Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJTU3A
Product : Telsartan (Telmisartan) Tablets 40 mg
Mpojysr: Teacapvan® (resmucapran) raGnersi 40 mr — - .
Batch No/ : B2303370 Batch Quantity / : 406.000 KG /406,000 K|
Cepust No S e u § Beese {O0bem cepun e e P
Analytical Report No / : 2002FP23002478 Date of Analysis / : 28-10-2023
AHaJTHTHYecKHii oTaer Ne . B |MaTa ananausa B
Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026 -
Hara npou3BoacTBA T'onen 1o

Analysis performed accoﬁin_g- ND / Ananu3s nBoI;e;Ei no H/: JIT1-0041 61-030620 (amend Ne | from
117.08.2020 / u3m. Ne ] or 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021) i |
__ Pagelof4/Cuyp. 1n4

No
N |
1 | Description / Onucanune

Test / IlokazaTesns Result / Pesysierars: Specification / Hopma

White modified capsule shaped, | White to off white, modified capsule
biconvex tablet with ‘T’ & ‘L’ |shaped, biconvex tablet with *T° & L.°
debossed on either side of breakline | debossed on either side of breakline on
on one side and ‘40’ debossed on | one side and ‘40" debossed on other
other side. v Tabnerxa | side. / Tabnerka kancynosuanoil
Kalicy.J10BHAHOM dropmbl, | OpMbi, ABOIAKOBLINYKNAs, Genoro uau
NBOAKOBLINYKAas, benoro useTa, Ha | NoyTH 6e10ro UBETA, HA OAHOH ClOpUHE
ONHOW CTOpOHE pa3AenUTENbHas | pasaenuTenbHas pucka u THCHeuHe « Ty
pucka u TucHeHHe «T» n «L» no | U «L» no pasuble CTOPOHBI OT Hee, Ha
pa3Hble CTOPOHbI OT HEE, HA IPYrOH | APYroH CTOPOHE TUCHEHHE «40.

CTOpOHE THcHeHUe «40».

2 | Identification / The retention time of the main peak | The retention time of the main peak in
o IHHHOCTL in the chromatogram of the test | the chromatogram of the test solution
solution correspond to that in the | should correspond to that in the
chromatogram  of  telmisartan | chromatogram of telmisartan reference
reference standard solution (section | standard solution (section Assay). /

Assay). / | BpeMs yAepxMBaHUsA OCHOBHOro Nuka
Bpemss yaepkuBaHWA OCHOBHOIO | Ha  XPOMAaTOrpamMMe  MCObITYEMOIrO
nuKa Ha XpoMaTorpamMMe | pacTBopa JOMKHO COOTBETCTBOBATH
UCMBITYEMOTO pacTBopa | BpEMEHU  YOEPHHUBAHUA  OCHOBHOIO
COOTBETCTBYET BPEMEHY | NMMKa HA XpoMaTorpamme pacTaopa
ylepXkHuBaHHA OCHOBHOIO MuKa Ha | CraHmapThHoro obpasila TenMHcapTaHa
Xxpomarorpamme pactsopa | (pazaen «KonuyecTeennoe
CTanAapTIlOro obpa3ua | onpeaeneHuen).

TeAmMucapTaHa (pazaen

«KonunyecTtsennoe ofnpeaecseHue

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanne: IlpoaykT cootBeTcTBYeT TpeGosaHusam HJJ 3akmoucune: OJJOBPEHO
Prepared by / IToarotorneHo: Checked by / Tlposepeto: Approved by: Manager/Executive /
CH. Prasad - Quality Control- D. Latha- Quality Control- Team Onobpeno: Meuempkep /

Team Member o Member PyroBosMTENb
(O igag/ Tajoddin Baba Shaik- Quality

’ Assurance- Team Member

Date /Mara: 28-10-2023 Date /[lara: 28-10-2023 Date /Hara; 28-10-2023




Dr.Reddy’s €3¢

AHanuTHYecKni oruer Ne

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJHM3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpouywr: Teacapran™ (renmucapran) raGaerkn 40 Mr

| Batch Quantity / : 406.000 KG /406,000 KIT

Batch No / : B2303370
Cepus Ne S - . |00nem cepun
Analytical Report No / : 2002FP23002478 Date of Analysis

Jdara ananusa

daTa npoussoacrsa

Date of Manufacture / ; 08/2023 Date of Expiry /

Toaen o

/ : 28-10-2023

: 072026

Analysis performed according ND / Auanu3 nposegen mo H: JITI-004161-030620 (amend Ne 1 from
17.08.2020 / n3m. Ne 1 or 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 or 13.01.2021)

Test / Mokazaresls

onpeaeneHune

4 | Water/ Boaa o

5 | Disintegration time /
PacnagaemMocts
6 | Dissolution /
PacTBOpeHue

3 | Assay / KonuyecrBennoe

Result / PesyasraTsr

40.7 mg/ 40,7 mr
(101.8% / 101,8%)

2.0% wiw / 2,0%

138.0 m'_g to 42.0 mg of CxH1N,0,

| Not more than 6.0% wiw /

 Page20of4/Cip.2usd
Specification / Hopma

(telmisartan) (95 to 105 % of label
claim) per tablet. / Ot 38,0 mr no

42,0 mr C33H30N4O; (Tenmucapran) (or
95 no 105 % ot HoMUHaNbHOTrO
coliepxadu) B Tabnetke.

He 6onee 6,0 %

08 minutes 50 seconds/
08 MuH 50 cex

101%, 99%, 98%, 102%, 100%, |
102%

Not more than 15 min/
He 6onee 15 muu

Not less than 75 % (Q) of Ca:H3oN4O;
(telmisartan) in 30 min. /

He metee 75 % (Q) CazH3oN4O,
(Tenmucapran) uepes 30 MuH.

7 |Related Substances /
PojcTBeHHbIe IpuMecH

Not detected / He oBHapyxeHa

Not detected / e o6Hapyxkena

0.01%/0,01%

Not detected / He obHapyxeHa

Less than Limit of Detection (LOD =
0.0025%) /  Huxe npeaena

Impurity A — not more than 0.2 %/
npumecs A — He Gonee 0,2 %

fmpurity B — not more than 0.2 %/
npumeck B — He Gosee 0,2 %

Impurity D —not more than 0.2 % /
npumecs D — ue Conee 0,2 %

Impurity TMST — not more than 0.2 %/
npumecs TMS1 — ve 6onee 0,2 %

Dimer acid impurity — not more than
0.2 % / nprmech AUMEPHON KUCNOTHI —
He Gonee 0,2 %

oBHapyxenus (I10 — 0,0025%)

Remarks : The Product conforms to ND /
IIpumeyanne: [Tpoaykr coorBeTcTBYET TpeGosanuam HJI

Conclusion : APPROVED /
3arkawuenune: OJOBPEHO

Prepared by / IMoarotoenexo:
CH. Prasad - Quality Control-
Team Member (\99

|

Checked by / Tlposepetio:
D. Latha- Quality Control- Team

Member
7 I

Approved by: Manager/Executive /
Onobpeno; Meremkep/ Ad
PykoBoaurens

Tajoddin Baba Shaik- Quality
Assurance- Team Member

Date /Jara: 28-10-2023

Date /dara: 28-10-2023

Date /TaTa: 28-10-2023




@
Dr.Reddy’s '_‘.‘

CERTIFICATE OF ANALYSIS
CEPTHDPHKAT AHAJH3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpomyxr: lencapran® (tenmucapran) rabnericn 40 Mr

Batch No / : 32303370 Batch Quantity / : 406.000 KG /406,000 KT
Cepus Ne __ |Otnem cepun — o
Analytical Report No / : 2002FP23002478 Date of Analysis / : 28-10-2023
AHAIMTHYeCKHIT oTueT Ne _ Jara anann3a B

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026 o
Jlara npon3soacTsa Toaen o

Analysis performed according ND / Auaau3 npoeaen mo HJI: JI[1-004161 -030620 (amend Ne | from
17.08.2020 / u3m. Ne 1 or 17.08.2020, amend Ne 2 from 13.01.2021 / u3m. Ne 2 ot 13.01.2021)

- Page 3 of 4/ C;‘p 3uzd

| a) Total Aerobic Microbial
Count / O61ee uucno
a3pOBHBIX MUKPO-
OpraHu3mMoB

b) Total Combined Yeast
and mould count / Obuee
UUCIO APOMGKEBBIX U
flIECHEBbLIX rpMbOB

¢) Escherichia Coli

I;.:) Test / IToxazarein Result / PesyasTaThi Specification / Hopma
[ |Less than LOQ (LOQ = 0.005%) /| Chloro analogue impurity— not more
Huxe npegena koaudectsennoro| than 0.2 %/ npumech X10po anajora —
onpeneneuus (I1IKO = 0,005%) ne donee 0,2 %
Any unspecified impurity — not more
Not detected / He 0bHapyxeHa than 0.2 % / euHuuHas
HEUAEHTUGUUUPOBAHHASA TIPUMECE —
Q
Not detected / ve 06uapyxeHa (E0acath 2
Total impurities — not more than 1.5 %/
cymma npumeceit — He Sonee 1.5 %.

8 | Uniformity of dosage 4.0/4,0 The acceptance value (AV) should be |
units/ less than or equal to 15.0/
OaHopogHoCTL [Tokazatens npuemaeMoctu (AV)
A03UpOBaHHA JokeH 6bITh He 6onee 15,0.

9 | Microbiological limits / MukpoGuoornyeckan yucToTa -

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

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

Absentin 1 gram/
OrcyrctByerB 1 r

| Not more than 1000 CFU/g /

He 6onee 1000 KOE/r

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

Absent in | gram/
OtcyrctBue B 1 1

Remarks : The Product conforms

to ND /

Ipumeuanne: [IpoayxT coorsercTByeT Tpebosaunam H/J

Conclusion : APPROVED /
3akmoyenne: OIOBPEHO

Prepared by / [ToarotosneHo:
CH. Prasad - Quality Control-

Team Member (ZD-)

Checked by / Iposepeno:
D. Latha- Quality Control- Team

Member lzg,’

Approved by: Managet/Executive /
Onobpeno: Menemkep /
PyrosojgnTes

Tajoddin Baba Shaik- Quali
Assurance- Team Member

Ly

Date /[larta: 28-10-2023

Date /data: 28-10-2023

Date /{ata: 28-10-2023




Dr.Reddy’s €&¢

CERTIFICATE OF ANALYSIS

CEPTHMHKAT AHAJIN3A
Product : Telsartan (Telmisartan) Tablets 40 mg

Mpoayer: lencapran” (resvmcapran) Tabnetkn 40 mr s

Batch No / : B2303370 Batch Quantity / : 406.000 KG /406,000 KT
Cepna Ne. - - OO0bem cepun

Analytical Report No / : 2002FP23002478 Date of Analysis / 1 28-10-2023 |
AHaTNTHYECKHH oTueT Ne Hdara ananmsa

Date of Manufacture / : 08/2023 Date of Expiry / : 07/2026

JlaTa NPOH3BOACTBA I'ogen 1o

Analysis performed according ND / Ananu3 nposeaen 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 / uam. Ne 2 or 13.01.2021) -
Paged of 4/ Crp. 4 u3 4

I;g Test / Iokasarenn Result / PesyasraThl Specification / Hopma
10 | Packaging / Ynakoeka | 10 tablets in a (PVC/AI/PA) foil /|7 tablets in a (PVC/AUPA) foil /

aluminum foil blister. 3 blisters and a | aluminum foil blister. 2 or 4 blisters and
patient information leaflet in a | apatient information leaflet in a carton.

carton. / 10 tablets in a (PVC/AI/PA) foil /
[To 10 Tabnerok B 6ancrepe u3 | aluminum foil blister. 3 blisters and a
(TIBX/AUTIA) donbru / | patient information leaflet in a carton. /

anomuHueBod  Qossru. Ilo 3 |Ilo 7 Tabnetok B Oaucrepe w3
6auctepa BMecTe ¢ uHerpykuueit no | (IIBX/AVITA) doabru / anomunuesoii
NPUMEHEHHIO B MAUKy KapTOHHYtO. | donbru. [o 2 win 4 6nucrepa sMecTe ¢
HHCTPYKUHEH NO NPUMEHEHHUIO B MayKy
KapTOHHYIO.

[lo 10 Tabnetok B OnucTepe u3
(IIBX/AVIIA) donbru / antoMunnesoi
¢onsru. Mo 3 OGuMcrepa BMecTe C
MHCTPYKLHEH N0 IPUMEHEHHIO B NAUKY
_— KApPTOHHYIO.

11 | Labeling /MapkupoBka According to ND / B cootsercraun ¢ HJT

12 | Storage condition / Below 25 °C / TIpu Temneparype He Bbilue 25 °C
XpaHeHHne
" 13 | Shelf-life / Cpox 3years/3roma N
FOAHOCTH

*Test is performed periodically with the interval of | in 20 batches, or at least once a year. The test can be absent
in the Certificate of Analysis / [IpoBoaHTCs NPON3BOANTENREM NPH BBITYCKE NEPHOAHUECKH: 115 kaxnoit 20-ofi
cepuu niu He menee | pasa B roa. [Tokasarens Moxer GbiTh He BtoueH B Ceprudukat ananusa GupMbi.

Remarks ; The Product conforms to ND / Conclusion : APPROVED /
[Ipumeuanue: [Ipoaykr cooTseTcTByeT TpeboBan1am HJT 3akmouenne: OJJOBPEHO
Prepared by / [Toarorosneno; Checked by / ITposepeto: Approved by: Manager/Executive /
CH., Prasad - Quality Control- D. Latha- Quality Control- Team Onodpeno: Meremep / <
Team Member 5 Member Pykosojurens

- %%L__‘_ Tajoddin Baba Shaik- Quality

Assurance- Team Member

Date /[{ata: 28-10-2023 Date /[laTa: 28-10-2023 Date /Tata: 28-10-2023




