
CERTIFICATE OF ANALYSIS 
CEPTM<l>MKAT AHAJIM3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
Ilpo,llyICT: TeJicaprnu® (TeJIMHcapTau) Ta6JieTKH 80 Mr 

Market/ P1,rnoic : Russia / Pocci,rn 

Batch No./ 
B2600506 

Batch Quantity / 400000 tab / 

CepuH .N"2 
: 

Pa1Mep cepuu 
: 

400000 Ta6 

Analytical Report No./ 
: 2002FP26000382 

Date of Analysis / 
: 28-02-2026 

AuaJIHTH'-leCKHH OT'-leT .N'2 )],aTa 3H3JIH33 

Date of Manufacture / 
05-02-2026 

Date of Expiry / 
31-01-2029 

.l].aTa DPOHJBO.l(CTBa 
: 

roD.eH D.O 
: 

Mfg. License No. / 
ITpoHJBOD.CTBeHH3H : 63/RR/AP/96/F/R MA number: / HoMep PY : JITT-.N"2(005432)-(Pr-RU) 

JIHQeHJHH .N'2 
Analysis performed accordin2 ND No/ AuaJiuJ nposeD.eH no H)], .N'2: JIIT-.N'2(005432)-(Pr-RU)-130524 

Pa!!e 1 of 5 / CTo 1 u1 5 
No 

Test I IToicaJaTeJIL Result/ Pe1yJ11>TaTLI 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 " 80" debossed on from break line on one side and "80" debossed on 

the other side. / Ta6neTKa KancynOBHllHOH the other side. I Ta6JieTKa KancyJIOB11llHOH 

q>OpMbl, llBOHK(?BbIITYKJialI, 6enoro useTa, qJOpMbl, llBOlIKOBbIITYKJialI, 6enoro HJI11 nOYTl1 

Ha OllHOH CTOpoHe pa3L(eJIHTeJibHalI p11cKa 11 6enoro l.\BeTa, Ha OllHOH CTOpOHe pa3L(eJIHTeJibHalI 

THCHeHHe «T» 11 «L» no pa3Hble CTOpOHbl p11cKa H THCHem,e «T » H «L» no pa3Hble CTOpOHbl 

OT Hee, Ha npyrOH CTOpOHe Tl1CHeHHe «8U». OT mlll, llll .llpyroil OTOpOml TJl(lfI(IIJIH) u80D, 

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

HD.eHTHcJIHKaUHH chromatogram of the test solution chromatogram of test solution should correspond 
correspond to that in the chromatogram of to that m the chromatogram of telmisartan 
telmisartan reference standard solution. / reference standard solution (Assay section). / 
BpeMlI ynep)KHBaHHlI OCHOBHOro nHKa Ha BpeM» ynep)KHBaHHlI OCHOBHOro nHKa Ha 
xpoMaTorpaM Me HCnbITyeMoro pacTBopa xpoMaTorpaMMe HCnbITyeMoro paCTBOpa L(OJI)KHO 
COOTBeTCTByeT speMeHH yneplKHBaHHlI COOTBeTCTBOBaTb speMeHH y nep)K11BaHHlI 
OCHOBHOro nHKa Ha xpoMaTorpaMMe OCHOBHOro nHKa Ha xpoMaTorpaMMe pacTBOpa 
pacrnopa CTaHnapTHOro o6pa31\a cTattnapTHoro 06pa3ua TeJIMncapTaHa (pa3nen 
TeJIMHCapTaHa. «KOJIHYeCTBeHHOe onpeneJieHHe»). 

3 Assay/ KoJIH'-lecTseuuoe 78.0 mg I 78,0 Mr 76.0 mg to 84.0 mg of C33H 30N402 (telmisartan) 

onpeD.eJieuue (97.6% I 97,6%) (95 to 105 % of label claim) per tablet. / OT 
76,0 Mr no 84,0 Mr C33H30N40 2 (TeJIMHcapTaH) (oT 
95 llO 105 % OT HOMHHaJibHOro conepJKaHHH) B 
Ta6neTKe. 

4 Water / BoD.a 1.9%/ l,9% Not more than 6.0% w /w I 
He 6onee 6,0 % 

5 Disintegration / 09 minutes 24 seconds/ Not more than 15 min / 

PacnaD.aeMOCTL 09 MHH 24 ceK He 6onef\ 15 Ml1H 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe'-13HHe: TTponyKT COOTBeTCTByeT Tpe6oBaHHlIM Htl Jaicmo'-lenue: O)1,OliPEHO 

Prepared by / Checked by / TTposepeHo: Checked by (AQA) / flpoeepetto Approved by: Quality 
TTonroTosneHo: A. Susmitha - Quality control- (AOK): Assurance/ Authorized person / 
D. Latha - Quality Team Member S. Meera Saheb - Qual ity Ono6peHo: 06ecneYettue 
control - Team Member 

4 
A , ranee- T'gembo; KaYeCTBa!OTseTCTBCHHOe n11uo: 

40 - P. Rama Rao- Quality Assurance-
Team Member , n/ 

I Date /,Uarn: '--4-"' }.........µ}6 I !Date /,Uarn: ~,) ...Jl);J..6 1 D ate/Dam: '7i..--o)..~ loate /narn: u-l"1) ?,--.--%:i % I 



CERTIFICATE OF ANALYSIS 
CEPTII<l>IIKAT AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
Ilpo.L(yKT: TeJicapTan® (TeJIMHcapTan) Ta6JieTKH 80 Mr 

Market/ PLIHOK : Russia/ Poccm1 

Batch No./ 
B2600506 

Batch Quantity / 400000 tab/ 
CepuH N! 

: 
Pa1Mep cepuu 

: 
400000 Ta6 

Analytical Report No./ 
: 2002FP26000382 

Date of Analysis / 
: 28-02-2026 

AnaJIHTH'leCKHH OT'leT N! .LI:aTa anaJiu1a 

Date of Manufacture / 
05-02-2026 

Date of Expiry / 
31-01-2029 

.11:aTa npOH3B0,L(CTB3 
: 

ro,L(eH AO 
: 

Mfg. License No./ 
IlpoH3B0,L(CTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITT-N!(005432)-(Pr-RU) 
Jiuu:eHJHH N! 
Analysis performed according ND No/ AnaJIHl nposeAeH no H.LI: N!: JITT-N!(005432)-(Pr-RU)-130524 

Pag-e 2 of 5 I CTp. 2 H3 5 
No 

Test/ TT0Ka1aTeJIL Result/ Pe1yJILTaTb1 Specification/ HopMa 
N! 
6 Dissolution / 102%, 101%, 101%, 99%, 101%, 101% Not less than 75 % (Q) ofC33H30N4O2 

PacTsopenue (telmisartan) in 30 min./ 
He Mettee 75 % (Q) C33H30N4O2 (TeJ1M11capTaH) 
4epe3 30 MHH. 

7 Related Substances / Less than LOQ {LOQ = 0.003%) / HmKe Impurity A - not more than 0.2 % / 
Po.L(CTBeHHble npHMeCH npeAeJia KOJIH'leCTBeHHOro orrpeAeJieH11H rrp11MeCb A - He 6onee 0,2 % 

{TIKO = 0,003%) 
Impurity B - not more than 0.2 % / 

Not detected / He o6Hapy)l(etta rrp11Mecb B - He 6onee 0,2 % 

Not detected / He o6ttapy)l(etta 
Impurity D - not more than 0.2 % / 
rrp11Mecb D - He 6onee 0,2 % 

Not detected / He o6ttapy)l(eHa Impurity TMS 1 - not more than 0.2 %/ 
rrp11MeCb TMSl - He 6onee 0,2 % 

Less than LOQ {LOQ = 0.008%) / H11)1(e Dimer acid impurity - not more than 0.2 % / 
npeAeJia KOJI11lJeCTBeHHoro orrpeAeJieH11H rrp11MeCb A11MepHOH Kl1CJIOTbl - He 6onee 0,2 % 
(TIKO = 0,008%) 

Chloro analogue impurity- not more than 0.2 %/ 
Not detected / He o6Hapy)l(eHa rrpHMecb xnopo aHanora - He 6onee 0,2 % 

Below Limit of Detection {LOD = 0.017%) / 
Any unspecified impurity - not more than 0.2 % / 
e,lll1Hl1lJHaH He11.ueHTHqll11.(11pOBaHHaH rrp11MeCb -

H11)1(e npe.uena 06Hapy)l(eH11H (TIO = 
He fionee 0,2 % 

0,017%) 

Not detected / He o6Hapy)l(eHa Total impurities - not more than 1.5 % / cyMMa 
rrp11Meceii - He 6onee 1,5 %. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
TTpuMe'lanue: Tipo_eyK'.r coornercTByeT -rpe6oaaHl1l!M Hll 3aKJIIO'leuue: O.LI:OliPEHO :==========,;::::===========:::;,:;::===========: 
Prepared by/ Checked by/ TiposepeHo: Checked by (AQA) / TiposepeHo Approved by: Quality 
flo.uroTOBJieHo: A. Susmitha - Quality control- (AOK): As urance/ Authorized person / 
D. Latha - Quality Team Member S. Meera Saheb - Quality OD.o6peHO: O6ecrre'leH11e 
control- Team Member A urance- Tea ember 1ca4ecTaa/OTaeTCTBeHH0e n11uo: 

( o_:,, -~ P . Rama Rao- Quality Assurance-
Team Member 

Date / LJ:arn: Qk-<>'J.. joa1e /llarn: J-1- -0~ ..... ~l'J.J6 I Date /llarn: 



CERTIFICATE OF ANALYSIS 
CEPTII <l>IIKAT AHAJIII3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
ITpo,uyKT: TeJJcapnu® (TeJJMucapTau) n6JJeTKH 80 Mr 

Market / PbrnoK : Russia/ Poccm, 

Batch No./ 
B2600506 

Batch Quantity I 400000 tab/ 
CepuH .N'! 

: 
Pa1Mep cepuu 

: 
400000 m6 

Analytical Report No./ 
: 2002FP26000382 

Date of Analysis / : 28-02-2026 
AuaJJHTH'leCKHH 0T'leT .N'! )]:aTa auaJJu1a 

Date of Manufacture / 
05-02-2026 

Date of Expiry / 31-01-2029 
)]:aTa np0HJBO)lCTBa 

: 
ro,uen )lO 

: 

Mfg. License No./ 
ITpOHJBO)lCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JIIT-.N'!(005432)-(Pr-RU) 
JJHUeHJHH .N'! 
Analysis performed according ND No/ AnaJJu1 npoBe.ueu no Ht!: .N'!: JIIT-.N'!(005432)-(Pr-RU)-130524 

Pag-e 3 of 5 I CTp. 3 u3 5 
No 

Test / IT0Ka1aTeJJb Result/ Pe1yJJbTaTbI Specification / HopMa 
.N'! 
8 Uniformity of dosage units 2.9 I 2,9 Acceptance value (AV) should be not more than 

I 15.0 I 
O,uuopo,uuocTb TToKa3aTeJ1h rrp11eMJ1eMocT11 (AV) )lOJl)KeH 6hITh 
)l03Hp0BaHHblX e.unuuu ne 6onee 15,0. 

9 Microbiological purity*/ MnKpo6noJJorn'leci.:aH 'IHCTOTa* 

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 103 CFU/g / 
Count I O6ll(ee 411CJ10 Mettee 10 KOE/r He 6onee 103 KOE/r 
a3p06HblX M11Kp0-
opraHl13MOB 

b) Total Combined Yeast Less than 10 CFU/g / Not more than 102 CFU/g / 
and mould count I O6ll(ee Menee 10 KOE/r He 6onee 102 KOE/r 
411CJ10 )lpO)K)KeBbIX 11 
ITJleCHeBblX rp1160B 

c) Escherichia Coli Absent in 1 gram I Absent in 1 gram / 
OTcyTcTByeT B 1 r OTcyTCTBHe B 1 r 

Remarks : The Product confirms to ND/ Conclusion : APPROVED / 
ITpm't1e'laune: fJpO.!.IYKT coOTse-rcTByeT Tpe6osaHHHM HL( 3aKJJIO'leune: O)]:OliPEHO 

1:===============::::::::::=================C:: 
Prepared by I 
TTo)lrOTOBJ1eHo: 
D. Latha - Quality 
control- Team Member 

Checked by I TTposepetto: 
A. Susmitha - Quality control­
Team Member 

Checked by (AQA) / TTposepeHo 
(AOK): 
S. Meera Saheb - Quality 
As urance- Te , Member 

Approved by: Quality 
A urance/ Authorized person / 
Ono6peHo: O6ecrre4en11e 
KaYecrsa/OrneTCTBeH1-1oe n11uo: 
P . Rama Rao- Quality Assurance­
Team Member 

1:========~==i:=========::::!!=====¢====::;::::! 
Date / L(am<p~ .,., ')...~ IDate / L(aTa: JJ-() )/ ?-C ;,6 I Date / L(aTa: "\.2;,-,--t.{)._--1,o '),-~ joate / ,[lam: 2--%" rD ')...---./1..9..% 1 



CERTIFICATE OF ANALYSIS 
CEPT:U <l>:UKA T AHAJI:U3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
Ilpo/lyIIT: TeJicapTaH® (TeJIMHcapTaH) Ta6Jienm 80 Mr 

Market/ PblHOK : Russia I Pocc1rn 

Batch No./ 
B2600506 

Batch Quantity / 400000 tab I 
CepuH N2 

: 
PaJMep cepuu 

: 
400000 Ta6 

Analytical Report No./ 
: 2002FP26000382 

Date of Analysis / 
: 28-02-2026 

AHaJ1HTnqec1mii oTqeT N2 .LlaTa 3H3J1H33 
Date of Manufacture / 

05-02-2026 
Date of Expiry I 

31-01-2029 
.LlaTa npOH3B0/lCTBa 

: 
ro)leH /lO 

: 

Mfg. License No./ 
fi pOH3B0/lCTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITT-N2(005432)-(Pr-RU) 
JIHU,eHJHH N2 

Analysis performed according ND No/ AHaJIH3 npose/leH no H.Ll N2: JITT-N2(005432)-(Pr-RU)-130524 
Pa2e 4 of 5 I C,:p. 4 01 5 

Test/ TToi.:aJaTeJib Result/ PeJyJibTaTbl Specification / HopMa 

10 Packaging/ Ynai.:osi.:a 10 tablets in a (PVC/AI/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. 
ITo 10 Ta6neTOK B 6m1cTepe H3 10 tablets in a (PVC/Al/PA) foil/ aluminum foil 
(ITBX/ Al/TIA) cpoJJbfH / aJJIOMHHHesoti blister. 3 blisters and a patient information leaflet 
cpoJJbrH. ITo 3 6nHcTepa BMecTe c in a carton. / 
HHCTpyKu,Heif no npHMeHeHHIO B na4KY llo '/ rn6neTOK B 6nHcTepe H3 (llHX/ Al/1 lA) 
KapTOHHy!O. qJOJJbfH / aJJIOMHHHeBOH qJOJJbfH. ITo 2 li[J]li[ 4 

6JJHCTepa BMeCTe c HHCTPYKll,HeH no npHMeHeHHIO 
B na4KY KapTOHHy!O. 
ITo 10 Ta6neToK B 6nHcTepe H3 (ITBX/ Al/TIA) 
qJOJJbfH / aJJIOMHHHeBOH qJOJJbfH. ITo 3 6JJHCTepa 
BMeCTe C HHCTpyKu,HeH no rrpHMeHeHHIO 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. 
* ITpoBOL(HTCH npOH3BO/lHTeJJeM npH BbmycKe nepHO.llH4eCKH (c HHTepBaJJOM B 0.llHO HCITbITaHHe Ha 20 cepHH li[J]li[ He Mettee 
1 pma Bron.) 
IToKa3aTeJJb MO)l(eT 6bITb He BKJJIOL[eH B cepTHqJHKaT attaJJH3a qJHpMbl. 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
OpHMeqaHue: ITpoayITT C0OTBeTCTeye-rTpe6oeaHHHM H.U 3aKJ110qeHue: O,ll.O6PE:HO 

1:==:==================;;;:=======:::::::::::=====;-;::=========::::::: 
Prepared by / 
TT011rOTOB11.etto: 
D. Latha - Quality 
control- Team Member 

Checked by I ITposepetto: 
A. Susmitha - Quality control­
Team Member 

Checked by (AQA) / ITposepetto 
(AOK) : 
S. Meera Saheb - Quality 
A surance- T Member 

Approved by: Quality 
Assurance/ Authorized person/ 
Ono6petto: O6ecne4ettHe 
Ka4eCTBalOTBeTCTBeHHOe JJHU,O: 
P. Rama Rao- Quality Assurance­
Team Member 



j • • •• 

Dr.Raddy's~;• 
CERTIFICATE OF ANALYSIS 

CEPTU:<I>U:KAT AHAJIU:3A 

Product : Telsartan (Telmisartan) Tablets 80 mg 
llpot1y1IT: TeJicapTan® (TeJIMHcaprnn) Ta6Jienrn 80 Mr 

Market/ PblHOK : Russia / Poccm, 

Batch No./ 
B2600506 

Batch Quantity / 400000 tab / 

CepHH .N"2 
: 

PaJMep cepnn 
: 

400000 Ta6 

Analytical Report No./ 
: 2002FP26000382 

Date of Analysis / 
: 28-02-2026 

AnaJIHTH'fecicnu OT'feT .N"2 .11,aTa anaJIHJa 

Date of Manufacture / 
05-02-2026 

Date of Expiry / 
31-01-2029 

.11,aTa npoHJBOtICTBa 
: 

rot1eH tlO 
: 

Mfg. License No./ 
TI pOH3B0tICTBeHHaH : 63/RR/AP/96/F/R MA number: / HoMep PY : JITI-.N"2(005432)-(Pr-RU) 

JJHUeHJHH .N°2 
Analysis performed according ND No / AnaJIHJ npose):len no H.11, .N"2: Jlll-.N"2(005432)-(Pr-RU)-130524 

Page 5 of5 I CTp. 5 HJ 5 
API name (INN)/ HanMenosanne A<l>C (MHH): Telmisartan / TeJJMHcaprnH 

API manufacturer batch number / 
ABSH005647, ABSH005648 

HoMep cepuu npoHJBOtIHTeJIH A<l>C: 

FP Manufacturer API Batch number / 
FBSA00374, FBSA00375 

HoMep cepHH cy6cTaHUHH npOHJBOtIHTeJIH r JI<I>: 

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

TipoHJBOtIHTeJib A<l>C, CTpana: )l-p PeMH 'c Jla6opaTOpHC JlTJ:I., l1H,Ul1ll 

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, 
HauMenosanne, at1pec, JIHUeHJHH tIJIH llpOH3B0tICTBeHHaH Bachupally Manda!, Medchal Malkajgiri District -

DJimll3tIK3 / flJIO(llat1Ka KOHTpOJISI Ka'-1eCTBa / llJIOUlat1Ka BblnYCKa 500090, Telangana State, India (license No 
63/RR/AP/96/F/R) I 

TTpoHJBO,UCTBeHHOe no.upa1,ueneHHe-II, Y '-laCTKH 

N2 42p, 43, 44p, 45p, 46p, 53, 54 11 83, 6a"-1ynann11 

B11nnam1<, 6a4ynann11 MaH.uan, Me,u4an 

ManKa.!l)KrHpH )lHCTpHKT - 500 090, WTaT 

TenaHratta, l1H.!lHll (Jlm-1eH3Hll 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». I 
3aKJIIO'-leHHe O COOTBeTCTBHH: «HaCTOlllUHM ll nO,UTBep)l(,llalO, 4TO npHBe):leHHal! BbIWe HHcpOpMaUHll llBJll!eTCll ,llOCTOBepHOH 
H T04HOH. 3Ta cepHll npo.uyKUHH npOH3Be):leHa (BKJll04al! ynaKOBKY (MapKHpOBKY) (,f KOHTpOJlb Ka4eCTBa) Ha BbIWeyKa3aHHOH 
npOH3B0):ICTBeHHOH nnomaJJ:Ke (nnoma,uKax) B nOJTHOM COOTBeTCTBHH C Tpe6oBaHHl!MH TTpaBHJl Ha,ll,J1e)l(ame11 
npo1-13so,ucTBeHHOH npaKTHKH Espa31-1AcKoro 3KOHOMH4eCKoro COI03a (N2GMP/EAEU/RU/02346-2025 OT 25 cettrn6pll 2025) 
H Tpe6oBaHHl!MH KOHTpOJlll Ka4eCTBa JleKapCTBeHHbIX cpe.UCTB, a TaK)l(e B COOTBeTCTBHH co cneu11cpHKaUl1l!Ml1, 
conep)l(alUHMHCll B perHCTpaUHOHHOM ,UOChe CTpaHbl-HMnopTepa. 3anHCH no np0113B0,!lCTBY, ynaKOBKe H aHaJ1113Y nposepeHbl, 
H ycTaHOBJleHo HX COOTBeTCTBHe Tpe6oBaHl1l!M TipaBHJl Ha.UJ1e)l(amew np0113B0.!lCTBeHHOH npaKTHKH Espa311HCKOrO 
3KOHOMH'-leCKoro COI03a». 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
llpHMe'faHne: flpO.!lYKT COOTBeTCTByeT Tpe6oBaHHllM H)l 3aKJito'fenue: O)1,OliPEHO 

Prepared by / Checked by I TTposepetto: Checked by (AQA) I ITposepetto Approved by: Quality 
ITonroTOBJJetto: A . Susmitha - Quality control- (AOK): A ssurance/ Authorized person / 
D. Latha - Quality Team Member S. Meera Saheb - Quality O.uo6petto: O6ecne4ett11e 
control- Team Member 

G-----
Ass,nmce- J;/ Membe, Ka4eCTBal0TBeTCTBeHHOe Jll1UO: 

~ (lp P. Rama Rao- Quality Assurance-

~ Team M ember 1-1/ 

Date /LlanM.,,,~-1-fl;.J !Date / LI,a-ra:/4-0J - &l}J?. G llnate /)larn: 196~...-\.o'vb IIDate /)lam: U--~ ').... .J2...o')--k, I 




