Dr.Reddy’s ‘,‘:‘

CERTIFICATE OF ANALYSIS

CEPTHOHKAT AHAJIM3A

Page10f9/Crp.1u39

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

[Ipoayxr: Tencapran” AM (amnoaunmn-+renm ucaprau) Tabsaetku 5 mr+40 mr

Market / Puinok : Russia / Poccus

Batch No. / © V2401897 Batch Quantity / . 40000 tab /

Cepus Ne Pasmep cepun 40000 Tab

Aanalytical Repovrt No. / . 040002659314 Date of Analysis / . 04.10.2024

AnajuTHYecKuii oTuer Ne Jdara ananuza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

|JaTa npoussoncrea Togen no

n fﬁk??tﬁ?:.};a : MNB/05/263 Sl A Munbers/ - “LU0R(002645)-
SRl ' Howmep PY " (PT-RU)

Jnnensus No

Analysis performed according ND / Anasnius nposegen mo HJL: JIIT-Ne(002648)-(PI'-RU)-290623

No.

Test / IloxazaTen

Result / PesyanTarsl

Specification / Hopma

1

Description / Onucanue

Oblong  shaped, uncoated,
biconvex, bilayered tablets with
pale pink layer on one side and
white layer with mottled
appearance on other side. /
Tabnerku MPONOJITOBATOM
dopmel, JABOSIKOBBIMYKJILIE,
IBYXCJIOHHbBIE,  OJMH  CJOH
CBETJIO-PO30BOTO  UBETa, C
BKparuleHHsaMH 0enoro Lpera,
BTOpOI#i ¢JI0H Oenoro usera.

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. / Tabnetkn
MIPOAONTrOBATOM dopmsl,
ABOSIKOBBINYKJIbIe, ABYXCNOMHBIE,
OJIVH CJIOH — OT CBETJIO-PO3OBOTO
o PO30BOTO LBETA, c
BKpamjieHusamMH 6enoro  wBeTa,
BTOPOH ¢JI0H — 6eI0ro WiM noutu
6eroro BeTa.

Remarks : The Product confirms to ND/
Ipumeuanue: [MpoxykT cooTreTcTBYET TpeGoBanuam HJJ

Conclusion : APPROVED /
3axioyenne: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Toaroroeneno: Santogh Ilporepeno: Pardeeg) Kumar | Ono6peHo: Menemxkep / Pykosoaurens
Kumar Maurya @ c" Abhishek Chauhan

Reprint Date / Reprint Date / Reprint Date /

Hara: 04.10.2024 Jara: 04.10.2024 Hara: 04.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIU3A
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
IIpoaykr: Tencapran” AM (amnogunuu+renmucapran) Tabnetku 5 Mr+40 mr

Market / Poinok

: Russia / Poccust

Batch No./ . Batch Quantity / . 40000 tab /

Cepus Ne e VEAUIShy Pasmep cepun * 40000 Tab

Analytical Repourt No. / . 040002659314 Date of Analysis / . 04.10.2024

Ananurudyeckuii oryer Ne JlaTa ananausa

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JaTa npou3BoacTBa Togen g0

S : MNB/05/263 MA number: / ; JII-N(002648)-
POMIBOA ‘ Homep PY * (PT-RU)

Junen3ust Ne

Analysis performed according ND / Anann3 nposeaen no HJI: JITI-Ne(002648)-(PT'-RU)-290623

No. Test / Iloka3aTeanb Result / Pe3yabTarTsl Specification / Hopma
2a Identification (HPLC) / | The retention times of major | The retention times of the major
Hpentudurxanun peaks in chromatogram of test | peaks in the chromatogram of test
(BIKX) 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 TeJIMHCapTaH besilate reference standards | besilate reference standards
solution (section "Assay"). /| solution (section "Assay"). /
Bpemena yaepxxuBanus | Bpemena YAEPKHUBAHHS
OCHOBHBIX MHKOB Ha | OCHOBHBIX THKOB Ha
XpoMaTorpaMMe HCIBITYEMOrO | XpoMaTorpaMMe  WCIBITYeMOro
pacTBOpa COOTBETCTBYIOT | pacTBopa JOTIKHBI
BpeMeHaM YAEPKHBaHHUS | COOTBETCTBOBATH BpeMEHaM
OCHOBHBIX MIHKOB Ha | YOCP)KUBaHUS OCHOBHBIX ITHKOB
XpoMaTorpamme pacTBopa | HA XpomarorpamMMme pacTBOpa
CTaHAaPTHBIX 00pasLOB | CTaHIAPTHBIX 00pazuoB
TeJMHUCapTaHa M aMIIOJMMNHUHA | TeMMHCApTaHA W aMJIOJUITHHA
6e3nnara (pazmen | Gezunara (paznen
«KonuuectBeHHoe «KonuuectreHHoe
OmpeJiciIeHHEN), OIpeIeNICHHEY).

Remarks : The Product confirms to ND/
ITpumeuanue: Ilpoaykt cooreeTcTByeT TpeboBaHmuaM HJT

Conclusion : APPROVED /
3akiawuenue: O/IOGPEHO

[

Prepared by / Checked by / Approved by: Manager/Executive /
IloarororneHo: Santos IIposepeHo: Pardeep Kumar | OpgobpeHo: Menemkep / PykoBogurens
Kumar Maurya é. P Abhishek Chauhay

= ol —
Reprint Date / Reprint Date / Reprint Date /
Hara: 04.10.2024 Jara: 04.10.2024 Jara: 04.10.2024
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
Hpoayxr: Tencapran” AM (amnoaumuu+renmucapran) tabnetku 5 Mr+40 mr

Market / PbiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepust Ne : V2A0182] Pa3mep cepun " 40000 Tab

Analytical Repovrt No. / . 040002659314 Date of Analysis / . 04.10.2024

AHATHTHYeCKHH 0TyeT No Jdara anannza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JlaTa npon3BoacTBA T'onen no

Mipoamoncsoemas : MNB/05/263 MA number: / , JIT-Re(002648)-
POHIBOL : Howmep PY " (PT-RU)

JauueH3us No

Analysis performed according ND / Ananus npoBeaen no HJ/I; JIII-Ne(002648)-(PI'-RU)-290623

No. Test / IloxazaTeJb Result / PesyabpTaTsl 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
Npenruduranus chromatography of the test and | test and standard solutions, should
Y ®-cnexkrpockonus standard solutions, have | have absorption maxima at the
(BI9XKX (PDA- absorption maxima at the same | same  wavelengths  (£2 nm)
JAETEKTOP)) wavelengths (£2 nm) (section | (section "Assay"). / Y®-cnekTpsl
Amlodipine and "Assay"). / Y®-crekTphl | MOrNIOIEeHUA MTHKOB
Telmisartan / aMnoaunuH | MOrJIOUIEHHUS MUKOB | TEIMHUCApTaHA W  aMJIOJIMITHHA,
U TeIMHCapTaH TeMMHCApTaHa M aMJIOAMIMHA, | TOJydEeHHbIe npH
HOJyYeHHBIE npu | xpomarorpadupoBaHHH
XpoMaTtorpadupoBaHHH HCMEITYEMOTO M CTaHJapTHOro
UCMBITYEMOTO M CTaHJAPTHOrO | pacTBOPOB,  JOJDKHBI  WMETh

pacTBOPOB, UMEIOT MAaKCUMYMbI | MAKCUMYMbI ~ TOTJIOLEHUS  MPH
TIOFNIOLIEHUS TMPH OJHHUX M TEX | OHHX M TeX >e JIMHAaX BOJIH
ke AnnHax BoJiH (£2 HMm) (pasgen | (£2 M) (pasaen

«Kusimueu tsennue wI{usmueL 1 BeHHUT
OMPENIETCHUEN). OIpeesieHHue).
3 Dissolution / PacrBopenue
Amlodipine / Unit-1 / Tabn.-1 105 % Not less than 75% (Q)
AMIOIUITUH Unit-2 / Tabn.-2 102 % Ca0H2sCIN2Os  (Amlodipine) in
Unit-3 / Tabn.-3 100 % 30 min. / He menee 75% (Q)

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Ilpumeuanne: Ilpoaykr cootBercTBYeT Tpebopanusm HJJ 3axawuenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[MoarorosineHo: Santos Ipoepeno: Pardeep Kumar | Onobpeno: Menemigep / PykoBonutens
Kumar Maurya g:‘ f Abhishek Chauhan /

C— e —
Reprint Date / Reprint Date / Reprint Date /
Hata: 04.10.2024 JlaTa: 04.10.2024 Jara: 04.10.2024
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CERTIFICATE OF ANALYSIS

CEPTUPUKAT AHAJIM3A
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a0

poaykT: Tencapran

[Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
AM (amnogunun-+renmucaprad) tadjetkn 5 mr+40 mr

Market / Peinok

: Russia / Poccust

Batch No. / . V2401897 Batch Quantity / : 40000 tab /

Cepus Ne Pa3mep cepun 40000 tab

Analytical Repourt No./ . 040002659314 Date of Analysis / . 04.10.2024

AHanuTudecKHi oT4yeT No JlaTa anannia

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JaTa npousBoacTBa T'open no

Hpomsmoneroemrns : MNB/05/263 S ANTErS Ly
e ' Howmep PY " (PT-RU)

JHLeH3Hs Ne

Analysis performed according ND / Anasns nposegen no HJI: JITI-Ne(002648)-(PT-RU)-290623

No. Test / Ilokazaren Result / PesyabTaThl Specification / Hopma

Unit-4 / Tabn.-4 103 % C2oHa5sCIN:Os (amnoannun) dyepes
Unit-5 / Tabn.-5 99 % 30 muH.
Unit-6 / Tabn.-6 103 %

Telmisartan / Unit-1 / Tabn.-1 99 % Not less than 75% (Q)

Tenmucapran Unit-2 / Tabn.-2 100 % | C»3H3oNsO2  (Telmisartan)  in
Unit-3 / Ta6n.-3 101 % 30 min. / He menee 75% (Q)
Unit-4 / Ta6n.-4 102 % C33H30N4O; (TenmucapraH) uepes
Unit-5 / Ta6n.-5 96 % 30 muH.
Unit-6 / Ta6i.-6 97 %

4 Impurities / Ilpnvecn -

Amlodipine /

AMIOOUITUH

Impurity D / Ilpumecu D | Below LOQ (LOQ =0.08 %)/ | Not more than 0.5 % /
Huxe npenena He 6onee 0,5 %
KOJTMYECTBEHHOIO OIpeCICH S
(ITKO = 0.08 %)

Any unidentified Below LOQ (LOQ =0.08 %) / Not more than 0.2 % /

impurity / EquHuuHOMI Hwxe npenena He 6ouee 0,2 %

HeMACHTH(DUUMPOBAHHON | KOJIMUECTBEHHOr'O OIpe/esIeHus

npuMecu (IIKO =0.08 %)

Remarks : The Product confirms to ND/
Ilpumeuanue: [IpomykT coorBeTcTByeT Tpebosanuam HJJ

Conclusion : APPROVED /
Sakmouenne: OJIOKEPEHO

Prepared by / Checked by / Approved by: Managger/Executive /
IToarorosnexo: Santo‘:gl Iposepeno: Pardeep Kumar | Opobpeno: Menemxgp / PykoBoautesns
Kumar Maurya : Abhishek Chauhan /

Reprint Date / Reprint Date / Reprint Date /

JHara: 04.10.2024 Hata: 04.10.2024 Hara: 04.10.2024
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[Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Opoxyxrt: Tencapran™ AM (amnoaunus+renMucapraH) Tabnetku S Mr+40 mr

Market / PoiHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepusa Ne Rl Pazmep cepun " 40000 Tab

Analytical RepoE‘t No. / . 040002659314 Date of Analysis / . 04.10.2024

|AHATHTHYECKHH 0T4eT Ne Jlata ananuza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JaTa npon3BoacTea T'oxen xo

gfﬁhl;l;?ts:a?:;x;a : MNB/05/263 R e £ o B RO
S ' Howmep PY " (PT-RU)

anensus Ne

Analysis performed accordmg ND / Anann3 mposenen mo HJI: JITI-Ne(002648)-(PT-RU)-290623

IMpumeuanue: [Ipogykt cooTBeTcTBYET TpeboBanusm HJJ

No. Test / Ilokazaresn Result / Pe3yabTars! Specification / Hopma
Total impurities / Cymma | Below LOQ / Hixe npenena Not more than 1.5 % /
npumeced KonMyecTBeHHOro onpenencuus | He 6onee 1,5 %
Telmisartan /

Tenmucapran
Impurity A / ITpumecu A | Below LOQ (LOQ = 0.004 %) / | Not more than 0.2 % /
Hwxe npenena He 6onee 0,2 %
KOJIHUECTBEHHOTO OMpeaesieHUs
(ITKO = 0.004 %)
Dimer acid / JJumepHoii Not detected / He 0OHapyskeHa Not more than 0.2 % /
KUCOTBI He Gonee 0,2 %
Any unidentified Below BDL (BDL~ 0.05 %) / Not more than 0.2 % /
impurity / EquHu4uHO#R Hwxe nopora peructpauuu (IIP | He 6onee 0,2 %
HeugeHTuduuuposanuoi | = 0.05 %)
pUMECH
Total impurities /Cymma | Below BDL / Huke nopora Not more than 1.5 % /
npuMccci PCTHCTPALIH Ile 6onee 1,5 %%
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3akawuyenune: OJIOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IMoaroroeneno: Santosh IIporepeno: Pardeep Kumar | Onobpeno: Menemep / Py BOJIUTESTB
Kumar Maurya @; QVL/ Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date /

Jara: 04.10.2024 Hara: 04.10.2024 Hara: 04.10.2024
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CERTIFICATE OF ANALYSIS
CEPTH®UKAT AHAJIM3A
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+40 mg
Iponyxr: Tencapran® AM (amnoaunud+renmucaprad) tabnerk 5 mr+40 mr

Market / Prinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab/
Cepust Ne SVESOIS Pa3mep cepun 40000 Tab
Analytical Repo:‘t No./ . 040002659314 Date of Analysis / . 04.10.2024
AHATMTHYEeCKHI oT4eT No JlaTa aHaJIH3a
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JlaTa npon3BoacTBa TI'onen no
Mfg. License No. /

. MA number: / . JITT-Ne(002648)-
IIpousBoacTBeHHAN : MNB/05/263 Homep PY " (P-RU)
JHOeH3HA No

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

Ipumeuanue: Ilponykt coorseTcTByeT Tpebosanuam HJI

No. Test / IlokazaTenn Result / PesyabTaTtsl Specification / Hopma
5 Water content / 1.8 % Not more than 4.0 % /
Coaep:kaHue BOIbI He 60iee 4,0 %
6 Uniformity of dosage units/ OnHopogHoCTH 103HPOBAHHBIX €XHHHI
Amlodipine / 52 The acceptance value (4V) should
AMIOAUTHH be less than or equal to 15.0 /
ITokazarens mpuemnemocti (AV)
JI0OJbKeH OBITh He Gonee 15,0.
Telmisartan / 2.0 The acceptance value (4V) should
Tenmucapran be less than or equal to 15.0 /
ITokazarens mpuemnemocta (AV)
IOJDKEH ObITh He Gonee 15,0.
7 Microbiological purity* / MuxpooHoJiornueckasi 4ucrora*
a) Total Aerobic Less than 10 CFU/g/ Not more than 10° CFU/g /
Microbial Count / Ob1iee | Menee 10 KOE/r He 6onee 10° KOE/r
YUCIIO a9POOHBIX MUKPO-
OpraHU3MOB
b) Total Combined Yeast | Less than 10 CFU/g/ Not more than 10? CFU/g /
and moulds count / Menee 10 KOE/r He 6onee 10> KOE/r
O6iiee 4ncio
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

Zaxmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarororneno: Santosl [posepeno: Pardeep Kumar | Omobpeno: Menemigep / Pykoroaurens
Kumar Maurya @ f Abhishek Chauhary ' /

Reprint Date / Reprint Date / Reprint Date / '

Jlarta: 04.10.2024 Jata: 04.10.2024 Jlata: 04.10.2024
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CERTIFICATE OF ANALYSIS
CEPTHOHUKAT AHAJIM3A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
Ipoaykr: Tencapran™ AM (ammopumua+renmucapran) Tabiaerku 5 mr+40 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 40000 tab /

Cepus Ne : V2401897 Pasmep cepun * 40000 Tab

Analytical Repovrt No./ . 040002659314 Date of Analysis / . 04.10.2024

AHaJUTHYeCKHI oTueT Ne Jara anannza

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JlaTa npou3BoacTea T'open xo

Mpommonersonnas : MNB/05/263 MLA number: / ; JHI-N(002645)-
D ' Homep PY * (PI-RU)

nuneH3us Ne

Analysis performed according ND / Auann3 nposeaen mo HJI: JITI-Ne(002648)-(PI'-RU)-290623

No. Test / IlokazaTesib Result / PesyabTaTsl Specification / Hopma
JPOACKEBBIX U
IJIECHEBBIX IPpUOOB

c) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OrcyrctByerB 1 OrcyrctBue B 1 1
8 Assay / KoanyecTBeHHOE Onpee/ieHHe
Amlodipine / 5.07mg/5.07 mr Not less than 4.5 mg and not more
AMIIOTUITUH than 5.5mg of CyHasCIN>Os

(Amlodipine) in tablet. /

Ot 4,5 MI" A0 5,5 Mr ConzsClNzOs
(amioaunuu) B TabreTke.
Telmisartan / 40.4 mg/ 40.4 mr Not less than 36.0 mg and not
Tenmucapran more than 44.0 mg of C33;H30N4O;
(Telmisartan) in  tablet. /
OT 36,0 MI’ 4O 44,0 MU C33H30N402
(TenmucapTaH) B TabreTke.

9 Package / Onucanue 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. / [To 7 tabnerok B 6mucrepe u3 (IIBX/AVITA) donbru /
ATIOMUHHEBOH (ONBIU C TEPMOKJICEBBIM JIAKOBBIM IOKPBITHEM H
IIE/JIaKOBBIM NOKpBITHEM. 10 4 OucTepa B mauKy KapTOHHYIO BMECTE
C MHCTPYKUHEH 110 NPUMEHEHHUIO (JINCTKOM-BKJIA/IBILIEM).

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpumeuanue: Ilponykr coorseTcTBYET TpeboBanusam HJI 3axmouyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarororneno: Santosh [Tpoeepeso: Pardeep Kumar | Ono6peno: Menemgkep / PykoBoautens
K M ﬁ\ ] Abhishek an]
umar Maurya QL’( bhishek Chauha

Reprint Date / Reprint Date / Reprint Date /
Jara: 04.10.2024 Hata: 04.10.2024 Hara: 04.10.2024

FUT Fngaia

-maily mai@drreglds
G45G7




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJIM3A

Page8 of 9/Crp. 8 u3 9

'Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+40 mg
IIponyxr: Tencapran™ AM (amnoaunuu-+renmucaptan) Tabnetkn 5 mr+40 mr

Market / Poinok : Russia / Poccust

Batch No. / . Batch Quantity / . 40000 tab /

Cepust Ne i Pa3mep cepun 40000 Tab

Analytical Repovrt No. / . 040002659314 Date of Analysis / . 04.10.2024

AnaATHTHYeCKHH oTYeT No JlaTa anann3a

Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027

JlaTa mpousBoacTsa TI'open ao

gfﬁ'“&;zﬂge;::l;;ﬂ : MNB/05/263 Lo BUmbCY ; AISCOEE0)=
= ' Homep PY " (PT-RU)

JIMIeH3Hs Ne

Analysis performed according ND / Anaans nposexen 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 / KoHTposnes nokasarens OCYILUECTBIACTCA NPOUZBOIMTENEM IPH BbIITYCKE NEPHOAMYECKH (C MHTEPBAIOM OAHO
ucribiTanue Ha 20 cepuii uinv ue medee 1 pasa B roj). [lokasarens MoxeT ObITh He BkItoYeH B CepTUdHKAT aHaM3a QUPMBI.

API name / Haumenopanue AD®C:

Amlodipine Besilate /
AMnogunuHa 6e3unar

Telmisartan / TenMucapTan

Homep cepuu cy6cTaHum
npouspogutess [JID:

INN/MHH: Amlodipine / AMI0AUNUH Telmisartan / TenMucaptan
API manufacturer batch number / ACQHO002746 ABQHO007768, ABQH007845
Howmep cepnu npouspoaurenss AQC:

FP Manufacturer API Batch number / FEQAQ0512 FEQAO00611, FEQA00612

API Manufactured by & country / India/

Iponseonurens APC, ctpana:
Wnnus

Dr. Reddy’s Laboratories Ltd.,

J-p Peman’c Jlabopartopuc JItx.,

Dr. Reddy’s Laboratories Ltd.,
India /
J-p Pennu’c Jlaboparopuc JITx.,
Wnpus

Name, address, authorization No for
FP manufacturing site / Control site /
Release site /

HanmcHobanue, apec, JTNICIH
IlpousBoacTBEHHAs IJIOILAAKA /
Ilioiagka KOHTPOJIS KaUyecTBa /
Inomaaka BelNycKa

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No

H-p Pennu’c JTabopatopuc JIta., Hunus, [IpoussoacTBeHHOE
noppazzenenue-6, Bunn. Kxons, Hanarapx Poya, bapay, JucTpuxT
Conan, X.I1., 173205, Uunust (nunien3us Homep MNB/05/263)

MNB/05/263) /

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

Remarks : The Product confirms to ND/
ITpumeuanue: IpoaykT cooTBeTcTBYET TpeboBaHusM H/JJ

Conclusion : APPROVED /
3axaouenne: OTOBPEHO

Prepared by / Checked by /
IToproroBneHo: Santos [Tpoeepeno: Pardeep Kumar
Kumar Maurya L

Approved by: Managey/Executive /
OnobpeHo: Menemxkep / PykoBonuresib
Abhishek Chauhan

Reprint Date / Reprint Date /

Jata: 04.10.2024

Reprint Date /
Jara: 04.10.2024

| Hara: 04.10.2024
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CEPTHUOUKAT AHAJIU3A
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+40 mg
\Ip OayKr: Tencapran®™ AM (amnoaunuu+renmucapran) Tabnerku 5 mr+40 mMr
Market / Poinok : Russia / Poccust
Batch No. / ) Batch Quantity / . 40000 tab /
Cepus Ne SRR Pasmep cepun 40000 Tab
Analytical Repovrt No./ . 040002659314 Date of Analysis / . 04.10.2024
AHAMTHYECKHH oTYeT N JlaTa aHAIH3A
Date of Manufacture / . 08/2024 Date of Expiry / . 07/2027
JlaTra npousBoacTea Togen oo
Mfg. License No. /

. MA number: / . JIIT-Ne(002648)-
IIpousBoacTBenHast : MNB/05/263 Homep PY " (P-RU)
aunenzus Ne
Analysis performed according ND / Auanu3 nposegen no HJI: JITI-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 Eurasian 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».

3aksouenne 0 cooTBercTBMM: «HacToslmuM si TOATBEpPXKAAlO, YTO TMPUBEACHHAA BhILIE HHOOPMALMA
ABIISIETCA IOCTOBEPHOM M TOUHOM. DTa CepHs MPOAYKLMH MPOU3BeieHa (BKUTIOYAs yNakoBKY (MApKMPOBKY) U
KOHTPOJIb KAauecTBa) Ha BBIMIEYKA3aHHOW MNPOM3BOACTBEHHOM mUiowaake (MIOmAaaKax) B IOJHOM
COOTBETCTBMM C TpeboBanuamu [IpaBun Haexalleil NPOH3BOJCTBEHHOM MNpakTHKM Eppasuickoro
sKkoHOMHueckoro corosa (Ne GMP/EAEU/RU/00554-2022 ot 02 centsa6ps 2022) v TpeOOBaHUAMU KOHTPOJIA
KAueCTBA JIEKAPCTBEHHBIX CPEJCTB, a TAKXKE B COOTBETCTBMH CO CHELM(DHKALMAMH, COAEPHKAILIUMHCS B
PErucTpalliOHHOM JI0Che CTPaHBI-UMIIOPTEpa. 3aliCH MO MPOH3BOJICTBY, YIIAKOBKE M aHAITU3Y NPOBEPEHBI, U
YCTaHOBJIEHO WX CcOOTBeTcTBUEe TpedoBaHusaM [IpaBun Haanexaweld MNPOU3BOACTBEHHOW MPAKTHKH
Eppa3uiickoro 5KOHOMHYECKOro COI03a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: IIpoaykT coorBeTcTBYeT TpeboBanuam HJI 3akaodenue: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Moarorosneno: Santosh IMposepeno: Pardeep Kumar | Onobpeno: Menemkep / Pykopoauress
Kumar Maurya Qi - |"" Abhishek Chauha

Reprint Date / Reprint Date / Reprint Date /

Hata: 04.10.2024 Jara: 04.10.2024 Hara: 04.10.2024
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