Dr.Reddy’s Q':‘

CERTIFICATE OF ANALYSIS
CEPTUO®UKAT AHAJIU3A

[Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoayxr: Tencapran® (tenmucapran) rabnerkn 40 mr

Batch No / : B2303370 Batch Quantity / : 406.000 KG / 406,000 KI"
Cepusi Ne O6bem cepuu

Analytical Report No / : 2002FP23002478 Date of Analysis / : 28-10-2023
AHaJHTHYEeCKHIi oTyeT No JaTa ananuza

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

JlaTa Npon3BOACTBA T'ogen go

Analysis performed according ND / Anaiu3 nposeaen mo 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 / u3m. Ne 2 ot 13.01.2021)
Page1of4/Crp.1u3 4

No
Ne
1 | Description / Onucanne | 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. / Tabnetka | side. / Tabnetka KancynoBHAHOM
KancyJloBUAHOM tdopmbl, | GOpMbl, JBOAKOBBIMYKNAS, GENOrO MK
ABOsIKOBbINYKas, Genoro yseTa, Ha | NOYTH 6eMOro UBETa, HA OJHON CTUPUHE
OHOH  CTOpOHE paszjenuTeNbHas | pasjiefuTeNbHas pUcKa U TUCHEHHE «T»
pucka u TucHeHue «T» u «L» no | u «L» no pasHbie CTOPOHbI OT HEe, Ha
pa3Hbie CTOPOHBbI OT HEE, HA APYIOW | Apyrod cTopoHe TUCHEHUE «40».
CTOpPOHE THUCHEHUE «40».

Test / Ilokazaresib Result / Pe3yabTaThl Specification / Hopma

2 | Identification / The retention time of the main peak | The retention time of the main peak in
IHogmMHHOCTL 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 ynepxuBaHUs OCHOBHOTO MKKa
Bpemsi ynepxuBaHUs OCHOBHOTO | HA ~ XpOMATOrPaMME  UCMBITYEMOrQ
nuKa Ha XpoMmarorpaMme | pacteopa JOJDKHO COOTBETCTBOBATH
UCHbITYEMOTO pacTBoOpa | BpeMEHY  YAECPKUBAHUS  OCHOBHOTO
COOTBETCTBYET BPEMEHHU | IMKAa HA XpoMaTorpaMMe pacTaopa
yAEp>KUBAHUA OCHOBHOTO MWKa Ha | CTaHZapTHOro obpasua TeamucapraHa
XpoMarorpamme pactBopa | (paszen «KonuyectsenHoe
CTaHAapTHOTO o0pasua | onpeaeneHue»).

TeJaMuUcapTaHa (paznen

«KonnyectBeHHoe OnpeacJCHUEC

Remarks : The Product conforms to ND / Conclusion : APPROVED /
IIpumeuanue: [1poaykT coorsercTByeT TpeGoBaHusm HJI 3akaouenue: OJIOBPEHO
Prepared by / [oarotoseHo: Checked by / IpoepeHo: Approved by: Manager/Executive /
CH. Prasad - Quality Control- D. Latha- Quality Control- Team Onobpeno: Menexep /

Team Member Member Pykosoaurenn
(@ ang/ Tajoddin Baba Shaik- Quality

) Assurance- Team Member

Date /[laTa: 28-10-2023 Date /JfaTta: 28-10-2023 Date /[Tara: 28-10-2023




Dr.Reddy’s ":°

CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIN3IA

Product : Telsartan (Telmisartan) Tablets 40 mg
Mponykt: Tencapran® (tenmucapran) Tabnetku 40 Mr

Batch No / : B2303370 Batch Quantity / : 406.000 KG / 406,000 K[
Cepus Ne O6nem cepun

Analytical Report No / : 2002FP23002478 Date of Analysis / : 28-10-2023

| AHAJIHTHYECKHHi oTHeT Ne JaTa anaausa

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

JlaTa npou3BoacTBa T'ogen oo

Analysis performed according ND / Auann3 nposeaen mo HJI: JITT-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)

Page2 of 4/ Crp. 2 u3 4

1;,3 Test / [lokazatenn Result / PesynbraTni Specification / Hopma
3 | Assay / KonnuecTBeHHOE 40.7 mg /40,7 mr 38.0 mg to 42.0 mg of C33H30N4O
onpeaeieHue (101.8%/101,8%) (telmisartan) (95 to 105 % of label

4 | Water / Boaa

claim) per tablet. / Ot 38,0 mr 10

42,0 mr C33H3N4O; (Tenmucapran) (ot
95 no 105 % oT HoMuUHaNbHOrO
coepxkaHus) B TabneTke.

2.0% w/w / 2,0%

Not more than 6.0% w/w /
He 60nee 6,0 %

5 | Disintegration time /
Pacnagaemoctn

08 minutes 50 seconds/
08 muH 50 cex

Not more than 15 min/
He 60nee 15 muu

6 | Dissolution /
PacrBopenne

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

Not less than 75 % (Q) of C33H30N40;
(telmisartan) in 30 min. /

He menee 75 % (Q) Cs3H30N4O»
(TenmucapraH) uepes 30 MuH.

7 |Related Substances /
PoacrBenHsbie npuMecu

Not detected / He oGHapyxeHa

Not detected / He oGHapyxeHa

0.01%/0,01%

Not detected / He obHapyeHa

Less than Limit of Detection (LOD =
0.0025%) /  Huxe npenena
obHapyxenns (I10 — 0,0025%)

Impurity A — not more than 0.2 %/
npumech A — He Gosee 0,2 %

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

Impurity D — not more than 0.2 % /
npumech D — He Gonee 0,2 %

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

Dimer acid impurity — not more than
0.2 % / npumech AUMEPHOU KUCNOTHI —
He 6osee 0,2 %

Remarks : The Product conforms to ND /
ITpumeuanue: [Tpoaykr coorBercTBYeT TpeGoBaHuam HJI

Conclusion : APPROVED /
3akmiouenue: OJJOBPEHO

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

Team Member CQD

|

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

Member S\X_\af_/

Approved by: Manager/Executive /
Opnobpeno: Menemxep /e
PykoBoauTenb

Tajoddin Baba Shaik- Quality
Assurance- Team Member

Date /[1ara: 28-10-2023

Date /[lata: 28-10-2023

Date /[{ata: 28-10-2023




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS
CEPTU®HUKAT AHAJIU3A

Product : Telsartan (Telmisartan) Tablets 40 mg
Mpouykr: l'encapran® (tenmucapran) tabnerin 40 mr

Batch No/ : B2303370 Batch Quantity / : 406.000 KG /406,000 K"
Cepusi No O0bem cepuu

Analytical Report No / : 2002FP23002478 Date of Analysis / : 28-10-2023
AHAIMTHYECKH I OTHeT No Jara anajun3za

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

JlaTta npoun3BoacTBa T'oaen 10

Analysis performed according ND / Anann3 nposeaen mo HJI: JITT-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)
Page 3 of 4/ Crp. 3 uz 4

Jl\i.oo Test / Tloka3aTeas Result / PesyabTaTsi Specification / Hopma
Less than LOQ (LOQ = 0.005%) /| Chloro analogue impurity— not more
Huxe npemena konuyectBeHHoro| than 0.2 %/ npuMech x/10po ananora —
onpeaeneuus (I1TIKO = 0,005%) He 6onee 0,2 %
Any unspecified impurity — not more
Not detected / He o6HapyxeHa than 0.2 % / e M Has
HEMNEHTU(PULUPOBAHHAS [IPUMECH —
0
Not detected / He o6HapykeHa HefaAeE 032 46
Total impurities — not more than 1.5 %/
cymma npumeceit — He 6onee 1,5 %.

8 | Uniformity of dosage 4.0/4,0 The acceptance value (AV) should be
units/ less than or equal to 15.0/
OanopoaHocTh [okazatens npuemnemoctu (AV)
J03HPOBaHHS JloJKeH ObITh He bonee 15,0.

9 | Microbiological limits / MukpoGuonornyeckas 4ucToTa

a) Total Aerobic Microbial Less than 10 CFU/g / Not more than 1000 CFU/g/
Count / Obuiee yucio Meuee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHbIX MUKPO-

OpraHM3MoB

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

YHCIO APONOKEBbIX U
TIECHEBBIX TPHOOB

¢) Escherichia Coli Absent in 1 gram / Absent in 1 gram /
OtcyrctByeTB 1 T OrcyrcTBUe B 1 1
Remarks : The Product conforms to ND / Conclusion : APPROVED /
ITpumeuanue: [IpoaykT coorBercTyeT TpeGoBanusam HJJ 3akaouenne: OJJOBPEHO
Prepared by / [ToarorosineHo: Checked by / ITposepeHo: Approved by: Manager/Executive /
CH. Prasad - Quality Control- D. Latha- Quality Control- Team Onobpeno: Menespkep /

Team Member CQD Member Pykosontelis

( quﬁ,~ Tajoddin Baba Shaik- Quantyj

Assurance- Team Member

Date /ara: 28-10-2023 Date //lata: 28-10-2023 Date /[laTa: 28-10-2023




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUDHUKAT AHAJIU3A

[Product : Telsartan (Telmisartan) Tablets 40 mg
Mpoaykr: lencapran” (renmucapran) Tabaetku 40 Mr

Batch No / : B2303370 Batch Quantity / : 406.000 KG /406,000 KT |
Cepus Ne O06bem cepnu

Analytical Report No / : 2002FP23002478 Date of Analysis / : 28-10-2023

AHATATHYECKHii oTueT Ne - JdaTa ananusza -

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

JaTa npou3BOACTBA I'ogen g0

Analysis performed according ND / Anann3 nposegen no HJI: JI[1-004161-030620 (amend Ne 1 from
17.08.2020 / n3m. Ne 1 ot 17.08.2020, amend Ne 2 from 13.01.2021 / uzm. Ne 2 ot 13.01.2021)
Page 4 of 4/ Crp. 4 u3d4

No

Ne
10 | Packaging / YnakoBxka 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 | a patient information leaflet in a carton.

Test / IlokazaTensn Result / PesyabTaThl Specification / Hopma

carton, / 10 tablets in a (PVC/AI/PA) foil /
[lo 10 Ttabnerok B Onucrepe u3 | aluminum foil blister. 3 blisters and a
(IIBX/AITIA) doabru / | patient information leaflet in a carton. /

amomudneBol  @osnbru. Ilo 3 |[lo 7 Tabnetok B Ouuctepe u3
6nucrepa BmecTe ¢ uHcTpykuueii no | (IIBX/AI/TIA) doneru / amoMunueBoii
MPUMEHEHHUIO B MAYKy KapToHHY0. | ¢donbru. [To 2 unu 4 6aucrepa BMecTe ¢
MHCTpYKLUHMEH 0 MPUMEHEHUIO B MauKy
KapTOHHYIO.

[lo 10 Tabnerox B Ouucrepe wu3
(IIBX/AI/TIA) donbru / antoMuHnesoit
doabru. Ilo 3 6Gaucrepa BMecTe ¢
UHCTPYKUUEH N0 NPUMEHEHHIO B MAUKY
KapTOHHYIO.

11 | Labeling /MapkupoBka According to ND / B coorserctBuu ¢ H

12 | Storage condition / Below 25 °C / I1pu Temnepatype He Bbilue 25 °C
XpaHeHnune

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

*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 / [IpoBOAMTCS NPOM3BOAUTENEM MPH BbITYCKE NEPUOAMYECKHU: 115 KaskpoM 20-0ii
cepuu nnu He mexee | pasa B roa. [Tokazatenb MoxeT ObiTh He BKJItOUYeH B Ceprudukar aHannsa GpupMbi.

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

IIpumeyanne: [TpoaykT cooTBeTcTBYET TpeGOBaHUsIM HJI 3akiaouenne: OJOBPEHO

Prepared by / [Toarorosieno: Checked by / IMporepeHo: Approved by: Manager/Executive /

CH. Prasad - Quality Control- D. Latha- Quality Control- Team Opnodpeno: Menemep /

Team Member Member Pykosoauresns {%
Lt%ﬂ_ Tajoddin Baba Shaik- Qualit

Assurance- Team Member
Date /Jlata: 28-10-2023 Date /JTata: 28-10-2023 Date /[lata: 28-10-2023




