CERTIFICATE OF ANALYSIS

®e
Dr.Red dy's ‘:’ CEPTHDUKAT AHAJIN3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Hponyxrt: Tencapran® (renmMucapran) Tabnetku 80 mr e
Batch No / : B2200112 Batch Quantity / : 406.000 KG /406,000 KT
Cepus Ne B O0bem napTHH -
Analytical Report No/  : 2002FP22000151 Date of Analysis / : 27-01-2022 ]
AHaauTHYeCKHii oTuer Ne - Jara anannsa -
Date of Manufacture / : Dec-2021 Date of Expiry/ : Nov-2024
JlaTa npou3BoJCcTBa o T'onen a0
Analysis performed according ND / Anaau3s nposeaer mo HJ/I: JIT1-004161-030620 (amend Ne 1 from 17.08.2020 / u3m. Ne
1 or 17.08.2020, amend Ne 2 from 13.01.2021 / w3m. Ne 2 ot 13.01.2021) S S
Pagelof4/Crp. 1134
1;,:) Test / Iloka3zaTesb Result / Pe3yabTaThl Specification / Hopma
1 |Description / Onncanne |Complies as prescribed /|{White to off white, modified capsule
CooTBeTCTBYET shaped, biconvex tablet with ‘T” & ‘L’
debossed on either side of breakline on
one side and ‘80’ debossed on other
side. / Tabnerka KamncCyJIOBHIHOM
¢dbopmbl, NBOSIKOBBIIYKNAs, Oenoro wiu
nmouTy 6enoro 1BeTa, Ha OHOM CTOPOHE
pazfenuTentHas pucka U THcHenue «T»
1 «L» 1o pasHbI€ CTOPOHBI OT Hee, Ha
Ipyroi cropoHe THCHEHUE «80».
2 |Identification / Complies as prescribed /| The retention time of the main peak in
IopauunoOCTL CoOTBETCTBYET the chromatogram of the test solution
should correspond to that in the
chromatogram of telmisartan reference
standard solution (section Assay). /
BpeMmsi ynepXuBaHWSI OCHOBHOIO ITHKa
Ha  XpoMaTOrpaMMe€  HCIBITYEMOro
pacTBopa JODKHO  COOTBETCTBOBATb
BPEMEHH YIEp>KUBaHWS OCHOBHOTO MUKa
Ha XpoMmarorpamme pacTtBopa
cTaHjapTHoro obpasia TenMucapTaHa
(pazmen «KonmiuectBeHHOE
onpeaesicHHe»).
3 |Disintegration time / 09 min 58 sec /09 muH 58 cex Not more than 15 min /
Pacmagaemoctsb He 6onee 15 muH
4 |Dissolution / 101%, 100%, 103%, Not less than 75 % (Q) of C33H3oN4O2
PacrBopenue 5 5 o (telmisartan) in 30 min. /
101%, 101%, 100% He metee 75 % (Q) CyHsoN4O;
(TenMucapran) uepe3 30 MuH.
Remarks : The Product conforms to ND / Conclusion : APPROVED /
Tpumeuanue: Ipoaykr coorseTcTByeT Tpeboanusm HJJ 3axmouenne: OTOBPEHO
Prepared by / 7 Checked by / Approved by: Manager/Executive /
IloaroroBieHo: Lfé/( ITposepeHo: )é Opobpeno; Menemxep / {/:l\
Pykosoaurens
Print Date / [lata: 29-01-2022 Print Date / JTata: 29-01-2022 Print Date / Jlara: 29-01-2022
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CERTIFICATE OF ANALYSIS

@
Dr.Reddy’s ".. CEPTH®UKAT AHAJIA3A

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoaykt: Tencapran® (tenmucapran) Tabnerku 80 mr

Batch No / : B2200112 Batch Quantity / : 406.000 KG / 406,000 KT
Cepua Ne - O6bem mapruu

Analytical Report No / : 2002FP22000151 Date of Analysis / : 27-01-2022

AHaJIuTHYECKHH oT4yeT No - - | MaTa ananu3a _
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

JlaTa npou3BojcTBa Togen o

Analysis performed a?c_ording ND / Ananu3z nposegen no H/: JII1-004161-030620 (amend Ne 1 from 17.08.2020 / uzm. Ne
1 o1 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021)

Page2 of 4/ Crp. 2 n3 4

No

N Test / IlokazaTenn Result / Pe3yabTaThl Specification / Hopma

5 |Related Substances / Impurity A — not more than 0.2 %/
Poacreennnie npumecu  |Less than LOQ (LOQ=0.003%) npumech A — He 6onee 0,2 %

g _ [
Less than Limit of Detection (LOD= lI_[mp‘;I;zy]; B 2?52222 tél;n(;) s2dall
0.0014%) plmeck ol
Impurity D — not more than 0.2 % /

npuMeck D — He 6onee 0,2 %

(] Q
002t Gy028% Impurity TMS1 — not more than 0.2 %/

Less than LOQ (LOQ=0.006%) npumeck TMS1 — ne 6onee 0,2 %

Dimer acid impurity — not more than
Not detected / He oOHapyxeHa 0.2 % / npuMech AUMEPHON KHCJIOTHI —
He 6onee 0,2 %

0.01%/0.01% Chloro analogue impurity— not more
’ ’ than 0.2 %/ npumeck xJ0po aHanora —
He 6onee 0,2 %

Not detected / He oOHapyxeHa Any unspecified impurity — not more
than 0.2 % / equHU4HAas
HEeUJIeHTHQHLPOBAHHAS IPUMECH — HE

oonee 0,2 %
Not detected / He oOHapyxeHa Total impurities — not more than 1.5 %/
cymma npumeceii — He 6onee 1,5 %.

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

He 6onee 6,0 %

7 | Uniformity of dosage 14/1,4 The acceptance value (AV) should be
units/ less than or equal to 15.0/
OgHOpOAHOCTH IToxazarens npuemnemoctu (AV)
03U pOBAHNSA nonex ObITh He 6onee 15,0.

Remarks : The Product conforms to ND / Conclusion : APPROVED /

IIpumeuanne: [IpoaykT cooTBeTcTBYET TpeboBaHusam H] 3axkmouenne: OJOGPEHO

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

TMoarorosneno: Qg#;_ [posepeno: ;% OnobGpeno: Menemxep /

PykoBoaurens wat

Print Date / JIata: 29-01-2022 Print Date / lata: 29-01-2022 Print Date / [lata: 29-01-2022
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CERTIFICATE OF ANALYSIS

t . E
Dr.Re ddy’s ".. CEPTU®UKAT AHAJIA3A

Product : Tgl_sartzn_(Telmisartan) Tablets 80 mg
Nponyxr: Tencapran® (Tenvucapran) Tabnerkn 80 Mr
Batch No / : B2200112 Batch Quantity / : 406.000 KG /406,000 KT
Cepus Ne |O0bemM mapTun
Analytical Report No / : 2002FP22000151 Date of Analysis / : 27-01-2022
AHaJMTHYeCKHH oT4eT No | Mara ananu3za -
Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024
JlaTa npoH3BOACTBA Iopen o
Analysis performed according ND / Auaaus nposegen no HJI: JII1-004161-030620 (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) _
Page3 of4/Crp.3 u3 4
1;.? Test / [loka3zaTesn Result / Pe3yabTaThl Specification / Hopma
8 |Microbiological limits /
Muxkpobuosoruueckas
YHCTOTA
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g/
Count / Ob1wee ucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPO-
OpraHu3MOB
b) Total Combined Yeast Less than 10 CFU/g/ Not more than 100 CFU/g /
and mould count / O6uiee Menee 10 KOE/r He 6onee 100 KOE/r
YHCJIO APOAOKEBBIX U
IJIECHEBHIX IPHOOB
¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram /
OrcytcTBYeTB 1 T OrcyrctBue B 1 1
9 |Assay / KommuecTBennoe | 81.0 mg/ 81,0 Mr 176.0mg to 84.0mg of CiHN,O;
onpeaeseHue (101.3%/ 101,3%) (telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 76,0 mMr no
84,0 Mmr Ci3H3N4O; (tenmucapran) (ot
95 g0 105% OT HOMMHAJNBHOTO
conepaHus) B TabneTke,
Remarks : The Product conforms to ND / Conclusion ;: APPROVED /
IIpumeuanne: [Tponykr cootseTcTBYET TpeboBanusam HJI 3akmouenne: OTOBPEHO
Prepared by / ¢ Checked by / Approved by: Manager/Executive /
TMoarotoneuo: Mu IpoeepeHo: ‘X\Q] Onobpeno: Menemxep /
PykoBoauTenb ed
Print Date / JTata: 29-01-2022 Print Date / lata: 29-01-2022 Print Date / Jlata: 29-01-2022
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIN3A

| ..
Dr.Reddy’s €&

Product : Telsartan (Telmisartan) Tablets 80 mg
Ipoayxr: Tencapran® (teamucaprtan) Tabnerku 80 Mr

Batch No / : B2200112 Batch Quantity / : 406.000 KG /406,000 KT
Cepns Ne O06bem napTun

Analytical Report No / : 2002FP22000151 Date of Analysis / : 27-01-2022 b
AHanuTHYECKHH oTyeT No JlaTa aHajiu3a

Date of Manufacture / : Dec-2021 Date of Expiry / : Nov-2024

JaTa npou3BoacTBa T'ogen mo

Analysis performed according ND / Auasnus nposesen no HJl: JITT-004161-030620 (amend Ne 1 from 17.08.2020 / uam. No |
1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uam. Ne 2 ot 13.01.2021)

Page 4 of 4/ Crp. 4 n3 4

No
Ne
10 |Packaging / YnaxoBka 10 tablets in a (PVC/AI/PA) foil / 7 tablets in a (PVC/AI/PA) 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 leaflet in a carton.

Test / [TokazaTean Result / Pe3yabTaThl Specification / Hopma

ITo 10 Tabnerok B Onucrepe u3 10 tablets in a (PVC/AL/PA) foil /
(ITIBX/AVTIA) donsru / amomunueBoii| aluminum foil blister. 3 blisters and a
¢donsru, Io 3 6mucTepa BMeCTe ¢ patient information leaflet in a carton. /
HUHCTPYKLMEH 0 MIPUMEHEHHUIO B ITo 7 Tabnerok B Gnuctepe U3

I1a4Ky KapTOHHYIO. (IBX/Al/TTA) donbru / amOMHHEIEBOR

doneru. o 2 unu 4 6nvctepa BMecTe ¢
VHCTPYKIHEH 0 NPUMEHEHHIO B MAYKy
KapTOHHYIO.

IIo 10 Tabnetok B 6Gnucrepe U3
(TIBX/AVTIA) ¢onbru / anoMHUHUEBOM
doneru. Io 3 Gaucrepa BMecTe ¢
HUHCTPYKLEH 110 IPUMEHEHHIO B AUYKy
- I KapTOHHYIO.
11 |Labeling /Mapxuposka [According to ND / B cootBetctBiM ¢ HJJ

12 |Storage condition / Below 25 °C / Ilpu Temnepatype He Bbiiile 25 °C

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

FOAHOCTH
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: IIpoaykT cooTBeTCTBYET TpeboBanusam HJJ 3axaruenue: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosinexo: Vj IIposepeno: % Opobpeno: Menemxep / VJ\

N PykoBojiuTes

Print Date / lata: 29-01-2022 Print Date / Jata: 29-01-2022 Print Date / Jlata: 29-01-2022
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