Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[poaykT: Tencapran® H (ruapoxnoporuasuitteamucapran) Tabnerku 12,5 mr+40 mr

Analysis performed according ND / AHaaus nposeaen no H/: HH-N§(001632)-(PI" -RU)-090123 N

Batch No/ : C2310589 Batch Quantity / : 400000 tab /

Cepns Ne - O6beM cepuu 400000 a6 |
Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023

| AnannTnyeckui oryet Ne | MaTa anannsa -
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

Jata nnponzBoacTea I'onen no

Pagel of S/Crp. 1m35

Ne

Test / IToka3zaTenanb

Result / PesynbTaThl

Specification / Hopma

1

Description / Onucanne

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. / OBanbHOH thopMmBl,
JIBOSIKOBBITIYKJIBIE, JIBYXCJ/IOHHBIE
tabnerky, OJMH  CJOH  CBETNO-

PO30BOTO 1IBETA, APYroii ciol benoro
[[BETa € BKpani€HWsMH pPO30BOTO
useta. Ha 6enoif  moBepxHOCTH
TabJIETOK UMEETCS prcka U TUCHEHUS
«T» 1 «1» 110 pa3Hble CTOPOHBI OT HEeE.

Identification /
HNpentuduxauns

telmisartan and
hydrochlorothiazide /
meamucapman u
ZUOPOXIOPOMUAUO

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) /
Bpemena ynepxuBaHHs OCHOBHBIX

MHUKOB Ha Xpomarorpamme
UCTILITYEMOTO pacTBopa
COOTBETCTBYIOT BpeMEHaM
yIEp)KUBAHHs OCHOBHBIX NHKOB Ha
Xpomarorpamme pacTBopa
CTaHJapTHBIX obpasios

TenMucapTaHa ¥ THJpoXiopoTHa3naa
(paznen «KonnuecrsenHoe
onpeaeneHuey).

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. / OBastbHO# POpMBI, IBOSKOBBIIYKIIbIE,
JIBYXCJIOHbIE TaOneTky, OJWH CJodH OT
CBETIIO-PO30BOTO [0 PO30BOr0  LIBETA,
Jipyroii cnoii ot Gesoro no noytu 6enoro
IBeTa C BO3MOXHBIMH  BKpameHUsIMH
posoBoro Betra. Ha Oenoit moBepxHOCTH
TabieToK UMeeTcsl pucka M THCHEeHUs «T» un
«1» No pa3HblE CTOPOHBI OT Hee.

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)
/ BpemeHa ynepKUBaHHsS OCHOBHBIX NMUKOB
Ha XpoMaTorpaMMe MCHbITYEMOTIO pacTBOpa
JIOJDKHBI ~ COOTBETCTBOBAThL  BpeMEHaM
YEP)KUBAHUSI  OCHOBHbIX  TIMKOB  Ha
XpOMaTOrpaMMe pacTBopa CTaHJapTHBIX
00pa3uoB TeaMucapraHa n
HIpOXJIOpOTHA3HAA (pazmen
«KonuuecTBeHHOE onpene/icHUE).

Remarks : The Product confirms to ND/

Ipumeuanne: [Ipoaykt cootBeTcTBYET TpeboBannsm HJJ
~/D

Conclusion : APPROVED /
3aximouenne: OJOBPEHO

Prepared by / /af—‘m Checked by / Approved by: Manager/Executive /

TloaroroeneHo: L ITpoBepeHo: OnobpeHo: Mglle)m(ep / PykoBoauTeNb
QJ’A‘;.

Date / 1€ - 292 | Date/ Date / o

Hara: 3 Jata: &\"O g "wﬁl Jara: L\0& ~ 5021




Dr.Reddy’s €t¢

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Iponykr: Tencapran® H (ruapoxnopotuasua+renmucapran) tabnetku 12,5 mr+40 mr

Batch No / : C2310589 Batch Quantity / : 400000 tab/
Cepus Ne ObbeM cepum 400000 Tab
Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023
Ananutnyeckuif otTueT No Jlata ananuza

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

Jlata npon3BoJcTBa l'onen o

[Analysis perfo_rm_ed according ND / Ananu3s nposeaen no HJI: JII1-Ne(001632)-(PI'-RU)-090123 :— o

Page2 of S/ Crp.2u3 5

3 | Disintegration time /
Pacnagaemoctnb

07 min / 07 Mun

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

4 | Dissolution / PacrBopeHue

a) Telmisartan/
Tenmucapran

b) Hydrochlorothiazide /
T'unpoxnopornazun

Unit-1/Ta6n.-1 104 % Not less than 75 % (Q) of the labeled amount |
= 3 5 of Cs3H3N4O2 (Telmisartan) in 45 min. /

UmtE/_TaGn. : L He menee 75% (Q) oT HoMWHaNILHOTO

Unit-3 / Ta61n.-3 100 % conepxkannss  CzsHzoN4O2  (tenmucapran)

Unit-4 / Ta6.-4 1039 | iepes 45 M.

Unit-5 / Taban.-5 100 %

Unit-6 / Tabn.-6 99 %

~ Unit-1/ Ta6n.-1 98 % Not less than 75 % (Q) of the labeled amount

7 o~ B of C;HgCIN304S, (Hydrochlorothiazide) in

Unit-2 / Ta6bn.-2 90 % 45 min. /

Unit-3 / Tabn.-3 101 % He menee 75% (Q) or HOMMHaANLHOIO

Uniccd 7 Tabn.4 979 CozlEpKaHus! C7H3CIN;O4S;

' ’ (ruppoxnoportunazun) uepes 45 MuH.
Unit-5 / Tabn.-5 102 %
Unit-6 / Tabn.-6 102 %

S | Impurities /ﬁpumecn

Impurity B / [Tpumecs B

A. Telmisartan / TenmucapTaH

Impurity A / TTpumecs A

Impurity D / Tlpumecs D

0.01% /0,01 %
Below LOQ (LOQ =0.007 %) / Huxe
npefena KOIMYeCTBEHHOrO ONpeACiCHUs

(TIKO = 0,007 %)

Not detected / He o6Hapyxena

Not more than 0.20 % / He 6osnee 0,20 %
Not more than 0.20 % / He 6ouiee 0,20 %

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

Remarks : The Product confirms to ND/
Ipumeuanue: IpoayxT coorBercrayer TpeboBanusm HJT

Conclusion : APPROVED /
3axmouenue: OJOBPEHO

W -
Prepared by / _,;W Checked by / Approved by: Manager/Executive /
TloarorosneHo: 4 ITpoBepeHo: OnobpeHo: Mgneﬂmep / PykoBoauresb
P>
Date / 2 J= Date / Date / -
X oLl : Y 62
Jara: =1 7 Jata: AU\ O &- 2 Jara: TV®8&- 32




Dr.Reddy’s €¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorot_hﬁzideJrTelmi_sa_rtan) Tablets 12.5 mg+40 mg
| [Tpoaykr: Tencapran® H (ruppoxsoporuasuatrenmucapran) tabnerku 12,5 Mr+40 mr

Batch No/ : C2310589 Batch Quantity / : 400000 tab/
Cepus Ne O6beM cepun 400000 Tab
Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023

| AHaJIMTHUECKHUH oTyeT No Hara ananusa

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

Hlarta npon3soacTsa ["onen no

Analysis performed according ND / Anaaus nposenen n_o_HI[: JITI-Ne(001632)-(PI'-RU)-090123 -
Page3 of 5/Crp. 3 u3 5

Impurity TMS1 / Below LOQ (LOQ = 0.008 %) / Huxe Not more than 0.20 % / He Gonee 0,20 %
HpHMer TMS] npeneia KOJTMYECTBEHHOTO ONIPEAC/ICHNSL

(TIKO = 0,008 %)
Dimer acid impurity / Not detected / ne oGHapyskena Not more than 0.20 % / He Gonee 0,20 %
JMMepHOI KUCIIOTbL
Chloro analogue impurity / | Below LOQ (LOQ =0.007 %) / Huxe Not more than 0.20 % / He Gonee 0,20 %

npeﬂena KOJIMYECTBCHHOI'O onpeneneHMﬂ
(ITIKO = 0,007 %)

A ified i i Not than 0.20 % /He © °
ny unspecified impurity / 0.01 %/ 0,01 % ot more than 0 onee 0,20 %
Ennnnunas

HenzeHnTHdUIpoBaHHas
TpUMEChH

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

Xnopo aHanora

B. Hydrochlorothiazide /

['mppoxnoporuasna
Impurity A / [Ipumecsh A Not detected / ne obHapyxena Not more than 0.50 % / He 6ouee 0,50 %
Impurity B / ITpumecs B 0.05%/0,05 % Not more than 0.50 % / He 6oaee 0,50 %
Impurity C / Ilpumecs C 0.07 % /0,07 % Not more than 0.50 % / He Gonee 0,50 %
Any unspecified impurity / | 902 %/0,02 % Not more than 0.20 % / He 6onee 0,20 %
Eannnunas
HendeHTH(UIKHpOoBaHHas
npuMech
Total impurities / 0.1%/0,1 % Not more than 1.0 % / He 6oJiee 1,0 %
Cymma npumeceit

6 | Water / Boaa = 2.1 %/2,1% Not more than 6.0 % / He 6oJiee 6,0 %

7 | Uniformity of dosage units / OnHopogHOCTb 103HPOBAHHBIX €1HHMII

a) Telmisartan / Tenmucapran 4.1/4,1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Hpumeuanune: [1ponyxT cooTBeTcTBYET Tpebosanusam H/J 3akiaouenne: OJJOBPEHO
~2
Prepared by / 2 Checked by / Approved by: Manager/Executive /
[Toarorossneno: 4 ITposepeno: [/QD_, Ono6peno: Menenxep / Pykosoaurens
e-%
Date / |, &L~ 024 Date / Date / A )
Hara: > Hara: l\f‘Og oL [ara: Lrof- 2021




- Dr.Reddy’s ":’.

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[TIpoaykr: Tencapran® H (ruapoxnopoTuasuatrenmucapran) Tabnerku 12,5 mr+40 mr

Batch No / : C2310589 Batch Quantity / : 400000 tab /
Cepus No Ob6bem cepunt 400000 Tab
Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023
Ananutuueckui otuet No JlaTta aHanusa

Date of Manufacture / : 07/2023 Date of Expiry / 1 06/2025
JlaTa npou3BoACTBa I'osien o

Analysis performed according ND / Ananu3 nposenen no HJI: JIIT-Ne(001632)-(PT-RU)-090123

*|

b) Hydrochlorothiazide /
['mppoxnopornazun

8.7/8,7

Page 4 of 5/ Ctp. 4n3 5

‘The acceptance value (4V) should be less
than or equal to 15.0 / Tlokazarens
npueMaemMoctu (4V) ponmxeH 6uth He Hogee
15,0

Microbial enumeration tests / Muxpo6uoJsioruueckast YucToTa

a) Total Aerobic Microbial
Count / O61ee uncio
a3poOHBIX MUKPOOPIaHN3MOB

b) Total Combined Yeast and
moulds count / Ob1ee yncio
JAPOAOKEBBIX W ILIECHEBBIX
rpuboB

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

Not more than 10° CFU/g /
He 6onee 10° KOE/r

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

Not more than 10 CFU/g /
He 6onee 10> KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcyTtctByeTB 1 T

' Shell be absent in 1 gram /
OrcyrctBue B 11

Assay / KonnuecTBeHHOe onpenelienne

a) Telmisartan / Tenmucapran

b) Hydrochlorothiazide /
I'mapoxsopotuazua

40.9 mg /40,9 mr

12.244 mg /12,244 mr

38.0 mg to 42.0 mg of C33H3oN4O,
(Telmisartan) per tablet. /

OT 38,0 MI" 10 42,0 Mr Cs3HzoN4O2
(Tenmucapran) B TabyeTke.

11.875 mg to 13.125 mg of C;HgCIN304S;
(Hydrochlorothiazide) per tablet. /

Ot 11,875 mr po 13,125 mr C;HzCIN3O4S;
(ruapoxyiopoTHasua) B TabneTke.

10

Packaging / Onucanue
YNaKoBKH

7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient
information leaflet in a carton. / [1o 7 Ta6bnetok B 6sctepe n3 (INBX/AI/TIA) gonbru/
amomuHueBoit donbru. [lo 4 6Gnuctepa Bmecte ¢ MHCTpYKUMEH NO MPUMEHEHHIO
(MMCTKOM-BKNAbIIEM) B 14Ky KAPTOHHYIO.

Remarks : The Product confirms to ND/
IIpumeuanne: [poaykt cootBeTcTBYeT TpeGoBaHusM HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

~ 0
Prepared by / p Checked by / Approved by: Manager/Executive /
HO[U‘OTOBJ]CHO:‘,_//’ [Tposepeto: [/Ql\ 01106pe1-10:l\g;31-1en>1<ep / PykoBoautens
()
Date / > 1—&1=) & | Date / RYYE Date / K
Hara: 57 Jara: 3\?\08 Lo Jara: TNBR 2022




Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A
Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Tpoaykt: Tencapran® H (runpoxnopotnasua+renmucapran) tabietkn 12,5 mr+40 mr
Batch No / : C2310589 Batch Quantity / : 400000 tab / -
Cepus Ne O6beM cepun 400000 Tab
Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023 N
Ananutnueckuif otuert Ne JlaTa ananuza
Date of Manufacture / : 07/2023 Date of Expiry / . 06/2025 —
Jlata npou3BojicTBa l'open no
Analysis performed according ND / Ananns nposeaen no HJI: JIIT-Ne(001632)-(PI'-RU)-090123 -

PageSof S/ Crp. 5u3 5

Homep cepuu cyGeTaHumMu
npoussoauTens I'JId:

API name (INN) / Hydrochlorothiazide / Telmisartan /
HaumenoBanne A®C (MHH): _ l'unpoxnoporuasnj TenMucapran
API manufacturer batch number / 22027HCI10RII ABPHO009681
Howmep cepun npousBoautesst A®C:

FP Manufacturer API Batch number / FCPAO1752 FCPAO1818

API Manufactured by & country /
IpousBoautens A®C, crpana:

Ipca Laboratories Limited, India /
Wnka Jlabopatopu3 Jlumuten, Uunaus

Dr. Reddy’s Laboratories Ltd., India /
H-p Pennn’c Jlaboparopuc Jlta.,
HUnpns

Remarks : The Product confirms to ND/
Hpumeuanne: [poaykr cooTsercryeT TpeGoBaHUsM HJT

Conclusion : APPROVED /
3axntouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[NToarorosiieno: I'tpoBepeno: l@‘ Onobpeno: Menemxep / PykoBoautens
Date / )re$Z- py.2 | Date/ O Date/ ©

Jlara: & Jlara: Q) rog Lovs Hara: TArodm 2




