gt = vk o] & ¢ 3
TEL (031)628-0033 FAX (031)628-0054 Homepage(http://www.koreabio.org)
13488 A7 AGA 29T ttAnE 700 Zeojulo]outa CF 12(3% : o)A 34, leesangmi@koreabio.org)

AT ek A22-141%
o ZF 2022. 5. 16.

e

A O g A
=) =
A B 20229% vpo] AZFFAFAIG (v QGMPL Y & A7) 54 F)Eok 231 wSARF

L AR B w2 Ashe] FIW WAL /Us Seluet volesee] W
MY Aol A=Y

)
o
Ho
rot

2. WAL AABFAUR L FFVY/EAFUANA AYsHE Hho] 291

/\
A S 20140 BE] £8Ete] BE Hol wSS e s Th

o

3. A7)} BEste], GMP A4 2 ZZ 7]
oA T HAL 7137 FoAd F AEFE dE gEHFA

- o} g -
1. A5 A : Ho]e GMP oJeF 8l A7754F £oF u5
2. K71 FEHle] 73] g A upo] o AE 67 71
3. AW vtol 2 B e AEW A A 2e A8
(19881 1€ 19 olF =47 v 34A417kA] A€ 7Hg)
4. 2R - 719
5. w5712 ;2022 8€ 19~10¢¥ 28U (135F)
6. LHUE : vo]le GMP 9oF 9 77|54 % A4 4 F43E ol&, AR
7. A2 717 0 20229 6€ 19(5)~7€ 3Y(Y)
8. AN - AFEQl &3 ] A (https:/ /www.saramin.co.kr) F3=

- &Y FE, 870 § 2480 met BHEY u§ F7 AF
9. & o A : F=muto| L3 AHFAE olFd diy, ol dm HA
- (]l Y) faithlee@koreabio.org / leesangmi@koreabio.org

% B9l . nlo] o GMP ol¢F B AZV|SAE Bolk weHdAg A7) 145 &

Ty

_ T e
g=Hlol ¥ 3 3] A Oy

— Yt

e I RS
LA § A

(2l

fm
e

TR

¥


mailto:faithlee@koreabio.org

ok
K]
M

(EY) vol2dgHE @ 2 A37154F) 253 s 23

[. 227
1. 8
O % : Bl 0B hAE| Tt BIOSHAE 5 67] ASAEF FHsto] vl e
oJoF 9 HA7TAFEorY] ALE-FRHE R -FHEA AGIEAE e R us AA
%, HAQAY, A= 2 29

<dlo]l Y FH T2 T2>

Y YA XA

O AUEA ; AYFAALR
O HHIB : BHUYIEVEL
O w&7)# 670 A uto] S ANE]

. gF=ulo] 9 ¥ 3], e 293 BIOSAE 5
O 3 A W : GMP FA(Hol2ooF 8l 175 F HoF A -FAE -FARY /e
g HA)

O & &l : 7% (B R A5, 2A HE A4
(¢ LE7IE F FAE A% TR 2 30~507Hd AF : GAVIE o EMS wsA o)
O aSH
- GMP FEEET) 2 AR REOF) T8 F HYIA
<us3Y 9 wSTE>
Bt (el AT L5 (97)
ERE R o
BIOG- &4l E] 1278 K
ulo] ¢ o ek Adufo] 9 A A E Y . —
= GMP A% *§€4°¥°ﬂ?xﬂﬁ1 127 Sk
FHnlo] 2 PN &Y W | 529 [ =x
FAANA - A7) O]% }ol el 6 3
it 7173 4 Auvol ol | 121 o5
npol Q o) ok | A7) A Al e F N o
FARA AF ulo] 2 AlE 107 T4
AN AF|_eAvelengAzd | 79 | | 4
GMP 4% [dnvlele gertaided| 128 | 0 | A%




- ol o.ojef @ AF Rof s|gje] A4 FARY Y AYS B A
- a% mE7ITe) 0%l Aol s A
- volotd WA, WET B A EQelFA2d 89 B B 29) wE EYA

t

O WEAY : 7IBQOUIRE FAAA o 10759 FRAUE : BE 80%013))
0 B7IZt : 89 19(2)-108 28Y(D), F 5%, 12 6-8A7 TS

% 7] 71342 15718 Al wEt WAE ¢ e
O Al : i RAHTHS 84)

- AEAMF B A ARl th SAA71A7E e A 2

- AR AT @A A3 1A LA i B v dA((YEAET) A o
O HHLY : T=rlo|LY3] & w57]d AR

3. W& AW
O A4 8 A7t & AHeAH

22t GMP 2§ AF A e 71zt HTA
AT A 5} 2] 5.
471 =73 A 7skzl e ] Akl
175 | oA st BIOSEHAIE 2022 68 1L(F)-68 168(F) | ¢ )

Fvle] o441 E Y

o] QAR S-Y A= oA A Alaro]
271E | MEnlo] Q- §IAIAA T 202213 62 144 (3h~74€ 3Y(¥) iiﬂuor |
EIT A

7dEHtol ekl d T

¥ 115, 2% vz A9 75
13F 2 23F 1A A 7Fs €A 614(3)~6.16(%)
2355 A 7Fs A 6.14(3H)~7.3(Y)
178 AREE 2% 224 208 AN AHs
% biojobpass koreabio.org 14 w5 W8 HAzEasel 4 % NesHFRE g Ul EFEf 9l
® /\;;’j)%‘-ﬂlﬂx] A4 A4
- B AE  AEe| oY) Al oA, AT, ARIARA, AREATINGA, &
ASHM(ELAETEA), A8 A

-7 9 oAAZ B eAAE AYA Y A)E

4. FRI1E D HPAY
0 #3712 : &VR AA 2R 712 FEFENE 2HE, F=EE 5

- RIS B FES BT



O YA : agFEA B Hlolofof 5 A7 4F T 71gl YA
- QA - FeTIdol(dEmtel 18] A B ST A 97| S8 22

<HAA Y Z2AH 2>

ul S| 2 H A THIE S A

o
—|:il

7|l g o MAME 7|« 7|YEE DY F v TEX O[BAM S

Hoga o« D8AY HE

pr

L il

HE 5S¢l g4 g2 geo | F AP0 M AMAMEE ME

of 2 A2 Y sS4 WL 9F | S FEX EF | . ks ¢ AD| 23 MDD
EAZY BA L aguol gt |- weo AMEE ey Ny | 7gaR

l2de MY || /¥

1L as&
0 FELH : ARALE ol WFHOR £5aoF ¥ GMP B A2 e D FA, NGSHPLS
0 MRS : ol A%, ZRAE 59 59 UIF PPOT FHUT 5 W

2, ASAA
7|=A .
78 2872 = e 0%
T
Zsns U biojobpass koreabi
AL NFEA) THAUAUE 87l =4 0.0rg
LM A =nt=a
CHA © A
B|O%E}'+ll = X i =7d www.dbvt.or.kr
FLIH[O[Q AT RIS 9
[ | - H LS = x.l L} SLA H
H|'O|2_9| 9,': )\o|.|%9| Qfg:rlﬂ E_I @) =) |'T': WWW.Jbr'C.I‘e.kI’
GMP
HFLS ZHHo[ A TSR @) 4@ =8 www.cbf.or.kr
BSHO| AT A X 38 o3 www.gib.re kr
HO|2 0|2t = dI7|=8H et
- 47| =& .gbsa.or.
ZREN HEO| © MIE X 87| = www.gbsa.or.kr
AU SAE EMHOI M PTSH 0 a# =8 www.cbf.or.kr
GMP
SE=SmE= MEHO| g ATISH X e dF www jif.re.kr




3. A9 8 A 9%

1

Hg

—_

N

|

2Kt GMP

£ X O
S Iy r
= fol ol
ol K K _
w0 o G 1N N
<K = o ol = &
[ri) [Hi)
=l bd
oI 1l
orl O orl O o
oo © oo O =
ROER R e
o moar e E
= N2 ol
o == 0
A K o K
- U
A % m ! % m A_. H
N 1@ W o N
N K mg N K KO Uo
T = = T _ -
71 R0 o = RO Pl B
v © @ v © © o =
i
]
s T &
? - o~ &
F < N ~
o
.r=._ ._MH
.A_M_H._ .M.._ [:2 N
= E
mE mp NE K il
- J 3 o
=< L 3 zl
n 7 T &

w2k A 7hs DA ¢ 6.14(3H)~6.16(%)

23F% AY 75 9A : 614(3H)~7.3(2)
105 ARAE 2 2994 205 AALE 71

51

=4 0%

3

At
X

md o

=
2 =2

?
-

1
-
o
T

(e
ol E

-

[€)

of! [
s =
%| K A <
5z opod
o D ol
> ) &
=¥ 0T zd . H
J0 nE KO
1+ X Kl B
© 38l v al =
@
N 0 = —_
= N o <+
A & S
orl i~ - ~
= 1ol . R
K < N~
o
z1l
{F m.._
o. ._MH_ o m
z g ufn ﬂ_ﬂ._ rl
=3 = N_ 3 &1
o~ 1] i e
< u

..Vrm
ol

<0

ol
Tl
=l
ok

N

<k
p3l

ar

i
ar



g 43

4
KO

&

2% GMP

¢

oK
Bl o 1
K.
Ak ®o
[e) N
=& IF
_._._.m_uﬁ
B!
: &
_.A ~—
o
or o
ER
o @ =M
Mo | KO
Bl
—~ o
o %
LN (@V)
2 .
. (@]
(o] —
14 14
D
A ()]
. (qV)
[e0] .
e 0]
Ofr
El

K
Bl

031-888-6932

042-930-4418

033-258-6985
063-210-6561

061-370-1304

=]
—

1Al 30="54A1 40

=3
e

SR}

__I.L

.I

ETE

ofl

Bl

ol
=
KF
80

~d

ol

al

ol

10

0

10A17114A] 308, 2

80
il

CHME A ut3 BIO8EHAlE

b

xHto|Q

=
—

~ul

ol

o
=)

x
(s

HEHo| 24t

—_

[

=

8l

AL,

ol

of

E~

<

054-850-6859




HELS

GMP7|zx)

ofF JMSE(EM=zH|, YMSE, UF/DF

)

=
S

Mo

o

klo

un|

KH
o0
%0

Ho
o0

Ofu

==

<

@)

o H2|H|0|4d O|Z(A&2lTold HE, SH 248 "I olY)

o GMP &A{Zt2|(GMP

1

10
r
IH

K
Hio
i

2| 7|% o

b

EE

2 e EE

=N
Pl
Hin
Hio
8r

ol
o

ol
¢

7|Z(DQ 1Q, 0Q, PQ)
Utility %X 3}t2t Resource e

<
K
=3
Hio
ar
or
(@)

)

=)

=<
e

HACCP 7HR2(i '8, 7I=AM 34

A2 7

=

o X| &

K
Hio
O

o Minitab 7| S|

H|

- HIOIHLCR7], SA 7ige, 2z

ur
vl

K
o1

K+

—_

Jod

IHO
ofru

mr
o
ok

K
al
Jo
K

oNCS & 7|

1. 35344

[

(71%0|=2)
HhO| @ 0| ot

=




2. Hpo| 2.8]oF GMPE-oF A2 &FH

7 AR &
d= % FoAFO | o dE=2AFL 0|2 R /=
7| = o BHoltES O] & 7|x
GMP2| O|Z1t 7|= oGMPL| 0|21t 7|X st5
=M ar 2e o 7|&AM, sops 7= & FH
o HfO| & atetel 7|2
A o|E  HUSH | o YT e
HHO| 2 o BRMMIE HE
o FALN| - AYH| FX|2HE|
o ZE|HEA|EX| ditatel 7|
2tr|olotE WitEE | oZE|HEMMIE 7| A HE
ZE|EEARR| o BRI UE e
o MitZH| |2
oMz=EF 7|=
cHZ84 Sx|BE ML
fgele gxime | (D2 ET RALA ES
o BI|=B7| 7| =
o Z7|Z37| wXlEe HE
oFHTEQ 7|E 0|2
o GMPe} EE ]
FEHE/EE O | o H=8s, HERHHE HE
ER-R = oZHEM HE
o BEETI A&
cZHET HE
oSeed HiX| =X % E#HET A HIY
o= B 2 EH | oM=ZEsH X ofut, UF/DF +=H
(A4 D]EE) oA ZOrET| S72| 03,
Chromatography =&
o OIAFTMZEL AEY|E HF
oMza &d A MzEso 45
ENGL S o OAF M Z LY NYHE
o O|fEN =Ll HA
o Computerized system Validation
cOAOZO[OFE MAF J|X 0=
ojgese azoe C7TITANE B 7T E
= MAb AlD oO|dE &g 7|X0[E & HE
- o d=OoItE E2|/8H Ol Y HE
=] RFA{HFEH
2R Al o MZXIAl & 7|EM ZguY
ENLE) oMZXIAl H 7IEM Y HE
= oGMP ZX EREZE 5 X Hd d5
MMM 4% o O|fFE MEMHMIEs BF X Ol
(Al 2HH)) oSAUZO O A HE
HiX|Zo|sHd A2 oHiX|Zo|EHel ofsf & H&
(2HHl/Q0) o HiX|dsAlH, HiYZSQINE, BFdAd &
% A7) DSUBS DSI|B 2 ZAL Aol ofs) HEE 4 2l




3. 47715 A1F GMPE<F A EY

ojo

=
1 & I
T oW o M Qo
o N = o = | O
I U 2 TR L R R
Hom [E A0 Ol gz W K <
KD g Fm @@ g B0
= aK ot KgKk A M w0 ogojzr o N | o Sl <T ko <
od ENIEN! e ok <Uizm " Wl <1
- o | B = ok UKD solyg <o K0 H &0 M <Dy <l
S S & MOEKE SRU R = TR of iy A0 ek o M3
© O ME TR O B 04T ofgr gV gk _ o M T <o < A_H%é
o RE N T ol T ollo T Mo Mo M o o
o o o oo oo wode ! B IS B0 o R X o) O &0 e o e Ty 4t i
F<r<r <r <r|i<r <ri<r <xr ool % oju o |IK Ml_.__._l 20 B 0 10 10 41 1of 41 4o oA 1A
Jo Jo Jjo Jlo Jjoflo Jlojdjo Jlo|zk TH M NEIRCEES 2 __M_._ _m._ 70 TO0|R0 70/B0 oo wo ki Km0 wo
DD NDREDRE RN as 422 Sy O K K R mE gE ki e '
NO RO RO RO RO|RO NONO NO|Tl o) mlfif 1 ™o Z|N ~ [ W oF 0= | <uix0 0@l ouliel 0f|ix =
A R R R ol ol Bl © ool EfN N N~ (B0 nI = 3T|K0 KO|RI RI(ST 3T |IK IH|zU TM|RO RO
e) ] (e) O O | O O] O O | O O OO @) o | O (e) O O | O O o) (el 6] (el 6] O | O O | O (el 6] OO O
J £l < w_mm Opu u|_._ <M <M <u < < =
= Z = | o Jof Z ~ =0 D R N -y
W oF = | ol [} =} ~ __M_._ 3 - - 3 M_ LY
O K Klo Kir
il Hio . u_._ Ho Hio Hio Hio Hio o o o (el ole
e <r K4 Pl <r {1 <r 4 <r {1 <r <r <r <r <r <r <r <r <0
Jjo = go | do 2| do Sy o Sl o qoo — |do =0 o ~do ~[Jo KUl X
= =z — =M =L =’ = &= = 0|=— &u|— K— wo
D o a | D o o D TR AN Dm0l =D S u e ™
~NO S S nO I N0 X N0 XM RO ~nO S n0 REINO 2[R0 91RO IR0 ﬁ N
Tl om o (Y et I 1 T o e el T I~ A SO IO o b e I ot R e 11 1 e )




4. vo] Q9JokF FHEA Hof AT EH

70
KT
© or | {n
o JEO| R <1 lh
Ho Uy &K
ol @ 0l — = r o
ol <ok | Do M { g
ok || W o, 0 S TR R T
N = | e | MO oSy | <o | = oy | =<Kl
I m = | 3T oo o <M | o Bl —g
TS | %o o ™ e S || o | — g | — K "
oK & | ur )U o _ 0RO — = [ DX N OE R
51 o | > = | Mo | ®ID R R N W
STl T o N = B [N (AN BN B B P - o
i L= A TR S e A B R O TR B = -V
= do | or < KH = = | ST W | M | zr o . 2
o || 3, Mgy | o |H|€R |G | @
o oo | s K EH og g || F |2 o &0
o & | T ol (G | o | T T O > oo Mm 20 <
O o O O o O O O O O o O O O O o O O
= N
- | o 1
||
R %
oo | 3 BEEEEEAR . T B
H K — | M | H | =TT |9 = S H
Em mu_ 70 M T T I R - IS 7 & 0,
oI K ujr =R | = | = | =T | T | O > > ur 2 o
0 Ho T R (L K P o a o}
= o i 1 1 1 1 e
1 Ho op P I I - 2 2 A i
oK & Mo _._n._._ul = oK ar ar ar <n < < ] ] 4 o
= of KO _ XORM | of o ol Xl <r <r xr xr of M
m | OB | T o |of ofm | m| B | 3 | om
K o ol Ss<®l | o | o | okl R | KM K Kl o
Hi o~ OOHX | =T ] T Hio Ho | Hio Hio Hio o<




