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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIW3A

Product : Telsartan H (Hydrochl0r0thiazide+:l"eimis;1rtan) Tablets 12.5 mg+40 mg
[poayxr: Tencapran® H(ruapoxnopotuasui+renmucaprad) Tabnetkn 12,5 mr+40 mr

| Analysis performed according ND / Anaans nposenen no HJI: JIM1-004256-300920

Batch No / . C2109178 Batch Quantity / : 400000 tab /

Cepus No - O0zeM cepny 400000 Tab |
Analytical Report No / : 890001537897 Date of Analysis / 2 03/08/2021

AnanuTnyeckuii otuet No Jara ananusa

Date of Manufacture / : 07/2021 Date of Expiry / . 06/2023

Jlata npou3BoacTBa T'ogen go

Page 1 of 5/Crp. 1135

Ne Test / IlokazaTeib

Result / Pe3yabTarthl

Specification / Hopma

Description / Onncanue

Oblong biconvex shaped uncoated
bilayered tablets having light pink layer
on one side and white layer with possible
pink patches on the other side with ‘T” &
‘1’ debossed on either side of break line.
/ OBanbHolH (HopMBI, ABOSIKOBBINYKIIbIE,
JBYXCIHOMHBIC Ta0NeTKH, OJINH  ClIOH
CBETJIO-PO30BOTO 11BETa, APYroil cnoii
6enoro 1BeTa ¢ BKparieHHAMH PO30BOro
1Beta. Ha 6enoit noBepxHocTh Tabnerok
MMEETCS pucka U TUCHEHUS « T» 1 «1» no
pasHble CTOPOHBI OT HEe.

Oblong biconvex shaped uncoated
bilayered tablets having light pink to pink
layer on one side and white to off white
layer with possible pink patches on the
other side with “T” & ‘1’ debossed on
either side of break line. / OpanbHoit
(hopMbl, 1BOSIKOBBIMYKJIbIE, ABYXCIIOMHEIE
TabNETKM, OIMH CNOH OT CBETII0-PO30BOr0O
JI0 pO30BOTO 1BETA, APYroW cnoil ot
Genoro no nouty Oemoro IBeta ¢
BO3MO)KHBIMH BKpPaJIECHUsSIMM  PO30BOTO
usera. Ha 6enoi noBepxHoctu 1abaeTok
uMmeeTcs pucka ¥ THCHeHust «T» 1 «1» no
pa3Hble CTOPOHBI OT Hee.

2 | Identification / IloaTUHHOCTD

Telmisartan and
Hydrochlorothiazide /
TenmucapTtaH 1
I'nppoxnopoTtrazun

3 Disintegration time / N
PacnagaemocThb

The retention time of the major peak
due to Telmisartan and
Hydrochlorothiazide in the
chromatogram of the test preparation
corresponds to that in the chromatogram
of standard preparation as obtained in
assay. (Section Assay). /

BpemMeHa yaepxuBaHHs OCHOBHbBIX
MMKOB Ha XpoOMaTorpaMme
MCMBITYEMOFO PacTBOPA COOTBETCTBYET
BpEMEHAM YAEPKMBAHWS OCHOBHbIX
MUKOB Ha XpoMaTorpaMMe pacTBopa
CTaHAapTHBIX 00Pa3LOB TeaMucapTaHa
W THApOXJIOpoTHa3nAa (pa3sien
«KonuuecTBeHHOE OTIpeaesICHHEY).

8 min /8 mun

The retention time of the main peaks in
the chromatogram of the test solution
should correspond to that in the
chromatogram of Telmisartan and
Hydrochlorothiazide reference standards
solution (section Assay) / Bpemena
YIAEPYKHBAHNsI OCHOBHBIX MMTUKOB Ha
XpoMaTorpaMme UCNLITYeMOro pacTBOpa
JIOJDKHBI COOTBETCTBOBATL BpeMeHaM
YAepKUBaHUsI OCHOBHBIX MHUKOB Ha
XpoMaTOrpamMMe pacTBOpa CTAHAAPTHBIX
00pa3UOB TeNIMKCapTaHa U
rHAPOXNOpoTHa3uaa (pazaen
«KonnuecrseHHoe onpejaesnennen).

Not more than 15 min/
He Gonee 15 mun

Remarks : The Product confirms to ND/
Ipumeuanmne: [lpoaykTt cooTBeTcTBYET TpeboBanmam HJIL

Conclusion : APPROVED /
3akmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[ToarotosneHo: 0@ [lpoBepeHo: Ono6peno: Meneakep / PykosoauTenb
Date / Date / Date / .
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Jlara: 0S O& _L@_\ Jlata: 0518"1.91'/ Hara: 08-08
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CERTIFICATE OF ANALYSIS

CEPTHUOHKAT AHAJIM3A

Product : Telsartan H (Hydroch]orothiazide+TelnTsartan) Tablets 12.5 mg+40 mg
ITpoaykrt: Tencapran® H(ruapoxnopoTuasuatrenmucapran) Tabnetkn 12,5 mr+40 mr

Batch No/ . C2109178 Batch Quantity / - 400000 tab/ T
Cepust Ne O6beM cepun 400000 Tab

Analytical Report No / : 890001537897 Date of Analysis / : 03/08/2021 ]
AllanuTH'iecknii orriet Na Jata ananmisa

Date of Manufacture / : 07/2021 Date of Expiry / . 06/2023 ]
JlaTta mpou3BOACTBA T'oneH no -

Analysis performed according ND / Anannz nposenen no HJ: JITT-004256-300920

Ne Test / IlokazaTein

Page2 of 5/Crp.2u3 5

Result / PesynbTaTthl

Specification / Hopma

4 | Dissolution / PacTBopenne

Related Substances / POLICTBe};Hble

A. Telmisartan / Tenmucapran

Impurity A / [Ipumecs A |

a) Telmisartan/ 1Init-1/Ta6n -1 102% Not less than 75 % (Q) of the laheled
Tenmucaptan Unit2 / Tabn.-2 0% Zrbn(;;]]?]t of Ci33H3oN4O, (Telmisartan) 1r;
Unit-3 / Tafin -3 101% | He menee 75 % (Q) 0T HOMHHATRHOTO
Uritd / Tagn 4 105% conepxxanus CazHzoN4Oz (Tenmucapran)
yepes 45 MUH.
Unit-5 / Tabun.-5 101 %
Unit-6 / Tabn.-6 102 %
b) Hydrochlorothiazide / Unit-1/Ta6n.-1 99 % Not less than 75 % (Q) of the labeled
I'mnpoxsnopotuazus = = amount of C7HsCIN3O4S,
e 98 % (Hydrochlorothiazide) in 45 min. /
Unit-3 / Tabun.-3 100 % He menee 75 % (Q) OT HOMHUHANBHOTO
Unit-4 / Ta6n.-4 o8 % | conepmanma CHCINGG.S,
(ruapoxJyiopoTHasun) uepes 45 MuH.
Unit-5 / Tabn.-5 99 %
Unit-6 / Tabn.-6 98 %

npumecn

Less than LOQ (LOQ: 0,003 %) / Husxke
npejaesa KOANYECTBEHHOIo ONpeAENEHNS
(TIKO : 0,003%)

Not more than 0.20 % / He 6o1ee 0,20 %

[Tpumecs TMSI

Impurity B / Ilpumecs B 0.02% Not more than 0.20 % / He 6onee 0,20%
Impurity D / flpumecs D 0.01% Not more than 0.20 % / He Gonee 0,20 %
[mpurity TMST1 / 0.01% Not more than 0.20 % / He 6onee 0.20 %

Remarks : The Product confirms to ND_/

IIpumeuanne: [1poaykr coorBercTByeT TpedboBaHHsIM H]]

[ Conclusion : APPROVED/

3akarwuenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loaroToBneHo: [TpoBepeHo: %’ Onodpeno: Menepxep,/ PykosoanTtenb
Date / Date / Date / Y
JlaTa: 85Ok~ 20%) JNara: eg@gfw&/ Hara: 0 £-0&-20%
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[Product : Telsartan H (Hﬁrochlorﬂazideﬁﬁlmisanan) Tablets 12.5 mg+40 mg
Iponyxt: Teacopran® HOuupoxiiopo maspy+reavmucaptain) Tadnetin 12,5 mr+40 mr

CERTIFICATE OF ANALYSIS
CEPTUD®UKAT AHAJIN3A

Batch No/ : C2109178 Batch Quantity / : 400000 tab /

Cepus Ne - Obbem cepuu 400000 tab |
Analytical Report No / : 890001537897 Date of Analysis / : 03/08/2021

AHanutuyeckuii oruet No JlaTa ananusa

Date of Manufacture / : 07/2021 Date of Expiry / : 06/2023

Jara npousBoacTBa Tonen mo

Analysis performed according ND / Ananns nposeaen no HJI: JII1-004256-300920

Page3 of 5/Ctp. 3 u3 5

Ne Test / IlokaszaTean

Result / PesyanTaTel

Specification / Hopma

Dimer acid impurity /
JvuMepHOii KUCNOTbI

Less than LOQ (LOQ: 0,010%) / Huxe
npejena KOJUYeCTBEHHOTO ONpe/ieaeH s
(TTKO : 0,010%)

Not more than 0.20 % / He 6onee 0,20 %

XJopo aHanora

Chloro analogue impurity /

0,02%

Not more than 0.20 % / He 6onee 0,20 %

Ennnnunas
HEUUEHTUPHUMPOBAHHAS
npuMech

Any unspecified impurity /

0,01%

Not more than 0.20 % / He 6onee 0,20 %

Total impurities /
Cymma npumeceit

0,1%

B. Hydrochlorothiazide /
Cunpoxnoporuazua

Impurity A / Tlpumecs A

Impurity B / [Ipumecs B

Impurity C / ﬁpMMer C

Not detected / He oOnapy»xkeHa

Not more than 1.0 % / He 6onee 1,0 %

Not more than 0.50 % / He 6onee 0,50 %

0,02%

Not more than 0.50 % / He 6onee ESO%

Less than LOQ (LOQ: 0,03 %) / Huxe
npejaesa KONMYeCTBEHHOTO
onpenenchus (IIKO : 0,03%)

Ennnnynas
HeWAeHTH (LM pPOBaHHAs
npUMech

Total impurities /

Cymma npumeceii

Any unspecified impurity /

BDL/ITP

0.02%/0,02%

Not more than 0.50 % / He 6onee 0,50 %

‘Not more than 0.20 % / He 6os1ee 0,20 %

‘Not more than 1.0 % / He 6onee 1,0 %

Remarks : The Pr(_)duct confirms to ND/

Ipumeuanue: [1poaykr coorBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3akmouenne: ONOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
[loarotosneHo; 0-@ [1poBepeHo: Opobpeno: Menexkep / PykoBonTenb
Date / - Lo\ Date / Date / B

Jlata: 65 o8 JlaTa: OS"’F"”&{ JlaTa: o%-og-20M
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CERTIFICATE OF ANALYSIS

CEPTHUO®UKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
ITpoaykt: Tencapran® H(ruapoxnopotuasua-+renmycapran) Tabnetku 12,5 mr+40 mr

Batch No/ : C2109178 Batch Quantity / : 400000 tab /
Cepus Ne O6neM cepun 400000 a6
Analytical Report No / : 890001537897 Date of Analysis / - 03/08/2021
Ananvutuieckuit otyet No JaTa ananmnsa

Date of Manufacture / 0 07/2021 Date of Expiry / 1 06/2023

Jara npoussonctea I'open po

Analysis performed according ND / Ananuz nposeaen no HJI: JIII-004256-300920

Page4 of 5/Crp. 4u3 5

Ne Test / TIokaszaTen
6 | Water /Boaa

Result / PesyabTaThl

Specification / IXopma

2,1 % w/w

7 | Uniformity of dosage units / QOanopoanocTh no3upoBaHus

a) Telmisartan / TenMucapran

b) Hydrochlorothiazide /
['mapoxnopotuazua:

4.8
5,4

Not more than 6.0% / He 6onee 6,0 %

| The acceptance value (AV) should be less

than or equal to 15.0 / Ilokaszarens
npuemieMocTd (AV) nomkeH ObITH He
bonee 15,0.

8 | Microbial enumeration tests / MukpoGuoJioruyeckas 4ucToTa

a) Total Aerobic Microbial
Count / Ob1iee yucno
a’pOOHBIX MHKPOOPraHU3MOB

Less than 10 CFU/g /
Menee 10 KOE/r

b) Total Combined Yeast and
moulds count / Ob1nee uncno
JIPOXKEBBIX U TIIECHEBBIX
rpuboB

) Escherichia Coli

Less than 10 CFU/g /
Menee 10 KOE/r

Absent in 1 gram /
OtcytcTBYyeTB 1 T

Not more than 1000 CFU/ g/
He 6onee 1000 KOE/r

‘Not more than 100 CFU/g /
He 6oaee 100 KOE/r

Shell be absent in 1 gram /
OrcytcTBUE B 1 T

9 | Assay / KoiimuecTBeHHOe onpefeieHue

a) Telmisartan/ Tenmucapran

b) Hydrochlorothiazide /
["mapoxnopoTrasua

394 mg/ 39,4 mr

12.430 mg / 12,430 wmr

38.0 mg to 42.0 mg of C33H30N O
(Telmisartan) per tablet. /

Or 38,0 MI" 10 42,0 MIr C33H30N40z
(TenMucapTaH) B TabaeTke.

11.875 mg to 13.125 mg of
C;HsCIN304S, (Hydrochlorothiazide) per
tablet. /

Or 11,875 mr po 13,125 mr
C7HsCIN3O4S: (ruapoxsiopoTHasua) B
TabneTke.

Remark; : The Product confirms to ND/

Hpnumeuanne: TpojykT cooTBeTCTBYET TpeOoBaHMAM HJI

Conclusion : APPROVED /
3akmiouenune; OJJOBPEHO

Prepared by / Checked by / Approved by: Managc?r/Executive/
[loaroTtoBneHo: l/Q [Tposepero: Onodpeno: Meneaxep / Pykosojurens
Date/ Qe o2 Date / - s Date / - o
JlaTa: oS D% Hara: 05804 Jata: 04 0¢-202
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Batch No/

Cepust Ne

Analytical Report No /
AHanuTuyecKuii otueT Ne
Date of Manufacture /

Hata npousponciea

CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIW3A

Product : Telsartan H (ﬁyﬁochl&otﬁa;dcﬁTe_lmisartan) Tablets 12.5 mg+40 mg
TpoxykT: Teacapran® H(ruapoxnopoTuasua+renmucapran) tabnerku 12,5 mr+40 mr

: C2109178 Batch Quantity / : 400000 tab /

Ob6bvemcepun 400000 Tab -
: 890001537897 Date of Analysis / 1 03/08/2021

JlaTa aHanuza ]
: 07/2021 Date of Expiry / : 06/2023

Tuuen au

Analysis performed nccordEg_ND / Ananus npopeacn no HJI: JIT1-004256-300920

Page 5of 5/ Crp. Suz 5

Ne Test / Iloxa3aTenn

Result / PesyabTaTnl

Specification / Hopma

10 | Packaging / YnakoBka

7 tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 4 blisters and
a patient information leaflet in a carton.
/To 7 rabnerok B GnucTepe U3
(IIBX/AI/TIA) donbru/ antoMMHNEBOI
doneru. Mo 4 6aucrepa BMecTe ¢
VHCTPYKIMEH Mo MPUMEHEHHIO B 1a4Ky
KapTOHHYIO.

7 tablets in a (PVC/AI/PA) foil/aluminum
foil blister. 2 or 4 blisters and a patient
information leaflet in a carton.

6 or 10tablets in a (PVC/AI/PA)
foil/aluminum foil blister. 3 blisters and a
patient information leaflet in a carton. /
Ilo 7 oTabnerox B Onucrepe u3
(TIBX/AI/TTIA)  dosibru/anoMMHUEBOM
¢oneru. [To 2 unn 4 Gnucrepa BMecTe ¢
MHCTPYKLMEH N0 NPUMEHEHWIO B Nayky
KapTOHHYIO.

Ilo 6 umu 10 Tabnerox B Gnucrepe M3
(IIBX/AI/TTIA)  donbru/antoMunueBoii
¢oneru. Ilo 3 6nucrepa Bmecre c
WHCTPYKLMEH NO NPUMEHEHUIo B MaykKy
KapTOHHY!O.

11
12

-Labeling / MapxupoBka

Storage conditions / YecaoBus
XpaneHus

According to ND / B cootsercteum ¢ HJJ

13 | Shelf life / Cpok roanoctn

2 years /2 rona

At temperature below 25 °C. / Tlpn Temnepatype He Bbille 25 °C.

Remarks : The Product confirms to ND/
Ilpumeuanne: [1ponykT cooTBeTcTBYET TpebosaHuam HJJ

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

‘ Prepared by /
[loarorosiieHo:

o

Date /
Jlara:

_Gﬁ“ogrw)‘

Checked by / Approved by: Manager/Executive /
[1posepeHo: % OpnobpeHo: Meunenxkep / Pykosoiutens
Date / Date / -

Jara: 05-o&" DX Jara: oL og-2021




