DERREN HEALTHCARE PRIVATE LIMITED

gy PLOT NO 33,35/P & 36/P, XCELON INDUSTRIAL PARK,

i::‘{;{;ﬁﬁ”%ﬁi‘@ SARKHEJ-BAVLA HIGHWAY, VILL. VASNA - CHACHARWADI,

TA : SANAND. DIST.AHMEDABAD - 382213, GUJARAT,INDIA

FINISHED PRODUCT ANALYTICAL TEST REPORT Page 1 of 1
Product Name JN'TROCAN 251NJ Specification No. jDHPL/FP/SPEC/NITRO/OHOO
| |
Generic Name  NITROGLYCERIN INJECTION Batch No /Lot No QBUZSOOQ
f Mfg.Dt. ;10/2025" ‘
composmon Each ml contalns Exp Dt. f09/2027
Diluted Nitro glycerine IP ........... 5mg ]
Water For injection..........Q.S. ReceletDt R 01/11/202,5
' Release Dt. 15/11/2025
Sample Size 1 150.000 Ampoule
‘Mfg Lic. ‘No ka/28/1862 o
AR No. FP/25/0265 -

Manufactured By DERREN
Theoretlcal YleIdIBatch Siz 55 769 000 Ampou!

Description Clear, colorless oily liquid free from visible Clear, colorless oily liquid free from visible
partlcles and f bers partlcles and ﬂbers
2 | Extractable volume NLT 5.0 ml 5.0 ml
3 |1dentification
ldentification (By HPLC) The rention time of the sample solution The rention time of the sample solution is
= should be correspond to that of the standard correspond fo that of the standard solution as
S Vsolutnon as obtamed inthe assay. obtamed in the assay.
4 1pH . 3.0t06.5 4.6
5 |Bacterial Endotoxin test | NMT 0.1 EUmg - [Lessthan 0.1 EU/mg
6 |Particulate mater
By Visual inspection The solution should be free from particle that | The solution is free from particle that can be
can be observed by inspection with the observed by inspection with the unaided eye.
unaided eye.
By light obscuration method == 10 micron = NMT 6000 / containers ->= 10 micron = 280.00/ containers
>=25 mlcron NMT 600 / contamers >=25 mlcron 1.67/ contalners
7 | Sterility test Should be sterile Sterile
- Assa); N S
Assay Each mi 90.0 to 110.0 % of the stated amount fo 97.8 % of the stated amount fo Nitroglycerine
Contains:Nitroglycerine 5 mg Nitroglycerine

ity as per IP specification.

Approved By

PreparedBy - Ghecked By

%’Lﬁ },f’ @N\éﬁ

DHRUVISHAD 15/11/2025 11:00 AM

o gAmCertoz



