Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJIU3A

[Product : Telsartan H (Hydrochlorothiaz_ide:_+Te_llnisartan) Tablets 12.5 mg+40 mg
Hpogykr: Tencapran® H (ruapoxnoportuasua+reamucapran) Tabaerku 12,5 mr+40 mr

BatchNo / : C2310590 Batch Quantity / : 400000 tab /

Cepuis Ne O0bem cepuu 400000 tab
Analytical Report No / : 890001684891 Date of Analysis / : 31/08/2023
Ananuthyeckni otder Ne o Hata a"annsza

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

Jara npoussoacra T'onen j0 -

Analysis performed according ND / Auanus nposenen no HJI: JITT-Ne(001632)~(PT"-RU)-090123

Page1of5/Crp.1u3 5

Ne Test / IToka3zaTenn

Result / Pe3yabTaTsl

1 | Description / Onucaunue

Specification / Hopma

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’
& “1’ debossed on either side of break

line. / OBanbHOM ¢$hopmpl,
JIBOSIKOBBITTYKJIbIE, JBYXCJIOHHbIE
TabneTku, OOWH  CJIOW  CBeTJOo-

po3oBoOro uBeTa, Apyroi ciaoi 6enoro
LUBETa C BKPAIJICHUSIMU PO30BOTO
usera. Ha 6Genoli  moBepxHocTH
TabJIEeTOK UMeeTCs pucka M THCHEHUS
«T» 1 «1» no 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” & 1’ debossed on either side of break
line. / OBanbHON GOPMBI, ABOAKOBBINYKIIbIE,
JBYXCNOMHBIE TaONETKM, OAUH CJOW OT
CBETJI0-PO30OBOTO 10 PO30BOTO  LIBETA,
JApyroi cnoil ot 6enoro no no4TtH Geaoro
UBeTa C BO3MOXXHBIMH  BKpanjeHHsMu
posoporo upeta. Ha Oenoli moBepxHocTH
TabneToK UMeeTcs pucka U TucHenus «T» u
«1» Mo pa3Hbie CTOPOHBI OT Hee.

"2 | Identification /
Wpenrndpukanus

telmisartan and
hydrochlorothiazide /
meamucapman u
2uopoxaopomuazud

The retention time of the main peaks
in the chromatogram of the test
solution correspond to that in the
chromatogram of Telmisartan and
Hydrochlorothiazide reference
standards solution (section Assay) /
BpeMeHa yaep)KWBaHHWs OCHOBHBIX

HKOB Ha XpomaTorpaMmme
UCTILITYEMOTO pacTBopa
COOTBETCTBYIOT BpeMeHaM
YyAEpXKUBaHNUS OCHOBHBIX IMHUKOB Ha
XpomaTorpamme pacTBOpa
CTaHaPTHBIX o0pas1oB

TEAMHUCAPTAHA W M'MAPOXJAOPOTHA3UAA
(pasnen «KonnuecTBeHHOE
ornpeneneHuen).

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 ynepxnBaHHs OCHOBHBLIX NWKOB
Ha XpoMaTOorpamMMe MCIBITYEMOro pacTBopa
JOJDKHbl  COOTBETCTBOBAThL  BpeMeHaMm
YACP)KMBaHUS  OCHOBHBIX  TNHKOB  Ha
XpomarorpaMMe pacTBOpa  CTaHJapTHLIX
o0pasioB TeNIMHUcapTaHa u
TUAPOXIIOpOTHA3K A (paznen
«KomuectBenHoe onpenenexue).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpameuanne: [1IpoaykT cooTBeTCTBYET TpeboBaHnam HJI 3akmouenne: OJJOBPEHO
e
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Dr.Reddy’s “:‘.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Prod it : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Hpoztycr: Teacapran™ H (ruapoxiopornasnatrenvucapran) tabnetku 12,5 mr+40 mr

BatchNo / : C2310590 Batch Quantity / : 400000 tab /
CepitiNe o - ObneM cepun 400000 Tab
Anal ¥lical Report No / : 890001684891 Date of Analysis / : 31/08/2023
Anahtudeckui otuer No Jara aHanuza

Date of Manufacture / : 07/2023 Date of Expiry / 1 06/2025
Jlara poussoncTsa I"ouen no

Analysis performed according ND / Ananus nposenen no HJL: JIII-Ne(001632)-(PI'-RU)-090123

Page2 of 5/ Crp. 2u3 5

3 | Disintegration time / 07 min / 07 mun Not more than 15 min /
Pacnamaemoctn He 6onaee 15 muH.
4 | Dissolution / PacrBopenne o
a) Telmisartan / Unit-1/ Ta6a.-1 101 % Not less than 75 % (Q) of the labeled amount
Teamucapran Unit2 / Tabia 98 % of Cs3H30N,O, 0(Te]mlsartan) in 45 min. /
B He wmenee 75% (Q) OT HOMUHaNLHOTO
Unit-3 / Ta6a.-3 102 % cogepxanud CiHzoNsOz  (tenmucapran)
Unit-4 / Ta611.-4 T02 % | epes 45w
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 102 %
_b) Hydrochlorothiazide / Unit-1/ Tabn.-1 102 % Not less than 75 % (Q) of the labeled amount
['mapoxnopornazug Unita / Tabn.2 100 % Zg gI:XC]NgOL;Sz (Hydrochlorothiazide) lr;
Unit-3 / Ta6n.-3 101 % He w™eHnee 75% (Q) OT HOMHHAIBLHOIO
Unit-4 / Tabn.-4 100 % | CoAcpxamii CrHICINGO,S;
(rugpoxniopotuasua) uepes 45 MUH.
Unit-5 / Tabn.-5 97 %
~ Unit-6 / Ta6n.-6 104 %
5 | Impurities / Ilpumecn
A. Telmisartan / Tenmucapran . -
Impurity A / IpumMech A 0.0049 % /0,0049 % Not more than 0.20 % / He 6onee 0,20 %
Impurity B / Ipumecs B Below LOQ (LOQ = 0.007 %) / Hixe Not more than 0.20 % / He 6o1ee 0,20 %
peacia KOJIMYECTBEHHOTO ONIPEACNCHHS
(TTKO = 0,007 %)
Impurity D / [1pumecs D Not detected / ne obHapyxena Not more than 0.20 % / He 6onee 0,20 %

Remarks : The Product confirms to ND/
ITpumeuanne: [1ponykt coorBeTcTBYET Tpebobannsm HJ|
[ Woate ]

Conclusion : APPROVED /
3akmwouenne: OJIOBPEHO

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

[loarotosaeHo: ITposepeHo: l@_ Onobpeno: Menekep / PykoBoauTess
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CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIU3A

Prod wet ; Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
IpoAykr: Tencapran® H (ruapoxnopotuasna+renmucapran) Tabnetku 12,5 mr+40 mr

BatchNo / : C2310590 Batch Quantity / : 400000 tab /
|Cepraa Ne O6beM cepun 400000 Tab
Anal Ytical Report No / : 890001684891 Date of Analysis / : 31/08/2023
AnasIitnuecknii otuet Ne - Jlara ananuza

Date of Manufacture / : 07/2023 Date of Expiry / 1 06/2025
Hata liponsBoacTsa T'oaen o

Analysis performed according ND / Anaans nposeaen no H: JIIT-Ne(001632)-(PI"-RU)-090123 -
Page 3 of 5/Crp. 3 nz 5

Impurity TMS1/ Below LOQ (LOQ = 0.008 %) / Hixe Not more than 0.20 % / He Gonee 0,20 %
HpHM ech TMS] npeaeina KOJIMHECTBECHHOro onpeAaeicHus

(ITKO = 0,008 %)
Dimer acid impurity / Not detected / ne oGHapyxena Not more than 0.20 % / He Gonee 0,20 %
JnmepHoi KUCIoTHI
Chloro analogue impurity / | Below LOQ (LOQ =0.007 %) / Huxe Not more than 0.20 % / He 6onee 0,20 %

npencia KONIMUECTBEHHOr O ONpeaeieHna

Xiopo anasora (KO = 0,007 %)

Any unspecitfied impurity / Not more than 0.20 % / He 6onee 0,20 %
Envnuynas
HEMJIEHTHDU LM POBAHHAS

npuMech

Total impurities / 0.03 %/0,03 % Not more than 1.0 % / He 6onee 1,0 %
Cymma npumeceii

0.01 %/ 0,01 %

B. Hydrochlorothiazide /

I'mapoxnoporrazun
Impurity A / Ilpumecs A Not detected / He oGnapyxena Not more than 0.50 % / He 6onee 0,50 %
Impurity B / TIpumecs B 0.04 %/ 0,04 % Not more than 0.50 % / He 6osee 0,50 %
Impurity C / [Ipumecs C 0.07 %/ 0,07 % Not more than 0.50 % / He 601ee 0,50 %
Any unspecified impurity / | 403 9%/0,03 % Not more than 0.20 % / He 6onee 0,20 %
Ennnnunas
HeuAeHTU(DULMPOBaHHAS
npuMech
Total impurities / 0.1%/0,1 % Not more than 1.0 % / He 6ousee 1,0 %
Cymma npumeceii

6 | Water / Boaa 2.0 %/ 2,0 % Not more than 6.0 % / He Gonee 6,0 %

7 | Uniformity of dosage units / OanopogHocTh 103HPOBAHHBIX eAHHHUI]

a) Telmisartan / Tenmucapran 3.2/3,2

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

IIpumeuanne: [1poayxr cooTBeTcTBYET TpeGoBaHusm HJT 3axiouenne: OJJIOBPEHO

Prepared by / nz—c;‘-/ Checked by / Approved by: Manager/Executive /
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Prod it : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[TpoAykt: Tencapran® H (ruapoxnopoTuasup+teamMucapran) Tabnerku 12,5 mr+40 mr

BatchNo / : C2310590 Batch Quantity / : 400000 tab /

Cepraa Ne - O6bem cepun 400000 Tab

AnalYtical Report No / : 890001684891 Date of Analysis / : 31/08/2023
Anasitnueckuii oryer Ne HaTa anannza

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

|Hara npoussoacTna l'onen no -

Analysis performed according ND / Anajn3 nposeaen no H/: JIT1-Ne(001632)-(PT'-RU)-090123 B
Page 4 of 5/ Crp. 4u3 5

b) Hydrochlorothiazide / 6.2/6,2 The acceptance value (A7) should be less
I'uppoxnoporunazun than or equal to 150 / Tlokasarenn
npuemnemoctu (A V) nomkeH 65ITh He OoJiee
15,0
8 | Microbial enumeration tests / MuxkpoGuoJiornyeckas Y4ucToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 10° CFU/g /

Count / Obiee uncno Menee 10 KOE/r He 6onee 10° KOE/r

POOHBIX MUKPOOPraHU3MOB

_5) Total Combined Yeast and Less than 10 CFU/g / Not more than 10° CFU/g /

moulds count / O61iee unucno Menee 10 KOE/r He 6onee 10> KOE/r

JPOAOKEBBIX U THIECHEBBIX

rpu6oB

¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /

OrcyrctByeTB 1 T OtcyrcTBUEe B 1 T

9 | Assay / KosinuecTBeHHOE onpeaenenne

a) Telmisartan / Tenmucapran 40.3 mg /40,3 mMr 38.0 mg to 42.0 mg of C33H3oN4O»
(Telmisartan) per tablet. /

Ot 38,0 mr no 42,0 mr C33H30N4Os
(Tenmucapran) B TabneTke.

b) Hydrochlorothiazide / 12.369 mg /12,369 mr 11.875 mg to 13.125 mg of C/HsCIN3O4S,
I'mapoxnopotrasua (Hydrochlorothiazide) per tablet. /

Ot 11,875 mr o 13,125 mr C7H3zCIN3O4S;

(ruppoxnopoTtuasun) B TabneTke.

10 | Packaging / Onucaunne 7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient
YNAKOBKH information leaflet in a carton. / Io 7 Ta6neTok B 6auctepe us (IIBX/AI/TIA) doabru/
amomuuueBol ¢onsru. Ilo 4 Gaucrepa BMecTe ¢ MHCTPYKLMEN MO NPUMEHEHHIO
(NMCTKOM-BKJIaZbILIEM) B TTAUKY KAPTOHHYIO.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpumeuanue: [IpoayxT coorBetcTBYeT TpeboBaHsiM HT 3akmouenne: OJJOBPEHO
~ 2
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Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg

Ipoxykt: Tencapran® H (ruapoxnopoTnasuatTenmucapTan) Tabnetkn 12,5 mr+40 mr -

Batch No / : 2310590 Batch Quantity / : 400000tab/
|Cepuis Ne O6beM cepun 400000 Tab

Analytical Report No / : 890001684891 Date of Analysis / : 31/08/2023 B
AnannThyeckuii otyer Ne Jara anannsa

Date of Manufacture / : 0772023 Date of Expiry / 1 06/2025

JaTta npou3BoAcTBa - | F OlleH 10

Analysis performed according ND / AHayu3 npoBeeH no HJI: JIIT-Ne(001632)-(PI-RU)-090123

Page Sof 5/ Crp. 5n3 5

API name (INN) /I Hydrochlorothiazide / Telmisartan /
HanmenoBanue ADC (MHH): I'uppoxnopotuasng Tenmucaprau
API manufacturer batch number / 22027HCIORII ABPH009681
Homep cepuun npoussoautesist AOC:

FP Manufacturer API Batch number / FCPAO1752 FCPAO1818

Howmep cepuu cy0cTanuum
npousBoautess I'JID:

API Manufactured by & country/ Ipca Laboratories Limited, India/ | Dr. Reddy’s Laboratories Ltd., India /
IIpoussogutens APC, cTpana: Wnka Jlabopatopus Jlumuten, Muaus H-p Pennn’c Jlaboparopuc Jita.,
HUunus

Remarks : The Product confirms to ND/ Conclusion : APPROVED /

I pumeuanue: [lponyxr cootBercTBYeT TpeboBanusam HJT 3akmouenne: OJJOBPEHO

Prepared by / - o=/ | Checked by / Approved by: Manager/Executive /
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=
Date / oo 2024 | Date/ DOV | Date/ )
Tara: 5 Jara: ?3\'& 0 Ilara: LNo€-2org




