
•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<NIKAT AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
Tipo,uytrr: TencaprnH® H (rn,upoxnoporna311,u+renMHcaprnH) Ta6neTKH 12,5 Mr+40 Mr 

Market / PLIHOK : Russia / Poccm, 

Batch No./ 
C2607784 

Batch Quantity I 400000 tab/ 
Ceom1 ,N"g 

: 
Pa3Mep cepnn 

: 
400000 Ta6 

Analytical Report No./ 
: 890001891763 

Date of Analysis I 
: 24/06/2026 

AHaJIHTH'leCKHH OT'leT ,N"g )l,aTa aHaJIH3a 

Date of Manufacture / 
15/05/2026 

Date of Expiry I 
30/04/2028 

,UaTa llPOH3BOJJ:CTB3 
: 

ro,i:i:eH ,UO 
: 

Mfg. License No. / 
IJpOH3B0JJ:CTBeHH3H : 59/RR/AP/97/F/R MA number: I HoMep PY : JUI-N1!(001632)-(Pf-RU) 

JIHUeH3HH .N'g 

Analysis performed according to ND/ AHaJIH3 npose,i:i:eH no H,U: JIIT-N9(001632)-(Pr-RU)-040823 
Artworks of primary package approved:/ MateeTLI nepBH'IHOii ynaKOBKH yTBep.KJJ:CHLI: 17.02.2025 
Artworks of secondary package approved:/ MateeTLI BTOpH'lHOH ynaKOBKH yTBep.K,uenL1: 17.02.2025 
PL aonroved: / JIB yTBep~eH: 17.02.2025 

Page 1 of 6 / CTp. 1 HJ 6 
,N"g Test I IloKa3aTeJIL Result I Pe3yJILTaTLI Specification/ HopMa 

1 Appearance/ Onncanne Oblong biconvex bilayered tablets with Oblong biconvex bilayered tablets with light pink 
pink layer on one side and white layer with to pink layer on one side and white to off white 
pink patches on the other side with break layer with possible pink patches on the other side 
line and 'T' & 'l' debossed on either side of with break line and 'T' & 'l' debossed on either side 
break line. I OB3JlbHOH qJOpMbl, of break line. I OB3JlbHOH qJOpMbl, 
JJ.BOllKOBblllYKJlble, ,usyxcnoHHbie JJ.BOllKOBblllYKJlbTe, JJ.BYXCJlOHHbie Ta6neTKH, 0,/J.HH 
Ta6neTKH, O,UHH CJlOH po30BOrO useTa, CJlOH OT CBeTJ10-p030BOro JJ.O p030BOro u;seTa, 
,upyroi-1 CJlOH 6enoro u;seTa c ,upyroi-1 cnoi-1 OT 6enoro ,uo rro'ITH 6enoro u;seTa c 
BKpanneHHllMH p030BOro UBeTa. Ha 6enoi-l B03M0)1(Hb!MH BKpanneHHllMH p030BOro LI;BeTa. Ha 
rrosepxHOCTH Ta6neTOK HMeeTCll pHCKa 11 6enoi-l nosepXHOCTH Ta6J1eTOK HMeeTCll pHCKa u 
THCHeHHll «T» H « l » no pa3Hble CTOpOHbl THCHeHHll «T» H «l» ITO pa3Hble CTOpOHbl OT Hee. 
OT Hee. 

2 Identification / M,i:i:eHTHlj>nteaunH The retention times of the main peaks in the The retention times of the main peaks in the 
telmisartan and chromatogram of test solution correspond chromatogram of test solution should correspond 
hydrochlorothiazide I to those in the chromatogram oftelmisartan to those in the chromatogram of telmisartan and 
menMucapman u and hydroch I orothiazide reference hydrochlorothiazide reference standards solution 
zuopox.r,,opomua3uo standards solution (Assay section). I (Assay section). I BpeMeHa y ,Uep)KH83HHll: 

BpeMeHa y,uep)l(HBaHHll OCHOBHblX TTHKOB OCHOBHbIX TTHKOB Ha xpoMaTorpaMMe 
Ha xpoMaTorpaMMe HCnbITyeMoro HCTlbITyeMoro pacTBopa )J.0Jl)l(Hbl 
pacTBopa COOTBeTCTBYIOT BpeMeHaM COOTBeTCTBOBaTb BpeMeHaM y,uep)KHBaHHll: 
y,uep)KHBaHHll OCHOBHblX nHKOB Ha OCHOBHblX nHKOB Ha xpoMaTorpaMMe pacTsopa 
xpoMaTorpaM Me pacTBopa CTaH,uapTHblX CTaHJJ.apTHblX o6pa3LI;OB TeJlMHCapTaHa H 

06pa3u;os TeJlMHCapTaHa 11 ru,upoxnopoTHa3H,ua (pa3,ue11 «KOJIHIJeCTBeHHOe 
ru,upoxnopoTHa3HJJ.a. onpe,ueneHHe» ). 

3 Disintegration / 07 min I 07 MHH Not more than 15 min I 
Pacna,i:i:aeMOCTL He 6onee 15 MHH. 

4 Dissolution/ PaCTsopeune 
Telmisartan / TenMncapTaH Unit-I I Ta6n.-1 96% Not less than 75 % (Q) ofC33H30N4O2 (telmisartan) 

Unit-2 / Ta6n.-2 96 % label claim after 45 min. I 
Unit-3 / Ta6n.-3 97 % He MeHee 75% (Q) OT HOMHHaJlbHOro 

Remarks : The Product confirms to ND/ 
II HMe'laHne: IT TBeTCTByeT Tpe6osaHHllM HJJ: 

Conclusion : APPROVED / 
3aKJIJO'leHue: O,UOliPEHO 

Prepared by / 1ecked by/ Checked by (AQA) / 
TTo,ur ~o:o ITpose~OK): 

)].aTa: 

Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecrre4eHHe Ka'ieCTBa!OTBeTCTBeHHOe JIHI.I;O: 

l.. 
Date / ~-~t-'2..,c, 

JJ:arn: 



••· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJI03A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
IlpollyKT: TencapTaH® H (rn.npoxnoporna3Hll+reJTMMcapTaH) Ta6neTKI1 12,5 Mr+40 Mr 

Market / PblttOK : Russia / Poccm, 

Batch No./ 
C2607784 

Batch Quantity / 400000 tab/ 
Cepm1 .N"2 

: 
PaJMep cepnn 

: 400000 Ta6 
Analytical Report No. / : 890001891763 

Date of Analysis / 
: 24/06/2026 

AnaJJnTnqecKnii oTqeT .N"2 ,Ll,aTa anaJJHJa 

Date of Manufacture / 
15/05/2026 

Date of Expiry / : 30/04/2028 
)laTa npoH3B0llCTBa 

: 
fol{eH llO 

Mfg. License No./ 
0 pOH3B0l{CTBeHHaSI : 59/RR/AP/97/F/R MA number: / HoMep PY : J111-N~(00l632)-{Pf-RU) 
J1HQeH3HSI .N"! 

Analysis performed according to ND/ AnaJJH3 nposel{en no H)l: JITT-.N"2(001632)-(Pf-RU)-040823 
Artworks of primary package approved: / MaKeTbl nepsnqnoii ynaKOBKH yTsep,imenL1: 17.02.2025 
Artworks of secondary package approved:/ MaKeTL1 srnpnqnoii ynaKOBKH yTsep,imenbl: 17.02.2025 
PL approved:/ JIB vrnep,imen: 17.02.2025 

Page 2 of 6 / Crp. 2 HJ 6 
.N"! Test I IloKa3aTeJJL Result I PeJYJlbTaTbl Specification/ HopMa 

Unit-4 / Ta6n.-4 96% co.nep)l(aHM)I C33H30N4O2 (TeJTMHCapTaH) qepe3 
Unit-5 / Ta6n.-5 96% 45 MI1H. 
Unit-6 / Ta6n.-6 99% 

Hydrochlorothiazide / Unit-I/ Ta6n.-l 99% Not less than 75 % (Q) of C1HsClN3O4S2 
fnl{pOXJ10pOTH33Hll Unit-2 / Ta6n.-2 100% (hydrochlorothiazide) label claim after 45 min. I 

Unit-3 / Ta6n.-3 97% He MeHee 75% (Q) OT HOMHHaJTbHOro 
Unit-4 / Ta6JJ.-4 100 % co.nep)l(aHM)I C7HsCIN3O4S2 {rn.npoxnopoTMaJH.ll) 
Unit-5 / Ta6n.-5 98% '1epe3 45 MMH. 

Unit-6 / Ta6n.-6 100 % 
5 Impurities / IlpnMecn 

Telmisartan / TeJJMncapTaH 
Impurity A/ ITp11Mecb A Not detected / He o6Hapy)l(etta Not more than 0.20 % / He 6onee 0,20 % 
Impurity B / ITp1-1Mecb B Below LOQ {LOQ == 0.007 %) I HmKe Not more than 0.20 % / He 6onee 0,20 % 

npe.nena KOJTH'leCTBettttoro onpe.neneHH)I 
{ITKO == 0,007 %) 

Impurity D / ITpMMecb D 0.0043 % I 0,0043 % Not more than 0.20 % / He 6onee 0,20 % 
Impurity TMS I / Not detected I He o6ttapy)l(etta Not more than 0.20 % / He 6onee 0,20 % 
ITpMMeCb TMS l 
Dimer acid impurity/ ,Ll,MMepttOH Below LOQ {LOQ = 0.010 %) / H1-1)1(e Not more than 0.20 % / He 6onee 0,20 % 
KHCJTOTbl npe.nena KOJTM'leCTBeHHoro onpe.neneHJrn 

{ITKO = 0,010 %) 
Chloro analogue/ Xnopo attanora 0.01 %/0,01 % Not more than 0.20 % / He 6onee 0,20 % 
Individual unidentified impurity I 0.01 % I 0,01 % Not more than 0.20 % / He 6onee 0,20 % 
E.nwttM'ltta" 
HeH,!leHTHQ>HU,MpOBaHHa)I npMMeCb 
Total impurities / 0.03 % I 0,03 % Not more than 1.0 % I He 6oJJee 1,0 % 
CYMMa npHMeceii 
Hydrochlorothiazide / 
fHllpOXJJOpOTH33H.ll 

Remarks : The Product confirms to ND/ Conclusion : APPROVED I 
IlpnMeqaune: ITpo.nyKT COQTBeTCTBYeT Tpe6oBaHl•rnM HJJ. 3atemoqenne: O)lOJiPEHO 
Prepared by/ ~ ~1~edby/ Checked by (AQA) / Approved by: Quality Assurance/ Authorized person / 

noll~ I ~ ITpoae~~AOK): O.no6peHo: O6ecne'leHMe KalJecTBa!OTBeTCTBeHHOe JIHU,O: 
8-

Date I 2:S'Cb-2D21:. Date k;J:5--oGr-WZ 1£:>ate I Z-'7'-tJl--2.l)Zb Date/ <2..,.~<:>~ - 'u:::, CU:, 
,[laTa: ,D.aTa.: ,l{aTa: ,l{aTa: 



• ••· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KAT AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
Ilpo,o:yirr: TencapTaH® H (rn.n:poxnoponm3H,n+reJIMHcapTaH) Ta6JieTKH 12,5 Mr+40 Mr 

Market / PLIHOK : Russia/ Poccm, 

Batch No./ 
C2607784 

Batch Quantity / 
CepuH .N'! 

: 
Pa3Mep cepun 

Analytical Report No./ 
: 890001891763 

Date of Analysis / 
AnaJinTw1ecKnfi OT'IeT .N'! .LI:aTa ananu3a 
Date of Manufacture / 

15/05/2026 
Date of Expiry / 

.LI:aTa npOH3B0,0:CTBa 
: 

ro,o:en 1l0 

Mfg. License No./ 

400000 tab/ 
: 

400000 Ta6 

: 24/06/2026 

: 30/04/2028 

IlpoH3B01lCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JII1-NQ(001632)-(Pf-RU) 
JIH .. CH3HH .N'! 
Analysis performed according to ND/ AnaJIH3 npoBe,o:en no H.LI:: JIIT-.N'!(001632)-(Pf-RU)-040823 
Artworks of primary package approved: / MaKeTbl nepBH<JHofi ynaKOBKH yTBep"lK,neHbI: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbI BTOpn<1nofi ynaKOBKH yTBep,i.,o:enhl: 17.02.2025 
PL approved:/ JIB yTBep"lK,nen: 17.02.2025 

Page 3 of 6 / CTp. 3 H3 6 
.N2 Test / IloKa3aTeJih Result/ Pe3VJibTaTbI Specification / HopMa 

Impurity A / IlpHMecb A Not detected / He o6Hapy)KeHa Not more than 0.50 % / He 6onee 0,50 % 
Impurity B / IlpHMecb B 0.03 % I 0,03 % Not more than 0.50 % / He 6onee 0,50 % 
Impurity C I Ilp11MeCb C 0.06 % I 0,06 % Not more than 0.50 % / He 6onee 0,50 % 
Individual unidentified impurity/ Below LOQ (LOQ = 0.013 %) / HH)Ke Not more than 0.20 % / He 6onee 0,20 % 
E,nHHH'-!HaH npe.n:ena KOJIH'-leCTBeHHoro onpe.n:eneHHH 
HeH,neHTH<pm~HposaHHaH npHMeCb (TIKO = 0,013 %) 

Total impurities/ 0.1 %/0,1 % Not more than 1.0 % I He 6onee 1,0 % 
CyMMa npHMecei1 

6 Water/ Bona 0.9 %/0,9 % Not more than 6.0 % / He 6onee 6,0 % 
7 Uniformity of dosage units / O,o:HO l01lHOCTb 1l03Hp0B3HHblX e,o:HHHIJ; 

Telmisartan / TeJIMHcapTaH 2.8 I 2,8 The acceptance value (AV) should be less than or 
Hydrochlorothiazide / 5.8 I 5,8 equal to 15.0 I IloKa3aTeJih npHeMJieMOCTH (AV) 
[11,npOXJIOpOTHa311.D: .D:OJI)KeH 6bITh He 6onee 15,0 

8 Microbiological purity*/ MnKpo6uonorn<1ecKaH <JHCTOTa* 
a) Total Aerobic Microbial Count/ Less than 10 CFU/g / Not more than 103 CFU/g / 
O6mee '-IHCJIO a.3po6HblX MHKpo- MeHee 10 KOE/r He 6oJiee 103 KOE/r 
opraHH3MOB 
b) Total yeasts and molds count/ Less than 10 CFU/g / Not more than 102 CFU/g / 
O6mee '-IHCJIO ,npO)K)KeBblX H MeHee 10 KOE/r He 6oJiee 102 KOE/r 
nnecHeBblX rpH60B 
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram / 

OTCYTCTByeT s 1 r OTCYTCTBHe s 1 r 
9 Assay/ KoJIH'leCTBennoe onpe11eJienne 

Telmisartan / TeJim1capTaH 39.9 mg I 39,9 Mr 38.0 to 42.0 mg of C33H30N4O2 (telmisartan) per 
tablet. / OT 38,0 Mr .no 42,0 Mr C33H30N4O2 
(TeJIMHCapTaH) s Ta6JieTKe. 

Remarks : The Product confirms to ND/ 
IlpnMe'laHne: TI o.n: KT c TBeTCTB eT T e6osaHHHM H.U 

Conclusion : APPROVED / 
3aKmoqenue: OllO6PEHO 

Prepared by / ecked by/ Checked by (AQA) / 
TTonr 09,>1!,''79i~ IT e H~ ITpose~ OK): 

Approved by: Quality Assurance/ Authorized person/ 
O.n:o6peHo: O6ecrre'-!eHHe Ka'-!ecTBa/OTBeTcTBeHHoe Jimi;o : 

~ 
Date/ ~~~-<u:,Va 
,UaTa: 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<I>I1KA T AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
Jlpo)),yKT: TencapTaH® H (rn)).pOXJTOponia:rn;:i:+reJTMHCaprnH) Ta6JTeTKH 12,5 Mr+40 Mr 

Market/ PhlHOK : Russia/ Poccm1 

Batch No./ 
C2607784 

Batch Quantity / 400000 tab/ 

Cepnsi N2 
: 

Pa3Mep cepnn 
: 

400000 Ta6 

Analytical Report No. / 
: 890001891763 

Date of Analysis / 
: 24/06/2026 

AHaJIHTH11ecKnii oT11eT N2 ,llaTa aHa.11n3a 

Date of Manufacture / 
15/05/2026 

Date of Expiry / 
30/04/2028 

,llaTa npOH3B0.!lCTBa 
: 

ro)),eH .!lO 
: 

Mfg. License No./ 
IlpOH3B0.!lCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JU1-NQ(001632)-(Pr-RU) 

.11nu;eH3HH N2 
Analysis performed according to ND/ AHa.11n3 npoBe)),eH no H,ll: JIJI-N2(001632)-(Pr-RU)-040823 
Artworks of primary package approved: / MaKeThl nepsn11Hoii ynaKOBKH yrnep1K.!leHb1: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbI srnpn11Hoii ynaicoBKH yrnep1K.!leHb1: 17.02.2025 
PL approved:/ JIB yrneplK)).eH: 17.02.2025 

Page 4 of 6 / CTp. 4 H3 6 
N2 Test/ I1oKa3aTeJib Result/ Pe3y.11bTaTbI Specification/ HopMa 

Hydrochlorothiazide / 12.378 mg/ 12,378 Mr 11.875 to 13.125 mg ofC1HsClN3O4S2 
fn;:i:poxnopoTHa3H.!l (hydrochlorothiazide) per tablet./ 

OT 11,875 Mr ;:i:o 13,125 Mr C1HsClN3Q4S2 
(ni;:i:poxnopOTHa3HJJ:) B rn6neTKe. 

10 Packaging/ OnncaHne ynaKOBKH 7 tablets in a (PVC/Al/PA) foil/aluminum 7 tablets in a (PVC/Al/PA) foil/aluminum foil 
foil blister. 4 blisters and a patient blister. 2 or 4 blisters and a patient information 
information leaflet (package insert) in a leaflet (package insert) in a carton. 
carton. / Tio 7 Ta6neTOK B 6nncTepe H3 6 or 10 tablets in a (PVC/Al/PA) foil/aluminum 
(TIBX/Al/ITA) qJOJTbrtt/aJT!OMHHHeBOH foil blister. 3 blisters and patient information 
qJOJThrH. Tio 4 6JTHCTepa BMeCTe c leaflet (package insert) in a carton. / 
HHCTPYKUHeH no npHMeHeHHIO (JTHCTKOM- Tio 7 rn6neTOK B 6nttcTepe H3 (TIBX/ Al/TIA) 
BKJTaJJ:bIWeM) B nalJKY KapTOHHyIO. cponhrn/anIOMHHneaoi1 cponhrn. Tio 2 HJTH 4 

6JTHCTepa BMeCTe c HHCTPYKUHeH no 
np11MeHeHHIO (nHCTKOM-BKJTaJJ:bIWeM) B nalJKY 
KapTOHHyIO. 
Tio 6 HJTH 10 Ta6JTeTOK B 6JTHCTepe H3 
(TIBX/ Al/TIA) cponhrn/an10M11Htteaoi1 cpoJTHH. 
Tio 3 6nncTepa BMecTe c HHCTPYKUHett no 
npHMeHeHHIO (JTHCTKOM-BKJTaJJ:bIWeM) B nalJKY 
KapTOHHyIO. 

11 Labeling/ Mapicnposica Complies / CooTBeTcTByeT In accordance with the approved artwork (see 
Section 1.3.2 of Module 1 ofregistration dossier). 

I B COOTBeTCTBHH C YTBep)KJJ:eHHhJM MaKeTOM ( CM. 
pa3;:i:eJT 1.3.2 MO.!lYJUI 1 perncTpaUHOHHOro 
JJ:OCbe). 

12 Storage/ Yc.11osnsi xpaHeHHH At temperature not higher than 25 °C. / Tip11 TeMnepaType He Bh1rne 25 °C. 

13 Shelf-life (storage period)/ Cpoic 2 years./ 2 ro;:i:a. 
ro)),HOCTH (cpoK xpaHeHHH) 

Remarks : The Product confirms to ND/ 
TipnMe'laHne: TI 0TBeTcTByeT T e6oaaHH}IM H.ll 

Conclusion : APPROVED/ 
3aKJIIO'leHne: O)lOliPEHO 

Prepared by I becked by I Checked by (AQA) I 
fTO 0T~i><;>,;.,.,.>..-- TipoaepeH (AOK): 

Approved by: Quality Assurance/ Authorized person / 
O;:i:o6peHo: O6ecrrelJeHHe KalJeCTBa!OTBeTCTBeHHOe JTHUO: 

2.. 
Date/ 
,[lam: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg 
TTpoii:ytrr: TencaprnH® H (rnii:poxnoponia:m.u+renM11caprnH) Ta6neTK11 12,5 Mr+40 Mr 

Market / PhlHOK : Russia/ Poccm1 

Batch No./ 
C2607784 

Batch Quantity / 400000 tab/ 
CepttH .N'! 

: 
PaJMep ceptttt 

: 400000 Ta6 
Analytical Report No. I 

: 890001891763 
Date of Analysis / 

: 24/06/2026 
AuaJittTtt'-leCKHii OT'-leT .N'! .[(aTa auaJittJa 
Date of Manufacture / 

15/05/2026 
Date of Expiry / 30/04/2028 

,11.aTa IlPOH3B0ti:CTBa 
: 

roii:eu ii:o 
: 

Mfg. License No./ 
Il pOH3B0tl:CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JITT-N2(001632)-(Pr-RU) 
JIHIJ;eH3HH .N'! 
Analysis performed according to ND/ AuaJitt3 nposeii:eu no HJ(: JIII-.N'!(001632)-(Pr-RU)-040823 
Artworks of primary package approved: / MaKeTbI nepsnquoii ynaKOBKH yTsep)K)J.eubl: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl srnpnquoii ynaKOBKH YTBep~ii:eub1: 17.02.2025 
PL approved: / JIB yrnep)K)J.eu: 17.02.2025 

Page 5 of 6 / CTp. 5 H3 6 
*Test is performed periodically (with the interval of I from 20 batches, or at least once a year). The test can be absent in the Certificate 
of Analysis/ *ITpOBO.U11TCH np0113B0.U11TeJleM 11p11 BhmycKe nep110.U114eCKl1 (c 11HTepBaJTOM O.UHa cep11H 113 20 11J111 He MeHee I p33a B 
ro.u). ITOKaJaTeJlb MO)KeT 6hITh He BKJll04eH B cepTmfrnKaT aHaJTl13a qrnpMbl. 

API name (INN) I Hydrochlorothiazide / Telmisartan / 
HanMeuosauue A<l>C (MHH): r11.upOXJ10pOTl1a311.U TenM11capTaH 
API manufacturer batch number / 

22050HCI0RII ABSH002449 
HoMep cepuu npoH3BOti:HTeJIH A<l>C: 
FP Manufacturer API Batch number / 
HoMep cepttn cy6CTaHIJ;HH npOH3BOAHTeJIH FCQA00032 FCSA00724 
r JI<I>: 
API Manufactured by, address & country/ Ipca Laboratories Limited, Sejavta, Dr. Reddy's Laboratories Ltd., Plot No. 
TTponJBoti:nTeJib A<l>C, aii:pec n cTpaua: District Ratlam 457 002, Madhya I, 75A, 75B, 110, 111 & 112, Sri 

Pradesh, India / Venkateswara, Co-operative Industrial 
l1nKa Jla6opaTop113 J111M11Te.u, Estate, Bollaram, Jinnaram Manda!, 

Ce.u)KaBTa, ,[(11cTp11KT ParnaM, 457 002, Sangareddy District, Telangana- 502 325, 
Ma.uxh11-ITpa.uew, I1H.U11H India/ 

,11.-p PeM11'c Jla6opaTOp11c J111M11Te.u 
IToti:paJ.ueneH11e 

Xl1Ml1KOTeXHOJ10fl14eCKl1X onepau;11ii - II 
Y4aCTKl1 N2 I, 75A, 75B, 105, 110, 11111 

112, KoonepaTl1BHO-rrpOMhIWJ1eHHhlH 
KOMrrneKc lllp11 BeHKaTecaapa, 

EonnapaM B11nna.u)K, )];)1{11HHapaM 
MaH.uan, CaHrapeM11 )];11cTp11KT, 

TenaHratta-502325, l1H.n:m1 
Name, address, authorization No for FP FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally (Village), 
manufacturing site / Control site / Release Bachupally (Manda]), Medchal-Malkajgiri (Dist.)., Telangana, India (license No 
site/ 59/RR/AP/97/F/R) I 

Remarks : The Product confirms to ND/ 
KT cooTBeTCTB eT T e6osaHl1HM HA 

Conclusion : APPROVED I 
3aKJIIO'-leune: O.[(OliPEHO 

Prepared by / 
no~~~~ 

Approved by: Quality Assurance/ Authorized person I 
O.uo6peHo: O6ecrre4eH11e Ka4eCTBalOTBeTCTBeHHOe Jil1IJ;O: 

~ 
Date I z_-S--.-.:), - ~ 
,[(am: 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<I>I1KAT AHAJII13A 

Product : Telsartan® H (Hydrochlorothiazide+ Telmisartan) Tablets 12.5 mg+40 mg 
Ilpo,llyKT: Tencaprntt® H (rn.upoxnoporna:rn.u+renM11capTatt) rn6J1eTK11 12,5 Mr-+40 Mr 

Market / PbIHOK : Russia/ Poccm, 

Batch No./ 
C2607784 

Batch Quantity / 400000 tab/ 
: : 

CepnH .N!! PaJMep cepnn 400000 Ta6 

Analytical Report No. / 
: 890001891763 

Date of Analysis / 
: 24/06/2026 

AnaJinTnqecKHii oTqeT .N!! .Ll:aTa 3H3JIH33 

Date of Manufacture / 
15/05/2026 

Date of Expiry I 
30/04/2028 : : 

)],aTa npoH3B0,llCTB8 ro,lleH ,llO 

Mfg. License No./ 
Il pOH3B0,llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(001632)-(Pr-RU) 

JIHUeHJHH JVg 
Analysis performed according to ND/ AnaJIHJ npose,lleH no H,n:: JITI-.N2(001632)-(Pr-RU)-040823 
Artworks of primary package approved: / MaKeTbI nepsnqnoii ynaKOBKH yTsep,i.,lleHbt: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbI srnpnqnoii ynaKOBKH yTBep,i.,lleHbt: 17.02.2025 
PL aooroved: / JIB yTBep,i.,llen: 17.02.2025 

HattMeHOB3HHe, 3,llpec, JIHUeH3HH ,llJIH 
IlpOH3B0,llCTBeHHaH IlJIOIUa,llKa / 

Pa!Ze 6 of 6 I CTp. 6 HJ 6 
Ilp0113B0.UCTBeHHOe no.upa3.uenett11e - 3, y1.JaCTKl1 N!! 41, 1.JaCTb 42, 1.JaCTb 45 111.JaCTb 
46, Ea1.JynaJ1J111 (Birnna.u)K), Ea1.Jynann11 (Matt.uan), Me.u1.Jan-ManKa,U)Krn:p11 (,[l;HcT.), 

rnTaT TeJ1attratta, I1H.UHJI (nm.-1ett3HJI HOMep 59/RR/AP/97/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/01293-2024 dt.17 April 2024) 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 Manufactming Practice of the Eurasian Economic Union is established»./ 
3aKJIIO'leHne O COOTBeTCTBHH: «HaCTOJIU_\HM JI 00.UTBep)K,UalO, 1.JTO np1rne.ueHHaJ1 Bb!We HHq>OpMaUHJI JIBJJJ!eTCJI .UOCTOBepHOH H TOl.JHOH. 
3Ta cepHll npo.uyKIJ,HH npOH3Be,UeHa (BKJIIOl.JaJI ynaKOBKY (MapKHpOBKY) H KOHTpOJJb Kal.JeCTBa) Ha BblUieyKaJaHHOH npOH3B0.UCTBeHHOH 
ITJIOU_\a,UKe (nJJOU_\a,UKax) B ITOJlHOM COOTBeTCTBl111 C Tpe6osaHHJIM11 IIpaBl1J1 Ha,UJle)KaU_\eH npOH3B0.UCTBeHHOH npaKT11Kl1 Espa311HCKOro 
3KOHOM111.JecKoro COI03a (N!! GMP/EAEU/RU/01293-2024 OT 17 anpeJJJI 2024) 11 Tpe6osatt11JIMH KOHTponJI Ka1.Jecrna neKapcrneHHbIX 
cpe,UCTB, a TaK)Ke B COOTBeTCTBl111 co cneu,mpHKaIJ,HJIMH, co.uep)KaU_\HMl1CJI B perHCTpau,110HHOM .UOCbe CTpaHbl-HMITOpTepa. 3anHCH no 
npOH3B0.UCTBY, ynaKOBKe 11 aHaJJl13Y nposepeHbI, 11 ycTaHOBJJeHO 11X COOTBeTCTBl1e Tpe6oBaHHJIM IIpaBHJl Ha,UJJe)KaU.(eH np0113B0,UCTBeHHOH 
npaKTl1Kl1 EBpa311HCKoro 3KOHOMJ1lleCKoro COI03a». 

Remarks : The Product confirms to ND/ 
TI HMeqaune: II 
Prepared by/ 
TTo.11, oT. 

e6osatt11JIM H,D; 
Checked by (AQA) / 
ITposepe 0 {AOK): 

Conclusion : APPROVED / 
3aKJIIOqenne: O.Ll:OliPEHO 
Approved by: Quality Assurance/ Authorized person/ 
O.uo6petto: O6ecrre1.JeHHe Ka1.Jecrna/OrneTCTBettttoe n11u,o: 

~ 
Date/ ~~~ - CZJ::::. 
,D;arn: 




