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WHAT IS VISIBLE PARTICULATES?
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Visible particulates refer to insoluble substances present in injections, ophthalmic liquid drugs and sterile raw

materials that can be visually observed under specified conditions, and their particle size or length is usually
greater than 50um.
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OPTIONAL VISIBLE PARTICULATES

O EMREESM COMPLIANCE
FDA. EMA. WHO. PIC/S. NMPA (CDE)

® EfRtH1HEIE MARKETING PROVEN
AR BIRE SRR ELIHBE L EH.

Cooperation with top global clients, such as Apptech, Hengrui Pharma.

O ZHIEFESR CUSTOMIZATION
SHEMELERE, BEEFAERFER.

Wide ranges of options to meet your demands.

. |
HiiZ 50um-2000um

Partical Size
FRAE
Volume imL. 2mL. 5mL. 20mL
(253 ZEAAR. FEMIR. RV T et
Packaging Type Ampoules, vials, cartridges, PFS, and others
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WHY VISIBLE PARTICULATES ARE IMPORTANT?
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7.5 These qualified defects standard units are then assembled into test sets, which may be used to specifical-
ly challenge the particle detection technique of human inspectors, used as part of a defect test set (including
container-closure defects) for human qualification or for comparison during automated equipment qualification
and validation. When possible, the test set should be prepared with duplicate product units per particle type
and size to ensure that backup units are available in the event that a standard container is broken or the
particle is trapped or lost within the container.
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8.30 A defect library should be generated and maintained which captures all known classes of defects. The
defect library should be used for the training of production and quality assurance personnel. Critical defects
should not be identified during any subsequent sampling and inspection of acceptable containers.

8.31 The qualification should be undertaken using appropriate samples from the manufacturer's defect library
sets.

8.32 Where automated methods of inspection are used, the process should be validated to detect known
defects (which may impact product quality or safety) and be equal to, or better than, manual inspection meth-
ods. The performance of the equipment should be challenged using representative defects prior to start up and
at regular intervals throughout the batch.
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WHY VISIBLE PARTICULATES ARE IMPORTANT?
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Visible particulates are defined as insoluble matter that can be observed by the unaided eye under specified
conditions, with particle size or length typically greater than 50 uym.

A REMREEEITEM BN E. —REBITZE AT ERN R, IAREZRERERIREEZER
(—RRT BN ELL BRT7S) B M PR S BE .

%

Two primary methods are available for the inspection of visible particulates: the visual inspection method and
the light scattering method. The visual inspection method is generally the most commonly used approach. For
products for which the visual inspection method is not suitable—such as those packaged in dark transparent
containers or those with deeply colored liquids (generally darker than Standard Color Solution No. 7)—the light
scattering method may be employed as an alternative.
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Visual Inspection Method - Acceptance Criteria:

The test sample must not contain any of the following readily visible particulates:

» Metal particles, glass particles, fibers exceeding 2 mm in length

* Agglomerates with a maximum particle size exceeding 2 mm

* Cloudy particulate sediment visible to the unaided eye upon gentle swirling after a specified standing period
* Innumerable particles, and precipitates that cannot be dispersed by shaking

* Proteinaceous flocculent matter that is difficult to count within the specified time frame
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Light Scattering Method - Calibration:

The equipment shall be calibrated using standard particle solutions with particle sizes of 40 pm and 60 pm,
respectively. Based on the calibration results, a curve equation shall be established, and the detection pixel
value corresponding to a particle size of 50 um shall be calculated.
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WHY VISIBLE PARTICULATES ARE IMPORTANT?
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Manufacturers shall use risk assessment tools to identify potential defect types for the product, taking into
account product characteristics, manufacturing processes, primary packaging materials, and historical
defect data. Defect types shall be classified into severity levels-typically critical, major, and minor-based
primarily on the impact on patient safety. Probability of Detection (PoD) criteria shall be rationally established
for each defect type.
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Defect samples shall be prepared for use in manual inspection qualification or for comparison with alternative
(automated) methods. To ensure that the prepared defective samples are representative, they may be
obtained from the following two sources:

* Defect samples collected from actual manufacturing processes shall be visually inspected by multiple
qualified light inspection personnel, with each unit inspected 30 to 50 times in total. The detection rate
(Probability of Detection) shall be calculated, and defect samples shall be classified based on the resulting
detection rates.

* Defects shall be prepared in the laboratory using materials that correspond to potential contamination
sources, with defect sizes that are quantifiable.

FRPARE RIS E B XA, HE AN RIEHE RHITIOE, RENBEBRENRENRIEE &,
Defect samples shall be assigned an expiration date and shall be periodically inspected. Defect samples
that are no longer representative shall be promptly replaced.
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Founded in 2005 and headquartered in Shanghai, Zholion specializes in pharmaceutical and
medical device container closure integrity testing research and gas analysis.
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SOLUTIONS COMPLIANCE 3000+ 2000+

Customized CCIT One-stop Solutions FDA, EMA, WHO, PIC/S, NMPA Audit Support Service Projects Company Clients

. +86 18116456496

+86 13331847821

4 marketing@zholion.com
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kI CATALOGUE A#S WECHAT OFFICIAL ACCOUNT 9 /F, building 11, No. 518 Xinzhuan Road, High-tech Park Shanghai




