Dr.Reddy’s ‘,’:‘

CERTIFICATE OF ANALYSIS

CEPTUDOUKAT AHAJIU3A

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Hpoaykr: Tencapran® AM (amnoaunuu-+renmucapran) Tadnerku 5 mr+40 mMr
pon;y p p i

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23573 tab/

Cepust Ne § VERDRDE Pasmep cepuu 23573 tab

Amnalytical Repovrt No. / . 040002758850 Date of Analysis / . 18.12.2024

Auanurndecknii oTuer Ne Hara ananausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npon3BoACTBA I'oxen mo -

et hesiass : MNB/05/263 g 8 M e Pl iy
pOEoA ‘ Homep PY " (PI-RU)

Junen3us Ne

Analysis performed according ND / Anaan3s nposenen mo HJI: JITI-Ne(002648)-(PT-RU)-290623

1

No.

Test / IloxkazaTenn

Result / Pe3yanaTbl

Specification / Hopma

Description / Onucanue

Oblong  shaped, uncoated,
biconvex, bilayered tablets with
pale pink layer on one side and
white layer with mottled
appearance on other side. /
Tabnetku MIPONONTOBATOMH
bopMel, JIBOSIKOBBIMTYKJIBIE,
JIByXCIIOHHEIE, OAMH  CJIOH
CBETJIO-PO30BOrO  1iBeTa, C
BKparuieHUsMH  6esioro LiBera,
BTOpOIi cyioli Gesioro 1iBeTa.

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
NPOJIONITOBATOR dbopmel,
JBOSKOBBIIYKJIBIE, JBYXCJIOWHBIE,
OIMH CJIOH — OT CBETJIO-pO30BOI0
J0 po3oBOrO 1[BETA, c
BKparyieHUssMu ~ 0eJloro  1BETa,
BTOpO#i cloil — 6enoro WiM MOYTH
Oeroro 1BeTa.

Remarks : The Product confirms to ND/
ITpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanusm HJJ

Conclusion : APPROVED /
3axkawuyenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[onrorosneno:Noor [poeepeHo: Ramakant Onobpeno: Menemxkep / Pykopoauress
Mohammad / Amit Kumar e

2 _ /l(./
Reprint Date / Reprint Date / Reprint Date /
Jlara: 18.12.2024 Hara: 18.12.2024 Jlara: 18.12.2024

Registered Office: 8-2-337, Road No. 2, Banjara Hills, Hyderabad - 560034, Telangana, India
Tl QL 101200 2200, Nasn +51 AC 1200 29992, Dinail, inai Qs s.cune

CIM: L85195AP1984PLCO04507
wyvndireddys.com



Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Khol, Nalagarh Road, Baddj,
r. eddy S e Distt. Solan, H.P,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoaykr: Tencapran™ AM (amnonunuu-+renmucapran) Tabnetku 5 Mr+40 mr

Market / PoiHox : Russia / Poccust

Batch No. / ) Batch Quantity / . 23573 tab/

Cepus Ne g VeSO Pazmep cepuu 23573 1ab

Analytical Rep03~t No./ . 040002758850 Date of Analysis / . 18.12.2024

AHAanTHTHYecKHH oTyeT Ne JlaTa anajnza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa NpoM3BOJCTBA T'onen no

Mposoncrpems : MNB/05/263 LA b f e (D0A5E)=
e " ‘ Howmep PY " (PT-RU)

JueH3Hsa Ne

Analysis performed according ND / Ananus nposeaen mo HJI: JIII-Ne(002648)-(PI'-RU)-290623

[ No. Test / Ilokazareas Result / Pe3yabTaThl Specification / Hopma
2a Identification (HPLC) / | The retention times of major | The retention times of the major
Hnenruduxauus peaks in chromatogram of test | peaks in the chromatogram of test
(B2XKX) preparation corresponds to that | preparation should correspond to
Amlodipine and in the chromatogram of | that in the chromatogram of
Telmisartan / amnoaunun | Telmisartan and Amlodipine | Telmisartan and  Amlodipine
U TEIMHUCapTaH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaep>xuBaHud | Bpemena yaep>KUBaHUs
OCHOBHBIX TIMKOB Ha | OCHOBHBIX [TMKOB Ha
XpOMAaToOrpamMMe HCIIBITYEMOrO | XpOMaTorpaMMe  HCIIBITYEMOTO
pacTeopa COOTBETCTBYIOT | pacTBOpa JIOJKHBI
BpEeMEHaM yIep>KUBAHUSA | COOTBETCTBOBATD BpeMeHaM
OCHOBHBIX ITMKOB Ha | YACPKHUBaHHS OCHOBHBIX ITHKOB
XpoMaTorpamme pactBopa | HA XpoMaTorpaMMe  pacTBOpa
CTaHJAPTHBIX 00pa3LoB | craHAapTHBIX 06pa3Los
TENMHMCApTaHA W aMJIONWNUHA | TeIMUCapTaHA M aMJIOJMITMHA
Oe3unata (paznmen | 6ezunara (paznen
«KonuuecTBeHHOE «KonuuectBeHHOE
onpeneneHre»). ompeJeneHHe»).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
INpumeuanue: IIpoaykT coorBeTcTByeT TpeboBaHuaM HJI 3akmouenune: OIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarorosnexno:Noor IIpoeepeno: Ramakant Onobpeno: Menemxkep / PykoBoauresnb
Mohammad 0/7? Q& 1D Amit Kumar AU
Reprint Date / Reprint Date / ‘ Reprint Date / Vv
Jara: 18.12.2024 JHara: 18.12.2024 Hara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tei 197 400000 2000, Tme 1497 60 4900 2029, Cmail: meii@drraddys.com
CIN: L85195AP1984PLCN04507
wviw.drreddys.com
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIM3A

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

Vill. Khol, Nalagarh Roaa, Baddi,
Distt. Solan, H.P.,, 173 205, IND1A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Hponykr: Tencapran® AM (amnoaMnun-+renMucaptad) Tabnetku 5 mr+40 mr
11pony p

Market / PoiHOK : Russia / Poccus

Batch No./ . V2402647 Batch Quantity / . 23573 tab/

Cepust Ne Pa3mep cepun 23573 tab

Analytical Repo:'t No./ . 040002758850 Date of Analysis / . 18.12.2024

AHanuTHYecKHii oTueT No JlaTa aHaausa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JdaTa npon3BoacTBa T'oaen go

P : MNB/05/263 il Pty
POF3BOACTBEHHA ‘ Homep PY " (PT-RU)

JauneHsus Ne

Analysis performed according ND / Ananus npoesen no HJT: JITI-Ne(002648)-(PT'-RU)-290623

No. Test / Iloka3zaTesnb Result / Pe3yabTaThl Specification / Hopma
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
HUnentuduxanuns chromatography of the test and | test and standard solutions, should
Y®-cnekTpockonus standard solutions, have | have absorption maxima at the
(BOXKX (PDA- absorption maxima at the same | same  wavelengths (2 nm)
JEeTEKTOP)) wavelengths (2 nm) (section | (section "Assay"). / Y®-cnekTpsl
Amlodipine and "Assay"). / V®-cniekTpsl | NOrIOILEHH MHKOB
Telmisartan / aMNOAWMUH | MOMJIOUMIEHUS ITHKOB | TEIMHUCApTaHa W aMJIOAUIIMHA,
U TeIMHUCApTaH TeJIMHCApTaHA W aMJIOAWIIKHA, | HOJNyYEHHBIE pH
MOy4eHHbIE npH | XxpomarorpapupoBaHHH
xpomarorpapupoBaHHU HCIBITYEMOTO M CTaHOApTHOrO
UCIIBITYEMOTO M CTaHJApPTHOIO | pacTBOPOB,  OOJDKHBI  HMETH
PacTBOPOB, MMEIOT MaKCHMMYMBI | MAKCHMYMBI ~ MOIJIOLIEHHS  IIpH
MOMIOLIEHH TIPH OMHMX M TeX | OMHMX M TeX e JJIMHAaX BOJIH
JKe ITMHaxX BoJH (£2 uM) (pazaen | (£2 Hm) (pazaen
«KonunyecTeeHHOE «KonuuecteeHHOE
OIIpe/IENIEHHE). ONPeIENICHUEY).
3 Dissolution / PacTBopenne
Amlodipine / Unit-1 / Ta6mn.-1 100 % Not less than 75% (Q)
Amionunu- Unit-2 / Ta6n.-2 98 % C0H25sCIN2Os  (Amlodipine) in
Unit-3 / Tabn.-3 100 % 30min. / He menee 75% (Q)

Remarks : The Product confirms to ND/
[Tpumeuanye: [IpoaykT cooTBeTcTBYET Tpebosanmsam H/J

Conclusion : APPROVED /
3axmwuenne: OJJOGPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
INoarorosneno:Noor IIpoeepeno: Ramakant Ono6peno: Menemxkep / PykoBoaurens
Mohammad M L - -;@G 3 Amit Kumar \ e

/ ”.' ™
Reprint Date / Reprint Date / Reprint Date / :
Jara: 18.12.2024 Jlara: 18.12.2024 Jara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tl +S1 40 4900 2500, Fax: +91 40 4900 2999, Email: maii@drraddys.com

CIN: L85195AP1984PLCO04507
W direddys.com




Dr.Reddy’s ‘;”

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AHAJIM3A

Dr. Reddy's Laboratories [id.
Formulation Unit-6 .

Vill. Khol, Nalagarh Road, Badidi,
Distt. Solan, H.P., 173 205, INDIA
Tel : +91 98166 56001-02
www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Hpoayxr: Tencaprau” AM (amnoaunuu+Tenmucapran) Tabnetku 5 Mr+40 mr

Market / Prinox : Russia / Poccust

Batch No. / . Batch Quantity / . 23573 tab/

Cepus Ne S NEH0e0 ] Pa3mep cepun ' 23573 Tab

Analytical Repourt No./ . 040002758850 Date of Analysis / . 18.12.2024

AHaIMTHUecKHIi oTyeT Neo JlaTa anau3za

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa mpoH3BOACTBA Togen 10 |

A : MNB/05/263 A ber:,/ g JILEIE(002648)-
POMSBOX ' Homep PY " (PT-RU)

JuneH3ns Ne

Analysis performed according ND / Ananu3s nposeaen no HJI: JITI-Ne(002648)-(PT'-RU)-290623

No. Test / Iloxazarean Result / Pe3yabTathl Specification / Hopma

Unit-4 / Tabn.-4 100 % C20H25CINLOs (amnoaunug) uepes
Unit-5 / Tabn.-5 101 % 30 muH.
Unit-6 / Tabn.-6 100 %

Telmisartan / Unit-1 / Tabsn.-1 96 % Not less than 75% (Q)

Tenmucapran Unit-2 / Ta6n.-2 99 % C33H3N4O;  (Telmisartan)  in
Unit-3 / Ta6n.-3 98 % 30 min. / He wmenee 75 % (Q)
Unit-4 / Ta6n.-4 95 % C33H30N4O2 (TenmucapraH) uepes
Unit-5 / Ta6n.-5 97 % 30 muH.
Unit-6 / Tabn.-6 96 %

4 Impurities / IIpumecn

Amlodipine /

AMNOIUIIMH

Impurity D / IIpumecu D | Below LOQ (LOQ = 0.08 %) / Not more than 0.5 % /
Hwxe npenena He 6onee 0,5 %
KOJINYECTBEHHOTO OMNpe/IeTICHUs
(TTKO = 0.08 %)

Any unidentified Below BDL (BDL= 0.05 %) / Not more than 0.2 % /

impurity / Enunnynoit Huxe mopora peructpauuu (IIP | He 6onee 0,2 %

HeugeHtuduumposantoi | = 0.05 %)

TPUMECH

Remarks : The Product confirms to ND/
IMpumeuanue: IpoaykT coorsercTByeT Tpebobanuam H/I

Conclusion : APPROVED /
3axmwouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Tonrotorneno:Noor IIpoeepeno: Ramakant Onobpeno: Menenxep / Pykosonutens
Mohammad y Amit Kumar s S

ki @W‘%O/ v e
Reprint Date / Reprint Date / ! Reprint Date /
Jara: 18.12.2024 Hara: 18.12.2024 Hara: 18.12.2024

Registerad Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangane, India

Tol #6150

4900 2800, Fax

CIMN: L83195AP1984PLC004507

wiwy direddvs.com

2140 4950 2999, Eiail: mail@drreddvs.com




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

[ 10
: / e® ' Vill. Khol, Nalagarh Road, Baddji
Dr‘ Reddy S ‘-’ Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 55001-02
CEPTUOUKAT AHAJIN3A www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Iponykr: Tencapran™ AM (amnoaunuu-+TenMncapran) Tabnetkn 5 Mr+40 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 23573 tab/

Cepus Ne e V202647 Pasmep cepun " 23573 1ab

Analytical Repourt No./ . 040002758850 Date of Analysis / . 18.12.2024

Ananuruyeckuii oryeT Ne Jlara ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npoH3BOACTBA T'omen no

Mpassmoncrsensas : MNB/05/263 MA number: / Py
pORSBOAC ert ' Howmep PY " (PT-RU)

JauleH3Hsa Ne

Analysis performed according ND / Auaiu3 nposegen mo H/L: JITT-Ne(002648)-(PT'-RU)-290623

No. Test / IlokasaTeb Result / Pe3yabTaThl Specification / Hopma
Total impurities / Cymma | Below BDL / Huxe nopora Not more than 1.5 % /
IpUMECEH perucTpalut He 6onee 1,5 %
Telmisartan /

Tenmucapran
Impurity A / pumecu A | Below LOD (LOD = 0.001 %)/ | Not more than 0.2 % /
Huxe npenena obHapykeHus He 6onee 0,2 %

(ITO = 0.001 %)
Dimer acid / Jumepnoit | Below LOD (LOD = 0.005 %) / | Not more than 0.2 % /

KMCIIOTBI Hwxke npenena oOHapy>keHHA He Gonee 0,2 %
(ITO = 0.005 %)

Any unidentified 0.01% Not more than 0.2 % /

impurity / EnuHu4Ho#H He 6onee 0,2 %

HeueHTUQHULIUPOBaHHON

npuMecH

Total impurities /Cymma 0.008% Not more than 1.5 % /

npuMecei He 6onee 1,5 %
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: [IpomykT cootBercTBYET Tpebopanuam HJ 3axknwyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[Noarororneno:Noor [Iposepeno: Ramakant OnobpeHo: Menemxkep / Pykosoaurenb
Mohammad /7 w( | Amit Kumar N -~

J T C.C} , /&/ /
Reprint Date / Reprint Date / Reprint Date/
Jara: 18.12.2024 Jlarta: 18.12.2024 Jara: 18.12.2024
Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
lein =91 4U 4900 2900, Fax: £91 40 4500 2909, Ermnail: mali@drreddys.com

CIN: L35195AP1984PLCO04507

v rieddys.com



Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

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

Vill. Khol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, IND!A
Tel : 491 98166 56001-02

CEPTUO®HUKAT AHAJIN3A

www.drreddys.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg

Hpoavkr: Tencapran® AM (amnogunun+renmucaprad) Tabnerku 5 mr+40 mr
poa; p

Market / PoiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 23573 tab/

Cepust Ne : V2402647 Paszmep cepuu " 23573 Tab

Analytical Repovrt No. / . 040002758850 Date of Analysis / . 18.12.2024

AHaTHTHYeCKHH oTueT No JlaTa ananuza

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa mpoH3BOACTBA I'ogen go

Mfg. License No. / .
. MA number: / _ JITI-Ne(002648)-

IIpousBoacTBEeHHAsA : MNB/05/263 Homep PY * (PL-RU)

JaumeH3Hs Ne

Analysis performed according ND / Ananus nposegen mo HJI: JITI-Ne(002648)-(PI'-RU)-290623

No. Test / Iloka3aresb Result / Pe3yabTaThl Specification / Hopma
5 Water content / 1.4 % Not more than 4.0 % /
ConepxxaHHe BOABI He 6onee 4,0 %
6 Uniformity of dosage units/ O1HOpOAHOCTL JO3HPOBAHHBIX eAHHHIL
Amlodipine / 3.1 The acceptance value (4¥) should
AMIoIUnuH be less than or equal to 15.0 /
[Moxazarens npuemneMmoctu (AV)
JOJIkeH 661Th He 0otee 15,0.
Telmisartan / 1.5 The acceptance value (4V) should
Tenmucapran be less than or equal to 15.0 /
IMoxazareny npuemnemoctu (A4V)
JoIKeH ObITh He Oonee 15,0.
7 Microbiological purity* / Mukpo6Hojioradeckasi YHcToTa*
a) Total Aerobic Less than 10 CFU/g/ Not more than 10° CFU/g /
Microbial Count / O6iiee | Menee 10 KOE/r He 6omnee 10° KOE/r
YKCIO a3PO6GHBIX MHKPO-
OpraHH3MOB
b) Total Combined Yeast | Lessthan 10 CFU/g/ Not more than 10* CFU/g /
and moulds count / Menee 10 KOE/r He 6onee 10> KOE/r
Obuiee 4rCiIO

Remarks : The Product confirms to ND/
ITpumeuanue: IIpoyKT COOTBETCTBYET TpeboBanuam HJT

Conclusion : APPROVED /
3akawuyenne: OJJOBPEHO

Jlata: 18.12.2024

Prepared by / Checked by / Approved by: Manager/Executive /
TMoarotosneHo; Noor Ipoeepeno: Ramakant Ono6peno: Menemxep / PykoBoauTensb
Mohammad {?j &u‘tﬂ“d\ Amit Kumar e

- [
Reprint Date / Reprint Date / ' Reprint Date/

Jara: 18.12.2024

Jlara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangane, India
leh +51 40 4900 2800, Fax: +41 40 4900 2999, Email: maii@drreddys.com
CiN: L85195AP1984PLC004507

www.direddys.com




Dr.Reddy’s ":’

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIM3A

Dr. Reddy's Laboratories [td.
Formulation Unit-6

Vill. Kkol, Nalagarh Road, Baddi,
Distt. Solan, H.P,, 173 205, INDIA
Tel : +91 98166 56001-02
www.drredays.com
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
IIpoxykr: Tencapran® AM (amnogunuH-+reMucapTaH) TabIeTKn 5 mr+40 mMr

Market / PoiHok : Russia / Poccus

Batch No./ . Batch Quantity / . 23573 tab/

Cepus Ne VRS Pazmep cepuu 23573 Tab

Analytical Repo:‘t No./ . 040002758850 Date of Analysis / . 18.12.2024

AnanuTuyeckuii oTyer Ne JaTta aHanu3a

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa mpon3BojicTRA TI'ogen ao

Hposmonernemmis : MNB/05/263 MA number: / g I 0026%5)-
A ' Homep PY " (PT-RU)

aunenzns Ne

Analysis performed according ND / Arnaaus nposeaen mo HJL: JII-Ne(002648)-(PI-RU)-290623

No. Test / IlokazaTesan Result / PesyabTathl Specification / Hopma
JIPOMCKEBBIX U
[JIECHEBBIX TPHOOB
¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcyrctByerB 1 T OtcytcTBUEe B 1 T
8 Assay / KoimuecTBeHHOE onipe/iesiecHHe
Amlodipine / 4.87 mg/4.87 mr Not less than 4.5 mg and not more
AmMrogunuH than 5.5mg of CyH2sCIN20s
(Amlodipine) in tablet. /
Ot 4,5 mr go 5,5 mr CooHasCIN,Os
(amnogunuH) B TablieTKe.
Telmisartan / 39.7 mg/39.7 Mmr Not less than 36.0 mg and not
Tenmucapran more than 44.0 mg of C33H3N4O2
(Telmisartan) in  tablet.  /
Or 36,0 MT 40 44,0 MI’ C33H30N4Oz
(TenmucapTaH) B TabJIETKE.
9 Package / Onucanne 7 tablets per blister of (PVC/Al/PA) foil/aluminum foil with heat seal
YHaKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / ITo 7 Tabnetok B Gnucrepe uz (IIBX/AVITA) donern /
ATIOMUHUEBOM (ONBIH C TEPMOKJICEBBIM JIAKOBBIM TIOKPBITHEM M
LIEJTAKOBBIM MOKpeITHEM. [10 4 6111cTepa B 1aYKy KapTOHHYIO BMECTE
C MHCTPYKILLHEH [0 MPHMEHEHHIO (JINCTKOM-BKIAbILIEM).

Remarks : The Product confirms to ND/
Ipumeuanne: ITpoaykT coorBeTcTBYeT Tpeboanuam HJI

Conclusion : APPROVED /
Saxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneno:Noor ITpoBepeHo: Ramakant Onobpeno: Menemxep / PykoBoautenb
Mohammad Amit Kumar ! 2

Reprint Date / Reprint Date / Reprint Date/

Jara: 18.12.2024 Hara: 18.12.2024 Hara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hydcrabad - 560034, Tetangane, India
Tel: +51 40 4900 2900, Fax: +91 40 4300 2999, Email: maii@drreadys.com
CIN: L851954P1984PLCO04507

wwvrdrreddys.com




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

Qe
1/ o9 Vill. Khol, Nalagarh Road, Baddi
Dr. Reddy S ‘_l Distt. Solan, H.P., 173 205, INDIA

CERTIFICATE OF ANALYSIS Tel : +91 98166 56001-02
CEPTUOUKAT AHAJIM3A www.drreddys.com
Page 8 of 9/ Ctp. 8 3 9
Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Mponyxr: Tencapran” AM (amyoavnuH-+TeNnMUcapTan) TabneTky 5 mr+40 mr
Market / Peinok : Russia / Poccus
Batch No. / . Batch Quantity / . 23573 tab/
Cepusi Ne 2 VE402647 Pasmep cepun ' 23573 1ab
Analytical Repovrt No./ . 040002758850 Date of Analysis / . 18.12.2024
Ananurnyecknii oTuer Ne Jlara ananm3sa
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JlaTa npou3BoaACTBA TI'open no
Hpamoncmonmas . MNB/05/263 MA number: / g SELE002615)
. ' Howmep PY " (PT-RU)
Jaumen3usa Ne
Analysis performed according ND / Anaaus nposeaen mo HJI: JITI-Ne(002648)-(PT-RU)-290623

*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 / KOHTpONs MOKa3aTeNs OCYLIECTBISCTCS MPOH3BOLMTENEM NpPH BHIIYCKE MEPHOAMYCCKU (C WHTEPBANOM OAHO
ucnbirarie Ha 20 cepuii umm He Menee 1 pasa B rox). [lokasarens MoxkeT GbiTb He BKodeH B CepTudukar aHanusa GUpMBI.

API name / HaumenoBanue A®@C: Amlodipine Besilate / Telmisartan / Tenmucaptan
Amnopunisa Ge3miaT

INN / MHH: Amlodipine / AMI0UNUH Telmisartan / TenmucapTat

API manufacturer batch number / ACQHO002992 ABRH007127, ABRH007410

Homep cepun npouspoautens AQ®C:

FP Manufacturer API Batch number / FEQA00620 FERA00452, FERA00453

Homep cepuu cy6eTaHumm
npousBoautess [JID:

Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,
API Manufactured by & country / India / India /
poussoantenr, A®C, cTpana: J-p Penan’c Jlaboparopuc JIta., | J-p Pemnu’c Jlaboparopuc Jlta.,
WUnpus WUnpus
IF\JIZ:I::;I?:& l;etis;i?llglt:i(::l/zétzltlrljlosf?: / Dr. Reddy's Laboratori.es Ltd., India, Formulation Unit.—6, Yill. Khol,
Release site / Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

HaumeHoBaHUe, ajipec, JIHLEH3HA LIS ,
» AlIpec, Jull A II-p Penau’c Jlabopatopuc JIta., Huaus, ITIpou3BOACTBEHHOS
IIpouseoacTBeHHAs MI0LaAKa /
nonpasaenenue-6, Bl Kxons, Hanarapx Poyn, banau, luctpukt

Inowanxka KoHTPOAR KavecTBa / Conan, X.JI., 173205, Unaus (muuensyus vomep MNB/05/263)
Ilinowmaaka BbINYCKA

Declaration of certification: «I hereby certify that the above information is authentic and accurate. This batch

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeyanue: [Tpoaykt coorsercTByeT TpeboBanusm HJI 3akiawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
l'IoJlr'OTOBﬂeHo:NOOJ.'/7 2 IposepeHo: Ramakant Ono6peno: Menemxkep / PykoBonurestb
Mohammad Pt 4 (Pl nt Amit Kumar / )

57 ot 1
Reprint Date / Reprint Date/ Reprint Date/ "
JlaTta: 18.12.2024 Hara: 18.12.2024 Jara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 500034, Telangana, India
Tel. +91 40 4900 2900, Fax: +91 4C 4900 2999, Email: maii@drreddys.com
CIN: L85135AP1984PLCD04507
www.drreddys.com




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

®e
! °Q® Vill. Khol, Nalagarh Road, Baddj
Dr. Reddy S ‘.. Distt. Solan, H.P.,, 173 205, INDIA
CERTIFICATE OF ANALYSIS Tel - +91 98166 56001-02
CEPTU®UKAT AHAJIU3A www.drreddys.com

Page 9 of 9/ Ctp. 9 uz 9

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

Ipoayxr: Tencapran™ AM (amnoaunus-+renmucapran) tabnerku 5 Mr+40 mr

Market / PoiHok : Russia / Poccus

Batch No./ ] Batch Quantity / . 23573 tab/

Cepusi Ne 3 MEHIEDE Pa3mep cepun ‘23573 Tab

Analytical Repourt No. / . 040002758850 Date of Analysis / . 18.12.2024

AHanuTHYeCKHIl oTUeT No JlaTa ananusa

Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa npouzBoacTBa TI'onen g0

11\1{ fi};l;enc? 1::;[;. : MNB/05/263 eI e g AE(C02CAD)-
POUSBOXCTE ‘ Howmep PY * (PT-RU)

aunen3us Ne

Analysis performed according ND / Auanu3 nposeaen mo HJI: JITI-Ne(002648)-(PT-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».

3akiouenne 0 cooTBeTcTBHM: «HacTosiuM s MOATBEpXKEAlO, YTO TPUBEAEHHAs Bblle HWHGOpPMaHUsA
ABJISETCA JOCTOBEPHOM W TOYHOM. DTa cepHs MPOAYKLMY NPpOU3BeJeHa (BKIIIOUas YNaKOBKY (MapKWpPOBKY) H
KOHTPOJIb KAayeCTBA) Ha BbINICYKA3aHHOM MPOM3BOJACTBEHHOH IUlomagke (MUIolagkax) B IOJIHOM
COOTBETCTBMH C TpeboBanusmu [IpaBiia Hajnexkalueil NPOM3BOACTBEHHOH mnpakTHkM Eppasuiickoro
sKOHOMHUYeckoro cor3a (Ne GMP/EAEU/RU/00554-2022 ot 02 cents6ps 2022) u TpebGoBaHUAMH KOHTPOJIA
KAuecTBa JIEKAPCTBEHHBIX CPEICTB, a TAKXKE B COOTBETCTBHM CO CHELM(UKALMAMH, COOCPKAIIMMHUCA B
PErHCTPALIMOHHOM J0ChE CTPAaHBI-UMIIOpTEpa. 3alHCH 110 MPOH3BOJICTBY, YIIAKOBKE M aHAJIW3Y MPOBEPECHBI, U
YCTAHOBJIEHO HMX COOTBeTCTBHe TpeboBanusMm IIpaBun Hamnexalled MPOU3BOACTBEHHOM [MPAKTHKH
EBpa3zuiicKkoro 3kOHOMHYECKOI'0 COI03a.

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: ITpoaykr cooTBeTcTBYET TpeboBanusm HJI 3axmouenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

IToarorosneno:Noor IIpoeepeno: Ramakant Onobpeno: MeHemkep / PykoBoauTenb
Mohammad @} ; Amit Kumar ==

Reprint Date / Reprint Date / ' Reprint Date/ "
Jata: 18.12.2024 Jara: 18.12.2024 Jara: 18.12.2024

Registered Office: 8-2-337, Road No. 3, Banjara Hills, Hyderabad - 560034, Telangana, India
Tel. +61 40 4900 2900, Fax: +91 4C 4300 2929, Email: maii@drreddys.com
CIN: L85195AP1984PLCO04507
wiaw.drreddys.com




