Dr.Reddy’s ":'

CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Page10f9/Ctp.1u39

Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
IIponykt: Tencapran™ AM (amnonunus+tenmucapran) TabneTku 5 mr+80 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne € V2400822 Pasmep cepun * 400000 Tab6

Analytical Repo\f’t No. / . 040002531061 Date of Analysis / . 28.05.2024

AnanuTudyeckii oruer Ne JlaTa anaanza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npou3BoacTBa I'oaen a0

o 18- dcense No. 7 | MINB/05/263 MA number: /  JITI-Ne(002648)-
POUSBOACTBERHAR ‘ Homep PY " (PT-RU)

auuensua Ne

Analysis performed according ND / Anann3s nposeaen no HJI: JITI-Ne(002648)-(PI'-RU)-290623

No. Test / Iloka3zaTesn

Result / PesyabTaTsl

Specification / Hopma

1 Description / Onucanne

Oblong  shaped, uncoated,
biconvex, bilayered tablets with
pale pink layer on one side and
white layer with  mottled
appearance on other side. /
Tabnetku IIPOAONIrOBaTOM
thopmel, JIBOSIKOBBIITYKJIBIE,
JIBYXCNOHHBIE, OOWH  CJIOH
CBETJIO-pO30BOTO  I[BE€Ta, C
BKpam/ieHusiMH Oenoro IBeTa,
BTOPOIt cnoit 6esoro Lpera.

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
NpoJONTroBaToH tdhopmbl,
JBOSIKOBBITIYKJIbIE, JBYXCIOHHBIE,
OJIUH CTIOH — OT CBETIIO-PO30BOTO
jilo) pO30BOTO LBETA, c
BKpaIuleHussMH  OeJioro  1Bera,
BTOPO# clloil — 6enoro unu noUTH
fenoro 1geTa.

Remarks : The Product confirms to ND/
Ilpumeuanue: IlponykT cooTreTcTBYeT Tpeboranusm HJI

Conclusion : APPROVED /
3axmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
ITonroroeneno: Ankit ) IIpoeepeno: Santosh Kumar | Omobpeno: Menemxep / PykoBoaures
/4_./-" Maurya (- Manoj Kumar
i ——— § Lo
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.05.2024 Jara: 28.05.2024 Hata: 28.05.2024
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Iponykr: Tencapran® AM (amnoaunuH+renmMucapraH) TabaeTku 5 mr+80 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /
Cepus Ne : V2400822 Pa3mep cepun " 400000 Tab
Analytical Repovrt No./ . 040002531061 Date of Analysis / . 28.05.2024
Aganurayeckuii oryer No Jara ananusza
Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027
JlaTa npon3BoacCTBA T'open go
Mfg. License No. /

. MA pumber: / . JIII-Ne(002648)-
ITpouzBoacTBeHHan : MNB/05/263 Homep PY * (PL-RU)
aunen3us Ne

Analysis performed according ND / Ananu3s nposepen no HJI: JIII-Ne(002648)-(PI'-RU)-290623

No. Test / Iloxa3arenn

Result / PesyabTaTsl

Specification / Hopma

2a
Npenruduranusn
(BOXKX)
Amlodipine and

U TeIMHUCApPTaH

Identification (HPLC) /

Telmisartan / amnogunux

in the
Telmisartan
besilate reference
solution (section
Bpemena
OCHOBHBIX
XpomaTrorpamme
pacTBopa
BpeMeHaM
OCHOBHBIX
XpomaTrorpamme
CTaHJAPTHBIX

Oesunara
«KonuuectBeHHoE
OIpeLeICHUEY).

The retention times of major
peaks in chromatogram of test
preparation corresponds to that
chromatogram
and Amlodipine
standards
"Assay"). /
yaep>KABaHUS
[IUKOB
HCITBITYEMOTO
COOTBETCTBYIOT
yIaep>KHBaHHS
THKOB

of

Ha

Ha

pacTBopa
00pazLoB
TENIMUCAPTAHA W AMIIOJMITHHA

(pazmen

The retention times of the major
peaks in the chromatogram of test
preparation should correspond to
that in the chromatogram of
Telmisartan and  Amlodipine
besilate reference standards
solution (section "Assay"). /
Bpemena yAep>KUBaHHs
OCHOBHBIX MMKOB Ha
XpoMaTrorpamMme  HCHBITYEMOro
pacTBOpa JIOJTAKHBL
COOTBETCTBOBATh BpeMeHaMm
yIOSp)KUBaHHUS OCHOBHBIX IHKOB
Ha XpoMmarorpaMMe pacTBOpa
CTaHAapTHBIX 06pa3uoB
TeIMHUcapTaHa aMJIOOUITHHA
Oesunara (paznen
«KonuuectreHHOE
OIIpEACTICHHEY).

H

Remarks : The Product confirms to ND/
IMpumeyanue: HpoaykT coorBeTcTBYET TpeboBanusaM H/J

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

JHara: 28.05.2024

Hara: 28.05.2024

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

IMoaroroeneno: Ankit ) ITpoeepeno: Santosh Kumar | Ono6peno: Menemxep / Pykosoaurens
//1 ~"| Maurya Manoj Kumar =

Reprint Date / Reprint Date / Reprint Date /

Hara: 28.05.2024
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Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+80 mg
Ipoaykr: Tencapran®™ AM (amnoaunuH+renmucapran) Tabnerku 5 mr+80 mr

Market / Poinok

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepusi Ne § V2400822 Pa3mep cepun 400000 Tab

Analytical Repovrt No./ . 040002531061 Date of Analysis / . 28.05.2024

AHaJuTHYeCKHIi oTueT Ne Jata ananuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

Jara npoH3BoacTBA T'onen no

11\14 fﬁ;,féiell?ﬁ:";,;ﬂ : MNB/05/263 MA number: /  JUT-Ne(002645)-
p AcTEeR ' Howmep PY " (PT-RU)

Junen3ust Ne

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

No. Test / IlokazaTtesb Result / PesyabTaTs! 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
HNpenTndpukanns 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)
AETEKTOP)) wavelengths (£2 nm) (section | (section "Assay"). / Y®-cnekTpsl
Amlodipine and "Assay"). /' Y®-cnekTpsl | TIOIIOLISHUA MHKOB
Telmisartan / aMnoAWONH | TOTJIOIIEHHU [HKOB | TeJIMUCApTaHA W aMJIOJUIIHHA,
W TEIMHCapTaH TelIMHCApTaHA M aMIIOJMIIMHA, | [IOJy4eHHBIE npH
HOJTY4EHHBIE npu | xpomarorpadupoBaHuH
XpoMaTtorpadupoBaHUH HCMBITYEMOT0 U CTaHAAPTHOTO
UCIIBITYEMOTO M CTAaHAApTHOrO | pacTBOPOB,  JO/DKHBlL  UMETh
pacTBOPOB, UMEIOT MAKCUMYMBI | MAKCUMYMbl  MOIJIOLIEHHS —IpU
IOTJIOLIEHH MPY OMHUX W TeX | ONHHX M TeX Xe [UIMHAX BOJH
ke AnmuHax BojiH (2 am) (paznen | (2 am) (pasaen
«KonuuecTBeHHOE «KonnyecTBeHHOE
OIpeaesICHHE»). OIpeIeNICHHE).
3 Dissolution / PactBopenne
Amlodipine / Unit-1 / Tabn.-1 100 % Not less than 75% (Q)
Amnogunus Unit-2 / Tabn.-2 96 % C20H5CIN2Os  (Amlodipine) in

Remarks : The Product confirms to ND/
[Mpumeuanue: I1poaykTt coorBeTcTBYeT TpebosaHusM HJJ

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Jlata: 28.05.2024

Jlara: 28.05.2024

Prepared by / . Checked by / Approved by: Manager/Executive /
IMoarorosieno: Ankit \ [posepeno: Santosh Kumar | Onobpeno: Menemxep / PykoBogurens

i "Maurya 4% Manoj Kumar @ﬁ?
Reprint Date / Reprint Date / Reprint Date /

Hara: 28.05.2024
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoaykr: Tencapran™ AM (amyopunuH+TenMucapray) TadneTku 5 mr+80 mr

Market / PbiHOK : Russia / Poccus

Batch No. / - Batch Quantity / . 400000 tab /

Cepusi Ne 3 V2400822 Pasmep cepun " 400000 Tab

Analytical Repo:'t No. / . 040002531061 Date of Analysis / . 28.05.2024

AnanuTudeckuii oruet Ne Jlata ananuza

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTta npou3BoacTBA Togen oo

ﬁ“ﬁﬁ'ﬁ“ﬁeﬁfﬁ.‘{iﬂ : MNB/05/263 MA number: / ; THIN(002648)-
. ' Homep PY " (PT-RU)

aunensus Ne

Analysis performed according ND / Ananu3s nposegen no HJI: JII-Ne(002648)-(PI'-RU)-290623

No. Test / Iloxazarenn Result / Pe3yabTarsl Specification / Hopma
Unit-3 / Tabn.-3 96 % 30min. / He menee 75% (Q)
Unit-4 / Tabn.-4 99 % C20H2sCIN2Os (amnoaunus) uepes
Unit-5 / Ta6n.-5 98 % 30 muH.
Unit-6 / Tabn.-6 96 %
Telmisartan / Unit-1/ Taba.-1 96 % Not less than 75% (Q)
Tenmucapran Unit-2 / Ta65.-2 96 % Cy3HyoNsO;  (Telmisartan)  in
Unit-3 / Ta6n.-3 96 % 30min. / He menee 75% (Q)
Unit-4 / Ta6n.-4 96 % Cs3H30N4O: (renmucapraH) depes
Unit-5 / Ta6n.-5 98 % 30 mun.
Unit-6 / Tabn.-6 96 %
4 Impurities / Ilpumecn
Amlodipine /
AMIOIUITHH
Impurity D / TIpumecu D | Below LOD (LOD = 0.027 %) / | Not more than 0.5 %/
Hwxe npenena obuapyxeHus He 6onee 0,5 %
(I10 =0.027 %)
Any unidentified Below LOQ (LOQ =0.08 %) / Not more than 0.2 % /
impurity / EnquHu4HoM Huxe npenena He 60nee 0,2 %
HeUJeHTHOHULIMPOBAHHON | KOJIMYECTBEHHOTO ONpeAeTIeH s
NpUMecH (ITKO = 0.08 %)
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IMpumeuanne: ITpoaykT cooTBeTcTBYET TpeboBanuam HJI Saxawdyenne: OJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /

[Toarorosneno: Ankit //f IIposepeHo: San\tj}ih Kumar | Omo6peno: MeHemxkep / PykoBoauTresnb
=
L=

Maurya B Manoj Kumar ZQJ

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.05.2024 Hara: 28.05.2024 Jara: 28.05.2024
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Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+80 mg
Hpoaykr: Tencapran” AM (amnoaunuH+Tenmucapran) Tabnetku 5 mr+80 mr

Market / Poinox : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepus Ne § V2400822 Pazmep cepun * 400000 Tab

Analytical Repourt No. / . 040002531061 Date of Analysis / . 28.05.2024

AHanuTHYeCKHil 0T49eT Ne JaTa aHasnu3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npon3BoacTBA I'ogen 1o

e 1. cense Ho. | VINB/05/263 MA number: / | JITI-Ne(002648)-
POHIEOA 8 ' Homep PY " (PTRU)

Junensns Ne

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

Conep:xaHHe BOAbI

No. Test / IllokasaTean Result / PesyabTaThl Specification / Hopma
Total impurities / Cymma | Below LOQ / Not more than 1.5 % /
npumecen Hrke npenena He 6onee 1,5 %

KOJIUYECTBEHHOTO OMpeeNieH s
Telmisartan /
Tenmucapran
Impurity A / Ilpumecu A | Below LOQ (LOQ = 0.004 %)/ | Not more than 0.2 % /
Hixe npenena He 6omnee 0,2 %
KOJIMYECTBEHHOTO ONpee/ieHUS
(TTKO = 0.004 %)
Dimer acid / JlumepHoit | Not detected / He 0OHapy:xeHa Not more than 0.2 % /
KHUCIIOTBI He 6onee 0,2 %
Any unidentified Below BDL (BDL= 0.05 %) / Not more than 0.2 % /
impurity / Equnu4Ho#M Hinke nopora peructpauuu (IIP | He 6onee 0,2 %
HenaenTuduuuposannoi | = 0.05 %)
npuMecH
Total impurities /Cymma | Below BDL / Huxe nopora Not more than 1.5 % /
TpuMecei perucTpaluu He 6onee 1,5 %
5 Water content / 1.9% Not more than 4.0 % /

He 6oiee 4,0 %

Remarks : The Product confirms to ND/
ITpumeuanue: ITpoaykT cooTBeTcTBYET TpeboBanuam HJ

Conclusion : APPROVED /
3akmwouenue: OXOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
IToarorosneHo: Ankit f I[Tposepeno: Santosh Kumar | Ono6peno: Menemxkep / PykoBoanrens
4 -Maurya & Manoj Kumar :
2 & )
Reprint Date / Reprint Date / Reprint Date /
Jara: 28.05.2024 JHara: 28.05.2024 Jara: 28.05.2024
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CERTIFICATE OF ANALYSIS
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Product : Telsartan AM (amlodipinet+telmisartan) Tablets 5 mg+80 mg
IIpoaykt: Teacapran™ AM (amnoaun1H+TenmMucapran) Tabnerku 5 mr+80 mr

Market / PeiHoK : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepnsi Ne : V2400822 Pazmep cepun ° 400000 Tab

Analytical Repovrt No. / . 040002531061 Date of Analysis / . 28.05.2024

AHaTuTHYCCKHH 0TYeT Ne Jara anaansza

Date of Manufacture / . 04/2024 Date of Expiry/ . 03/2027

JlaTa npou3BoacTBa T'oneH g0

prg. Jeense Na-/ . VNB/0S/263 MA number: / | JITI-Ne(002648)-
POHIBOACTEE ‘ Homep PY " (PT-RU)

Junen3nst Ne

Analysis performed according ND / Anasns nposenen no H/I: JIII-Ne(002648)-(PI'-RU)-290623

No. Test / llokazaTeyb ] Result / Pe3yabTaTsl | Specification / Hopma

6 Uniformity of dosage units/ OqHOpoIHOCTb J03HPOBAHHLIX €JHHMI
Amlodipine / 4.6 The acceptance value (4V) should
AMIOAUNNH be less than or equal to 15.0 /

IMTokazarens npuemnemoctd (AV)
JoJpKeH ObiTh He Honee 15,0.
Telmisartan / 1.9 The acceptance value (4V) should
Tenmucapran be less than or equal to 15.0 /
[Mokazarens npuemieMmoctd (A4V)
JoJkeH 6uITh He 6onee 15,0.

7 Microbiological purity* / Mukpo6Hosiornyeckas 4yacrora*
a) Total Aerobic Less than 10 CFU/g/ Not more than 10* CFU/g /
Microbial Count / O6iuee | Menee 10 KOE/r He 6onee 10° KOE/r
YHCITI0 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

Obuiee uncno
JPOOKEBBIX U
TUTECHEBBIX TPHOOB

¢) Escherichia Coli Absent in 1 gram / Shell be absent in 1 gram /
OtcytcrByerB 1T OtcyrctBue B 1 1
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Mpumeuanue: IlponykT cooTBeTcTBYeT Tpebosanuam HJI 3akmwuenune: ONOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IMoarotosneno: Ankit /f IMposepeno: Santosh Kumar | Opobpeno: Menemxep / PykosoauTesb
/ S ~Maurya cc Manoj Kumar
e A

Reprint Date / Reprint Date / Reprint Date /
Jara: 28.05.2024 Mara: 28.05.2024 Hara: 28.05.2024
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Ipoaykr: Tencapran® AM (amiopunuH+TenMucapraH) TabneTku 5 mr+80 mr

Market / Poinok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepusa Ne ¥ V2400822 Pa3zmep cepuu 400000 Tab

Analytical Repourt No./ . 040002531061 Date of Analysis / . 28.05.2024

AnanuTuyecknii oryer Ne JlaTa aHanu3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JlaTa npou3BOACTBA I'ogen no

yfﬁ;:;;ﬂie;:;;a : MNB/05/263 MA number: /  JHT-Ne(002645)-
PONZBOA ' Homep PY " (PT-RU)

JuneH3ust No
Analysis performed according ND / Anasnu3s uposegen mo HJI: JITI-Ne(002648)-(PI'-RU)-290623

No. Test / IlokazaTesn Result / PesyabTaTsl Specification / Hopma

8 Assay / KosinuecTBeHHOE oNpeae/icHue
Amlodipine / 4.93 mg/4.93 mr Not less than 4.5 mg and not more
AMITOIUITUH than 5.5mg of CyH25CIN2O:s

(Amlodipine) in tablet. /

Ot 4,5 mr o 5,5 mr Ca20H25sCIN2Os
(amJI0OUNIIHH) B TabJIETKE.
Telmisartan / 80.6 mg/ 80.6 mMr Not less than 72.0 mg and not
Tenmucapran more than 88.0 mg of C33H3oN4O:
(Telmisartan)  in  tablet. /
Ot 72,0 Mr o 88,0 Mr Ci3H3oIN4O;
(TenMucapraH) B TabJIETKE.

9 Package / Onncanne 7 tablets per blister of (PVC/Al/PA) foil/aluminum foil with heat seal
YIAKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / ITo 7 tabnerok B Gnuctepe uz (IIBX/AI/TTA) donbru /
AMIOMHHUEBON (GONBIM C TEPMOKIICEBBIM JIAKOBBIM TIOKPBLITHEM H
LIEJIaKOBBIM MOKpbITHEM. [0 4 Oi11cTepa B auKy KapTOHHYIO BMECTE
¢ MHCTPYKLHEH T10 MPUMEHEHHIO (JINCTKOM-BKJIA/IBIILIEM).

*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 / KonTposn nokasarenst OCYIIECTBISETCS NPOUSBOAMTENEM IMPHU BBITYCKE MEPUOAMYECKH (C HHTEPBAIOM OIHO
nensITaHue Ha 20 cepuii uny He MeHee | pasa B roxn). [Tokaszarens Moxer ObITh He BK/oueH B CepTu(puKar aHanus3a pUpMEL.

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

Ipumeuanue: [Tponykr cooTeercTByeT TpeboBanram HJI 3akmouenne: OJOBPEHO

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

IToarororneno: Ankit éf/ ITposepeno: Santosh Kumar | Onobpeno: MeHemxep / PykoBoauTes
Maurya 5 Manoj Kumar

Reprint Date / Reprint Date / Reprint Date /

Jara: 28.05.2024 Jara: 28.05.2024 Jara: 28.05.2024
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Product : Telsartan AM (amlodipinettelmisartan) Tablets 5 mg+80 mg

Tpoaykt: Tencapran™ AM (amnogunus+renMucapran) Tabnetkn 5 Mr+80 mr

Market / PeiHok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000 tab /

Cepust Ne § V2400822 Pazmep cepuu * 400000 Tab

Analytical Report No./ . 040002531061 Date of Analysis / . 28.05.2024

AHaJHTHYeCKHH oTyeT No JlaTa ananu3a

Date of Manufacture / . 04/2024 Date of Expiry / . 03/2027

JaTa npoH3BoOACTBA T'open no

gfgy'n&;e? 1:::;{;;: : MNB/05/263 MA. number: /  JII-N(002648)-
POTSBOACTE ' Howmep PY " (PTRU)

JimneH3us Ne

Analysis performed according ND / Auann3 nuposegen no HJI: JITI-Ne(002648)-(PT'-RU)-290623 |

API name / HaumenoBanue APC: Amlodipine Besilate / Telmisartan / TenmucapTaH
AmnonunyHa 6e3unart

INN/ MHH: Amlodipine / AMJIOAUINH Telmisartan / TenmucapTtan

API manufacturer batch number / ACNHO005299 ABQHO000539

Homep cepuu npoussoautenst ADC:

FP Manufacturer API Batch number / FEOA00384 FEQA00043

Homep cepuu cyGcTtanuuu
npousBoautes ['JID:

Dr. Reddy’s Laboratories Ltd., Dr. Reddy’s Laboratories Ltd.,

API Manufactured by & country / India / India /
Hponsoautens APC, crpana: I-p Pemnn’c Jla6oparopyic JIta., | H-p Penan’c Jlaboparopuc JITx.,
Wnpus Wnpus

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

Haumenoganue, aapec, JIMUEH3Us 115
IlpousBoAcTBeHHAs MJOLIAAKA /
Iloaaka KOHTpOJIS KayecTBa /
Ilomwaaka BeINycKa

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

Dr. Reddy's Laboratories Ltd., India, Formulation Unit-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

I-p Pennu’c Jlaboparopuc JIta., Muausa, [IponssoactBeHHOe
noapasaenenue-6, Bunn. Kxons, Hanarapx Poyn, bapnu, Jluctpukt
Comnan, X.I1., 173205, Uapus (mniensus Homep MNB/05/263)

Conclusion : APPROVED /
Sakawuenne: OJOBPEHO

Remarks : The Product confirms to ND/
[Mpumeyanue: IIponykt cooTBeTcTBYeT TpeboBanmam HJQ

Prepared by /

[Toarorosiaeno: Ankit ﬂ

o

-

-

Checked by /
[Mposepeno: Santosh Kumar
Maurya

-

Approved by: Manager/Executive /
Ono6peno: Menemxkep / PykoBoaureb
Manoj Kumar

Reprint Date /
JHara: 28.05.2024

Reprint Date /
JHata: 28.05.2024

Reprint Date /

Jara: 28.05.2024
abad -500034, Telapgana, Indi
1y mail@drrede 1
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Product : Telsartan AM (amlodipine+telmisartan) Tablets 5 mg+80 mg
Mpoaykrt: Tencapran™ AM (amnonunut+renmucapran) TabeTku 5 mr+80 mr

Market / Peinok : Russia / Poccust

Batch No./ . Batch Quantity / . 400000 tab /

Cepus Ne : V2400822 Pasmep cepuu 400000 Tab

Analytical Repo:*t No./ . 040002531061 Date of Analysis / . 28.05.2024

AHaJHTHYECKHH oTHeT No JlaTta ananauza

Date of Manufacture / - 04/2024 Date of Expiry / . 03/2027

JaTa npou3BoJACTBa I'ogen 1o

%If(g)}:;;encse ljl-cl)l.l;ﬂ : MNB/05/263 MA number: /  JIIT-Ne(002648)-
POUIBOACTE ' Homep PY " (PT-RU)

JuneH3us Ne

Analysis performed according ND / Ananun3 nposeaen mo HJI: JITI-Ne(002648)-(PT-RU)-290623

testing records are verified and their compliance with Good Manufacturing Practice of the Eurasian Economic
Union is established».

3arumiouenne 0 cooTBeTcTBHH: «HacTofsmyuMm s MOATBEPXKAAIO, UTO IpPHBEJEHHAA Bhile HHpOpMAaLWs
SIBIISETCS IOCTOBEPHOM M TOMHOM. DTa cepus MPOAYKLHMH IpOH3BecHa (BKITI0UAs YNAKOBKY (MapKHPOBKY) U
KOHTPOJIb KA4yecTBa) HA BBILICYKA3aHHOHW MPOU3BOIACTBEHHOH IUIOMfa/ike (IUIOWANKax) B IOJIHOM
COOTBETCTBHU C TpeGopauusaMd [lpaBui Hajuiexalued NPOM3BOJCTBEHHON MNpakTUkH EBpasuiickoro
skoHOMHHUeckoro coroza (Ne GMP/EAEU/RU/00554-2022 ot 02 centabps 2022) u TpeboBaHHUSIMU KOHTPOJIA
KaueCTBa JIEKApCTBEHHBIX CPEACTB, @ TAKKE B COOTBETCTBHU CO CNEUMPUKALMAMH, COACPHKALUUMHCS B
PErMCTPALMOHHOM [IOCHE CTPaHBI-UMIIOPTEPa. 3aMMCH MO MPOM3BOJICTBY, YIAaKOBKE U aHAU3Y NPOBEPEHDI, 1
YCTAHOBJIEHO WX COOTBETCTBHE TpeOoBaHMAM IIpaBuUl HajlexXalled MPOW3BOACTBEHHON TNpPAKTHKH
EBpazuiickoro 3kOHOMHUYECKOTO COK3a».

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

[Tpumeuanue: [IpoaykT cooTBeTcTBYET TpeboBanuam HJI

3akmouenne: OJJOBPEHO
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