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CERTIFICATE OF ANALYSIS f\ °
Product Name TELMISARTAN Ph.Eur y«.}-
Batch No. TL 004 C 24 Date of Manufacturing March-2024 I
A.RNo, 24 FP 0123 Date of Analysis 03.05.2024
Dispatch Qty. 10.00Kg Date of Expiry February 2029
Reference Ph.Eur .| Customer Name M/s. F & A Pharma
CEP No. : | RO-CEP 2018- 104-Rev 01 Pt
Storage Condition: Store in well closed containers, protect from moisture at room temperature (15-30°CG) " -
S.No. Test Results Acceptanée”éi-iteria
Whit ” White or shcht]y yellomsh
_ . - ite powder
W0l papeares crystalhne powder
. o Sample matches with | IR spectra of sample should match
2l Ident1ﬁcat10}; by IR » ‘standard w;th IR spectra of workmg standard.
Practically insoluble in :f: f 5 ]
water, slightly solﬁbfe “Practically insoluble in water,
in methanol Spanncr]y slightly soluble in methanol,
3.0 | Solubility soluble in methylene sparingly soluble in methylane
chl@nde Ii d1ssolves chloride. It dissolves in 1 M sodium
- m 1 M sodium h}’deldﬁ’
_.,.,ljlydromde. ot
y vt e ’C i The solunon is not more. mtensely
g . 3 -+Complies
X WU | Sppemanee Of SOluth_{l , o P coIoured than 1eference soiutlon Ya,
..5.0 | Loss ondrying i 021% No__t'_more than 0.5% ,
i i) | i §
/6.0 | Sulphated ash .0.04% | Not'more than 0.1% '
' 7.0 |Related substances by HPLC 4
71 Iﬁiﬁmity—ﬁ_ Not Detected ‘Not more than 0.15% ._ '
Sl 72 Impurity-B . -..Not Detected Not more than 0.15%. .
73 | Impurity-C . II i '1\’?91: Detected | Not more than 0.2%
—I_ -!‘l ’ .Ill J_ :Alﬂ-‘\
|- Compiled by @&ﬁ’_ Checked by | : V/ .| Approved by | :| (LQJ,
"] Date oulosl 2024| pate 10 |:] @SV Dare 1 ouloshory
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FeA PHARMA

Chiromo Laboratories

Plot No. 43&44, IDA, Phase II -Pashamylaram, Patancheru Mandal, Sangareddy District,
Telangana state, India - 502307

CERTIFICATE OF ANALYSIS
Product Name TELMISARTAN Ph.Eur
Batch No. TL 004 C24 Date of Manufacturing March-2024
ARNo. 24 FP.0123 Date of Analysis 03.05.2024
Dispatch Qty.’ 10.00Kg Date of Expiry : | February 2029
Reference Ph.Eur Customer Name :.| M/s. F & A Pharma |, .
CEP No. : | RO-CEP 2018-104-Rev 01 ~ A u T
Storage Condition: Store in well closed containers, protect from moisture at room temperature ( 15-35°C-§ v

iy et

S.No. Test Results Acceptance,ﬁi:it?ria
7.4 | Impurity-D Not Detected Not more than.-O..\LZ%:_-~"
7.5 | Unspecified impurity 0.03% Not moféthan-.10%
7.6° 1 Total impurities . 0.12% Notmore than 1.0% :
Assay by Potentiometry ; 2 "N&tf[é‘ss. than 99.0% and
B0 | ¥ On deied basis) 99.80%wiw A, | {6t more than 101.0% wiw
9.0 | Residual solvents by Headspace GC - _
9.1 Methanol 5{_8PP:¥“' 3 Not more than 3000 ppm
9.2 | Acetone ____I“E‘,?‘F?D‘?t&md Not more than 5000 ppm
9.3 ' | Isopropyl alcohol . Not Detected Not more than 5000 ppm j
9.4. | Dichloromethane . | "5 Not D.?t?c'fed Not more than 600 ppm "
9.5 . Hexanes i) Not ?gtePted Not morﬁc-; than 290 ppm "'il:-"'
9.6 .. Chloroform ."'":‘",; " Not D_é:.}'t‘lected Not 11101'[3}";11&11 60 ppm K
Additional Test 1 . it : o
10| Assay by HPLC 1. 100.0% Not less than 99.0% and 1.,
.| (On dried-basis) . ' ;s '

Note:-The Product confirms'to the above acceptance criteria.

Not more than 101.0% w/w .
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FeA PHARMA

Chiromo Laboratories

Plot No. 43&44, IDA, Phase II -Pashamylaram, Patancheru Mandal, Sangareddy District,
Telangana state, India - 502307

CERTIFICATE OF ANALYSIS
Product Name TELMISARTAN Ph.Eur
Batch No. TL 004 C 24 Date of Manufacturing March-2024
A.R.No. 24 FP 0123. | Date of Analysis 03.05.2024
Dispatch Qty. 10.00Kg ' | Date of Expiry February 2029
Reference. PhEur | Customer Name M/s. F & A Pharma ~ M-
CEP No. RO-CEP 2018-104-Rev 01 y
Storage Condition: Store in well closed containers, protect from moisture at room temperature (15- 30°C) .

Ympurity Chemical Name
Name i I
Impurity-A. 4-meﬂ1y1-6-(1-methy1-1H-benzimidaro1e-2-y1)-2-propy1f=1Hlb'én'zimidazoze

] o | 4°-[[7-methyl-5- (methyl 1H—benz1m1dazole- -yI)-2—pr0pyI lH benzzm]dazole—
Impurity-B L .

Iyl]rnethyl]b;phenyl-}l -carboxylic acid * P

Impurity-C

1,1-dimethylethyl 4 *-[[4-methyl-6-( l-meihyl-leenzumdaml =2-yl)-2-propyl-1H-

Impurity-D

benzimidazol-1 -yl]methyl]blpheuyl 2—carboxylate

Unknown structure

Impurity-E* " '

.| carboxylic acid

1- [(’?’-carboxyblphenyl 4- yl)methyl] 4 methyl 2- propyl-1H- benznmdazol 6-

.

hnpurity-P*'.__- "

_ yl]methyl]blphenj E

4’-[(4-methyl-6- (l—methyl lH—benzumdazol -2-yl)-2- propyl- IH—benzlmldazoI 1-

carbo‘cam1de

*E.F Impurmes cons;clered as unspecifi ed nnpuntles as per European Pharmacopocm 9.7.

|
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