Dr.Reddy’s Q,’:‘

CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Product : Telsartan {Telmisartan) Tablets 40 mg
I poaykr: Tencapran® (Tenmucapran) TaGneriu 40 Mr

Batch No / : B2102708 Batch Quantity / : 397.980 KG / 397,980 KT
Cepug Ne O6Bem cepun

Analytical Report No/ 1 2602FP21001627 Date of Analysis / : 31-07-2021
AHATHTHYECKHHA 0TYeT N2 g JEaTa ananasza )

Date of Manufacture / : JUL-2021 Date of Expiry / JUN-2024

JaTa npou3BOACTBA Fopen no

Analysis performed according ND / Ananns nposenes wo HJA: JITT-004161-030620 {amend Ne 1 from 17.08.2020 / m3m. No
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021)

Pagel of4/Crp.1u3 4

No
Ne

Test / ITokazarean

Result / PesyanraThbl

Specification / Hopma

1 | Description / Onncante

White modified capsule shaped,
biconvex tablet with ‘T° & ‘L’
debossed on either side of
breakline on one side and ‘40’
debossed on other side. /
Tabnetka KalCyToBHIHOH
(hopMsl, JBOAKOBBIIYKAs, Hesoro
IBeTa, HA OJHOH  CTOpPOHE
pazfenuTenbHas pucka H
THcHeHMe «T» u «L» no pasueie
CTOPOHET OT Hee, Ha JpYyro
CTOpOHE THCHEHHE «40».

White to off white, modified capsule
shaped, biconvex tablet with ‘T” & ‘L’
debossed on either side of breakline on
one side and ‘40’ debossed on other
side. / Tabnerka KamncynOBARHOM
dhOpMEL, ABOIKOBEINYKIAsL, GEII0T0 WK
oyt Oemoro Imera, Ha OXOHOH
CTOpOHE = pasfeluTeNpHas pHCKa o
tucuenne «T» ®w «L» mo pasHeie
CTOPOHBI OT Hee, Ha [PYrofl CTOpOHE
THCHEeHHE «40.

IToaauHHOCTE

2 | Identification /

reference  standard  solution
(section Assay). /
Bpems yIepKHBaHAA OCHOBHOIO
NHKa Ha XpoMaTorpaMmme
HCIBITYEMOTO pacTBOpa
COOTBCTCTBYET BpeMEHH
yASpPIKUBAHYSL OCHOBHOTO IHKa Ha
XpoMaTorpaMMe pacTBOpa
CTEHAAPTHOTO obpasua
TelMucapTaHa (paspmen

The retention time of the main
peak in the chromatogram of the
test solution correspond to that in
the chromatogram -of telmisartan

«KonmmiecTBeHHOE OIpeicIICHUE

The retention time of the main peak in’

the chromatogram of the test solution
should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
Bpemst yAepKuBanus OCHOBHOTO TMKA
HA  XpOMATOTpaMMe  HCILITYEMOIO
pacTBOpa JIOJGKHO COOTBETCTBOBATEH
BpPEMEHH YIOCPKUBAHHA OCHOBHOTO
TMKa Ha XpOMAaTOorpaMMe pacTBopa
CTaHJAPTHOrG O0pasna TeNMHCapTaHa
(paspen «KonuuecTBeHROES
OTpefieNeHne) ).

3 | Disintegration time /
Pacnagaemocrsb

08 min 31 sec/
08 muH 31 cex

Not more than 15 min /
He Gonee 15 Muu

Remarks : The Product conforms to ND /
IIpumeuanne: HponykT cooteTcTBYET TpeboBanmsm H

Conclusion : APPROVED /
Jaxmouenne: OJJOBPEHO.

Hara: 11-08-2021

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: IIpoBepeHo: OnobGpeno: Menepkep /

' ;g PyxoBopHTEIb %
Print Date / Print Date / Print Date / !

Hara: 11-08-2021

Jlara: 11-08-2021
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Dr.Reddy’s Qf‘:"

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Hponykr: Tencapran® (Tenmucapra) Tabnerku 40 Mr

Batch No / : B2162708 Batch Quantity / : 397.980 KG / 397,980 KT"
Cepast No Ob6beM cepru

Analytical Report No/ £ 2002FP21001627 Date of Analysis / : 31-07-2021
AxannTavdeckui oTuer No Jara aHanuza

Date of Manufacture / : JUL-2021 Date of Expiry / : JUN-2024

JdaTa nponr3BoOACTER Topen xo

Analysis performed according ND / Ananus nposener no H/I: JII1-004161-030620 {amend Ne 1 from 17.08.2020 / n3m. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

Page2 of 4/ Crp.2 m3 4

Pacreopenne

100%

i‘oo Test / llokazaTens Result / PesynbTaTh! Specification / Hopma
4 | Dissolution / 101%, 100 %, 96%, 96%, 100%, | Not less than 75 % (Q) of Cs3H3zN4O:

(telmisartan) in 30 min. /
He menee 75 % (Q) CasHaeN1O;
(renmucapraun) yepes 30 MuH.

5 |Related Substances /
PoacTBenHbIe NPHMECH

Less than LOQ (LOQ=0.003%)

0.01%/0,01%

0.01% /0,01%

0.01%/0,01%

0.02%/0,02%

0.01%/0,01%

Not detected / He obuapyxeHa

Not detected / ve obHapyxeHa

Impurity A —not more than 0.2 % /
npuMeck A —He Gosiee 0,2 %

Impurity B — not more than 0.2 % /
npumecs B — ne Gonee 0,2 %

Impurity D — not more than 0.2 % /
npumMecs D — ne Oonee 0,2 %

Impurity TMS1 — not more than 0.2 %/
npumeck TMS1 — ne Honee 0,2 %

Dimer acid impurity — not more than
0.2 % / npumMech AUMEPHOE KHCTOTHI
ue bonee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ mpuMeck XJ0po aHanora —
He Donee 0,2 %

Any unspecified impurity — not more
than 0.2 % / equnuusxag
HEHACHTHOUIMPOBAHHAS TIPHMECH —
ue 6onee 0,2 %

Total impurities — not more than 1.5 % /

cyMMa npumecelt — He foree 1,5 %.

Remarks : The Product conforms to ND/
Npameuanne: [poaykr coorsercrByet TpeOosanusm HJI

Conclusion : APPROVED /
3axnotenne: OJIOBPEHO

Hara: 11-08-2021

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBiieHe: IIposepeno: Onobpeno: Menenxep /

- & Pykoromutens
Print Date / Print Date / Print Date / '

Jara: 11-08-2021

Jara: 11-08-2021
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTUDUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Ipoaykr: Teacapran® (tenmucapran) Tabnerku 40 Mr

Batch No / : B2102708 Batch Quantity / 1 397.980 KG / 397,980 KI"
Cepus Ne ' O0nem cepun

Analytical Report No/ : 2002FP21001627 Date of Analysis / : 31-07-2021
AHATHTHYECKMi 0T4YeT N Jara anaamsa

Date of Manufacture / : JUL-2021 Date of Expiry / : JUN-2024

JlaTa npoM3BOACTEA I'onen no

Analysis performed according ND / Ananns nposepen no HJI: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne
1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / wam. Ne 2 ot 13.01.2021)

Pagedof4/Crp. Iz 4

No

Test / HokazaTenan
Ne

Result / PesyasTaTet

Specification / Hopma

6 | Water/Boaa

1.7 %wiw [ 1,7%

Not more than 6.0% w/w /
He bonee 6,0 %

7 i Uniformity of dosage units/
OnHopogHOCTH
JO3HPORAHHASI

0.9/0,9

The acceptance value (AV) should be
less than or equal to 15.0 /
Hokasatens npuemnemMoctd (AV)
JomxeH ObITh He Gonee 15,0.

8 | Microbiological limits / MuxpodnoJorauecKkas UHcroTa

a) Total Aerobic Microbial
Count / Obiriee uncno
a3poBHBIX MEKPOOPTaHUZMOB

b) Total Combined Yeast and
mould count / Of1jee ducio
HPOMNOKEBBIX H TIAECHEBBIX
rpubos

¢) Escherichia Coli

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

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

Absent in 1 gram /
OrcyrcrByer B 1T

Not more than 1000 CFU/g /
He 6onee 1000 KOE/r

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

Absent in 1 gram /
OrcyrctBae B 1 T

9 | Assay / KonasiecreenHoe
onpepneieHne

40.0 mg / 40,0.mr
(100.0 % / 100,0%)

380mg to 42.0mg of CisHzN:O;
(telmisartan) (95 to 105 % of label
claim) per tablet. / Or 38,0Mr po
42,0 mr C33H3oN4O, (Temvucapran) (ot
95 o 105% oT HOMHHANEHOTO
coflepanus) B Tabnerke.

Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeqanne: [fpoaykT cootseTcTByeT TpetorarmaM H]| 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBACHO: { é ) TIposepeHO: g Onobpeno: Meremxep /

PyxoeommTens %
Print Date / Print Date / Print Date / '
JTara: 11-08-2021 Jara: 11-08-2021 Hara: 11-08-2021
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Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJHA3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxt: Tencapran® (tenvicaptan) Tabnerku 40 mr

Batch No / : B2102708 Batch Quantity / : 397.980 KG /397,980 KT
Cepun No : . O6bem cepuu :

Analytical Report No/ : 2002FP21001627 Date of Analysis / : 31-07-2021
AHaIHTHYecKHi oTaeT No Jara ananuza

Date of Manufacture / : JUL-2021 Date of Expiry / : JUN-2024

JEaTa npon3BoACTER Togen mo

Analysis performed according ND / Auanuz nposexen no HJI: J1I1-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / sizm. Ne 2 ot 13.01.2021)

Paged of 4/Ctp. 4 13 4

No

N Test / Iloxazatean

Result / PeayaoTaTnt

Specification / Hopma

10 | Packaging / Ynaxoexa

10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters
and a patient information leaflet in
a carton. / ,

Mo 10 Tabnetox B Ouucrepe H3
(TIBX/AVIIA) ¢donsru /
amomuauesoil  ¢doneru. Ilo 3
Gaucrepa BMECTE C MHCTDYKIMCH
N0  [pPWMEHeHHI0 B HAUYKy
KapTOHHYIO.

7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 2 or 4 blisters
and a patient information leaflet in a
carton. ‘

10 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
Tlo 7 TabneTok B Onucrepe 3
(IBX/AVITA) donbru / aIOMHHAEEOH
donera. [To 2 unu 4 6nucrepa BMecTe
C MHCTPYKHHMeil no NpHMEHCHHIO B
HaYKy KAPTOHHYIO.

IIo 10 Tabnerox B OGaucrepe u3
(IIBX/AVITA) ¢oneru / amoMHHKEBOH
¢oneru. [lo 3 Onucrepa BMecTe C
HHCTpPYKIHell Mo NpUMEHEHHIO B
Havky KapTOHHYIO. '

11 | Labeling /MapxupoBKa

According to ND / B coorerctuu ¢ HIL

12 | Storage condition /
XpaHeHHE

Below 25 °C / Ilpu Temneparype He souue 25 °C

13 | Shelf-life / Cpox roaHoCTH

3 years /3 Toma

Remarks : The Product conforms to ND / "Conclusion : APPROVED /
Ipaveuanne: [IpoaykT coorBeTCTBYET TpebosaHusm HA Zaxmouenue: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /.
IMoaroToeneHo: - Ipogepenoa: Onobpeno: Menemiep /

' % PykoBoauTens %
Print Date / Print Date / Print Date / '
Hara: 11-08-2021 Jara: 11-08-2021 Hara: 11-08-2021
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