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Name of the Product : Tadalafil Ph. Eur., (I’rnduct No.: 0110201901)

Date of Analysis ~ : 28/08/2019

Batch No : TDL/0819019 A.R. No, : FP/19/0109
Dispatch Quantity 5.0 Kps Mfg, Quantity  S620Ke
Mfg. Date : August 2019 | Expiry Dale : July,2024
S. No. Test parameter Specification Results
fmpurities A, B and C by HPLC (%)
6. 1 Impurity A Not more than 0,15 0.01
Unspecified impurity Not more than 0.10 Not Detected
Related substances by HPLC (%)
TDL-III content Not mote than 0.10 Not Detected
7 Unspecified impurity Not more than 0.10 BDI1.
Total impurities | Not more than 0.3 BDL
| Loss on drying Under vacuum at - o :
B 1 105°C for Ihours (%, wiw) Not more than 0.5 0.26
9. | Sulphated ash (%, w/w) Not more than 0.1 0.04
10 Assay by HPLC (On dried Not less than 97.5 and 998
"t substance) (%o, w/w) Not more than 102.0 i
Residual solvents by GC (ppm)
Method-{ _ -
Methanol Not more than 3000 Not Detected
11. 1 Acetone Not mote than 5000 28
Isopropyl aleohol Not more than 5000 Not Detected
{ Methylene chlovide Not more than 600 Not Detected
Method-I1 )
Triethylamine | Not mote than 320 | Not Detected
Conclusion: - The product confirms (o the Ph.Eur. Specificaiions.
Prepared by Reviewed by Approved by
Sign & Date [ @W @Q @/\\ n
n & Dalte o PG To )io)or) olobe!
Naine G. Rama Krishna K Bhaskara Rao K.Pavan Chand
Designation Tr.Chemist — QA Sr.Manager - QC Asst. Manager — QA




TMMMMWMAIIEAIAAHIY DA TK“SMHEIfll'_llm..w..._,..:.;-..v,.:.:...:::
DROC st._..W.-r...M_SEMS_/.EE./ﬁ.QQﬂ_M 2@19.1’1&&@1#.!1}:&@9t;'n.l_s:_fz._.ﬁ___.._

 Issue Date: 01.07.2074

Fheadane i
e z Bff. Date : 02.07.2014

Lalas Privgiy Lmmitagy
Unit-}

Revision 00 _—
Supérsedes : None

ié%‘gg?

Produet name

']‘ndalz}! i .

Supplier (Manufacmrr_ar) P }’Q@{m Labs Private Limited

L HotNo. 748, Jawaharlal Nehry Pharmacity,
. {,;. e arawada, Visakhapatnan, '

o *5 " Andhra Pradesh, INDIA
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Product tse /«':ig/ . Pulmonary arlerial hypertension
SR A
Hazard symbol(s) %
Do Ni
Danger classification of product : X1 leritant
Risk (R-)phrases : R22 Harmful if swallowed
: R36/37/38 Irritating eyes, ¥espiratory system and skin 3
Safety (8-) phrases ; 326 In case of contact with eyes, ringe inmediately
with plenty of wates and seek medical advice
836 Wear suitable protective clothing n.
Classification (Regulation EC) No 1272/2008
Acute toxicily, category 4 : H332 : Harmful if inhaled
Acute toxicity, category 4 : H302 : Harmful if swallowed é}ﬁ”t}igg
Specific target organ toxjcity - single : H335 : May cayse respiratory irvitation é
Exposure, Category 3
oam
Skit irritation, Category 2 : H315 : Cavses skin irritation
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