Dr.Reddy’s €

CERTIFICATE OF ANALYSIS
_ CEPTHOHKAT AHAJIM3A

'Product : Telsartan H (H\ drochlor 01hmznde+T<.]mlsmtanJ Tablets 12.5 mg+40 mg
[TpoayKT: | Tencapran™ H(ripox: Jupcmm5|1ﬂ+Tem\1ncLip|k1HJ tabneticn 12.5 Mr+40 mr

Analysis performed accordmo ND / Anamns nposeaen no HJ1: JIT1-004256-300920

Batch No / : €2300207 Batch Quantity / ~— - -+ 400000 tab /
Cepus Ne Obbem cepitu 400000 Tad o
Analytical Report No 7 890001639558 Date of Analysis /' ~ = 16/01/2023
AHanuTiueCcknii oTuet No JlaTta ananuza
Date of Manufacture / ©12/2022 Date of Expiry / 11/2024
Jlata npou3BoacTsa Tonen_no. n -

Page 1 of5/Ctp. 1 u35

Ne Test / TTokazaTennb

Result / PesynbraTsi

Specification / Hopma

1 | Description / Onicanne

Telmisartan and
Hydrochlorothiazide /
Tenmucaprtan
I'napoxnopotnasnn

Identification / TToanunnuocTs

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 either side
of break line. / OBanbHON popmbl,
JIBOSIKOBBIAYKJIbIE, ABYXC/IOHHbIE -

TabneTkn, 0AuH ci10il ¢BeTINO- pO30BOrO
UBETA, ApYroii cjioii 6enoro useTa ¢
BKpanjeHusmil Po3oBoro 1seTa. Ha
Oenoii MoBEPXHOCTH TabIeToK HMeeTes
prcka i TucHenus «T» 11 «1» Mo pasuble
CTOPOHBI OT Hee.

Oblong  biconvex  shaped  uncoated
bilayered tablets having light pink to pink
layer on one side and white o off white
layer with possible pink patches on the
other side with “T" & 1" debossed on
either side of break line. / Osanwnoii
(POPMBL. ABOSKOBLINYKABIC, ABYNCNOTTHEIC
TABNETRI. OANH CHOIT OT CBETAV-POTOBOIO

0 PO30BOr0  uBeTa. Jpyroil ¢aoil or
OLNOro 10 MouTH  0enoro  upeta o
BO3MOKHBIME  BRPANICHUAN I PO3IOBOIQ

neeta. Ha Oenoil nopepsnoctn rabhae ok
HMECTCH PHERA 1 THEHEH IS « To 15« n 1o |
PA3HBIE CTOPOHBI OT Hee.

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). /

Bpenena yaepiKi1iBaHHs 0CHOBHbIX
MIKOB Ha XpOMaTorpaMme
HCTILITYEMOrO PacTBOPa COOTBETCTBYET
BpEMEHaM yAEpPKHBAHHUS OCHOBHBIX
MMIKOB Ha XpomMaTorpaMme pacTBopa
CTAHRAPTHBIX 0OPA3LOB TENMKCapTaHa
H TILpoXnopoTHazunaa (paznen
«KonnuecrsenHoe onpeaenenue).

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
VACPIRHBAHNS OCHOBHBIX [IIKOR HA
XPOMATOrPAMME HCTBITYEMOFO PACTBOPA
AOIGRHE! COOTBETCTBOBATL BPEMEIA
VACPHIUBAHNS OCHOBHBIN THKOR 1A
XPOMATOIPAMME PACTBOPA CTAHANPTHEIN
00pa3ILOB TeAMICApTata I
FIAPOXIOPOTIHAZIAG (pasien
«Koanueersennoe onpeteneniens ).

Remarks : The Product confirms to ND/
IMpumevamne: [lpoaykr coorsercrayer Tpedosaniam HJ
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lusion : APPROVED /
1wuenne: OJOBPEHO

( heeked by /

Approved by: Manager/Executive /

Plcpmul by /
Ioaroron: Mmé%/ ' Iposepen f\/ O1oopetio: \ILHL narep / Py 1\01301”1(. b
Yoo e Rai fle ex L
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[Product Teisalt an H (Hydloch]m othla21de+TeImlsa1 tan) Tablets 12.5 mg+40 mg
Mpoayxr: Tencapran™ H(ruapoxnopornasiia+rensincapran) tabnetkn 12,5 Mr+40 mr

@
Dr.Reddy’s Q?

CERTIFICATE OF ANALYSIS
_ CEPTHUOHKAT AHAJIM3A

JlaTa npon3BOACTBa

Batch No /- - --+C2300207 Batch Quantity /- : 400000 tab /

Cepus Ne Obbem cepim 400000 Tab

| AnalyticalReport No / :-890001639558 Date of Analysis 7 1-16/01/2023

AnannTryeckuii otyer No Hata anannsa

Date of Manufacture / 1 12/2022 Date of Expiry / 11/2024
l'oneH no

Analysis performed according ND / Ananns nposeien no HJL: JIT1-004256-300920

Page2 of 5/Ctp.2 u3 5

Noe Test / [Toxa3zarenn Result / PesynbraTsi | Specification / Hopma
3 'Digtegration time / 10 min /10 Mun Not more than 15 min/
Pacnapaemocrn He 0onee 15 Mun
4 | Dissolution / Pacrsopenne
a) Telmisartan/ Unit-1/ Ta6n.-1 95 % Not less than 75 % (Q) of the labeled
T'enmiicapran Unic2 / Tabn.2 TT00% grpoqnt of Cs;H30N.O:2 (Telmisartan) in
. 45 min. . /
~ Unit-3/ Tatn.-3 99 % He acnee 75% (Q) or HOMHHAJILHOTO
e e 99 % . CO,{[G']D}/K(_IHH_SI C3:HxN4O: (Tenmncapran)
| | uepes 45 Mit.
Unit-5/ Tadn.-3 96 %
Unit-6 / Tats.-6 %% |
| b) Hydrochlorothiazide / Unit-1/ Ta6s.-| 103 % Not less than 75 % (Q) of the labeled
iEapoxaopomiaska Unit-2 / Tagn.2 939 | amount of GGELCINGQ,S,
- | (Hxdrochlorothiazide) in 45 min. /
Unit-3 / Taon.-3 102 % He svenee 75 % (Q) oT HOMIIHANBLIOTO
: 4 conepiks 7H5CIN3 O, S,
Unit-4 / Ta6a.—4 97 | conepmania CHHICINSO.S,
_ - | (riLapoxnopoTasnn) uepes 45 MiuH.
Unit-5/ Tadn.-5 102 %
Unit-6 / Ta6n.-6 105 %
5 | Related Substances / PoacrBenubie npuMecu R
A. Telmisartan / Teamicapran
I Impurity A / Ipumecs A Less than LOQ (LOQ: 0.003 %) / Hiske | Not more than 0.20 % / He 6onee 0.20 %
npeaena KonHyeCTBEHHOTO ONpeaeCHHs
B _ (ITKO : 0,003%) .
Impurity B/ [1pumecs B 0.01%/0.01% Not more than 0.20 % / He 6onee 0.20%
Impurity D/ T1pumecs D 0.01%/0.01% Not more than 0.20 % / He Gonce 0.20 %

Remarks

| Hava:

L.

: The Product contfirms to ND/
Hpnaeuanne: Tlpoaykr cootsercTayer TpedoBaHiaa H)J|

Conclusion
3arcnoucnne: OJOBPEHO

: APPROVED/

Prepared by /

IToaroronach OM

Checked by /

Hposepcrl(@

~7

‘\ppi'o\'cd by: Manager/Executive /
O100peno: Mejeukep / PykoBoanTeas

Pf"ﬂiclmu‘ Qﬁr«-ﬁ GLQCJQQ%/J

Date /

(2ol -2023

Date /
| Jlava:

1% 01~ 2023 | N

Date «
a:

19 —o ;JLOL_%_




@
Dr.Reddy’s Q,‘a

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIH3A

B Product : Te]sartan H (HydlochI010tl1|a21de+TeIm|saJ tan) Tablets 12.5 mg+40 mg
IMpoaykT: Teacapran” H(rnapox JUDOT]’121311,[[+TtﬂM]lLd]’.)T 1H) Tadbnertkn 12,5 mr+40 nr -
Batch Ne/ - - : €2300207 Batch Quantity / : 400000tab/
Cepnsa Ne Oodbem cepitn 400000 Tab
Analytical ReportNo/ - - — ~— 890001639558 - Date of Analysis / 1 16/01/2023 — -
AHannTH4ecknii otyet Ne Jlata ananusa
Date of Manufacture / 122022 Date of Expiry / : 11/2024 B
Jlata npou3BoACTBA F'onen 1o
Analysis performed according ND / Ananusz nposeaen no HJL: JI1-004256-300920 ]

Page3 of 5/ Crp.3 u3 5

Ne

Test / IToxazarenn

Result / Pe3yabrarel

Specification / Hopma

Impurity TMS1/
IMTpumecs TMSI

Not detected / ve oOHapyxkena

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

Dimer acid impurity /
JunMepHoii kucnotel

Not detected / He oOHapyxeHa

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

Chloro analogue impurity /

-X10po anaora

Less than LOQ (LOQ: 0.007 %) /
Huske npeaena KoAyecTBEHHOro
onpeacnenus (I11KO : 0,007%)

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

Any unspecified impurity /
Enunianas
HEHAEHTH(PIILIPOBAHHAS
npHMech

0.01%%/0.01%

Not more than 0.20 % / He 6onee 0.20 %

Total impurities /
Cymma npuneceli

059%/0.03%

Not more than 1.0 % / He 6osnee 1.0 %

Hydrochlorothiazide /
[iapoxnopornasia

Impurity A /Tlpinecs A

Not detected / He oOHapykena

Not more than 0.50 % / He 6onee 0.50 %

Impurity B / [puscen B

0.03%/0.03%

Not more than 0.50 % / He 6onee 0.50%

Impurity C / Ipiinec, C

Not detected / ne oGHapyskena

Not more than 0.50 % / He Gonee 0.50 % |

Any unspecitied impurity /
EnitniyHas
HEUAEHTNHUMPOBAHHAS
npiMech

Not detected / He oOHapysxeHa

Not more than 0.20 % / He 6onee 0.20 %

Total impurities /
Cynma npumeceii

0.03%/0.03%

Not more than 1.0 % / He 6onee 1.0 %

6

Water / Bo,aa

1.6 % w/w /1.6 % wiw

Not more than 6.0% / He Gonec 6.0 %

Remarks : The Product contirms to ND/
IMpumevanne: Tpoaykr cootetersyer Tpedopanisay HJ|

0y

Conclusion : APPROVED /
3axnwuenue: OJJOBPEHO

Prepared by /
[ToaroToaeno:

Cheched by /
Hponcpcn :

Approved by: ]\‘ILIHJULI/F\CLUU\L /
Ox00peno: Mene:urep / PyviosoanTe,
oo Raniteemiins

o

Date /
| Jara:

/8 -0 ~£02\€| Date

HMara

15 -01-2022

Date / _\ q o , _ ?/01,5_

Jlara:




[ I
Dr.Reddy’s ‘1’-‘

CERTIFICATE OF ANALYSIS
__CEPTUOUKAT AHAJIM3A

[Product: : Telsartan H (Hvd1ochlonotluaznde+Telm]sa1tan) Tablets 12.5 mg+40 mg
MponyxT: Tencapran” H(ripoxiopornasuatrenmucapran) tadnetkn 12,5 Mr+40 mr

Batch No/ 2300207 Batch Quantity / © 400000tab/
Cepiis Ne ObneM cepun 400000 Tab

Amnalytical Report No/ - 890001639558 Date of Analysis / 716/01/2023 -
AHanuTHYeCKHin oTyeT No Jlata anannza )

'Date of Manufacture / 2 12/2022 Date of Expiry / 11/2024 -
Jlata nponsBoacTBa l"onen no

|Analysis performed according ND / Anaans nposenen no HJ/I: JI11-004256-300920 o

Page 4 of 5/ Crp. 4 w35

Result / PesynbraThi

Npumeuanue: MNpoykT coorBeTeTBYCT Tpedosaniiam HJJ

Ne Test / Hoka3zarein Specification / Hopma
7 | Uniformity of dosage units / OnHopoaHOCTh 103UPOBAHHKS |
a) Telmisartan/ Teamucapran 5.4/5,4 The acceptance value (AV) should be less
b) Hydrochlorothiazide / 8.0/8.,0 than or equal to 15.0 / Tokasarens
Tuﬂpomopoﬁﬂlajwﬁ' npuemnemocTH (AV) gokeH ObiTh He
‘ ' |' dornee 15,0.
8 Micr_obial enumeration tests / MukpoOoHonoruyecKas YNCrora
| a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Oduiee uncno Menee 10 KOE/r He donee 1000 KOE/r
AIPOOHBIX MHKPOOPTaHH3MOB
b) Total Combined Yecast and Less than 10 CFU/g/ Not more than 100 CFU/g / ]
moulds count / Odtee yucno Menee 10 KOE/r He donee 100 KOE/r
APOAGKEBBIN 11 NAECHEBbIX
rpnodoB
¢) Escherichia Coli - Absent in 1 gram / Shall be absent in 1 gram /
OtcytetByerB 1 1 OTtcyTeTBle B 1 T
9 | Assay/ Komuecrsennoe onpejenenne R ]
a) Telmisartan / Tensucaptan | 39.3 mg_/ 39.3 wmr 38.0 mg to 42.0 mg of C+:11:0N405 ]
(Telmisartan) per tablet. /
O1 38.0 Mr 10 42.0 air C3:H0NJO»
(TenmilcapTaH) B TadACTKE.
b) Hydrochlorothiazide / 12,533 mg / 12,533 wr 11.875 mgto 13.125 mg of
["uapoxnopornasi C7HsCIN:O4S: (Hydrochlorothiazide) per
tablet. / !
O1 11.875 mr a0 131235 mr
C7HsCIN-O,S: (ruapoxnopoTitasig) B
TadNeTKe.
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akmouenue: OJJOBPEHO

Prepared by /

_ ™

Checeked by /

Approved by: Manager/Executive /

[ToarotosacHo: HDOBCKZ_?\] P OJnupLHo Meneawep / Pykosoanrean
Date/ (S0l ~9p2.3 Date / Date / L S l 2 0 )/5
| Hara: | Hava: & -1 ~ w25 JHara: % _ - |




@
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTHDOUKAT AHAJIH3A

'Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets12.5 mg+40 mg
FlponyKT: Tencapran™ H{rnapoxaopotiasuatrenmucaptan) tadnetku 12.5 Mr+40 mr

Batch No/ - : C2300207 Bateh Quantity / : 400000 tab /
|Cepust Ne Oobem cepun 400000 Tab
Analytical'Report No / 1 890001639558 Date of Analysis / 1 16/01/2023

AHaniTHUECKHIT oTueT Ne JlaTa anamiza

Date of Manufacture / 0 1272022 Date of Expiry / 2 1172024

H,‘ua npol3BOACTBA INoaen no e
|An(1l\~u performed according ND / Anaaus nposeiten no H/L: JITT-004256- 300920 B -
- Page Sof 5/ Crp.5 u3 5

Ne Test / IlokaszaTenn Result / PeaynbraThi Specification / Hopma

10 | Packaging / Ynaxosxka 7 tablets in a (PVC/AI/PA) 7 tablets in a (PVC/Al/PA) foil/aluminum

foil/aluminum foil blister. 4 blisters and
a patient information leaflet in a carton.
/Tlo 7 Tadnetok B Smictepe w3
(IBX/AITIA) donbru/ antomunienoii
¢onsru. INo 4 Gancrepa Bmecte ¢
MHCTPYKUHEN NO.NMPHMEHEHHIO B HAYKY
KapTOHHYIO.

[ honern. Tlo 2

foil blister. 2 or 4 blisters and a patient
information leaflet in a carton.

6 or l0tablets in a (PVC/AI/PA)
toil/aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
Ilo .7  TaGmetok B .Gaucrepe wu3
(]'IB}\/A]/H/\) donbri/antomMuHneBoi
unn 4 Gnuctepa BMecTe ¢
WHCTPYKUNCH 10 TIDITMEHEHHIO B Nauky
KapTOHHY 1O,

[lo 6 umi 10 Tadnetok B Gnncrepe u3
(TIBX/AITIA) donbri/amomunmnesoii
Gonbri. [lo 3 Gmicrepa BMmecte ¢
HHCTPYKUME 110 NPUMEHEHHIO B Nayky
KapTOHHYIO.

Labeling / Mapruposka

According to ND / B coorrercrai ¢ HJI

Storage conditions / Yenosus
XpaHeHHust

At temperature below 25 °C./ Tlpis remneparype we oine 235 °C.

i' 13 ‘ Shelf life / Cpok roasocTu

2 years/2 rozaa

Remarks : The Product confirms to ND/
Ipumeuanne: [ponykT cootsereTnyeT TpedoBanmsiat HJ |
|

Conclusion : A
3akmouemie: OQJOBPEHO

PPROVED /

Prepared by /
[MoaroToBacHo:

2

Checked by /

ﬂpoaepe@-\] P

Approved by: Manager/Executive /
Oz06peno: Mene vkep / Py KopoAauTeib

- e Dmc{ Ra~i eo
Date / | Lo(~200 23| Date/ = Date / 2022
Jara: 8 ZQ JlaTa: K ~o ~ '2@2/3! Hara: q) —O|




