Dr.Reddy’s ‘3.’.

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

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

|TIpoaykt: Tencapran™ AM (amnounuH+TeNmHucapTan) TabneTku 5 mr+40 mr .

Dr. Reddy's Laboratories Ltd.

Formulation Unit-6
Vill. Khol, Nalagarh Road, Baddi,
Distt. So;an H.P.. 173 205, INDIA

www.drredqys com

Page 1 0f9/Ctp. 1 13 9

Market / Poisok : Russia / Poccus

Batch No./ . Batch Quantity / 400000 tab /

Cephin Ne SRSl Pa3mep cepun " 400000 Tab
Analytlcal Report No. / . 890001814694 Date of Analysis / . 17.06.2025
AHAMTHYECKHH oTYeT Ne JlaTa anann3za e

Date of Manufacture / . 05/2025 Date of Explry / . 04/2028

JlaTa npoH3BOACTBA = :  |Ionen po = —

| MF. o, License No./ |
| . MA number:/ . JIII-Ne(002648)- -
IpouspoacTBeHHast : MNB/05/263 Homep Py ' (PT-RU) |

Jnpensun Ne

Analysns alysis performed according ND / Anaim3 nponeuen no HJI; JITI-Ne(002648)-(PI"-RU)-290623

L\Io._ | Test / Tloka3aTtesn

1 Description / Onucanue

Result / PesyabraTsl

Specification / Hopma

Oblong  shaped, uncoated,
biconvex, bilayered tablets with
pale pink layer with mottled

appearance on one side and white |

to off-white layer on other side. /

Tabnetku NpOAOJIrOBaTON
dopmpl, IBOSIKOBBIMTYKJIBIE,
JBYXCIIOWHBIE, OOWH  CJIOH

CBETJIO-pO30BOrC  LBeTa ¢
BKparuieHussMH 6eioro LiBera,
BTOpOH cnoil  moutu Georo
LBeTA.

Oblong shaped, uncoated,
biconvex, bilayered tablets with
pale pink to pink layer with
mottled appearance on one side |
and white to off-white layer on

other side. / Tabnetku
NPOOJITOBATOM dopMbl,
IBOSIKOBBITYKJIbIE, JBYXCIOHHBIE,

OJMH CJIOH — OT CBETJIO-PO30BOTO
1o po3oBoro LIBeTa, c
BKparyieHusMu  Oenoro  1BeTa,
BTOpO# cJION — OENoro MM noyTH
6enoro ngera.

Remarks : The Product confirms to ND/
IMpumeuanue: [Iponykt cooTBeTcTBYET TpebopaHUsaM HJT

Conclusion : APPROVED /
3axarwuenne: OJOBPEHO

Jlatz 17.06.2025

Jara: 17.06.2025

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

IoarorosneHo: Pravesh Rana | Ipoeepeno: Rama Kant Ono6peno: Menenxep / P@ <OBOAHTEIE
£ hg“h ut Amit Kumar A -

Reprint Date / Reprint Date / =~ | = Reprint Date / )

Hara: 17.06.2025

Registered Office: 8-2-337, Road No. 3, Banjara Hifls, Hyderabad - 500034, Teang ana, India
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLC0O04507
www.drreddys.com




Dr.Reddy’s €3¢

Market / PoHok

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Naiagarh Road, Baddi,
Distc. Sotan, H.P., 173 205, iNDIA

CERTIFICATE OF ANALYSIS 7o'\ +3i 98160 56001-02

CEPTHO®HUKAT

AHAJIN3A www.drreddys.com

Page 2 0f9/Ctp. 2 w3 9

Product: Telsartan AM (anﬂ(;li?)in_eﬂelmisa_rt;n) Tablets 5 mg+40 mg

: Russia / Poccua

HLIeH3HA No

Batch No./ - Batch Quantity/ _ 400000 tab/
Cepus Ne A BRI Pa3mep cepun ‘400000 Tab
Analytical Repourt No./ . 890001814694 Date of Analysis / . 17.06.2025
ﬂ?{IHTH‘{CCKHH oryer Ne JlaTta ananusa
{Date of Manufacture/ . 05/2025 Date of Expiry / . 04/2028
JlaTa npoH3BOACTBA Tl'ogen no
Mfg License No./

- MA number:/ . JII-Ne(002648)-
IIpouzBoacTBeHHAs : MNB/05/263 Howep PY * (P[-RU)

|

Analysis performed according ND / Ananns I-Ip_()B(’m;B;l no HJI: JITI-Ne(002648)-(PI'-RU)-290623

‘No. Test / Tloxazaten

| Result/ PesynabTarsl Specification / HO[)_Ma

Hpenruduxanms
(BKX)
Amlodipine and

2a Identification (HPLC) /

Telmisartan / amnonunuy | Telmisartan and

M TeIMUCAPTAH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay'). /
Bpemena ynepaxuBanus | Bpemena YAEPKUBAHHSA
| OCHOBHBIX MUKOB Ha | OCHOBHBIX MHKOB Ha
XpOMaTOrpaMMe HCIBITYEMOTO | XpOMATOrpaMMe  MCTIBITYEMOTO
pacTBOpa COOTBETCTBYIOT | pacTBOpa JOTKHBI |
BpeMeHaM yIEP>KUBAHUS | COOTBETCTBOBATH BpeMeHaM
OCHOBHBIX NUKOB Ha | yAepXMHBaHHA OCHOBHBIX [HKOB
XpoMaTorpamme pacTBOpa | HA  XpomaTorpamMMe  pacTBOpa
CTaHAAPTHBIX 00pa31oB | cTaHAAPTHBIX obpaziion
TeIMHCApTaHA M aMIIOJIMIMHA | TeMUCApTaHA U aMJIOJUITHHA
Oesunara (pa3men | 6esunata (paznen
«KonnuectBeHHOe «KonuyecTBeHHOE
OTIpeACIICHUE ). OMPENCIICHUEN).

| The retention times of major | The retention times of the major
peaks in chromatogram of test | peaks in the chromatogram of test
preparation corresponds to that | preparation should correspond to
in the chromatogram  of | that mm the chromatogram of

Amlodipine | Telmisartan and  Amlodipine

Remarks : The Product confirms to ND/
[pumeuanue: IIponykr cootsercreyeT Tpebopanusm HJI

Conclusion : APPROVED /
3akmouenne: OJJOGPEHO

Prepared by /
ITojroroBneHo:; Pravesh/Rana
4

Checked by /
[Tpoeepeno: Rama Kant

R..lltﬂ.t

Approved by: Manager/Executive /
OnobpeHo: Menemicep / PykoBoaurtens
Amit Kumar l,‘\/ -

Reprint Date /
Hara: 17.06.2025

Reprint Date/ ~ | ~
Jara: 17.06.2025

——

Reprint Date / Al
Jarta: 17.06.2025

Registered Office: 8-2-337, Road No. 3, & anjara Hills, Hvderabad - 500034, Teiangana, Indic
Tel: +91 40 4500 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com
CIN: L85155AP1984PL 004507
www.drreddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIN3A

Dr. Reddy's Laboratories Ltd.
Formulation Urit-6

Vill. Khol. Nalagarh Road, Baddi,
Disti. Solan, H.P. 173 205, iINDIA
[el: +91 98Len S50UUL-UL
www.drreddys.com
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Market / PoiHok

: Russia / Poccus

Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoayxt: Tencapran™ AM (amnoaunuu-+renmucapran) Tabetkd S mr+40 mr

Batch No./ s Batch Quantity/ 400000 tab/
Cepua Ne 3 V2501129 Pazmep cepun 400000 Tab

| Analytical Report No. /
AHATATHYECKHH 0TYeT Ne
Date of Manufacture/

: 890001814694

Date of Analysis /
JlaTa anaJu3a

2 05/2025

Date of Expiry /

: 17.06.2025

: 04/2028

JuIeH3usa Ne

JaTa npomssoacTBa s T'open go
?III fﬁ;f;.lff'lsfgf.i;ﬁﬁ . MNB/05/263 Ma-number:
p " 1 Homep PY
|

~ JIT1-Ne(002648)-
* (P[-RU)

Analysis performed according ND / Auanns nposeuel; no HJI: JIH-N9(002648)-(P1“-RU)_-290623_ |

Speciﬁcation / Hopma

:ﬂ)._ | Test / TlokazaTen Result / Peaynabrarsl
2b Identification UV absorption spectra of the | UV absorption spectra of the peaks
UV-spectroscopy peaks of telmisartan and | of telmisartan and amlodipine,
(HPLC with PDA) / amlodipine, obtained by | obtained by chromatography of the
Hpenrnduxanus | chromatography of the test and | test and standard solutions, should
Y®-cnexTpockonus standard solutions, have | have absorption maxima at the
(BIKX (PDA- absorption maxima at the same F same  wavelengths (2 nm)
AETEKTOp)) wavelengths (2 nm) (section | (section "Assay"). / Y®-cnekTpbl
Amlodipine and "Assay"). / Y®-ciekTpbl | MOrNOLICHUS MIHKOB
Telmisartan / amnogunuH | noraouenus MUKOB | TEAMUCAPTaHA U  aMJIOJMIIMHA, |
¥ TEeNMHCapTaH TeIMUCAPTaHA M AMJIOJUINHA, | MOJyYeHHEIe npu
MOJTy4EeHHbIC npd | XpoMaTorpadupoBaHUM
XpoMaTorpahupoBaHHH UCTIBITYEMOTO M CTaHJAPTHOTO
MCTIIBITYEMOTO M CTaHJApTHOTO | pacTBOPOB,  JOJKHbI  WMETh
PACTBOPOB, UMEIOT MAaKCHUMYyMBI | MAKCHMYMBI  TIOTJIOLIEHWs — TIpH
| | mornoweHys MpH OMHUX M TeX | OAHMX W TEX € JJMHAX BOJIH
K€ JTMHAX BOJH (2 HM) (pasmen | (£2 HM) (pa3nesn
«KonuuecTBeHHOE «KonuuecTreHHoe
il OIPC ACTICHHC: ). | onpcaconey).
&l Dissolution / PacTeopenue
Amlodipine / Unit-1/ Tabn-1 | 96% Not less than 75% (Q)
AMJIOAUITHH Unit-2/Tabm.-2 95% C20H2sCIN2Os  (Amlodipine) in
Unit-3/Tabn.-3 95 % 30 min. / He wmenee 75 % (Q)

Remarks : The Product confirms to ND/
Ipumeuanue: [Ipoaykt cooTReTcTBYeT TpeGoBanusam HJI

Conclusion : APPROVED /
3axirouenune: OJJOBPEHO

Prepared by /
IMoarorosneHo: Pravesh Rana

Checked by/
IMposepeno: Rama Kant

2B gl

Approved by: Manager/Executive /
Onobpero: Menemwicep / RyroBomurenb
Amit Kumar A=~

Reprint Date /
Jara: 17.06.2025

Reprint Date /| ~
HaTa: 17.06.2025

Reprint Date /!
Jata: 17.06.2025

Registered Ofrice: §-2-337, Road No. 3, Bahjara Hiils, Hvderabad - 51 0034, Teiangana, hdia
Tel: +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLLC0O04507
www.drreddys.com
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CEPTUPHKAT AHAJIU3A

Dr. Reddy's Laboratories Ltd.
Formulation Unit-6
Vill. Khol. iNalagarh Road, Baddi,
Distt. Solan, H.P, 173 205, iNDIA
Tet 1 +91 981ich H6U0L-02
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Product: Telsartan AM (_amlodipineﬂelmisartan) Tablets 5 mgg+40 mg
IIp onykT: Tencaptan™ AM (amioaunuutTenmucapran) tadnetkd 5 Mr+40 mr

Market / Peinok

: Russia / Poccus

Batch No. / ke Batch Quantity/ 400000 tab /
Ceplus Ne ) ____|Pazmep cepun 400000 tab

Analytical Report No. /
Ananurudyeckuii oryer Ne

: 890001814694

JlaTa anajanza

Date of Analysis /

: 19862005

Date of Manufacture /

Juuen3ns No

: 05/2025
Jara npoussoacTBa = {T'oxen 1o
Mfg. License No. / |
|MA number:/
IIpouzBoacTBeHHas : MNB/05/263 Howviep PY

Analysis performed according ND / Anaan3 nposexes no HJI; JHI—NE(O(DB&Q)—(PF:R_IJ)_-290623-

Date of Expiry /

: 04/2028

 JIM-Ne(002648)-
' (P[-RU) !

' No. Test/ Ioka3zaren Result / PeayabTatst Specification / Hopma
Unit-4 /Ta6n.-4 98 % C20H2sCIN2Os (amytogumnvie) yepes
| Unit-5/Ta6bn-5 |88 % | 30 Mun.

Unit-6/Tabn.-6 97% |

Telmisartan / Unit-1/Ta6n.-1 102 % Not less than 75% (Q)

TenmucapraH Unit-2/Ta6n.-2 101 % | C33HNsO»  (Telmisartan)  in
Unit-3/Tabn.-3 103 % 30 min. / He wmenee 75% (Q)
Unit-4 / Tabn.-4 102 % C3H:1oN4O> (TenmmucapTaH) yepes
Unit-5/Ta6n.-5 102 % 30 mun.
Unit-6/ Tabn.-6 102 %

4 Impurities / Mprimecy

" Amlodipine /

AMJII0 AMITUH

Impurity D / [Tpumecu D | Below LOD (LOD = 0.027 %) / | Not more than 0.5 % /
Hibke npenena obHapyskeHUs He 6onee 0,5 %
(ITO=0.027%)
Below LOQ (LOQ = 0.08 %) /

Any unidentified Hwxe npenena Not more than 0.2 % /

impurity / E guauyHOR KOJIM4eCTBEHHOro onpeleniends | He Gonee 0,2%

nernentuduuuposantoit | (ITKO= 0.08 %)

NpHMeCH

Remarks < The Product confirms to ND/

Conclusion : APPROVED /

=

ITpumeuanne: Ilpoxykt cooteeTcTByeT Tpebosanusm HJL 3akmaouenne: OJOBPEHO

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

MoarotoeneHo: Pravesh /Rzma IIpoeepeHo: Rama Kant OnobpeHo: Menemscep / P)(liosouuTenb
% ,);.(;!l&d: Amit Kumar i ot =

Reprint Date / i Reprint Date /  f

Hara: 17.06.2025 Hara: 17.06.2025

Reprint Date /
Jata 17.06.2025

Registered Ofr'ice: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel: +91 40 4900 2900, Fax: +91 30 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIN3A

Dr. Reddy’'s Laboratories Ltd.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Badcii,
Distt. Soian, H.P., 173 205, IND!4&
Tel : +91 9816H 50001-02

www . drreddys.com
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
IIponykr: Tencapran® AM (amiounyH+TeENMHCAPTAH) TabneTkd 5 Mrt40 mr
Market / Peinok : Russia / Poccus
Batch No./ BatchQuantity / 400000 tab /
+ V2501129 :
Cepus Ne Pazmep cepun 400000 Tab .
Analytical Repourt No./ . 890001814694 Date of Analysis / . 17.06.2025
AH?QETHHCCKHH otTyer Ne = Harta anaymsa
Date of Manufacture / . 05/2025 Date of Expiry/ . 03/2008
JlaTa npoM3BOACTBA |\Coaen oo =
Mfg, License No. /
\MA number:/ JITT-Ne(002648)-
3 0 | :
Ip ouzBoacTBEHHAS MNB/05/263 'Howmep PY (PF-RU)
JMUEeH3HA Ne i

|Analysis performed according ND / Ananus nposeaen no HJI: JII-Ne(002648)-(PT-RU)-290623

[ No. Test / Iloka3zaTeJnb

Result / Pe3_\_f.anaTu

Specification / Hopma

Total impurities / Cymma
npuMecen

Below LOQ / Huwxke npenena
KOJIMYECTBEHHOTO ONpeeNeHHs

| Telmisartan /
Tenmucaprtan
Impurity A / Ilpumecu A

Dimer acid / JJumepHo#i
KHCJIOTHI

Any unidentified
impurity / E gunHO
Heu1eH THULIUPOBAHHOM
MpyUMecH

Total impurities /Cymma
npmecer i

Below LOQ (LOQ = 0.004 %)/
Hwxe npenena
KOJINYECTBEHHOTO OnpeleneHNns
(DKO= 0.004 %)

Below LOD (LOD = 0.005 %)/
Hixe npenesna obHapykeHUs
(ITO= 0.005 %)

Below BDL (BDL= 0.05 %) /
Huxe nopora peructpauuu (I1P
=0.05 %)
Below BDL /Hwxe nopora
perHcTpaLi

Not more than 1.5%/
He Gonee 1,5 %

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

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 cooreTcTBYeT Tpebopanuam HJL

Conclusion : APPROVED /
3akmouenue: OJJOBPEHO

Prepared by / Checked by /

IloaroroBneHo: Pravesl? Rana

IlpoBepeno: Rama Kant

Dbl

Approved by: Manager/Executive /
Onobpeno: Menenx ep / Pykosoautenb
Amit Kumar =

Reprint Date /
Jara: 17.06.2025

| Reprint Date /
Hata: 17.06.2025

=

Reprint Date / /
Hara: 17.06.2025

Registered Ofrice: §-2-337, Road No. 3, Banjara Hilis, Hyderabad -50003-4, Teiangana, Ind'ic
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTUOPHUKAT AHAJIU3A

Dr. Reddy’s Laboratoeries Ltd.

Formulation Unit-6

Vill. Khol, Nalagarh Road, Badd |,
Distt. Solan, H.P., 173 205, IDIA
Tel: +91 9816b 500U 102
www.drreddys.com
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Market / PoiHok

Product: TelsartanAM (amlodipine+telnﬁsartaf1)_ Tablets 5 mg+40 mg
Ilp oaykr: T_enEapTaH"“_AM (aMaomnuHtTenmMucapra) Tabnetkn 5 mr+40 Mr

: Russia / Poccua

Batch No./ s Batch Quantity/ 400000 tab/
Cepus Ne ) Pasmep cepumn 400000 Tab
Analytical Repo:‘t No./ . 90001814694 Date of Analysis / . 17.06.2025
AHAMTHYeCKHIT oTyeT Ne JlaTa ananuza
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028
JaT2 npou3BoACTBa e - _| TI'open o = |
Mfg. License No./

= . MA number:/ . JITT-Ne(002648)-
IIpousBoacTeenHasn : MNB/05/263 Homep PY * (PT-RU) ]
|muenzua Neo _

| Analysis performed according ND / Anaau3 nposegen no HJI: JII-Ne(002648)-(PT-RU)-290623

No. | Test / IToxasateas Result / PesyabTaTnl | Specification / Hopma ]
5 Water content/ 1.8 % Not more than 4.0 % /
CopnepxaHue BOAbI He 6onee 4,0%
6 Uniformity of dosage units/ OAHOPOJHOCTHL 103HPOBAHHBIX € THHMUI
Amlodipine / 10.4 The acceptance value (A4V) should
| AmnounuH be less than or equal to 15.0 /
ITokazarens npuemnemoctu (AV)
JoJpKed OpITh He Gonee 15,0.
Telmisartan / 24 The acceptance value (AV) should
TenmucapTan be less than or equal to 15.0 /
[ToxazaTens npuemiemoctu (AV)
nokeH OwiTh He Honee 15,0.
7 Microbiolggical purity* / Muxpo6noaornueckas uHcTOTA™
' a) Total Aerobic Less than 10 CFU/g / Not more than 10° CFU/g /
Microbial Count / O6wee | Menee 10 KOE/r He 6onee 103 KOE/r
YHCITIO A3POOHRIX MHKPO-
OpraHyu3MOB
b) Total Combined Yeast | Less than 10 CFU/g / Not more than 10> CFU/g /
and moulds count / Menee 10 KOE/r He Gonee 102 KOE/r
Ob1ee 4yucio

Remarks : The Product confirms to ND/
ITpumeuanue: [IponykT cooTseTcTBYET Tpebosanuam HJI

Conclusion : APPROVED /
3akmouenne: OJIOBPEHO

Jlata 17.06.2025

Jara; 17.06.2025

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

[Toarotosneno: Pravesh Rana | IIpoBepeHo: Rama Kan Onobpero: MeHemacep /PyikoBoanTe b
A hod ,]u,lj: Amit Kumar A —"Lj

Reprint Date / Reprint Date / \9"_\ il Reprint Date /| {

Jara: 17.06.2025

Registered Office: §-2-337, Road No. 3, 8anjara Hilis, Hvderabad - 500034, Teiangana, Indi
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLLOC4507
www.drreddys.com




Dr. Reddy's Laboratories Ltd.

‘.o
i ® Formulation Unit-6
Dr.Reddy S 4 Vill. Khol. Nalagarh Road, Baddi,

Distc_ Solan, HP., 173 205, iNDIA
CERTIFICATE OF ANALYSIS 1ci:491 93166 56001-02
CEPTUPUKAT AHAJIMN3A wiwwav.drreddys.com
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
IIpoxykr: Tencapran™ AM (amioaunun+tenmucapran) Tabnetku 5 Mr+40 mr .
Market / PbiHok : Russia / Poccns
Batch No./ . V2501129 Batch Quantity/ . 400000 tab /
Cepus Ne ) Pa3mep cepun ‘400000 Tab
Analytical Repovrt No./ . 890001814694 Date of Analysis / . 17.06.2025
AHANMTHYECKHHA 0TyeT Ne Jara aHaan3a
{Date of Manufacture/ . 05/2025 Date of Expiry / . 04/2028
Ifgl_a*_ra NPOH3BOJCTBA T'ogen g0 : = —
e : MNB/05/263 Ry i

p B : Howmep PY * (PT-RU)
JupieH3Ha Ne

Analysis performed according ND / Anann3 npoBeaeH no-I_{_I[: JIII-Ne(002648)-(PI'-RU)-290623

Fo.—_f] Test / Mokazateab | Result / PesyanraTo Specification / Hopma ]
JPOXOKEBBIX U
IIECHEBBLIX I'PHOOB -
c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram/

r OrcyreTByeTBl r OrcytcTBHe B1 1

8 Assay / KosimuecTBeHHOE onpene/ieHne =

Amlodipine / | 4.97 mg/4.97 mr Not less than 4.5 mg and not more
AMJIOUNUH than 55mg of CyHasCIN2O:s

(Amlodipine) in tablet./

Or 4,5 mr 10 5,5 mr CooHz5CIN,Os
(aMoOuNAH) B TaOJETKE.
Telmisartan / 41.0 mg/41.0 mr Not less than 36.0 mg and not
Tenmucapran more than 44.0 mg of C33H3oN4O>
(Telmisartan)  in  tablet. /
Or 36,0 MI" 10 44,0 Mr C33H30N402
(TenMucapTaH) B Tabnerke.

9 Package / Onucaunne 7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
YHAKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / [To 7 tabnetox B 6muctepe u3 ([IBX/AI/TIA) donbru /
aJIIOMMHHEBOH (OJIBFH € TEPMOKJICEBBIM JIAKOBBIM MOKPBITUEM Y
IeJiJIaKOBBIM NOKphITHEM. [lo 4 GiucTepa B Mavky KapTOHHYIO BMECTE
C MHCTPYKLHEH N0 NPUMEHEHHIO (JIMCTKOM-BKJIAABILIEM ).

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

[Ipumedanue: [Ipoaykt cooTreTcTBYET TpebopaHusm HJL 3akmouenne: OJIOGPEHO

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

IToaroroeneno: Pravesh Rana | Ilposepeno: Rama Kant OpnobpeHo: Menexep / PykoBozuTens '
ﬁ M .S.Lr‘ Amit Kumar A—

Reprint Date / ' Reprint Date / ";-\ 8 Reprint Date / ¥~

Hara: 17.06.2025 Hara: 17.06.2025 Hara: 17.06.2025

Registered Office: §-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Teiangana, hdia
Tet +91 40 4900 2900, Fax: +91 40 4500 2999, Email: mail@drreddys.com
CIN: L85195AP1584PLC0O04507
www.drreddys.com



Dr.Reddy’s €3¢

Dr. Reddy's Laboratories Ltd,
Formulation Unit-6

Vill. Khal, Nalagarh Road, Baddi,
Distt Sotan, H P, 173 205, 1DIA

CERTIFICATE OF ANALYSIS o) : +9i 93166 56001-0-

CEPTUDPUKAT AHAJIM3A wwiw.drreddys.com

[Product: Telsartan AM (amlodipine+telmisartan) Tablets?mg+40 _mg
Tpoaykr: Tencapran” AM (amnoaunun-+renmucapran) Tabnetku 5 mr+40 mr

Page 8 of 9/CTp. 8 13 9

Juen3ua Ne

Market / Peinok : Russia / Poccusa
Batch No./ e Batch Quantity/ 400000 tab/
Cepus Ne i Pasmep cepun * 400000 1ab -
Analytical Repourt No. / . 890001814694 Date of Analysis / . 17062025
AHAMTHYECKHI 0TYeT No - JlaTa anaJsiuza Py
Date of Manufacture / . 05/2025 Date of Expiry / . 04/2028
Jara npou3soacTBa . I'ozen no
?I/[ fﬁ;.féﬁelisf.ﬂﬁ;ﬁm : MNB/05/263 g fapibe s GHOROS)

- ‘ Homep PY " (PT-RU)

|

Analysis performed according ND / Ananns npogegen no HJI: JITI-Ne(002648)-(PT-RU)-290623 J

*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 / KoHTpoJe mnOKaszaTesist OCYLIECTBIACTCS MPOM3BOAMTEIEM NPU BBITYCKE MCPUOAMYCCKH (C HMHTEPBAJIOM OIHO
ucrisiTanue Ha 20 cepuit mnu He MeHee | pasa B rox). [lokasatens MoxeT ObITh He BKJ0deH B Ceprudukat aHamm3a GupMBL

API name / Haumenopanue APC: Amlodipine Besilate / Telmisartan / TenmucaptaH
~ AMioaunuHa 6e3uaT .
INN/MHH: = Amlédipine / Amnogunua |  Telmisartan / TenmucapTan =1
API manufacturer batch number/ ABSH000423, ABSH000424 ACQH002749
Homep cepun npoussoaurens AQC: |
FP Manufacturer API Batch number/ FESA00183, FESA00184 FEQAOQ0513
Howmep cepuu cyGeTaHuM K |
| npoussoautens I'JI@: '

- Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,
API Manufactured by & country/ India/ India/
IMpouzeoaurens APC, cTpana: J-p Pennw'c Jlabopartopuc Jita., | J-p Pemnw’c Jlaboparopuc JITx.,
_ B Huus Unpus
g;n::;s:; rc':lsxsr,izgt:izzl/zzt(;::r?losifg / Dr. Reddy's Laboratorlzes Ltd, India, Formulation Uni§-6, Yill. Khol,
Release site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
HanmeHoBaHue, aapec, JTUUEH3UsI 1S NN 082655 {

2 g J-p Pennn’c Jlabopatopuc Jita., Unnus, [TponssoacteeHHoe
TNMpouroncTREHHAR NAONAAKA / i , R :
TR e noapaspeieHae-6, Buut Kxoss, Haitar apx Poyu, Bapun, Dueipys
Conan, X.I1., 173205, Unaus (nmuieH3ust Homep MNB/05/263)

ILnomanka BeinycKa

Declaration of certification: « hereby

certify that the above information is authentic and accurate. This batch

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

[Tpumeuanue: IIpoaykT coorseTcTByeT Tpebosanuam HJY 3axmwuenue: OJOBPEHO

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

TToaroroeneHo: Prav&h}lana IIporepeno: Rama Kant Onobpeno: Menemxkep / Pykosoaurens
5 N it Amit Kumar A~

Reprint Date / Reprint Date/ © \ ~ Reprint Date / (-

Jara 17.06.2025 Jarta: 17.06.2025 Jlara: 17.06.2025

Registered Office: §8-2-337,

Road No. 3, Banjara Hilis, Hvderabad - 500034, Teiangana, India

Tet +91 40 4900 2900, Fax: +91 40 4500 2999, Email: maii@drreddys.com

CIN: L85195AP1984PLLC004507
www.drreddys.com
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CERTIFICATE OF ANALYSIS
CEPTUOHUKAT AHAJIU3A

Dr. Reddy''s Laboratories Ltdi,
Formulation Unit-6

Vill. Khol. Neslagarh Road, Baddi,
Distt. Soian, H.P., 172 205, INDIA
lei ; +91981606 56001-02
www.drreddys.com
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Product: Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
IIp oaykT: Tencapran” AM (amioaunuH+TeaMUcapTaH) TabneTku 5 Mr+40 mr

Market /PouiHoK : Russia / Poccusn

400000 tab /
400000 Tab

: 17.06.2025

Batch No./

|Cepusa Ne

| Analytical Repo:‘t No./ . 890001814694
AnpanaTH4eckuii oTyer Ne

Date of Manufacture /

Batch Quantity/
Pa3mep cepun
Date of Analysis /
Hara anayimza
Date of Expiry /

: V2501129

: 05/2025 : 04/2028
Jara npou3BoacTBA — I'onen no .
Mfg. License No. / |
: . MA number:/ . JITI-Ne(002648)-
IIpousBoacTBeHHasi : MNB/05/263 Howmep PY ' (PL-RU)

JHIen3nsa Ne - !
|Analysis performed according ND / Ananu3s nposeaen mo HJI: JIII-Ne(002648)-(PI'-RU)-290623

of product has been manufactured, including packaging/labeling and quality control at the above mentioned
site(s) in full compliance with the GMP requirements of the FEurasian Economic Union (No.
GMP/EAEU/RU/00554-2022 dt. 02 September 2022) and requirements to the medicinal quality and with the
specifications in the Marketing Authorization dossier of the importing country. Production, packaging and
testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3akyo4enne 0 cooTBeTcTBHM: «HacToslMM 4 NoATBEep:KAal0, YTO TpHBEAEHHAas BbIlle HHOOPMaUHs
ABJIAETCA JJIOCTOBEPHOM W TOUHOMW. DTa cepus MPOAYKLHH MPOU3BEAeHa (BKJIIOYas YNaKoBKY (MapKUPOBKY) H
KOHTPOJIb Ka4decTBa) HA BblIEYKA3aHHOH MpPOM3BOACTBEHHOH TUlouiajfke (IUIOmAafkaXx) B TIOJHOM
COOTBETCTBMH ¢ TpeboBaHusMu IlpaBun Hagdexamed NpPOM3BOACTBEHHONW MNpaKTukd Espasuiickoro
skoHoMHueckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpeboBaHUsIMH KOHTpPOJIsS
KayecTBa JIEKAPCTBEHHBIX CPEJCTB, a TakKEe B COOTBETCTBMM CO CIELHGMKALUAMH, COAEpXKAlUMMCE B
PErMCTPAUMOHHOM NIOCHE CTPaHbl-UMIOpTEpa. 3aNHcH N0 MPOU3BOACTBY, YIIAKOBKE U aHANM3Y MPOBEPEHbL, U
YCTaHOBJIGHO MX cooTBeTcTBHE TpeboBanuaM [lpaBun Hapnexamed npoU3BONCTBEHHOH MPAKTHKU
EBpa3suiickoro sSKOHOMHYECKOI0 COKO3a».

Conclusion : APPROVED /
3axkmouenne: OJOBPEHO

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoa k T cooTBeTcTRET TpOOBaHHAM HIY

Prepared by /
INoarorosneno: Pravesh Rana

“h

Checked by /
IIposepeno: Rama Kant

»“ﬂuf“

Approved by: Manager/Executive /
Onobpeno: Menemxep / P)(SOBOL[HTCHL
Amit Kumar N—

Reprint Date /
Jara: 17.06.2025

Reprint Date / |
Hara: 17.06.2025

Reprint Date / {
Jara: 17.06.2025

Registered Office: 8-2-337, Road Mo. 3, Banjara Hills, Hyderabad - EN00634, Teiangana, India
Tel: +91 40 4900 2900, Fax: +91 40 4900 2999, Email: maii@drreddys.com
CIN: L85195AP1984PLC004507
www.drreddys.com




