TR T IVT 4 AT HEESE

AR 1

DEAFNFIZONWT (P2 641 0 A 2 7 BT RRHFAIE 1027 5% 3 %) HrIHxE

IE#%

X

TULX T INT 4 A7 REEEOTHNEIZOWNT

(AT SCHE)

1~7 (I%)
8 JKHEFFITHONT

(1) (1)

(2) ARFEZOFHREZIT, AR LUTE, AR LIHENRO =
— N (EAFERKEOHERIZAR 5 AR OEEIL0 0) , AGRHES
Ry, KROBEO/ 5. Y BT AR O
BRI TESEOHEEET S,

7 A&GR L4 (3 HT)
Nz 1, SEaliz 2, g 3 L L, T T EEOFER
ERLAG DR D,
A ~F (§)
9~12 (W)
13 JFEREXRGFESIZONT

(1) FFERSERGRESI, Bk U7 AF, R~k Sz
EERTT R, By RO E R S OMAE LT 5,

T OBk L4 (3HT)

WpkE 2, mflE 3 & L, ZHUTILFFEDOFER EMAEG D
T 5,

TULX T INT 4 A7 REEEOTIHNEIZHOWNT
(BT 3CHE)

5]

1~7 (B8)
8 HKEZITONT
(1) ()
(2) AT OPARE L, KB LTAFE, KR L7 AER RO =
— N RSB RE OMHEIRIZIR D KB DAL 0 0) | KGBHES
T, AROFB O/ Z, YEIZBIT 2 KR O—HEE
BROYTHES L OMAETLET S,
7 KRR L4 (3 H7)
Wz 1., Epkx 2 & L, NI FEOFREMAE D
NEON
A~ (H)
9~12 ()
13 JFEREREFRZITONT
(1) JREESERERE I, Bk LT, RSB ERIE A~ S - 2
& BRI, BERX o Ol RK S O/MAE LT 5,
7 Bk U724 (3 H7)
Wpka 2 & L, ZFRICTESFEOFEREMBAEDE D,




A ~=x (#%)
14~24 (I8)

A~z (1)
14~24 (I)




#H=1

¥ E1-FBRE

EHI—FDH

TEEEOEEIF 2HEREOREIF

BT

£EI—FBHRE

BAFEREMEARR
(EBEREC-HTIEESR)

EEa—FDR

1BHEE0EEI—F

2HEEREDEEI—F

NEFTEFRENARR
(M EBEsFEH-TIZES)

AU A

B
BEEOET
@
XA ES
&
BEHFS
5 AYp i

i HEFLEDRD

B | EFXRFES

54 B A
B _
BFEEODLE
B
B R IL T M
s
BEES
= A Y Hig
& HERMEDRW
AT | PR R &R
% REES
B EARA &8 4 A =
1 BGERRE 2 B8 3 £E 4 SNERE
EH o0 E S 0 EXES @ EESNE O LR @ EEEs
6 ENSEHFEEES © BEERENG
i %
* [ZEa—F)
*[HEERA)

FRTGEAZH2TIE. T 5EFFTORER)
B4 (GEAMHTIE, BF)
BYF(HELUETLA ARTBEESRUFALXES)

BEES
fH#E /A gy £ A =
1 BGSERT 2 BB 3 BT 4 SESGE
EH 0 EA 0 EES @ EFNAE O HER @ ExEs
B GREHFEES 0 BEEREHS
i #
* [ Ea3—F]
*[HHEERB]

FRFGEACSHSTIE. FRAIEHEFTORER)
EACGEMNzHTIE. £
HYF(ELEL ARAREFTSRUFANES)




#H2

[= %

= R4 d Y . pe——

ft#j:l:lljn lz-‘f} }E?}ﬂ ﬁ‘Fﬂ—E

AR R A
B4 T H
TRk : _ . N _ A
P £ H HLHT'CEPS#@%«:LJZ%@}EW%

EHA, ERERFOMRE, AR UEEMNORRSICAET kM (B8 35 F

e A =] %13%%6]E S = L. . x o -
E@ﬁMEF)%B%wME%Sﬁ OHFEIZLD, BEDLBVHFTT S,

R RRE
HE TR

B2
B
B e
7 I
fzgflﬁl !Z:J'} .EE:'][] E‘FEJ—E!
P A SRR
B4 14 Fi
T B A HHUCEMOBD-ERK SO 2k 5
&

Edd, EREGFFOLE, AMERDL2MEOMERFCHET HIE (36 £

AR 145 ) g;gzigfﬁrﬁ OE|EICED . PO L B0 5,

TR F A A

HERAERE
HE TR




B3
A, -
SRR At K5, BER
P A R L -
change
Certificate of accreditation on category . for foreign manufacturer
addition
(drug / quasi-drug / regenerative, cellular therapy and gene therapy products)
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Article 13, Paragraph 6

Article 23-22, Paragraph 6
of the Act on Securing Quality, Efficacy and Safety of
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In accordance with the provision of

Article 13-3. Paragraph 3

applied corresponding to

Axticle 23-24, Paragraph 3

Pharmaceuticals. Medical Devices, Regenerative and Cellular Therapy Products,
change

Gene Therapy Products. and Cosmetics (Act No. 145, 1960). the application for -
addition

in accreditation category of the foreign manufacturer dated is accredited

as applied.
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Pharmaceuticals, Medical Devieces, Regenerative and Cellular Therapy Pro%:;ts,
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Gene Therapy Products. and Cosmetics (Act No. 145, 1960). the application for addition
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in accreditation category of the foreign manufacturer dated is accredited
as applied.
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