Dr.Reddy’s “:"

[Product : Telsartan (Telmisartan) Tablets 40 mg
Ilpoayxr: Tencapran® (Tenmucapran) Tabnerku 40 mr

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIN3A

Batch No / : B2202396 Batch Quantity / : 397.830 KG /397,830 KI
Cepus Ne Ob6bem cepun

Analytical Report No / : 2002FP22001589 Date of Analysis / : 08-08-2022 ]
AHaJNUTHYCCKHIA oTHeT Ne Jarta ananusa .
Date of Manufacture / : JUL-2022 Date of Expiry / : JUN-2025 |
Jata npoM3BoACTBA T'open no

Analysis performed according ND / Amnanus nposeaen o HJI: JIM-004161-030620 (amend Ne 1 from |
17.08.2020 / uzm. Ne 1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021)

Page 10f4/Crp. L us 4

No

Test / IToka3zaTeanb
Ne

Result / PesyabTaThl

Specification / Hopma

1 | Description / Onucanue

2 | Identification /
ITopiuHHOCTDB

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 KarncyjloBUAHOH
(dhopMbl, ABOSAKOBBIMYyKJIas!, 6enoro
uBera, Ha OAHOW  CTOpPOHE
pazienuTenbHas pucka u
TucHenrne «T» u «L» mo pasueie
CTOPOHbI OT Hee, Ha Apyroii
cTopoHe TucHeHue «40».

White to off white, modified capsule
shaped, biconvex tablet with ‘T* & *1.”
debossed on either side of breakline on
one side and ‘40’ debossed on other
side. / TabneTka KancynoBuaHOI
dopmbl, ABOSKOBBIMYKAs, Oesioro uny
noyrn 6enoro  1BeTa, Ha OAHOM
CTOpOHE pasje/uTeNlbHas pucka W
TucHeHue «T» © «L» no pazubie
CTOpPOHbI OT Hee, Ha ApPYroi cropoHe
TUcHeHHe «40».

| The retention time of the main

peak in the chromatogram of the
test solution correspond to that in
the chromatogram of telmisartan

reference  standard  solution
(section Assay). /
Bpemsa yaepxnBaHHs OCHOBHOIO
nuka Ha XxpoMarorpamme
UCMBITYEMOTO pacteopa
COOTBETCTBYET BPEMEHH
yIAepKUBAHIS OCHOBHOTO MUKA Ha
xpomarorpamme pacTBopa
CTaHAapTHOroO obpasua
TeMHcapTaHa (pa3nen

«KonuvuecTBeHHOE ONpeaACICHUC

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). /
Bpems y/iepkuBaHNns OCHOBHOIO NHKa
Ha  XpoMmMaTorpamMme  HCHBbITYEMOro
pacTBopa JIOJDKHO COOTBETCTBOBATb
BpEMEHH yNCP)KUBAHUSL OCHOBHOIO
NMKa Ha Xpomarorpamme pacTBopa
craHjaptHoro obpasua TenmucapraHa
(pazznen «KonuuectseHHoe
ONnpeAcieHHe)).

3 Disi_ntegration time /
Pacnapaemocthb

08 min 17 sec/
08 muH 17 cek

Not more than 15 min/
He 6onee 15 mun

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipogykr coorsercTByeT TpeboBaHuam HJT

Conclusion ;: APPROVED /
3akmouenue: OJOBPEHO

Jlata: 08-08-2022

Prepared by / Checked by / Approved by: Manager/Executive /

[MoaroroBneHo: ‘:sg ) [TposepeHo: @, Onobpeto: Meneaxep /
PyxosoauTtens \ MD

Print Date / Print Date / Print Date / °

Hara: 08-08-2022

Jlata: 08-08-2022
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg
IIpoaykr: ' Tencaprau® (Tenmucapran) Tabnerkn 40 mr

Batch No /
Cepus Ne

: B2202396

Batch Quantity /
O6bem cepum

Analytical Report No /

Date of Manufacture /
|daTa npousBoacTBa

: 2002FP22001589
AHanTHuYecKH#H oTyeT Ne o
: JUL-2022

Date of Analysis
HaTa aHanu3a
Date of Expiry /
T'oagen g0

s/ : 08-08-2022

. 397.830 KG /397,830 KT

: JUN-2025

Analysis performed according ND / Anaaun3 nposeaes no HJI: JII1-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)
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No

Test / Iloka3aTeanp
No

Result / PesyabsTarst

Specification / Hopma

4 | Dissolution /
PacTBopenue

102%, 103%, 103%, 102%, 103%,
103%

Not less than 75 % (Q) of C33H30N402
(telmisartan) in 30 min. /

He menee 75 % (Q) C33H3oN4 O,
(tenmucapran) uepe3 30 MuH.

5 |Related Substances /
PoacTBeHHbIE IPUMeECH

Less than LOQ (L.LOQ=0.003%)

Less than LOQ (LOQ=0.005%)
Not detected / He obHapy>xeHa
Less than Limit of Detection
(LOD=0.0019%)

0.01%/0,01%

0.01%/0,01%

Not detected / He oGHapyxeHa

Not detected / He oOHapyxkeHa

Impurity A — not more than 0.2 % /
npumeck A — He bonee 0,2 %

Impurity B — not more than 0.2 % /
npumech B — He 6onee 0,2 %

Impurity D — not more than 0.2 % /
npumecsh D — He Honee 0,2 %

Impurity TMS1 — not more than 0.2 %/
npumeck TMS1 — ne 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech AUMepPHON KHCIOTLI —
ne 6onee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npumMech XJ10po aHanora —
He 6onee 0,2 %

Any unspecified impurity — not more
than 0.2 % / equHuynas
HEUJAEHTHULHUPOBAHHAS NPHMECH —
He 6onee 0,2 %

Total impurities — not more than 1.5 %/
cymma npumeceit — ve 6onee 1,5 %.

6 | Water / Boaa

2.1 %w/w /2,1%

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

Remarks : The Product conforms to ND /
IMpumeuanne: [TponykT coorBercTByeT TpeboBanuam HJI

Conclusion : APPROVED /
Zaxmouenue: OJOBPEHO

JIarta: 08-08-2022

Prepared by / Checked by / Approved by: Manager/Executive /

[ToarorosneHo: [IpoeepeHo: % OnobpeHo: Menenxep /
PyxoBoautens u’m

Print Date / Print Date / Print Date / \

Jlara: 08-08-2022

Jlara: 08-08-2022
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CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJW3A

‘Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoayxr: Tencapran® (Tenmucapran) Tabaetku 40 mr

Batch No / : B2202396 Batch Quantity / : 397.830 KG /397,830 K |
Cepua Ne - 00BLeM cepun - B
Analytical Report No / : 2002FP22001589 Date of Analysis / : 08-08-2022 o
Aunanurndecknii oruer Ne Jara ananusa -

Date of Manufacture / : JUL-2022 Date of Expiry/ : JUN-2025

JlaTa npou3BoACTBA Topen 10 -

Analysis performed according ND / Anaaus nposeaen no HJL: JITT-004161-030620 (amend Ne 1 from

17.08.2020 / uzm. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)
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1;:) Test / loka3zaTesn Result / Pe3yabraThl Specification / Hopma
7 | Uniformity of dosage units/ 1.3/1,3 The acceptance value (AV) should be
OpHopoaHOCTL less than or equal to 15.0/
J03UpOBaHMS [Mokasatens mpuemaeMoct (AV)

N0JKeH ObITh He Oonee 15,0.

8 | Microbiological limits / MukpoGuoioruueckas 4ucToTa

a) Total Aerobic Microbial
Count / O6uiee uncno
a3poOHbBIX MUKPOOPraHH3MOB

b) Total Combined Yeast and
mould count / O6uiee uncno
JAPOROKEBbIX U MIECHEBbIX
rpubos

¢c) Escherichia Coli

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

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

Absent in | gram /
OtcytctByeTB 1 T

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

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

Absent in 1 gram /
OrcyTcTBUE B 1 T

9 | Assay/ KoauuyecTBeHHOE
onpejejeHne

39.6 mg /39,6 Mmr
(99.0 % / 99,0%)

380mg to 42.0 mg of Cs3HioN4O2
(telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 38,0mMr no
42,0 mr Cs3H3N4O; (Tenmucaprat) (0T
95 no 105% OT HOMHHANBHOTO
coJepxaHus) B TabneTke.

Remarks : The Product conforms to ND /
Ipumeuanue: [TpoaykT cooTBeTCTBYET TpeboBanusiM HJI

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Jara: 08-08-2022

Prepared by / Checked by / Approved by: Manager/Executive /

IToaroroBieHo: &L IIposepeHo: % Onobpeno: Menemxep /
PykoBoauTtens !:m

Print Date / Print Date / Print Date / \

Jlata: 08-08-2022

Hara: 08-08-2022
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Ilponykr: Tencapran®™ (Teamucapran) tabnerkn 40 Mr N

Batch No / : B2202396 Batch Quantity / : 397.830 KG /397,830 K[
Cepusi Ne o O6nem cepun B
Analytical Report No / : 2002FP22001589 Date of Analysis / : 08-08-2022

AHATMTHYECKHii 0TYeT Ne Jarta anau3za ]
Date of Manufacture / : JUL-2022 Date of Expiry / : JUN-2025

JlaTa npou3BOACTBA I'onen no

Analysis performed according ND / Anaaus nposenen no HJI: JI[1-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / n3m. Ne 2 ot 13.01.2021)
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1;.:) Test / Iloka3aTenn Result / PesyabTaTsl Specification / Hopma
10 | Packaging / YnakoBka 10 tablets in a (PVC/AI/PA) foil / | 7 tablets in a (PVC/AI/PA) foil /
aluminum foil blister. 3 blisters | aluminum foil blister. 2 or 4 blisters
and a patient information leaflet in | and a patient information leaflet in a
a carton. / carton.
[To 10 tabnerox B Gnucrepe u3 | 10tablets in a (PVC/AI/PA) foil /
(IIBX/AI/TIA) donbru / | aluminum foil blister. 3 blisters and a
amomunueBoil  gonbru.  ITo 3 | patient information leaflet in a carton. /
6aucrepa BMecte ¢ uHctpykudedi | [To 7 Ttabnetox B Omuctepe U3
no npumenedHuro B nauky | (TIBX/AI/IIA) dosnbru / antomuHneBoi
KapTOHHYIO. ¢donsru. [To 2 unu 4 6aucrepa Bmecte
C MHCTPyKLMEH MO0 NPUMEHEHWIO B
nayky KapTOHHYIO.
[lo 10 Ttabnetok B Oaucrepe u3
(IIBX/AI/TTA) doabru / aniomMuH1eBoit
¢donbru. Ilo 3 Oaucrepa BmecTe C
MHCTPYKIIHEW 1O TpPUMEHEHHIO B
; - Ma4yKy KapTOHHYHO.
11 | Labeling /MapkupoBka According to ND / B cootrerctBuu ¢ HJ|
12 | Storage condition / Below 25 °C / Tlpu Temneparype He Bbiwwe 25 °C
XpaHeHue
13 | Shelf-life / Cpox rognoctn | 3 years / 3 roaa

Remarks : The Product conforms to ND /
IIpumeuanue: [TpoaykT cootBeTcTBYET TpeboBaHusaM HJT

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Jara: 08-08-2022

Prepared by / Checked by / Approved by: Manager/Executive /

Tloaroroeaeno: \g [IpoBepeno: @/ Onobpexo: MeHemxep /
PykoBoautelb ¥ MO

Print Date / Print Date / Print Date /

Jlara: 08-08-2022

Jara: 08-08-2022
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