
• / •·· Dr. Reddy's ~;• 

CERTIFJCA TE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpon:yKT: TencaprnH (TenMncapTaH) Ta6JJeTKH 40 Mr 

Market/ Pbrnoic : Russia/ Pocc1-rn 

Batch No./ 
B2600501 

Batch Quantity I 600000 tab I 

Ccpm1 .N'2 
: 

Pa.JMep cepm1 
: 

600000 Ta6 

Analytical Report No./ 
: 2002FP26000358 

Date of Analysis / 
: 26-02-2026 

AHaJlHTHlfeCKHH OTlfeT .N'2 .l1.aTa ananu3a 

Date of Manufacture / 
30-01-2026 

Date of Expiry / 
31-12-2028 

)laTa npOH380ll:CTBa 
: 

fotJ.eH tJ.O 
: 

Mfg. License No./ 
IlpOH380lJ.CTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JIIl-.N'2(005432)-(Pf-RU) 

Jlll.UCH311H .N'2 
Analysis performed accordin2 ND No I AnaJIH3 npoaen:en no HD. .N'2: JIO-.N'2(005432)-(Pf-RU)-130524 

PaQ:e 1 of 5 / CTp. 1H35 
No 

Test/ IloicaJaTeJib Result/ PeJyJ1bTaTb1 Specification/ HopMa 
.N'2 

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 "40" debossed on from break line on one side and "40" debossed on 

the other side. / Ta6J1eTKa KancyJ10BH!lHOH the other side. I Ta6J1eTKa KancyJlOBH)lHOH 

cpopMbl, )lBOllKOBbinYKJlall, 6eJ1oro l.(BeTa, qJOpMbl, )lBOl!KOBbinYKJlall, 6eJ1oro HJlH nO'ITH 

Ha O)lHOH CTOpOHe pa3;:i:emneJ1bHal1 pHCKa H 6eJ1oro useTa, Ha o;:i:HOH cTopoHe pa3;:i:emneJ1bHal! 

THCHeHJ.1e «T» H «L» no pa3Hble CTOpOHbl pHCKa H THCHeHHe «T» H «L» no pa3Hble CTOpOHbl 

OT nee, Ha npyroi1 CTOpOHe THCHeHHe «40». OT Hee, Ha npyroH CTOpOHe THCHeHHe «40». 

2 Identification / The retention time of the main peak in the The retention time of the main peak in the 

11n:eHTH$HK3 QHH chromatogram of the test solution chromatogram of test solution should correspond 
corresponds to that in the chromatogram of to that m the chromatogram of telmisartan 
telmisartan reference standard solution. / reference standard solution (Assay section)./ 
BpeMll ynep)l(HBaHHll OCH0BHOro nuKa Ha BpeMll y nep)l(HBaHHll OCHOBHOro nHKa Ha 
xpoMaTorpaMMe HCTTblTyeMoro pacrnopa xpoMaTorpaMMe HCnbITyeMoro pacrnopa !lOJl)l(HO 
CO0TBeTCTByeT speMeHu y nep)l(HBaHHll CO0TBeTCTBOBaTb speMenu y nep)l(HBaHHll 
OCH0BHOro nuKa Ha xpoMaTorpaMMe OCH0BHOro m1Ka Ha xpoMaTorpaMMe paCTBOpa 
pacrnopa cTannapTHoro o6pa3ua cmnnapTHOro o6paJua TeJlMHCapTaHa (pa3;:i:eJ1 
TeJlMHCapTaHa. «KoJ1H'!eCTBeHHoe onpe;:i:eJ1eHue» ) . 

3 Assay / KoJinlfecTseunoe 39.5 mg I 39,5 Mr 38.0 mg to 42.0 mg of C33H30N4O2 (telmisartan) 

onpen:eJieuue (98.9% I 98,9%) (95 to 105 % of label claim) per tablet. / OT 
38,0 Mr no 42,0 Mr C 33H 30N4O2(TeJ1MucapTaH) (oT 
95 )lO 105 % OT HOMHHaJlbHOro conep)l(aHHII) s 
Ta6J1eTKe. 

4 Water / Bon:a 1.7% / 1,7% Not more than 6.0 %. I 
He 60J1ee 6,0 % 

5 Disintegration / 09 min 11 sec/ Not more than 15 min / 

Pacnan:aeMOCTb 09 MHH 11 ceK He 60J1ee 15 MHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fl p11MelfaHUe: npoD.yKT COOTBe-l'CTByeT TpeoosaHH/1.M H.[l 3aKJIIOlfeHue: O.l1.OliPEHO 

Prepared by / ITonroTOsJleno: Checked by I ITposepeHo: Checked by (AQA) I Approved by: Quality 
D . Latha - Quality control- A. Susmitha - Quality ITposepeHo (AOK): A urance/ Authorized person / 
Team Member control- Team Member Tajoddin Baba Shaik - O.no6pe1-10 : O6ecne'leHHe 

4- Quali ty Assurance- Team Ka'leCTsa/OTBeTCTBCHHOe JlHL(O: 

Vkt-- M en1ber ~ S. Haneef- Quati·r Assurance- Team 
Member 

Date / .[lam: 2, ~ -0).. --1.£>v{,, I Date /,aam: ~-M-~Mo lloace /,aaTa: ~~ I D ate / .[lam: i._1---0~/wU 



' ,, .. 
Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJUI3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
ITpo.11vtcr: TencapTan® (TeJIMucapTaH) Ta6JieTKH 40 Mr 

Market / PLrnoK : Russia I Poccm:r 

Batch No./ 
B2600501 

Batch Quantity / 600000 tab / 
CepuH .N"!, 

: 
Pa3Mep cepuu 

: 600000 Ta6 
Analytical Report No./ 

: 2002FP26000358 Date of Analysis / 
: 26-02-2026 

AnaJIHTH'lec1rnii OT'leT .N'! )],aTa ananu3a 

Date of Manufacture / 
30-01-2026 Date of Expiry / 31-12-2028 

)],aTa npOH3B0,llCTBa 
: 

ro,11en .LIO 
: 

Mfg. License No./ 
ITpOHJBO.llCTBeHH3H : 63/RR/AP/96/F/R MA number: / HoMep PY : Jin-N!(005432)-(Pr-RU) 
JIHUeH3HH .N'! 
Analysis performed according ND No/ AnanuJ np0Be.11en no H)], .N'!: Jin-.N'!(005432)-(Pr-RU)-130524 

Page 2 of 5 / CTp. 2 u3 5 
No 

Test/ Tioica3aTeJib Result/ Pe3yJILTaTbl Specification/ HopMa x~ 
6 Dissolution / 103%, 104%, 104%, 104%, 105%, 105% Not less than 75 % (Q) ofC33H30N4O2 

PacTBOpenue (telmisartan) in 30 min. / 
He Mettee 75 % (Q) C33H30N4O2 (TeJTM11capmtt) 
4epe3 30 MHH. 

7 Related Substances / Less than LOQ (LOQ = 0.003%) I Hm1<e Impurity A - not more than 0.2 % / 
Po.11cTBeHHL1e npuMecu npe.11ena KOJlH'!eCTBeHHOro onpenenettm1 np11Mecb A - tte 6onee 0,2 % 

(ITKO = 0,003%) 
Impurity B - not more than 0.2 % / 

Not detected / He o6ttapy)Ketta np11Mecb B - He 6onee 0,2 % 

Not detected / He o6Hapy)KeHa Impurity D - not more than 0.2 % / 
np11Mecb D - He 6onee 0,2 % 

Not detected / He o6Hapy)KeHa 
Impurity TMSl - not more than 0.2 %/ 

Less than LOQ (LOQ = 0.008%) I H11)Ke np11Mecb TMSl - He 6onee 0,2 % 

npenena KOJll14eCTBeHHOro onpeneneHm1 Dimer acid impurity - not more than 0.2 % / 
(TTKO = 0,008%) np11MeCb Jll1MepHOH KHCJTOTbl - He 6onee 0,2 % 

Less than LOQ (LOQ = 0.005%) I H11)Ke Chloro analogue impurity- not more than 0.2 %/ 

npenena KOJTH4eCTBeHHoro onpeneneHHH np11Mecb xnopo attanora - He 6onee 0,2 % 

(TTKO = 0,005%) Any unspecified impurity - not more than 0.2 % / 

Not detected / He o6Hapy)KeHa 
e)lHHl14HaH He11neHT11Q}111..l11pOBaHHaH np11MeCb -
He 6onee 0,2 % 

Not detected / He o6Hapy)KeHa 
Total impurities - not more than 1.5 % / cyMMa 
np11Mece11 - He 6onee 1,5 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
npuMe'lanue: TTponyKT COOTBeTCTByeT Tpe6oeaHl1HM HLJ. 3aKJ110<1en11e: 0)1,0liPEHO 

Prepared by / TTonrorneneHo: Checked by / TTpoeepeHo: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha - Quality TTposepeHo (AOK): As ·urance/ Authorized person I 
Team Member control- Team Member Tajoddin Baba Shaik - Ono6peHo: O6ecne4em1e 

a Quality Assurance- Team Ka4ecrna/OTBeTCTBeHHOe Jllil..lO: 

l OJ Member 
~ 

S. Haneef- Qua1J· f Assurance- Team 
~ Member 

ID ate / .[{aTa: <)., ~..P'l-----VYb IIDate /,OaTa: J.f ·Oi - ') 0 }~I Date /)].am: 19-o'l.~ I Date / ,[{am: ~ --0 2_.--io 'IJ, 



,., 
• • 

Dr.Reddy's ~~• 
CERTIFICATE OF ANALYSIS 

CEPTII<l>IIKAT AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
IlpOJ:lYKT: TeJJcapTan® (TeJIMHcapTan) Ta6JieTJrn 40 Mr 

Market/ PbIHOK : Russia/ Pocc1rn 

Batch No./ 
B2600501 

Batch Quantity / 
CepuH N2 

: 
Pa1Mep cepuu 

Analytical Report No./ 
: 2002FP26000358 

Date of Analysis / 
AnaJIHTH'leci.:uu OT'leT N2 )laTa anaJiu1a 
Date of Manufacture / 

30-01-2026 
Date of Expiry / 

)laTa DPOH3B0J:{CTBa 
: 

roJ:{eH J:{0 
Mfg. License No./ 
IlpOH3B0J:{CTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY 
JIHUeHJHH N2 

600000 tab/ 
: 

600000 m6 

: 26-02-2026 

: 31-12-2028 

: JIII-N2(005432)-(Pr-RU) 

Analysis performed according ND No I AnaJIHl nposeJ:{eH no H)l N2: JIII-N2(005432)-(Pr-RU)-130524 

Pa2e 3 of 5 / Crp. 3 u1 5 
No 

Test / Iloi.:uaTeJib Result/ Pe1yJibTaTbI Specification/ HopMa 
.N2 

8 Uniformity of dosage units 1.6 I 1,6 Acceptance value (AV) should be not more than 
I 15.0. I 
O):{HOpOJ:{HOCTb TToKa3aTeJib np11eMJieMOCT11 (AV) ,uomKeH 6bITb 
,U03HpOBaHHblX e):{HHHU He 6oJiee 15,0. 

9 Mtcrobtologlcal purity A / Mui.:po6uoJioruqeci.:aH qucrnrn* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g / 
Count I O6mee 'lHCJIO He 6oJiee 103 KOE/r 
a3p06HblX MHKpo-
opraHH3MOB 

b) Total Combined Yeast Not Applicable Not more than 102 CFU/g / 
and mould count I O6mee He 6oJiee 102 KOE/r 
'lHCJIO .upm10KeBblX 11 
nJieCHeBblX rp1160B 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMe'lanue: TTpo,uyKT cooTBeTcrnyeT Tpe6osatt11l!M H,U 3aKJIIO'lenue: O)lO6PEHO 

Prepared by/ TTo,uroTOBJieHo: Checked by/ TTposepetto: Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A . Susmitha - Quality ITpoeepeno (AOK): As urance/ Authorized person/ 
Team Member control- Team Member Taj oddin Baba Sha.ik - O,a,o6petto: O6ecne'lett11e 

cJ--
Quali ty A surance- Team 1<aL1ecrsa/OrneTCTBeH1-1,oe J111uo : 

VJi- Member ~ S. Haneef- Qua11·t Assurance- Team 
Member 

/oate / ,[{am: ~ -01-~I IDate I L{am:J2-1-oa-~ 0o26I I Date 1 ,[{am: '2,'=f-,J 2.-'W'l-G I Date / ,[{am: R.. '} ---0 2-.>wid, 



• • ·•• Dr. Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM«l>MKAT AHAJIMJA 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo)lyKT: TeJicapnH® (TeJIMucapTaH) Ta6Jienrn 40 Mr 

Market/ PblHOK : Russia / Poccm1 

Batch No./ 
B2600501 

Batch Quantity / 600000 tab/ 
CepuH .N"2 

: 
PaJMep cepuu 

: 
600000 rn6 

Analytical Report No. / 
: 2002FP26000358 

Date of Analysis / 
: 26-02-2026 

AHaJIHTHqeCKHH 0TqeT .N"! )],aTa aHaJIH3a 

Date of Manufacture / 
30-01-2026 

Date of Expiry / 
31-12-2028 

)],aTa np0H3B0)1CTBa 
: 

ro)leH )10 
: 

Mfg. License No./ 
IlpOH3B0)1CTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JIU-.N"2(005432)-(Pr-RU) 
JIHUeH3HH .N°! 
Analysis performed according ND No I AHaJIH3 npoBe.lleH no H.11, .N"2: JIU-.N"2(005432)-(Pr-RU)-130524 

Test/ IloKaJaTeJih 

10 Package appearance / 
OnucaHue ynaK0BKH 

Page 4 ofS / CTp. 4 015 

Result/ PeJyJ11>TaT1>1 Specification / HopMa 

10 tablets in a (PVC/Al/PA) foil/ aluminum 7 tablets in a (PVC/AI/PA) foil / aluminum foil 
foil blister. 3 blisters and a patient blister. 2 or 4 blisters and a patient information 
information leaflet in a carton. / leaflet in a carton. 
ITo 10 rn6neTOK B 6m1cTepe 113 10 tablets in a (PVC/AIIPA) foil/ aluminum foil 
(ITBX/ Al/ITA) cponhrH / a.n10M11H11esoif blister. 3 blisters and a patient information leaflet 
q>OJThrH. ITo 3 6nucTepa BMecTe c in a carton. / 
HHCTPYKUHeif no np11Mettett1110 B naLJKY ITo 7 Ta6neTOK B 6n11cTepe H3 (ITBX/ AI/ITA) 
KapTOHHyIO. q>OJTbfH I a.rJIOMHHHeBOH q>OJTbfH. ITo 2 HJTH 4 

6JTHCTepa BMeCTe c HHCTpyKUHeH no npHMeHeHHIO 
B naLJKY KapTOHHylO. 
ITo 10 rn6neTOK B 6n11cTepe H3 {ITBX/ Al/ITA) 
q>OJThfH / a.rJIOMHHHeBOH q>OJTbfH. ITo 3 6JTHCTepa 
BMecTe c 11ttcTpyKu11eif no np11MeHeHHIO B naLJKY 
KapTOHHyIO. 

* 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. 
* TTpoBO)IHTCSI npO113BO)1HTeJJeM np11 BbmycKe nepHO)IHLJeCKH (c HHTepBaJJOM B OL!HO HCDb1TaH11e Ha 20 cep11i1 HJIH He Mettee I pa3a Bron.) 
TTOKa3aTeJJb MOlKeT 6bITb He BKJIIOLJeH B cepTHCpHKaT amu1113a <pHpMbl. 

API name (INN)/ HauMeHoBaHue A<l>C (MHH): Telmisartan / TenM11caprnH 

API manufacturer batch number / 
ABSH005573, ABSH005647 

HoMep cepuu npoHJB0.llHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
FBSA00377, FBSA00374 

HoMep cepuu cy6cTaHUHH np0H3B0)1HTeJIH r JI<I>: 

API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 

IlpoH3BO.llHTeJ11> A<l>C, CTpaHa: .U-p PeJl)lH'c Jla6opaTOpHC JlT)I., 11HJll151 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
n pH Melfa Hue: ITpoJlyKT COOTBeTCTByeT Tpe6osaHH51M H.U 3aKJIIOlfeHue: O)1,OliPEHO 

Prepared by/ IToLtroTOBJTetto: Checked by/ ITposepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A . Susmitha - Quality TTpoBepeHo (AOK): Assurance/Authorized person/ 
T eam Member control- Team Member Tajoddin Baba Shaik - Ono6petto: O6ecneLJeH11e 

q_ Quality Assurance- Team KaLJecroa/OTBeTCTBeHHOe nuuo: 

L£t-- Member Ai S. Haneef- Qualiil Assurance- Team 
Member 

Date I ,Uarn: Q.. 7 -" '.),-1-P '),{, !Date /D.aTaa;f- Vol-- iroo,:6 !1Da1e /LJ;aTa: '2=t-Q'l.-1.0~ I Date / ,Uarn: i J ~ ,-9.DU., 



, .. 
Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIIl3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
ITpol(yKT: TeJicapTaH® (TeJIMucapTaH) Ta6Jien.:u 40 Mr 

Market / PblHOK : Russia/ Poccm1 

Batch No./ 
B2600501 

Batch Quantity/ 600000 tab/ 
Cepusi N2 

: 
PaJMep cepuu 

: 
600000 m6 

Analytical Report No./ 
: 2002FP26000358 

Date of Analysis / 
: 26-02-2026 

AHaJIHTH'lecKuii OT'leT N2 ,UaTa aHaJiuJa 
Date of Manufacture / 

30-01-2026 
Date of Expiry / 

31-12-2028 
,UaTa npOH3B0,[(CTBa 

: 
ro,[(eH 1(0 

: 

Mfg. License No./ 
ITpoH3B0,[(CTBeHH3H : 63/RR/AP/96/F/R MA number: / HoMep PY : JIIT-N2(005432)-(Pr-RU) 
JIHUeHJHH N2 
Analysis performed according ND No/ AHaJIH3 npose,[(eH no H.U N2: JIIT-N2(005432)-(Pr-RU)-130524 

Page 5 of 5 I CTp. 5 01 5 
Name, address, authorization No for FP manufacturing site/ 
Conirol sHe / Release site / 

Formulations Tech Ops - II, Survey No. 42p, 43, 
44p, 45p, 46p, 53, 54&83, Bachupally Village, 

Bachupally Manda), Medchal Malkajgiri District -
500090, Telangana State, India (license No 

63/RR/AP/96/F/R) I 

HauMeHOBaHue, al(pec, JIHUeH3HH ilJIH ITpOH3B0ilCTBeHHaH 
UJIOll.13.llKa / ITJIOUlal(Ka KOHTpOJIH Ka'leCTBa / ITJIOl.l.la,[(Ka BblUYCKa 

TTpo113soncTBeHttoe no.llpa3neJ1eH11e-II, Y 1rncTK11 

N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a4ynanm1 

B11.n.na.n>1<, Ea4yna.n.nH MaH.na.n, Me.n4a.n 
ManKa,[l)Kr11p11 )],11cTpl1KT - 500 090, wmT 

TeJJaHraHa, I1H.lll151 (J1111.-1eH31151 N2 

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/02346-2025 dt. 25 September 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»./ 
3aKJIIO'leHue O COOTBeTCTBHH: «HacTOHll{l1M H nO,llTBep)K,lla!O, 'ITO np11seneHHaH BbJWe 11Hq>OpMaU11H HBJJHeTC51 ,llOCTOBepHOH 
11 T04HOH. 3Ta cep11» nponyKU1111 np0113Be,UeHa (BKJ1I04a51 ynaKOBKY (MapK11pOBKY) 11 KOHTpOJJb Ka'leCTBa) Ha BblWeyKa3aHHOH 
np0113B0,llCTBeHHOH nJJOll{a,UKe (rnmmanKax) B UOJlHOM COOTBeTCTBl111 C Tpe6oBaHl1HMl1 TTpaBl1Jl Ha,UJJe)Kall{eH 
npo113soncTBeHttoi1 npaKT11K11 Espa311i1cKoro 3KOHOMl14ecKoro co103a (N2GMP/EAEU/RU/02346-2025 OT 25 ceHT516p51 2025) 
11 Tpe6osaHl1HMl1 KOHTpOJJ51 Ka'leCTBa JieKapCTBeHHblX cpe.L(CTB, a TaK)Ke B COOTBeTCTBl111 co cneump11KaU11HMl1, 
conep)Kall{l1Ml1CH B per11cTpau110HHOM ,llOCbe CTpaHbl-11MnopTepa. 3an11c11 no np0113B0,llCTBY, ynaKOBKe 11 aHaJJl13Y nposepeHbl, 
11 ycmHOBJieHO 11X COOTBeTCTBl1e Tpe6osaHl151M TTpaBl1Jl Ha,UJie)Kall{eH np0113B0,llCTBeHHOH npaKTl1Kl1 Espa311HCKoro 
3KOHOMl1'1eCKOrO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TT p101eqa Hue: TT pony KT C00TBeTC-TByeT TpC60BaH11HM H)], 3aKJIIO'leHue: O)lOliPEHO 

Prepared by/ TTonrornsnetto: Checked by/ flposepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha - Quality TTpoBepetto (AOK): Assurance/ Authorized person/ 
Team Member control- Team Member Tajoddin Baba Shaik - Ono6petto: O6ecne4em1e 

cl'~ 
Quality Assurance- Team Ka4eCTBaiOTBeTCTBeHHOe Jl11UO: 

~ Member ~ S. Haneef- Quali'i Assurance- Team 
Member 

I Date /)],am: ~-P~b lloate /Jlam'Jl_:f-W- ~OoH,IIDate /Jlam: 1~.-SJo'),t;, I Date I )],am: L/ 1-.-62- ... '2-oU, 


