Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoaykt: Tencapran™ (Teamuycaprait) tadaerkn 40 Mr

Batch No/ B2400091 Batch Quantity / : 406.000 KG/
Cepun Ne O6beM cepHH 406,000 KI'
Analytical Report No / : 2002FP24000449 Date of Analysis / 23-02-2024
AdaauTH4ecKHil oTyeT Ne JdaTta anainusa

Date of Manufacture / 01/2024 Date of Expiry / 12/2026
JaTa npou3BoAcTBA I'ogen o

Analysis performed according ND / Auanns nposeaen no HJI: JITT-004161-030620 (amend Ne | 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)

No

Test / IToka3zaTenan
Ne

Result / Pe3yabTaThl

Specification / Hopma

1 | Description / Onncanue

White mwodified capsule  shaped,
biconvex tablet with ‘T° & ‘L’
debossed on either side of breakline
on one side and ‘40’ debossed on

other side. / TaGnerka
KarcyIoBUIHOM hopMBl,
JBOSIKOBBIMYKIIas, 6eoro 1pera, Ha
O[THOM CTOpPOHE pa3AeNUTeIbHAs

pucka m TucHenue «T» m «L» mo
pasHble CTOPOHBI OT Hee, Ha Apyrof
CTOpOHe THCHeHue «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 KancynoBUAHOM
(opMBI, TBOSKOBBIIYKAAA, OCIIOr0 MM
nourdy Oemoro IBeTa, Ha OJHOU
CTOpPOHE pasfciuTeNbHas pucka H
tucHeHne «T» u «L» mo paswnie
CTOPOHBI OT HEE, Ha JAPYrOH cropone
THUCHeHHE «40».

Remarks : The Product conforms to ND /
IIpumeuanme: IIponykT cooTBeTCTBYET TpeOOBauusamM HJI

Conclusion : APPROVED /
3akawuenue: OJOBPEHO
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg

Mpomywxr: Tencapran®™ (Tenmucapran) TabneTku 40 mr

Batch No / : B240009] Batch Quantity / : 406.000 KG/
Cepus Ne O6BeM cepuH 406,000 KI'
Analytical Report No / : 2002FP24000449 Date of Analysis / ¢ 23-02-2024
AHaJIMTHYECKHI oT4eT No Jata ananusa -
Date of Manufacture / ¢ 01/2024 Date of Expiry / 12/2026

Jara npou3Boacrsa

Topcu go

Analysis performed according ND / Ananu3s nposeaen mo HJI: JIT-004161-030620 (amend Ne 1 from
17.08.2020 / u3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021)

Jl:)o Test / IlokasaTenn Result / PesyasTaTsl Specification / Hopma
2 | Identification / The teteution time of the wain peak | The retention time of the main peak in
IHopnmunoctn in the chromatogram of the test | the chromatogram of the test solution

solution correspond to that in the
chromatogram  of  telmisartan
reference standard solution (section

should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /

Assay). /| BpeMs yoep>KUBaHHsA OCHOBHOIO IHKa
Bpems ymep)xuBaHMS OCHOBHOTO | HA  XpOMArTOrpaMME  HCIBITYEMOIo
MHKa Ha XpOMaTOrpaMme | pacTBopa JAODKHO COOTBETCTBOBATh
VCTIRITYEMOTO PACTROpA | BPEMEHW  YJIEPXKHBAHNS  OCHOBHOIO
COOTBETCTBYET BPEMEHH | TMKA Ha XpOMAaTOrpaMMeé pacTBopa
yIEepKUBaHHUs OCHOBHOTO ITHKAa Ha | CTAHAAPTHOro obpaslia TenMucapTaHa
XpoMaTorpaMme pactBopa | (paszen «KonuyecTBeHHOE
CTaHAAPTHOTO obpasua | onpezneneHuey).
TeIMHcapTaHa (pa3men
«KonngecTBeHHOE OnpezerneHne

3 | Assay / KonrnuecTBeHHOE 40.6 mg / 40,6 mr 38.0mg to 42.0 mg of C33H3N40,

onmpeaesIecHue

(101.4%/ 101,4%)

(telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 38,0 Mr 1o
42,0 mr C33H;30N4O, (Tenmucapras) (ot
95 mo 105% oT HOMUHAILHOTO
coJiepKaHus) B TabeTKe.

4 | Water / Boaga

1.7% wiw / 1,7%

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

5 | Disintegration time /
PacnapaemMocthb

09 minutes 09 seconds/
09 muu 09 cex

Not more than 15 min /
He Gonee 15 muu

6 | Dissolution /
PacTBopenue

101%, 104%, 103%, 101%, 103%,
104%

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

He menee 75 % (Q) Cs3H3oN4O;
(TenmucapTan) yepe3 30 MuH.

Remarks : The Product conforms to ND /

IIpumeuanue: [IponykT coorBercTBYET TpeboBanusam H/L

Conclusion : APPROVED /
3axkmouenune: OJJOBPEHO

WI-GLOB-QA-0669-2.0

Printed By: Prashanth Voladri

Page 2 of 5

Printed Date & Time (IST): 24-02-2024 08:46:44




Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIU3A

Product : Tclsartan (Telmisartan) Tablets 40 mg
|Mpoayxr: Tencapran® (reamucapran) Tabnerku 40 mr

Batch No / B2400091 Batch Quantity / : 406.000 KG/
Cepus Ne O6BeM cepiu 406,000 KT’
Analytical Report No / : 2002FP24000449 Date of Analysis / 23-02-2024
AHanuTH4eckuii oTuer Ne Jara anajnza

Date of Manufacture / 01/2024 Date of Expiry / 12/2026
JlaTa Npou3sBOACTBA TI'oacH go

Analysis performed according ND / Anaan3 npoeegen no H/I: JIIT-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)

No

Ne Test / Iloka3zaTe/ib

Result / Pe3yabTaThl

Specification / Hopma

7 |Relaled Substances /
PoacrBeHHbIe IPUMeECH

Huxe

Less than LOQ (LOQ — 0.003%) /
KOJIM4ECTBEHHOTO
onpenenenuns (IIKO = 0,003%)

npenena

Not detected / He o6napyxena
0.01%/0,01%
Less than Limit of Detection (L.LOD =

0.0019%) /
obuapyxenus (ITO = 0,0019%)

Himxe

Not detected / He obHapy>keHa

Less than LOQ (LOQ = 0.005%) /
Hywoxe nipeena KOMUYECTBEHHOIO
onpenenenus (ITKO = 0,005%)

Less than Limit of Detection (LOD =
0.017%) / Huxe npenena
o6uapyxenus (I10 = 0,017%)

Not detected / He o6HapyxcHa

npezaena

Impurity A —not morc than 0.2 % /
npumeck A — He 6onee 0,2 %

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

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

Impurity TMS1 — not more than 0.2 %/
npuMeck TMS1 — He Goiee 0,2 %

Dimer acid impurity — not more than
0.2 % / npuMech QUMEPHOU KUCIOTBI —
ue 6oiee 0,2 %

Chloro analogue impurity— not more
than 0.2 %/ npumMecs X10po aHanora —
He 6oiee 0,2 %

Any unspecified impurity — not more
than 0.2 % / enuanuHas
HeHIeHTHOUIUPOBAHHAS IPUMECH —
ue 6onee 0,2 %

Total impurities — not more than 1.5 %/
cyMmma mpumeceit — He 6onee 1,5 %.

8 [ Uniformity of dosage
units/
OaHOpPOAHOCTD
J03UPOBAHMS

3.0/3,0

The acceptance value (AV) should be
less than or equal to 15.0 /
Iokazarens npueMieMoct (AV)
JoJbkeH OBITh He Oonee 15,0.

9 | Microbiological limits* / MukpoGuoJsiornyeckass yncrora*

a) Total Aerobic Microbial
Count / O6miee uncIo
a3pOOHBIX MHKPO-
OpraHH3MOB

b) Total Combined Yeast
and mould count / Obmee
YMCIIO OPOXKIKEBBIX H
IUICCHEBBIX TPpUOOB

¢) Escherichia Coli

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

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

Absent in | gram /
OrcytcTByeTB 1 T

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

Not more than 100 CFU/g /
He Gonee 100 KOE/r

Absent in 1 gram /
OtcyTcTBHE B | T

Remarks : The Product conforms to ND /
ITpumeuanue: [Tponykr cooTeTcTBYET TpeboBanusam HJL

Conclusion : APPROVED /
3axnwuenne: OJOBPEHO
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Page 3 of 5

Printed Date & Time (IST):
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Uncontrolled Copy

CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJTTU3A
Product : Tclsartan (Telmisartan) Tablets 40 mg -
TMpoaykr: Tencapran® (tenmucapran) Tabnerky 40 mr B B
Batch No / B2400091 Batch Quantity / : 406.000 KG/
Cepus Ne Ob6BLem cepuM 406,000 KT'
Analytical Report No / : 2002FP24000449 Date of Analysis / 23-02-2024
AHaJuTHYecKUii oTueT Ne Jata anaiauza B
Date of Manufacture / 01/2024 Date of Expiry / 12/2026
JlaTa npoM3BOACTBA TI'oaen go

Analysis performed according ND / Auann3 nposeaes no HJI: JIIT-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)

Jl:lbo Test / IlokazaTesn Result / PesyabTaTsi Specification / Hopma
10 | Packaging / Yinaxoska 10 tublets in a (PVC/AV/PA) [vil /|7 tablets in a (PVC/AL/PA) foil /

aluminum foil blister. 3 blisters and
a patient information leaflet in a
carton. /

ITo 10 rtabnerox B Ouucrepe u3
(TIBX/AI/TIA) donbru /
amomMunueBoit  ¢omeru.  Ilo 3
faucTepa BMECTE C MHCTPYKLMEH 1o
TIPUMEHEHHUIO B TIAYKY KAPTOHHYIO.

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

10 tablets in a (PVC/AVPA) foil /
aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
I[lo 7 Tabnerox B OmHcCTepe U3
(JTBX/AVTTA) onkru / amoMunueBoi
¢doabru. ITo 2 umm 4 Gnucrepa BMecTe
C MHCTPYKUMeil IO NPHUMEHEHHIO B
TauKy KapTOHHYIO.

ITo 10 Tabmerox B Omucrepe wu3
(IIBX/AVIIA) donbru / anioMuHHEBOM
¢doneru. Ilo 3 OGmucrepa BMecTe C
UHCTPYKIMEHd 0O [NPUMEHEHHI0 B
[aYKy KapPTOHHYIO.

11 | Labeling /Mapkupogka According to ND / B cootBercTeun ¢ HJJ

12 | Storage condition / Below 25 °C/ I1pu Temnepatype He Boimre 25 °C
XpaHeHue

13 | Shelf-life / Cpox 3 years / 3 rona
TOHOCTH

*Test is performed periodically with the interval of 1 in 20 batches, or at least once a year. The test can be
absent in the Certificate of Analysis / [IpoBoauTcs TPOU3BOAUTENEM IPH BHITYCKE MEPHONUYECKU: IS KaXKA0H
20-o0i1 cepun unu He Meree 1 pasa B rox. ITokaszarens MoxxeT ObITh He BKIIOUeH B CepTudukar agammsa GHpMBL

Remarks : The Product conforms to ND /
Ilpumeuanue: IponaykT cooTBercTBYeT Tpedopanuam HJI

Conclusion : APPROVED /
3akmwouenue: OJIOBPEHO
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