
-~ •·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKAT AHAJIH3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
npottyirr: Tencaprnn (TenMncapnrn) Ta6neTKH 40 Mr 

Market / PLrnOK : Russia / Pocc1rn 

Batch No./ 
B2601160 

Batch Quantity / 600000 tab / 

CeonH N2 
: 

PaJMep cepuu 
: 

600000 m6 

Analytical Report No./ 
: 2002FP26000851 

Date of Analysis / 
: 17-04-2026 

AnaJIHTHlfeCKHii OTlfeT N2 )],aTa ananuJa 
Date of Manufacture / 

20-03-2026 
Date of Expiry / 

28-02-2029 
)],aTa IlPOHJBOACTBa 

: 
foAeH AO 

: 

Mfg. License No. / 
IlpoHJBOACTBennaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITT-N2(005432)-(Pr-RU) 
nuuenJHH N2 
Analysis performed according ND No/ AnanuJ npose,!len no H)], N2: JITT-N2(005432)-(Pf-RU)-130524 

Pa2e 1 of 5 I CTp. 1 03 5 
No 

Test I IloKaJaTeJib Result/ PeJyJILTaTbt Specification / HopMa 
N2 
1 Appearance/ Onucanue 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. / Ta611eTKa Kancy110BH.!lHOM the other side. I Ta611eTKa Kancy110BH.!lHOH 

q>OpMbI, )].BOl!KOBbinYKJ1all, 6e11oro UBeTa, q>OpMbl, )].BOl!KOBbinyKJ1all, 6e11oro HJlH IlOlfTH 

Ha 0)].HOM CTOpOHe p33,!leJ111TeJ1bHall pHCKa H 6e11oro UBeTa, Ha 0.!lHOH CTOpOHe pa3)].eJ1HTeJ1bHall 

THCHeHHe «T» H «L» no pa3Hble CTOpOHbl pHCKa H THCHeHHe «T» H «L» no pa3Hhle CTOpOHbl 

OT nee, Ha npyroii CTOpoHe THCHeHHe «40». OT nee, Ha npyroH CTOpoHe THCHeHHe «40». 

2 rnertt1ticat1on / 1 he t'etention trme ot the mam peak m the lhe retention time ot the mam peak m the 
J,1JJ;eHTHlj>HK3QHH 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. I reference standard solution (Assay section). I 
BpeMl! ynep)!(HBaHHll OCHOBHOro nHKa Ha BpeMH ynep)!(HBaHHll OCHOBHOro nHKa Ha 
xpoMaTorpaM Me HCilbITyeMoro pacrnopa xpoMaTorpaMMe HCITbITyeMoro pacrnopa .!lOJl)!(HO 
COOTBeTCTByeT speMeHH ynep)!(HBaHHll COOTBeTCTBOBaTb BpeMeHH y nep)!(HBaHHll 
OCHOBHOro nHKa Ha xpoMaTorpaMMe OCHOBHOro nHKa Ha xpoMaTorpaMMe paCTBOpa 
pacrnopa CTaH.!lapTHOfO 06pa3ua CTaH.!lapTHOro 06pa3ua TeJlMHCapTaHa (paJ.!leJl 
TeJlMHCapTaHa. «KOJlHlf eCTBeHHOe orrpeti:eJleHHe»). 

3 Assay / KoJIHlfeCTBennoe 39.8 mg I 39,8 Mr 38.0 mg to 42.0 mg of C33H30N4O2 (telmisartan) 

onpe.!lenenue (99.6% I 99,6%) (95 to 105 % of label claim) per tablet. / Or 
38,0 Mr AO 42,0 Mr C33H30N4O2 (TeJ1M1-1capmtt) ( OT 
95 .!lO 105 % OT HOMHH3JlbHOro COti:ep)!(aHHll) B 
m611eTKe. 

4 Water/ Bo.Ila 1.7% I 1,7% Not more than 6.0 %. I 
He 6011ee 6,0 % 

5 Disintegration / 09 min 20 sec/ Not more than 15 min / 

Pacnati:aeMOCTb 09 MHH 20 ceK He 6011ee 15 MHH 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
np11Melfanue: llpOII.YKT COOTBeTCTByeT Tpe6oBaHHllM H)l l3a1crnolfenue: O,llO.6PEHO 

Prepared by / 1lo)lrOTOBJ1etto: Checked by I llposepeHo: Checked by (AQA) I Approved by: Quality 
D . Latha - Quality control- A. Susmitha - Quality llposepeno (AOK): A ssurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rakshale - OAo6petto: O6ecne1.JeH1-1e 

4/--- cg_ Quality Assurance- Team KalfeCTBalOTBeTCTBeHHOe JlHUO: 
Member ~ S. Haneef- Qu1i i ty A ssurance- Team 

Member __,,, 

I D ate /)lam: 18-04-2026 IIDate /)lam: 18-04-2026 IIDate /)lam: 18-04-2026 IIDate / )lam: o --Olj ~_tfJJ; 
I 



•·· Dr.Raddy's~~• 

CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo.uyKT: TeJicapTau® (TeJIMHcapTau) Ta6Jienm 40 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No./ 
B2601160 

Batch Quantity / 600000 tab/ 
CepHH .N"2 

: 
PaJMep cepuu 

: 
600000 m6 

Analytical Report No. / 
: 2002FP26000851 

Date of Analysis / 
: 17-04-2026 

AuaJIHTH'lecr.:uii OT'leT .N"2 llaTa auaJIHJa 
Date of Manufacture / 

20-03-2026 
Date of Expiry / 

28-02-2029 
)],aTa npOH3B0.llCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
IlpoH3B0.llCTBeHH3H : 63/RR/AP/96/F/R MA number: / HoMep PY : JIO-.N"2(005432)-(Pr-RU) 
JIHUeH3HH .N°! 

Analysis performed according ND No/ AuaJIH3 npose.ueu no Hll .N"2: JIO-.N"2(005432)-(Pr-RU)-130524 

Page 2 of 5 / CTp. 2 HJ 5 
No 

Test I Ilor.:aJaTeJib Result/ PeJyJibTaTM Specification/ HopMa 
.N"! 

6 Dissolution / 101%, 103%, 102%, 104%, 102%, 103% Not less than 75 % (Q) ofC33H30N4O2 
PacTsopeuue (telmisartan) in 30 min./ 

He Mettee 75 % (Q) C33H30N4O2 (TeJJM11capmtt) 
qepe3 30 MHH. 

7 Related Substances / Less than LOQ (LOQ = 0.003%) I HmKe Impurity A-not more than 0.2 % / 
Po.ucTBeHHbie npuMeCH npe.uena KOJIH'leCTBeHHOfO onpe.ueneH11» np11MeCb A - He 6onee 0,2 % 

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

Not detected / He o6ttapy)KeHa np11Mech B - He 6011ee 0,2 % 

0.01%/0,01% Impurity D-not more than 0.2 % / 
np11MeCh D - He 6onee 0,2 % 

Not detected / He o6Hapy)KeHa 
Impurity TMS 1 - not more than 0.2 %/ 

Less than LOQ (LOQ = 0.008%) I H11)Ke np11MeCb TMSl - He 6onee 0,2 % 

npe.ue11a KOJIH'leCTBeHHOfO onpe.ueneH11» Dimer acid impurity - not more than 0.2 % / 
(ITKO = 0,008%) np11MeCb .lll1MepHOH Kl1CJ10Tbl - He 6011ee 0,2 % 

Not detected / He o6Hapy)KeHa Chloro analogue impurity- not more than 0.2 %/ 
np11Mech x11opo aHaJJora - He 6011ee 0,2 % 

Below Limit of detection (LOD = 0.017%) I Any unspecified impurity- not more than 0.2 % / 
H11)Ke npeAena 06Hapy)KeH11» (ITO = 0,017 e,l:(11Hl1'1HaH He11.ueHTl1!pl1Ui1pOBaHHa» np11MeCb -
%) He 6onee 0,2 % 

Not detected / He o6HapyiKeHa 
Total impurities - not more than 1.5 % / cyMMa 
np11Mecew - He 6onee 1,5 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpHMe'laHHe: ITpOAYKT COOTBeTcTByeT Tpe6osaHl1HM H)l 3aKJIIO'leuue: O)1:OliPEHO 

Prepared by/ IToAroTOBJJeHo: Checked by/ ITposepeHo : Checked by (AQA) I Approved by: Quality 
D. Latha - Quality control- A. Susmitha - Quality ITpoaepeHo (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amol Ashokrao Rakshale - O.o.o6petto: O6ecne4eH11e 

L&J-- ~ 
Quality Assurance- Team Ka•1ec-rsa/OTBeTCTBeHHOe 1rnuo: 
Member 

~ 
S. Haneef- Q11',lity Assurance- Team 
Member ~ 

!oate / )lam: 18-04-2026 lloate /)laTa: 18-04-2026 lloate /)laTa: 18-04-2026 llnate /)lam: d---o -s- oy _,_l,o l-b I 



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

CEPTH«l>HKAT AHAJIHJA 

Product : Telsartan (Telmisartan) Tablets 40 mg 
IlpO./lVIIT: TeJicapTaH® (TeJIMncapTaH) Ta6JieTKH 40 Mr 

Market/ PhlHOK : Russia/ Poccm1 

Batch No./ 
B2601160 

Batch Quantity / 
CepuH .N"2 

: 
PaJMep cepuu 

Analytical Report No./ 
: 2002FP26000851 

Date of Analysis / 
AuaJinTuqecicuii oTqeT .N"2 llaTa aHaJiuJa 
Date of Manufacture / 

20-03-2026 
Date of Expiry / 

llaTa npouJBO.llCTBa 
: 

ro,lleH ,llO 

Mfg. License No./ 
IlpoHJBO,llCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY 
JIHQeHJHH .N"! 

600000 tab/ 
: 

600000 Ta6 

: 17-04-2026 

: 28-02-2029 

: JIIT-.N"2(005432)-(Pr-RU) 

Analysis performed according ND No/ AHaJIHJ npoBe.lleH no Hll .N"2: JIIT-.N"2(005432)-(Pr-RU)-130524 

Pa2e 3 of 5 / CTp. 3 H3 5 
No 

Test / IloicaJaTeJib Result/ PeJyJibTaTbt Specification/ HopMa 
.N"! 

8 Uniformity of dosage units 3.1 / 3,1 Acceptance value (AV) should be not more than 
I 15.0. I 
O.llHOpO,llHOCTb IToKa3aTeJJh np11eMneMocT11 (AV) .llOn)KeH 6bITb 
,ll03HpOBaHHblX e,llHHHU He 6onee 15,0. 

9 Microbiological purity*/ Muicpo6uoJioruqecKaH qucTOTa* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g / 
Count I O6mee 411cno He 6onee 103 KOE/r 
a3po6Hb!X M11Kpo-
opraHl13MOB 

b) Total Combined Yeast Not Applicable Not more than 102 CFU/g / 
and mould count I O6mee He 60J1ee 102 KOE/r 
411CJlO ilPO)K)KeBbIX 11 
nnecHeBhIX rp1160B 

c) Escherichia Coli Not Applicable Absent in 1 gram I 
OTCYTCTBl1e B 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpuMeqaHue: ITpo.llyKT cooTBeTcTByeT Tpe60BaH1151M H,U 3aicmoqeHue: OllO6PEHO 

Prepared by/ ITo)lroToBnetto: Checked by/ ITposepetto: Checked by (AQA) / Approved by: Quality 
D . Latha - Quality control- A. Susmitha - Quality ITposepetto (AOK): Assurance/Authorized person/ 
Team Member control- Team Member Amol Ashokrao Rakshale - OAo6petto: O6ecne4ett11e 

4r ~ 
Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe Jl11UO: 

Member ~ S. Haneef- Qu1x ·1ty Assurance- Team 
.Member . ,/ 

!Date / )lam: 18-04-2026 II Date /)lam: 18-04-2026 lloate /)lam: 18-04-2026 llnate / )lam: ~ O .---oy .----1-o 1,-fi I 



"" •·· Dr.Reddy's ~~• 

CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo,uyIIT: TeJicapTau® (TeJIMHcaprnu) Ta6JieTKH 40 Mr 

Market/ PLrnoK : Russia/ Poccm1 

Batch No./ 
B2601160 

Batch Quantity / 600000 tab/ 
Cepnsr .N'! 

: 
PaJMep cepnn 

: 
600000 Ta6 

Analytical Report No./ 
: 2002FP26000851 

Date of Analysis / 
: 17-04-2026 

AuaJIHTH'leCKHH OT'leT .N'! .LJ:aTa auaJinJa 
Date of Manufacture / 

20-03-2026 
Date of Expiry / 

28-02-2029 
.Ll:aTa DPOH3B0.UCTBa 

: 
ro.ueu .uo 

: 

Mfg. License No./ 
fI pOH3B0,UCTBeHHaH : 63/RR/ AP/96/F/R MA number: / HoMep PY : JITI-.N'!(005432)-(Pr-RU) 
JIHUeH3HH .N°! 
Analysis performed according ND No/ AuaJIH3 npose.ueu no H.Ll: .N'!: JITI-.N'!(005432)-(Pr-RU)-130524 

No 
.N'! 

Test/ fioKaJaTeJib Result/ PeJyJILTaTLI 

Page 4 of 5 / C Tp. 4 u1 5 

Specification/ HopMa 

10 Package appearance / 
Onncaune ynaKOBKH 

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. 
no 10 rn6neToK B 6m1cTepe 113 10 tablets in a (PVC/Al/PA) foil/ aluminum foil 
(nBX/ Al/nA) q>OJlbrH / aJ110MHH11esoi1 blister. 3 blisters and a patient information leaflet 
cponbrn. no 3 6n11cTepa BMecTe c in a carton. / 
11HcTpyKu11ei1 no np11Mettett1110 B na4KY no 7 rn6neToK B 6n11cTepe 113 (nBX/ Al/nA) 
KapTOHHylO. qJOJlbrH / aJ1IOM11Hl1eBOH qJOJlbrH. no 2 11Jll1 4 

6JlHCTepa BMecTe C I1HCTPYKUI1ei1 no np11MeHeHI1IO 
B na4KY KapTOHHyIO. 
no 10 Ta6JleTOK B 6J111CTepe 113 (nBX/ AI/ITA) 
qJOJlbrH / aJllOMl1Hl1eBOH qlOJlbrH. no 3 6J1I1CTepa 
BMeCTe C 11HCTPYKU11ei1 no np11MeHeHI1IO B na4KY 
KapTOHHylO. 

* 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. 
* ITpoBO,!JJ1TCll np0113B0.U11TeJieM np11 BbIIIYCKe nep110.uw1eCKI1 ( C 11HTepBaJIOM B O.UHO l1CfibITaH11e Ha 20 cep11H 11J111 He Mettee J pa3a B ro.u.) 
TToKa3aTeJib MOl!CeT 6hITb He BKJll04eH B cepTmjrnKaT a11an113a qrnpMbl. 

API name (INN)/ HanMeuosaune A<l>C (MHH): Telmisartan / TenM11caprntt 

API manufacturer batch number / 
ABSH006666 

HoMep cepnn npoH3BO.UHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
FBSA00504 

HoMep cepHH cy6cTaHUHH npOH3B0.UHTeJIH r JI<I>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 
TipoHJBO.UHTeJib A<l>C, CTpaua: .[(-p PeM11'c J1a6oparnp11c JlT.u., l1H.U11}1 

Name, address, authorization No for FP manufacturing site/ Formulations Tech Ops - II, Survey No. 42p, 43, 
Control site / Release site / 44p, 45p, 46p, 53, 54&83, Bachupally Village, 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fipnMe'laHne: npo.uyKT COOTBeTCTByeT Tpe6osaHJ.rnM H.[( 3aKJIIO'leune: O.Ll:OliPEHO 

Prepared by/ no.urornsneHo: Checked by/ nposepetto: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha - Quality Tiposepetto {AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amel Ashokrao Rakshale - O.uo6peHo: O6ecne4ett11e 

4J- eg_ Quality Assurance- Team Ka4eCTBalOTBeTCTBeHHOe JlHUO: 
Member rv S. Haneef- Qual l. Assurance- Team 

Member 

I Date /,aarn: 18-04-2026 I I Date /,aarn: 18-04-2026 IIDate /,aaTa: 18-04-2026 I Date I ,[(am: gz_o-O l\- '"toU I 



••• Dr.Raddy's~~• 

CERTIFICATE OF ANALYSIS 
CEPTII «l>IIKAT AHAJIIl3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo)lyKr: TeJicapTan® (TeJIMncapTaH) Ta6Jienrn 40 Mr 

Market/ PbIHOK : Russia / PoccHll 

Batch No./ 
B2601160 

Batch Quantity / 600000 tab/ 

CepnH .N'! 
: 

Pa3Mep cepnn 
: 

600000 m6 

Analytical Report No./ 
: 2002FP26000851 

Date of Analysis / 
: 17-04-2026 

AnaJIHTH'leCKHii OT'leT .N'! ,UaTa anaJIH3a 

Date of Manufacture / 
20-03-2026 

Date of Expiry / 
28-02-2029 

.UaTa UPOH3BO/lCTB3 
: 

ro)leH /lO 
: 

Mfg. License No./ 
fi pOH3BO/lCTBeH HaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITT-.N'!(005432)-(Pr-RU) 
JIUU:eH3HH .N'! 
Analysis performed accordin2 ND No/ AnaJin3 npoBe)leH no H.U .N'!: JITT-.N'!(005432)-(Pr-RU)-130524 

Pa2e 5 of 5 / CTI). 5 01 5 
HanMeHOBaHne, 3/lpec, JIHU:eH3HH )lJIH IlpOH3BO/lCTBeHH3H 
UJIOIU3/lK3 / IlJIOIU3/lK3 KOHTpOJIH Ka'leCTBa / IlJIOIU3/lK3 BblUYCKa 

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

63/RR/ AP/96/F JR) I 
TTpoH3BOJJ.CTBeHHoe no!lpa3)leneHHe-II, YqacTKH 

N2 42p, 43, 44p, 45p, 46p, 53, 54 H 83, oaqynannH 

BHnna)l)K, 6a 4ynannH MaHJJ.an, Me!l'IM 

ManKa)l)KrHp11 )l11cTpl1KT - 500 090, wmT 

TenaHraHa, l1H!ll1ll (J1HueH3Hll 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 sitc(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'leHHe O COOTBeTCTBHH: «HacTOlllllHM ll UO.UTBep)K,Ua!O, 4TO rrpHBe,UeHHall BhIWe HHq>OpMaUHll llBJllleTCll .UOCTOBepHOH 
H T04HOH. 3Ta cepHll rrpo.uyKUHH rrpOH3Be,UeHa (BKJl!O'lall yrraKOBKY (MapKHpOBKY) 11 KOHTpOJlb Ka4ecrna) Ha BhIWeyKa3aHHOH 
rrp0113B0.UCTBeHHOH ITJlOllla.UKe (rrnoma.uKax) B ITOJlHOM COOTBeTCTBl1H C Tpe6osaHl1llMl1 TTpaBl1J1 Ha)lJle)KallleH 
rrpo113BO.UCTBeHHOH rrpaKrnK11 Espa311HCKoro 3KOHOMl14ecKoro co103a (N2GMP/EAEU/RU/02346-2025 OT 25 ceHTll6pll 2025) 
11 Tpe6oBaHl1llMl1 KOHTpom, Ka4eCTBa neKapCTBeHHhIX cpe,UCTB, a TaK)Ke B COOTBeTCTBl111 co cneu11cp11KaUl1llMl1, 
co.uep)Kallll1Ml1Cll B per11cTpau110HHOM )lOChe CTpaHhl-11MnOpTepa. 3arr11c11 ITO np0113B0.UCTBY, yrraKOBKe 11 attan113y rrposepeHhl, 
11 ycTaHOBJleHO 11X COOTBeTCTBHe Tpe6oBaHl1llM TTpaBl1J1 Ha,UJ1e)Ka1lleH rrp0113B0.UCTBeHHOH rrpaKTl1Kl1 Espa311HCKOrO 
3KOHOMl1'1eCKOfO COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
IlpnMe'lanne: TTpoJJ.yKT cooTBeTcrnyeT Tpe6osatt11l!M H)l 3aKJIIO'lenne: O,UOliPEHO 

Prepared by / TTo.uroTosnetto: Checked by/ TTposepeHO: Checked by (AQA) / Approved by: Quality 
D. Latha - Quality control- A. Susmitha - Quality TTposepetto (AOK): Assurance/Authorized person/ 
T eam Member control- Team Member Amo! Ashokrao Rakshale - O.uo6peHo: O6ecrre4ett11e 

~ cg_ Quality Assurance- Team Ka4eCTBaiOTBeTCTBeHHOe JlHUO: 

Member ~ S. Haneef- Qualr· A ssurance- Team 
Member ~ 

IDate /)lam: 18-04-2026 lloate /)lam: 18-04-2026 IIDate /)lam: 18-04-2026 I Date / )lam: d_O-"Clf ~ i,b 




