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DERREN HEALTHCARE PVT, LTD,
Plot No. #33, 358/p & 36/p XCELON Industrial Park, Lane besides Chak-de-Indin
Weighbridge, Sarkhej-Bavia Highway Village: Vasna-Chacharvadi,

Ahmedabad-382

213, Gujarat (Indin)

CERTIFICATE OF ANALYSIS
(FINISHED PRODUCT)

\umc of l‘l_mluo ' 3 Nnoul\u(‘nng Imulmn USP Smg/ml s
Batch No. BU23001 \ R No.. ; I’ I’/“/()()77
\“!‘ l).lh‘ ok 1 2123 ]' Ap. | l);][c l I/"ﬁ VISR e T
‘\mplcd kt\. Gl Nos. b I)uh- of /\ll.l]\ m ()/l"/"M_H__W_,___-,
Batch Size 1280 Ltr, | Dateof Release | 25/12/23
C onl-um‘l l\ pc \ml\u (‘nlnuud Ll.m f\mpoulu Gt ”]"l_"m\!‘)lllll}(‘_ R U TR T
_\_!1«! l.u‘ hu. TRk \"l\(\ R ;
“’S‘;‘;‘" s """—'“~'-=--~---'v=-‘»~ e b } SR Dk By e . = : Rpies
No. Test Result Specification
1 | Description | Clear, colourless oily liquid free | Clear, colourless oily liquid free
Sk | from visible particles and fibers. | from visible particles and fibers., |
R !}lldul.\h]g \olumc 5.1 ml NLT 5.0 ml
T T S SR |
Identification A by . ; . . )
HPLC The retention time of the Sample [The retention time of the Sample
31 solution is corresponds to that of the [solution Should be corresponds to
o Standard solution, as obtained in the [that of the Standard solution, as
Assay. obtained in the Assay.
4 | pH 0.3 3.0106.5
: ;m Bacterial endotoxin Less than 0.1 EU/mg NMT 0.1 EU/mg
! :lf:;rlicul:no matter
The solution is free from particles | The solution should be free from
6.1 | By Visual Inspection | that is observed by inspection with | particles that can be observed by
the unaided eye. inspection with the unaided eye.
: ; et Sub visible particle by LPC
By Light Obscuration | >10 microns= 1405.67 /Container il > l_, SN (‘ :
6.2 ot A e s AT R e 210 microns=NMT 6000/Container
cthoc =< A 3 > 25 Microns=NMT 600/Container
7 | Sterility test Sterile Should be sterile
8 | Assay
el S 90.0% o 110.0% of the stated
rfoolveer x o 0 ~ . .
8.1 | Nitroglycerine 4 amount of Nitroglycerine
5.0 mg

Conclusion: The above sample complies as per USP specification.
In the opinion of the undersigned the sample referred to above is of standard / net-of standard-quality as
defined in the act and the rules made there under for the reasons given above,
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