Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A

[Prod uet : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5_mg+80 mg
MpoAykr: Tencapran™ H (ruppoxjoporuasuatrenmucapran) Tabnetkn 12,5 mr+80 mr

BatchNo / : C2310426 Batch Quantity / © 650000tab/
Cepr1a Ne O06bem cepun 650000 Tab
AnalYtical Report No / : 890001685509 Date of Analysis / 1 31/08/2023

| AHaJIiTUeckuli oTveT Ne Jlata ananuza

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

Jata fiponssoncrsa I'onen o

Analysis performed according ND / Ananus npoeeged no HJA: HH-N&{OO1632)—(PF—RU_]—{190123 -

Page 1 of 5/Crp. 1 u3 5

Ne Test / ITokazaTean

Result / PesynabTatsl

Specification / Hopma

1 | Description / Onncanue

Oblong biconvex shaped uncoated
bilayered tablets having light pink
layer on one side and white layer with
pink patches on the other side with T’
& ‘2’ debossed on either side of break

line. / OBanbHOi (hopMBl,
JIBOSIKOBBITIYKITBIE, JIBYXCJIOlHbIE
TabneTku, OAMH  ClOll  CBETINO-

PO30BOro LBeTa, Apyroi cioi Genoro
BeTa ¢ BKpalJEeHUsMH pPO30BOIO
ueera. Ha Oenoli  noBepxHOCTH
TabNETOK UMEETCS pHUCKa U THCHEHHUS
«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. / OBanbHOI GOPMBL, ABOSKOBBITIYKIIbIE,
JNBYXCIIOMHbIe TabNETKH, OAMH CJOH OT
CBETJIO-PO30BOr0 /10 PO30BOIO  LBETA,
Ipyroii cioil ot 6enoro oo noutu Genoro
BeTa € BO3MOXHBIMU  BKpanjeHUsAMH
pozoBoro upera. Ha 6enoit moBepxHocTh
TabJeTOK MMeeTcs pucka U THCHeHus «T» n
«2» TO pa3zHble CTOPOHBI OT Hee.

2 | Identification /
Hpentudpukauns

telmisartan and
hydrochlorothiazide /
meamucapman u
2UOPOXNOPOMUa3U)

in the chromatogram of the test
solution correspond to that in the
chromatogram of Telmisartan and
Hydrochlorothiazide reference
standards solution (section Assay) /
Bpemena yzaepxuBaHus OCHOBHBIX

M1KOB Ha XpomaTorpamMmme
UCTIBITYEMOIO pacTBopa
COOTBETCTBYIOT BpeMeHaM
yIAEpXKHUBaHNWS OCHOBHBIX MUKOB Ha
Xpomatorpamme pacTBopa
CTaHJAPTHbIX obpazioB

TeJMHUCapTaHa ¥ TMAPOXJIOPOTHAZUAA
(paznen «Konnuecrrenuoe
OonpeneneHuen).

The retention time of the main peaks

The retention 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 yjiepXHBaHUs OCHOBHBIX NMUKOB
Ha XpOMaTorpamme HCIbITYEMOro pacTRopa
JOJDKHBI  COOTBETCTBOBAThL  BpeMeHam
yIep>KUBaHHWS  OCHOBHBIX  NHWKOB  Ha
XpoMaTorpamMme  pacTBopa  CTaHJapTHBIX
obpasuoB TenMHucapTaHa u
rMAPOXJ0opOTHA3H/A (paznen
«KonnyecteeHHoe oripenenenue).

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBeTcTBYET TpeboBanusm HJJ
\

D

Conclusion : APPROVED /
3akmionenne: OJOBPEHO

Prepared by / /C;/.«;?«Q*" Checked by / Approved by: Manager/Executive /
[ToarorosieHo: = [Iposepeno: @ Opobpeno: Mau-lemkep / PykoBoauTens
o
Date / Date / Date / N
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

[Prod it ; Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
IpoAykr: Tencapran® H (ruppoxnopornasua+reamucapran) rabnerku 12,5 Mr+80 mr

BatchNo / : C2310426 Batch Quantity / : 650000 tab /
Ceprdi Ne O6beM cepun 650000 Tab
AnalYtical Report No / : 890001685509 Date of Analysis / : 31/08/2023
AnaJlirnyeckuit otyer No Jlata ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025
Jlara Ipou3BocTBa Foaen no

Analysis performed according_ND / AHaqu3 npogenen q(_) HJT: JITT-Ne(001632)-(PT'-RU)-090123

Page 2 of 5/ Crp.2u3 5

No Test / Tloka3zaTean

Result / PesynbTaThl

Specification / Hopma

3 ﬁ_ismgration time /
Pacnapaemoctn

09 min /09 muu

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

4 | Dissolution / PacTBopenue

F—:if_"l"elmisanan / Unit-1/ Ta6n.-1 ~ 100% | Notless than 75 % (Q) of the labeled amount
Tenmucapran Unit2 / Tabn.2 100 % of Ci3H30N4O2 0(Telmlsal‘tan) in 45 min, /
He menee 75% (Q) OT HOMHHAILHOTO
Unit-3 / Tabn.-3 98 % cogepxkannst  Cs3H3zoN4O2  (Tenmucapran)
Unit-4 / Ta6n.-4 gg s | epes 45 M.

Unit-5 / Ta6n.-5 98 %

Unit-6 / Ta61.-6 99 %
b) Hydrochlorothiazide / Unit-1/Ta6n.-1 100 % Not less than 75 % (Q) of the labeled amount
I'uapoxsnopoTnasna Unit2 / Tabn.2 999 Zg r(;};lr?gClNgO4SQ (Hydrochlorothiazide) 11}
Unit-3 / Tabn.-3 98 % He wmenee 75% (Q) oT HOMHHANBLHOIO
Uriid [ Tabnd 919, COJIEPHKaHNA C7HsCIN304S;

. | (ruapoxnopotuasua) yepes 45 MUH.
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 98 %

5 I—m_purities / Ilpumecn

A. Telmisartan / TeamucapraH

Impurity A /Ilpumecs A

Impurity B / [Ipumecs B

Below LOQ (LOQ = 0.003 %) / Huxe

npenesa KONMYECTBEHHOTO ONIPEAE/ICHUSA

(ITKO = 0,003 %)

Below LOQ (LOQ = 0.007 %) / Huxke

npeacaa KOJTMYECTBEHHOro onpeac/icHus

(TTKO = 0,007 %)

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

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

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: TIponykT coorBeTcTBYET TpeboBaHHsam HJI 3awkmotenne: OJJOBPEHO

)
Prepared by / ﬁ’a,a?y Checked by / Approved by: Manager/Executive /
[TogrorosaeHo: ITposepeHo: @ Onobpeno: Menemxep / PykoBoauTtens
Date / IreB-p0p.2 | Date/ 2L Date / i
Jara: 22 Jlara: 3Ok Jara: TN\ro&~ 2o ¢




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Prod Utt : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Hpo ZykT: Tencapran® H (ruapoxsiopotnasua+renmucaprat) tabnetku 12,5 Mr+80 mr

BatchNo / : C2310426 Batch Quantity / : 650000 tab/
Ceprs Ne S o O6nem cepuu 650000 Tab6
Anal Ytical Report No / : 890001685509 Date of Analysis / : 31/08/2023
AHaJTHtnyeckuit otuer Ne Hata anannsa

Date of Manufacture / : 07/2023 Date of Expiry / . 06/2025
|[lara Npou3BoACTBA I'ogen no

| Anallysis 1lysis performed according ND / Ananu3 nposenen mo HJI: JITI-Ne(001632)-(PT-RU)-090123

Ne Test / Iloka3zaTeanb

Impuri_t)7 D /ITpumecs D

Impurity TMS1/
IIpumecs TMSI

Dimer acid impurity /
JvMepHON KNCTIOThI

Chloro analogue impurity /
Xnopo aHanora

Any unspecified impurity /
Envanunas
HeuaeHTUGULINPOBAHHAS
npumech

Total impurities /
CymMma npumeceii

Page 3 of 5/ Crp.3u3 5

Result / PesynabTaThl

Specification / Hopma

Not detected / ne obHapyxeHa
Below LOQ (LOQ = 0.008 %) / Huxe
npeaena KoNM4ecTBEHHOTO
onpeaenenus (IIKO = 0,008 %)
Not detected / He oOHapyxeHa
Below LOQ (LOQ = 0.007 %) /

Huxe npeaena KOMMUECTBEHHOTO
onpenenenusa (IIKO = 0,007 %)

0.01%/ 0,01%

0.02%/ 0,02%

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

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

=]

Hydrochlorothiazide /
I'mppoxnopotunasua

Impurity A /Tlpumecs A

Impurity B / T1pumech B

Impurity C / Tlpumecs C

Not detected / He oGHapysxeHa

0.04%/ 0,04%

0.07%/ 0,07%

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

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

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

Remarks : The Product confirms to ND/

IIpameyanne: [Iponykr COOTBeTCTByeT TpeboBannsm HJ|

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

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

[ToproroBneHo: I1poBepeHo: )—@ Opo6peHo: MeHnemkep / PykosoauTens
-k

Date / 12 |- o0&~ )224 | Date / OR-LAL Date / s

Jlara: Jara: L\~0g 1072 Jara: TNrof-20232
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D" Re Y ' CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

P—d'u_ct_:_’]_“elsaman H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
[ lr?ulylﬂ“ 'rcucap'ra|l" H (rl-mpom|opoTua.’sluz+TenMp1capTaH'} Tabnetku 12,5 mr+80 mr
[HIPOE Y ———— '

7 : C2310426 Batch Quantity / . 650000tab/
el O OGbewm cepin 650000126
%Pl{y?él“_ Report No / - 890001685509 Date of Analysis / © 31/08/2023 o
AnzﬂHT”q eckuil otuer Ne Hara ananusa o
_D:téfwanufacture/ : 07/2023 Date of Expiry / 1 06/2025
Jlata NpOM3BO/CTBA - lopen o — 00
ml;'i:ﬁzrformed according ND / Anaiu3 nposenen no HJL: JITT-Ne(001632)-(PI -RU)-090123 -
o Paged of 5/Crp. 43 5
No d—__ﬁ_Test / IloxkazaTenn Result / PesyabTaThi Specification / Hopma
- ~ Any unspecified impurity / Not more than 0.20 % / He 6ogee 0_,20 %
E AMHR4HAs 0.03%/ 0,03%
H EeUASHTHNINPOBaHHAs
1 PHUMECH
T otal impurities / 0.1%/ 0,1% Not more than 1.0 % / He Goee 1,0 %
CyMMa npumeceit
6 | Water /Bona 1.8% /1,8 % J_Not mgthﬂ 6.0%/He_60fe 6,0_% .
2 mifo'rmity of dosage units / OanopognocTh AO3HMPOBANHBIX MUY
'—5 Telmisartan / Tenmucapran 1.7/1,7 The acceptance valLF(A_V) should be less |
hiazide / 3.4/3.4 than or equal to 15.0 / [Tokaszarens
b) Hydrochlorothiazide FEe upuemnemMoctu (4¥) nomiken 6bITh He Gonee
[ UAPOXJIOPOTHAZU] 15,0

8 K’Ii?r_(_)_bial enumeration tests / Mukpo6uonorndeckas uncrora

_a)To_tfal Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /
Count / O61iee yncno Menee 10 KOE/r He Gonee 10° KOE/r
appo6 HbIX MUKPOOPTraHH3MOB
‘b)To_{gl Combined Yeast and Less than 10 CFU/g / Not more than IU""ﬁ?[Tg/ ]
moulds count / O6mee yncso Meuee 10 KOE/r He 6onee 10? KOE/r
JpONOKEBBIX U T1TIECHEBBIX
rpu6oB |
o) Escherichia Coli Absent in I gram / Shell be absent in 1 gram /
: OtcyrerByer B 1 1 OtcyrcrBne B 1 1
9 Assayf/ KonnuecTBenHoe onpeaenenme I
‘JTeTr_nisartan / Teamucapran 80.5 mg/ 80,5 mr 76.0 mg to 84.0 mg of C33H;30N,0,

(Telmisartan) per tablet. /
Ot 76,0 mr 10 84,0 Mr C33H30N,0,
(Tenmucapran) B Tabnerke.

"Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Mpumeuanne: [Ipoaykr coorsercTByeT TpeGoBanusm HJ 3axmiouenne: OHOBPEHO
= , .
L I e o
[ToaroToBAEHO: posepeHo: pexo: p/Py
523.&;
/ 2)o8-9op 2 | Date/ Y7 Date / -
E?ﬁ Jara:  SV0&02L Jlara: V&~ dsna B
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CERTIFICATE OF ANALYSIS

CEPTHDHUKAT AHAJIM3A

Analysis performed according ND /AHaJ'lEB II[I(}BEHEEOEI_I

+ JNT-Ne(001632)-(PT-RU)-090123

Prod uct : Telsartan H“(I}{Iydrochlorothiazide+TfImisartan) Ta)bl_ethz_ 5_?%?)%0——— e —
1:_Tencapran™ H (ruapoxnoporuasuatrenmucapran) tabuerku 12,5 mr Mr

%’1—0’%%;/1_ - o I: C2310426 Batch Quantity / : 650000tab/

(‘:p(;..lﬂ Ne - Ob6bem cepuu : 650000 Ta6 a

Anal ytical Report No/ : 890001685509 Date of Analysis / 1 31/08/2023

AnasIHTHH ECKHiT OTUeT Ne Jara anannsa - |

Date of Manufacture / 1 07/2023 Date of Expiry / 1 06/2025 — =

Jlata NpOH3BOACTBA Tozen no

PageSofS/CT[].SusS |

Ne Test / Tloxazarenn

Result / PesyanTaTsi

Specification / Hopma

b) Hydrochlorothiazide /
" UapoxyiopoTuasuj

Ec_k;lging / Onuncanue
ynaKOBKH

10

12.516 mg /12,516 mr

7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient
information leaflet in a carton. / Tlo 7 Ta6netox g Onucrepe u3 (IIBX/AI/MIA)
Goneru/ anoMunuesoii doabru. ITo 4 6nucrepa BvMecTe ¢ WHCTPYKLIMEH no
NPHMEHEHMIO (JIHCTKOM-BKJIAbILLEM) B Mauky KapTOHHYIO.

11.875 mg to 13.125 mg of C;HsCINGO,S, |
(Hydrochlorothiazide) per tablet. /

Or 11,875 mr 1o 13,125 mr C7HeCIN;0,S,
(mnpoxnopomasm) B Tabnerke.

API name (INN)/
Hanmenosanue AOC (MHH):

l

API manufacturer batch number /
Homep cepun Dpoussoantensn ADC:

FP Manufacturer API Batch number /

Homep cep¥H cy6cTaAHUHH
npoussopuress [JID:

Hydrochlorothiazide /
['mapoxsiopotnasun

N

22027HCIORII

FCPAO01752

"API Manufactured by & country /
MpousopuTelb ADC, crpana:

Ipca Laboratories Limited, India /
Hnka JlaGopatopus JInmnren, Uanus

O —

Telmisartan /
Tenmucapray

—

ABPH009585 & ABPH009681

FCPAO01817 & FCPA01818

Dr. Reddy’s Laboratories Ltd., India / |
A-p Pennn’c Jlaboparopuc Jrn.,
WUnnus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeyaHne: IIponyxT cooTBeTCTBYET TpeboBaHUsIM HJ 3akmouenue: OJJOBPEHO
Prepared by / ﬁ,ﬁp Checked by / Approved by: Manager/Executive /
TlogroToBJIEHO: )‘f%/} I1posepeno: [/@ Ounobpeno: Menenxep / PyxoBoaurens
£s2
. .;‘—
te/ jro@& - o) 2 | Date/ 2 Date /
E:Ti: —g }{Eﬂ'il: g\®2 l J_l-d'rﬂ_' 1\"‘5& = Mtl




