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e PIC/S GMP Annex 1 Manufacture of Sterile Medicinal Products (202209)
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7.11 The clothing and its quality should be appropriate for the process and the grade of the working
area.

It should be worn in such a way as to protect the product from contamination.

When the type of clothing chosen needs to provide the operator protection from the product, it should
not compromise the protection of the product from contamination.

Garments should be visually checked for cleanliness and integrity immediately prior to and after gowning.
Gown integrity should also be checked upon exit.

For sterilised garments and eye coverings, particular attention should be taken to ensure they have been
subject to the sterilisation process, are within their specified hold time and that the packaging is visually
inspected to ensure it is integral before use.

Reusable garments (including eye coverings) should be replaced if damage is identified, or at a set
frequency that is determined during qualification studies.

The qualification of garments should consider any necessary garment testing requirements, including

damage to garments that may not be identified by visual inspection alone.

HEcz2ERE XUXIE HIE7| o] 2X2 M A0z, HELY Ux|o A2 O|X|x| gkofof st
ct

Aol =M™ Y HFof APS0| HAstm AHEX| §oto = FQls|of st

ESH HHPMON L7te FA| HPgo| etEdg HMAsHof siot

HDE U810 £ HS870 AL N2|7t 2FREJEX], HHE BFE SX| A Lo JA=X], A+ Hof
ZE0| TR |t HASIEE EHE Fo|E 7|20{0f SiCt.

IjALEO| 7tsE g (E RS 8F EEH2 S4E A0 uMsAHU HAMLYIL A BEE FI|of ozt
M| stofoF HCf.

s MAMEIL Al SAATCR MEE £ ol s 4 58 EESIH T DE IAS AH
874 Da{sjof st

2025-04-15(V02), K.M.Kim Ho[X| 2 / 8 Knowledge Sharing of Bio-Support




MZ 'EE 1(Annex 1)0A2|
Bio-Support Ao\ HxKL, Clothing X HAS MAMHIt 2T AE?

7.13 A description of typical clothing required for each cleanliness grade is given below:
o 3¥S2g2 o7& HYF it 4¥2 o33t 2o

i. Grade B (including access / interventions into grade A):

appropriate garments that are dedicated for use under a sterilised suit should be worn before gowning
(see paragraph 7.14).

Appropriately sterilised, non-powdered, rubber or plastic gloves should be worn while donning the
sterilised garments.

Sterile headgear should enclose all hair (including facial hair) and where separate from the rest of the
gown, it should be tucked into the neck of the sterile suit.

A sterile facemask and sterile eye coverings (e.g. goggles) should be worn to cover and enclose all facial
skin and prevent the shedding of droplets and particles.

Appropriate sterilised footwear (e.g. over-boots) should be worn.

Trouser legs should be tucked inside the footwear.

Garment sleeves should be tucked into a second pair of sterile gloves worn over the pair worn while
donning the gown.

The protective clothing should minimize shedding of fibres or particles and retain particles shed by the
body.

The particle shedding and the particle retention efficiencies of the garments should be assessed during

the garment qualification.

Garments should be packed and folded in such a way as to allow operators to don the gown without

contacting the outer surface of the garment and to prevent the garment from touching the floor.
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ii. Grade C: Hair, beards and moustaches should be covered. A single or two-piece trouser suit gathered

at the wrists and with high neck and appropriately disinfected shoes or overshoes should be worn. They

should minimize the shedding of fibres and particles.

2) C53: Hal7te, H4Y X R4 US JI20F VLt B $E0| WD 28 K2 IY + Y YN =
£ EmAY HPX| HYED MU ASH M@ E- HAS N0} BLL Y B M9 X UK
WM H|ABfSOF BL.

2025-04-15(V02), K.M.Kim Ho[X| 3/ 8 Knowledge Sharing of Bio-Support




MEZ2 HE 1(Annex 1)0|A{ 9|
Bio-Support Ao\ HxKL, Clothing X HAS MAMHIt 2T AE?

iii. Grade D: Hair, beards and moustaches should be covered. A general protective suit and appropriately

disinfected shoes or overshoes should be worn. Appropriate measures should be taken to avoid any

ingress of contaminants from outside the clean area.
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iv. Additional gowning including gloves and facemask may be required in grade C and D areas when

performing activities considered to be a contamination risk as defined by the CCS.
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7.14 Cleanroom gowning should be performed in change rooms of an appropriate cleanliness grade to
ensure gown cleanliness is maintained.

Outdoor clothing including socks (other than personal underwear) should not be brought into changing
rooms leading directly to grade B and C areas. Single or two-piece facility trouser suits, covering the full
length of the arms and the legs, and facility socks covering the feet, should be worn before entry to
change rooms for grades B and C.

Facility suits and socks should not present a risk of contamination to the gowning area or processes.
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7.15 Every operator entering grade B or A areas should gown into clean, sterilised protective garments

(including eye coverings and masks) of an appropriate size at each entry.

The maximum period for which the sterilised gown may be worn before replacement during a shift should

be defined as part of the garment qualification.
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7.17 Reusable clean area clothing should be cleaned in a laundry facility adequately segregated from
production operations, using a qualified process ensuring that the clothing is not damaged and/or
contaminated by fibres or particles during the repeated laundry process.

Laundry facilities used should not introduce risk of contamination or cross-contamination.
Inappropriate handling and use of clothing may damage fibres and increase the risk of shedding of
particles.

After washing and before packing, garments should be visually inspected for damage and visual
cleanliness.

The garment management processes should be evaluated and determined as part of the garment

qualification programme and should include a maximum number of laundry and sterilisation cycles.
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GMP & Validation Solution Consulting Service
+ PharmaBio Supply & Value Chain Collaboration Business

HIO| @M ZLE
HAL

254

HIO|MZEE= CHZO| THEL{et 8H “H|ofHjo|2 WRN

Collaboration Service)"E 33t

As of Dec 2024

_ - AR A

2 8 241 &7 (Turnkey) Sl e
DA DaME AH “am

380 2244} 1067 1822

£2|2| mEL{(Our Partner)

ol Zat2 o] A{H|A(PharmaBio Value Chain

(o] )
PN

L|ct.

Tofflon

»  Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
+ Biological Product(DS: USP & DSP)) + DP) Production Line Equipment(Total Solution)
* Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

*  GMP Facility Modular Construction

IVEN

* Aseptic Drug Product(DP + Lyophilization) Production Line Equipment(Total Solution)
+ Clean Air Equipment(RABS, Isolator) for Production and QC Sterility Test

WWeonsen

» OSD Production Line Equipment(Total Solution)
+ OSD Laboratory Equipment / OEB Containment Equipment
+ Digital Smart Factory Solutions

......

+ Aseptic Filling Line Equipment(Injections, Eye Drop)
» OSD Equipment(Tablet, Capsule, Softgel)

+ Aseptic Filling Line Equipment(Injections, Eye Drop)
» OSD Production Line Equipment + Oral Liquid Filling Line Equipment

Lives International”

Rarsing Standards

*+ GMP Validator/Data Logger for Thermal Validation gf.\’N\WOO S&T
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+ Single Using Bio-Pharma System
+ Single-Use Bioreactor Bags(2D/3D) (Single-Use Storage Bags):
*  Pharmaceutical TPE Tubes / Tyvek Sterilization Bags

* Provides optimized TOMS for every enterprises Trade Order Management System
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C'—) ﬂﬁg; » Pharmaceutical GMP Disposal Cleanroom protective products.
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Application  aadal Picture Description

classification

Sterile cleanroom coverall,with hood and boot
s s Intergrated,sporex™ flash-spinning fabric,bound
K5F4 < sewing,elastic cuff&ankle,with thumb ring,sterile
- folding.Cleanroom production, ISOS5 cleanroom
packaging, irradiation sterilization.

S

Sterile cleanroom coverall without hood and
boot,sperex™ flash-spinning fabric,bound
sewing,elastic cuff&ankle,with thumb ring,sterile
folding.Cleanroom production, ISO5 cleanroom
packaging, irradiation sterilization.

<
L.~

K5F2

£203

) Sterile cleanroom hood,seetes™ flash-spinning
@ | fabric,bound sewing,sterile folding,
KSFH ) . Cleanroom production, I1SOS5 cleanroom packaging, F
' irradiation sterilization.

—— Sterile cleanroom boot cover,sporesx™
[~ ”;/’ flash-spinning fabric,bound sewing,ankle
K5FB KL stripe,non-slip sole,sterile folding. E
: } Cleanroom production, ISO5 cleanroom packaging,
irradiation sterilization.
ISO 5/6

GMP A/B

Sterile cleanroom oversleeves,double side coated
K5P0 s fabric,bound sewing,sterile folding.
o Cleanroom production, 1S05 cleanroom packaging, F
lg > — irradiation sterilization.

"\ Sterile cleanroom coverall,with hood and boot
o' F intergrated,SMS fabric,bound sewing,elastic

K5M4 cufféankle,with thumb ring,sterile

&l folding.Cleanroem production, 1505 cleanroom

o packaging, irradiation sterilization.

Sterile cleanroom coverall,without hood and
“J; boot ,SMS fabric,bound sewing,elastic
K5M2 cuff&ankle with thumb ring,sterile
folding.Cleanroom production, ISO5 cleanroom
- packaging, irradiation sterilization.

.“ Sterile cleanroom hood,SMS fabric,bound
sewing,sterile folding.Cleanroom production, 1SO5 F
cleanroom packaging, irradiation sterilization.

K5MH

sewing,ankle stripe,non-slip sole,sterile
folding.Cleanroom preduction, 1SO5 cleanroom
packaging, irradlation sterilization.

-_—
¥ ? j Sterile cleanroom boot cover,SMS fabric,bound
K5MB ‘
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Application . . g
classification  Model Picture Description

Sterile cleanroom coverall with hood and boots

)
SN intergrated, sporex™ flash spinning fabric,
K7F4 A four-thread sewing, elastic cuff&ankle,with thumb
= ring, sterile folding, cleanroom production , 1SO 6
}’. cleanroom packaging, Irradiation sterilization,

| Sterile cleanroom coverall with hood and boots
v intergrated, microporous breathable film fabric,

K7P4 Ry bound sewing, elastic cuff&ankle,with thumb ring,
5= sterile folding, cleanroom production ,1SO 6
}E cleanroom packaging, Irradiation sterilization.

Sterile cleanroom coverall with hood , microporous
't breathable film fabric, bound sewing, elastic
K7P3 v cuff&ankle,with thumb ring, sterile folding,
cleanroom production , ISO 6 cleanroom
packaging, Irradiation sterilization.

Cleanroom fab coat, Made of microporous film
{ polypropylene non-woven fabric, excellent
K7PC ! anti-liquid spraying effect.Reinforced bound
/ ' sewing,elastic cuffs and ankles,with collar.With
. Zipper, easy to wear.The packaging environment
| meets the ISO 6 cleanliness standard.

L
ANS®
Applicati .
classification  Model Picture Description
‘.
i Cleanroom coverall with hood and boots
K8M4 o intergrated, SMS fabric, bound sewing, elastic
&b cuff&ankle,with thumb ring, cleanroom
O production ,ISO 6 cleanroom packaging.
=4
&

Cleanroom coverall with hood ,SMS fabric, bound
K8M3 e sewing, elastic cuff&ankle,with thumb ring,

xd cleanroom production , 15O 6 cleanroom packaging.

3
Cleanroom boot cover ,double-side coated
KSPB : fabric,bound sewing, ankle straps and non-slip -
a5 N soles, cleanroom production , I1SO & cleanroom
J ',\ ) packaging.

#When choosing a product, please refer to the product code explanation:

‘K5=150 5/6;GMP A/8 - M= SMS fabric ~ -B=Nonslip boot cover 2= Coverall without hood and boats intergrated
‘K7=150 7;GMP C *P= Microporous breathable film fabric. - H= Hood + 3= Coverall with hood
-K8=150 8;GMP D 'F = sporex™flashspinning fabric - 0= Oversleeves -4= Coverll with hood and boots intergrated
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