(pa3pen «KOHHeCTBeHHOe 
OnpeIIeIeHHe»). 

3 Dissolution / PaerBopeHIe 
Arnlodipine / Unit-1/ Ta6n.-1 I 9 6 %  Not less than 75 % (Q) CH,CIN»O, 
AMIOJIHIIHH Unit-2/Ta61.-2 I  9 6 %  (Amlodipine) in 30 min. / He MeHee 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpMeae: IHpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3ax1oeHe: O/IOBPEHO 
Prepared by I Checked by /  Approved by: Manager/Executive I 
ITo.uroTOBJTeHo: Sa'1--- Ilposepeuo: Pravesh Rani Op06peo: Mee[pep / PyKOBOIMTeJ1 

Amit Kumar ! 

� - - -  
-  -- 

Reprint Date / Reprint Date I Reprint Date / 
Jlara: 19.06.2025 Jlara: 19.06.2025 Ilara: 19.06.2025 

egistered Office: 8-2-327, Road No. 3, Banjara Hil ls, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email : mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIpo(yKT: TencapTa" AM (aMo1MnM+TeMHCapTaH) Ta6eTKM 5 Mr+80 Mr 

Market / PLIHOK : Russia / Pocc 

Batch No./  
:  V2501242 

Batch Quantity/ 400000 tab/ 
Ceps Nh PaMep cep 

: 
400000 Ta6 

Analytical Report No./ 
:  890001816168 

Date of Analysis / 
: 19.06.2025 

AHaIHTMecKii oTeT N? Jara aan3a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry I 

04/2028 
JIaTa 1po3BO/I€Ta Foe /1o 

: 

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

IIpor3BoncrBeHHaH : MNB/05/263 
Howep Py 

: 
(PT-RU) 

nueH3H No 

Analysis performed according ND / AHa13 npoe1en 1o HI: JIII-N(002648)-(PI-RU)-290623 

No. Test / IIoa3are.JI Result / Pe3yJI»Ta2TI Specification / HopMa 

Unit-3/Ta6.-3 9 4 %  75 %(Q) CoH»«CIN»O, (aM.1o/1H11) 
Unit-4/ Ta61.-4 98 % epe3 30 MAH. 

Unit-5/ Ta6.-5 9 7 %  

Unit-6/ Ta61.-6 96 % 
Telmisartan / Unit-1/Ta6.-1 100 % Not less than 75 % (Q) CH6N,O, 
TenMcapraH Unit-2/Ta61.-2 9 9 %  (Telmisartan) in 30 min. / He Meee 

Unit-3/Ta6n.-3 9 8. %  75 % (Q) CH±oN,O» (Te1MMCapTa19) 

Unit-4/ Ta61.-4 100 % epe3 30 MMH. 

Unit-5/ Ta61.-5 9 9 %  

Unit-6/ Ta6n.-6 100 % 

4 Impurities / IIpMec 

Amlodipine / Below LOD (LOD = 0 .027%)/ Not more than 0 . 5 % /  
AMon1H Impurity D He npeIena o6apyKeys (TIO He 6on1ee 0,5 % 
/IIpMec D = 0.027 %) 

Any unidentified Below LOQ (LOQ = 0.08 %)/ Not more than 0 . 2 % /  impurity / E I o  Hwe npeen1a He 6on1ee 0,2 % HeJICHTHpHLIMpOBaHHo% KOJIHHeCTBeHHOTO OIIDeI€I€HM 
IIpHMeCH (IIKO= 0.08 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / HpMeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3am1oeMe: OJIOBPEHO Prepared by I Checked by I Approved by: Manager/Executive / 

Iloarmosnetto: Sa� Ilposepetto: Pravesh Ra11 OJ06peHo: MeHeKep / PyKOBOIMTeJ1IE Amit mar A_ 
Reprint Date / Reprint Date / Reprint Date / 

. 

JlaTa: 19.06.2025 Iara: 19.06.2025 Jlara: 19.06.2025 
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, Email : mail@drreddys.com 
CIN:L85195AP1984PLC004507 

www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIpop1yKT: TencapTa" AM (aMIOIIMIIMH+Ten1MMCapTaH) Ta6eTKM 5 Mr+80 Mr 

Market / PIHOK : Russia / Pocc 

Batch No./ 
:  V2501242 

Batch Quantity/ 400000 tab/ 
Cepus No PaMep cepn 

: 
400000 Ta6 

Analytical Report No./ 
:  890001816168 

Date of Analysis / 
: 19.06.2025 

AaHTecKHi oTeT N Jara aa13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
JIaTa n1po3BO2I€Ta Tone /1o 

: 

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

IIpow3Bo/IcTBeHaH : MNB/05/263 
HoMep Py 

: 
(PF-RU) 

JUI(eH3H N? 

Analysis performed according ND / AHaw3 poete no HJI: III-N2(002648)-(PIT-RU)-290623 

No. Test / IIoKaare/1 Result/ Pe3yI6TaTL Specification / HopMa 
Total impurities / CyMMa BelowLOQ/ Not more than 1.5 % / 
npMece Hwe npen1en1a He 6onee 1 ,5 % 

KOJIHHeCTBeHHOTO OIIpeJIe1€HHI 
Telmisartan / 
TeMcapTaH 
Impurity A /IIpMec A Below LOO (LOO= 0.001 %) / Not more than 0.2 % / 

Howe npenen1a O6HapyKeHH He 60nee 0,2 % 
(ITO= 0.001 %) 

Dimer acid / JIMepHo Below LOO (LOO = 0.005 %) / Not more than 0 .2 % / 
KMCJJOTEI He npeena O6HapyKeH He 6oee 0,2 % 

(TIO= 0.005 %) 

Any unidentified Below BDL (BDL= 0.05 %) I Not more than 0.2 % / 
impurity / E I o  HwKe nOpOra perHcTpa He 6on1ee 0,2 % 
HeHIIeHTHpHLIMpOBaHHO (TIP= 0.05 %) 
IIpHMeCH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IHpwMeaHe: IlpO[yKT COOTBeTCTByeT Tpe6OB2HMM HII 3aKm1oeHe: O/IOBPEHO 
Prepared by / Checked by/  Approved by: Manager/Executive/ 

IIoArOTOBnetto: say IIposepetto: Pravesh Rai Op06peHo: Mee[pep / PyKOBO2HTeJ1 
Amit Kumar _ 

Reprint Date / Reprint Date / Reprint Date I 
, 

Jlara: 19.06.2025 Jlara: 19.06.2025 Jlara: 19.06.2025 

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, Email: mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIp91yKT: Ten1CapTai AM (aMIOJIHIHH+ TeMHCapTaH) Ta6eTKH 5 Mr+80 Mr 

Market / PIo : Russia / Poccw 

Batch No./ 
: V2501242 

Batch Quantity / 400000 tab/ 
Cepin No PaMep cepn 

: 
400000 ra6 

Analytical Report No./ 
:  890001816168 

Date of Analysis/ 
: 19.06.2025 

AaaTHecKHi orer N JlaTa aa3a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
JlaTa 1po3B0/IcTBa FoJIe /o 

: 

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

I Ip 03BOJICTBOHHaH : MNB/05/263 
HoMep Py 

; 
(PT-RU) 

JHueH3HI N 

Analysis performed according ND / Aman3 npoeze no HJI: JIII-N2(002648)-(PIF-RU)-290623 

No. Test / IIoxa3aren1 Result / Pe3y.1TaTLI Specification / HopMa 

Total impurities /CyMMa Below BDL/ He nopora Not more than 1 . 5 % /  
npHMecef perHCTpa He 6once 1,5 % 

5 Water content/ 2 . 0 %  Not more than 4 . 0 % /  
COIepaHHe BO[II He 6oee 4,0 % 

6 Uniformity of dosage units/ OHOpOJIHOCT JIO3HpOBaHHIX CJIIH HI 
Amlodipine / 7.5 The acceptance value (AV) should be 
AMJIOJIHIIHH less than or equal to 15 .0  I  

IloKa3aTen1 IIpHeMIeMOCTH (4V 
IIOJDKeH 6IT He 6o1ee 15,0. 

Telmisartan I 0.9 The acceptance value (AV) should be 
TenMcapraH less than or equal to 15 .0 I  

IloKa3aTen1 IIpHeMJIeMOCTH (AV) 

IODKeH 6BITE He 6on1ee 15,0. 
7 Microbiological purity / MHKpo6roorHecKa HcTOTa 

a) Total Aerobic Less than 10 CFU/g / Not more than 10 CFU/g / 
Microbial Count/ Menee 10 KOE/r He 6on1ee 10' KOE/r 
O6LI&e Me1O a3po6HIX 
Mpoopra11H3MOR 

I  Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
HpMeae: IHpOIyKT COOTBeTCTByeT Tpe60BaHMM HJI 3a.moee: OIIOPEHO 

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

ITo.uroToBJieHo: Sa'a IpoBepeo: Pravesh R•:t Op06peHo: Mee[pKep / PyKOBOITeJ1I 

4 
Amit Kumar L 

­ Reprint Date I Reprint Date / Reprint Date / I 

Jlara: 19.06.2025 JIaTa: 19.06.2025 Jlara: 19.06.2025 

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

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
Ip91yKT: TencapTa" AM (aMOIMIIHH+Te1MMCapTa) Ta6neTKH 5 Mr+80 Mr 

Market / PI»OK : Russia / Pocc 

Batch No./ 
:  V2501242 

Batch Quantity/ 400000 tab/ 
Cepa No PaMep cepn 

: 
400000 ra6 

Analytical Report No./ 
:  890001816168 

Date of Analysis/ 
: 19.06.2025 

AHaITHecKHi oTeT No Iara aan13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
JlaTa 1po3Bo/cTBa Foe /10 

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

IIpon3Bo/TBeHHaH : MNB/05/263 
HoMep PY 

: 
(PT-RU) 

nueH3HI N 

Analysis performed according ND / AHaw3 upoBeen no HJI: JIII-N2(002648)-(PI-RU)-290623 

No. Test / IIoa3aTeJI Result / Pe3y.J1»TaTL Specification / HopMa 

b) Total Combined Yeast Less than 10 CFU/g / Not more than 10 CFU/g / 
and moulds count I Meee 10 KOE/r He 6on1ee 10 KOE/r 
O6LIee Hcn1O 
JpOKKeBLIX H 

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

OrcyTCTByeTB I r OTCyTCTBMe B 1 r 

8 Assay / KoeerBeoe onpepe.nee 
Amlodipine / 4.99 mg /4 .99 Mr Not less than 4.5 mg and not more 
AMJIOJIMIIMH than 5.5 mg of Co»H·CIN,O, 

(Amlodipine) in tablet./ 
OT 4,5 Mr I10 5,5 Mr Co»H«CIN»O, 
(aMIOIIHIIHH) B Ta61eTKe. 

Telmisartan / 8 1 1  m g / 8 1 . 1  Mr Not less than 72.0 mg and not more 
Ten1MMCapTaH than 88.0 mg of Cs»H6NO, 

(Telmisartan) m tablet. I 

Or 72,0 Mr I10 88,0 Mr CH,oN,O, 
(TenIMHcapTaH) B Ta6eTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
{Hp»Meae: IlpOIIyKT CO0TBeTCTByeT Tpe6OBaHMM HJI 3ax1oeMe: OJIOPEHO 

Prepared by / Checked by/ Approved by: Manager/Executive / 
IloIIrOTOBIeHO: Sarita ITpoBepetto: Pravesh Ranaf Op06peo: MenepKep / PyKoBo1MTe.JI 

­ 
J_ 

Amit Kumar 
Reprint Date / Reprint Date / Reprint Date / ' JlaTa: 19.06.2025 JlaTa: 19.06.2025 Jlara: 19.06.2025 

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 :  mail@drreddys.com 
CIN: L85195AP1984PLC004507 

www.drreddys.com 
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
Ipop1yKT: Ten1capra" AM (aMIOJIIHH+TeMHCapTaH) Ta6eTKM 5 Mr+80 MT 

Market / PIHO : Russia / PoccH 

Batch No. / 
: V2501242 

Batch Quantity/ 400000 tab/ 
Ceps Nh PaMep cepn 

: 
400000 Ta6 

Analytical Report No./ 
:  890001816168 

Date of Analysis / 
: 19.06.2025 

AHaIHTHecKHi oTeT No Iara aan13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry / 

04/2028 
[aTa npo3Bon€Ta Fonen /1o 

: 

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

II po3BopIcTBeHaH : MNB/05/263 
Howep PY 

: 

(PT-RU) 
JHIIeH3HI .N? 
Analysis performed according ND / AHa13 npoeteH no HJI: JIII-N2(002648)-(PI-RU)-290623 

No. Test / IIoxa3are/1 Result / Pe3yTaT»I ] Specification / HopMa 
9 Package / Oncane 7 tablets per blister of (PVC/Al/PA) foil/aluminum foil with heat seal 

yIaKOBK lacquer and shellac coating. 4 blisters and a patient information leaflet in 
a carton. / Ilo 7 Ta61eTOK B 6cTepe H3 (IBX/Al/IA) ponr / 
aJ1OMMHMeBof pOn6TH C TepMOIeeBIM J1aKOB6IM IIOKDITHeM H 

IIeJIIaKOBIM IIOKpITMeM. Ilo 4 6ncTepa B IaHKy KapTOHHyo BMecTe C 
HHCTDVKLIHeH IIO IIDHMCHeHHO (JIHCTKOM-BKJIaJIBIIIeM). 

*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 / KOTpOn IOKa3aTe1I OCyLIeCTBHCTCH IIpOH3BOJIHTeICM IIpH BBIIIyCKe II&pHOHHCCK (C MHTpBa1OM OJUHO 

MCIITaHHe Ha 20 ccpf n He MeHee I pa3a B TO1). IlOKa3aTeJIE MOK&T 6LITE He BKJIOMH B CepTM]KaT aHan3a ppMt. 

API name / HaMenoBane AC: Amlodipine Besilate / Telmisartan / Ten1MHcapTa 
AMIOJIHIHHa 6e3HIaT 

INN/MHH: Amlodipine / AMIOJIHIIHH Telmisartan / TenMcapraH 

API manufacturer batch number/ ACQH002749, ACNH005299, ABRH010879, ABSH000423, 
HoMep cep npor3Boren1 AC: ACQH002746 ABSH000424, ABSH000423 

FP Manufacturer API Batch number/ FEQA00513, FEOA00384, FESA00057, FESA00100, 
HoMep Cep Cy6CTa1mun FEQA00512 FESA00lOI, FESA00183 
npo3Bo2Te1 II: 

Dr. Reddy's Laboratories Ltd., Dr. Reddy's Laboratories Ltd., 
API Manufactured by & country I India/ India/ 
IIpo3Bo/Te.IL AC, cTpaa: JI-p Per'c Jla6oparopc JIrp., JI-p PeI'c Jla6opaTopMc JlT1., 

HHIM HH/1H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IpMeae: IIpOyKT COOTBeTCTByeT Tpe6OBaHMM HJ 3ax.moene: OIOBPEHO 
Prepared by / Checked by/  Approved by: Manager/Executive / 

IloproroMetto: Sarit'2--- Ilposepetto: Pravesh Ra1 Opo6peno: Mee[pep / PyKOBOJIMTeJI 
Amit Kumar 

r� 
Reprint Date I Reprint Date / Reprint Date / 

I 

JlaTa: 19.06.2025 Ilara: 19.06.2025 JIara: 19.06.2025 

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, Email :  mail@drreddys.com 

CIN: L85195AP1984PLC004507 
www.drreddys.com 
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIp@yr: TencapTa" AM (aM1OJ1MnMH+TenMMapTaH) Ta61eTKM 5 Mr+80 Mr 

Market / PIHOK : Russia / Pocc 

Batch No./  
:  V2501242 

Batch Quantity/ 400000 tab/ 
Cep No Pa3Mep cep 

: 
400000 Ta6 

Analytical Report No./ 
:  890001816168 

Date of Analysis / 
: 19.06.2025 

AHaHTHeCKH oTeT .No JIaTa aan3a 
Date of Manufacture/ 

: 05/2025 
Date of Expiry / 

04/2028 
[aTa 1po3Bop1cTBa FoeH /10 

: 

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

II po3Bo2I€TBeHHa : MNB/05/263 
HoMep Py 

: 
(PF-RU) 

JIeH3MI .N 
Analysis performed according ND / AHa1r3 upoee no HJI: JIII-N2(002648)-(PF-RU)-290623 

Name, address, authorization No for 

FP manufacturing site/ Control site/ 

Release site / 
HaMeHoBaHe, a/peC, JIHueH3H /1/1H 
IIpo3BopcrBeHHa nIouaIKa / 
IInOIa[Ka oHTpo KaecTBa / 
InOIa/Ka BBIIIVCKa 

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol, 
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No 

MNB/05/263) I 
JI-p Pen1'c Jla6opaTopc JITI., HHJIHA, I1po3BOIICTBeHHOe 

IOI1pa3ze.1eHMe-6, BI1. Kxo1, Hanarapx PoyI, BaIII, JIMCTpHKT 
Conan, X.II., 173205, HHA1M8 (1MueH3M8 H0Mep MNB/05/263) 

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/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». 

aKO'eHHe 0 C00TBeTCTBHM: «HaCTOIIM nOIITBepKIIaO, HTO IIpHBeJIeHHa BIIIIe HHbOpMaLM 
BJLHeTC JIOCTOBepHO H TOHO~. Ta CepH IpOJIyKLIMH IIpOH3BeIeHa (BKIOHaH yIIaKOBKy (MapKHpOBKy) H 
KOHTpOI KaeCTBa) Ha BIIIIeVKa3aHHO IpOH3BOICTBeHHOH IJIOILIaJIKe (IIIOIIIaJIKaX) B IIOJIHOM 
COOTBeTCTBHH C Tpe6OBaHIM IHpaBnI HaUIeKaue IpOH3BOJICTBeHHO IIpaKTHKH EBpa3HCKOrO 
3KOHOMHHeCKOTO c003a ( GMP/EAEU/RU/00554-2022 0T 02 CeHT26p2 2022) Tpe6OBaHM8MM KOHTpO1 
KHeCTBd JMCKdpCTBCHHBIX Cp/I&TB, ad TAKE B CUUTBCICTBMM CO CIIeIMbHKaIIHIMH, C0JI~pKIIIMMMCH B 
perMCTpauIMOHHOM J0Ce CTpaHI-MIIOpTepa. 'an1CM IIO IIpOH3BOICTBy, VIaKOBKe M aHaIM3y IIpOBepeHBI, H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
{HpMeae: IIponyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oee: OJIOBPEHO 

Prepared by / Checked by I 1- Approved by: Manager/Executive/ 
IloJTOTOBIeHO: Sarita IlpoBepeo: Pravesh Ran Op106peHo: Mee[pep / PyKOBOIIHTeJI 

fl--- 
At«ams' A 

Reprint Date / Reprint Date / Reprint Date / ¥ 

JIara: 19.06.2025 Jlara: 19.06.2025 Jlara: 19.06.2025 

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 
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg 
IIpoyT: TencapTa" AM (aMIO2MIIMH+ TenMHCapTa) Ta61eTKH 5 Mr+80 Mr 

Market / PIHOK : Russia / Pocc 

Batch No./  
:  V2501242 

Batch Quantity/ 400000 tab/ 
Cepun N Pa3Mep cep 

: 
400000 Ta6 

Analytical Report No./ 
:  890001816168 

Date of Analysis / 
: 19.06.2025 

AHaHTHeCKHii oTeT N J[aTa aam13a 
Date of Manufacture / 

: 05/2025 
Date of Expiry/ 

04/2028 
Iara npor3BOJI€TBa Foe 210 

: 

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

IIpou3ocTBeHHa : MNB/05/263 
HoMep Py 

: 

(PF-RU) 
JHUeH3HI Ng 

Analysis performed according ND / AHa1H3 poBeen no HJI: JIII-Ne(002648)-(PF-RU)-290623 

yCTaHOBIeH0 MX CO0TBeTCTBHe Tpe6OBaHHIM IlpaBI HaJIeKaIIIe IIpOH3BOICTBeHHO IIpaKTHKH 
EBpa3MCKOrO 9K0H0MHHeCK0TO C0103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
{HpMMeae: IIpOJIyKT C0OTBeTCTByeT Tpe6OBaHMAM HJI 3ax1oeHe: OJIOBPEHO 
Prepared by / Checked by/ Approved by: Manager/Executive / lloArOTOBneHY IlpoBepeo: Pravesh Rana 1 Op06peHo: MeneppKep / PyKOBOIMTeJTL 

( Amit Kumar 

A' Reprint Date / Reprint Date / Reprint Date / V 

Jlara: 19.06.2025 Jlara: 19.06.2025 JIara: 19.06.2025 
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