Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
[poayxr: Teacapran™ H(riapoxiopotnasia+renmucapran) tadnetku 12,5 mr+80 mr

Batch No/ : C2209893 Batch Quantity / 1 650000 tab/
Cepus Ne ObneM cepun 650000 Tad
Analytical Report No / : 890001618788 Date of Analysis / : 04/10/2022
AHanutuyeckuii otyeT Ne Jata ananuza

Date of Manufacture / 1 08/2022 Date of Expiry / : 07/2024
JHara nponzsoncrea Ionen no

Analysis performed according ND / Ananns npoBexen no HJI: JIT1-004256-300920

Pagelof6/Crp.1u36

Ne Test / HoxazaTennb

Result / Pe3yabrarh

Specification / Hopma

1 | Description / Onncanue

Oblong biconvex shaped uncoated
bilayered tablets having light pink
layer on one side and white layer with
possible pink patches on the other side

with “T” & 2’ debossed on either side

of break line. / OBanbhoit ¢opmsl,
JIBOAKOBBIMYKIIbIE, JIBYXCIIOHHBIE
TabneTkn, OAMH  CNOH  CBerjo-
pO30BOrO 11BETA, APYroii cioi Genoro
LBETA C BKpanjIeHHSMW pPO30BOTO
usera. Ha ©Genoli noeepxHocTn
TabNeTOK UMeeTCsl pUCKa ¥ THCHEHHS
«T» 1 «2» 110 pa3Hble CTOPOHBI OT HEE.

Oblong biconvex shaped uncoated bilayered
tablets having light pink to pink layer on one
side and white to off white layer with
possible pink patches on the other side with
“T" & ‘2° debossed on either side of break
line. / OBanbHol GopmMbl, ABOSKOBLINYKIbIE,
JIByXclioWiHble TabJeTkW, OJMH CIolf oT
CBETJIO-PO30OBOTO 10  PO30BOTO  liBeTa,
JApyrol cnoil ot 6enoro 10 noutu Genoro
BeTa C BO3MOMKHBIMH  BKpanjeHWsIMU
po3osoro usera. Ha Oenoli noeepxHocTH
TabNEeTOK UMEETCsl PUCKa U THCHEHHS «T» 1
«2» 10 pa3Hble CTOPOHbLI OT Hee.

Remarks : The Product confirms to ND/
Ipumeuanne: [Ipoaykt cootBetcTByeT TpeGoBaHusm HJJ

n

Conelusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroTosieHo: IIposepeHo; openo: Meneke / PykosoauTens
-1 ’ ,-\ p {L‘
2l oA R L
Date / 6o - Yol Date / 2021 Date/
Jara: & Jlata: Oé 10 Tlara: 1-10 -0 2~




Dr.Reddy’s “:‘

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Ipoayxr: Tencapran™ H(ruapoxnopotnasua+renmucapran) tabnerkn 12,5 mr+80 mr

Batch No / : C2209893 Batch Quantity / : 650000 tab /
Cepus Ne Obbem cepun 650000 Tab
Analytical Report No / : 890001618788 Date of Analysis / : 04/10/2022
AHanutnyeckui otuet No JlaTa aHanu3a

Date of Manufacture / : 08/2022 Date of Expiry / -1 0772024
Jara npouseoacTsa onex no

Analysis performed according ND / Anajus nposegen no HJI: JIT1-004256-300920

Page20f6/Cip.2m6

Ne Test / Hloka3zarens

Result / PezyibTaTni

Specification / Hopma

2 | Identification / TTonnunuocts

Telmisartan and
Hydrochlorothiazide /
Tenimucapran u
I'napoxnopotuasuj

The retention time_of the major peak
due to Telmisartan and
Hydrochlorothiazide in the
chromatogram of the test preparation
corresponds to that in the.
chromatogram of standard
preparation as obtained in assay.
(Section Assay). /

Bpemena ynepxuBaHns OCHOBHBIX
TIHKOB HA XpOMaTorpaMme
WCMBITYEMOIO pacTBOpa
COOTBETCTBYET BpEMEHaM
YIAEP>KMBAHHS OCHOBHBIX NUKOB Ha
XpoMaTorpaMMe pacTBopa
CTaHAapTHBIX 00pa3IOB .
TeNMucapTaHa i F’HAPOXJI0pOTHA3ZHAA
(paznen «I{onnmyecTBeHHOE
ONpe/IeNIEHUEN ).

The retentjon time of the main peaks in the
chromatogram of the test solution should
correspond to that in the chromatogram of
Telmisartan and  Hydrochlorothiazide
reference standards solution (section Assay).
/
Bpemena ynep>kHBaHHUs OCHOBHBIX IUKOB Ha
XpoMaTorpaMme HCMIbITYEMOFO pacTBOpa
JNOJKHbl ~ COOTBETCTBOBaTL  BpeMeHam
yRepKHBaHWS  OCHOBHBIX  NHMKOB  Ha
XpoMaTorpaMMe pacTBOpa CTaHIApTHBIX
06pasloB TenMucapTaHa M THAPOXJIOpPO-
THa3Kuaa (pasnen «KonuuectBennoe
onpeaeneHne).

3 | Disintegration time /
PacnagaemocTsb

14 min/ 14 Mun

Not more than 15 min/
He 6onee 15 mun

4 | Dissolution / PactBopenne

a) Telmisartan/
Tenmucapran

Unit-1/ Ta6n.-1 99 %
Unit-2 / Tadn.-2 100 %
Unit-3 / Tabn.-3 101 %
Unit4 / Tabn.-4 101 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 101 %

Not less than 75 % (Q) of the labeled amount
of Cs3HzoN4O: (Telmisartan) in 45 min. /
He wmenee 75% (Q) oT HOMUHANBHOrO
coaepxkanns  CszHzNyO;  (TenMucapran)
yepes 45 MitH.

Remarks : The Product confirms to ND/
Ilpumeuanne: Ilpoaykr coorBeTcTByeT TpeboBanuam HJJ

N M

Conclusion : APPROVED /
3axkmouenne: O OBPEHO

Prepared by /

T Checked by /
Ilpogepeiio:

Approved by: Manager/Executive /

Ioarotosneno: On0bpeno: Menewxep / [)}-'I(llBD_.JIITCII!a
Date / 292 ) | Date/ — 20 - Date /
Jara: o6& 1o Nata: O 6 /,0 Jara: IHA\0-~-102) -




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Iponyxt: Tencapran™ H{ruapoxnopotuasua+renmucapran) tabnetku 12,5 Mr+80 mr

Batch No/ : C2209893 Batch Quantity / : 650000 tab /
Cepust Ne ObbeM cepyn 650000 Tab
Analytical Report No / : 890001618788 Date of Analysis / : 04/10/2022
AHanutuuecknii oryet No JlaTta ananuza

Date of Manufacture / : 08/2022 Date of Expiry / : 07/2024
Jata npon3soacTea T'onen no

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

Page3 of 6/ Crp.3 u3 6

Ne Test / Iloxazarens

Specification / Hopma

b) Hydrochlorothiazide /
I'uppoxnopoThasna

Result / Pe3yabTaTh
Unit-1/Tabn-1. | 97%
Unit-2 / Tabn.-2 98 %
Unit-3 / Tabn.-3 98 %
Unit-4 / Tabn.-4 100 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tab6a.-6 98 %

Related Substances / Poacreen

HbI€ HIPHMECH

Not less than 75 % (Q) of the labeled amount
of CsHsCIN304S; (Hydrochlorothiazide) in

45 min.

/

He wmenee 75% (Q) oT HOMMHANLHOTO

conlepkaHus
(ruppoxnopotnazun) yepes 45 mMun.

C7HsCIN-:0,4S:

A. Telmisartan / Tenmucapran

Impurity A / TTpumech A

Less than LOQ (LOQ: 0.003%)
Huxe npenena KOAMYECTBEHHOTO
onpenencHust (FIKO: 0,003%)

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

Impurity B / [pumecs B

Below LOD (LOD = 0.002%) / Huxe
npeaena ooHapyxenus (IO =
0,002 %)

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

Impurity D / ITpnmecs D

0.01%/0,01%

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

Impurity TMS1 /
INpumecs TMSI

Below LOD (LOD = 0.003%) / Hwxe
npeaena odHapyskeHus (110 =
0.003 %)

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

Dimer acid impurity /
JuMepHOH KUCIOTbI

Below LOD (LOD = 0.003%) / Hinke
npejena odHapyxeHus (IO =
0,003 %)

Not more than 0.20 % / He conee 0.20 %

Remarks : The Product confirms to ND/

IIpnmeuanne: Tlpoaykr cootBeTcTBYET TpedoBaHusM HJT

-

Conclusion : APPROVED /
3axmouenune: OJOBPEHO

Prepared by / " Checked by / Approved by: Manager/Executive /
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Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJTIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
TITpoaykr: Tencapran™ H(ruapoxaopornasua+renamucapran) tabnetku 12.5 mr+80 mr

Batch No/ : C2209893 Batch Quantity / : 650000 tab /
Cepus Ne O6beM cepuu 650000 Tad
Analytical Report No / : 890001618788 Date of Analysis / : 04/10/2022
AHanuTuueckui otuer No Jlara ananuza

Date of Manufacture / : 08/2022 Date of Expiry / ¢ 07/2024
JaTa npousBoacTea T'onmen no

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

Page40of 6/ Crp. 4 u3 6

Ne

Test / HHoka3zaTens

Result / PesyabTaThl

Specification / Hopaa

Chloro analogue impurity /
Xnopo aHanora

0.01%/0,01 %

Not more than 0.20 % / He 6onee 0.20 %

Any unspecified impurity /
Enunuunas
HeWAEeHTHHUIIMPOBaHHAS
TIpPUMEChH

0.01%/0,01 %

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

Total impurities /
Cymma nipuMeceii

0.03%/ 0,03 %

Not more than 1.0 % / He 6onee 1.0 %

. Hydrochlorothiazide /

Below LOD (LOD = 0.010%) / Huxe

["'mapoxnopoTnasua npenena 06Hapy>;<eﬂm (10 = Not more than 0.50 % / He 6onee 0,50 %
Impurity A / [Ipumecs A 0,010 %)
Impurity B / Tlpumecs B 0.02%/0,02 % Not more than 0.50 % / He 6onee 0,50%

Impurity C / I1pumecs C

Less than LOQ (LOQ: 0.03%)
Huxe npeaena konuuecTBEHHOTO
onpeaenenuns (IKO: 0,03%)

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

Any unspecified impurity /  BDL/IIP ‘Not more than 0.20 % / He 6ozee 0.20 %
Enunnunas

HEeMAEHTIOHUIPOBAHHASI

pHMecCh

Total impurities / 0.02%,0,02 % Not more than 1.0 % / He 6onee 1,0 %

Cymma npumeceii

Water / Boxa

2.4% wiw /2,4% wiw

Not more than 6.0% w/w / He 6onee 6.0 %
w/w

Remarks : The Product confirms to ND/

Ipumeuanue: IlpoaykT coorseTcTBYeT TpedoBanyam HJJ
D

Conclusion : APPROVED /
3axnwuenune: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTHUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
[Mponyxr: Tencapran™ H(rngpoxnopotuasua+renvucapran) Tabnetku 12,5 Mr+80 mr

Batch No/ : C2209893 Batch Quantity / 1 650000 tab /
Cepitst Ne Ob6bem cepun 650000 Tad
Analytical Report No / : 890001618788 Date of Analysis / - 04/10/2022
Ananutnuecknii otyet Ne Jlara ananusa

Date of Manufacture / : 08/2022 Date of Expiry / : 07/2024

Jlata npon3BoncTea

T'onen no

Analysis performed according ND / Ananus nposenen no HJL: JIT1-004256-300920

PageSof6/Crp.Su3 6

No Test / HokazaTtenn Result / PesyabTaTnl Specification / Hopma
7 | Uniformity of dosage units / OsopoasocTs 103npoBanus _

a) Telmisartan / Teamucapran 3.1/3,1 The acceptance value (AV) should be less
than or equal to 15.0 / Ilokaszatens
npuemnemMocT (AV) 1oDkeH ObITh He

b) Hydrochlorothiazide / 3.2/3,2 oonee 15,0.

I'mppoxnopotuazup:

8 | Microbial enumeration tests / MukpoGuoJornueckasi 4HCTOTa
a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / Ob1iee yucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3poOHBIX MUKPOOPraHU3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /
moulds count / O6utee yucno Menee 10 KOE/r He 6onee 100 KOE/r
JPOMOKEBBIX U MIeCHEBHIX
rpnooB
¢) Escherichia Coli Absent in 1 gram/ Shell be absent in T gram /

OtcytctByerB 1T OtcyrctBue B I 1
9 | Assay / KosinyecTBeHHOE ONpeaeenue

a) Telmisartan / Teamucapran

81.1 mg /81,1 wmr

76.0 mg to 84.0 mg of C33H35N4Os
(Telmisartan) per tablet. /

Ot 76,0 Mr no 84,0 mr Cs3:HzoN4O;
(TenmucapTaH) B TabneTke.

Remarks : The Product confirms to ND/
Hpumeuanne: [Ipoaykt coorsercTByeT TpeboBanuam HJ

Conclusion : APPROVED /
3aknwuenne: OJJOBPEHO

Prepared by /
IloaroTosiieHo:

Checked by /
I pOBepeHi)ﬁ
’

Approved by: Manager/Executive /
Onodpeno: Menemwkep / Pykosoantes

R acd g fle
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Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTUDHKAT AHAJTINU3A

’Froduct : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
HponykT: Tencapran™ H(ruapoxiiopoTnasua+tenmicapran) tabnetky 12,5 Mr+80 mr

Batch No/ : C2209893 Batch Quantity / : 650000 tab/
Cepus Ne ObbeM cepun 650000 Tab
Analytical Report No / : 890001618788 Date of Analysis / 1 04/10/2022
AHnanutudeckuii otyeT Ne JlaTa ananuza

Date of Manufacture / : 08/2022 Date of Expiry / : 07/2024
Jlata npousBoncTBa T'onen 5o

Analysis performed according ND / Ananans nposeaen no HJI: JIT-004256-300920

Page 6 of 6/ Ctp. 6 u3 6

Ne Test / llokazarens Result / PesynbrarTh Specification / Hopma
b) Hydrochlorothiazide / 12.370 mg/ 12,370 mr 11.875 mg to 13.125 mg of C:H3CIN:0,S,
I'mppoxnopornasu (Hydrochlorothiazide) per tablet. /

Ot 11,875 mr no 13,125 mr C;H3CIN;0,S:
(ruppoxnopotnaszun) B TabaeTke.

10 | Packaging / Ynakoska

7 tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 4 blisters
and a patient information leaflet in a
carton. / [o 7 Tabnerok B Gnuctepe
n3 (I11BX/AI/TIA) donbru/
amomyHueBoii doneru. Ilo 4
GivcTepa BMECTe ¢ HHCTPYKLIHEH O
TIDUMEHEHHIO B TAUYKY KapTOHHYIO.

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

6 or 10tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /

Ilo 7 Tabnetok B 6nnctepe u3 (ITBX/AI/TIA)
tonsru/amomunuesoii doabru. Io 2 nu 4
OmicTepa BMecCTe C HWHCTPYKLUMEH 110
TIPUMEHEHHIO B NAYKY KaPTOHHYIO.

IIo 6 nmm 10 Tabnerok B GiMcTepe u3
(IBX/AITIA) thonbri/antoMuHNEBOH
¢donbru. Ilo 3  Onucrepa BMecTe ¢
MHCTPYKUHEH MO TPHUMEHEHHI0 B TauKy
KapTOHHYIO.

11 | Labeling / MapkupoBka

According to ND / B cooteeTcTBun ¢ H)J

12 | Storage conditions / Ycaosus

At temperature below 25 °C. / Ilpu Temnepatype ue sbiiue 25 °C.

Shelf life / Cpox roanocTn

XpaHeHHus
L13

2 years /2 roaa

Remarks : The Product confirms to ND/
IIpumeuanne: ITpoaykt cooTBeTCTBYET Tpebosaruam HJ|
-~

Conclusion : APPROVED /
3akmouyenne: OJJOBPEHO
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