Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTH®HEKAT AHANH3A
Product : Telsartan (Telmisartan) Tablets 80 mg
IponykT: Tencapran® (Tenvucapran) Tabnerku 80 mr
Batch No / : B2102703 Batch Quantity / 1 154485 KG / 154,485 KI
Cepua Ne ObneM napTHR
Analytical Report No / : 2002FP21001660 Date of Analysis / : 09-08-2021
Anammradecknii oTuer N JaTta ananuza
Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024
Jara npoH3IBOACEBA I'onen o
Analysis performed according ND / Anaan3 nposegen no HX: JII1-004161-030620 (amend Ne | from 17.08.2020 / i3m. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01,2021 / wam. Ne 2 o1 13.01.2021)
Page 1 of4/Crp. 1 u34
‘I:g Test / [Tokasatens Result / PesyabTaTh Specification / Hopma
1 |Description / Onucanne |Complies. as prescribed /iWhite to off white, modified capsule
‘ Co0TBeTCTRYET : shaped, biconvex tablet with “T" & ‘L’
debossed on either side of breakline on
one side and ‘80° debossed on other
side. / TabneTka KalCYJIOBHAHOH
¢dopMEL, IROSKOBBIMYKNAs, Oeloro Wi
110uTH GeJIOT0 1[BETa, Ha OHOH CTOPOHE
pasfenuTensHas packa H TacHeHue «I»
u «L» 1Mo pasHple CTOPOHBI OT Hee, Ha
Apyroii ctopoHe THCHEHHE «80».
2 |Identification / Complies as prescribed /| The retention time of the main peak in
Mo uHHOCTE CoOTBETCTBYET the chromatogram of the test solution
: . : should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
Bpems ynep:kHWBaHHS OCHOBHOIO [MKa
HA  XpOMArorpaMMme  HCIHBITYEMOTO
pacTBOpa  JOMKHO  COOTBETCTBOBATH
BPEMEHH YIepKHBaHUA OCHOBHOTO IMHKa
HA XKpOMAaTorpaMMe pacTBOpa
cTanjapTHore ofpasua TenMucapTaHa
(pazaen «KonmiuecTBeHHOE
OIpeNEACHEAe»).
3 |Disintegration time / 08 min 49 sec /08 muH 49 cex Not more than 15 min/
PacnagaeMocTh - |He Gonee 15 Mun
4 {Dissolution/ 102%, 101%, 101%, Not less than 75 % (Q) of C33H3oN4O2
PacTreopenue o o o (telmisartan) in 30 min. /
102%, 101%, 102% He menee 75 % (Q) CasHzeN4O:
(Tenmiacapran) gepe3 30 MUH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Ipumeuanne: [Iponykt cootreTcTBYET TpeGopannsmm HJT Saxmouenne; OJIOBPEHO
Prepared by / Checked by / ' Approved by: Manager/Executive /
[logroTorneHo: (%g___ IIporepeno: @ Opobpero: Menemxkep /
' PyxoBoauzens ?A
Print Date / Tara: 11-08-2021 Print Date / Jara: 11-08-2021 Print Date / Jlara: 11-08-2021
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Dr.Reddy’s Q,‘:‘

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJTH3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoxykr: Tencapran® (tenmucapran) Tabnerkn 80 mr
Batch No / 1 B2102703 Batch Quantity / : 154.485 KG /154,485 KT
Cepna Ne , O6beM napTuu
Analytical Report No / : 2002FP21001660 Date of Analysis / : 09-08-2021
AHannTHYecKHil oTueT No Jarta aHasmza
Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024
Jara npou3BoxcTBa Topen o
Analysis performed according ND / Ananus npopexen no H/: JI1-004161-030620 (amend Ne 1 from 17.08.2020 / u3aM. Ne
1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 or 13.01.2021)

' Page2 of 4/Crp.2 n3 4

i,? Test / HoxazaTene Result / PesyasnTaThl Specification / Hopma
5 iRelated Substances / Impurity A — not more than 0.2 %/
PoncrBennble npamecH  |Less than LOQ (LOQ=0.003%) npuMecs A — He Gonee 0,2 %
Impurity B — not more than 0.2 %/
Q, 0

0.01%/0,01% npumechk B — He donee 0,2 %
Impurity D — not more than 0.2 %/

0.02% / 0,02% rnipumeck D — He 6onee 0,2 %
Impurity TMS1 — not more than 0.2 %/

0, 0,

0.01%70,01% npumeck TMSI — ne 6onee 0,2 %

Less than Limit of Detection Dimer acid impurity — not more than

(LOD=0.0025%) 0.2 % / npAMech AUMEPHOH KHCIOTH —

; ue 6onee 0,2 %

0.01%/0,01% Chloro analogue impurity— not more
than 0.2 %/ npHaMech XJIOpO aHAJIOa —
He Oonee 0,2 %
Any unspecified impurity — not more
than 0.2 % / egusuyHas

Not detected / He obHApYKCHA HEHICHTHOHIMPOBaHHAS IPUMECh — HE
tomnee 0,2 %

Not detected / ve oB6uapysxeHa Total impurities — not more than 1.5 % /
cyMMa npuMeceii — He 6onee 1,5 %.

6 |Water/Boxa 1.9%/1,9% Not more than 6.0% w/w /

He 6onee 6,0 %

7 |Uniformity of dosage 1.9/19 The acceptance value (AV) should be
units/ less than or equal to 15.0/
OxHOPOIHOCTD Tloxasatens npueMaeMoctd (AV)
A03HPOBRAHHA BoNex OuITE He Honee 15,0.

Remarks : The Product conforms to ND /
Ipumeaanue: TIpoJyKT cOOTBETCTBYET TpebosannsM HT

Conclusion : APPROVED/
3axmwuenne: OJJOBPEHO

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

TloaroToBACHO: \%ﬁ_r IIporepeHO: Onobpeno: Menemxkep /
PyKOBOAIHTEAB ?M

Print Date / Hata: 11-08-2021 Print Date / Jlata: 11-08-2021 Print Date / lara: 11-08-2021
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Dr.Reddy’s Qf:‘

CERTIFICATE OF ANALYSIS
CEPTUOHKAT AHAJTNIA
Product : Telsartan (Telmisartan) Tablets 80 mg
Hpoaykrt: Tencapray® (tenMucapran) tabnerku 80 mr
Batch No / : B2102703 Batch Quantity / : 154.485 KG/ 154,485 K"
Cepna No . 06beM napTHe
Analytical Report No / : 2002FP21001660 Date of Analysis / : 09-08-2021
AHamaTHYeCKHIH 0TUeT No ' HdaTa ananmsa
Date of Manufacture / : Jul-2021 Date of Expiry / + Jun-2024
JarTa npou3BoACTBA I'onen po
Analysis performed according ND / Ananus niposeaeu no Hjl: JIIT-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / mzm. Ne 2 o7 13.01.2021)
Pagse3 of4/Crp.3u3 4
1;.‘: Test / [lokazaTens Result / PesyanTaThl Specification / Hopma
& [Microbiological limits /
MuxpoGuosorHiecKas
YHCTOTA : ;
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / O01ee Ynuciao Mesee 10 KOE/r He Sonee 1000 KOE/T
a3po0HbLIX MUKPO-
OpraHu3MOoB
b) Total Combined Yeast Less than 10 CFU/g / Not more than 100 CFU/g /
and mould count / Obmee Menee 10 KOE/T He Gonee 100 KOE/r
UHCIO APOXKIKEBBIX U -
[eCHEBBIX rpHOOB
¢} Escherichia Coli - Absent in 1 gram / Absent in 1 gram /
OtcyrcTByeTB 1 F Otcytereue B L 1
9 |Assay / KosmuyecTBeHHOE 80.4 mg / 80,4 Mr 76.0mg to 84.0mg of CsHioN4O:;
oInpeecHEe (100.5% / 100,5%) (telmisartan) (95 to 105% of label
claim) per tablet. / O 76,0Mr zmo
84,0 mr CisHioN4O: (teamucapran) (0T
95 mo 105% OT HOMHHAIBHOrO|
COJIepKaHus) B TabNEeTKE. :
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Hpumeaanne; [Ipoaykt cooreercisyet Tpebosarysm HJY 3axmouenne: OJIOBPEHO
Prepared by / : Checked by / Approved by: Manager/Executive /
TloAroToBICHO: a‘[@-ﬁ Hponepeno % Onobpeno: Menemxep /
Pykosonutens @ ;
Print Date / lara: 11-08-2021 .| Print Date / Jara: 11-08-2021 Print Date / Jlata: 11-08-2021
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Dr.Reddy’s Q,’:"

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Telsartan (Telmisartan) Tablets 80 mg
IIponykr: Tencapran® (Tenmucapran) Tabaerki 80 Mr

Batch No / : B2102703 Batch Quantity / : 154,485 KG /154,485 KT
Cepust No . ‘ O6neM napTHH

Analytical Report No / : 2002FP21001660 Date of Analysis / : 09-08-2021
AnamrHueckmii oTyeT Ne Jara anannsza

Date of Manufacture / : Jul-2021 Date of Expiry / : Jun-2024

JlaTa EPON3BOACTEA Togen oo

Analysis performed according ND / Ananns nposenen no HA: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / n3m. Ne
1.or 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021)

Paged of 4/ CTp. 4 us 4

13\[\!‘(: Test / [lokazarenn Result / PesyabTars! Specification / Hopma
10 |Packaging / Ymakoeka 10 tablets in a (PVC/AV/PA) foil / 7 tablets in a (PVC/AVPA) foil /
aluminum foil blister. 3 blisters and a |aluminum foil blister. 2 or 4 blisters and
patient information leaflet in a carton. /|a patient information leafiet in a carton.
To 10 Tabnerox B 6ucTepe U3 10 tablets in a (PVC/AL/PA) foil /
(TIBX/AI/TIA) domeru / amomunmesoif|aluminum foil blister. 3 blisters and a
¢onsra. Ilo 3 GaucTepa BMECTE ¢ patient information leaflet in a carton. /
HHCTPYKUHEH L0 NPHMEHEHHIO B IIo 7 Tabnetok B OIHCTEPE U3
HAYKy KAPTOHHYIO. (FIBX/AI/TTA) donbra / aoMIHAEBON
donery. [To 2 unu 4 6iaucTepa BMECTE ©
MHCTPYKLHCH 110 TPUMEHEHHIO B [1aYKy
KapTOHHYIO.
ITo 10 Tabnetok B OmtcTepe U3
. (FIBX/AITIA) donsry / amoMuHHEBOH
¢oneru. o 3 6aucrepa BMecTe C
HHCTPYKITHEH 10 NPHMEHEHMIO B TIa4Ky
KApPTOHHYIO. '
11 |Labeling /Mapkupoexa |According to ND/ B coorsercteuu ¢ HJI
12 |Storage condition / Below 25 °C / Ilpu Temuepatype He Bbiwe 25 °C
Xpanecnue ' : -
13 |Shelf-life / Cpox 3 years / 3 ronga
rOXHOCTH

Remarks : The Product conforms to ND /
Ipumeuanne: [Ipoaykr cooteTcTBYeT Tpebopanuam HJL

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

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

IloaroToBreHo: L@— [posepeno: % OpoBpeno: Menenxep /
Pyxosopurefih 2@ %

Print Date / Hata: 11-08-2021 Print Date / Jara: 11-08-2021 Print Date / Tata: 11-08-202
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