Qe
Dr.Reddy’s @S¢

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJTU3A

PI;}EIGE{_.'_]TCEQ;I_HT]_H—( ff—v;h:{h_] (_)rz)if;i;z_iaejr_T_el_r?)&Hr_mn) TEIEE{S_I_Z.S mg+40 mg - - -
Hponyicr: Igﬂcup'@ﬂ Hy rr-r,u;mx:_m_pnym'3:-:;11‘1"(-:111\1 neaprain) radgericy 12,5 Mr 140 mr — S e
Batch No / i CzZiooany B Batch Quantigy / © 400000 tap /

Cepia No Obbem cepiny 400000 ta6

Analytical Repor  Ng 7~ _T89o"661_5_3_7§5‘5“
Anam-m-mccicuﬁ OT4yer No

Date of Manulhc!ure_/—_—____—_ s 07/2021 o
Aata npowmopcrpg

Date of Analysis / 0 02/08/2021
Hara ananpza

Date of Expiry / 0062023

ABYSIS performed according N / Aasins uponesen mo i TH004256:306520 ————— —— —

B ===l =

Test / HOK332Te.ﬂb

Deserj ptimﬁb—ﬂu_cha

1’38%71&1_@_5___%
Specification /Hopma

Oblong bicunvex—_gﬁp—cd uncoated

bilayered tabjets having light pink to pink
layer on one sjde and white to off white
layer with pussible pink patches on the
other side wity, T & *1° debossed on
either side of break line. / Oraubnolii
bopmbl, ABOSIKOBBIMYKtb1E, ABYXCIIOlHEIE
Tabnerkn, OZtMII ClOM CBETVI0-p030BOro
A0 pozosoro UBeTa, napyroii cnoij oT
benoro po Moyt Genmoro pgera ¢
BO3MOXHBIMY BKpaniennamn pososoro
LBeTa. Ha 6ejojf NIOBEpXHOCTH TaBaetox
UMECTCS pucka u tncenns «T» u «1» no
PasHbie cToponsl or yee.

==
Result / Pesyanrary,

— -
Oblong biconvex shaped uncoated
bilayered tablegs having light pink layer
onone side and white layer with passible
Pink patches on the other side with “T* &
1" debossed o either side of break line,
! OBanbuoii hopmni, ilBOﬂKUBLIH}/KJIBIG,
ABYXCnoiinpe TabneTKH, oy ¢hnoii
CEETIO-pusoBorg HBETa, Apyroii choi
Genoro ypera ¢ BKpannenmnsyy pozororg
lsera. Ha Genoi HOBEPXHOCTH TaBneTok

Hhe

PasHkie CTOPOH 1 OT Hee,

The retention lin?{ﬁ‘_lﬁgaior peak
due to Telmisartan and
J-l‘ydrnchkn‘o!hi:lzidc inthe
chrmnumgrmn of the tesy preparation

Tentificariee— | tenton i e ————
Identification /Mogannnocry, The retention time of the main peaks in
the chmmal.ogmm of the test solution
should correspond to that in the

chromatogram of Telmisartan and

Telmisartan and
Hydroch!orothi azide /
TemwncapTaH "

Fl/mpoxnopomawa corresponds (o that i.n the chl‘m_’nalogmm J-ly(h‘})uhh.:rot.m:-lzidc reference sl;mdardb
ol standay Preparation as obtained ip solution (section Assay) / Bpemena
dassay. (Section Assay). / YACPRUBAHNA OCHOBI X IHKOR Ha
Bpemena YACPAUBALMS Ochopyx Xpomarorpamme HEHBITYEeMOro pacraopa
IHKOB Ha XpoMarorpamye AOIKHLI cooTBeTCTROBATY, BpemMeHam
HenwIryemorg Pacteopa CooTBercTRYRT YACPKUBAHMS OCHOR 1y IMIKOR Ha
BPEMEHam yaepacnpanyg OCHOBHLIX Xpomarorpamye PACTBOPa cranmap iy
HHKoOR yy NPoMaTorpamme Pacrsopa 00pazios e HeapTana i
CTANAPTHBIX 06pasyog Teamuncaprang PHAPOXNOPOTHATI 17 (pasaen

| 1 THAPOXA0pOTHASH 1 (paznen «Komecrsenoe onpeneneiines ).
J «Kostnvecrpen e onpeneneney),
Disintegration time / I ___—___g_ﬁﬂTﬁ 78 mnn -

Not more than 5 min7 o {

Puclmm‘w.\ltw'r:, He 6onee |5 MITH ’

Conclusion :_AEROVED /
PHMeuayye: Hponykr COOTBeTCTRYET TPpedoBaH sy HJT 3akmouenye: ONOBPEHO

Prepared by~ T CheCW Approved by: Manager/Executive / —
OAroToBne /() (1@ ”pOBepeHo: ?g Onobpeno: MeHu,-u\.t,J_ / Pykosoairent
| Date / gt ——— - 5
| Mara: Qﬁ.fggcw(),\ Date B E@

Hara: Oﬁ\soefzoz/
_—‘—'————_

——_._________________

Hara: 0‘5‘8"'99‘/
U

—_—
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Mpoaykr: Tencapran® H(ruapoxnoporuazuiatreamucapran) tabnerkn 12,5 mr+40 mr

Batch No /
Cepna Ne

Analytical Report No /
AHanuTHYECKUH oTueT Ne
Date of Manufacture /
]Iawmpnmnnncma B

2109209 Batch Quantity / : 400000 tab /

ObbeM cepin 400000 Tab B
: 890001537855 Date of Analysis / : 02/08/2021

Jlata ananuza
: 07/2021 Date of Expiry / : 06/2023

lonen jo

Analysis performed according ND / Auanus nposeaen no HJI: JIT1-004256-300920

Ne Test / Iloka3zaTenn

Page2 of 5/ Ctp.2m3 5

Result / Pe3yabTaThl

Specification / Hopma

4 | Dissolution / PacTBopenne

— conepxkanns Cs3HaoNsO, (Tenmucapran)

Not less than 75 % (Q) of the labeled
amount of C33H30N4O» (Telmisartan) in
45 min. /
He menee 75% (Q) OT HOMMHAaNBHOTO

yepes 45 MUH.

a) Telmisartan / Unit-1/ Ta6u1.-1 99 %
CMHCERMAR Unit-2 / Tabn.-2 99 %
Unit-3 / Ta61.-3 103 %
Unit-4 / Ta61.-4 99 %
Unit-5 / Ta6n.-5 104 %
 Unit-6/ Tabn.-6 100 %
b) Hydrochlorothiazide / Unit-1 / Tabn.-1 104 %
Fhapoxnopotnasia ~ Unit-2/ Ta6n.-2 102 %
Unit-3 / Ta611.-3 103 %
| Unit-4/Tabn-4 | 107%
Unit-5 / Ta6n.-5 98%
Unit-6 / Ta611.-6 104 %

5 | Related Substances / PoacrBennblie npumMecu

A. Telmisartan / Tenmucapran

Impurity A / Ilpumecs A

Not less than 75 % (Q) of the labeled
amount of C7HgCIN304S;
(Hydrochlorothiazide) in 45 min. /

He menee 75 % (Q) 0T HOMUHANBHOTO
conepxkains CsHCIN3O4S;
(ruapoxnopoTtuasun) yepes 45 MuH.

Less than LOQ (LOQ: 0,003 %)/ Huxe
npenena KoIM4ecTBEHHOTO ONpeeneHus
(TIKO : 0,003%)

Impurity B/ [Ipumecs B

Impurity D / [pumecs D

Impurity TMS1 /
[Tpumecs TMSI

0,02%

0,01%
0,01%

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He Gostee 0,20%

Not more than 0.20 % / He 6onee 0,20 %
‘Not more than 0.20 % / He Gonee 0,20 %

Remarks : The Product confirms to ND/
ITpumeuanne: [Tpoaykr cootBerctByeT Tpeborannam HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: (,@ [TposepeHo: OaobpeHo: MGHEIDKL?%’}’KOBOLIHTeJ‘Ib
N
Date / Date / Date / '
— \
Jata: _05 o283 Jlara: OS08-0%| | lara; 0&-08-20 |
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Telsartan H (ﬁydr(ﬁ]lorothiazTienLT_e]misartan) Tablets 12.5 mg+40 mg
[Ipomykr: Tencgp@® H(ruppoxnopotuasuat+renmucapran) Tabnerku 12,5 mr+40 mr

'Analy_sis performed according ND / Ananu3z nposenen no H/I: JI[1-004256-300920

Batch No / : C2109209 Batch Quantity / 400000 tab /
Cepud Ne B Q6wem cepuu 400000 Tab
Analytical Report No / : 890001537855 Date of Analysis / : 02/08/2021
Ananurnueckuii otuer Ne Jlara ananmnza

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2023

Jlara TIpon3BOACTBA Tonex no -

Page3 of 5/Crp.3n3 5

Specification / Hopma

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He 6onee 1,0 %

Ne Test / Iloxa3zaTean Result / PesyabTaTsl
Dimer acid impurity / Less than LOQ (LOQ: 0,010%) / Huxe
JluMepHO# KUCIOTHI npenena KOTMIECTBEHHOTO OnpesieNieH s
(ITKO : 0,010%)
~ Chloro analogue impurity / 0,01%
XJ10po aHanora
Any unspecified impurity / 0,01%
Ennnvunas
HEeUAEHTH(PU L POBAHHAS
npuMech
| Total impurities / 0,1%
CymMmMa npumeceii
B. Hydrochlorothiazide / N
I'mopoxnopoTnazna
| Impurity A/ TIpumecs A Not detected / He obHapyxeHa

Impurity B / I1pnmecs B

Impurity C / ITpumecs C

0,02%

Less than LOQ (LOQ: 0,03 %) / Huxe
npeaesa KoJAUUECTBEHHOTO
onpeaesexns (ITKO : 0,03%)

Any uns_peciﬂed impurity /

Envnuunas

HenAeHTU(U LK POBaHHAs
_ NpUMECh

Total impurities /

Cymma nprmMecei

Not more than 0.50 % / He 6o5ee 0,50 %

Not more than 0.50 % / He 6onee 0,50%

“Not more than 0.50 % / He 6onee 0,50 %

BDL/TIP

0.02%/0.02%

Not more than 0.20 % / He 6onee 0,20 %

Not more than 1.0 % / He Gosee 1,0 %

Remarks : The Product confirms to ND/
Ipumeuanne: [1ponyxt cooTseTcTBYET TpeGoBaHusm HJI

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /

TNoaroTosineHo: A@ [Tposepeno: Onobpeno: MeHeamEﬁél‘/ymBoumenb

Date / 9y | Date/ Date / - N
Jlata: Os-oR<3 Jara: 0Sef ~1ol( Hlara: v¢rvg~to
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CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A
Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg ]
[Mpoaykr: Tencapran™ H(rnapoxnoporuasnatreamucapran) Tabnerku 12,5 mr+40 mr -
Batch No / : C2109209 Batch Quantity / : 400000 tab /
Cepns No B ObveM cepun 400000 Tab6
Analytical Report No / : 890001537855 Date of Analysis / . 02/08/2021 -
AHanuTHueckuii otier Ne Jata anamuza
Date of Manufacturc / : 0772021 Date of Expiry / 1 06/2023 R
Harta npousBozacTBa Tozen o -

|Analysis performed according ND / Ananus nposeaen no HJI: JITT-004256-300920

Paged4of 5/Crp.4m35 _

Not more than 6.0% / He 6onee 6,0 % |

a) Telmisartan / Teamucapran
b) Hydrochlorothiazide /
["unpoxnoporuaszu:

No Test / [TokazaTenn Result / PesynbsTaTsi Specification / Hopma
6 | Water / Boaa 2,1 % wiw
7 | Uniformity of dosage units / OuﬂoponHOCTb J03MPOBAHMS

4,2
4.0

The acceptance value (AV) should be less
than or equal to 15.0 / Tloxaszarensb
npuemMneMoctd (AV) apoikeH ObIThb He
bonee 15,0.

Microbial enumeration tests / MukpoGnoJioraueckass 44cToTa

a) Total Aerobic Microbial
Count / Obwee uncio
a’pOOHBIX MUKPOOPraHU3MOB

Less than 10 CFU/g/
Menee 10 KOE/r

Not more than 1000 CFU/g/
He 6onee 1000 KOE/r

b) Total Combined Yeast and
moulds count / O6mee yncno
JPOMCKEBBIX W NMNECHEBbIX
rpubos

Less than 10 CFU/g /
Menee 10 KOE/r

Not more than 100 CFU/g /
He 6onee 100 KOE/r

o

c¢) Escherichia Coli

Absent in 1 gram /
OtcyrctBYeTB 1 T

Shell be absent in 1 gram /
OrcyrctBue B 1 1

Assay / KoanuecrBeHHoe onpeaenenne

a) Telmisartan / TenmycapTan

b) Hydrochlorothiazide /
I'napoxnopoThasna

39.4 mg/39,4 mr

12.671 mg /12,671 wmr

38.0 mg to 42.0 mg of C33Hz0N, O3
(Telmisartan) per tablet. /

Ot 38,0 Mr 10 42,0 mr C33H3oN,O;
(TenmucapTaH) B TabyeTke.

11.875 mg to 13.125 mg of
C7HsCIN304S; (Hydrochlorothiazide) per
tablet. /

Ot 11,875 mr go 13,125 mr
C7HsCIN304S: (ruapoxniopoTiasiia) B
Tabyerke.

Approved by: Manager/Executive /

OnodpeHo: MeHe:mc;-:w / PykoBoTeb

oLewd~-2¢2)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuaune: [Ipoaykt coorsercTByeT TpeGoanuam HJJ 3aknwuenne: OJJOBPEHO
P_repared by / Checked by /

[MoarorosaeHo: L@ ITposepeHo:

Date / <200 ) Date / i Date /

Jlata: 0%5° & Hara: 8508 “lol- | Jata:
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Batch No/
|Cepua Ne )
Analytical Report No /
AnanuTnyeckuit otuer Ne
Date of Manufacture /
Hara npoussojictea

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide-+Telmisartan) Tablets 12.5 mg+40 mg
IIpoaykr: Tencaprau® H( CHAPOXJIOpOTHasKAHTeMucapTan) Tabnetkn 12,5 mr+40 mr

: C2109209 Batch Quantity / : 400000tab/
Ob6bem cepuu 400000 Tab6

: 890001537855 Date of Analysis / . 02/08/2021 a
Jara ananu3za

: 07/2021 Date of Expiry / 1 06/2023
I'open no B

Analysis performed according ND / Anaans nposeaen no H/I: HH-(M256-30092_0

Ne Test / IToxazaTean

Result / PesyabTaThl

~ Page5of5/Crp.5n3 5

Specification / Hopma

10 T’ackaging / ¥YnakoBka

7 tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 4 blisters and
a patient information leaflet in a carton.
/Tlo 7 Tabnetok B GncTepe U3
(ITIBX/AI/TIA) donbru/ aqioMUHUEBOH
¢onbru. [To 4 6nucrepa Bmecte ¢
UHCTPYKLHEH MO NMPUMEHEHHUIO B MauKy
KapTOHHY!O.

7 tablets in a (PVC/AV/PA) foil/aluminum
foil blister. 2 or 4 blisters and a patient
information leaflet in a carton.

6 or I10tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
ITo 7 Tabaerox B Onucrepe wu3
(IBX/AVTTA)  donbru/antoMuHneBoit
donbru. Ilo 2 nau 4 6aucrepa BMecTe ¢
WHCTPYKLIMEH MO MPUMEHEHUIO B MauKy
KapTOHHYIO.

[lo 6 nnu 10 Tabnerox B Gnuctepe W3
(JIBX/AVTIA)  donbru/amoMuHueBoOH
ponbru. Ilo 3 OGmucrepa BMecTe c
MHCTPYKUMEH TO MPUMEHEHNIO B Nauky
KapTOHHY!O.

11 | Labeling / MapkupoBka According to ND / B cootsetctBuu ¢ HJJ

12 | Storage conditions / YcaoBusi | At temperature below 25 °C. / TTpn Temnepatype He Bbiie 25 °C.
XpaHeHusI

13 | Shelf life / Cpox rognoctn | 2 years / 2 ropa

Remarks : The Product confirms to ND/
Mpumeuanne: [poaykT cootBercTBYET TpeGoanuam HJ|

3aka

Conclusion : APPROVED /

iouenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroroBacHo: q/@ ITposepero: On00peHo: Me}ie,'l}% / PykooanTtens
Date / Date / Date / s
<O Cwq/‘ —LD2- ¢ - o
Mara: 050k Hara: os-+€ ok Jara: s ’_




