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CERTIFICATE OF ANALYSIS

CEPTUDOHUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazi@Telmisartan) Tablets 12.5 mg+80 mg
ITponyxkr: TencapTaH® H(ruapoxnopotnasua+reamucapran) tabaerku 12,5 mr+80 mr

Batch No / : C2108061 Batch Quantity / © 650000 tab /
Cepus Ne ObbemM cepun 650000 Tab
Analytical Report No / : 890001534918 Date of Analysis / : 19.07.2021
AHanuTHueckuii otuer Ne JlaTa ananusza

Date of Manufacture / : JUN-2021 Date of Expiry / : MAY-2023

JlaTa npou3sBoacTBa T'opmen no -

Analysis performed according ND / Ananus nposeaeH 1o H—II:_ HH-00212_56—300920

Page 1 of6/Crp. 1 u36

Ne Test / IToka3aTeanb

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onucanue

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” & 2’ debossed on either side
of break line. / OBanbHO#H GOpMBI,
JBOSIKOBBITYKJIBIE, JIBYXCIIOMHBIC
TabneTkn, OJMH  CJIOH  CBETJO-
pO30BOro LBETA, APYroi ciok 6enoro
IIBETa C BKPAIJICHUAMH PO30BOTO
ugera. Ha Oenoli  110BEpXHOCTH
TabNEeTOK MMEETCS PHCKa U THCHEHMS
«T» 1 «2» 10 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. / OBanbHOM (OpMBI, NBOSKOBBITIYKJIBIE,
JIByXCTOiHble TabJeTkn, OJAWH CIIOH OT
CBETJIO-PO30BOr0 10 pO30BOTO  LBETa,
npyroil cnol ot Genoro fo noytun 6enoro
BeTa C BO3MOXHBIMU  BKparIeHUSAMH
po3oporo usera. Ha 06eioil noBepXHOCTH
TabneToK UMeeTcsl pucka W THcHeHus «T» u
«2» MO pa3HbIe CTOPOHBI OT Hee.

Remarks : The Product confirms to ND/
Ipumeuannte: Tpoaykt coorseTcrByeT TpedoBaHnsam HJI

Prepared by /

(,A. = _ .
Checked by /
[Noarotosneno: W [TpoBepeto: l/{},\)ﬂ&%

Conclusion : APPROVED /
Zakaiouenne: OJJOPEHO

Approved by: Manager/Executive /
0On00peHo: Meneukep [ PykoBoanTENb

Date /
Jara:

2569 foo

Date /
Jara:

QR -7 -2 62|

Date /
Jata:

2Q-071-262)
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
ITponyxrt: Tencapran® H(ruppoxnoporuasuat+renmucapran) tabnerky 12,5 mr+80 mr

Batch No/ : C2108061 Batch Quantity / 1 650000 tab /

Cepus Ne - | O6beM cepun 650000 Tab

Analytical Report No / : 890001534918 Date of Analysis / : 19.07.2021

AHanutuveckui otyeT No - Jlara anamsa

Date of Manufacture / : JUN-2021 Date of Expiry / : MAY-2023

Jlara npousBojacTBa I'ozen no R

Analysis performed according ND / Ananns nposeaen no HJI: JIIT-004256-300920

Ne Test / Iloka3aTean

Page2 of 6/ Ctp.2 n3 6

Result / PezyabTaThl

2 | Identification / IlopauHHOCTDL

Telmisartan and
Hydrochlorothiazide /
Tenmucapran nu
I'mppoxnopornasun

Specification / Hopma

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). /

BpemeHa yepk1BaHusi OCHOBHBIX
NIMKOB Ha XpomaTorpamme
UCIIBITYEMOT'0 PAacTBOpa
COOTBETCTBYET BPEMEHAM
yIEepXKMBaH#usl OCHOBHbIX IMKOB Ha
XpomaTorpaMme pacTBopa
CTaHAapTHBIX 00pa3LoB
TenMUcapTaHa ¥ rupoXJ0poTHA3HAA
(paznen «KonnuecrseHHoe
oripefiesicHHe).

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 yjiep>KHBaHUS OCHOBHBIX MTUKOB Ha
XpOMaTOTpaMMe HCIIBITYEMOro pacTBOpa
JOIDKHBI ~ COOTBETCTBOBaTb  BpeMeHam
ylepXkMBaHUss ~ OCHOBHBIX  NHKOB  Ha
XpOMAaTorpaMMe pacTBOpa CTaHJapTHHIX
0o0pasiioB TeIMHCapTaHa M THAPOXJIOPO-
THa3u/a (pa3men «KonnyecTBeHHOE
onpejieNieHue»).

3 | Disintegration time /
PacnagaemocTth
4 | Dissolution / Pac;BopeHne o

12 min/ 12 mun

Not more than 15 min/
He 6onee 15 mun

a) Telmisartan /
Tenmucapran

Unit-1/ Ta6u.-1 99 %
Unit-2 / Ta6n.-2 99 %
Unit-3 / Ta6n.-3 98%

Unit-4 / Tabn.-4 :_ 99 %
Unit-5/ Tabn.-5 99 %
Unit-6 / Tadn.-6 99 %

Not less than 75 % (Q) of the labeled amount
of Ci3H3oN4O, (Telmisartan) in 45 min. /
He mMenee 75% (Q) OT HOMHHaNbHOIO
conepxkanns CszH3oN4O, (Teamucapran)
yepes 45 MUH.

Remarks : The Product confirms to ND/

Ilpnmeuanne: [1poaykt coorseTcTBYeT Tpedoarnam HJL
~

Conclusion : APPROVED /
Zaknouenne: OJJOBPEHO

_Pré_pare_d By /

”OHFOTOBHGHGW

Checked by /

[TposepeHo: V)Q}U-%//
e _

Approved by: Manager/Exec_utive/
OnobpeHo: MeHeﬂn%PykosonnTeﬂb

=)

Date /
Hara:

23-c -75&_30/1

Date / ?/%koq_ _ LDL’

Jara:

Ntz
0 Z~07~202)

Date /
Hara:
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
IMponyxt: Tencapran® H(ruapoxaopoTuasua-+renmucapran) Tabnetin 12,5 mr+80 mr

Batch No / : C2108061 Batch Quantity / : 650000 tab /
Cepus Ne  |O6wem cepun 650000 Tab
Analytical Report No / : 890001534918 Date of Analysis / : 19.07.2021
AHanuTHUeCKUH oTyeT Ne Jata anannsa -
Date of Manufacture / : JUN-2021 Date of Expiry / : MAY-2023
Hata nponsBoacTaa I'open no

| Analysis performed according ND / Ananu3s nposegen no HJI: JITI-004256-300920

Noe Test / HokazaTean

Page 3 of 6/ Crp.3n3 6

Result / PesyabTaThl

b) Hydrochlorothiazide /
I'mppoxnopotnazng

Specification / Hopma

Unit-1/ Tabn.-1 102 % Not less than 75 % (Q) of the labeled amount

Unit2 / Taba2 97% of C7.H8C1N304Sz (Hydrochlorothiazide) in
) | 45 min. /

Unit-3 / Ta6bn.-3 100 % He menee 75% (Q) OT HOMMWHANbLHOTO

Unit-4 / Ta61.-4 999, | codepranui e CINGOSy

(rugpoxnopoTtuazup) uepes 45 MuH.
Unit-5 / Tabn.-5 98 %
Unit-6 / Tabn.-6 99 %

5 | Related Substances / PoncrBennnle npumecu

Impurity A / IlpuMecs A

A. Telmisartan / TenmucapTan

Less than LOQ (LOQ: 0.003%)
Huxe npenena konu4ecTBeHHOTO
onpexneneuns (ITKO: 0,003%)

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

Impurity B / Ilpumecs B 0,01% Not more than 0.20 % / He 6onee 0,20%

Impurity D / Tlpumecs D 0,02 % - Not more than 0.20 % / He 6onee 0,20 %

Impurity TMST1 / 0,01% Not more than 0.20 % / He 6onee 0,20 %

[pumecs TMSI

Dimer acid impurity / 0,02 % Not more than 0.20 % / He 6onee 0,20 %

JMepHON KHCAOTSI

Chloro analogue impurity / 10,03 % Not more than 0.20 % / He 6oxee 0,20 %

Xnopo aHanora

Any unspecitied impurity / o

Eaunnuxas ~

WenmenTnduimposannas 0.0 % Not more than 0.20 % / He dosiee 0,20 %

npUMech

Remarks : The Product confirms to ND/
Hpumeuanue: [ponykt coorBerciByeT Tpedosanusm HJI

o~

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by /

+Checked by /
[loarotosneHy: IlpoBepeHo: Qn
&W el

Date /
JlaTa:

PEEFRY

Approved by: Manager/Executive /

Onobpeno: Menemkep / !’\ KOBOANTEND

Date/
Hara:

0 R-04-2021

E;’;Z/ 0 g0 -202 |




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIM3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
[IponykT: TencapTaH® H(ruapoxnopornazun+renmucapran) Tabnerku 12,5 mr+80 mr

Batch No/

Cepus No

Analytical Report No /
AHanntuueckuii otuer Ne

Date of Manufacture /
g[aTa NPOHU3BOACTBA

: C2108061 Batch Quantity / : 650000 tab /
- O6beM cepun 650000 Ta6
: 890001534918 Date of Analysis / : 19.07.2021
|[ara aHanusa
» JUN-2021 Date of Expiry / : MAY-2023
Fonen oo

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

Page 4 of 6/ C1p. 4 n3 6

Ne Test / I[loka3zarenan Result / Pe3ynbrarn! Specification / Hopma
Total impurities / O,l_% o Not more than 1.0 % / He 6o1ee 1,0 %
Cymma npuMeceii
| B. Hydrochlorothiazide / Below LOD (LOD : 0.010%) / Huxe
Tnapoxnoporuasua HREASHE 06Hapy:1< eHua{LIO): Not more than 0.50 % / He 6onee 0,50 %
Impurity A / Tlpumecs A 0.010%)
Impurity B / [lpumecs B 0,02 % Not more than 0.50 % / He 6onee 0,50%
Impurity C /Tlpumecs C  |Less than LOQ (LOQ: 0.03%) Not more than 0.50 % / He Goxee 0,50 %
Hwxe npeaena KonvuyecTBEHHOrO
onpenenenus (ITKO: 0,03%)
Any unspecified impurity / BDL ( Below Disregard Limit )/ | Not more than 0.20 % / He 6onee 0,20 %
Enunnynas Hwuxe nopora pervuctpaunn
HCI/IILCHTI/](I)HLII/IPOBaHHaﬂ npuMecH
NPUMEChH
Total impurities / 0,02% Not more than 1.0 % / He Gonee 1,0 %
Cymma npumecei
6 | Water / Bona i 1,6% w/w Not more than 6.0% w/w / He 6onee 6,0 %
w/w
7 | Uniformity of dosage units / OanopoanocTs 103UpoBaHust
a) Telmisartan/ Tenmucapran Telmisartan / Teamucapran: 5,7 The acceptance value (AV) should be less
than or equal to 15.0 / Iloka3zarens
b) Hydrochlorothiazide / Hydrochlorothiazide / npuemaemoctn (AV) pomxeH ObITb He
THAPOXIOPOTHAZNAL napoxnopornasua: 6,3 bonee 15,0.

Remarks : The Product confirms to ND/
IIpumeuanne: [Ipoaykr coorsercTByeT Tpeboanuam HJI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

I ) —
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarortosneriy I1poBepeHo: (/5 9 11!02*!0 Onobpeno: Menemkep LI’ykosoauTens
~ \ M .
Date / ; Z‘ Date / Date / -
Hara: (L? €9 - }‘ Hara: 2'8— Dq' -202| Jara: 2807 ~w=!
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CERTIFICATE OF ANALYSIS

CEPTHUO®HUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+80 mg
Iponyxkr: Tencapran® H(ruapoxnopornasua+renmucapran) tabneriu 12,5 mr+80 mr

Batch No / : C2108061 Batch Quantity / : 650000 tab /
Cepus Ne - |O6bem cepun 650000 Tab
Analytical Report No / : 890001534918 Date of Analysis / : 19.07.2021
Ananutniecknii oruet Ne |Hara anannsa

Date of Manufacture / : JUN-2021 Date of Expiry / : MAY-2023
Jlara npou3BoACTBa I'onen mo

Analysis performed according ND / Auanns nposegen o H: JII1-004256-300920

PageS5of 6/ Crp. 5mu3 6

No Test / [TokazaTean

Result / PesyabTaTbl

8

Microbial enumeration tests / Mukpo6uonornueckas 4ucrora

Specification / Hopma

a) Total Aerobic Microbial
Count / Ob1uee uucio
a3po6HBIX MUKPOOPTraHU3MOB

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 / O61mee uucio
JIPOJNOKEBBIX U TIECHEBBIX
rpuboB

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

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

c¢) Escherichia Coli

Absent in 1 gram /
OrcyrctByeTB | T

Shell be absent in 1 gram /
OtcytctBUe B 1 T

Assay / KosimuecTBeHHOE onpeaesienne

a) Telmisartan / Tenmucapran

b) Hydrochlorothiazide /
I'nppoxnopoTrnasua

80.5 mg / 80,5mr

76.0 mg to 84.0 mg of Cs3H30N40O;
(Telmisartan) per tablet. /

Ot 76,0 Mr no 84,0 mr Cs3H3oN4O,
(TenMucapran) B TabJeTke.

12279 mg /12,279 wmr

11.875 mg to 13.125 mg of C7HsCIN304S,
(Hydrochlorothiazide) per tablet. /

Ot 11,875 mr no 13,125 mr C7HsCIN304S;
(rugpoxnopotuasua) B TabneTke.

Remarks : The Product confirms to ND/

D

Ilpumeuanne: [Iponykr cootBercinyeT TpedopaHuam HJ|

Conclusion : APPROVED /
3axmouenune: OJJIOBPEHO

Prepared by /
[loarotosneHo:

Checked by /
[TpoBepeHo:

LGl

¢

Approved by: Manager/Executive /
Onobpeno: Menekep / PykoBOAKHTEND

Date / i‘; < 79_:&9%

Jara:

Date /
Jlara:

Q- c3-2001

Date /

[lam: 22"'0‘7"202,
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CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIM3A

[Product : Telsartan H (Hyer)chlorothiazi_dTa+Telmisartan) Tablets 12.5 mg+80 mg
IIpoaykr: Tencapran® H(ruapoxnopornasu+renmucaptan) Tabnerku 12,5 mr+80 mr

Analysis performed according ND / Ananu3 anBe;Eeﬁo_Hﬁf HH-004256_-30092_0_

Batch No/ : C2108061 Batch Quantity / : 650000 tab /

Cepus Ne O06BeM cepun 650000 Tab -
Analytical Report No / : 890001534918 Date of Analysis / : 19.07.2021

ABajuTnyeckuit otyet Ne JlaTa ananusa

Date of Manufacture / : JUN-2021 Date of Expiry / : MAY-2023

JlaTa npoussoacTBa l"onen no -

Page 6 of 6 / C1p. 6 u3 6

Ne Test / IlokazaTennb

Result / Pe3yabTaThl

Specification / Hopma

10 | Packaging / YnakoBka

11 | Labeling / MapkupoBka

12 | Storage conditions / YcioBus
XpaHeHHs

7 tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 4 blisters
and a patient information leaflet in a
carton. / Ilo 7 Tabnetok B Gnucrepe
u3 (IIBX/AI/TIA) doneru/
amomuHueBol donsru. Ilo 4
Onucrepa BMECTe ¢ WHCTPYKIHeH 1o
NPUMEHEHMIO B TaYKy KAPTOHHY!O.

7 tablets in a (PVC/Al/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. /

[To 7 Tabnetok B 6bnuctepe u3 (IIBX/AITIA)
¢dboneru/amomunaneBoii donsru. Ilo 2 nnu 4
bnuctepa BMecTe ¢ MHCTpyKuHMeil 1O
NMPHMEHEHHIO B AUKy KAPTOHHYIO,

ITo 6 nan 10 Ttabnerox B Oaucrepe u3
(ITBX/AI/TIA) ¢onbru/anomMuH1eBoH
doneru. Ilo 3 Onucrtepa BMecTe ¢
WHCTPYKIMel TIO NPHMEHEHHIO B TNauky
KapTOHHYIO.

‘According to ND / B cootsetcTBuM ¢ HJ

At temperature below 25 °C. / [1pu Temneparype He Bbiwe 25 °C.

13 | Shelf life / Cpok roanocTu

2 years /2 roga

Remarks : The Product confirms to ND/
Hpumeuanne: INpoaykt coorseTcTeveT TpedoaHusM HJI

Conclusion : APPROVED /
Jaxkmouenne: OJJOGPEHO

| Prepared by /
TMoarorosneto:

" Checked by /

[lpoBepeno: [/\%
X |

Date /
Jlara:

27000

Date / o027 - ZO(L\

JlaTa:

Approved by: Manager/Executive /-

OnobdpeHo: Menenmrg'\ / PvioBoasitess

Date /

2.8-07-902)
Hara:




