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1. LABEL AND PACKAGE OF THE UNIT PACKAGE
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1.1 Label for Unit package
1) SPINAL NEEDLE (Model code:SP.QB)
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Conforming to
1SO 80369-7

With 'QUINCKE' Bevel
For single use only

Do not use if package

is opened or damaged

Non—-toxic, Non—pyrogenic
_____ Pnoue,-ua(mm-ﬂwd____________________________‘_’y__g____________

2) SPINAL NEEDLE (Model code: SP.PP)
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Conforming to
ISO 80369-7

‘WHITACRE’ Pencil Point
For single use only

Do not use if package

is opened or damaged

Non—toxic, Non—pyrogenic
_____ Phonemaa(om-mt___________________________‘_)y__g____________

3) SPINAL NEEDLE (Model code:SP.QB-Small Bore)
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Conforming to
ISO 80369-6

With '"QUINCKE' Bevel-small Bore
For single use only

Do not use if package

is opened or damaged

Non-toxic, Non—pyrogenic

4) SPINAL NEEDLE (Model code: SP.PP-Small Bore)
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‘WHITACRE" Pencil Point -small Bore
For single use only

Do not use if package

is opened or damaged

Non—toxic, Non—pyrogenic

_____ PH0E S A BDTIENA. o i e o o i T ) i A

Description of the symbol on the Label
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No Used symbol Description Used symbol Description

1 “ Symbol for ‘Manufacturer’ SIZE Symbol for ‘Cannula size’

2

Symbol for ‘Authorised
Representative in the EC’

@

Symbol for ‘Do not reuse’

3 g Symbol for ‘Use by’ LOT Symbol for ‘Batch code’
4 M Symbol for ‘Manufacture Date’ mm SS:I);r:;lti)zo;tli‘g;,Ethylene oxide gas
5 A Symbol for ‘Caution’ il Symbol for ‘Peel direction’

s

Symbol for ‘Needle type (Quincke

bevel)’

Symbol for ‘Needle type (WHITACRE

Pencil point)’

7 (61639

Symbol for ‘CE marking approved
by SGS

1.2 Unit package

1) Unit package size (Wide X High) : 160 X 36mm

_____

Conforming to

With 'QUINCKE' Bevel
For single use only

Do not use if package

is opened or damaged

Non-toxic, Non—pyrogenic
_____ Phone : +49 (0069-778914_ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ __ _ __ _ T ______
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1 Kurfuerstenplatz 34 D-60486 Frankfurt am Main Germany
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2) Material of the unit package

- Paper :

@ Chemical name : Virgin papers, Cellulose derirerties, Agheous resin polymer

@ Product name : Medical grade paper K-CP66

-Film: @ Product name : Medical grade fiml K-CP120
@ Chemical name : LDPE / PP Laminate film

3) Product Quantity packed into the unit package : 1pcs

4) How to pack

(1) Unit package is to pack 1pcs into one blister pack by blister machine
2. LABEL AND PACKAGE OF THE IN BOX
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2.1 Label for the In-box : The In-box label is printed on the In-Box package.
ot 9 ) 12A9g,IDNIND, YIM
s3|paaN |eulds
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With ‘QUINCKE’Bevel
Conforming to 1ISO 80369-7
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MADE IN KOREA-

With ‘QUINCKE’Bevel
Conforming to I1SO 80369-7
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Symbol for ‘Manufacturer’

MODEL

Symbol for ‘Product code’

Symbol for ‘CE marking approved by SGS

SIZE

Symbol for ‘Cannula size’

Symbol for ‘Unit package 50ea is packed

50PCS , LOT Symbol for ‘Batch code’

into the In-box
Symbol for ‘Needle type

— 4 , , M Symbol for ‘Manufacture Date’
Quincke bevel

ExEEare Symbol for ‘Needle type (WHITACRE

—_— A g Symbol for ‘Use by’
Pencil point)
Symbol for ‘Authorised Representative in

EC | REP th):e EC P ® Symbol for ‘Do not reuse’

Symbol for ‘Accompanying documents’

Symbol for ‘Ethylene oxide gas
sterilization’

2.2 In-box package
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1) In-box package size for SP.QB (Wide X Length X Height) : 195X70X160 mm
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Conforming to ISO 80369-7
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2) In-box package size for SP.PP (Wide X Length X Height) :
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195X70X160 mm

‘WHITACRE' Pencil Point

Spinal Needles
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3) In-box package size for SP.QB-Small Bore (Wide X Length X Height) : 210X140X100 mm
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Spinal Needles

With ‘QUINCKE’Bevel -small Bore
Conforming to I1SO 80369-6
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4) In-box package size for SP.PP-Small Bore (Wide X Length X Height) : 195X70X160 mm
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2) Material of the in-box package

- Paper: Manila paper

3) Product Quantity packed into the In-box package: Unit package 50ea and IFU 1ea

4) How to pack

(1) Unit package 50ea is to pack into one in-box package.
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3. LABEL AND PACKAGE OF THE OUT- BOX

3.1 Label for the Out-box : The In-box label is printed on the Out-

Spinal Needles

Spinal Needles Epidural Needles Epidural Needles

Box package

Spinal Needles

Epidural Needles

Spinal Needles

ag/amnn/ NS X (2) [sTERILE[EO]
300 .
e @S N
e OSP.OB Jsssssn®@ 0SP.QB (Spinal Needles With "Quincke" Bevel) SR, USE NO HOOK
Horel ; ST W FRAGILE
Jm>  0SP.PP i s> 0SP.PP (Spinal Needles “"Whitacre” Pencil Point) b o
H II. g SLOT T* KEEP DRY

Jssss— OTUOHY fusssssss— D TUOHY(Epidural Needles Tuohy Type)

Eﬁ*fﬁ?«iﬁ:{«‘ﬂ"'—& oo c €1539 MADE IN KOREA 500pcs q;,m;mxu i I c €‘639 e 500PCS

Symbol for ‘Authorised Symbol for ‘Needle type (WHITACRE Pencil
|EC |ReP| —_—
Representative in the EC’ point)
( E Symbol for ‘CE marking approved by @ Symbol for ‘Needle type
1639 SGS = Quincke bevel
MODEL Symbol for ‘Product code’ SIZE Symbol for ‘Cannula size’
LOT Symbol for ‘Batch code’ @ Symbol for ‘Manufacture Date’
. , Symbol for ‘Unit package 500ea is packed
g Symbol for ‘Use by 500PCS into the Out-box
;{ environment symbol é?\') environment symbol
w ﬂ Exhaust about under dividing N Paper Recycle Symbol

Symbol for ‘Manufacturer’

Symbol for ‘Do not reuse’

Symbol for ‘Ethylene oxide gas
sterilization’

U
Tl
K

Symbol for ‘Accompanying’

Symbol for ‘Do not load the Out-box
more than 10box’

o

A B>

Symbol for Custody condition
Keep away from sunlight, Dry, limit of Temp

X USE NO HOOK | Symbol for ‘Use no hook’

\ 4
W FRAGILE

Symbol for ‘Fragle

‘?‘ KEEP DRY | Symbol for ‘Keep dry’
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3.2 Out-box package

1) Out-box package size : 363X203X332 mm

Spinal Needles

Spinal Needles Epidural Needles Epidural Needles Spinal Needles Epidural Needles Spinal Needles
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Model
m—OSRP 3 II. X1 Sie i 0SP.PP (SpinalNeedles “Whitacre” PnciPoint) < RAGILE
— a Lot ? KEEP DRY
Js— OTUOHY Jusssssss— 0TUOHY(Epidural Needles Tuohy Type)
agee) D e s CaID
%Hﬁwﬂ:ﬁm“" c E 1639 MADE IN KOREA 500pcs t:‘:.,.m.,.“‘m L c € 1639 - 500pcs

2) Material of the in-box package

- Paper : Corrugated cardboard

3) Product Quantity packed into the Out-box package : Unit package 500ea (In-box package 10box)
4) How to pack

(1) In-box package 10box is to pack into one Out-box package.
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