Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
TIpoayxr: Tencapran® H(runpoxnoporuasua+renMucapran) tabieTku 12,5 mr+40 mr

Hara npou3BojacTsa

|{T"'onen no

[Batch No / : C2210881 |Batch Quantity / : 400000 tab /
Cepust Ne Obpem cepun 400000 Tab
Analytical Report No / : 890001626383 Date of Analysis / 2 10/11/2022
| AHanuTuyecknil otuet No Hara anannsa

Date of Manufacture / : 09/2022 Date of Expiry / 0 0872024

Analysis performed according ND / Ananu3 nposexen no HJ: JI[1-004256-300920

Page 1 of 5/ Crp.1u3 5

Ne Test / Ilokazarenn

Result / Pe3yabraTh

Specification / Hopma

1 Description / Onicanue

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” &
‘1’ debossed on cither side of break line.
/ OBanbHON (HOPMBI, JBOSKOBLINYKIIbIE,
JABYXCJIOliHBIE TaONETKH, OAMH CIOMH
CBETJIO-PO30BOI'0 LIBETA, APYTOH Croi
Gesoro uBeta ¢ BKparjcHHsIMH PO30BOTO
useta. Ha 6es0it noBepxHocTy Tabnerok
umMeeTes pucka M TucHeHus « T» 1 «1» no
pasHble 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. / OsanbHoil
(hopMBI, IBOSIKOBBITYKJIbIE, ABYXCIOHHbIE
TabNETKH, OAMH CIIOH OT CBETIO-PO30BOIO
[0 pO30BOTO 1BETa, JIPYrOH CiOH OT
Oeqoro 10 mouTH 0EIOro HBETa C
BO3MOKHBIMH BKPAIUICHUSIMUH  PO30BOI0
usera. Ha 6enoll nosepxHocTy Tabnerok
UMeeTes pucka M TMcHeHust «T» u «1» 1o
pas3HBIC CTOPOHBI OT Hee.

' 2 | Identification / Hoganrmocts | The retention time of the major peak The retention time of the main peaks in
. due to Telmisartan and the chromatogram of the test solution
Telmisartan and Lo .
) .. Hydrochlorothiazide in the should correspond to that in the
Hydrochlorothiazide / . .
chromatogram of the test preparation chromatogram of Telmisartan and
Tenmucapran u . ..
corresponds to that in the chromatogram | Hydrochlorothiazide reference standards
I'mapoxnoporuazun . . ; . .
‘ of standard preparation as obtained in solution (section Assay) / Bpemena
assay. (Section Assay). / YIEPKUBAHUS OCHOBHBIX 1IHKOB Ha
‘ BpemMena ynepxuBaHus OCHOBHBIX | XxpomaTorpaMme HCHBITYEMOrO pacTBopa
[IMKOB Ha XpoMaTorpamme JOJIKHBI COOTBETCTBOBATH BPEMEHAM
UCIBITYEMOTO PaCTBOPA COOTBETCTBYET | YAepyKUBAHHUSA OCHOBHBLIX NMHKOB HA
BpEMEHaM YACPKUBAHMS OCHOBHbBIX XPOMaTOIrpaMMe pacTBOPa CTAHAAPTHLIX
NHKOB Ha XPOMATOTpaMMe pacTeopa 00pa3loB TelMucapTana |
' CTaHAapTHBIX 00PA3lOB TeIMKUCApTaHa | PHAPOXJIOPOTHA3H A (pa3aen
1 THAPOXNOpoTHa3uaa (pasnes «KonnuecTBeHHoe onpesienenuney).
| «J{onmuecTBEHHOE OMpesieNneHney).
| —
| 3 | Disintegration time / 09 min /09 muu Not more than 15 min /

Pacnapaemoctn

He 6onee 15 mun

| Remarks : The Product confirms to ND/
IIpumeuanne: [1poayxt coorBeTcTBYeT TpeGoBanuam HJJ

Conclusion : APPROVED /
3axkmouenne: OJIOBPEHO

| Prepared by /

‘> C Checked by /

ﬂouroromemz&/@a/

~F

Hposepem(\

Approved by: Manager/Executive /

OnoGpeno: MeHepxkep / Pyko
Tt o) Rt

301U TENb
Q .

Date /
Jarta:

01120t 2-

Date /
JlaTa:

S0 ~((~2009]

Date /
Jara:

2 0-1 2022




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHUOHUKAT AHAJIU3A

Product : Telsartan H (Hydrochl6rothiazide+Telmisartan) Tablets 12.5 mg+40 mg

[Mpoayxt: Tencapran® H(rmapoxaopoTHazua-+renMucapran) Tabnetkn 12,5 mr+40 mr

Batch No / 2210881 Batch Quantity / : 400000 tab/

Cepust Ne O6bem cepun 400000 tab o
Analytical Report No / £ 890001626383 Date of Analysis / . 10/11/2022

AHanuTU4YecKuli otueT Neo - JlaTta ananuza |
Date of Manufacture / 1 09/2022 Date of Expiry / 1 08/2024 |

)IaTa NpON3BOACTBA

Analysis performed according ND / Ananus nposeaen no HJI: JII1-004256-300920

'Tozl_eH o

Ne

Test / Ilokazarean

Page2 of 5/Ctp.2 135

Result / PesyabTaThl

Specification / Hopma

4 | Dissolution / PacrBopeHnne

a) Telmisartan /
Tenmucapran

b) Hydrochlorothiazide /
I'mapoxiiopotHazuj

Unit-1/Tabmn.-1 ’ 97 % Not Jess than 75 % (Q) of the labeled

Unit2 / Tabna 99 amount of Cs3H3N4O; (Telmisartan) in
) ° 45 min. /

Unit-3 / Tabi.-3 98 % He menee 75 % (Q) oT HOMHHANLHOroO

Uniicd / TabnA 100 % cogepxkanust CisHzoN4O, (Tenmucapran)

| yepes 45 muH.

Unit-5/Tabn.-5 99 %

Unit-6/ Tabn.-6 | 99 %

Unit-1/ Tab6n.-1 106 % Not less than 75 % (Q) of the labeled

— . ——ao, 1 amount of C;HsCIN304S,

Unit-2 / Tabn.-2 8% | (Hydrochlorothiazide) in 45 min. /

Unit-3 / Tabn.-3 103 % He menee 75 % (Q) oT HOMHHAILHOTO

Unit-4 / Ta6a.-4 100% | conepmana GHLCINO.S,

- ) | (ruapoxiiopoTuasun) yepes 45 MUH.
Unit-5 / Tabn.-5 : 96 %
Unit-6 / Tabn.-6 104 %

Related Substances / Poncreennble npumecu

A. Telmisartan / Tenmucapran |

Impurity A / Ilpumecs A

Impurity B / ITpimecs B

Less than LOQ (LOQ: 0.003 %) / Husxe
npefena KONMUeCTBEHHOTO Orpe/ielieHus |
(TTKO : 0,003%)

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

Below LOD (LOD = 0.002%) / Huxe
npenena obnapysxkenus (110 =0,002%)

I Impurity D / [Tpumecs D

0.003%/0,003%

Not more than 0.20 % / He Gonee 0,20%—

‘Not more than 0.20 % / He 6onee 0,_20 %

Impurity TMS1 /
[Tpumecsr TMS1

- 0.01%/0,01%

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

Remarks : The Product confirms to ND/
IMpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBannam HJJ

Conclusion : APPROVED /
3akawuenne: OQJJOBPEHO

-Prepared by / o }W Checked by / Approved by: Manager/Executive /
[ToaroroBacHo: {V nposepeHO'dF\\ OM%XW&’ P}’KgoélL”Teﬂb! /
Date / ot |~ ¢ | Date/ ) Date / v 99 —
Jata: 5 227) HJata:  Be~(( -2037 Jara: 30 .20 B




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Telsartan H (Hydrochlonﬁﬁézide-ﬁelmisartan) Tablets 12.5 mg+40 mg
IpoaykT: Tencapran® H(rungpoxnopornasuatrenmucapran) tabaetku 12,5 Mr+40 mr

Batch No/ : C2210881 Batch Quantity / 1 400000 tab /
Cepus Ne O6beM cepun 400000 Tabd
Analytical Report No / 1 890001626383 Date of Analysis / : 10/11/2022
Anamutndeckuii otueT No Jlata ananusa B

Date of Manufacture / 1 09/2022 Date of Expiry / : 08/2024
Jara npon3BoncTea T'open no

[Analysis performed according ND / Ananusz nposenen no HJI: JII1-004256-300920

Page3 of 5/Crp. 3135

Ne Test / IlokaszaTean

Result / PesynbtaThl

Specification / Hopma

Dimer acid impurity /
JumepHol KUCA0ThI

Less than LOQ (LOQ: 0.010 %) /
Hwxenpenena Konn4ecTBeHHOT0
onpeaenenuns (JTIKO : 0,010%)

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

Chloro analogue impurity /
X1nopo aHanora

Less than LOQ (LOQ: 0.007 %) /
Huxe npeaesa konmuuecTBEHHOrO
onpeanenenus (ITKO : 0,007%)

Not more than 0.20 % / He Gonee 0,20 % |

Any unspecified impurity /
Enunnunag
HEUJICHTUPUUHPOBAHHAS
MpUMeECh

0.01%/0,01%

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

Total impurities /
CymmMa npumMeceit

0.1%/0,1%

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

B. Hydrochlorothiazide /

T'uppoxnoporuazun
Impurity A / Tlpumecs A Not detected / e oGHapy:kena Not more than 0.50 % / He 6onee 0,50 %
Impurit_y B /Tipumecs B 0.04%/0,04% Not more than 0.50 % / He 6o1ee 0,50%

Imp_ljri_t}_/ C /llpumecs C

Not detected / He obHapyxeHa

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

Any unspecified impurity /
Eannuunas
HenaeHTuhuuMpoBaHHas
pUMech

BDL% / T1P%

Not more than 0.20 % / He 6osee 0,20 % |

Total impu?ities /
CymMmma npumeceii

0.04%/0,04%

Not more than 1.0 % / He 6onee 1.0 %

Water / Bona |

1.9 % w/w /1,9 % w/w

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

6
7

Uniformity of dosage units / OqnopoaHocThb 103HpOBanKs

o

Remarks : The Product confirms to ND/
ITpumeuanne: ITpoaykr coorBercTBYET TpeGoBanusam HJJ

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IMoarorosneno:

o

Checked by /
ITpoBepeHgy =,
(>~

Approved by: Manager/Executive /

Opnobpeno: Menemxep / Pykopoantens
YKOpOL

Date /
Jlara:

Bot|r o)z

Date /
JaTa:

30 ~(~2020_

Date /
Hara:

A0 |20




Dr.Reddy’s ":‘.

CERTIFICATE OF ANALYSIS
CEPTHUDOUKAT AHAJIM3A

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

Iponyxr: Tencapran® H(ruapoxnopornasuatrenmucapran) tabnerkn 12,5 mr+40 mr

Batch No/ : C2210881 Batch Quantity / 1 400000 tab /
Cepust Ne Ob6bem cepun 400000 Tab
Analytical Report No / : 890001626383 Date of Analysis / : 10/11/2022
AnanuTHueckuit otyet Neo Jata ananusa

Date of Manufacture / 1 09/2022 Date of Expiry /  08/2024

Hara npoussoacTsa

Topen no

Analysis performed according ND / Ananns npoBeaeH 1o HL: HH—OO4256—390920—

Page4 of 5/ Crp. 4u3 5

. Ne Test / IlokazaTein

Result / PesyabtaThl

Specification / Hopma

a) Telmisartan / Teamucapran

b) Hydrochlorothiazide /
T'uapoxnoporuazun:

6.1/6,1
6.8/6,8

The acceptance value (AV) should be less
than or equal to 15.0 / Ilokaszarens
npuemaeMoctd (AV) nomkeH ObITh He

i donee 15,0.

8 | Microbial enumeration tests / MukpoGuoJorayeckasi 4HcTOTa

a) Total Aerobic Microbial
Count / Ob1uee yncno
a’3pOOHBIX MUKPOOPTaHI3MOB

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 / Ob1mee uncno
JIPOAOKEBBIX M MIJIECHEBBIX
rpubos

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

c) Escherichia Coli

Absentin 1 gram/
OtcytetByeTB 1 1

9 | Assay / KoanvuecTBeHHOE onIpeie/ieHne

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

| Shall be absent in 1 gram /
OrcyrctBue B 1 1

a) Telmisartan/ Tenmucapran

b) Hydrochlorothiazide /
I'mppoxnopornasun

39.6 mg /39,6 mr

12.667 mg/ 12,667 wmr

| 38.0 mg to 42.0 mg of C33H3N40;
(Telmisartan) per tablet. /

Ot 38,0 MI" 10 42,0 Mr CisHsoN4O;
(TenMucapTaH) B TabneTKe.

11.875 mgto 13.125 mg of
C7HsCIN3O4S, (Hydrochlorothiazide) per
| tablet. /

Ot 11,875 mr go 13,125 mr
CsHsCIN3O4S; (ruapoxnopornaszun) B
TabuneTie.

Remarks : The Product confirms to ND/
IIpumeuanue: [Iponykr coorBetcrayer Tpebosanuam HJJ
\/- \

“Conclusion : APPROVED /
3akmwouenne: OJOBPEHO

Prepared by /
IMonrorosneno: 3

=

Checked by /

ﬂpOBepesz“_..__ P

Apploved by: Manager/Executive /

OpeHo: MeHemKep/P KOBOAMTEb
T s o Qs

Date /
Jara:

Q01| ~JoD 7

Date /
Hara:

36 (1~ 2029

Date /
Jara:




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIU3A
Product : Telsartan H (Hydrochlorothiazide+ Telmisartan) Tablets 12.5 mg+40 mg
Ipoaykr: Tencapran® H(rusapoxnopotuasua+renmucapran) rabnetkn 12,5 Mr+40 mr
Batch No/ : C2210881 Batch Quantity / : 400000 tab /
Cepus Ne Ob6nem cepun 400000 Tab
Analytical Report No / : 890001626383 Date of Analysis / 1 10/11/2022
| AnanuTHueckHii otuet Ne Jara ananusa
Date of Manufacture / 0 09/2022 Date of Expiry / : 08/2024 R
Jlata npousBoacTea I'open oo _

Analysis performed according ND /_A;aﬂ3 n_po_Bez(EH o HJI: JITI-004256-300920

Page Sof 5/ Crp.5u3 5

| Ne Test / IToxaszaTean

Result / PesyabTaThl

Specification / Hopma

10 | Packaging / ¥Ynaxkoska

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 U3
(IIBX/AVITIA) donbri/ amoMuHnesoit
¢oabru. Ho 4 6aucrepa Bmecre ¢
VHCTPYKUHEH 110 MPUMEHEHUIO B NayKy
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 rabnetox B Onucrepe u3s
(JIBX/AITIA)  donsru/anioMuneBoi |
¢oneru. 1o 2 unu 4 Gnucrepa BmecTe ¢
MHCTPYKLIHEH N0 NPHMEHEHHIO B MaukKy
KapTOHHYIO.

Ilo 6 nnn 10 Tabnerok B Gnuctepe n3
(IIBX/AIITA)  donbru/amoMunueBoii
toneru. Ilo 3 OGaumctepa BMecTe ¢©
UHCTPYKLMEH NO MPUMEHEHUIO B 1IAuKy
KapTOHHYIO.

11
12

Labeling / MapkupoBka

XpaHeHus!

Storage conditions / Ycaosnst

According to ND / B cooTBeTcTBHH € B

| At temperature below 25 °C. / Ilpu Temnepatype He Boune 25 °C.

13 |. Shelf life / Cpox roxnocTn

2 years /2 roja R

Remarks : The Product confirms to ND/
Ipumeuanne: [IpoaykT coorBeTcTBYET TpeGoBaHuam HJJ

Conc
3aK

lusion : APPROVED /
wuenne: OJIOGPEHO

Prepared by / -
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4

Approved by: Manager/Executive /
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