
Tests Specifications ObservatioDs
S. No.

1 Descfiption A ligtrt yellowish dry powder fllled
in amber glass vial.

A light yellowish dry Powder
filled in amber glass vial.

2 ldentification (B) UV)

(B) HPLC)

A. The UV spectrum ofthe major

peak ofthe sample solution
corresponds to thal ofthe standard

solution, as obtained in the assay

B. The retention time ofthe major

Deak ofthe sample solution
;orresponds to tiat offhe standard

solution. as obtained in the assay.

Complies

Complies

-1 .94% &. +9.',7 6%
3 Uniformiry of weight A\,erage !'veight +l 0"/o

123.2 ng
4 Average weight lnformative +2ol0.

2.58%w/w
5 Loss on drying NMT 4%w/w

2.26
6 pH 1.8 to 3.3

7 Organic impurities

4-Epidoxycycline NMT 2.2% 0.03 7%

Any individual unsPecified

rmpurrty

NMT 0.5";
0.247%

NMT 5.5%
0.283%

Total impurities .

872,ryia]
3/Vial

Complies

Particulate Matter

NMT 6000/Vial
NMT 600/ Vial

The solutiol should be essentially

free from extraneous, mobile

undissolved particles, other than

gas bubbles, unintenrioDaliy that

can be seen with visual inspecl!9!:

(,{.) Light Obscuration Padicie

Count Test
LParticles -10 pm
2.Particles:25 pm

(B.) Visual Particle

Constituted Solution:
CompLeteness and clarity of
solutions

-he Solid dissolves completelY,

leaving Do undissolved matter.

The constituted solution is not

significantly less clear than ann

equal volune ofthe diluents or

ofpurified water contaln€d ln a

similar vessel and examined

similarly
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Pace Biotech
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Title Certifrcate of Analysis Finished Product

Product Name DOXYCIN Injection A.R. No. NBTFP/26117',7

Generic Name Doxycycline for Injection USP 100ntg Sampled qty. 45 Vials

Batch No. N26167B Sampl€d by Rakesh

Batch Size 29,900 Vials Sarnpled on 2110812026

Mfg. Date 08t2026 Date ofTesting 2210812026

Exn. Date 01t2028 Dat€ of Release 04t09t2026

> The constituted solution is free
from padiculate matter that can

be observed on visual
inspectlon.

l0 Stedlity No microbial gro*th should be

obseNed.

Complies

lt Bacterial Endotoxins NMTl.14 USP EU/mg of
Doxycycline.

Less than 1.14 USP EU/mg of
Doxycycline.

l2 Assay: (By HPLC)

Each glass vial contains:

lngredients Labeled
Claim

Fourd 16 of
labeled
amount

Limits o/o oflabeled
amount

(Sterile) Doxycycline Hydrochloride IP
Eq. to DoxycYcline 100 ms 101.3571 ms t0t.36vo 90.0 to 120.0%

R;-""1*.. I" ttt" 
"pttrt"r "fth" "rd*signed 

the sa.rnple referred to aboye is/ is lo6fthe standard

quality as The Drug & Cosmetic Act 1940 and the rulesmade there under' Complies2pt complies as
..pegP.tb*Nyiln{
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