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CERTIFICATE OF ANALYSIS

CEPTHOMKAT AHAJTH3A

Page 1 0of9/Crp. 1 m3 9

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+40 mg

Market / PpiHOK

: Russia / Poccus

Ilpoaykr: Tencapran” AM (amnounuy-+Tesmucapran) tabnerxn 10 mr+40 mr

Batch No. / . Batch Quantity / _ 400000.00 tab /
Cepun Ne AR Pazmep cepuu " 400000.00 Ta6
Analytical Report No./ . 890001785520 Date of Analysis / . 25.01.2025
AuanutHuecKnii oryer Ne JlaTa apasH3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JlaTa NpOH3BOACTBA Topen 10
Mfg. License No. /

. MA number: / . JIIT-Ne(0026438)-
Ilpou3BoOACTBEHIIAN : MNB/05/263 Homep PY * (PT-RU)
nHueHsun No d

Analysis performed according ND / Ananus nposejie no HII: JITI-Ne(002648)- (PI-RU)- 290623

No. | Test / Toxazatean

Result / PesyabTaTh!

Specification / Hopma =i

1 Description / Onncanne

Oblong  shaped,

uncoated, | Oblong

shaped, uncoated,

biconvex, bilayered tablets with
pale yellow layer on one side and
white layer on other side. /
Tabnerku [IPOROJrOBaTOMN
bopMmBl, JIBOSKOBBIMTYKIIBIE,
JBYXCIOWHBIE, OAMuH croi
CBETIIO-XKENITOrO LBETa, BTOPOM
cJ10¥ 6enoro 1peTa.

biconvex, bilayered tablets with
paie yellow to yellow layer on one
side and off white to white layer an
other side. {  Tabnetkn
POAONTOBATOH thopmbl,
IBOAKOBBINYKIILIE, ABYXCNOHHBIC,
OIHH CIIOH — OT CBETIO-KENTOro
[0 JKENTOro LBeTa, BTOPOH CrioH —
fenoro WK noutH 6enoro UBETA.

Remarks : The Product confirms to ND/
TIpumesanse: [TpomykT cooTseTcTBYeT TpeboBartaM HI

Conclusion : APPROVED /
3axnroyenne: OJJOBPEHO

Iata: 25.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
[MoaroroBneHo: [IpoBepeHo: Onobpero: Menemxep / PykoBoguTesnb
Santosh Kumar Maurya (ﬁ\ Pardeep Kumar (DJL/«,' Amit Kumar /& ;

| Reprint Date / Reprint Date / Reprint Date/ '

Jara: 25.01.2025

=%, Naad o, 3, Bavl2im |

Iara: 25.01.2025

= =3 = <=
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CERTIFICATE OF ANALYSIS
CEPTHO®HKAT AHAJIM3A
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Product : Telsartan AM {amlodipine+telmisai'tan) Tablets 10 mg+40 mg
Mpoayxr: Tencapran” AM (amnopunustrenviucapras) TabneTkn 10 Mr+40 mr 3

Market / PoiHor : Russia / Pocens
Batch No. / . Batch Quantity / *400000.00 tab /
Cepus Ne RNl Pasmep cepun * 400000.00 Tab
Analytical Repo:‘t No. / - 890001785520 Date of Analysis / . 25.01.2025
AHanHTHYeCKHUIl oTyeT Ne Jlara aHa/N3a
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
JlaTa MpOH3BOACTEA T'oaen oo
Mfg. License No. /

. MA number: / . JITT-Ne(002648)-
IpousBoacTBeHHAs! : MNB/05/263 Homep PY ' (PT-RU)
nnuensna No _

| Analysis performed according ND / Anaanz npogeaen no HJL: JITI-Ne(002648)-(PT-RU)-290623

No. Test / HokazaTean Result / Pe3yapTaThi Specification / Hopma =
2a Identification (HPLC)/ | The retention times of major | The retention times of the major
HApenTudnkanus peaks in chromatogram of test | peaks in the chromatogram of test
(BIXKX) preparation corresponds to that “preparation should correspond to
Amlodipine and in the chromatogram of | that in the chromatogram of
Telmisartan / amnoannua | Telmisartan and ~ Amlodipine ‘Telmisartan and  Amlodipine
¥ TeJIMHcapTaH besilate reference  standards | besilate reference standards
solution (section "Assay"). / | solution (section "Assay"). /
BpemeHa yaepxkuBanus | Bpemena yaep;KUBaHUA
OCHOBHBIX [HKOB Ha | OCHOBHBIX [IHKOB Ha
XpOMaTOrpaMMe HCIIBITYEMOro | XpOMaTorpaMme  MCHBITYeMOTo
pacTBopa COOTBETCTBYIOT | pacTBOpa JIOJI3CHBI
BpeMeHaM yZAEp)KMBaHUS | COOTBETCTBOBATE BpeMEHam
OCHOBHBbIX MHKOB Ha | yAE€pKHBaHMA OCHOBHBIX MMKOB
XpoMaTorpamme pacTBopa | HA  XpOMaTorpaMme  pacTBopa
CTaHOAaPTHBIX 06pasLoB | cTaHAAPTHBIX 06pa3ioB
TeIMHMCApTAHA ¥ AMJIOAWNWHA | TEIMWCApTaHa W aMJIOAHMITMHA
©e3nnara (pasmen | 6e3unara (pazzen
«KonuyectseHHOE «KonuuecTBeHHOE
oTpeesIeHHEY). onpeneneHney).
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
Tpumeuanue: [Tponykr cooteercreyer Tpebosanusm HI{ 3akawucune: OTIOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
IloaroToBneHo: ITpoBepeno: P Opobpeno: Menemxep / PyxoBoauTens
Santosh Kumar Maurya% Pardeep Kumar C><&//"‘ Amit Kumar L
Reprint Date / Reprint Date / Reprint Date/ '
Jara: 25.01.2025 Hara: 25.01.2025 Jlara: 25.01.2025
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CERTIFICATE OF ANALYSIS
CEPTU®UKAT AHAJTH3A

Page3 of 9/ Ctp-3 139

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+40 mg »
Mpoaykt: Teicapran™ AM (avnomunup-+renmucaprad) tabnerky 10 mr+40 mr

Market / Prisox

: Russia / Poccust

Batch No. / h Batch Quantity / _ 400000.00 tab /

Cepus Ne : Pasmep cepHn * 400000.00 Tab

Analytical Repoj‘t No./ . 890001785520 Date of Analysis / . 25.01.2025

Anmamsradeckuii omuer Ne JaTa aHAJIH3A fsamenlion w" o) on|

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

JaTa upoR3BoOACTBA T'ogen no

Mfg. License No. / ) o E

ITpousBoacTBEHHAS : MNB/05/263 MA number: / g JUT-Ne(002648)
Howmep PY (PT-RU)

nnnenzna Ne

Analysis performed according ND / Auanu3 nposeaen no HJL: JIII-Ne(002648)-(PT-RU)-290623

No. | Test/Ilokazateas Result / PesynhTaThl 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 ofthe
HNaenTndnkanna chromatography of the test and | test and standard solutions, should
Y ®-cnexTpockonna standard solutions, have | have absorption maxima at the
(B9XKX (PDA- absorption maxima at the same | same wavelengths (£2 nm)
ACTEKTOD)) . wavelengths (2 nm) (section | (section "Assay"). / Y®-cnekTpsl
Amlodipine and "Assay"). /  Y®-crekTpbl | MOTNIOUIEHHS MUKOB
Telmisartan / aMIOQUNUH | NOTNOWIEHUSA NMKOB | TEJIMMCApTaHa H  aMJIOOMIIHHA,
H TeJIMUCAPTaH TeJIMUCapTaHa M aMJIOAWIIMHA, | MONyHEeHHbIE npu
[OJTy4eHHBIE npu | xpomatorpagupoBaHuH
xpomatorpadupoBaHUM UCIIBITYEMOrO W CTAHAApPTHOTO
JICTIBITYeMOrO M CTAHIapTHOrO | PacTBOPOB,  JO/DKHBI  HMETH
PacTBOpOB, UMEIOT MAaKCHMMYMbl | MAKCHMYMBI  TOTJIOHICHHS  TIPH
NOMYIOUIEHHs TIPH OAHMX M TEX | OAHMX M TEX K& JUIMHAX BONH
ke Anunax Bostd (2 Hm) (pasaen | (2 um) (paznen
«KonuuecTReHHOE «KonnuecTBeHHOE
onpeeneHuey). onpeueﬂeﬂue»].
3 Dissolution / Pacreopenne

Amlodipine /
AMNOOHIIUH

Unit-1/ Tabn.-1 96 %

Unit-2 / Tabun.-2 96 %

Unit-3 / Tabn.-3 99 Y%

Not less than 75% (Q)
C20H25C1N205 (Amlodipinc) in
30min. / He menee 75% (Q)

Remarks : The Product confirms to ND/
[Tpumeyanue: TIpoayKT COOTBETCTBYET TpeboBanuam HII

Conclusion : APPROVED /
3axaioaenue; OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[TogrorosneHo: IIposepeno: Ono6peno: Menemxkep / PyxoBoauTesb
Santosh Kumar Maurya & Pardeep Kumar C\jrf.f” Amit Kumar /\ L

o - b
Reprint Date / Reprint Date / Reprint Date / '
Jara: 25.01.2025 Hata: 25.01.2025 Jata: 25.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUO®UKAT AHAJIM3A

Page4 of 9/ Crp. 4 u3 9

,’Froduct : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+40 mg
{HMpoaykr: Tencapran™ AM (amnopunuu+tenmucapran) Tabnerkn 10 mr+40 mr I

Market / Poitok : Russia / Poccus

Batch No. / . Batch Quantity / . 400000.00 tab /

Cepus Ne Rl Pasvep cepun " 400000.00 Tab

Analytical Repovrt No./ . 890001785520 Date of Analysis / . 25.01.2025

AuanuTuyeckuit oruet Noe " 7 5 Hara ananusa

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

JaTta npoM3BoAcTBA T'onew 1o

s : MNB/05/263 bt - JITTM8(002643)-
. ‘ Howmep PY * (PT-RU)

JHIeH3nA Ne

Annlyuln performed m-.uurtlln;_‘—-NI') / Aunmrn upnneaon no HT JITT Me(002648) (Pf‘ RU)-290023

No. Test / Ilokazarean

Result / PezyabTarsr

Specification / Hopma

_Unit-4 / Tabs.-4 99 % _

Unit-5 / Tabn.-5 97 %

Unit-6 / Tabn.-6 101 %

C20HasCIN; Os (amstoaumnuit) uepes
30 mMuH.

Linputily D/ Tlpameen D

Any unidentified
impurity / Equnuanoi
HEUZIeHTHPHLHPOBAHHON
npHUMecH

Total impurities / Cymma
opuMeceH

Telmisartan / Unit-1 / Taba.-1 100 % Not less than 75% (0O)

Tenmucapran Unit-2 / Tabm.-2 100 % C33H3oNsOs  (Telmisartan)  in
Unit-3 / Ta61.-3 96 % 30min. / He menee 75% (Q)
Unit-4 / Tabn.-4 97 % C33H30N4O2 (Tenmucapran) vepes
Unit-5 / Ta6n.-5 100 % 30 muH.
Unit-6 / Ta6n.-6 98 %

4 Impurities /IIpumecu
Amlodipine /
AMIIOOUNHH

Beluw LOD (LOD - 0.027 %) /
Huxe npenena obHapys:keHus
(IT0 = 0.027 %)

Below LOQ (LOQ =0.08 %) /
Huxe npenena
KOJIMYECTBEHHOT'O OnpeeneHHs

(ITKO = 0.08 %)

Below LOQ / Huxe npenena
KOJIMYECTBEHHOI'O ONIPEAENEHHS

Not mwte than 0.5 % /

He 6omee 0,5 %

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

Not more than 1.5 %/
He Gonee 1.5 %

Remarks : The Product confirms to ND/
[Tpumeyanue: ITpopykt cootBeTcTByeT Tpebosanuam HJI

Conclusion : APPROVED /
3akirouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[Noaroronexo: IpoBepeHo: : OnobpeHo: Menemxep / Pykosonutens
Santosh Kumar Maurya @2 Pardeep Kumar '{ = Amit Kumar

o
/
/

Reprint Date /
Jara: 25.01.2025

Reprint Date /
Hara; 25.01.2025

Reprint Date /
JHara: 25.01.2025

= = i s =
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CERTIFICATE OF ANALYSIS

CEPTUDPUKAT AHAJIM3A

Page Sof 9/Ctp. S 139

Product : Telsartan AM (amlodipinettelmisartan) Tablets 10 mg+40 mg el
Ipoaykr: Tencaprau™ AM (amnomunun+renmucapra) tabaerku 10 mr+40 Mr

Market/ PeiHok

: Russia / Poccus

Batch No. / . Batch Quantity / . 400000.00 tab /
Cepusi Ne et Pasmep cepun * 400000.00 Tab
Analytical Repoyt No./ . 890001785520 Date of Analysis / . 25.01.2025
AnanuTugeckHii oTuer Ne HMara anannza I
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027

JlaTa NpOH3BOACTBA = T'omen a0 =
gfﬁ;.fiﬁ.'lﬁf;ﬁﬁ : MNB/05/263 s L S

Ip E Howmep PY " (PI-RU)

auuensns Ne

[Analysis performed according ND / Ananu3 nposeaen mo H/I: JITI-No(002648)-(PI-RU)-290623

No. Test / ITloxazarenn

Result / Pe3ynbTaThl

__S;;(;cificatlr(;/_l_-lopma

Telmisartan /
Tenmucapran

KHCITOTBI
Any unidentified
impurity / Eaunnuno

Impurity A / Tipyumecn A

Dimer acid / JTumepHoii

Hwuxce npeaena

(LIKO = U.004 %)

Below LOQ (LOQ = 0.004 %) /
KOJIHYECTBEHHOTO OnpeaeneHHs
Not detected / He obHapyxeHa

Below BDL (BDL=0.05 %) /
i Huke nopora peructpauu (11P

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

Not more than 0.2 % /
He G6onee 0,2 %
Not more than 0.2 % /
He Gonee 0,2 %

HenpeHTHpuuuposannoi | = 0.05 %)
npUMecH
Total impurities /Cymma | Below BDL / Huxke nopora Not more than 1.5 % /
TIpuMeceit pEerucTpaLm1 He 6onee 1,5 %
5 Water content / 1.3% Not more than 4.0 % /
CogepxanHe BOAbI He 6onee 4,0 %
6 Uniformity of dosage units/ OgHOPOAHOCTH 103HPOBAHHBIX €RHHHII
Amlodipine / 9.2 The acceptance value (4V) should
Amnopunux be less than or equal to 15.0 /

Llokazarenn mpuemnemocT (A V)

J0JpKeH 6bITh He Oonee 15,0.

Remarks : The Product confirms to ND/
Ipumeuanye: [Ipoaykr cooTsercTByeT TpeboBanusM H]I

Conclusion : APPROVED /
3axmouenne: OJJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive / 1
INlogrororneHo: TMposepeno: Onobpeno: Menemxep / PykoBoanTenb
Santosh Kumar Maurya @1 Pardeep Kumar Amit Kumar : )

= P J// Rk
Reprint Date / Reprint Date / Reprint Date/ '
Iarta: 25.01.2025 Hara: 25.01.2025 Hara: 25.01.2025

==z
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CERTIFICATE OF ANALYSIS
CEPTU®HKAT AHAJIM3A

Page 6 of 9/ Ctp. 6 u3 9

\Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+40 mg
Hpoayxr: Tencaprad” AM (amnogunuHtTenmMucapran) TabieTku 10 mr+40 mr

Market / PeiHoK : Russia / Poccus

anuensnn Ne

Batch No./ ] Batch Quantity / . 400000.00 tab /
Cepusi Ne A u" Pazmep cepuu * 400000.00 Tab
Analytical Repourt No./ . 890001785520 Date of Analysis / . 25.01.2025
Anannrindeckuii orgeT Ne _ |Jara ananan3a |
Date of Manufacture / . 11/2024 Date of Expiry/ . 10/2027
JlaTa mpoH3BOACTRA T'oaen g0 i =
Mfg. License No. /
MA number: / JII1-Ne(002648)-

. / .

IIpouzBogcTBeHHAA : MNB/05/263 Homep PY * (PF-RU)

Analysis performed according ND / Ananus niposeaen no KL JHT-Ni(002648)-(PI-RU)-290623

No. Test / IlokazaTeanb Result / PesyasTaThl Specification / Hopma
Telmisartan / 4.1 The acceptance value (4¥) should
Tenmucapran be less than or equal to 15.0 /

[Mokazarens mpuemneMmoctd (AV)
JoJKeH 6uITh He Gonee 15,0.

7 | Microbiological purity* / Mukpofisonornyeckan yucrora®
a) Total Aerobic NA Not more than 10° CFU/g /
Microbial Count / O61ee He 6onee 10° KOE/r
YHC/I0 a3POOHBIX MUKPO-

OPraHHsMOR
b) Total Combined Yeast NA Not more than 10° CFU/g /
and moulds count / He 6onee 10° KOE/r
Oburee 4ucno
JPOROKEBBIX U
MJIECHEBEIX CPUOOB
¢) Escherichia Coli NA Shell be absent in 1 gram /
~ OtcyreTBHe Bl T

8 Assay / KonndecTBeHHoe onpejiesenie
Amlodipine / 9.99 mg/9.99 mr Not less than 9.0 mg and not more
AMIIOZUITHH than 11.0 mg of CaoHasCIN2Os

(Amlodipine) in tablet. /

Remarks : The Product confirms to ND/

Ipumeuanne: Ilpoaykr coorseTcTByeT Tpebosannam HII

Conclusion : APPROVED /
3axawuenne: OJJOBPEHO

Prepared by / Checked by /

IToaroToBneHo:

IIposepeno:
Santosh Kumar Maurya @/ Pardcep Kumar

Approved by: Manager/Executive /
Ounobpeno: Menemxep / Pykosoauresb

Amit Kumar

Reprint Date / Reprint Date /

HaTta: 25.01.2025

Reprint Date / ¥
Jara: 25.01.2025

Jara: 25.01.2025

T O NE, s
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CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHAJIU3A

Page 70f 9/ Ctp. 7 13 9
—

Product : Telsartan AM (amlodipine+telmisartan) Tablets 10 mg+40 mg
Hpoayxr: Tencapran”™ AM (amioaumnn-+renmicapran) Tabaetku 10 mr+40 mr y

Market / Prinok : Russia / Poccua

Batch No. / . Batch Quantity / _400000.00 tab /

Cepun Ne : MRk Pazmep cepun * 400000.00 126

Analytical chourt No./ . 890001785520 Date of Analysis / . 25.01.2025

AHAIUTHYECKHH oTYeT Ne JlaTa anaH3a ] il

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

JlaTa mpoH3BOACTBA I'ogen o I ok

lﬁ“ﬁﬁ'..féii’l?ﬁfﬁ.;ﬁﬁ : MNB/05/263 R eE: / ; JHLRCA 251
Homep PY (PT-RU)

aupensus Ne

Analysis performed according ND / Ananns nposenen no H/L: JIM-Ne(002648)-(PT-RU)-290623

No. | Test/Iloka3arenn Result / PesyabTaTthl - Specification / Hopma
Or 9,0 Mr J1(9) 11,0 mr
Cy0H35CIN;Os  (amMnogunuH) B

TabneTke. =
Telmisartan / 40.1 mg/40.1 mMr Not less than 36.0 mg and not
Tenmucapran more than 44.0 mg of C33:H3N4O-

(Telmisartan) ~ in  tablet. /
Ot 36,0 mr o 44,0 mr CasH3oN4O2
_ (TenmucaptaH) B TabneTke.

9 Package / Onucanue 7 tablets per blister of (PVC/AI/PA) foil/aluminum foil with heat seal
YNAKOBKH lacquer and shellac coating. 4 blisters and a patient information leaflet
in a carton. / ITo 7 Ta6netok B Gnuctepe u3 (IIBX/AVITA) donsru /
aMOMHHHEBON (OJBrH ¢ TEPMOKNEEBLIM JIAKOBLIM MOKPHITHEM W
1we/naKoBeIM nokpsiTHeM. [To 4 GnucTepa B nayky KapTOHHYIO BMECTE
C HHCTPYKUMELT 1O MPUMEHEHHIO (TIHCTROM-BKIIAMBIICM).

*Test is performed periodically (with the interval of 1 from 20 batches, or at least oncc a year). The test can be absent in the Certificate
of Analysis / KOHTpo/b MOKA3aTCAR OCYICCTBASCTCS DPOMIBOAMICAEM MPU BBHINYCKE NEPHOAHHECKH (C MHTCPBANOM OAHO
MenBmate 11a 20 cepuit nan te Menee 1 pasa B roa). [10KasaTenb MOKCT ObITh HE BKIHYEH B Ceprudnkar ananusa QupMeL.

API name / HanmeHosanne A®C: Amlodipine Besilate / Telmisartan / TeamdcapTtat
AMJionunuya 6esunar

INN / MHH: Amlodipine / AMAOSUNUH Telmisartan / TenmucapTas
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
[Tpumeuanue: [TponykT cooTBeTCTBYET Tpebosanuam HJ 3akmouennc: OJJOGPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
TloaAroToBNEHO: IIposepeHo: Opobpeno: Menemxep / PykoBOIHTESb
Santosh Kumar Maurya :% Pardeep Kumar Q_[,—/r Amit Kumar L=

e lf\/ S

Reprint Date / Reprint Date / Reprint Date / ;
Jata: 25.01.2025 JHara: 25.01.2025 Iara: 25.01.2025
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CERTIFICATE OF ANALYSIS

CEPTUDPHUKAT AHAJIU3A

Page80f9/Crp.8 139

'Product : Telsartan AM (amlodipinettelmisartan) Tablets 10 mg+40 mg

Hpoaykr: Tencapran™ AM (amaomunuu+renvucapraH) Tabaerky 10 Mr+40 Mr

Market / Prinox : Russia / Poceust

Batch No. / ] Batch Quantity / . 400000.00 tab /

Cepns Ne ez Pasmep cepun * 400000.00 Tab

Analytical Repo:’t No. / . 890001785520 Date of Analysis / . 25.01.2025

AHanuTHYecKHii oTyeT Ne Hara anannia

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

JaTa npon3BoAcTBa I'ogen o

e : MNB/05/263 e ! LA (ORS00
POuBOA ' Homep PY * (PT-RU)

JmHneHsHA Ne |

[inllisis_perfo_rmgd_acg)rdi_ng ND / Ananus H[)OBCllel.l no H: JITI-Ne(002648)-(PI-RU)-290623

Homep cepun cybcTtanuumn

|"API manufacturer batch number / ACQH002992 ABRH007410, ABRH009396
Homep cepust nponseoauteas APC:
FP Manufacturer API Batch number / FEQA00620 FERA00453, FERA00625

_aponisoautens [JId:

Dr. Reddy’s Laboratories Ltd.,

API Manufactured by & country / India/ India /
Ipouseoantean APC, crpana: J-p Peanu’c Jlabopartopuc JIta., | I-p Peanu’c Jlaboparopue Jlta.,
Hnnus Wnaust

Dr. Reddy’s Laboratories Ltd.,

Name, address, authorization No for
FP manufaclurlng slie / Control slte /
Release site /

HanmeHogpatite, agpec, JHUEH3NA LIS
MpousBoacTReHHAs MUIOMAAKa /
Ilnowanka KOHTPOJISt KauecTBa /

Dr Raddy's T aharatarian Ttd | India, Formulation Unii-6, Vill. Khol,
Nalagarh Road, Baddi, Distt. Solan (HP) 173205, India (license No
MNB/05/263) /

H-p Pemnu’c Jlabopatopuc JIta., Mamus, Ilpoussoacreentoe
nonpasnencuue-6, B, Kxons, Hanarapx Poyn, banau, JIHCTpUKT

[lnomanka BbINyCKa

Conan, X.IT., 173205, Uuaua (uuensus vomep MNB/05/263)

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

Remarks : The Product confirms to ND/
IIpumeuanue: ITpoaykT cooTReTCTBYET TpeboBanusm HJI

Conclusion : APPROVED /
3axmouenne: OJIOBPEHO

Hara: 25.01,2025

Jara: 25.01.2025

Prepared by / Checked by / Approved by: Manager/Executive /
IToaroTosneno: Iposepeno: p OunobpeHo: Menemkep / PykoBoanTenb
Santosh Kumar Mamy;% Pardeep Kumar c;/, Amit Kumar L=

D SO
Reprint Date / Reprint Date / Reprint Date / i

Jara: 25.01.2025
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CERTIFICATE OF ANALYSIS
CEPTHOUKAT AHAJIM3A

Page 9 of9/Crp.9 uz 9

Product : Telsartan AM (amlodipinettelmisartan) Tablets 101 mgi40 mg I
TIponykT: Tencapran” AM (amaoannnutrenmicapraii) Tabnetky 10 mr+40 mr
Market / PoiHoK : Russia / Poccust
Batch No. / n Batch Quantity / _400000.00 tab /
Cepus Ne s it il Pazmep cepin * 400000.00 Tab
Analytical cho:'t No. / . 890001785520 Date of Analysis / . 25.01.2025
AHATHTHYECKHIT oTder Ne ~|/laTa anannsa i
Date of Manufacture / . 11/2024 Date of Expiry / . 10/2027
Jlara nponsBojicraa » | Fojen a0 =
Mfg. License No. / -

) MA number: / _ JIT-Ne(002648)-
ITponzeoacTBeHHAR : MNB/05/263 Homep PY * (PT-RU)
nemsma Ne _ | -
|Analysis performed according ND / Auanus nposeaen no HJI: JIT-Ne(002648)~(PI'-RU)-290623

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».

3aksoueHne o cooTBercTBHM: «HacTosIMM 5 NMOATBEpXIAlO, YTO NpPHUBEAEHHAS Bblue WUHGOpMaLiA
ABJIAETCA JOCTOBEPHON H TOYHOM. DTa cepys MPOAYKUHH Nponu3BeaeHa (BKto4as yNaKkoBKY (MapKHpOBKY) U
KOHTPOMb KAuecTBa) Ha BBLIIEYKA3aHHOW NPOW3BOACTBEHHOW nouanke (mnowamkax) B TIOJTHOM
COOTBETCTBMM ¢ Tpchorawuamu  llparun  Hannexmaimed NMPOHIDOACTDOIION 1PAKTHKM Eppazuiickoro
skonomHueckoro corosa (Noe GMP/EALEU/RU/00554-2022 ot U2 centabps 2U22) v TpebOBAHHAMH KOHTPOJIA
KA4eCTBA JEKAPCTBEHHbIX CPEJCTB, a TAKKE B COOTBCTCTBMH €O ClELUUKALMAMY, COACPKALHMHUCA B
PETHCTPAHOHHOM JOChE CTPAHBI-MMIOpTepa. 3anicy NO NPONU3BOACTBY, YNAKOBKE M aHATU3Y NPOBEPEHEL, U
YCTAaHOBNEHO MX cooTBeTcTBHe TpeGoeannam Ilpasun Hapnexauled JIPOH3BOACTBEHHOM TIPAKTHKH
EBpasuiickoro 3kOHOMUUYECKOTO COFO3a».

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITpmyeuanne: [IpoaykT cooTBercTByeT Tpeboranuam HII Saxaouenne: OJJOBPEHO
Prepared by / Checked by / Approved by: Manager/Executive /
[ToaroToBneHo: [TposepeHo: P Onobpeno: Menemkep / Pykosoaxtens
Santosh Kumar Maurya @ Pardeep Kumar QL-"" Amit Kumar , N

o J,\J_f:/
Reprint Date / Reprint Date / Reprint Date /
Hata: 25.01.2025 Hara: 25.01.2025 Jlara: 25.01.2025




