A3t ol Mze Eof

© SEDEE I %

RS SAMo|HE o o 28DUlA GMP MEEE oA HE oy

2. 22| XHE ZAlMoekx gl o|Z219t7tA0 Cfsto ZE=EE M= 2
Z A 22|7|&=(Good Manufacturing Practice, GMP)& 0Ol 5l11, 2iAlM etz dl o828
DY7IAE HE(EE ZRSHs 24F MEYADL o|F EFSIES To/bE So| oo
2 H

3t 78, (Hald M1089%, HHE: ‘14.8.21, AlH: 15.7.1)2 WHE v} AGL )

TerAlY | M31=(F =Y &7t §), M38EM1E(e|tESe

fe|of® Se| ohdol| &t &, (F2l8) M4s=(FH =X gh, mM48=22(M=
ZX 7| FE HErEMe] W), [EE 1] 2/2E M= 9 SAMET|E, [EE 329/2] WA eekE
M= o E3ae7|E, (2323 2z20dria M= ¢ %K':&rai?l%:-

fojek& M= o ZFa@2|of 8 48, (MK TA|) Hex=H=

AtE), [BxE 1] FTedE A=, [EE 3] ANz A
[z 17] ghAe|ekrE M=

In

1
ro
x

of| |5
IetItA A=

M
ﬁ
kH
o
lo
ki

o, &7 SAbdefebE W 2|R81VIA HM=EYAS 15 7ERH

GMP 7|&& ZE35t1 GMP XML AME dolof sto, Mol 7Fol| w2} 57HL2
ot A °|EENYIIA MEYR= 17.687HX| GMP Z7|ES ESt 17.12€

o GMP HEEIME gotof Bt ey, 1712871 HEFHFME

HX| 2%t ZAPo= ‘18.1.1. 526 dAlMo|ctzZ gl o227 IAE H =-FEojg =

wEb, BAKMS|OtE % oZ8TeTIA GMP M) otYEcz FisTs
517 Sis WANMC|SHE o S|2STEIIA GMP MEBEEA WIHH(17.4.5. 78
goizt 20| YASE|L, WANSUE Y 2RBIUIA FEYX, UE ojat
U Welgl S oBY@| & HEE ohsto] FAIZ| sialnd, oobE Tojy U o=
71m0| GMP 7IZ0| MBS WAMSISHE U S|R8IUIIAE IS AT UK

2 E 7(5t01 FA|Z| HIE o

2ol WANSIHE 5 GMP HEBEA I HY(17.45. 7F) 1%, 2.



s
e

FAXR 2EFAE, MFolofFotEY oY (2 UEH ALY 2| opF obd & el ofF obH
#a|opE), FAX| LY FolfFE M E T 2| B M F ok 2 2|t FobHE F(o| 2N ok
), ZeUX| S FolokE otd T (o 2H FA ALY Wbl St E 2|2 H E o ),

YFEX| YA Zo|tZ oMY H (22 Z ot E), URALAZoSZNHME T (ZHZAEYY), FE
XA Zo|otZ ot E ol ZMEANADY), FYRTHEZEH=ET), SLYFTAUGZE=ET), ME
SERAAF(el2H Tl o), SRIIAHESAL AFY, HUEHMAMEILEE, SEUAZEHSE|
ARE, FeloHEMFa(2TEE), IJelekdMF(11e7 =), Ik E st
o), dXEetd 3 AT (Y YT, ol F=off (AT EE YY), SYRTH(ES
THZETY), M SYAEFT (0| X dHY), BHSX P (202 Y ), MESEATE
2| 2FATE), FUYAANFH(EAAYE), WT7ZAAT(EHAZNT), AVTYHAZ(EAT Y}
F), BFEAAHHTEY ), ZAEXAM(AME( ), HEFFAZH=2HEY VYY), SEEEA
AHA 2l eretEatE), SAEHAIT (M efefetd ), SEEESXAHEAY YY), F2|=XAHEHTHY
o), HEISEAAHEHLEE), HRASEXAHAZEDE), HElEEXAHA Z2 ), Fos
ZX[AHA FolofntE), FAEZX|AHA Z2ofntE), HFSERXZAAHEAHY2T), tfstEay s,
CitelAtE ], shSEalckAls], SR AM=-SHeHE S, SRIAASHYSEEAES|, 85
MHESIIAYSE, eSS HYS=E

o|ok===nl &z 2017. 4. 7.

FRE O gys AR ixe 2 s

=X

A& eolerEEE 11787 (2017. 4. 7.) FShes

o SHEZ HFA EYT 258 25422 187 AlZe|et

< 281589 Zoldx| oletEmmq) / www.mfds.go.kr
MEHHE 043-715-2781 AT 043-718-2750  / haemyung@korea.kr /el 34

>
<]

FoEHe Mu|x HE2 2571 Y58 tjglelF 8 ehso Zhdot



a4

[E2] SALSOI9}

i
oin
op}
=
o
1z
rE
=
e
ol
e
o
3
W
161
4,

O WALl FFE GMP AR AA TF S

l:ll»aﬂl l:l .._JL

o | RELIHY MEA ATHA podbiuli :

8578 (KA

2016.03.10 2FALA 2 oF Ex

1| (Z)gsL e QA 847 H2X112 33 (LHSoUK), e
2019.03.09 | Dam, = ALKI)

2016.04.12 | BtAIA OOt =

E N EEG) HRA 23 B2 170(3LHYR) =HINRS
2019.04.11 (Z=ALAD)

L 2016.07.13 | BSHIO| L

3 | SOHHAEIR S HOA AST MAZEHR 200-23

2019.07.12 ZAHD

2016.07.22 | grAbAl oot

s | ws2He OTA 27 522 807(X2Y S0 HA) il
2018.07.21 EYN )

s 2017.02.06 | SrApAJO|ot=

5 EEda SEMFAA AT HABRHAZ 26
2020.02.05 | (ZALAD)
* HAMSOIOE | HASSARAE ER6IH ZYe XD, X2 S 2HOR AN2HE oo
*x BEHIOZ(Cold vial) : 2HAl @%-‘?-I%_J.\_% E8R5lAE Yol SUEHA HALASHRAE FAGH
NEZ6tE oS

O 98 ¢& IS7tE GMP AHF#AA &g

tll-aoln. H =

ot | HEH HMZEA ATK === -

K5I8 (HIHI)

2016.10.27 | &4, B,

1 CHAl Al AR (ZR) 2 SHP S48 ptE269H2A 12-7 OFM BHE A

20191026 | o1 yama
2017.01.11

2 | @220 FAEC THA Y a2 101#2 35 Ma "A
2020.01.10
) _ 2017.01.11

3 | @320 FASC TEA B3 22 357 AA A
2020.01.10
2017.01.16

4 | THAYNTRIHF) | FIIE A ISP A422 96H2 20 PN

2020.01.15

_ 2017.02.13 | &4, B

5 Ch Al A Z(F) L FEAN FEH otd=298H 2 26 ' ’

= 2020.02.12 | OlAMBIEIA
2017.03.13

6 ZAANIZZION) | SHEE Ol4tA ESF30 5352 380-43 &b

2020.03.12
2017.03.22

7 CH& AR DEA(ZE) FAAET R0JAl 3B3E 32 196-34 o A
2020.03.21
2017.04.05

8 | CHIRIDIA(R) 2I|E OHAAl BRI AR 128 405 | wa ma
2020.04.04




