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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIM3A

Product ; Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[Iponyxr: TencapTaH®ﬁ (ruapoxnopotuazuatrenmucapran) Tabnetku 12,5 mr+40 mr

Batch No/ : C2310589 Batch Quantity / . 400000tab/
Cepus Ne O6beM cepun 400000 Tab

Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023 -
Ananntudeckuii otuer No Jlata ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

Jara nponsBojcTsa T'ogen no

Analysis performed according ND / Anann3 nposeneu_ﬁ HJT: JII1-Ne(001632)-(PI'-RU)-090123

Pagel1 of S/Crp. 1m35

Ne

Test / Iloxa3ateanb

Result / PesyabTaThl

Specification / Hopma

1

Description / Onuncanune

Oblong biconvex shaped uncoated
bilayered tablets having light pink
layer on one side and white layer with
pink patches on the other side with “T°
& 1’ debossed on either side of break

line. / OBaibHOM dopmbl,
IBOSIKOBBITIYKJIbIE, JIBYXCIIOliHbIE
TabneTkn, OAWMH CJoH  CBeTIio-

PO30BOrO 1[BETA, APYroi cnoil Genoro
UBETAa C BKparIeHUsIMU PO30BOTO
useta. Ha 6enolf  moBepxHOCTH
TabneTox UMeETCsl pUcka U TUCHEHUS
«T» 1 «1» 110 pa3Hble CTOPOHB! 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. / OBanbHON QOPMBI, IBOSIKOBBINYKJIbIE,
JBYXCJIOWiHbIE TabNeTkH, OJMH cnol oT
CBETJIO-PO30BOr0 IO PO30BOTO  IIBETA,
apyro# cnoit ot 6enoro 1o moutn 6enoro
UBETA C BO3MOXXHBIMH  BKpamjieHUsMHU
posoBoro useta. Ha Oenod noBepXHOCTH
TabneToK UMEETCs pUcKka ¥ TUCHEHUS «T» u
«1» 10 pa3Hble CTOPOHBI OT HEE.

Identification /
Upentuduxauusn

telmisartan and
hydrochlorothiazide /
menamucapman u
ZHOPOXN0POMUU3UO

The retention time of the main peaks
in the chromatogram of the test
solution correspond to that in the
chromatogram of Telmisartan and
Hydrochlorothiazide reference
standards solution (section Assay) /
Bpemena yaepuBaHMs OCHOBHbIX

NUKOB Ha XpomaTtorpamMmme
NCTILITYEMOFO pacTBopa
COOTBETCTBYIOT BpeMEHaM
yIEp)KUBAHUS OCHOBHBIX THMKOB Ha
Xxpomarorpamme pacTBOpa
CTaHJapPTHRIX 00pa3uos
TeaMHcapTaHa W ruApoXiopoTHA3HAa
(pazzmen «KonuyecTBeHHOE
onpeaeneHue).

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)
/ BpeMeHna yep»KrBaHHsl OCHOBHbBIX ITMKOB
Ha XpoMaTorpaMMe UCNbITYEMOro pacTeopa
JO/DKABI  COOTBETCTBOBAaTb  BpPEMEHaM
YAEP)KMBAHUS ~ OCHOBHBIX  TWMKOB  Ha
XpoMaTorpaMmMe pacTBOpa CTaHJapTHBIX
obpasiioB TenMucapTaHa "
rHApOXI0pOTHAZNAA (paznen
«ICouecTBEHHOE ONPEICTCHUEN).

Remarks : The Product confirms to ND/
Ipumeuanne: Iporykt cooTBeTcTBYET TpeboBanusam HJJ

Conclusion : APPROVED /
3axouenne: OJJOBPEHO
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Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIWM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Iponykr: Tencapran® H (ruppoxsiopotnasua+renMucapran) tabnerku 12,5 mr+40 mr

Batch No/
| Cepust Ne
Analytical Report No /

Ananvthdeckni otyer Ne

Date of Manufacture /
JlaTa nponssoncTBa

: C2310589 Batch Quantity / : 400000 tab /
O6bem cepun 400000 Tab

: 890001684892 Date of Analysis / : 31/08/2023 -
Jarta aHanu3a B

1 07/2023 Date of Expiry / : 06/2025
T'onen no

Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(001632)-(PT-RU)-090123

) ﬁisintegration time /
Pacnapaemoctn

Page2 of 5/Crp.2u3 5

07 min/ 07 mun

Not more than 15 min/
He 6onee 15 MuH.

4 | Dissolution / PacTBopeHue

a) Telmisartan/
Tenmucapran

b) Hydrochlorothiazide /
lNuppoxnopornazua

5 | Impurities / [Ipumecnu

Unit-1/ Ta6n.-1 104 % Not less than 75 % (Q) of the labeled amount
i = oA of Cs3H3N4O; (Telmisartan) in 45 min. /
L S 2/Tefn. 2_ 104 % He Menee 75% (Q) OT HOMHHAILHOIO
Unit-3 / Tabn.-3 100 % copepxanns  CaH3zoN4O2  (Tenmucapran)
Unit-4 / Tabn.-4 1039 | epes 45 M.
Unit-5 / Ta6n.-5 100 %
Unit-6 / Tabn.-6 99 %
Unit-1/Ta6a.-1 98 % Not less than 75 % (Q) of the labeled amount
Unit2 / Tabn2 90 % of C;HsCIN304S; (Hydrochlorothiazide) in
' 45 min. /
Unit-3 / Ta6n.-3 101 % He wmenee 75% (QQ) OT HOMMHaNbHOrO
Unit4 / Tabn.4 7% cofiepkanus C7H3CIN3O4S;
(ruppoxnopoTnasun) yepes 45 MUH.
Unit-5 / Tabn.-5 102 %
Unit-6 / Ta61.-6 102%

A. Telmisartan / Tenmucapran
Impurity A / [Ipumecs A
Impurity B / Ilpumecs B

Impurity D / ITpumecs D

0.01 % /0,01 %
Below LOQ (LOQ = 0.007 %) / Hike
npeuena KOJINYCCTBCHHOIO onpeﬂeneHI/m

(IMMKO = 0,007 %)

Not detected / He oOHapyxeHa

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

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

Remarks : The Product confirms to ND/
IIpumeuanue: Ilpoaykt coorBeTcTBYET TpeboBaHUsIM H/I
AY

Conclusion : APPROVED /
3axkmouenne: OJJOBPEHO

Prepared by /

/M_yo
HO)JFOTOBneHO:C@V

Checked by /

LD

Approved by: Manager/Executive /

IIposepeHo: Opnobpeno: Menemkep / PykoBoauTenb ’ o
Date / o2 )2 | Date/ 1 - ORDD2L Date /
Jlara: Tlara: 3 JlaTa: o8- 2022




@e
Dr.Reddy’s €:¢

CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg

INponykt: Tencapran® H (ruapoxnopoTnasua+renmucapran) Tabnerkn 12,5 mr+40 mr

Batch No / : C2310589 Batch Quantity / : 400000 tab /

Cepns Ne - O6bem cepun 400000 a6

Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023
Ananutuyecknii otyeT Ne JlaTa ananuza -
Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

JlaTa npon3BoAcTBa l'onen 1o

Analysis performed according ND / Ananus nposenen mo HJI(: JIT1-Ne(001632)-(PT-RU)-090123

Impurity TMS1/
INpumecs TMS1

Dimer acid impurity /
JMMEepHOI KUCITOTBI

Xnopo aHanora

Ennanunas
HeuaeHTHDULMPOBaHHAS
pUMeCh

Total impurities /
Cymma npumeceit

Hydrochlorothiazide /
IM'appoxnoporuazua

Impurity A / Ipumecs A
Impurity B / I1pumecs B
Impurity C / Ilpumecs C

Enunuunas

pUMech
Total impurities /
CyMmmMma npumecei

Water / Boga

Chloro analogue impurity /

Any unspecified impurity /

Any unspecified impurity /

HCHZ[CHTPICI)PIL[HPOB&HH&H

Below LOQ (LOQ = 0.008 %) / Huxe
TMpeLena KOIMYECTBEHHOO ONIPENEIICHMST
(ITKO = 0,008 %)

Not detected / He oOHapyxeHa

Below LOQ (LOQ =0.007 %) / Huxe
npeena KoJiM4eCTBEHHOTO ONPEACIICHMS
(TIKO = 0,007 %)

0.01 %/ 0,01 %

0.03%/0,03 %

Page3 of 5/ Ctp. 3 u3 5
Not more than 0.20 % / He 6onee 0,20 %

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

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

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

Not detected / e oGHapyskeHa
0.05 %/ 0,05 %
0.07 %/ 0,07 %

0.02%7/0,02 %

0.1%/0,1 %

Not more than 0.50 % / He Gouee 0,50 %
Not more than 0.50 % / He 6osnee 0,50 %
Not more than 0.50 % / He 6onee 0,50 %
Not more than 0.20 % / He 6onee 0,20 %

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

2.1%/2,1%

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

Uniformity of dosage units / O,[lH(_)[;OIlHOCTb JIO3HPOBAHHBIX ¢MHHII

a) Telmisartan / Tenmucapran

4.1/4,1

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
ITIpumeuanune: Ilpoayxt cootBeTcTBYeT TpedoBanusiM H/J 3akmouenne: OAOBPEHO
=<2

Prepared by / // Checked by / Approved by: Manager/Executive /
[loaroTorneHngy: g [1poBepeHo: ({_‘@ Opnobpeno: Menemxep / PykoBoauTesb
Date / . Date / Date /
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Iponykr: Tencapran® H (ruapoxnopornasu/itrenmucapran) rabnetky 12,5 mr+40 mr

Analysis performed according ND / Ananus nposeaen no HJI: JITI-Ne(001632)-(PT"-RU)-090123

Batch No / : C2310589 Batch Quantity / 400000 tab /
Cepust Ne O6beM cepun 400000 Tab
Analytical Report No / : 890001684892 Date of Analysis / 1 31/08/2023
ARanuTHUecKni oTueT Ne JHata ananusa

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025
Jara npoussoacTsa T'open g0

b) Hydrochlorothiazide /
['MppoxnopoTnasun

8.7/8,7

Page 4 of 5/ Crp. 4m3 5

The acceptance value (4V) should be less
than or equal to 15.0 / Tlokasatens
npuemnemocTh (AV) nonxeH ObITh He Gonee
15,0

8 | Microbial enumeration tests / MukpoOunoJjornyeckasi YHCTOTA

a) Total Aerobic Microbial
Count / Ob11ee yncno

a3poOHbBIX MUKPOOPTaHH3MOB

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

Not more than 10° CFU/g /
He Gonee 10° KOE/r

JIPOJMOKEBBIX M MIIECHEBBIX
rpuboB

'b) Total Combined Yeast and
moulds count / Ob1uee ynucno

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

Not more than 10> CFU/g /
He 6onee 10° KOE/r

¢) Escherichia Coli

Absent in 1 gram /
OtcyrcTBYeTB 1 T

Shell be absent in 1 gram /
OtcyrcTBUE B 1 T

9 | Assay / KosinuecTBeHHOE Olpe/eieHHe

b) Hydrochlorothiazide /
I'uapoxnopoTHasua

a) Telmisartan / Tenmucapran

40.9 mg/ 40,9 mr

12.244 mg / 12,244 mr

~ 138.0 mg to 42.0 mg of C33H3N40;

(Telmisartan) per tablet. /
Ot 38,0 mr o 42,0 Mr Cs3HzoN4O,
(TenmncapTan) B TabneTke.

11.875 mg to 13.125 mg of C;HsCIN3O4S;
(Hydrochlorothiazide) per tablet. /

Ot 11,875 mr go 13,125 mr CsHzCIN3O4S;
(ruapoxsiopoTHasua) B TabNeTKe.

10 | Packaging / Onucanne
YHAKOBKH

7 tablets in a (PVC/AI/PA) foil/aluminum foil blister. 4 blisters and a patient
information leaflet in a carton. / ITo 7 Tabnerok B Gnucrepe u3 (IIBX/AI/TIA) donsru/
amomunresoii ¢onbru. o 4 Gaucrepa BMeCTe C MHCTPYKUMEH MO NPUMEHEHUIO
(IMCTKOM-BKIIA/BILIEM) B TAYKY KapTOHHYIO.

Remarks : The Product confirms to ND/
Ipumeuanue: [IponykT coorBeTcTBYeT TpeboBanusam HJJ

Conclusion : APPROVED /
Zakmouenre: OJJOBPEHO

>
Prepared by / I-Checked by / Approved by: Manager/Executive /
IToaroToBACHO: V IpoBepeHo: L@_ OpobpeHo: Mﬁa;:neﬂmep / PyxoBoautenb
.0
Date / oS - 2 | Date/ BV Ve Date / '
Jlata: 31 M Hara: 1\ @8 20 Hara: T\rodr 202




Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIM3A

Product : Telsartan ﬁ(ﬁydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg B
Ipoaykr: Tencapran® H (ruapoxiopornasua+renvucapran) tabnetkn 12,5 mr+40 Mr -

Batch No/ : C2310589 Batch Quantity / : 400000 tab / -
Cepust Ne Ob6nem cepun 400000 Tab

Analytical Report No / : 890001684892 Date of Analysis / : 31/08/2023

AnanuTnueckuii otuet No Jlata ananuza -

Date of Manufacture / : 07/2023 Date of Expiry / : 06/2025

Jata npoussozacTea - B ~ |Topenmo

Analysis performed according ND / Anann3 nposeaen no HJI: JII1-Ne(001632)-(PI-RU)-090123

Page Sof 5/Crp. 5u3 5

API name (INN) / Hydrochlorothiazide / Telmisartan /

Haunmenopanune AOC (MHH): I'mppoxnopotuasug Tenmucapran

AP} manufacturer batch number / 22027HCI0RII ABPH009681
Homep cepuu npoussoautens ADOC:

FP Manufacturer API Batch number / FCPAO01752 FCPAO1818

Howmep cepun cyGeTaHumu
npoussoautens I'JIdD:

AP] Manufactured by & country/ Ipca Laboratories Limited, India/ | Dr. Reddy’s Laboratories Ltd., India /
IIponzeogutennr A®C, cTpaHa: Unka JlaGoparopns Jlumnten, Mnaust H-p Pennn’c Jlabopatopuc JIta,.,
Wnpnsa
Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [IpoayxT cooTBeTcTBYeT TpeboBaHusM HI 3akmouenne: OJJOGPEHO
0
Prepared by / . > Q/QJ’” Checked by./ Approved ?y: 1\/[anager/Executlve /
[oaroTosnexo: : INposepeno: {/@ Onobpeno: MgHenmep / PyxoBoauTenb
E >0
Date / e - )02 | Date/ Of1LOL Date / "
Jara: L Jara: Aok as Jlata: S\7© 87390 %




