
• •·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
Ilpoµ:v1rr: TencapTau® (TenMucapTan) Ta6nencu 80 Mr 

Market / PbIHOK : Russia / PoccIDI 

Batch No./ 
B2502766 

Batch Quantity / 
406.000 KG I 406,000 Kr 

CepuHX!! 
: 

PaJMep cepuu 
: 

Analytical Report No./ 
: 2002FP25002199 Date of Analysis / : 13-09-2025 

AuaJiuTnqecKuii oTqeT J(2 .L(aTa auaJiuJa 
Date of Manufacture/ 

20-08-2025 Date of Expiry / 31-07-2028 
.L(aTa npOU3B0.ll:CTBa 

: 
ro.a:eu.a:o 

: 

Mfg. License No. / 
IlpoH3B0.ll:CTBeuuaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JIIl-X2(005432)-(Pr-RU) 
JIHUeH3HH X!! 
Analysis performed accordine: ND No/ Aua11u3 npose.a:eu no H.L( J(2: JIIl-X2(005432)-(Pr-RU)-130524 

Paee 1 of 5 / Cm. 1 HJ 5 
No 

Test I IloKaJaTenb Result/ PeJyJibTaTbl Specification / HopMa 
X2 

1 Appearance / Onucauue White, capsule shaped, biconvex tablet with White to off-white, capsule shaped, biconvex 
"T" and "L" debossed on both sides from tablet with "T" and "L" debossed on both sides 
break line on one side and "80" debossed on from break line on one side and "80" debossed on 
the other side. / Ta6neTKa KancynoBHJl:HOH the other side. I Ta6neTKa KancynoBHJJ:HOH 
q>OpMbl, JJ:BO.lIKOBblnyKJIM, 6enoro lU3eTa, q>OpMbl, .ll:BO.lIKOBbinyKJia.H, 6enoro HJIH noqTu 

Ha o,n:Hoii crnpoHe p33,a:enHTeJihHM pncKa u 6enoro I.UleTa, Ha o,a:HOH cTopoHe pa.3,n:enuTeJihHM 

Ht(;Ht:1il1t: 1ff)) M ((L)) no !)aJHhIC C TO!)0Hhl pm:Kfl H THCHeHHe «T» ff «L» TIO pa1HbTe CT0p0Hbl 

OT Hee, Ha ,n:pyroii crnpoHe THCHeHHe «80». OT Hee, Ha ,n:pyroii CTOpOHe THCHeHHe «80». 

2 ·Identification/ The retention time of the main peak in the The retention time of the main peak in the 
JmeHTU4'HKaUHH chromatogram of the test solution chromatogram of test solution should correspond 

correspond to that in the chromatogram of to that Ill the chromatogram of telmisartan 
telmisartan reference standard solution. / reference standard solution (Assay section)./ 
BpeM.lI y,n:ep,KHBaHIDI OCHOBHOro IlHKa Ha BpeM.H y,ll.ep,KHBaHH.lI OCHOBHoro IlHKa Ha 
xpoMaTorpaMMe HCIIbITyeMoro pacTBopa xpoMaTorpaMMe ucmrryeMoro pacTBopa JJ:OJl)KHO 
COOTBeTCTByeT epeMeHH y ,n:ep,KHB3HH.lI COOTBeTCTBOBaTb BpeMeHH y ,nep)ll;HBaHH.H 
OCHOBHOro IIHKa Ha xpoMaTorpaMMe OCHOBHOro IlHKa Ha xpoMaTorpaMMe pacTBopa 
pacTBopa crnu,n:apTHoro 06p33ua crnu,n:apTHoro o6p33ua TeJIMttcaprnHa (p33,n:en 
TeJIMHcapTaHa. «KonuqecTBeHHoe onpe.neneHtte» ). 

3 Assay I KoJiuqecrseuuoe 80.l mg/ 80,1 Mr 76.0 mg to 84.0 mg of C33H30N4O2 (telmisartan) 
onpe,neJieuue (100.1% I 100,1%) (95 to 105 % of label claim) per tablet. I OT 

76,0 Mr .no 84,0 MrC33H30N4O2(TeJIMHcaprnH)(oT 
95 JJ:O 105 % OT HOMHHaJihHOro co,n:ep,KaHH.H) e 
Ta6neTKe. 

4 Water/Bo.a:a 1.7%/ 1,7% Not more than 6.0% w/w I 
He 6onee 6,0 % 

5 Disintegration / 10 minutes 15 seconds/ Not more than 15 min/ 
Pacna,a:aeMOCTh 10 MHH 15 ceK He 6onee 15 MHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
UpnMe11auue: Ilpo,n:yKT cooTBeTcTByeT Tpe6oBaHIDIM H,Zl; 3aKJiioqeuue: O.L(O6PEHO 

Prepared by / Checked by/ IlponepeHo: Checked by (AQA) / IlponepeHo Approved by: Quality 
no,n:rornnneHo: N.V. Krishna - Quality (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- Team Member V. Prashanth - Quality O.uo6peuo: O6ecrre1IeHHe 
control- Team Member Assurance- Team Member Ka1IeCTBa!OTBeTCTBeHHOe mn.1,0: 

~ l tJ'r\,w'J 
S. Haneef- Quali"f Assurance-
Team Member _, 

loate t,n:arn: 17-09-2025 IIDate t,n:arn: 17-09-2025 I Date f,n:arn: 17-09-2025 
..,,. 

Date t,n:arn: 17-09-2025 



. 
Dr.Redd 

CERTIFICATE OF ANALYSIS 
CEPTH<l»HKAT AHAJIH3A 

Product : Telsartan {Telmisartan) Tablets 80 mg 
II oti: Kr: TeJica Tan® TeJIMuca Tan Ta6Jienrn 80 Mr 

Market / PhlnOK 

Batch No./ 
Ce HSI .M, 
Analytical Report No. / 
AnaJIHTH'1ec1rnii OT'leT .N'!! 
Date of Manufacture/ 
.ll:aTa D OH3B0t);CTBa 
Mfg. License No./ 
IlpOH3B0t);CTBennaSI 
JIHIJenJHSI .N'!! 

: Russia / PoccIDI 

: B2502766 

: 2002FP25002199 

: 20-08-2025 

: 63/RR/AP/96/F/R 

Batch Quantity / 
PaJMe ce uu 
Date of Analysis / 
.lJ:aTa anaJiuJa 
Date of Expiry / 
I'oti;en ti;o 

MA number: / HoMep PY 

406.000 KG I 406,000 Kr 

13-09-2025 

31-07-2028 

: JIII-.N'!!(005432)-(PI'-RU) 

Anal sis erformed accordin 
Page 2 of5 / CTp. 2 01 5 

No Test / IloKaJaTeJih Result/ PeJyJihTaThI Specification / HopMa .N'!! 
6 Dissolution / 99%,99%, 100%, 100%, 100%,99% Not less than 75 % (Q) of C33H30N4O2 

PacTBopenue (telmisartan) in 30 min./ 
He MeHee 75 % (Q) C33H30N4O2 (TeJIMHcapTaH) 
qepeJ 30 MHH. 

7 Related Substances/ Less than LOQ (LOQ = 0.003%) / HIDKe Impurity A - not more than 0.2 % / 
Poti;CTBennhle npHMeCH npeti;ena KOJIWieCTBeHHOro onpeti:enemrn npHMec1, A - He 6onee 0,2 % 

(11KO = 0,003%) 
Impurity B - not more than 0.2 % / Not detected I He o6Hapy)KeHa 
npHMec1, B - He 6onee 0,2 % . . 

Not detected I He o6Hapy)KeHa Impurity D - not more than 0.2 % / 
npHMec1, D - He 6onee 0,2 % 

Not detected I He o6Hap~eHa Impurity TMS 1 - not more than 0.2 %/ 
npHMec1, TMS 1 - He 6onee 0,2 % 

Less than LOQ (LOQ = 0.008%) / HIDKe Dimer acid impurity- not more than 0.2 % / 
npeti;ena KOJIWiecrneHHoro orrpeti;enemrn npHMec1, ti;HMepHOH KHCJIOTI,I - He 6onee 0,2 % 
(TIKO = 0,008%) 
Less than LOQ (LOQ = 0.005%) / HIDKe Chloro analogue impurity- not more than 0.2 %/ 
npeti;ena KOJIWiecrneHHoro onpeti;eneHIDI npHMec1, xnopo aHanora - He 6onee 0,2 % 
(TIKO = 0,005%) 

Any unspecified impurity- not more than 0.2 % / 

Not detected I He o6Hapy)KeHa 
eti;HHWIHruI HeHtJ;eHTHqrn:U:HpOBaHHruI npHMeCb -
He 6onee 0,2 % 

Not detected I He o6Hapy)KeHa 
Total impurities - not more than 1.5 % I CYMMa 
npHMeceii - He 6onee 1,5 %. 

IRemarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: Ilpoti;yKT coorneTcrnyeT TPe6oBaHIDIM H,[( 3aKJ110qenue: O,llOliPEHO 

Prepared by / Checked by I IlpoBepeHo: Checked by (AQA) I IlpOBepeHo Approved by: Quality 
Ilo,nroTOBJieHo: N.V. Krishna - Quality (AOK): Assurance/ Authorized person / 
D. Latha - Quality control- Team Member V. Prashanth - Quality O,no6peHo: O6ecrre'leHHe 
control- Team Member Assurance- Team Member Kaqecrna/OrneTCTBeHHOe JIHUO: w-- ~ ~ 

S. Haneef- Quahl Assurance-
Team Member ./ 

IDate /,[(aTa: 17-09-2025 lloate /,[(aTa: 17-09-2025 I Date /,[(aTa: 17-09-2025 
-

Date /,[(aTa: 17-09-2025 I 



Dr.Redd 
CERTIFICATE OF ANALYSIS 

CEPTII<l>IIKAT AHAJill3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
Il Oll:YKT: TeJica Tau® TeJIMHCa Tau Ta6JieTKU 80 Mr 

Market / PLIHOK 

Batch No./ 
Ce uH.N"!! 
Analytical Report No. / 
AuanuTuqecKuu oTqeT .N'!! 

Date of Manufacture/ 
)(aTa D OU3B0ll:CTBa 
Mfg. License No./ 
IlpoU3BOACTBeuuaH 
JIUUeU3UH .N'!! 

Anal sis erformed accordin 

No 
Test I IloKaJaTeJih 

.N'!! 

: Russia / PoccIDI 

: B2502766 

: 2002FP25002199 

20-08-2025 

: 63/RR/AP/96/F/R 

Batch Quantity / 
PaJMep cepuu 
Date of Analysis / 
)(aTa auaJiuJa 
Date of Expiry / 
roii:eu ii:o 

MA number: / HoMep PY 

Result/ PeJyJILTaThl 

406.000 KG I 406,000 Kr 

13-09-2025 

31-07-2028 

: JIII-.N!!(005432)-(PI'-RU) 

Pae:e 3 of 5 / CTp. 3 Hl 5 

Specification / HopMa 

8 Uniformity of dosage units 1.7 I 1,7 Acceptance value (AV) should be not more than 
I 15.0 I 
OnuoponuoCTh ' IlOKa3aTeJib npueMJieMOCTU (AV) .n:omKeu 6bITb 
no3upoeaum,1x e,n:uunu ue 6oJiee 15,0. 

9 Microbiological purity*/ MuKpo6uoJioruqecKaH qucTorn* . ~ 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g I 
Count I O6mee qucJio He 6oJiee 103 KOE/r 
a3p06Hl>IX MUKpO-
opraHU3MOB 

b) Total Combined Yeast Not Applicable Not more than 102 CFU/g I 
and mould count I O6mee He 6oJiee 102 KOE/r 
qucJIO ii:pmIOKeBbIX u 
UJieCHeBbIX rpH60B 

c) Escherichia Coli Not Applicable Absent in 1 gram / 
OTCYTCTBHe B 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqauue: IlpOJzyKT COOTBeTcTByeT Tpe6oBaUIDIM H)]; 3aKmoqeuue: O)(OliPEHO 

Prepared by / Checked by/ IlpOBepetto: Checked by (AQA) / IIpoBepeuo Approved by: Quality 
floJ.t,roTOBJieHO: N.V. Krishna- Quality (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- Team Member V. Prashanth - Quality O,1:106petto: O6ecrreqeHHe 
control- Team Member Assurance- Team Member KaqecTBa/OTBeTCTBeHHOe JIUll,0: 

'¾-- ~ uw\{) 
S. Haneef- Quahi~ Assurance-
Team Member 

IDate /p;arn: 17-09-2025 lloate /p;arn: 17-09-2025 lloate /p;arn: 17-09-2025 I Date /p;arn: 17-09-2025 



•·· Dr. Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
IIoo));yKT: TeJicaoTau® (TeJIMucaoTau) Ta6JieTKH 80 Mr 

Market / PblHOK : Russia / PoccIDI 

Batch No./ : B2502766 
Batch Quantity / 406.000 KG I 406,000 Kr 

CepuH .M, Pa3Mep cepuu 
: 

Analytical Report No. / 
: 2002FP25002199 

Date of Analysis / 
: 13-09-2025 

AuaJIHTH'leCKHH OT'leT .N'! JJ:aTa auaJIH3a 

Date of Manufacture/ : 20-08-2025 
Date of Expiry / 31-07-2028 

IIlaTa npou3BO.l1:CTBa fo,lJ;eH,lJ;O 
: 

Mfg. License No. / 
IlpOH3B0.l);CTBeHHaSI : 63/RR/AP/96/F/R MA number: / HoMep PY : JIII-.N"!(005432)-(Pf -RU) 
JIHUeH3HSI .N'! 
Analysis oerformed accordin!! ND No/ AuaJIH3 nooBeAeH no HJJ: .N'!: JIII-.N'!(005432)-(Pf-RU)-130524 

No 
.N'! 

Test I HoKa3aTeJib 

Packaging/ YnaKOBKa 

Result/ PeJyJibTaTbI 

10 tablets in a (PVC/AI/PA) foil/ aluminum 
foil blister. 3 blisters and a patient 
information leaflet in a carton. / 
Ilo 10 Ta6JieTOK B 6JIHCTepe m 
(IIBX/AVIIA) qionhm / aJIIOMHHHeBoii 
qJOJibrH. Ilo 3 6JIHCTepa BMeCTe c 
HHCTPYKQHett no rrp11MeHemoo B na11Ky 
KapTOHHyIO. 

Pa2e 4 of 5 / CTp. 4 H3 5 

Specification / HopMa 

7 tablets in a (PVC/Al/PA) foil / aluminum foil 
blister. 2 or 4 blisters and a patient information 
leaflet in a carton. 
10 tablets in a (PVC/Al/PA) foil/ aluminum foil 
blister. 3 blisters and a patient information leaflet 
in a carton. I 
Ilo 7 rn6neTOK B 6JIHCTepe H3 (IIBX/AVIIA) 
qionhrn / aJIIOMHHHeBoii qionhrn. Ilo 2 HJIH 4 
6JIHCTepa BMeCTe c HHCTPYKQHeii no rrpHMeHeHHIO 
B na'IKy' KapTOHHyIO. 
Ilo 10 Ta6JieToK B 6nucTepe m (IIBX/AVIIA) 
qionhrn / amoMHHHeBoii qio11bru. Ilo 3 6nttcTepa 
BMeCTe C HHCTPYKQHeii no rrpHMeHeHHIO B na'IKY 
KapTOHffYIO. 

* Performed by the manufacturer periodically at release (with an interval of one test per 20 batches or at least once per year). 
The parameter may be absent from the Company's certificate of analysis. 
* IIpoBO));HTCjJ: rrpOH3B0AHTeJieM rrpH BbIIIYCKe nepHO));H'leCKH ( C HHTepBaJIOM B OAHO HCnbITaHHe Ha 20 cepuii HJIH He Mettee 
I pa3a B roA.) 
IlOKa3aTeJib MO}R:eT 6h1Tb He BKJIIO'IeH B cepTiiq>HKaT aHaJIH3a q>HpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IIpuMe'lauue: IIpo));yKT cooTBeTcTByeT TPe6oBaHIDIM H,n: 3aKJ110'leHJ1e: OJJ:OEPEHO 

Prepared by I Checked by I IIpoBepeuo: Checked by (AQA) / IIpoBepeuo Approved by: Quality 
IlO,!lTOTOBJTeHo: N.V. Krishna - Quality (AOK): Assurance/ Authorized person I 
D. Latha - Quality control- Team Member V. Prashanth - Quality Qno6petto: 06ecneqeutte 
control- Team Member Assurance- Team Member Kaqecraa/0,rneTCTBeHHoe nttu;o: 

~ k tf)WJ 
S. Haneef- Qualtil Assurance-
Team. Member ,, 

[oate /,n:arn: 17-09-2025 l[oate !,[(am: 17-09-2025 I Date /,[(aT~: 17-09-2025 
V 

Date /,[(aTa: 17-09-2025 



•·· Dr.Reddy's ~;• 
CERTIFICATE OF ANALYSIS 

CEPTH<l>HKAT AHAJIH3A 

Product: Telsartan {Telmisartan) Tablets 80 mg 
Ilpo.uyKT: TeJicaoTau® (TeJIMHCapTan) rn6JieTKH 80 Mr 

Market / PhrnoK : Russia / PoccIDI 

Batch No./ 
B2502766 

Batch Quantity/ 406.000 KG I 406,000 Kr 
CepuH .N'!! 

: 
PaJMep cepuu 

: 

Analytical Report No. / 
: 2002FP25002199 

Date of Analysis / : 13-09-2025 
AnaJIHTnqecrrnii oTqeT .N'!! ,lJ;aTa auaJIHJa 

Date of Manufacture/ 
20-08-2025 

Date of Expiry / 
31-07-2028 

.ll:aTa DPOH3B0.llCTBa 
: 

ro.ueu .uo 
: 

Mfg. License No. / 
IlpOH3B0.llCTBeHHaSI : 63/RRIAP/96/FIR MA number: / HoMep PY : Jlll-.N'!!(005432)-(Pr -RU) 

JIHUeH3HSI .N'!! 
Analysis performed according ND No/ AuaJIH3 npose.ueu no H,n:.N'!!: JIII-.N'!!(005432)-(Pr-RU)-130524 

Page 5 of 5 I C Tp. 5 Hl 5 
API name (INN)/ HauMeuosauue A<l>C (MHH): Telmisartan / Tefilrn:caprnH 

API manufacturer batch number/ 
ABSH002999 

HoMep cepuu npoHJBOJlHTeJIH A<l>C: 

FP Manufacturer API Batch number/ 
FBSA00227 

HoMep cepuu cy6CTaHUHH npOH3B0.llHTeJISI rJI<I>: 

API Manufactured by & country/ Dr. Reddy's Laboratories Ltd., India/ 
IIpoHJBO.llHTeJih A<l>C, CTpaua: .ll:-p Pe.n.uM'c Jia6oparnpHc JIT.u., MH.D.IDI 
Name, address, authorization No for FP manufacturing site/ Formulations Tech Ops - II, Survey No. 42p, 43, 
Control site / Release sde / 44p, 4.'.,p, 4op, :,.,, .'.,4&lU, Bachupatly Village, 
HanMeuosauue, a.upec, JIHQeH3HSI .llJISI IIpOH3B0.llCTBeHHaSI Bachupally Mandal, Medchal Malkajgiri District -
DJIOIQa.UKa / IJJIOIQa.ur.:a KOHTpOJISI r.:aqecTBa / IJJioma.uKa Bhrnycr.:a 500090, Telangana State, India (license No 

63/RR/AP/96/F/R) I 
IlpOH3BOJJ:CTBeHHoe no.n:paJ.UeJieHMe-11, YqacTKM 

N!! 42p, 43, 44p, 45p, 46p, 53, 54 M 83, EaqyrraJIJIM 
BMJIJiaJJ:)K, EaqyrraJIJIM Mau.n:an, Me;:i:qan 

ManKaJJ:)KrnpM ,lJ;MCYpMKT - 500 090, IIITaT 
Tenauraua, Mu.n:IDI (Jim1eH3HH N!! 

63/RR/AP/96/F/R) 
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/00573-2022 dt. 19 August 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». 
3ar.:moqeuue O COOTBeTCTBHH: «HacTOHIIIMM H IIOJlTBep)KJJ:aJO, qrn rrpHBe.n:eHHaH BbIIIJe MHq>OpMaIIIDI HBJIHeTCH JJ:OCTOBepHOH 
M rnquoii:. 3m cepirn rrpo.n:yKIIMM IIpOM3Be.n:eua (BKJIIOqaH yrraKOBKY (MapKHpOBKY) M KOHYpOJII, KaqecTBa) Ha BbIIIIeyKaJaHHOH 
IIpOM3BOJJ:CTBeHHOH IIJIOIIIa;:i:Ke (IIJIOIIIa;:i:Kax) B DOJIHOM COOTBeTCTBMM C Ype6oBaHIDIMM IlpaBMJI Ha.llJie)KaIIIeii: 
rrpomBo.n:cTBeHuoii: rrpaKTMKM EBpa3HHCKoro 3KOHOMM:qeCKoro c01ma (N!! GMP/EAEU/RU/00573-2022 OT 19 aBrycrn 2022) 
M Ype6oBaHIDIMM KOHYpOJIH KaqecTBa JieKapCTBeHHbIX cpe.n:CTB, a TaK)Ke B COOTBeTCTBMM co crreIIMq>MKaIIIDIMM, 
co.n:ep)KaIIIMMMCH B perMCYpaIIMOHHOM .n:oc1,e CYpaHbI-MMIIOpTepa. 3arrMCM no rrpOH3BOJJ:CTBY, yrraKOBKe M auanmy rrpoBepeHbI, 
M ycTaHOBJieHO MX COOTBeTCTBMe Ype6oBaHIDIM IlpaBMJI Ha.llJie)KaIIIeii: IIpOM3BOJJ:CTBeHH00 rrpaKTMKM EBpa3HHCKOro 
3KOHOMM:qeCKOro COI03a». 

!
Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMeqauue: Ilpo.n:yKT COOTBeTcTByeT Ype6oBaHIDIM H.ll: 3ar.:moqeuue: O,lJ;OliPEHO 

Prepared by / Checked by I IlpoBepeHo: Checked by (AQA) I ITpoBepeHO Approved by: Quality 
Ilo.n:roTOBJieuo: N.V. Krishna - Quality (AOK): Assurance/Authorized person/ 
D. Latha - Quality control- Team Member V. Prashantb - Quality O.ao6peHo: 06ecrreqeuMe 

control- Team ~ Assurance- Team Member KatJecraa/0 -rseTCTBeHttOe JIMIIO: 

t ~ 
S. Haneef- Qua1i· Assurance-
Team Member .,,,. 

jnate /,lJ;arn: 17-09-2025 I IDate /JJ:aTa: J 7-09-2025 I Date /,[(aT~: 17-09-2025 
-

Date /,[(aTa: 17-09-2025 


