
•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<l>HKA T AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg 
ITpoAyKT: TencaprnH® H (rnApoxnoporna.311A+renM11capTaH) rn6neTKl1 12,5 Mr+80 Mr 

Market / PbIHOK : Russia / Pocc,rn 

Batch No./ 
C2607701 

Batch Quantity I 650000 tab/ 
CepnH X2 

: 
Pa3Mep cepnn 

: 
650000 Ta6 

Analytical Report No. / 
: 890001891560 

Date of Analysis / 
: 24/06/2026 

AnaJJHTnqecKnii oTqeT X2 )]:aTa anaJJn3a 
Date of Manufacture / 

20/05/2026 
Date of Expiry / 

30/04/2028 
)]:aTa DPOH3B0t{CTBa 

: 
fot{eH AO 

: 

Mfg. License No./ 
IlpOH3BOJJ;CTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N2(001632)-(Pf-RU) 

J1HI~eH3HH .N2 
Analysis performed according to ND/ AnaJJH3 npoBeAeH no HJ:J:: JIII-X2(001632)-(Pf-RU)-040823 
Artworks of primary package approved:/ MaKeTbl nepBuqnou ynaKOBKH YTBep~eHbI: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbI BTopnqnou ynaKOBKH yTBepmJJ;eHbl: 17.02.2025 
PL approved:/ JIB YTBep~en: 17.02.2025 

X2 Test/ IToKa3aTeJJb 
1 Appearance / Onncanne 

2 Identification/ IIAeHTml>nKaUHH 
telmisartan and 
hydrochlorothiazide I 
menMucapman u 
zuopoXAopomua3ui) 

3 Disintegration / 
Pacna,a,aeMOCTb 

4 Dissolution I PacTBopenne 
Telmisartan / TeJJMucapTaH 

Remarks : The Product confirms to ND/ 
IT pnMeqanne: 0 
Prepared by I 
I10Jif0'· J;e'EIJ}ell,I~_;µ 

Page 1 of 6 I CTp. 1 HJ 6 
Result/ Pe3yJJbTaTbI Specification/ HopMa 
Oblong biconvex bilayered tablets with Oblong biconvex bilayered tablets with light pink 
light pink layer on one side and white layer to pink layer on one side and white to off white 
with pink patches on the other side with layer with possible pink patches on the other side 
break line and 'T' & '2' debossed on either with break line and 'T' & '2' debossed on either side 
side of break line. / OsanhHOH qiopMbI, of break line. I OBaJibHOH q>OpMbl, 
AB0SIK0BbIITYKJibie, AByxcnoHHbJe AB0SIK0BbIITYKJible, ABYXCJIOHHbie Ta6JieTKH, 0,11,HH 
Ta6neTKH, 0,11,HH CJIOH CBeTJI0-p030B0r0 CJIOH OT CBeTJJ0-p030B0ro AO p030Boro U,BeTa, 
u,seTa, ,a,pyroi1 CJIOH 6enoro usern c ,a,pyroi1 cnoi1 OT 6enoro ,a,o noqTw 6enoro useTa c 
BKpanneHHSIMH p03osoro useTa. Ha 6enoi1 B03M0)l(Hb!MH BKpanneHHSIMH p030B0ro UBeTa. Ha 
nosepxH0CTH Ta6neTOK HMeeTCSI pwcKa 11 6eJIOH nosepxH0CTH Ta6neTOK HMeeTCSI pwcKa 11 
THCHeHHSI «T» 11 «2» no pa.3Hble CT0p0Hbl THCHeHl1SI «T» 11 «2» no pa.3Hble CT0p0Hbl OT Hee. 
OT Hee. 
The retention times of the main peaks in the The retention times of the main peaks in the 
chromatogram of test solution correspond chromatogram of test solution should correspond 
to those in the chromatogram ofte\misartan to those in the chromatogram of telmisartan and 
and hydrochlorothiazide reference hydrochlorothiazide reference standards solution 
standards solution (Assay section). I (Assay section). I BpeMeHa y ,a,ep)K11BaHHSI 

BpeMeHa y,a,ep)KHBaHHSI 0CH0BHblX nHK0B 0CH0BHbIX nHK0B Ha xpoMaTorpaMMe 
Ha xpoMaTorpaMMe HCnbITyeMoro 11Cnb1TyeMoro pacTBopa ,11,0JI)l(Hbl 

pacTBopa C00TBeTCTBYIOT BpeMeHaM C00TBeTCTB0BaTb BpeMeHaM y ,a,ep)KHBaHHSI 

y ,a,ep)K11BaHHSI 0CH0BHblX nHK0B Ha 0CH0BHbIX nHK0B Ha xpoMaTorpaMMe pacTBopa 
xpoMaTorpaMMe pacTBopa CTaH,a,apTHblX CTan,a,apTHbIX o6pa.3UOB TeJIMHCapTaHa H 

o6pa.3UOB TeJIMHCapTaHa 
rn,a,poxnopoTHa.311,a,a. 

09 min I 09 MHH 

Unit-I I Ta6n.-1 
Unit-2 I Ta6n.-2 
Unit-3 I Ta6n.-3 

e6oeaHMSIM H,ll 

Checked by (AQA) I 
Tipoaepe~K): 

Date/ 2S-o6'-2t::u 
)laTa: 

11 rw,a,poxnopoTHa.3HAa (pa.3,11,en «KonwqecTBeHHOe 
onpe,a,eneHwe» ). 

Not more than 15 min / 
He 6onee 15 MHH. 

95 % Not less than 75 % (Q) ofC33H30N4O2 (telmisartan) 

97% label claim after 45 min. I 
97% He Mettee 75% (Q) OT H0MHHaJibH0ro 

Conclusion : APPROVED I 
3aKmoqenne: O)1:Ol>PEHO 
Approved by: Quality Assurance/ Authorized person / 
O.[(o6peHo: O6ecneqeHwe KaqecTBa/OTBeTCTBeHHoe n11uo: 

:;;-,--
Date/ 
)lam: 



·•· Dr.Raddy's~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKAT AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg 
Ilpo;:i:yKT: TencaprnH® H (m.npoxnopon1a3H1l+TenM11capTaH) rn6neTKH 12,5 Mr+80 Mr 

Market/ PMHOK : Russia / Poccm, 

Batch No./ 
C2607701 

Batch Quantity / 650000 tab/ 
Cepusi N2 

: 
PaJMep cepuu 

: 
650000 Ta6 

Analytical Report No. / 
: 890001891560 

Date of Analysis / 
: 24/06/2026 

AnaJJuTw1ecKuii OT<IeT N2 ,ll.aTa 3HaJJH3a 

Date of Manufacture / 
20/05/2026 

Date of Expiry / 
30/04/2028 

,ll.aTa nl}OH3B01lCTBa 
: 

ro)leH JJ:O 
: 

Mfg. License No./ 
JlpOH3B01lCTBeHH3SI : 59/RR/AP/97/F/R MA number: / HoMep PY : JIII-N!{001632)-(Pr-RU) 
JJHIJ;eHJHSI N2 
Analysis performed according to ND/ AnaJJH3 npose)leH no H,LJ:: JIIT-N2(001632)-(Pr-RU)-040823 
Artworks of primary package approved: / MaKeTbl nepsu<1noii ynaKOBKH yTsep,KJleHbI: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbI BTopu<1noii ynaKOBKH yTBep,i.lleHbI: 17.02.2025 
PL aooroved: / JIB VTBep,KJlen: 17.02.2025 

Page 2 of 6 I CTp. 2 03 6 
.N'! Test I IloKaJaTeJJb Result I PeJYJJbTaTbI Specification / HopMa 

Unit-4 / Ta6n.-4 96% CO)lep)KaHJ,UI C33H30N4O2 (TeJlMHCapTaH) qepe3 
Unit-5 / Ta6n.-5 96% 45 MHH. 
Unit-6 / Ta6n.-6 98% 

Hydrochlorothiazide / Unit-I/ Ta6n.-1 98% Not less than 75 % (Q) of C1HsClN3O4S2 
ru)lpOXJJOpOTH33Hll Unit-2 / Ta6n.-2 100 % (hydrochlorothiazide) label claim after 45 min. / 

Unit-3 / Ta6n.-3 100% He Mettee 75 % (Q) OT HOMHHaJlbHOro 

Unit-4 / Ta6n.-4 96% co)lep)KaHHJI C1HsClN3O4S2 (mllpoxnoporna.3111l) 

Unit-5 / Ta6n.-5 97% qepe3 45 MHH. 

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

Telmisartan / TeJJMucapTaH 
Impurity A/ I1p11Mecb A Below LOQ (LOQ = 0.003 %) I H11)Ke Not more than 0.20 % / He 6onee 0,20 % 

npe.nena KOJrnqecTBeHHoro onpe)leneHHJI 
(IIKO = 0,003 %) 

Impurity B / IIp11MeCb B Below LOQ (LOQ = 0.007 %) I Hw)Ke Not more than 0.20 % / He 6onee 0,20 % 
npe.nena Kon11qecTBeHHoro onpe)leneHHJI 
(IIKO = 0,007 %) 

Impurity D / IIpHMecb D 0.0037 % I 0,0037 % Not more than 0.20 % / He 6onee 0,20 % 
Impurity TMS 1 / Not detected / He o6Hapy)Ketta Not more than 0.20 % / He 6onee 0,20 % 
IIp11Mecb TMS 1 
Dimer acid impurity/ ,lJ;HMepHoH Below LOQ (LOQ = 0.010 %) I Hw)Ke Not more than 0.20 % / He 6onee 0,20 % 
KHCJJOTbl npe)lena KOnHqecTBeHttoro onpe)leneHHJI 

(IIKO = 0,010 %) 

Chloro analogue/ Xnopo attanora 0.01 %/0,Ql % Not more than 0.20 % / He 6onee 0,20 % 
Individual unidentified impurity/ Not more than 0.20 % / He 6onee 0,20 % 
E.n11tt11qttaJ1 
HeH)leHTHqJHI.\HpOBaHHaJI npHMeCb 0.01 % I 0,01 % 

Total impurities I 0.03 % I 0,03 % Not more than 1.0 % I He 6onee 1,0 % 
CyMMa np11Mecei1 

Remarks : The Product confirms to ND/ Conclusion : APPROVED/ 
IlpuMe<Janue: IIpo.nyKT cooTBeTcTsyeT Tpe6osaHHJIM Hll 3aKJJIO<JeHue: O)lOliPEHO 

Prepared by/ /?P-3-cehecked by/ Checked by (AQA) / Approved by: Quality Assurance/Authorized person I 
llo,nr~ o~ - ::;;,--

np~ :~ ITpoeep~ OK): O)lo6peHo: O6ecne<1eH11e KaqecTBa/OTBeTcTBeHttoe nmi:o: 
~ ~ 

Date/ ..esc.,6 -9t"l..a.t Datil 9fi---06r-2o2l ?Date/ 2-S'-()6-Zou Date/ <\,\ - o( -'Ul'\-f 
na-ra: )laTa; )laTa: narn: 



••· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTH<I>HKA T AHAJIJ13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg 
Tipo,!1,yKT: TencapTaH® H (rH.!lPOXJIOPOTHa.3H,!1,+TeJJMHCapTaH) Ta6JJeTKH 12,5 Mr+80 Mr 

Market / PblHOK : Russia / Poccm1 

Batch No./ 
C2607701 Batch Quantity / 650000 tab/ 

: : 
CepnH .N"2 Pa3Mep cepnn 650000 Ta6 
Analytical Report No. / 

: 890001891560 
Date of Analysis / 

: 24/06/2026 
AnaJIHTH'feCKHH OT'feT .N"2 .LJ:aTa aHaJIH33 

Date of Manufacture / 
20/05/2026 

Date of Expiry I 
30/04/2028 

.Ll:aTa npOH3B0.!lCTB3 
: 

ro,!l,eH .!lO 
: 

Mfg. License No./ 
IIpOH3B0.!lCTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-N!!(001632)-(Pf-RU) 
JJHQeH3HH ,N°g 

Analysis performed according to ND/ AnaJJn3 npoBe,a;eH no H.LJ:: JITI-.N"2(001632)-(Pf-RU)-040823 
Artworks of primary package approved: / MatceTbt nepBn'fnon ynaKOBKH yrnep,imenbt: 17.02.2025 
Artworks of secondary package approved:/ MatceTbt BTopn'fHOH ynaKOBKn yTBep:iK,a;eHbt: 17.02.2025 
PL aooroved: / JIB yrnep'.lK,!J,eH: 17.02.2025 

Page 3 of 6 / CTp. 3 HJ 6 
.N"2 Test I Tiotca3aTeJJb Result I Pe3yJJbTaTbt Specification / HooMa 

Hydrochlorothiazide / 
fH.!lpOXJJOpOTHa3H.!l 

Impurity A I IlpHMeCb A Not detected I He o6ttapy)f(etta Not more than 0.50 % / He 6onee 0,50 % 
Impurity B I IlpHMecb B 0.03 % I 0,03 % Not more than 0.50 % / He 6onee 0,50 % 
Impurity C I IlpHMecb C 0.06 % I 0,06 % Not more than 0.50 % / He 6onee 0,50 % 
Individual unidentified impurity/ Below LOQ (LOQ = 0.013 %) / HH)f(e Not more than 0.20 % / He 6onee 0,20 % 
E.LI.HHH'!Hasi npeAena KOJIH'leCTBettttoro onpeAenettHsi 
HeH)].eHTHQIHUHpOBaHHal! npHMeCb (ITKO = 0,013 %) 

Total impurities I 0.1 %/0,1 % Not more than 1.0 % I He 6onee 1,0 % 
CyMMa np1-1Mecew 

6 Water/ BoAa 0.9 %/0,9 % Not more than 6.0 % / He 6onee 6,0 % 
7 Uniformity of dosage units / O.!lHO OOAHOCTb A03HPOB3HHblX e.annnu 

Telmisartan / TenMHcapTaH 4.2 I 4,2 
Hydrochlorothiazide / 8.3 / 8,3 
fHApOXJJOpOTHa.3H.!1. 

8 Microbiological purity*/ MnKpo6noJJornqecicaH 'fHCTOTa* 
a) Total Aerobic Microbial Count / Less than IO CFU/g / 
O6mee 'IHCJIO a:,po6Hb1X MHKpO- Mettee IO KOE/r 
opraHH3MOB 
b) Total yeasts and molds count / Less than IO CFU/g / 
O6mee 'IHCJIO ,npO)f()f(eBblX " Mettee 10 KOE/r 
nnecHeBblX rpH60B 
c) Escherichia Coli Absent in 1 gram / 

OTcyTCTByeT B 1 r 

9 Assay/ KoJJn'feCTBennoe onpe,a;eJJenne 

Remarks : The Product confirms to ND/ 
TI nMe'fanne: IT o,nyKT cooTBeTCTB eT T e6osaHHSIM Hll 
Prepared by/ . ecked by/ Checked by (AQA) / 
TTo.nr .,,..,,,...,,,,,._- po e • _.11 _ Ilposep~ OK): 

The acceptance value (AV) should be less than or 
equal to 15.0 I IloKa.JaTeJih npweMneMocrn (AV) 
.LI.OJI)f(eH 6bITb He 6onee 15,0 

Not more than 103 CFU/g / 
He 6onee 103 KOE/r 

Not more than 102 CFU/g / 
He 6onee 102 KOE/r 

Shell be absent in 1 gram / 
OTCYTCTBHe B 1 r 

Conclusion : APPROVED / 
3aKJIIO'fenne: OlIOEPEHO 
Approved by: Quality Assurance/ Authorized person I 
OAo6petto: O6ecne'!eHHe Ka'!eCTBa!OTBeTCTBeHHOe JIHUO: 

;v-" 
Date / 'V( r-0( --"\..!) "I..{ 
llaTa: 



•·· Dr.Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KAT AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg 
Tipo,ll;ytrr: TencapTaH® H (rHJlPOXJTOpOTWa.311.D,+reJTMJ1CapTaH) Ta6JTeTKl1 12,5 Mr+80 Mr 

Market / PLrnoK : Russia / Poccm, 

Batch No./ 
C2607701 

Batch Quantity / 650000 tab/ 

CepHH N2 
: 

Pa3Mep cepnn 
: 

650000 Ta6 

Analytical Report No./ 
: 890001891560 

Date of Analysis / 
: 24/06/2026 

AHaJJHTH'feCKHH OT'feT N2 .LI:aTa aHaJJn3a 

Date of Manufacture / 
20/05/2026 

Date of Expiry I 
30/04/2028 

.LI:aTa npOH3B0.D,CTBa 
: 

foii;eH ii:o 
: 

Mfg. License No./ 
TipoH3B0tJ:CTBeHHaSI : 59/RR/AP/97/F/R MA number: I HoMep PY : Jin-N2(001632)-(Pf-RU) 

JJHUeH3HH N2 
Analysis performed according to ND/ AnaJJHJ nposeii:en no H.LI:: JUI-N2(001632)-(Pf-RU)-040823 
Artworks of primary package approved: / MaKeTbl nepsnqnoii ynaKOBKH YTBep)K)J;eHb1: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl BTopn'fHOH ynaKOBKH YTBep~ii:enht: 17.02.2025 
PL aooroved: / JIB yTsep~ii;eH: 17.02.2025 

Page 4 of 6 I CTp. 4 H3 6 
N2 Test I TioKaJaTeJJh Result/ PeJyJJbTaTbt Specification / HooMa 

Telmisartan / TenM11caprntt 79.8 mg/ 79,8 Mr 76.0 mg to 84.0 mg ofC33H30N4O2 (Telmisartan) 
per tablet. / 
OT 76,0 Mr ,11,0 84,0 Mr C33H30N4O2 
(TeJTMJ1CapTaH) e Ta6JTeTKe. 

Hydrochlorothiazide / 12.447 mg / 12,447 Mr 11. 87 5 mg to 13 .125 mg of C1HsCIN3O4S2 
f11,11,poxnopoT11a.311,11, (Hydrochlorothiazide) per tablet./ 

OT 11,875 Mr .no 13,125 Mr C1HsClN3O4S2 
(rn.npoxnopoTHa.3Hti:) B rn6JTeTKe. 

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. / ITo 7 rn6neT0K B 6n11cTepe 113 6 or 10 tablets in a (PVC/Al/PA) foil/aluminum 
(ITBX/ Al/ITA) qJOJTbrn/amoMHHHeBOH foil blister. 3 blisters and patient information 

qJOJlbrH. ITo 4 6m,icTepa BMecTe c leaflet (package insert) in a carton. / 
HHCTPYKl..(Heii no npHMeHeHHIO (JTHCTKOM- no 7 Ta6JTeTOK B 6JTHCTepe 113 (ITBX/Al/TIA) 

BKJTa.D,bllileM) B na'lKY KapTOHHylO. cponbrnl aJTIOMHHHeeoii qionbrn. ITo 2 HJTH 4 
6m1cTepa BMeCTe C HHCTPYKl..(Heii no 
npHMeHeHHIO (JTHCTKOM-BKJTa.D,bIIIIeM) B natJKY 

KapT0HHylO. 
no 6 HJTH 10 Ta6JTeTOK B 6JTHCTepe H3 

(ITBX/ Al/TIA) cponbrn/an10MHHHesoii cponhrn. 
ITo 3 6JTHCTepa BMeCTe C HHCTpyKu;Heii 110 
npHMeHeHWIO (JTHCTKOM-BKJTa.D,bJIIIeM) B natJKY 

KapT0HHylO. 

11 Labeling/ MapKnposKa Complies/ CooTBeTcTByeT In accordance with the approved artwork (see 
Section 1.3.2 of Module I ofregistration dossier) . 
I B C00TBeTCTBHl,f C yTBep)K.D,eHHb(M MaKeT0M (cM. 

pa3,11,en 1.3 .2 M0.CI.YJTll 1 perncTpauH0HH0r0 
,11,0Cbe) . 

12 Storage/ YcJJosnsi xpaHeHnH At temperature not higher than 25 °C. / ITpw TeMnepaType He Bh1we 25 °C. 

Remarks : The Product confirms to ND/ 
TI nMe'fanne: BeTCTB eT T e6oeaHHllM H,U 

Conclusion : APPROVED I 
3aKJJIO'feHHe: O.l(O6PEHO 

Prep 

n oJl 

D ate / nc-ot~ 2,o26 
,D.ara: .?7. 

Approved by: Quality Assurance/Authorized person/ 
O,11,06petto: O6ecne4em,1e KatJecTBa/OTBeTCTBeHttoe nwuo: 

Date / 
,D.ara: 

~ 



••· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1<l>I1KA T AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg 
Ilpo.uyKT: Tencaprntt® H (rn.upoxnoporna:rn.u+renM11capTatt) rn6neTKl1 12,5 Mr+80 Mr 

Market / PLIHOK : Russia I Poccm1 

Batch No./ 
C2607701 Batch Quantity/ 

CepnH .N"~ 
: 

PaJMep cepnn 

Analytical Report No. / 
: 890001891560 

Date of Analysis / 
AuaJJnTn11ecKnii OT'leT .N"!! ,Ll,aTa attannJa 

Date of Manufacture / 
20/05/2026 Date of Expiry / 

.[{aTa npOHJBO.llCTBa 
: 

roJJ:eH .llO 

Mfg. License No./ 

650000 tab/ 
: 650000 Ta6 

: 24/06/2026 

: 30/04/2028 

IlpOHJBO.llCTBeHHaH : 59/RR/AP/97/F/R MA number: / HoMep PY : JIIT-.N!!(00 1632)-(Pr-RU) 
JJHQeHJHH .N°!! 
Analysis performed according to ND/ AnaJJHJ npose)leH no H.[{: JIO-.N"!!(001632)-(Pr-RU)-040823 
Artworks of primary package approved:/ MaKeTbl nepsn11noii ynaKOBKH yTsep,KJJ:enbl: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl BTOPH'IHOH ynaKOBKH yYBeP*.lleHbI: 17.02.2025 
PL aooroved: / JIB yrnep,K,11,ett: 17.02.2025 

Pa2e 5 of 6 / CTJ>. 5 HJ 6 
.N"!! Test I IloKaJaTeJJb Result/ PeJyJJLTaTbI I Specification/ HopMa 
13 Shelf-life (storage period) I CpoK 2 years. I 2 ro,ua. 

ro.UHOCTH (cpoK xpaneHHH) 

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent in the Certificate 
of Analysis / *ITpoeo,u11TCll npo113eo,u11TeneM np11 BbmycKe nep110JJ:w-1ecK11 (c HHTepeanoM o.utta cepm1 113 20 11n11 He Mettee 1 pa3a B 
rOJJ:). TTOKa3aTeJlb MO)KeT 6bJTb He BKJllO'-leH B cepTHqJHKaT attan113a qJ11pMbl. 

API name (INN) / Hydrochlorothiazide / Telmisartan / 
HanMettosattue A<l>C (MHH): f11JJ:pOXJ10pOTl1a311.ll TenM11caprntt 
API manufacturer batch number / 

22050HC10RII ABSH002449 & ABSH003330 
HoMep cepuu npoHJBO.UHTeJJH A<l>C: 
FP Manufacturer API Batch number/ 
HoMep cepuu cy6cTaHQHH npoHJBO.UHTeJJH FCQA00032 FCSA00724 & FCSA00834 
r JI<I>: 
API Manufactured by, address & country/ Ipca Laboratories Limited, Sejavta, Dr. Reddy' s Laboratories Ltd., Plot No. 
IlpoHJBO.llHTeJJb A<l>C, aJJ:pec u CTpatta: District Ratlam 457 002, Madhya 1, 75A, 758, 110, 111 & 112, Sri 

Pradesh, India / Venkateswara, Co-operative Industrial 
HnKa Jla6opaTopH3 Jl11M11Te,u, Estate, Bollaram, Jinnaram Manda!, 

CeJJ:)KaBTa, ,U11cTp11KT ParnaM, 457 002, Sangareddy District, Telangana- 502 325, 
Ma,uXbll-TTpaJJ:ew, I1HJJ:Hll India / 

,U-p Pe.n,n11'c Jla6opaTOpHC Jl11M11Te)l 
IToJJ:paJ,uenett11e 

XHMHKOTeXHOJlOrH'-leCKHX onepal..l,HH - II 
Y4acTKl1 .N!! 1, 75A, 75B, 105, 110, 11111 

112, KoonepaTl1BHO-npOMblWJJeHHblH 
K0MnneKc Illp11 BettKaTecsapa, 

EonnapaM 811nna,u)K, ,U)K11ttttapaM 
Matt.n.an, CattrapeJJ.!lH .1J:11cTp11KT, 

Tenattratta-502325, 11HJJ:IDI 

Remarks : The Product confirms to ND/ 
n HMe'laHue: TI 0TBeTCTB eT T e6osaH11llM H,U 

Conclusion : APPROVED/ 
3aKJJIO'lettne: O.[{OEPEHO 

Prepared by I 
TioJJ. r 0 1111si,)'t).!,,,,.,... 

Date/ 25-06- i.&6 
.ll,aTa: 

Approved by: Quality Assurance/ Authorized person/ 
O,uo6petto: O6ecne4ett11e Ka4ecTBa/OreeTcTBettttoe n111..1,o : 

~ 
Date / 
.[lam: 



•·· Dr. Reddy's ~;• 

CERTIFICATE OF ANALYSIS 
CEPTI1cI>I1KA T AHAJII13A 

Product: Telsartan® H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg 
Ilpo.llyKT: Tencaprntt® H (rn.llpoxnoporna.311,u+renMwcaprnH) rn6neTKH 12,5 Mrt-80 Mr 

Market/ PMHOK : Russia/ Poccm, 

Batch No./ 
C2607701 

Batch Quantity / 650000 tab/ 
CepnH ,Ng 

: 
PaJMep cepuu 

: 
650000 Ta6 

Analytical Report No./ 
: 890001891560 

Date of Analysis / 
: 24/06/2026 

AHaJlHTHtteCKHH OTtteT ,Ng Jl:aTa auaJJHJa 
Date of Manufacture / 

20/05/2026 
Date of Expiry / 

30/04/2028 
,Ll;aTa npOH3B0.llCTB3 

: 
ro,ueH ,llO 

: 

Mfg. License No./ 
IlpoH3B0.llCTBeHH3H : 59/RR/AP/97/F/R MA number: / HoMep PY : JII1-N2(001632)-(Pr-RU) 

JlHUeH3HH ,Ng 
Analysis performed according to ND/ AuaJJH3 npose,ueu no H,LI;: Jlfl-.Ng(001632)-(Pr-RU)-040823 
Artworks of primary package approved:/ MaKen.1 nepsuquoii ynaKOBKH yTsep~euL1: 17.02.2025 
Artworks of secondary package approved:/ MaKeTbl BToputtuoii ynaKOBKH yTsep'.lK,lleHL1: 17.02.2025 
PL anoroved: / JIB yTBep~eu: 17.02.2025 

Name, address, authorization No for FP 
manufacturing site / Control site / Release 
site I 
HanMeHoBaHne, a.upec, JlHQeH3HH .llJlH 
flpOH3B0,llCTBeHH3H DJ101Q3,llKa / 

Page 6 of 6 / CTp. 6 H3 6 
FTO Unit 3, Survey No. 41, 42 part, 45 part & 46 part, Bachupally(Village), 

Bachupally (Manda!), Medchal-Malkajgiri (Dist.)., Telangana, India (license No 

59/RR/AP/97/F/R) I 
ITpOH3B0.llCTBeHHOe no,upa.3,uenettwe - 3, yqaCTKl1 N2 41, 'laCTh 42, qacTh 45 11 'laCTh 

46, oa'lynamm (811Jlna.u)K), Ea1Jynann11 (Matt.uan), Me,u1Jan-ManKa,U)KrHp11 (.[(11cT.), 

WTaT Tenattratta, 11H.lll1.SI (nm-1ettJ11.S1 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 Manufacturing Practice of the Eurasian Economic Union is established»./ 
3aKJllO'leHHe O COOTBeTCTBHH: «HaCTO.SIU-111M .SI no,UTBep)K,UalO, '!TO np11se,uetttta.S1 Bh!We 11Hq>OpMaUH.SI .SIBmleTC.SI .llOCTOBepHOH 11 TOt{HOH. 
3Ta cep11.S1 npo,uyKUH11 npomse,ueHa (BKJllO'la.SI ynaKOBKY (MapK11pOBKy) 11 KOHTpOJlh Kat{eCTBa) Ha BhIUJeyK8.3aHHOH np0113B0.llCTBeHHOH 
nnoma.uKe (nnoma,uKax) B nOJlHOM COOTBeTCTBHH C Tpe6osaHH.SIMl1 ITpaBl1Jl Ha,UJie)Kameii np0113B0.llCTBeHHOH npaKTl1KH EBp8.311HCKOro 
3KOHOMHt{ecKoro co103a (N2 GMP/EAEU/RU/01293-2024 OT 17 anpen.SI 2024) 11 Tpe6osatt11.SIM11 KOHTPOJI.SI Kat{ecTBa neKapcTBeHHhIX 
cpe,UCTB, a TaK)Ke B COOTBeTCTBHH co cneu11q>11Kal_\H.SIMH, co.uep)Kall.(HMHC.SI B perncTpauwoHHOM .llOChe CTpaHhl-HMnopTepa. 3anHCH no 
np0I13B0.llCTBY, ynaKOBKe H aHaJIH3Y nposepeHhl, H yCTaHOBJleHO HX COOTBeTCTBHe Tpe6oBaHl1.SIM ITpaBHJl Ha,UJie)l(aLUeH npo113B0.llCTBeHHOH 
npaKTHKH EBp8.3HMCKOro 3KOHOMHt{eCKOro COI03a». 

Remarks : The Product confirms to ND/ 
IlpnMettauue: IT O.LJ:YKT cooTBeTcTayeT Tpe6osaHH.SIM H,U 
Prepared by/ 
no.a.ro;pcrID!ttu;r,,,::';2-

Date 
}J,aTa: 

Date / 2t;; -o(,-2d26 
,D.ara: 

Conclusion : APPROVED/ 
3aKJ110ttenue: O.LI:OliPEHO 
Approved by: Quality Assurance/Authorized person/ 
O,uo6peHo: O6ecnet{eHwe Kat{ecTBa/OTBeTCTBeHHoe n11uo: 

Date/ 
.[(am: 

s---" 




