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iii. Results of the Stability Study
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1. Purpose

This study was intended to observe the performance changes of Mycoplasma IES kit with time

course under the impact of different ambient factors such as temperature, humidity, light,

pressure, to provide the scientific basis for the production, packaging, storage and transport

conditions of the kit as well as to validate the expiration date of the kit.

2. Subject

Because the kit is composed of reagents formulated by biologically active ingredients, its

reactivity may deteriorate along with time and other ambient factors. The stability of the kit

might be affected by changes in the ingredients in the reagents. Especially in summer time,

the high temperature imposes a significant impact on the kits. In order to guarantee the

stability of the kit during transportation, kits were enclosed in foam boxes and bagged ice

cubes were included as well. Quantity included is 3 cubes per big box, 2 cubes per medium

sized box and 1 cube per small box. Because each component in the kit is well packaged, plus

the whole kits are protected with outer packages and transportation cartons, the reagents

would not deteriorate under sunlight. Besides, the manufacture, storage, transportation and

operation were all carried out under normal pressure, pressure was hence not a factor

influencing the kit. To eliminate impacts introduced by the humidity, we first of all set the

cleanliness, completeness, intactness as a control point in our enterprise QC standard, i.e.

damp or impaired kits are not QC qualified. Secondly, the freeze-dried powder, diluent and

mineral oil in the kit were contained in vials. Another control point was set to check the

imperviousness of the raw glass vials and plastic vials, only raw materials which had passed

the QC control could enter into the next stage of manufacture. Susceptibility strips were

wrapped in packaging bags. It was required that the packaging was intact. This was set as a

control point in the QC control for semi-finished products. This guaranteed the freeze-dried

powder, the diluent, mineral oil and susceptibility strips were not influenced by humidity thus

the kit was not affected by humidity. Consequently, the stability study was only focused on the

temperature and transportation factor.

Exported kits are usually transported by air. It usually takes 7-10 days to be delivered. Taking

account of the feasibility of the experiment, the kits were undertaken an shaking test at 37℃

and then conduct the performance test to examine impact on transportation. Besides, in order

to ensure product expiry date, 37℃ accelerated stability study were conduct from 4 days ~ 17
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days respectively to determine the stability of the kits.

3. Methods and acceptance criteria

3.1. Controls
Ureaplasma urealyticum (UU), Mycoplasma hominis (MH), E. coli, Candida albican and

Staphylococcus aureus strains were all ATCC standard strains. These strains were validated

and freeze-dried. Thereafter, they were stored below 0℃.

3.2. Reconstitution

Because controls were all freeze-dried, they were needed to reconstitute with purified water

prior to use.

3.3. Test instrument: test instrument used and their code

 TheMycoplasma IES kits manufactured by Autobio Diagnostics Co. Ltd(batch code:
Q13CE,Q13CH,Q13DH)

 Kelong refrigerator: LC – 009

 Electric incubator: RG – 024

 Shaker:KJ-201BD

3.4. Test items and acceptance criteria

3.3.1. Shaking study

Place the kit in a shaker at 37 ℃ and then conduct the sensitivity and specificity test on 7d、
8d、9d and 10d , respectively, to investigation product performance .

3.3.2. Accelerated stability study

Place the kit at 37 ℃ and then conduct the sensitivity and specificity test on 4d、7d、9d、12d、
14d、16d and 17d , respectively, to investigation product performance .

4. Methods

According to the test request, take out the kits stored at 2-8 ℃ and 37℃ and return to room

temperature. With the Sensitivity reference 1 (UU), Sensitivity reference 2 (MH), Specificity

reference 1 (E. coli), Specificity reference 2 (Candida albican) and Specificity reference 3

(Staphylococcus aureus), operate strictly accordance with the instructions.
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5. Results

5.1. Results from shaking study after 10 days at 37 ℃

0d 7d 8d 9d 10d

5.2. Results from Accelerated stability study

5.2.1. Results from batch Q13CE

4d 7d 9d 12d 14d 16d 17d

Sensitivity reference 1 ++ ++ ++ ++ ++ ++ +

Sensitivity reference 2 ++ ++ ++ ++ ++ ++ +

Specificity reference 1 - - - - - - -

Specificity reference 2 - - - - - - -

Specificity reference 3 - - - - - - -

5.2.2. Results from batch Q13CH

4d 7d 9d 12d 14d 16d 17d

Sensitivity reference 1 ++ ++ ++ ++ ++ ++ +

Sensitivity reference 2 ++ ++ ++ ++ ++ ++ +

Specificity reference 1 - - - - - - -

Specificity reference 2 - - - - - - -

Specificity reference 3 - - - - - - -

Sensitivity reference 1 ++1 ++ ++ ++ ++

Sensitivity reference 2 ++ ++ ++ ++ ++

Specificity reference 1 - - - - -

Specificity reference 2 - - - - -

Specificity reference 3 - - - - -
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5.2.3. Results from batch Q13DH

4d 7d 9d 12d 14d 16d 17d

Sensitivity reference 1 ++ ++ ++ ++ ++ ++ ++

Sensitivity reference 2 ++ ++ ++ ++ ++ ++ ++

1 “++” denotes a normal assay result i.e. a red color, “+++” denotes a darkened assay result i.e.

a dark red color, “+” denotes a lightened assay result i.e. a light red color, “-” denotes an

unchanged assay result i.e. an orange color.

Specificity reference 1 - - - - - - -

Specificity reference 2 - - - - - - -

Specificity reference 3 - - - - - - -

6. Conclusion

Mycoplasma infected sexually transmitted diseases are a group of most common diseases. Its

incidence has been displaying a climbing trend all the time. And the phenomenon of antibiotic

resistance is become more and more serious, significantly harming human health. The key to

the prevention and therapy of Mycoplasma is timely diagnosis. Thus it is crucial and urgent to

test the antimicrobial susceptibility.

According to assay results, in the shaking study stored at 37℃, no change in color was

observed in the assay results, assay was not affected andmeet the performance criteria.

In the accelerated stability study, after being incubated for 17 days, no change in color was

observed in assay results while a color change of the second batch appeared on 17 day.

Actually, a slight change in color does not necessarily indicate a false assay result. Because kits

kept stable at 37℃ for 7 days could be stable at 2-8℃ for 12 months. This proved that the kits

could still be stable for 12 month.

Combining the assay results of shaking study and accelerated stability study and taking other

factors, especially transportation, into account, the shelf life of this assay kit was determined

to be 12 months
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