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

CEPTII <l>IIKA T AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo.ayKT: TeJicapTau® (TeJIMHcapTau) Ta6JieTKH 40 Mr 

Market / PbIHOK : Russia / Poccm1 

Batch No./ 
B2601942 

Batch Quantity / 600000 tab / 

CeonH N2 
: 

PuMep cepuu 
: 

600000 Ta6 

Analytical Report No. / 
: 2002FP26001476 

Date of Analysis / 
: 24-06-2026 

AuaJIHTH'feCKHH OT'feT N2 )laTa auaJinJa 

Date of Manufacture / 
01-06-2026 

Date of Expiry / 
31-05-2029 

)laTa DPOH3B0.LlCTBa 
: 

ro.aeH J:{O 
: 

Mfg. License No./ 
IlpoH3B0.LlCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : J1Il-N2(005432)-(Pr-RU) 
JinueH3HH N2 

Analysis performed according ND No/ AuaJIHJ nposeJleH no H.ll N2: J1Il-N2(005432)-(Pr-RU)-130524 
Page 1 of5 / Crp. 1 HJ 5 

No 
Test/ IloKaJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

.N'! 

1 Appearance/ OnucaHne 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. / Ta6neTKa KancynoBl1JlHOH the other side. I Ta6JieTKa KancyJIOBl1,[l;HOH 

q>OpMbl, ,[l;BOl!KOBbinYKJiall, 6enoro UBeTa, q>OpMbl, ,l:l;B0llKOBblITYKJiall, 6enoro 11Jil1 n0LITl1 

Ha 0J.(HOl-l CT0p0He p83,a;emnem,Hall pMCKa 11 6enoro UD0Tll, Jill O,D;IIOII OTOpono pll'.l.llCJIIITCJil,llllll 

Tl1CHeHHe «T» 11 «L» no pa3Hble CTOpOHbl p11CKa 11 Tl1CHemIe «T » 11 «L» no pa3Hble CTOpOHbl 

OT Hee, Ha Jlpyroti CTOpOHe Tl1CHeH11e «40». OT Hee, Ha ,a;pyroH CTOpOHe Tl1CHeH11e «40». 

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

l,faeHTH<l>HKaUHH chromatogram of the test solution chromatogram of test solution should correspond 
corresponds to that in the chromatogram of to that in the chromatogram of telmisartan 
telmisartan reference standard solution. / reference standard solution (Assay section) . I 
BpeMl! y.uep)l(11BaHl1ll OCHOBHOfO n11Ka Ha BpeMl! y ,a;ep)K11BaHl1ll OCHOBHOro n11Ka Ha 
xpoMaTorpaMMe 11cnbITyeMoro pacTBopa xpoMaTorpaMMe 11cnb1TyeMoro pacTBopa .llOJI)KHO 
COOTBeTCTByeT BpeMeH11 y .uep)KH BaHl1ll COOTBeTCTBOBaTb speMeH11 y,a;ep)K11BaHHll 
OCHOBHOrO n11Ka Ha xpoMaTorpaM Me OCHOBHOro ITHKa Ha xpoMaTorpaMMe paCTBOpa 
paCTBOpa CTaH,a;apTHOro 06pa3ua CTaH,a;apTHOro 06pa3ua TeJIM11caprnHa (paJ.uen 
TeJIM11CapTaHa. «Kom1qecTBeHHoe orrpe,a;eneH11e»). 

3 Assay/ KoJIH'feCTBeHHoe 39.7 mg / 39,7 Mr 38.0 mg to 42.0 mg of C33H30N4O2 (telmisartan) 

orrpeJleJieHne (99.2% I 99,2%) (95 to 105 % of label claim) per tablet. / OT 
38.0 Mr .uo 42.0 Mr CHH1nN4O? (re11M11capraHH OT 
95 AO 105 % OT HOMl1HaJibHOro co,a;ep)KaHm1) B 
Ta6neTKe. 

4 Water/ 80):{a 2.1%/2,1 % Not more than 6.0%. I 
He 6onee 6,0 % 

5 Disintegration / 09 min 21 sec/ Not more than 15 min / 

Pacrra,laeMOCTb 09 MHH 21 CeK He 6onee 15 Ml1H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
Ilp11MelfaHne: ITpo,a;yKT cooTee-rc,,eye-r Tpe6oeaHHl!M H.ll 3aKJUO'fenne: O.l{OliPEHO 

Prepared by / ITo,ur0TOBJieHo: Checked by I ITposepeHo: C hecked by (AQA) / Approved by : Quality 
A . usmi tha - Quality control- N.V .Krishna - Quality npoeepeHo (AOK): A ssurance/ Authorized person / 
Team Member control- Team Member Arno) Ashokrao Rakshale - O,a;o6peHo: O6ecrreqem1e 

~ ' 
Q ual ity Assurance- Team KaLieCTBa!OTBeTCTBeHHOe mIuo: 

Member ,/ S. Haneef- Qua ti· As urance- Team 
Member _ 

joate / ,[{aTa: 30-06-2026 iloate /,[{aTa: 30-06-2026 i loate /,[{aTa: 30-06-2026 I Date / ,[{aTa: 5 (J .--f) fo ~ '1/2 



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

CEPTil<l>IIKAT AHAJIIl3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo,llyKT: TeJJcapTau® (TeJJMncapTaH) n6JJenm 40 Mr 

Market/ PLrnoic : Russia / Poccm1 

Batch No./ 
B2601942 

Batch Quantity/ 600000 tab / 
CeonH .N"!! 

: 
PaJMep cepnn 

: 
600000 Ta6 

Analytical Report No./ 
: 2002FP26001476 

Date of Analysis / 
: 24-06-2026 

AuaJJHTH'lecicnii OT'leT .N"2 )laTa auaJJHJa 

Date of Manufacture / 
01-06-2026 

Date of Expiry / 
31-05-2029 

)laTa OPOHJBO,llCTBa 
: 

fo.lleH .llO 
: 

Mfg. License No./ 
IlpoH3B0,llCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITT-.N"2(005432)-(Pf-RU) 
JIH(leHJHH .N'2 
Analysis performed according ND No/ AuaJJHJ npose,lleu no H.Ll .N"2: JITT-.N"2(005432)-(Pf-RU)-130524 

Pae:e 2 ofS I CTo. 2 u3 5 
No 

Test I noicaJaTeJJL Result/ PeJyJJLTaTbl Specification / HopMa 
.N"!! 

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

He Mettee 75 % (Q) C33H30N4O2 (TeJJM11caprnH) 
qepe3 30 MHH. 

7 Related Substances / Less than LOQ (LOQ = 0.003%) I HmKe Impurity A - not more than 0.2 % / 
PO.llCTBeHHbie npHMeCH npe,neJJa KOJIH'leCTBeHHOro onpe.lleJieHHH np11Mech A - He oonee 0,2 % 

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

Not detected / He o6ttapy)KeHa np11Mech B - He 6onee 0,2 % 

Not detected/ He o6Hapy,KeHa 
Impurity D - not more than 0.2 % / 
np11Mech D - He 6onee 0,2 % 

Below Limit of detection (LOD = 0.019%) / Impurity TMSl - not more than 0.2 %/ 

H11*e npe.uena 06ttapy,KeHm1 (ITO = 0,019 11p11Mech TMS 1 - He 6onee 0,2 % 

%) 
Dimer acid impurity - not more than 0.2 % / 

Less than LOQ (LOQ = 0.008%) I H11*e 
np11MeCh .UHMepHOH KHCJI0Thl - He 6onee 0,2 % 

npe,a:ena K0Jll1'1eCTBeHH0ro onpe.ueneu11» 
(ITKO = 0,008%) Chiaro analogue impurity- not more than 0 .2 %/ 
Not detected / He o6Hapy)Ketta np11Mech xnopo auanora - He 6onee 0,2 % 

Below Limit of detection (LOD = 0.017%) / Any unspecified impurity - not more than 0.2 % / 

H11*e npe.uena 06Hapy*eH11» (ITO = 0,017 e,lll1Hl1'1HaR He11aeHT11¢11u.11poBaHHaH np11MeCh -

%) He 6onee 0,2 % 

Not detected / He o6ttapy,KeHa 
Total impurities - not more than 1.5 % / cyMMa 
np11Mecei1 - He 6onee 1,5 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
fipnMe'laHne: ITpoayKT COOTBeTCTBye-r Tpe6oea Hl1RM H)l JaKJJt0'leuue: O.LJ.OliPEHO 

Prepared by / ITo.urorneneHo: Checked by / nposepe1m: Checked by (AQA) / Approved by: Quality 
A.Susmitha - Quality control- 1N. V .Kri hna - Qua Ii ty ITpoeepetto (AOK): Assurance/ Authorized person / 
Team Member cont rol- Team Member Amo) Ashokrao Rakshale - O.uo6petto: O6ecne'lett11e 

(y Quality Assurance- Team Ka'leCTea/OTBeTCTBeHHOe Jll11.{0 : 

~ Member ~ S. Haneef- Quall~ y Assurance- Team 
Member _ 

I Date /JJ:arn: 30-06-2026 I I Date / ,UaTa: 30-06-2026 IIDate /JJ:arn: 30-06-2026 llDate / ,Uarn: 5D-O k).--9o¼ 
I 



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

CEPTII<l>IIKA T AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
nooL\vKT: TencapTa1t® (TeJJM11capTau) Ta6JJenrn 40 Mr 

Market / PbrnoK : Russia / Poccm1 

Batch No./ 
B2601942 

Batch Quantity / 
CepnH .N'2 

: 
Pa1Mep cepuu 

Analytical Report No./ 
: 2002FP26001476 

Date of Analysis / 
AHaJJHTUl!eCKUH OTlleT .N'!! ,Ll.aTa auaJ1u1a 

Date of Manufacture / 
01-06-2026 Date of Expiry / 

,Ll.aTa DPOHJBO,llCTBa 
: 

fo,lleH ,llO 

Mfg. License No./ 
IT pOHJBO,llCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY 
JlHQeHJUH .N'!! 

600000 tab / 
: 600000 m6 

: 24-06-2026 

: 31-05-2029 

: JIIT-.N'2(005432)-(Pf-RU) 

Analysis performed according ND No/ AHaJiuJ npose,lleH no H.LI. .N'2: JIIT-.N'2(005432)-(Pf-RU)-130524 
Page 3 of5 / CTp. 3 u15 

No 
Test/ IToKaJaTeJib Result/ Pe1yJJbTaTbl Specification / HopMa 

.N'!! 

8 Uniformity of dosage units 2.7 / 2,7 Acceptance value (AV) should be not more than 
I 15.0. I 
O,llHOpO,llHOCTb fIOKa.3aTeJTh np11eMJ1eMOCTl1 (AV) ,llOmKeH 6hITb 
,ll03UpOBaHHblX e,llHHHU He 6oJTee 15,0. 

9 Microbiological purity*/ MnKpo6noJioru11ecKaH 11ncTon* 

a) Total Aerobic Microbial Not Applicable Not more than 103 CFU/g / 
Count / O6mee 411CJTO He 6oJTee 103 KOE/r 
a:3p06HhIX M11Kp0-
opraHl13MOB 

b) Total Combined Yeast Not Applicable Not more than 102 CFU/g I 
and mould count / O6mee He 6oJTee 102 KOE/r 
411CJ10 .n.pm,oKeBbIX H 

nJTeCHeBhlX rp1160B 

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpnMettauue: ITpo.ayKT cooTBeTCTsye,- Tpe6osatt11S1M H,ll 3aKmo11e1tue: O,Ll.O6PEHO 

Prepared by / TTo.!lrOTOBJTetto: Checked by / TTposepetto: Checked by (AQA) / Approved by: Quality 
A.Susmitha - Quality control- N.V.Krishna - Quality TTposepetto (AOK): Assurance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rakshale - O.n.o6petto: O6ecne4ett11e 

~ ~ 
Quality Aswsurance- Team Ka4eCTsa/OTBeTCTBeHHOe Jl11UO: 
Member S. Haneef- Qua1~ y Assurance- Team 

Member 

I Date /.[lam: 30-06-2026 IIDate / .D:am: 30-06-2026 I I Date / .D:am: 30-06-2026 I Date /.[lam : ~ (') --0 (;, ,---'lo'l.:(. 



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

CEPTU<l>UKA T AHAJIM3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo./lyKT: TeJicapTau® (TeJIMncapTau) Ta6JieTirn 40 Mr 

Market / PLrnoK : Russia / Pocci-rn 

Batch No./ 
B2601942 

Batch Quantity / 600000 tab / 

CepnH .N"! 
: 

Pa1Mep cepnn 
: 

600000 Ta6 

Analytical Report No./ 
: 2002FP26001476 

Date of Analysis / 
: 24-06-2026 

AuaJIHTHlfeCKHH oTtteT .N"! )],aTa auaJinJa 
Date of Manufacture / 

01-06-2026 
Date of Expiry / 

31-05-2029 
)].aTa npoHJBO)lCTBa 

: 
fo)leu JlO 

: 

Mfg. License No./ 
fipOH3B0)lCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITI-.N"!(005432)-(Pf-RU) 
JIHQeHJHH .N"! 
Analysis performed according ND No/ AuaJIHJ npose)leu no H)], .N"!: JITI-.N"!(005432)-(Pf-RU)-130524 

Test/ TioKaJaTeJIL 

10 Package appearance / 
Onncaune ynaKOBKH 

Pa2e 4 of 5 I CTo. 4 u1 5 

Result/ Pe1yJILTaTLt Specification / HopMa 

IO 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. I leaflet in a carton. 
no 10 rn6neTOK s 6m1cTepe 113 10 tablets in a (PVC/Al/PA) foil/ aluminum foil 
(nBX/ Al/ITA) cponhrn / aJT10M11H11esoi1 blister. 3 blisters and a patient information leaflet 
rponhrn, Tlo 1 finm;n:pr1 RMf:~Tf: r, in 11 r,11rtnn / 

HHCTPYKUHei1 no npHMeHeHHIO B na'-iKY no 7 rn6neToK B 6nHcTepe H3 (nBX/ Al/ITA) 
KapTOHHylO. qJOJlbrH / aJTIOMHHHeBOH qJOJThrH. no 2 HJTH 4 

6JTHCTepa BMeCTe c HHCTPYKUHeH no npHMeHeHHIO 
s na'-iKY KapTottttyio. 
no 10 rn6neTOK B 6n11cTepe 113 (nBX/ A l/nA) 
qJOJThrH / aJTIOMHHHeBOH qJOJlbrH. no 3 6JTHCTepa 
BMeCTe C HHCTpyKUHeH no npHMeHeHHIO B nalfKY 
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. 
* OpOBO,iUo!TCll np0113B0,[{11TeJleM np11 BbITIYCKe neptt0A11'-ieCKl1 (c 11HTepB8JIOM B 0,UH0 l1CTib1TaH11e Ha 20 cep11i111Jll1 He Mettee J pa3a B roA.) 
O0Ka3aTeJlb M0Jl(eT 6b!Tb He BKJllO'-ieH B cepTmp11KaT aH8Jll13a cjmpMbl. 

API name (INN)/ HanMeuosaune Ml>C (MHH): Telmisartan / TenM11capTaH 

API manufacturer batch number / 
ABTH00009'1,ABTH00009 5 

HoMep cepuu npoHJB0JlHTeJIH A<l>C: 
FP Manufacturer API Batch number / 

FBTA00024,FBTA00025 
HoMep cepHH cy6cTaHUHH npOH3B0)lHTeJIH r JI(J>: 
API Manufactured by & country / Dr. Reddy's Laboratories Ltd., India/ 

TipoHJBO.llHTeJib A<l>C, CTpaua : ,U-p Pe!l)l11'c Jla6opaTOp11C JlT,u., l1H)ll1H 

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/ 
TTp11Melfanue: TTpo11yKT cooTBeTcTByeT Tpe6osaHHHM H,U 3aK'JIIOlfeuue: O,ilO6PEHO 

Prepared by / no,uroTOBJTetto: Checked by / nposepetto: Checked by (AQA) I Approved by: Quali ty 
A.Susmitha - Quality control- N.V.Krishna - Quality TTponepeMo (AOK): As urance/ A uthorized per on I 
Team Member control- Team Member A mol Ashokrao Rak hale - 0 1106peuo: 0 6ecner1etti,ie 

~ ~ 
Q ual ity As ufvrance- Te.am Ka•teCTaa/OTBeTCTBeliHOe m Iuo: 
Member S. Haneef- Qual i:~ A urance- Team 

Member ~ 

loate /,llaTa: 30-06-2026 IIDate / ,Uarn: 30-06-2026 IIDate /,UaTa: 30-06-2026 I Date / ,Uarn: c~/S~;uo:~ 



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

CEPTH<l>HKAT AHAJIH3A 

Product : Telsartan (Telmisartan) Tablets 40 mg 
Ilpo,llyicr: TeJJcapTaH® (TeJJMHcapTau) n6JJeTKH 40 Mr 

Market / PblHOK : Russia / Pocc1,rn 

Batch No./ 
B2601942 

Batch Quantity / 600000 tab/ 

CeonH .N"2 
: 

PaJMep cepHH 
: 

600000 Ta6 

Analytical Report No./ 
: 2002FP26001476 

Date of Analysis / : 24-06-2026 
AuaJJHTH'leCKHii OT'leT .N"2 l(aTa auaJJHJa 

Date of Manufacture / 
01-06-2026 

Date of Expiry / 
31-05-2029 

l(aTa DPOH3B0JlCTBa 
: 

ro)leH JlO 
: 

Mfg. License No. / 
IlpOH380JlCTBeHH3H : 63/RR/AP/96/F/R MA number: / HoMep PY : JIIT-.N"2(005432)-(Pr-RU) 

mu1eHJHH .N"2 
Analysis performed accordin2 ND No/ AuaJJHJ npoBe,lleH no HD: .N"2: JIIT-.N"2(005432)-(Pf-RU)-130524 

Pae:e 5 of 5 / CTp. 5 H3 5 
HanMeHOBaHHe, a,llpec, JJHU,eHJHH ,llJIH ITpoH3BOJlCTBeHH3H 
UJIOlll3,llKa / ITJIOlll3,llK3 KOHTpOJIH Ka'leCTBa / ITJIOlll3,llKa BbmycKa 

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

63/RR/ AP/96/F /R) / 
flpOH3B0,UCTBeHHOe no.npa3,neJ1eHHe-II, YqacTKH 

NQ 42p, 43, 44p, 45p, 46p, 53, 54 H 83, EaqynanJIH 

BHJIJiaJl)K, 6aqynaJIJIH Matt.nan, Me,n4aJI 

ManKaJl)KrHpH )lHCTpHKT - 500 090, WTaT 

Tenattratta, Htt.um1 (J1HueH3HH NQ 

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». I 
3aKJIJO'leHHe O COOTBeTCTBHH: «HaCTOHI.I.IHM H no,nTBep)l(JlalO, '{TO npHBeJleHHaH BhIWe HH!pOpMaUH/1 HBJIHeTCH JlOCTOBepHOH 
H TO'{HOH. 3Ta cepHH npOJlYKUHH npOH3BCJleHa (BKJIIO'laH ynaKOBKY (MapKHpOBKY) H KOHTpOJih Ka'{eCTBa) Ha BhlweyKaJaHHOH 
npOH380JlCTBeHHOH IlJIOI.I.la.nKe (nJIOI.I.laJlKax) B IlOJIHOM COOTBeTCTBHH C Tpe6osaHHHMH flpaBHJI Ha,llJie)Kal.I.leH 
npomso.ucTBeHHoi1 npaKTHKH EspaJHHCKoro 3KOHOMH'{CCKoro co103a (NQGMP/EAEU/RU/02346-2025 OT 25 cettrn6pH 2025) 
H Tpe6oBaHHHMH KOHTpOJIH Ka4eCTBa JieKapCTBeHHhlX cpe.nCTB, a TaK)Ke B COOTBeTCTBHH co cneuHq>HKaUHHMH, 
co.uep)Kal.I.IHMHCH B pernCTpaUHOHHOM ,UOChe CTpaHhl-HMnOpTepa. 3anHCH no npOH3B0JlCTBY, ynaKOBKe H aHaJIH3Y nposepeHhl, 
H ycTaHOBJieHO HX COOTBeTCTBHe Tpe6osaHHll-M flpaBHJI Ha,nJie)KaUleH npOH3B0JlCTBeHHOH npaKTHKH Espa3HHCKOro 
3KOHOMH4eCKOro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpHMe'laHHe: flpo.uyKT COOTBeTcTByeT Tpe6oBaHHHM H)l 3aKJIJO'leuue: O)lO6PEHO 

Prepared by I flo.nroTOsJietto: Checked by / flposepetto : Checked by (AQA) I Approved by: Quality 
A.Susmitha - Quality control- N.V.Krishna - Quality flposepeHo (AOK): As urance/ Authorized person / 
Team Member control- Team Member Amo! Ashokrao Rakshale - OnoopeHo: O6ecne4eHHe 

~ ~ 
Quality As~urance- am K34eCTBaiOTseTCTBeHHOe JIHUO: 
Member S. Haneef- Qua~ ty Assurance- Team 

Member _ 

!Date /)laTa: 30-06-2026 I Date //J,aTa: 30-06-2026 !Date/ )laTa: 30-06-2026 I Date /)laTa: :>~ ,,-6b <''t.o
1
bb 




