Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[poanykt: Tencapran® H(ruapoxnoporuasua+renmucapran) tadnerku 12,5 mr+40 mr

Batch No/ : C2210883 Batch Quantity / : 400000 tab /
Cepusi Ne O0ObeM cepuu 400000 Tab
Analytical Report No / : 890001626733 Date of Analysis / 1 30/11/2022
AHanutnyecknii oruer No Jarta ananusza

Date of Manufacture / : 0972022 Date of Expiry / : 08/2024
Jlata npou3BojacTBa Topen o

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

Page 1 of S/ Crp.1u35

Ne

Test / Iloxa3zatean

Result / PesyabTaTh

Specification / Hopma

1

Description / Onucanue

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.
/ OBanbHOl (BopMbl, JIBOSIKOBBLINYKIILIE,
JAByxcnolHble TabneTkn, OAMH cJok
CBETJI0-PO30BOI0 LBETA, APYrOH Cnoit
fenoro 1BeTa ¢ BKparnjeHUsIMU PO30BOTO
ugeta. Ha 6esioll moBepxHocTi TabneTok
uMeeTcs pucka U THCHeHHs «T» 1 «1» 1o
pa3Hble CTOPOHLI 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. / OanbHoll
(hopMbI, IBOSIKOBBIITYKJEIE, ABYXCJIOHHEIE
TabaeTKH, OAMH CJIOH OT CBETIIO-PO30BOrO
JI0 pO30BOro LBETa, APYrod ciok oT
6enoro 70 mnournw Oenoro usera C
BO3MOXKHBIMM BKpAarJIEeHHSIMH pO30BOr0
uBeta. Ha 6enoii noBepxHOCTH TabneTok
MMEETCs prcka U TUCHEHUS «T» 1 «1» no
pasHble CTOPOHBI OT Hee.

Pacnapaemocetn

2 | Identification / Iloanuunocts | The retention time of the major peak The retention time of the main peaks in
) due to Telmisartan and the chromatogram of the test solution
Telmisartan and S, e X
N Hydrochlorothiazide in the should correspond to that in the

Hydrochlorothiazide / . .
chromatogram of the test preparation chromatogram of Telmisartan and

TenmncapraH u . Al
corresponds to that in the chromatogram | Hydrochlorothiazide reference standards

I'uppoxnoporuazun . . . . -
of standard preparation as obtained in solution (section Assay) / Bpemena
assay. (Section Assay). / YIepHHBaHUSA OCHOBHBIX NTUKOB Ha
BpemeHna ynepkuBaHniisi OCHOBHBIX XpOMaTOrpaMMe HCNIBLITYEMOTO PacTBOPa
MHKOB Ha XpomMarorpamMmme JOJKHBI COOTBETCTBOBAThL BpEMEHaM
HCTILITYEMOTO pacTBOpa COOTBETCTBYET | yIEpKMBAHHA OCHOBHBIX IHKOB Ha
BpEMEHAM YEPXKUBAHUS OCHOBHbIX XpOMaTorpaMme pacTBOpa CTaHAAPTHBIX
MAKOB Ha XpoMarorpamMMe pacTBopa 00pa3LoB TeAMHcapTaHa n
CTaHAapTHLIX 00pa3LOB TeNMKUCApTaHa | THAPOXJIOPOTHA3KUAa (pa3zaes
1 rHApOXJIOpOTHAa3KAa (pasnen «KoniyecTBeHHOE onpenenieHUes).
«KonnuectBeHHoe onpeaeneHmey).

3 | Disintegration time / 09 min /09 muH Not more than 15 min/

He 6onee 15 Mun

Remarks : The Product confirms to ND/
Ilpumeuanue: [Ipoaykr COOTBETCTBY LT Tpedosanusy HI

Conclusion : APPROVED /
3akmouenne: OJJOBPEHO

Prepared by / % €hecked by / Approved by: Manager/Executive /
[ToaroToBnexo:; o ﬂpoBepeHW Onodpeno: Meneurep / Pykosomntes
=f i \ecteiq
I 2 dol2) Ko e
Date / o) -Q¢/) | Date/ Date/ &
Hara: 20 / Hara: 20~ ~2095_ Hara: &Qf‘l"‘w 1L




Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHAJIU3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[Mpoaykr: Teacapran™ H(rnapoxaoporuasna+renmucaprat) Tabnetky 12,5 Mr+40 mr

Batch No/ : C2210883 Batch Quantity / : 400000 tab /
Cepus Ne Ob6beM cepuu 400000 1ab
Analytical Report No / : 890001626733 Date of Analysis / 1 30/11/2022
AHaIMTUYECKHH oTHET No JlaTta ananuza

Date of Manufacture / : 09/2022 Date of Expiry / : 08/2024
Jlata nponsBosacTBa l'ogeH no

Analysis performed according ND / Ananns nposenen no HJ: JIIT-004256-300920

Page2 of 5/Ctp. 2 m3 5

Ne

Test / [lokaszaTenn Result / Pe3yabTaThl Specification / Hopma
4 | Dissolution / PacrBopenue
a) Telmisartan/ Unit-1/ Tabn.-1 98 % Not less than 75 % (Q) of the labeled
TenmucapTtan Unit2 / Tabna 95 % amount of Cs3H30N4O; (Telmisartan) in
' 45 min. /
Unit-3 / Tabn.-3 96 % He menee 75 % (Q) oT HOMHHANLHOrO
= - 5 cogepxanna CsHizoN4O2 (Tenmucapran)
Unit-4 / Tabn.-4 98 % uepes 45 MuH.
Unit-5 / Tabn.-5 98 %
Unit-6 / Ta61.-6 99 %
b) Hydrochlorothiazide / Unit-1/ Ta6n.-1 102 % Not less than 75 % (Q) of the labeled
IMuapoxnopoTnasmua - 5 amount of C;HsCIN304S;
Clmii=2s/ fiacii RN (Hydrochlorothiazide) in 45 min. /
Unit-3 / Tabn.-3 103 % He menee 75 % (Q) oT HOMHHAIBHOIO
Unit-4 / Ta6n.-4 1049 | conepmanma CrHCINSO45,
' ¢ (rmmpoxnopoTtuasun) uepes 45 MuH.
Unit-5/ Tabn.-5 96 %
Unit-6 / Tabn.-6 101 %

S | Related Substances / PoacTBennble npumecu

A. Telmisartan / Tenmucapran

Impurity A / Tlpumecs A

Less than LOQ (LOQ: 0.003 %) / Huxe
rpenena KOAMYECTBEHHOTO ONpeneeH s
(TIKO : 0,003%)

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

Impurity B / Tlpumecs B

Impurity D / IIpumecs D

Below LOD (LOD = 0.002%) / Huxe
npeaena obHapyxeuus (110 =0,002%)

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

0.002%/0,002%

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

Impurity TMS1 /
Ipumecs TMS]

0.01%/0,01%

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

Remarks : The Product confirms to ND/

Ilpnmeuanue: [poaykt COOTBeTCTByeT TpedoBanuam HJJ

Conclusion : APPROVED /
3axmouenne: OJOBPEHO

Prepared by / Checked by / Approved by: Manager/Executive /
Tloarorosneno: Q/ I1poBepeHo: ~p OnoQpeno: Menemwrep / PykosoanTent
2
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Dr.Reddy’s Qe
CERTIFICATE OF ANALYSIS
CEPTUDOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazidet+Telmisartan) Tablets 12.5 mg+40 mg
Mponyxt: Tencapran® H(ruapoxnopoTnasua+renmucapran) Tabnetku 12,5 mr+40 mr

Batch No/ : C2210883 Batch Quantity / : 400000 tab /
Cepus Ne ObbeM cepuu 400000 Tad
Analytical Report No / : 890001626733 Date of Analysis / 1 30/11/2022
AHanuTHuyeckuit otyet Neo JlaTta ananuza

Date of Manufacture / : 0972022 Date of Expiry / : 08/2024
Jlara npousBoacTBa l'ogen no

|Analysis performed according ND / Ananus nposeaens no HJI: JIT-004256-300920

Page3 of 5/ Crp.3 w35

Ne Test / [lokazaTennb Result / Pe3yabTaThl Specification / Hopma
Dimer acid impurity / Less than LOQ (LOQ: 0.010 %) / Not more than 0.20 % / He 6onee 0,20 %
JlMMepHO# KUCHOTHI Hwxenpesiena konu4ecTBeHHOro

onpenenenus (ITKO : 0,010%)

Chloro analogue impurity / Less than LOQ (LOQ: 0.007 %) / Not more than 0.20 % / He 6onee 0,20 %

Xnopo aHanora Huxe npenena KonumyecTBEHHOTO
onpenenenus (IIKO : 0,007%)
Any unspecified impurity / 0.01%/0,01% Not more than 0.20 % / He 6onee 0,20 %
Enunuunas
HEeNAEHTHOUIMPOBaHHAS
NpUMech
Total impurities / 0.1%/0,1% Not more than 1.0 % / He Gonee 1,0 %

CymMma npumeceit

B. Hydrochlorothiazide /

'mnpoxnoporuasun

Impurity A / Tlpumecs A Not detected / He oOHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Impurity B / I[Tpumecs B 0.04%/0,04% Not more than 0.50 % / He 6onee 0,50%
Impurity C / I1pumecs C Not detected / He oOHapyxeHa Not more than 0.50 % / He 6onee 0,50 %
Any unspecified impurity / BDL% / I1P% Not more than 0.20 % / He 6osee 0,20 %
Ennnnunas

HeuaeHTH GULIMPOBaHHAS

TIPHMECh

Total impurities / 0.04%/0,04% Not more than 1.0 % / He 6onee 1,0 %

CymMma npumecei

6 | Water / Bona 2.0 % wiw /2,0 % w/w Not more than 6.0% / He 6onee 6,0 %

7 | Uniformity of dosage units / OnHOopoaHOCTbL N03UPOBaHUS

Remarks : The Product confirms to ND/ Conclusion : APPROVED /
IIpnmeuanne: [Ipoaykt cootBeTcTBYET TpeboBaHusm HJ 3akawouenne: OJOBPEHO

7D
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Dr.Reddy’s “:'.

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
Ipoayxt: Tencapran® H(ruapoxnopornasna+renmucapran) Tadnetku 12,5 mr+40 mr

Batch No / : C2210883 Batch Quantity / : 400000 tab /
Cepus Ne ObbeM cepun 400000 Tab
Analytical Report No / : 890001626733 Date of Analysis / 1 30/11/2022
AHanutuyeckuii otTuet No JlaTa ananusa

Date of Manufacture / 1 09/2022 Date of Expiry / 1 08/2024
JaTta npon3BoacTBa T"onen no

Analysis performed according ND / Ananns nposenen no HJI: JI[1-004256-300920

Paged of 5/Ctp.4m35

Ne Test / Iloka3zaTenn

Result / Pe3yabTaThl Specification / Hopma

a) Telmisartan / TenmucapTat

b) Hydrochlorothiazide /
I'uppoxnopornasu:

4.3/4,3
4.0/4,0

The acceptance value (AV) should be less
than or equal to 15.0 / Tlokasatens
npuemaemMoctd (AV) gomxeH ObITh He
6onee 15,0.

8 | Microbial enumeration tests / MukpoGuonornueckas 4YncToTa

a) Total Aerobic Microbial
Count / Ob1uee uucno
a3poOHBIX MUKPOOPTaHU3MOB

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

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

b) Total Combined Yeast and
moulds count / O6iee uncio
JPOXOKEBBIX U TIJIECHEBBIX
rpubos

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

Not more than 100 CFU/g /
He 6onee 100 KOE/r

c) Escherichia Coli

Absentin 1 gram/
OrcyrctByeTB 1 T

Shall be absent in 1 gram /
OtcyrctBUE B 1 T

Assay / KonnuecTBeHHOe onpeaesieHue

a) Telmisartan / TenmucapTan

40.1 mg /40,1 wmr

38.0 mg to 42.0 mg of C33H30N4O2

b) Hydrochlorothiazide /
['unpoxnopotnaznn

(Telmisartan) per tablet. /
Or 38,0 mr 10 42,0 mMr C33H3o0N4O2
(TenmucapraH) B TabneTke.

11.875 mg to 13.125 mg of
C7HgCIN304S, (Hydrochlorothiazide) per
tablet. /

Ot 11,875 Mr no 13,125 mr
C;HCIN304S; (rnapoxyiopoTHazua) B
TabneTke.

12.565 mg /12,565 mr

Remarks : The Product confirms to ND/

Ilpumeuanne: [Ipoayxr COOTBeTCTByeT TpedosaHisaM HJ{

Conclusion : APPROVED /
3akmouenue: OJOBPEHO

Prepared by / p Checked by / Approved by: Manager/Executive /
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Dr.Reddy’s Q3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12.5 mg+40 mg
[MpoaykT: Tencapran® H(rmapoxnopoTtuasua+renmucapran) Tabnetku 12,5 mr+40 mr

Batch No/ 1 C2210883 Batch Quantity / : 400000 tab /
Cepust No O6bem cepnn 400000 Tab
Analytical Report No / : 890001626733 Date of Analysis / 1 30/11/2022
AHanutnyeckuii otuet No JlaTta anannza

Date of Manufacture / : 09/2022 Date of Expiry / : 08/2024
Jlata npou3BoacTBa l'oneH no

Analysis performed according ND / Ananus nposenen no HJI: JII1-004256-300920

Page5of5/Crp.5u3 5

Ne Test / [TokazaTesb Result / PesyabTaThl Specification / Hopma
10 | Packaging / Ynakoeka 7 tablets in a (PVC/AI/PA) 7 tablets in a (PVC/AI/PA) foil/aluminum
foil/aluminum foil blister. 4 blisters and | foil blister. 2 or 4 blisters and a patient
a patient information leaflet in a carton. | information leaflet in a carton.
/Tlo 7 Tabnetok B 6uctepe U3 6 or 10tablets in a (PVC/AI/PA)
(IIBX/AI/TIA) donsru/ amomunneroit | foil/aluminum foil blister. 3 blisters and a
donbru. Ilo 4 6nucrepa BMeCTe ¢ patient information leaflet in a carton. /
MHCTpyKUMEHR 110 NpuMeHeHuto B nauky |Ilo 7 Ttabnetok B  Oaucrepe U3
KapTOHHYIO. (IIBX/AITIA)  ¢oneru/anromMutueBoi
¢onbru. Ilo 2 wnm 4 6aucrepa BMecre ¢
WUHCTPYKLIHEH 10 MPUMEHEHHIO B MaykKy
KapTOHHY!O.
Ilo 6 unmn 10 tabnerok B Onucrepe u3
(TIBX/AI/TIA) thoseru/antoMuHIeBOH
donmern. Ilo 3 Ommcrepa BMecTe C
WHCTPYKLIMEN 110 MPUMEHEHHIO B MayKy
KapTOHHYHO.
11 | Labeling / MapkupoBka According to ND / B cootBerctBun ¢ HJI
12 | Storage conditions / Ycaosus | At temperature below 25 °C. / [1pu Temneparype He Bbiwe 25 °C.
XpaHeHHs!
13 | Shelf life / Cpok roanocTn 2 years /2 rona

Remarks : The Product confirms to ND/

Ny 5

IIpumeuanne: [Tpoaykr cooTBeTcTBYeT TpeboBaHusm HJL

Conclusion : APPROVED /
3akmoyenne: OJJOBPEHO

Prepared by / p/@ggyz‘-’ Checked by /
IMogrotosneno:  f ¢ I[posepeHo: @/\ﬂ

——

Approved by: Manager/Executive /
Onogpeno: Menemwxkep / Pygpsonnrens

ol D Ra~t Qeatliny

Date / 307IM/L Date /
Jara: Hara: 30 ~l(~2022
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