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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIpoyKT: Ten1capTa" AM (aMIOJIMIHH TeJIMHCapTaH) Ta6eTKM 5 Mr+40 Mr 

Market / PIHOK : Russia / Poccw 

Batch No./ 
:  V2501741 

Batch Quantity / 4,00,000 tab / 
Cep No Pa3Mep cep 

: 
4,00,000 Ta6 

Analytical Report No./  
:  890001832853 

Date of Analysis / 
: 31.08.2025 

AHan1HTecKHi oTer N [Iara aan3a 
Date of Manufacture/ 

: 08/2025 
Date of Expiry / 

07/2028 
JIaTa 11p01H3BOICTBa Fop1eH I0 

: 

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

II po3BocTBeHHaH : MNB/05/263 
HoMep PY 

: 

(PT-RU) 
Juen3 .No 

Analysis performed according ND / Aau3 npoBepen no IJI: III-N2(002648)-(PF-RU) dt. 29.06.2023 
/ JI1-Ns(002648)-(PT-RU) or 29.06.2023 

No. Test / IIoa3are1» Result / Pe3y.JTaT6I Specification / HopMa 

1 Description / OmHcaHe Oblong shaped, uncoated, Oblong shaped, uncoated, 
biconvex, bilayered tablets with biconvex, bilayered tablets with 
pink layer on one side and off white pale pink to pink layer with 
layer with mottled appearance on mottled appearance on one side 
other side. / Ta6neTKM and white to off-white layer on 
IIpOOJITOBaT0 dOpMI, 

other side. I Ta61eTKH JIB0IK0BIIyVKIIe, IIByXCIOHIe, 
npopIorOBaTO bopMt, 0JIHH c1Of p030B0To LBeTa C 

BKpanIJIeHHM 6enorO LIBeTa, JIBOKOBIIIVKJIBIe, IIByXCIOHHIe, 

BTop0 cIO nOHTH 6en1or0 uIBeTa. OJIHH CJ1O OT CBeTIO-pO30B0TO 

I1IO po30BOTO uIBeTa, C 
BKDaIIJIeHHIMH 6en1OTO LIBeTa, 
BTOpo co 6en1OTO HJIH IIOHT 6enor0 uIBeTa. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

IHpweae: IHpOJyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3ax1oene: OJIOPEHO 

Prepared by / Checked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized IloIrOTOBneHO: lpoBepeo: Pardeep Ilpoepeo (AOK): person / O106peo: O6ecneee Ramakant 4 Kumar Amit Kumar KaHeCTBa/OTBeTCTBeHHOC JIHLI0: 
»My <t' 

' 
s 

_,,,,,- 

Date/ Date/ Date/ IDate / 2 1-,0S 

I  JIara: 31 .08.2025 Jlara: 31.08.2025 JlaTa: 31 .08.2025 [Iara: 

Registered Office: 8-2-337, Road No. 3, B2njara Hils, Hyderabad - 500034, Telangana, India 
Tel: +91 40 4900 2900, Fax: +9140 4900 2999, Emai l :  mail@drreddys.com 

CIN:  L851954P1984PLC004507 

www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIpoyKT: TencapTa" AM (aMIIOIIMIIHH + TeIMMCapTaH) Ta6J1eTK 5 Mr+40 Mr 

Market / PIHOK : Russia / PoccH 

Batch No. / 
: V2501741 

Batch Quantity/ 4,00,000 tab / 
Cepsa N? Pa3Mep cep 

: 
4,00,000 Ta6 

Analytical Report No. / 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

Aa1THecKii oTeT No JIaTa aa/1w3a 
Date of Manufacture/ 

: 08/2025 
Date of Expiry / 

07/2028 
Iara 1po3BO/IcTBa Foe 210 

: 

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

IIpom3BOICTBeHHa : MNB/05/263 
HoMep PY 

: 
(PF-RU) 

JIHIeH3H No 

Analysis performed according ND / Aau3 npoBeIeH no H/I: JIII-N(002648)-(PF-RU) dt. 29.06.2023 
I III-Ni(002648)-(PI-RU) or 29.06.2023 

No. 

2a 

Test / IIoxa3are.n 

Identification (HPLC) / 
HAeTHIKa1IM 
(BKX) 

Amlodipine and 
Telmisartan / aMOIIH 
H Te1MHCapTaH 

Result / Pe3y.J1»TaTL 

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"). I 

BpeMeHa yJIepKHBaHH 

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 yIIepKHBaHHH 

OCHOBHhlX IIHKOB Ha OCHOBHIX IIHKOB Ha 
XpOMaTOTpaMMe MCIIEITVeMOTO XpOMaTOTpaMMe MCI1ITyeMOrO 
pacTBOpa COOTBeTCTBVOT paCTBOpa JIOJDKHEI 
BpeMeHaM yepKHBaHH COOTBCTCTBOBaT BpeMeHaM 
OCHOBHIX IIHKOB Ha yJICpKHBaHHH OCHOBHIX IIHKOB 
XpoMaTorpaMMe pacrBopa Ha xpoMaTorpaMMe pacrBopa 
CTaIapTHIX O6pa3LI0B CTaHJIapTHIX 06pa3110B 
TeJIMHCapTaHa M aMIOJIMIIHHa TeIMHcapTaHa H 

6e3MaTa (pa3en 6e3»aTa 
aMJIOJIHIIHHa 

(pa3nen 
«KOHHeCTBeHHOe 
onpepeneHHe»). 

«KOHHeCTBeHHoe 
onpee1IeHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 

IIpnMeae: IHpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3a.oee: OJIOEPEHO 

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

IloproroBeHO: lpoBepeo: Pardeep IlpoBepeo (AOK): person / Op106peHo: O6ecneeHe 
" 

Kumar 

M 
Amit Kumar, KaeCTBa/OTBeTCTBeHHOe JIHLIO: 

� t____/ � el , 
. 

.-- Date/ Date / Date/ IDate / 34-00·0< I  JIara: 31.08.2025 Jlara: 31.08.2025 Jlara: 31.08.2025 Jlara: 
Registered Office: S-2-337, Road No. 3, Bnjara Hiils, 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+40 mg 
HpoIyer: Ten1capTa" AM (aMIOJIMIIMH +TeIMHCapTaH) Ta61eTKH S Mr+40 Mr . 

Market / PHOK : Russia / Pocc 

Batch No./ 
:  V2501741 

Batch Quantity / 4,00,000 tab/ 
CepnHs No Pa3Mep cep 

: 
4,00,000 Ta6 

Analytical Report No./ 
:  890001832853 

Date of Analysis / 
: 31.08.2025 

AaITHecKHii oTeT .N JIaTa aan3a 

Date of Manufacture / 
: 08/2025 

Date of Expiry I 
07/2028 

[Iara npo3BocTBa To/en I0 
: 

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

IIpo3BopcrBeHHaH : MNB/05/263 
HoMep PY 

: 
(PT-RU) 

JIHLIeH3H No 

Analysis performed according ND / Ama3 npoBee no HJI: III-N2(002648)-(PF-RU) dt. 29.06.2023 
/ JIII1-Ni(002648)-(PI-RU) or 29.06.2023 

No. 

2b 

Test / IIoa3are.JI 

Identification 
UV-spectroscopy 
(HPLC with PDA) / 

MeTMpHKaI 
y -cIIeKTpOCKOI1MM 
(BOKX (PDA­ 
IIeTeKTOp)) 
Amlodipine and 
Telmisartan / aMn10JIMnHH 
H TeIMHCapTaH 

Result/ Peay.Tart Specification / HopMa 
UV absorption spectra of the UV absorption spectra of the peaks 
peaks of telmisartan and of telmisartan and amlodipine, 
amlodipine, obtained by obtained by chromatography of the 
chromatography of the test and test and standard solutions, should 
standard solutions, have have absorption maxima at the 
absorption maxima at the same same wavelengths (±2 nm) 
wavelengths (±2 nm) (section (section "Assay"). / yV-cneKTpI 
"Assay"). / Vb-cneKTpI II0TI0IIIeHH IIHKOB 
II0FJIOIIICHMH IIHK0B TeIMHCapTaHa H aMIOIIHIIHHa, 
TeIMHCapTaHa M aMIOIIMIIHHa, IIOJIVHeHHIe Ip 

IIOIyHeHHIe IpH XpOMaTorpadHpOBaHMH 
XpoMaTorpaHpOBaHHH MCIIITyOMOTO M CTaHJIpTHOTO 
HCII6ITVeMOTO H CTaHIIapTHOTO DaCTBODOB, JIODKHI HMeTL 
paCTBODOB, HMCOT MaKCHMyMI MaKCHMVMI IIOFJIOIIICHH I1pH 

3 Dissolution / PacrBopeHe 

IIOTJIOIIICHHI IIDH OJIHHX M TeX 
Ke IUIHHaX BOJIH (±2 HM) (pa321e1 
«KOIHHeCTBeHHOe 
OIIpeneeHHe»). 

OJIHHX H TeX Ke JIIHHaX BOIH 
(±+2 1M) (pa31e1 
«KOJHeCTBeHHOe 
onpeJeIeHHe»). 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 

IIpMeae: IIpOIIyKT COOTBeTCTByeT Tpe60BaHMM HJI 3ax1oeme: O/IOBPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized TlOIrOTOBneHO: IlposepeHo: Pardeep IIpoBepeHo (AOK): person / Op06peo: O6ecneee 
"»» 

Kumar Amit Kumar KaeCTBa/OTB€TCTBeHHOO JIMIIO: 
l -' 

<!fl}) 
R 

Date/ Date/ Date/ IDate / ,,... 

I 3]-0&202s 
JIara: 31.08.2025 Jlara: 31.08.2025 Jlara: 31.08.2025 [Iara: 

Registered Office: S-2-3327, Road No. 3, Banjara Hi i 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+40 mg 
IIponvr: TencapTa" AM (aMIOJIMIIMH +Te1MHCapTaH) Ta6eTKM 5 Mr+40 Mr ' 

Market / PIHOK : Russia / PoccH 

Batch No. / 
: V2501741 

Batch Quantity / 4,00,000 tab/ 

Cepn No PaMep cep 
: 

4,00,000 Ta6 

Analytical Report No. / 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

AHa.ITHecKHii oTeT N? [aTa a1a13a 

Date of Manufacture / 
: 08/2025 

Date of Expiry / 
07/2028 

Jara npor3Bo[cTBa Foe1 II0 
: 

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

II po3BO[CTBeHHa : MNB/05/263 
HoMep PY 

: 

(PF-RU) 
JIHUIeH3HI N? 

Analysis performed according ND / Aan3 npoeen no III: JIII-N(002648)-(PI-RU) dt. 29.06.2023 
/ JIII-N2(002648)-(PI-RU) or 29.06.2023 

No. Test / IIoKa3aTe.21» Result / Pe3y1TaTL Specification / HopMa 

Amlodipine / Unit-1/ Ta6n.-1 102 % Not less than 75 % (Q) 

AMJIOJIHIIHH Unit-2/ Ta6n.-2 100% CH«CIN,O, (Amlodipine) m 

Unit-3/Ta61.-3 100% 30 min. / He MeHee 75 % (Q) 

Unit-4/ Ta6n1.-4 100% CoH»sCIN,Os (aMn1op1Mn1M») epe3 

Unit-5/Ta6n.-5 9 7 %  30 MHH. 

Unit-6/ Ta6.-6 9 9 %  
T  elmisartan / Unit-1 / Ta6.-1 9 4 %  Not less than 75 % (Q) 
TenMcapTa Unit-2 /Ta6.-2 9 4 %  CH6N,O, (Telmisartan) m 

Unit-3/Ta6.-3 9 6 %  30 min. I He MeHee 75 % (Q) 

Unit-4/ Ta6n1.-4 95 % CH3oNO (Ten1McapTa) epe3 

Unit-5 /Ta6n.-5 9 6. %  30 MMH. 

Unit-6 /Ta6n1.-6 9 4 %  
4  Impurities / IIprec 

Amlodipine / 
AMIOJIHIIHH 
Impurity D / IHpMec D Below LOQ (LOQ = 0.08 %) I Not more than 0.5 % I 

He 60nee 0,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

IlpMeame: IIpOIVKT CO0TBeTCTByeT Tpe60BaHMM HJ[ 3amoeHe: OJI0BPEHO 

Prepared by / Checked b y /  Checked by (AQA)/ Approved by: Quality Assurance/ Authorized 

IlOIrOTOBIeHO: IlpoBepeo: Pardeep IIposepeo (AOK): person / Op06peo: O6ecneeHe 

"t 
Kumar Amit Kumar 

A 
KaHeCTBa/OTBeTCTBCHHOe JIHLIO: 

<I ­ 
t&f 

y 

Date/ Date/ Date/ !Date/ 
/ 

I  31-0&-20025 
Jlara: 31.08.2025 Jlara: 31.08.2025 Jlara: 31.08.2025 JlaTa: 

Registered Office: 8-2-327, Road No. 3, Banjara Hiiis, 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+40 mg 
IIpoIyT: TencapTa" AM (aMIOIUHIH +TeJIMHCapTaH) Ta61eTKM 5 Mr+40 MT 

Market / PIHOK : Russia / PoccH 

Batch No./  
:  V2501741 

Batch Quantity / 4,00,000 tab / 
Cep Nb Pa3Mep cep 

: 
4,00,000 ra6 

Analytical Report No. / 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

AHa.IHTHeCKHi oTeT No J[aTa a1am13a 
Date of Manufacture / 

: 08/2025 
Date of Expiry / 

07/2028 
Iara npor3BoIcTBa Foe [Io 

: 

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

IIpo3Bop€TBeHHa : MNB/05/263 
HoMep Py 

: 
(PF-RU) 

JIIIeIH3IHI No 

Analysis performed according ND / Aam3 npoBeen no HJI: JIII-N2(002648)-(PF-RU) dt. 29.06.2023 
/ JIII1-Ns(002648)-(PT-RU) or 29.06.2023 

No. Test / IIoKa3are.21» Result / Pe3y./1TaTL Specification / HopMa 
Hoe npep1en1a 
K0JIHHCCTBCHHOTO OIIDeIeJICHHH 
(IIKO= 0.08 %) 

Any unidentified Below LOQ (LOQ = 0.08 %) / Not more than 0.2 % / 
impurity / EIMHoi Hwe npepen1a He 6oee 0,2 % 
HeHJIeHTH]MLIHpOBaHHof KOJIHHeCTBHHOT O OIpeIeIeHHH 
IIpMeCH (IIKO= 0.08 %) 

Total impurities /CyMMa Below LOQ (LOQ = 0 .08 %) / Nat mare than 1 5 % /  

npMece Hwe npepen1a He 6onee 1,5 % 
KOJIHHeCTBCHHOTO OIIDeICIHHH 
(IIKO= 0 .08 %) 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeame: IlpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJI 3a0ee: OJIOBPEHO 

Prepared by / Checked. by /  Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IlOJIrOTOBJIeHO: lpoBepeo: Pardeep lpoBepeo (AOK): person / OJ06peHo: O6ecneeHe 
Ramakant Kumar Amit Kumar KaeCTBa/OTB&TCTBeHHOe JIHLIO: 

es -!- 
( <3f) 

' 
• 

Date/ Date/ Date / IDate / ? ) - a & - 20 2  I  Jlara: 31.08.2025 Jlara: 31.08.2025 Jlara: 31 .08.2025 Jlara: 

Registered Office: S-2-337, Road No. 3, Bcnjara Hiils, 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+40 mg 
IIpoyKT: Ten1Capra" AM (aMIOJIMIIMH+Te1MHCapTaH) Ta6eTKM 5 Mr+40 Mr - . 

Market / PIHOK : Russia / PoccH 

Batch No./ 
:  V2501741 

Batch Quantity/ 4,00,000 tab I 
Cep1 No PaMep cepun 

: 
4,00,000 Ta6 

Analytical Report No./ 
:  890001832853 

Date of Analysis / 
: 31 .08.2025 

AHaIHTHecKHi oTeT No JlaTa a1an13a 
Date of Manufacture / 

: 08/2025 
Date of Expiry / 

07/2028 
JIaTa 1po3B02I€TBa Toe 210 

: 

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

IIpo3BO2I€TBeHHa1 : MNB/05/263 
HoMep Py 

: 
(PF-RU) 

JHIIeH3H No 

Analysis performed according ND / AHaw3 npoBee no HJI: JIII-N2(002648)-(PI-RU) dt. 29.06.2023 
/ JIII1-Ni(002648)-(PT-RU) or 29.06.2023 

No. Test / IIoa3are.J1 Result / Pe3y.JTaTL Specification / HopMa 
Telmisartan / Te1MHcapTaH 
Impurity A /IIpMecn A Below LOQ (LOQ = 0.004 %)/  Not more than 0 . 2 % /  

Hwe npenena He 6onee 0,2 % 
KOJIHHeCTBeHHOTO OIIpeJI€JI€HH 
(IIKO = 0.004 %) 

Dimer acid / JIMepo Below LOD (LOD = 0 .005%)/  Not more than 0 . 2 % /  
KHCJIOTI Howe npenea O6HapyxeHM He 6oee 0,2 % 

(ITO= 0.005 %) 

Any unidentified Below LOQ (LOQ = 0.008 %) I Not more than 0 . 2 % /  
impurity / EpMHHo Hwe npee1a He 60nee 0,2 % 
HeIIeHTM]HLIHpOBaHHof KOIHHeCTBCHHOF'O OIpCJI€I€HH 
IIpHMeCH (IIKO= 0.008 %) 

Total impurities /CyMMa Below LOQ / Hoe npenena Not more than 1 . 5 % /  
npMecei KOJIMHeCTBeHHOTO OIIpeJIeJICHH He 6on1ee 1 ,5 % 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Il p e a n e :  IlpOJ(yKT COOTBeTCTByeT Tpe6OBaHMM HJI 3aoene: OJI0PEHO 

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

IloJTOTOBJIeHO: IIpoBepeo: Pardeep IIpoBepeHo (AOK): person / Op06peHo: O6ecneeHe Ramakan� Kumar Amit Kumar KaHeCTBa/OTBeTCTBeHHOe JIHLI0: 

.l. 
\ 

1$ ) 
Date/ Date/ Date/ 'Date I ?/-0&-22 I  [Iara: 31.08.2025 Jlara: 31.08.2025 Ilara: 31.08.2025 JlaTa: 

Registered Office: $-2-327, Road No. 3, Bnjars Hi i 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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Dr. Reddy's Laboratories Ltd. 

Formulation Unit-6 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIpoIyKT: TencapTa" AM (aM1OJ1HIM+TeIMHCapTaH) Ta6neTKH 5 Mr+40 Mr 4 

Market / PHOK : Russia / Pocc 

Batch No. / 
: V2501741 

Batch Quantity I 4,00,000 tab I 
Cep No Pa3Mep Cep 

: 
4,00,000 Ta6 

Analytical Report No. / 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

AHa1THeeKHi oTeT N JaTa a1a/1r3a 
Date of Manufacture / 

: 08/2025 
Date of Expiry / 

07/2028 
[Iara 1po3Bo[IcTBa Foe 210 

: 

Mfg. License No./ 
MA number:/ J1I1-N6(002648)­ 

IIpon3oIcTBeHHa : MNB/05/263 
HoMep PY 

: 

(PF-RU) 
Jue3HI N 

Analysis performed according ND / Aau 1poeeH no III: JIII-N2(002648)-(PI-RU) dt. 29.06.2023 
/ JII1-Ni(002648)-(PF-RU) or 29.06.2023 

No. Test / IIoxa3are.n Result / Pe3VJITaTL Specification / HopMa 

5 Water content/ 1.7 % Not more than 4.0 % / 
COepaHe BO/II He 60nee 4,0 % 

6 Uniformity of dosage units/ OIOpOIHOCTE [IO3HDOBaHHIX eIHHHII 

Amlodipine I 5.1 The acceptance value (AV) should 
AMIOJIHIIHH be less than or equal to 15 .0  I  

IloKa3aTeJI IpHeMIeMOCTH (4) 

IIODKeH 6IT He 6on1ee 15,0. 
Telmisartan / 2 . 1  The acceptance value (AV) should 
Ten1MMCapTaH be less than or equal to 15 .0 I  

Iloxa3aren npeMneMOCT (4V) 

IOJDKeH 6IT He 6oee 15,0. 
7 Microbiological purity / MHKpo6on0rHecKa IcToTa 

a) Total Aerobic Less than 10 CFU/g / Not more than 10 CFU/g / 
Microbial Count / O6ee MeHee 10 KOE/r He 6oee 10 KOE/r 
HHCJIO apO6HIX MHKpO­ 
OpraHH3MOB 
b) Total Combined Yeast Less than 10 CFU/g / Not more than 10 CFU/g / 
and moulds count / MeHee 10 KOE/r He 6on1ee 10 KOE/r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpeame: IlpOIyKT COOTBeTCTByeT Tpe60BaHHM HJI 3a1oee: OIOBPEHO 

Prepared by I Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized 
IlOJTOTOBJIeHO: IlpoBepeo: Pardeep IpoBepeo (AOK): person / On06peHo: O6ecneeMe 

""° 
Kumar Amit Kumar KaeCTBa/OTB&TCTBeHHOe JIHLIO: 

l } '  
&k 

I "' .,...---- 
(.,.----- 

Date/ Date/ Date/ I  Date/ 3 1 - 0 R - 2 6  I  JIara: 31 .08.2025 Jlara: 31 .08.2025 Jlara: 31 .08 .2025 Jlara: 

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

CIN: L851954P1984PLC004507 
www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIpoyT: Te1capTa" AM (aMnOIHnMH+TeJIMHCapTa») Ta61eTKM 5 Mr+40 Mr 

Market / PLIHOK : Russia / Pocc 

Batch No. I 
: V2501741 

Batch Quantity / 4,00,000 tab/ 
Cepa N Pa3Mep cepH 

: 
4,00,000 Ta6 

Analytical Report No. I 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

AaTHecKHi oTeT N? Iara aan3a 
Date of Manufacture/ 

: 08/2025 
Date of Expiry/ 

07/2028 
JIaTa n1po3BoIcTBa Fop1e 2I0 

: 

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

IIpom3Bo2I€TBeHHa2H : MNB/05/263 
HoMep PY 

: 

(PF-RU) 
JeH3HI N 

Analysis performed according ND / Aa13 npoBeIeH no HI: JIII-N(002648)-(PI-RU) dt. 29.06.2023 
/ III-Ns(002648)-(PF-RU) or 29.06.2023 

No. Test / IIoa3are.n1 Result / Pe3y.JI1TaTI Specification / Hopa 

O6Lee Hen10 
IIp0IKKeBIX M 

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

OTCyTCTByeTB I r OrcyTCTBHe B I r 

8 Assay / KoecrBeHoe onpepre.nee 

Amlodipine / 5.14mg/ 5 . 14  Mr Not less than 4.5 mg and not more 
AMIOJIMIIHH than 5.5 mg of Co»H,CIN,O, 

(Arnlodipine) in tablet./ 
Or 4,5 MT I10 5,5 Mr CH,CIN,O, 
(aMnOIn) B Ta6neTKe. 

Telmisartan / 40.4mg/40.4 Mr Not less than 36 .0 mg and not 
TenMMCapTaH more than 44.0 mg of Cs»Ho6NO, 

(Telmisartan) m tablet. I 

Or 36,0 MT I10 44,0 MT C»Ho6N,O 
(TeIMHCapTaH) B Ta6eTKe. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

Ipeae: IIpOIyKT COOTBeTCTByeT Tpe6OBaHHM HJ 3amoene: O[IOBPEHO 

Prepared by/  Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized 
TloroTOBIeHO: lpoepeo: Pardeep lposepeHo (AOK): person / O106peHo: O6ecneee 

be 
Kumar Amit K um a r ,  KaeCTBa/OTBeTCTBCHHOe JIHLI0: 

<l 

­ 
a 

Date/ Date/ Date/ I  Date/ ?-o@-20% I  Jlara: 31.08.2025 Jlara: 31 .08.2025 Jlara: 31.08.2025 Jlara: 
Registered Office: S-2-337, Road No. 3, Banjara Hiils, Hyderabad - 500034, Telangana, India 

Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Emai l :  mail@drreddys.com 
CIN: L85195A4P1984PLC004507 

www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
po1yr: Ten1capra" AM (aMn1OJ1IIMH+ Te1MMCapTaI) Ta61eTKM 5 Mr+40 Mr 

Market / PIHOK : Russia / Poccu 

Batch No./  
:  V2501741 

Batch Quantity / 4,00,000 tab/ 
CepH N Pa3Mep CepH 

: 
4,00,000 Ta6 

Analytical Report No. I 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

AHa1HTMecKHi oTeT .N Jara anan1r3a 
Date of Manufacture/ 

: 08/2025 
Date of Expiry / 

07/2028 
Iara 1po3BO[IcTBa Foe 210 

: 

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

IIpom3Bop1cTBeHHa : MNB/05/263 
HoMep Py 

: 

(PF-RU) 
JueH3HI N? 
Analysis performed according ND / Aa3 npoBeen no II: JIII-N2(002648)-(PI-RU) dt. 29.06.2023 
/ JI1-Ni(002648)-(PI-RU) or 29.06.2023 

No. Test / IIoKa3are.21» Result / Pe3y.1TaT1 Specification / HopMa 

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

in a carton. / Ilo 7 Ta61eTOK B 61&Tepe M3 (IBX/A/ILA) por / 

a1OMHHMeBO JOI6TM C TepMOKIeeBBIM JIaKOBIM IIOKDITHeM H 
IIIeJIJIaKOBIM IIOKprTHeM. Ilo 4 6McTepa B IaHKy KapTOHHy BMecTe C HHCTDVKLIMC{ IIO IIDHMCHeHHIO (IHCTKOM-BK1aJIIIIIeM). 

*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 / KOHTpOJI IIOKa3aTeIH OCyIIICCTBIHCTCH IDOH3BOJIHTCJICM IIpH BIIIyCKC II~DHOJIHHCCKH (C MHTCDpBaTOM OIHO 
CIIITaHHe Ha 20 cep e MeHee l pa3a B rO1). IlOKa3aTeJI MO&eT 6IT HO BKIOHCH B CepTHbHKaT a1Ha1M3a ]HpMLI. 

API name / HaMeoane AC: Amlodipine Besilate / Telmisartan / TenMcapTa 
AMIO/IMIIHa 6e3Mn1aT 

INN /MHH :  Amlodipine / AMIOIIMIIHH Telmisartan / TenMcapTaH 

API manufacturer batch number/ ACQH002746 ABSH002935 
HoMep Cep npo3Bo[Te1 ADC: 

FP Manufacturer API Batch number/ FEQA00512 FESA00306 
HoMep Cep cy6CTaHut 
npow3BoIMTe.J1 FI: 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IIpMeame: HpOIyKT COOTBeTCTByeT Tpe6OBaHM HJI 3ax.moee: O[IOPEHO 

Prepared by / Checked by/ Checked by (AQA) I Approved by: Quality Assurance/ Authorized IlOJIrOTOBJIeHO: IlpoepeHo: Pardeep TIpoBepeno (AOK): person / O06peHo: O6ecneeHMe 
Ramakant A Kumar Amit Kumar KaeCTBa/OTBeTCTBeHHOe JIMII0: 

<! � de 
8­ ­ 

Date/ Date/ Date/ !Date/ ,,.- 

I  Ilara: 31.08.2025 Jlara: 31.08.2025 Jlara: 31 .08.2025 
3 l 0 & - 2 2  

Iara: 

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

CIN:  L851954P1984PLC004507 
www.drreddys.com 
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg 
IIpo1yr: TencapTa" AM (aMnOJMIHH+TeJIMHCapTaH) Ta6n1eTKM 5 Mr+40 Mr 

Market / PIHOK : Russia / Pocc 

Batch No. /  
:  V2501741 

Batch Quantity / 4,00,000 tab/ 
Cep No Pa3Mep cep 

: 
4,00,000 Ta6 

Analytical Report No./ 
:  890001832853 

Date of Analysis / 
: 31.08.2025 

AaTHeeKii oTeT N Iara anan1r3a 
Date of Manufacture / 

: 08/2025 
Date of Expiry / 

07/2028 
laTa npo3BocTBa Foe Io 

: 

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

IIpor3Bo2IcTBeHHaH : MNB/05/263 
Howep PY 

: 
(PF-RU) 

JIHUIeH3H .No 

Analysis performed according ND / Aam3 npoBeme no I/I: JIII-N2(002648)-(PF-RU) dt. 29.06.2023 
I JIII-Ne(002648)-(PI-RU) or 29.06.2023 

Dr. Reddy's Laboratories Ltd., Dr. Reddy's Laboratories Ltd., 
API Manufactured by & country I India/ India/ 
Ilpow3Boren AC, eTpaa: JI-p Pen'c Jla6opaTopc JITI., JI-p Pew'c Jla6opaTopc Ira., 

HHIII Hn 

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

FP manufacturing site / Control site/ 
Nalagarh Road, Baddi, Distt. Solan (HP) I 73205, India (license No 

Release site I 
MNB/05/263) I 

HaMeHOBaHe, a[pee, JIe3I J91H 
JI-p Per'c la6opaTOpc JIT1., HJ1H, IIpo3BOIICTBeHHOe 

I1po3BopcTBeHHa noaIa / 
no[pa3zeeHHe-6, BHI1. KxoI, Hanarapx PoyII, BaIIM, [ICTpMKT 

IlnOIIa[Ka oHTpoI KaecTBa / 
ConaH, X.II., 173205, HHIM (1ILIeIH3H HOMep MNB/05/263) 

IIno1a[a B1Inv€Ka 

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». 

3ax1OeHMe O COOTBeTCTBHH: «HacTOIIHM IOJITBeDKIaO, HTO IIDHBeIIeHHaH BBIIJe HHbOpMaLIHH 
BLHCTC JIOCTOBeDHO M TOHO. Ta CepH IIpOIyKIIHH IIpOH3BeJIeHa (BKIOHa1 MIIaKOBKy (MapKHpOBKy) H 
KOHTpOJI KaeCTBa) Ha BIIIIeVKa3aHHO IIpOH3BOICTBeHHO IIIOIIIaJIKe (IIJIOLIaJIKaX) B IOJIHOM 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 

IIpMeame: IlpOJIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3anoemne: OJIOPEHO 

Prepared by/ Checked by/ Checked by (AQA)/ Approved by: Quality Assurance/ Authorized IIOrOTOBJIeHO: Ilposepeo: Pardeep IlpoBepeo (AOK): person / Ono6peHo: O6ecneeHHe Ramakant ) Kumar Amit Kumar KaeCTBa/OTBeTCTBeHHOe JIHIIO: 
<l 

.­ % ( ' ...--- 

Date/ Date/ Date / !Date/ 21-0g-2¢< I  JIara: 31.08.2025 Jlara: 31.08.2025 Jlara: 31 .08.2025 Jlara: 

Registered Office: 8-2-337, Road No. 3, Benjara Hils, 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+40 mg 
IIpoIyKr: Te1capraH" AM (aMn1on+TeMHcapra») Ta61eTKM 5 Mr+40 Mr . .  

Market / PIHOK : Russia / Pocc» 

Batch No./  
:  V2501741 

Batch Quantity / 4,00,000 tab / 
Ceps N? Pa3Mep cep 

: 
4,00,000 ra6 

Analytical Report No. / 
: 890001832853 

Date of Analysis / 
: 31.08.2025 

AHa1THecKH oTHeT No Iara aan13a 
Date of Manufacture / 

: 08/2025 
Date of Expiry / 

07/2028 
IaTa 1po3BOICTBa Foe /10 

: 

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

IIpom3ocTBeHHa : MNB/05/263 
HoMep Py 

: 
(PF-RU) 

JIHIIeH3H .Ng 

Analysis performed according ND / AHan3 npoBcIen no HJI: JII-N2(002648)-(PI-RU) dt. 29.06.2023 
I JIII-N(002648)-(PT-RU) or 29.06.2023 

COOTBeTCTBHH C TpeOBaHHAMH IHpaBI HaUIeKaII1e IpOH3BOICTBeHHO IpaKTHKM EBpa3MCKOTO 
9KOHOMHHeCKOO CO03a M TDC6OBaHHIMH KOHTDOJIH KaHeCTBa JI&KapCTBeHHIX CpeIICTB, a TaKKe B 

COOTBeTCTBHH CO CIeLIHbHKaLIMIMH, COJIpKaIIIMMHCH B DeTHCTDaLIMOHHOM JI0Ce CTpaH-MopTepa. 
3anC IO IIpOH3BOJICTBy, JIIaKOBKe M aHaIH3y IpOBeDCHI, H yCTaHOBJICHO MX COOTBOTCTBHe TDe~OBaHHHM 
IHpaBI HaJUIKaIIIeH IDOH3BOJICTBeHHO IIpaKTHKH EBpa3MCKOTO 3KOHOMHMeCKOTO CO103a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IIpeame: IlpOIyKT COOTBeTCTByeT Tpe6OBaHMM HJI 3a.1oeHe: OIOBPEHO 

Prepared by / Checked by / Checked by (AQA) / Approved by: Quality Assurance/ Authorized 
IloIrOTOBnIeHO: IIpoBepeno: Pardeep IIpoBepeHo (AOK): person / Op06peHo: O6ecneeHMe 

"7w 
Kumar Amit Kumar KaeCTBa/OTBeTCTBeHHOe JIMIIO: 

=! 

' 
lffi' 

.... 
.,,.. 

Date / Date/ Date I I Date/ 2 1 - 0 - 2 6  I  JlaTa: 31.08.2025 JIara: 31.08.2025 Jlara: 31 .08.2025 [Iara: 

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

CIN:  L85195AP1984PLC004507 

www.drreddys.com 


