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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Ipoaykr: Tencapran™ AM (amnoaunuH+TenmucapTan) Tabnetku 5 mr+40 mr

Batch No / : V2302578 Batch Quantity / : 400000 tab /
Cepusi Ne O6bem cepHH 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AHaJIHTHYECKMIl oTyeT Ne Jarta anaansza

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jlata npou3BoJacTBAa I'ogen o

Analysis performed according ND / Ananu3s nposegen no HJL: JII1-004550-240822

Page 1 0of 12/ Crp. 1 n3 12

1;.? Test / [Tokasarenn Result / PesyabTaThbl Specification / Hopma
1 Description / Onncanue Oblong shaped, uncoated, | Oblong shaped, uncoated, biconvex,

biconvex, bilayered tablet with
white layer on one side and pale
pink layer with mottled appearance
on other side. / Tabnerku
IPOJONroBaTOM bopmsl,
JIBOSIKOBBINYKJIBIE, ABYXCJIOHHbIE,
OMH  CJIOH  CBETNO-PO30BOrO
UBETa, C BKpaIrUieHUWsAMU Oenoro
1IBETA, BTOPOI CJ10it Genoro useTa.

bilayered tablet with off white to white
layer on one side and pale pink to pink
layer with mottled appearance on other
side. / TabneTkn npomOArOBaTON
¢opmbl, IBOSIKOBBIITY KJIbIE,
JIBYXCJIOItHbIE, OJUH CJIOH — OT CBETJIO-
pO30BOr0 70 PpPO30OBOrO  1lIBETA, C
BKparuieHHsAMH 0eNoro uBeTa, BTOPO
cnoi — 0esoro WM MouTd Oenoro
BETA.

Remarks : The Product confirms to ND/
[Npumeuanue: [Tponykr coorseTcTBYeT Tpebosanusam HJT

Conclusion : APPROVED /
3akawyenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroeneHo: [Iposepeno: Pardeep Kumar | Onobpeno: Menemxep / Pykosonurens
Santosh Kumar Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jlata: 17.01.2024

Jara: 17.01.2024

Hara: 17.01.2024




Dr.Reddy’s ‘,’:’.

Dr. Reddy's Laberatories Lid.
Formuiation Unit-6
Vill, Khol, Malagarh Road, Bad«i,

Disty, Soian, H.F, 173 205, IND4
CERTIFICATE OF ANALYSIS i HI01-08
CEPTUOUKAT AHAJIM3A R RO
Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg
MpoAyxrt: Tencaprau® AM (amnoaunuu-+renmucaprat) tabnaetky 5 mMr+40 mr
BatchNo / : V2302578 Batch Quantity / : 400000 tab /
Cepmisa Ne O6bem cepHH 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / 1 25.12.2023
AnaJiurnyeckHii oTyeT No JlaTa anpanusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npou3BoACTBA T'ogen 10
Analysis performed according ND / Auanu3 nposenen no HJI: JITT1-004550-240822

Page 2 of 12/ Crp. 2 u3 12

Hoanunuuocts (BIXKX)

Amlodipine and Telmisartan /
aMJIOJUIMH U TEJIMHUCAPTaH

in  chromatogram  of  test
preparation corresponds to that in
the chromatogram of Telmisartan
and Amlodipine besilate reference
standards solution as obtained in

the Assay. / Bpemena
yIaepXXMUBaHUS OCHOBHEIX ITUKOB Ha
XpOMAaTOrpaMMe  HCIIBITYEMOIO
pacTBopa COOTBETCTBYIOT
BpEMeHaM yIepKUBAHUS
OCHOBHBIX [IUKOB Ha
XpoMaTorpamme pacTtBopa
CTaHJAPTHBIX o6pasLos
TeJMUCapTaHa W  aMJIOJHIIMHA
6e3uara (paznen
«KonuuectBeHHOE
oTIpeneIeHUe»).

I;_:) Test / [TokazaTean Result / PesyabTaThl Specification / Hopma
2a | Identification (HPLC) / The retention times of major peaks | The retention times of major peaks in

chromatogram of test preparation
should corresponds to that in the
chromatogram of Telmisartan and
Amlodipine besilate reference
standards solution as obtained in the
Assay. / BpemeHa yAepXKHUBaHUS
OCHOBHBIX NTHKOB Ha XpoMmarorpamme
HCIIBITYEMOTO ~ pacTBopa  JOJDKHBI
COOTBETCTBOBATh BpEeMeHaM
yAEPXKHBAaHMsS OCHOBHBIX IMKOB Ha
Xpomarorpamme pactBopa
CTaHIapTHBLIX 00pa3l0B TeNMUCAPTaHA
M amioaunuHa Oe3mnara (pasgen
«KonuiecTBEeHHOE ONpENEIEHHE).

Remarks : The Product confirms to ND/
[Tpumeuanue: Ilpoaykt coorBeTcTBYET TpeboanusaM HJL

Conclusion : APPROVED /
3axarouenne: OJIOBPEHO

Jlarta: 17.01.2024

MHara: 17.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
[Toarorosneno: I[Tposepeno: Pardeep Kumar | OnobpeHo: Menemxep / Pykosoaurens
Santosh Kumar Maurya Manoj Kumar

Qs N e/
Reprint Date / Reprint Date / Reprint Date /

Jara: 17.01.2024

Registered Office: &
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Dr.Reddy’s €3¢

Dr Reddy's Laborateries Lid
Formuiation Unit-6

Yill Khol, Malagarh Road, Badid,

Dig 0, H.P, 173 205, INDI&,

CERTIFICATE OF ANALYSIS 1 98166 56001-02
CEPTHPUKAT AHAJIN3A A ST Aoy om

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran” AM (amnoaunun+renmucapran) Tabaerku S mr+40 mr
Batch No / 1 V2302578 Batch Quantity / : 400000 tab /
Cepus Ne O06bem cepnu 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AHanHTHYecKHiH 0TyeT No JaTa anannza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npon3BoacTBa T'onen oo
Analysis performed according ND / Auanus nposeaen no HJI: JIIT-004550-240822

Page3 of 12/ Ctp.3 u3 12

ioo Test / [Toka3aTesb Result / PesyabTaTh! Specification / Hopma
2b Identification UV absorption spectra of the peaks | UV absorption spectra of the peaks of
UV-spectroscopy (HPLC of telmisartan and amlodipine, | telmisartan and amlodipine, obtained
with PDA) / obtained by chromatography of the | by chromatography of the test and
MopiimHHOCTD test and standard solutions, have | standard solutions, should have
Y®-cnexTpockonus absorption maxima at the same | absorption maxima at the same
(B9XX (PDA-nerexTop)) wavelengths  (¥2nm) (section | wavelengths (2 nm) (section "Assay")
Amlodipine and Telmisartan / ;,lgsay") V®-ciexTpsl  MOTNOMIEHHAS  MHKOB
-CIEKTPhI MOIVIOIIEHHs] [IMKOB | TenMucapTaHa u aMJIOANTIHHA,
aMJIONHUIIMH U TEJIMUCAPTaH
TeJIMUCApTaHA W aMJIOJHWIIKHA, | MOJYYEHHBIE npH
NOJTyYeHHbIE npy | XpomarorpadhupoBaHUH HCMBITYEMOTO
xpomarorpadhupoBaHuH U CTaHAApTHOTO PacTBOPOB, MOJIKHEI
UCTIBITYEMOTO M CTAHHAPTHOTO | HMETh MaKCHMMYMbl MOLJIOIIEHHs MpPH
pacTBOPOB, HMEIOT MAaKCHMyMbl | ONHMX U TeX K€ JUIMHAX BONH (£2 HM)
TIOTNIOIEHHA NPH OJHUX H Tex e | (pasnen «KonuuecTBeHHOE
InuHaX BONH (%2 HM) (pazlen | ompelesieHHE»)
«KonuuecTBeHHOE OTpEIEIEHHE)
3 Dissolution / PacTBopeuue
a) Amlodipine / Unit-1/ Ta6n.-1 96 % Not less than 75 % (Q) C20H25sCIN,O5
AMIIoiunuH z (Amlodipine) in 30 min. / He mMeHee
Unit-2 / Tabn.-2 98% | 759% () CaoHasCINOs (ammommmun)
Unit-3 / Ta6m.-3 99 % uepes 30 MuH.

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoaykr coorBeTcTBYeT TpeGoBanusam HJT

Conclusion : APPROVED /
3axawuenne: OJJOGPEHO

Prepared by /
IMoaroroBnexo:
Santosh Kumar Maurya

@—,’

Checked by /
Ipoepeno: Pardeep Kumar

S

Approved by: Manager/Executive /
Onob6peno: Menemxep / Pykosoaurens
Manoj Kumar

Reprint Date /
Jara: 17.01.2024

Reprint Date /
Hara: 17.01.2024

Reprint

Date /

Hara: 17.01.2024

Reiisterad Office: B-2-35

Tels +31 4744

034, Tolangana, india
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Dr.Reddy’s Qf‘

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIU3A

Dy Reddy's Laberateries iid
Formulation Unit-6

Yill, €hol, Malagarh Road, Baddj,

Distty Sofan, H.P, 173 205, INCUA
Tel 1 +21 88166 56001-02

wwwLdrrecdys.com

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoayxt: Tencapran® AM (amnonunuH-+renMucapTal) Tabnerku 5 Mr+40 mr

: 400000 tab /

Batch No / : V2302578 Batch Quantity /

Cepus Ne O0bem cepuH 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / 1 25.12.2023
AHanuTHYecKkuii oTyeT No JaTa aHaiu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTra npou3BOACTBA T'oxen no

Analysis performed according ND / Auanuz nposenen mo HJI: JIT1-004550-240822

Page 4 of 12/ Crp. 4 u3 12

i.oo Test / ITokazareib Result / PesyabTaTel Specification / Hopma
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 100 %
Unit-6 / Tabn.-6 97 %
b) Telmisartan / Unit-1/ Ta6mn.-1 99 % Not less than 75 % (Q) CasH30N4O;
Gt Ty | v (e e s
Unit-3 / Tabn.-3 99 % uepes 30 MUH.
Unit-4 / Tabn.-4 99 %
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 99 %

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IpumMeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanusm HJJ 3akarouenune: OJIOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroroBneHo: IMposepeno: Pardeep Kumar | Ono6peno: Menemxep / PykoBoautess
Santosh Kumar Maurya Manoj Kumar
. - ol P /

o - s/
Reprint Date / Reprint Date / Reprint Date /
Jata: 17.01.2024 Jara: 17.01.2024 Jara: 17.01.2024

Registerad Officer 8-2-33%
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o X I
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Dr.Reddy’s Q‘:‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIM3A
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnoaunub-+renmucapran) tabietky 5 mr+40 Mr
Batch No / 1 V2302578 Batch Quantity / : 400000 tab /
Cepns Ne Oo6bem cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AnaaTHyecKHii oTuer No JlaTa amanuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTta mpou3BoacTea I'ogen go
Analysis performed according ND / Anasns nposeaen mo HJI: JIT1-004550-240822

Page S of 12/ Crp. S u3 12

iﬂo Test / ITokazaTenb Result / PesyabTaTbl Specification / Hopma
4 Related Substances / PoacTBeHHble npumMecu

A. Amlodipine / AMnoaunud

Impurity D / [Tpumecu D

Any unidentified impurity
/ ERUHUYHON HEeUAEHTH-
(HLIMpOBaHHOM TIPUMECH
Total impurities / Cymma
npUMecen

Below LOD (LOD = 0.027 %) /
Huxe npenena o6HapyKeHHs
(TT0 = 0.027 %)

Below LOQ (LOQ = 0.08%) /
Huxe npenena KOJTHUECTBEHHOTO
onpenenenus (ITKO = 0.08 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOTO ONpe/ie IeHUS

Not more than 0.5 % /
He 6onee 0,5 %

Not more than 0.2 % /
He 6onee 0,2 %

Not more than 1.5 %/
He 6onee 1,5 %

B. Telmisartan /
TenmucapTan

Remarks : The Product confirms to ND/
ITpumeuanue: [Ipoaykt cooTBeTcTBYET TpeboBauusm HJ{

Conclusion : APPROVED /
3axmouenue: OJJOBPEHO

Hara: 17.01.2024

Jlara: 17.01.2024

Prepared by / Checked by / Approved by: Manager/Executive /
IToarotosneHo: Ilpoeepeno: Pardeep Kumar | Opnobpeno: Menemxkep / PykoBonutens
Santosh Kumar Maurya Manoj Kumar

Qe = Yo el
Reprint Date / Reprint Date / Reprint Date /

Hara: 17.01.2024




Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS fel

CEPTUO®UKAT AHAJIM3A

Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran™ AM (amnofMnuH+TeMUCApTaH) TabneTku 5 Mr+40 mr

Batch No / : V2302578 Batch Quantity / : 400000 tab /
Cepus Ne O6bem cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AnaaaTudeckuii oTuyet Ne JlaTa anaqu3a

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npon3BOACTBA I'onen oo

Analysis performed according ND / Anasnu3s nposenen nmo HJI: JII1-004550-240822

Page 6 of 12/ Crp. 6 u3 12

No
Ne

Test / [loka3aTennb

Result / PesyabTaThl

Specification / Hopma

Impurity A / IIpumecu A

Below LOQ (LOQ = 0.004%) /
Hwxe npenena KOJIUYECTBEHHOTO
onpeaenenus (ITKO = 0.004 %)

Not more than 0.2 % /
He 6onee 0,2 %

KHCJIOTHhI

npuMeceii

Dimer acid / [JumepHoit

Any unidentified impurity
/ ERMHUYHOM HEMAEHTU-
GbuLpoBaHHoO! NpHMeCcH

Total impurities / Cymma

(TTO = 0.005 %)

(ITP =0.05%)

perucTpauuu

Below LOD (LOD = 0.005 %)
/ Hwke npenena oOHapy»KeHus

Below BDL (BDL= 0.05%) /
Hwke nopora peructpaiiu

Below BDL / Huxe nopora

Not more than 0.2 % /
He 6onee 0,2 %

Not more than 0.2 %/
He 6onee 0,2 %

Not more than 1.5 %/
He 6onee 1,5 %

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT coorBeTcTBYET TpeboBanuaM HJ|

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by /
IloarorosneHo:
Santosh Kumar Maurya

oo

Checked by /
[posepeno: Pardeep Kumar

=l

Approved by: Manager/Executive /
Ono6peno: Menemxep / PykoBoauTenn

Mar le Kumar
: Lu-ﬁ
@L/

Reprint Date /
Jara: 17.01.2024

Reprint Date /
Jata: 17.01.2024

Reprint Date /
Jarta: 17.01.2024




Dr.Reddy’s ":'.

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg
Hpoaykt: Tencapran™ AM (amnoaunuu-+renvucapran) tabnetky 5 mr+40 mr
Batch No / : V2302578 Batch Quantity / : 400000 tab /
Cepns Ne O6bem cepuu 400000 tab
Analytical Report No / : 890001707644 Date of Analysis / 1 25.12.2023
AnaJjurnyeckuii oryer Ne Jata aHain3a
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npoH3BOACTBA T'onen no
Analysis performed according ND / Anaiu3 nposegen o HJL: JITT-004550-240822

Page 7 of 12/ Ctp. 7 n3 12

i:) Test / Iloka3aTennb Result / PesyabTaThl Specification / Hopma
5 Water / Boaa 1.7 % Not more than 4.0 % /
He 6onee 4,0 %
6 Uniformity of dosage units/ OaHOpOAHOCTL 103HPOBAHHS
a) Amlodipine / 4.3 The acceptance value (4¥) should be
AMIIOTUTTHH less than or equal to 15.0 /
[Toxasarens npuemiaeMocTh (4V)
nomkeH ObITh He 6onee 15,0.
b) Telmisartan / 8.2 The acceptance value (47) should be
TenmucapTan less than or equal to 15.0/
IToxasarens npuemsieMocTy (4V)
oJnkeH ObITh He 6onee 15,0.
7 Microbial enumeration tests* / MukpoOHoIOrHuecKas HUCToTa™
a) Total Aerobic Microbial Less than 10 CFU/g/ Not more than 1000 CFU/g /
Count / Ob1uee uucno Menee 10 KOE/r He 6onee 1000 KOE/r
a3pOOHBIX MUKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g / Not more than 100 CFU/g /
moulds count / Obuiee unucno Menee 10 KOE/r He 6onee 100 KOE/r
OPOXOKEBBIX U IIECHEBBIX
rpu6os

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ipumeuanue: IIpopykr coorBeTcTBYET TpeboBanmam HJT Zaxmouenune: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroroBneHo: [Mpoeepeno: Pardeep Kumar | Opobpeno: Menemxep / PykosoauTesb
Santosh Kumar Maurya Manoj Kumar

&£ b

— /

Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2024 Jlata: 17.01.2024 Jara: 17.01.2024




Dr.Reddy’s €%¢

CERTIFICATE OF ANALYSIS

{
Road, Baddi
siaf, HLBL 173 205, MDA

CEPTUO®UKAT AHAJIM3A

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran® AM (amnoannuu+renmucapran) Tabnetku 5 mr+40 mr

Batch No / : V2302578 Batch Quantity / : 400000 tab /
Cepusi Ne O6bem cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AHaauTHYeckHii oTyer Ne JlaTa anaausa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JaTa npou3BoJcTBA I'onen o

Analysis performed according ND / Ananu3s nposenen mo H/I: JIT1-004550-240822

Page § of 12/ Crp. 8§ u3 12

No

Test / [Toka3zaTenn
Ne

Result / PesynbTaTsl

Specification / Hopma

c) Escherichia Coli

Absent in 1 gram /
OtcytctByerB 1T

Shell be absent in 1 gram /
OtcyrcTBHEe B 1 T

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanue: ITponykT coorBercTByeT Tpebopanusam HJL 3axuouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosnexo: [TpoeepeHo: Pardeep Kumar | Ono6peHo: Menemxep / PykoBoaurens
Santosh Kumar Maurya Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Hara: 17.01.2024 Hara: 17.01.2024 Jlara: 17.01.2024




Dr.Reddy’s Q::-'

CERTIFICATE OF ANALYSIS

O Reddu's Laberatories Lid
Formulation Unit-6

Yill. Khol, Nalagarh Road, Badei,

n, =.0, 173 205, INGEA

E6001-02

o
100

o

CEPTUPUKAT AHAJIM3A

Wy drredidys.com

0

IIpoaykt: Tencapran

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
AM (amnogunuH+Tenmucaptan) Tabaetku S mr+40 Mr

Batch No / : V2302578 Batch Quantity / : 400000 tab /
Cepus Ne O0nem cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AHajuTHYecKHH oTueT Ne Jara anannsa

Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
Jarta npousBoAcTBa I'open 1o

Analysis performed according ND / Ananns nposeaen mo HJI: JIT1-004550-240822

Page 9 of 12/ Ctp. 9 n3 12

1;.3 Test / ITokazaTenn Result / PesyabTaThl Specification / Hopma
8 Assay / KonnvecTBeHHoe onpeaesieHue

a) Amlodipine /
AMIOoANITUH

5.02 mg/5.02 mr

Not less than 4.5 mg and not more
than 5.5 mg of C20H25CIN2Os
(Amlodipine) in tablet. /

Or 4,5 ML A0 5,5 Mr C20H25C1N205
(amnoaunuH) B TabeTKE.

b) Telmisartan /
Tenmucapran

40.5 mg / 40.5 mMr

Not less than 36.0 mg and not more
than 44.0 mg of C13H3oN4O»
{Telmisartan) in tablet. /

Ot 36,0 Mr 1o 44,0 Mr C33H30N4O»
(TenMucapTaH) B TabJeTKe.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [IpoaykT cooreTcTBYeET TpeboBanuam HJL 3akmwouenue: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[TonrotoBneHo: IIpoeepeno: Pardeep Kumar | OnobpeHo: Menekep / PykoBomurens
Santosh Kumar Maurya Manoj Kumar

= L g
Reprint Date / Reprint Date / Reprint Date /
Hara: 17.01.2024 Hara: 17.01.2024 Hara: 17.01.2024
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Dr.Reddy’s Q;-

eddy's Laborateries Lid

Forinulation Unit-6
Vill. £hol, Malagarh Road, Baclah,
Jistt.Solan, H.R, 173 205, INDUA

Fafatal |

CERTIFICATE OF ANALYSIS el : +31 88166 55003-02
CEPTUPUKAT AHAJIU3A wiw . gretdys. corm
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran® AM (amnoaunys+Tenmucapran) Tadnerkn 5 mr+40 Mr
Batch No / 1 V2302578 Batch Quantity / : 400000 tab /
Cepusi Ne Ob6nbem cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AHaJHTHYECKHI oT4eT Ne Jara ananusa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
aTa NPOH3BOACTBA TI'ogen no
Analysis performed according ND / Ananu3s nposegen nmo HJI: JI[1-004550-240822

Page 10 of 12/ Crp. 10 n3 12

blister with heat seal lacquer
coating and shellac coating.
4 blisters with leaflet in carton./ [1o
7 Tabnetok B OiucTepe M3

(IIBX/AVTIA) doneru /
AMIOMHUHHEBOH donbru c
TEPMOKJIEEBBIM JTaKOBBIM

MOKPHITUEM M 1LIEJJIaKOBBIM
nokpeiThem. Ilo 4 Gnucrepa B
nayky KapTOHHYIO BMeECTe C
WHCTPYKIMEH MO MPUMEHEHHUIO.

1}? Test / Iloka3zaTenb Result / Pe3yabTaThl Specification / Hopma
9 Package / YnakoBka 7 tablets in PVC/Alu/PA — Alu | 5 tablets in PVC/AlwW/PA — Alu blister

with heat seal lacquer coating and
shellac coating. 2 blisters with leaflet
in carton.
7 tablets in PVC/Alu/PA — Alu blister
with heat seal lacquer coating and
shellac coating. 2 or 4 blisters with
leaflet in carton. /

Ilo 5 Ttabnerok B Onuctepe u3
(TIBX/AVTIA) doneru / anroMUHHUEBON
¢GoNerd ¢ TEPMOKIIEEBBIM JIAKOBBIM
MOKPBITHEM - U LIEJINTAKOBBIM
nokpeiTHeM. Ilo 2 6nucTepa B mauky
KapTOHHYIO BMECTE C HHCTPYKIMEH Mo
MPUMEHEHHIO.

ITo 7 Tabnetox B Onucrepe U3
(IIBX/AVTIA) ¢osibru / anroMUHHUEBOH
(Gonbr ¢ TEPMOKIEEBBIM JIAKOBBIM
TOKPBITHEM u LIIE/ITaKOBBIM
nokpsitieM. Ilo 2 wiu 4 Gnucrtepa B
Mayky  KapTOHHYIO  BMecTe €
HWHCTPYKLKEN N0 MPHMEHEHHIO.

10 Labeling / MapkupoBka

According to ND /B cootsercTBuu ¢ HJ|

Remarks : The Product confirms to ND/
Ipumeuanue: IIpoaykr coorseTcTBYeT TpeboBanmsaM H/I

Conclusion : APPROVED /
Bakmwuenne: OJJOBPEHO

Jarta: 17.01.2024

Hara: 17.01.2024

Prepared by / Checked by / Appraved hy: Manager/Fxecutive /
IloAroToBneHo: [Tposepeno: Pardeep Kumar | Ono6peno: Menemxep / Pykosoauresib
Santosh Kumar Maurya Manoj Kumar
ok [ gl
e P
Reprint Date / Reprint Date / Reprint Date /

Hara: 17.01.2024




Dr.Reddy’s Q€ ol et s

CERTIFICATE OF ANALYSIS

CEPTUOPUKAT AHAJIM3A
Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg
Ipoaykt: Tencapran” AM (amnoaunuH-+rtenmucapran) Tabnetku 5 mr+40 mr
Batch No / : V2302578 Batch Quantity / : 400000 tab /
Cepns Ne O06nbem cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / : 25.12.2023
AHaJIHTUYECKHIT oTyeT Ne JlaTa aHanuza
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa Npou3BOACTBA I'onen 1o
Analysis performed according ND / Anaau3 nposegen no HJI: JI[1-004550-240822

Page 11 of 12/ Ctp. 11 u3 12

1;.? Test / IToxaszaTenn Result / PesyabTaThl Specification / Hopma
11 Storage conditions / Below 25°C. / IIpu Temnepatype He Bbilue 25 °C.

Yci0Busl XpaHeHUs
12 Shelf life / 3 ycars / 3 rona

CpoK roaHocTH

*Test is performed periodically (with the interval of 1 from 20 batches, or at least once a year). The test can be absent
in the Certificate of Analysis / [IpoBOAUTCS NPOU3BOAKMTENEM MPH BbITYCKE MEPHOAUYECKH (C UHTEPBATIOM OJIHO
ycrbiTanye Ha 20 cepuii unu He MeHee 1 pasa B rox). [Tokasatess MOXeT GbITh He Bkmo4eH B CepTudukar aHanmnsa

tbupMEL.
API name / Haumenopanne ADC: Amlodipine Besilate / Telmisartan / TenmucapTaH
AwmonunuHa 6e3uiart
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: [Tpoaykt cooTBeTcTBYET TpeboBanuaM HJI 3akmouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IToaroToBneHo: IIposepeno: Pardeep Kumar | OnobpeHo: Menemxkep / Pykosoaurens
Santosh Kumar Maurya Manoj Kumar ‘(’
L < el

Reprint Date / Reprint Date / : Reprint Date /
Jata: 17.01.2024 Hara: 17.01.2024 Hara: 17.01.2024




e
Dr.Reddy’s ‘}'

CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIN3A
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran™ AM (amnoaunuxtrenmucaprat) Tabnerku 5 mr+40 mr
Batch No / 1 V2302578 Batch Quantity / : 400000 tab /
Cepus Ne Oo6beM cepun 400000 Tab
Analytical Report No / : 890001707644 Date of Analysis / 1 25.12.2023
AHaJuTHYeCKHH oTueT Ne Jara anajausa
Date of Manufacture / : 11/2023 Date of Expiry / : 10/2026
JlaTa npon3BoacTBA I'oneH go
Analysis performed according ND / Anaan3 nposegen mo HJI: JII1-004550-240822

Page 12 of 12/ C1p. 12 u3 12

npouspoauTens LJID:

INN / MHH: Amlodipine / AMJoaUNNH Telmisartan / Tenmucaptad
API manufacturer batch number / ACNHO005299 ABQH007274
Howmep cepun npousBoautens APC:

FP Manufacturer API Batch number /

Homep cepun cybectaHuuu FEOA00384 FEQAO00608

API Manufactured by & country /

Dr. Reddy’s Laboratories Ltd.,

Dr. Reddy’s Laboratories Ltd.,

IIpoussoautens APC, crpana: India / India /
J-p Penaw’c Jla6oparopuc JIta., | J-p Pemmu’c Jlabopatopuc JITxa.,
Huaus Wnans

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: IlpoaykT cooTBeTcTBYET Tpeboranusam HJL 3axkmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToarorosneHo: IIposepeno: Pardeep Kumar | Ono6peHo: Menemxkep / Pykosoauresnns
Santosh Kumar Maurya Manoj Kumar

& == s

- \ L —

Reprint Date / Reprint Date / Reprint Date /
Jara: 17.01.2024 MJara: 17.01.2024 Hara: 17.01.2024




