Dr.Reddy’s ‘

CERTIFICATE OF ANALYSIS
CEPTHOHKAT AHATTM3A

Product : Telsartan H (Hydrochlorothiazide+Telmisartan) Tablets 12:5 mg+40 mg-—

IMpoaykr: Teacapran® H(ruapoxnopoTiasia+renmicaptan) TabneTkn 12,5 mr+40 mr

Hara npousroactsa

TI'onen no

Analysis performed according ND / Ananus nposenen no HJI: JIT1-004256-300920

Batch No / - C2300200 Batch Quantity / 400000 tab /

|Cepns Ne O0bem cepyn 400000 Tad i
Analytical Report No / 890001639551 Date of Analysis / 16/0172023 |
AHanMITIYECKHH oTueT No Jata anannsa B B

Date of Manutfacture / 11272022 Date of Expiry / 11/2024

Page 1 of 5/ Crp. 1 u35

Telmisartan and
Hydrochlorothiazide /
Temvincaptan 11
IiiapoxnopoTiasiti

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). /

BpemeHra ynepiacBaHs OCHOBHBIX
MHKOB Ha XPOMAaTOIPaMMe
HCTILITYEMOrO pacTBOPa COOTBETCTBYET
BPEMCHAM YAEP/KHBAHII OCHOBHbIX
NHUKOB Ha XpOMaTorpamMmMe pacTBopa

| CTAHAAPTHBIN 0OPa3LOB TeNMIcapTaHa
¥ TIAPOXJIOpOTHA3tAa (pasaen
«KonnuecTBeHHOE onpeaeneHen).

Ne Test / IlokazaTenn Result / PeaynbTaThl Specification / Hopma

1 | Description / Onucanne Oblong biconvex shaped uncoated Oblong  biconvex shaped uncoated
bilayered tablets having light pink layer | bilayered tablets having light pink to pink
on one side and white layer with layer on one side and white to off white
possible pink patches on the other side layer with possible pink patches on the
with “T* & “17 debossed on either side other side with “T" & 1’ debossed on
of break line. / OBanstoii Gpopmbl, either side of break line. / OsanbHoii
JIBOSIKOBBITIYKJIblE, TBYXCIONHbIC (opMbl, ABOSKOBbIIYKIIbIC, ABYNCIOIIHbIE
TabneTKy, OIMH CIOH CBETJIO-PO30BOrO | TabneTKH, OAMH COIT OT CBETI0-PO30BOTO
1BeTa, Apyroi cnoii 6enoro usera ¢ [0 PO30BOTO UBETA. APVTOil cnoli ot
BKpaniueHusiMu po30Boro uBera. Ha 0eforo A0  MouTH  OCHOro  userta ¢
Oenoif MoBEpXHOCTH TaONECTOK 1IMEETCST | BO3MOKHbLIMII BKPATJICHIISMIT  PO3OBOMO
pucKa 1 THeHERH «T» 11 «1» no pasnbie | uera. Ia 6eaoli nosepxHocTH TadaeToK
CTOPOHbI OT Hee. MMeeTes plcka U THeHeHNs « Ty w «1» no

pa3zHbIC CTOPOHbL! OT Hee.
2 | Identification / Ilopaanunnocrs | The retention time of the major peak 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
YAEPARHBAHIIS OCHOBIBLIN MHKOB HA
XPOMATOrPAMME HCIILITYEMOTO pacTBOpPa
JOJIZKHBI COOTBCTCTBOBATL BPCMECHAM
YACPIKIBAHIS OCHOBHBIN IHKOB HA
XPOMATOIPANMAME PACTBOPA CTAHAAPTHBIX
00pa3lOB TCAMHCAPTAHA U
THAPOXJOPOTHA3ZN A (pasien
«KoniuecTeeHIoe onpeaciaeHne).

Remarks : The Product confirms to ND/
IMpumeyanne: INpoaykr cootBeTeTBYET TpedoBanam HJL

Conclusion : APPROVED /
3axkauenne: O10OBPEHO
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Ta:
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Approved by: Manager/Executive /
Onodpeno:

#?xcwi) Ranil Me=drty

Melewep / Pyrosoairens

Dmo /
Jara:

|5 -01~-2022

Date /
Hara:




Dr.Reddy’s ":‘

CERTIFICATE OF ANALYSIS

CEPTUDHUKAT AHAJIM3A

[Product : Telsartan 'H_(Hydroch]orothiazide+Telmisartan) Tablets I*Q.S_fmg+4() mg
[poaykr: Tencapran® H(rnapoxsopotnasia+renmicapran) tabnerki 12,5 mr+40 mr .

Ne

Analysis performed according ND / AHamI3 nposeten no HJL: J1IT-004256-300920

Batch:-No / : €C2300200 Batch Quantity / : 400000 tab /

Cepus No O0bem cepllil 400000 Tab

Analytical Report No / : 890001639551 Date of Analysis / 1 16/01/2023 -
AHamtnyeckuli oTyer Ne B Jata anamiza

Date of Manufacture / 1 1272022 Date of Expiry / : 1172024

Jara npoussoncrsa [Foaen no

Page2 of 5/ Crp.2 u3 5

Test / ITokazarens

3 | Disintegration time /
PacnagaemocTn

4 | Dissolution / PacrBopenne

a) Telmisartan /
Tenmucapran

b) Hydrochlorothiazide /
['apoxnopoThasua

Result / Pesyabrare! Specification / Hopma
09 min /09 mun Not more than 15 min /
He Gonee 15 mun

Unit-1/Tadn.-1 97 % _T\_Jol less than 75 % (Q) of the labeled

. o amount of Cs;HsN4O2 (Telmisartan) in

= 011.-2 95 % .

Unit-2 / Tabn.-2 ) 95 Y 15 i, 7 Ty
Unit-3 / Ta6n.-3 102 % He wmenee 75 % (Q) ot HOMHHAJILHOTO

e oo, conepanus CiHsNiO (tenmucapran)
Unit-4 /Ta?n. 4 96 % | epes 45w,
Unit-5/Tabn.-5 103 %
Unit-6 / Tagn.-6 9% |
Unit-1/Tabn.-1 95 % Not less than 75 % (Q) of the labeled

: = ————— amount of C;HsCIN50,4S»

-2 on.-2 9% e e .

Sy [Fon=E 0 | (Hydrochlorothiazide) in 45 min. /
Unit-3 / Ta6n.-3 104 % He menee 75 % (Q) oT HOMHHANIBLHOTO

e - — conepxkanus C7HyCIN;OLS,

| HEEN = ]_0_)__/0 (ruapoxnopoTiaszua) yepes 45 mMiH.

Unit-5/ Tabn.-5 05 %
Unit-6 / Ta6n.-6 9B% |

‘Related Substances / Poacrsenmbie npuMecH

A. Telmisartan / Tenmucaprtan

Impurity A/ nplh\lCCbX |

(ITKO : 0.003%)

Impurity B/ [Tpunecs B

Impurity D / Tipusecs D

0.01%/0.01%

Less than LOQ (LOQ: 0.003 %4) / Flike
npejena KoJMHYeCTBEHHOTO onpeeaeHiis

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

| Not more than 0.20 % / He 6onee 0.20%

0.01%/0.01%

"Not more than 0.20 % / He donce 0,20 % |

I_J fara:

Remarks : The Product confirms to ND/
ITpumeuanne: IpoaykT coorseteTBYCT TpedoBaniiam H/J

Conclusion : APPROVED /
3akmouenne: OJOGPEHO

Prepared by /

— ﬁ,{‘/‘
IMonrortoBsaeHo: W

| Checked by /
| TTposepeto;

9) ~2

Date/
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Approved by: Manager/Executive /
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Qe
Dr.Reddy’s €3¢

CERTIFICATE OF ANALYSIS

CEPTHOUKAT AHAJIM3A

[Product : Telsartan H (Hydxochlm 0th|d21de+TeImlsaltan) Fablets 12.5 mg+460 mg - — =

Mpiveuane: [poavkT coor BCILIB\LI Tpeoosannsm HJ

Tpoaykr: Tencapran™ H(rnapox: wpoTiasnatrenmitcaprad) tadnetkn 12,5 Mr+40 M.
Batch No/ : C2300200 Batch Quantity / ¢ 400000 tab /
Cepnst No Obbem cepuy 400000 Tab
Analytical Report No/ - : 890001639551 - — Date of Analysis / 1 16/01/2023
AHanuTHyecKii oTyeT No Jarta ananuza
Date of Manufacture / :12/2022 Date of Expiry / » 1172024
JaTa nponsBocTBa lozxer o -
Analysis performed according ND / Anamm3 npOBeneH no HJI: JII1- 004256-300920
Page 3 of 5/ Crp.3 u3 5
Ne Test / IlokazaTtean Result / PeayabTathl Specification / Hopma
Impurity TMS1 / Not detected / He oOHapysKeHa Not more than 0.20 % / He 6onee 0,20 %
[Tpumecs TMSI
Dimer acid impurity / ~ Not detected / He o0HapyKeHa Not more than 0.20 % / He Gonee 0.20 %
JUIMEpHO# KHCNOTbI
Chloro analogue impurity / Less than LOQ (LOQ: 0.007 %) / Not more than 0.20 % / He Gonee 0,20 %
o __ XJlopo.aHanora __Hiske npenena KonnyecTBEHHOro
onpeaenenus (ITKO : 0,007%)
Any unspecified impurity / 0.01%/0.01% Not more than (.20 % / He donce 0.20 %
Eaunnununas
HEUACHTH(PHUHPOBAHHAS]
npHUMech
Total impurities / 0.03%/0.03% | Not more than 1.0 % / He Gonee 1.0 %
Cymma npiiveceii
B. Hydrochlorothiazide /
[Miapoxnopotnasin
Impurity A /TTpnyecs A Not detected / ve obnapykena Not more than 0.50 % / He Sonee 0.50 %
Impurity B / I1pustecs B 0.03%/0.03% Not more than 0.50 % / He donee 0.50%
~ Impurity C / TIpunecs C Not detected / He oOHapyskeHa Not more than 0.50 % / He Gonee 0.50 % |
Any unspecified impurity / | Not detected / ne o0HapyKeHa Not more than 0.20 % / He 5onee 0.20 % |
EnnHitynas
HEHJEHTH(PHUHPOBAHRAN
npHMech
Total impurities / 0.03%/0.03% Not more than 1.0 % / He 6onee 1.0 %
Cymna npitmecedii
|—6 Water / Bona - 1.7 % wiw /1.7 % wiw Not more than 6.0% / He Gosiee 6.0 % |
Remarks : The Product confirms to ND/ Conclusion : APPROVED /

3arknwuenne: OXOBPEHO

Prepared by /
[ToarotosaeHo:

LhLd\Ld by /
? Hpompum A

J /\&

Approved by: Manager/Exccutive /
Ooapeno: Menekep P\ KOBOINTE b

“r M'LO\\) ’2%4. e uef,u:/j

Date/

(2019222 | Date /
Hara:

| Jara:

13 ~01 - 2025

Date /
| Hara: \q7 — "7/02\5




@
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHAJI3A

[Product : Telsartan H. (H)leLh]Ol othlQZIdﬁTellmsartan) Tablets 12.5-mg+40 mg
Hpoaykr: Tencapran” H(rnnpoxaoportuasnatrenmucapran) tagnetkn 12,5 mr+40 mr

BatchNo / 1 €2300200 Batch Quantity / : 400000 tab /
Cepust Ne ObObem cepui 400000 rad
Analytical Report No/ - 2890001639551 ‘Date of Analysis / —— : 16/01/2023
AHanuTHUeCKHIi oTyeT Ne JlaTa aHanu3a

Date of Manufacture / 0 1272022 Date of Expiry / 2 1172024

|HaTa ﬂpO]lSBO[lCTBa FoaeH 1o fa b

Paged4of 5/ Crp. 4 u35

Ne Test / IToxkaszarenn

Result / Pe3ynbTaThl

7

Uniformity of dosage units / OnnopoasocTs 1031poBaHus

Specification / Hopma

a) Telmisartan / Tenmucapran

b) Hydrochiorothiazide /
I'uapoxnopoTHasia:

4.7/4,7
6.1/6,1

than or equal to

oonee 15,0:

The acceptance value (AV) should be less
15.0 / Tlokasarens
npuemaemocty (AV) nonxeH OblTL He

a) Telmisartan/ Teamuncapran

b) Hydrochlorothiazide /

[MapoxnopoTnasiig

399 mg /39,9 mr

12.658 mg / 12,658 wir

| (Telmisartan) per tablet. /

(TeamuicapTtan) B TabJIETKE.

11875 mgto 13,125 mg of

tablet. /
Ot 11,875 Mr g0 13125 mr

TaoJeTKe.

8 | Microbial en_umemtion tests / MUKpOQHOJIOTHYECKAS] YHCTOTA
-a) Total Aerobic Microbial Less than 10 CFU/g / | Not more than 1000 CFU/g/
| Count / Odutee uncno Menee 10 KOE/r He donee 1000 KOE/r
A3POOHBIX MIIKPOOPraHH3MOB
b) Total Combined Yeast and Less than 10 CFU/g/ Not more than 100 CFU/g /
moulds count / Obiee wiicio Menee 10 KOE/r He donee 100 KOE/r
| IPOIKEBLIN 11 MJECHEBBIX
rpndoB
' ¢) Escherichia Coli Absentin 1 gram / Shall be absentin 1 gram/
OrcytcTBYeT B 1 T OrcyrerBiie B 11
9 | Assay / Konnuecrsennoe onpeaelenue - o N

38.0 mg 10 42.0 mg of C3Hz0N.02 |

Ot 38.0 mr 10 42.0 ymr Cs:Hz0N,O-

C-HCIN:O4S: (Hydrochlorothiazide) per

C7HsCIN;04 S, (ritapoxnopotiazin) B

Remarks j"he Product contirms to ND/

P

TMpumeuanne: [poaykt cooTseTeTBYET Tpedosannsam HJI

Conclusion : APPROVED /
Jakmouenne: OJOBPEHO

Prepared by /
[Toarotosseno:

==

Checked by /

ﬂ » 2y 7
I ()Bep&mU(\g\j Py,
= ——

Approved by: Manager/Executive /
Oaodpeno: \Ium'mccp PykoBoaNTRAL

-Hacu;{c" #{g,vu_ fle celrt 1
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| Mara:
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| Hara:
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Qe
Dr.Reddy’s ‘;’

CERTIFICATE OF ANALYSIS

" CEPTUOHKAT AHAJIM3A

JP—roduct : Telsartan H (HydrochlorothiazidHTelmigaﬁan) Tablets 12.5 mg+40 mg R
IMTpoavicr: Tencapran” H{rizapoxnoporiaziui+renvicapran) Tadnetku 12,5 mr+40 mr

| Analysis performed according ND / Anasins nposenen no HI_[;HH—OO4£6—300920

Batch No/ _-: €2300200 Batch Quantity / : 400000 tab /

Cepua No Obbem cepitn 400000 Tab _|
Analytical Report No/ - — 7890001639551 Date of Analysis / . 16/0172023 -

| AHanuTnyecknii oryet No JlaTta ananusza

Date of Manufacture / 1 1272022 Date of Expiry / : 11/2024

Mara nponssojicrsa [open no B

PageS5of 5/Crp.5u35

Ne Test / [lokazatesn Result / Pe3yabTaTh

Specification / Hopma

10 | Packaging / YnakoBka 7 tablets in a (PVC/AI/PA)

/Tlo 7 Tabnetok B Gnictepe 113
dosibrn. Ilo 4 Gnuctepa BvecTe ¢

KapTOHHY1O.

foil/aluminum foil blister. 4 blisters and
a patient information leaflet in a carton.

(TIBX/AI/TTA) donbri/ amomiHiiesoii

MHCTPYKUMEH MO TPUMEHEHHIO B NaUKy

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. /
[To 7 Tabnetox B Oancrepe u3
(JIBX/AUTIA)  (oabru/anroMrHNeBoi
| (poabrn. Tlo 2 wnn 4 Gnncrepa Bmecte ¢
| HHCTPYKUNEI] 110 MPUMEHEHHIO B nadKy
KAPTOHHYIO.

[To 6 nan 10 Tadnetok B Onucrepe K3
(JIBX/AI/TIA)  (poabru/antoMunneBoii

donsru. Ilo 3 6Gnuctepa BMecTe c
| HIHCTpyKunel no NMpUMEHEHHWIO B nauky
| kKapToHBYIO.

! B
11 | Labeling / Mapknposka According to ND / B cootsetersin ¢ HJ[
12 | Storage conditions / Yeaosnsi | At temperature below 25 °C. / I'pu Temnepatype He Boite 25 °C,
XpaHeHHsI
13 | Shelf life / Cpoxk roanocrn 2 years /2 rona

Remarks : The Product confirms to ND/
HMpuseyamne: [poaykT cootsereTsyen Tpedosaniisar HJJ

vl

Prepared by / Checked by /

Conclusion : APPROVED /
3armouenne: OJOBPEHO

Approved by: Manager/Executive /

ToarorosaeHo: Z £ ITposepeho; N - Onotpeno: NMeyenkep / Pykosoairme:s

l | d’:\ i %M R a2 Neclrty
Date/ g,olﬁg 2.2 | Date / Date /
HHara ¢ Hara: 5 o1 2023 | Hara: l 47"0 ) —”Z/O_l‘?)




