et Bty SRV F|KHE BmOHY

[=

7|z YA ST HUZ 126, 3207 & (HYS, WELH|ZELR]) (P) 14057
Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

2023 A= H| 350 2t [H=E2E st m]] ALl

4 S H|2%7| 20 K (KPTEC) EH0|X| 2|/'E 73t
H=E: 2 0|18 ZAMH, AN 2AIXHE

TAeL BlREHe F3c EHE J| ;LI

otZiet Zo| T=HAY7|suFAU| XE WICAHYES HUES| QL AR FHXSHAZ| HHELICH

-oF 2j-
[nS3Pd 27H)
ASFEH : HZB2AE 218 1K)
AW : 23l (WA aS
WKAUXL : 2023F 28 24¢Y (I)

uHE U =8
2 W82 ICH Q10 QAEEHAAHPQS)MA AFE HEAS (Product Realization)*s g Al ZX|Ql &=
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KGMP 2% S9| X|&HQl 7 M (Continual Improvement**)2 FZXI8F7{LE, cGMP, EU GMP & 82| GMP 2158

SER St ZE MFARERCE/2M G F/HEH0[F)0| B2 =80 2 Aoz TEHELIC

*Product Realisation: Achievement of a product with the quality attributes appropriate to meet the needs of
patients, health care professionals, and regulatory authorities (including compliance with marketing
authorisation) and internal customers requirements. (ICH Q10)

**Continual Improvement: Recurring activity to increase the ability to fulfil requirements. (ISO 9000:2005 /
ICH Q10)

Page 1 of 11 At el: 2023-01-31(V00)



http://www.kptec.or.kr/

HEy e ety

st Al |sn S 2XHE wFotLY
7|2 QYA ZOt HUZ 126, 3207 & (HYS, WEQH=EL]) () 14057

Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

09:00~09:25 | § & AR
09:25~09:30 | Q1 A} s
2023-02-24 — —
09:30~12:30 | 2ALE HZEX|AIQ =752 o|sHet At 0|2¥ MMojL|x
13:30~16:30 | 2YE HZ=3E 5 0|8 S ETE UXICHMat HH| USY BAE
*MSRA(KPTEC)S| APHO| mat U8 Z+xt g, ZAL U AlZto] HAE £ USL|CE
WgHE 3 ZAF 2
I TE Ly
ngu=E | o|YE HIEX|A} HZE7|F2| olsHet At
Hz o 2te 71201 == M=XAl 2 718M0 Ciet MEHEQl WESS
asue ZolgtLch 801ge, #HIZA, HM=XAl A JIEM FEL, HZHEOAM
RIS wMEle MEVIZN 712 28A 52 FHEo=z YopEuch E3, A2
MZ20F HASEO| DS ZHEfS| YotE = AT FISHASLICE
1A
ZA )
g)2010d ~ @M. B2 QA H
apazy | B 20171 ~ W STY GMP MLHZA
- ?) 20213 ~ WX, St H|4HIO| Y| MEX| 22| ngZAt
2008 4 ~ 2010 H. ot==0 MAMYE FEESE
ngE | oUE HZEZ3HE F Ol § EYE WUx[Chxa M|
OIFE MZ3dE & =M 7Istt 0|l =YU2 QU4E B MY ¥ a2 T
SHLYLICE 3EM So0M #7835t s 0|82 Fo U EFRE 252, HESHE
nslfg | T 0|2 =92 els dmELCH
O] &350 0|2 =S EY = Ucs YRS HOEIUX &0 Q4E Ol =¢
Atg =0 22l AFE AL CH
2 1A
aAr SSY BAE (SHLEEI2h)
o) 1996 'd ~ x| SILAF SALE ZHE F
aapazy | 1994 BEF 22
1990. LA =7
1984, R LtCistm ofstrfst Z¢
Page 2 of 11 At el: 2023-01-31(V00)


http://www.kptec.or.kr/

o Hx OrLf)
U2 126, WEQH|=E}R)

(%) 14057

EH|=E}g])

Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

, 8

@¥s

k-

2 126, 3207

(=13
=2

FAl SO

]
o

t

o
4}

471

v o o e

—_

o

il

. S|k}

M oLt

F

~O
wjr

oK
ofr

{m
30

=T

A
o
X usH HE

=1 O| K| (www.kptec.or.kr) 0| A

2
7d

Jlegns

oF
=t

X

{

=
_/'\_

ol

v
v

| §
=]

=]
=

=3

T

=
=

oM 2=X H

Al
=

ES
o
| &2

—
o

A

PPN
&

O

—

MR s

o
=

28

=]
=

t

HH mFA[ZF2] 80%0] &

X
o

TEIE
v

2))

H

 (F7HM

o
=

: 198,000

= (1Y 6AlZh

=

=2 QI (HICH )

v

)

(F7tM

[=13

JEM =

=]
=
%
(F7tM

d(
: 264,000

=

o]

s 2 Y 12 A7 : 363,000

2]

H

MIOTLEEHS) (1 2 6 AlZh

(=13
a

H

|

ofr
E
NORR(!
ur <

SO NS

AL,

S3 HIHHIE wRe) Fu

q

x
S

(F7HM =g

3

—

S 2 (2 Y 14 AlZh: 363,000 &

Al

=

Wg2Y ™ 1600 Ot (ZHOIX| www.kptecorkr O A w2
3|

v
=

M

i ZH (M=

10

1o

b ZHOIXIE

K4

A

3

<0

7tE, AZtOlH, 7t

0:]

Pl

2023-01-31(V00)

THdY:

11

2[X : Tel. 031-426-0907~8, Fax. 031-450-3097 / kptec@biosupport.co.kr
Page 3 of



http://www.kptec.or.kr/
http://www.kptec.or.kr/
http://www.kptec.or.kr/

i e AT A7 e D] BxHE DMLY
FI7\E OtYA| SO HLUZ 126, 3207 3 (HYS, EQH|ZEL]) () 14057

Tel: 031-596-6030 /031-426-0907~8 Homepage: www.| kptec or.kr / e-mail: kptec@biosupport.co.kr

[2023F = AMdE7] m g% OHLY]

A= 09:30~12:30 |2|%E HZXIAM U HZ7|IEM ofsHet MH| HCH
1 ot IS 02/24
- 13:30~16:30 |2I%E NZ2Y 5 0|8 S SY=o| wx/chuz My | (BHARS)
09:30~12:30 [ICH Q10 (2|2f& SEAAH, PQS)2| olslietr M|
03/09 On-going Process Valiationd} HZFHEXEE7IO| ofsfiet
13:30~16:30 | |
2 | Swssoptng =H cH
09:30~12:30 | GMP QTARE 7|4 MZEEIL HZ Wil ofsliet M|
03/10
13:30~16:30 |cGMP HAl ALY E SHoE 3 AR
09:30~12:30 | 2|3 InspectionOfl CHEH 3= QI CiHet B AL HICH™
3 | 52l Inspection ARS| 03/17 catolme
13:30~16:30 | 212 FDA Warning Letter AFZIO| i3t A7 (22elmK)
4 03/24
GMP7|2 2% 13:30~16:30 [MZ 3 B2 Ba7|E 299 4X (BULE) (RS
WHO- PIC/S- FDA GMPO|AM2| "A|HA MAL 7to|E2tQl
09:30~12:30 |
04/06 ol 34
13:30~16:30 | SR FMOIAM 2O[Of Sl= Data Integrity2| O|5H
5 | ESERRIE SRS (1) o
09:30~12:30 | HFE{A|AH Wa|Gjo|d ZEAIE &t Hdo| ofsf
04/07 13:30-16:30 ICH Q2 (Validation of Analytical Procedures)2| 0|32}
Uy wy
HRHIK|LIOE 09:30~12:30 |GMP SEO|M2| AX|L|0jo] HF B FX[HH YE HCH
6 04/14
et g 13:30~16:30 |GMP 3% A5 Y 2|2 FH| Y M @y (2apelas
ICH Q8 (Pharmaceutical Development)Z} QbD (&#7]8 EX
09:30~12:30 i [EZH
7 Global GMP S | 04/28 159ho| OfsHet At =
(GEES)
13:30~16:30 |ICH Q9 (Quality Risk Management)2| O|SiQt At
09:30~12:30 | M| Hda|Go]d U H7|™ MA ZLIEHC| ofsf
05/11
13:30~16:30 |23 'W2|C|0[d (Media Fill Test)2| O|siet M|
8 Validation 125 FDA- EMA2| Smoke Test?} Steam Quality Test2| O[5{2} AA| o
09:30~12:30 | .
05/12 o=
13:30~16:30 |Risk 7|%2| HVAC PQ X SZZL|E{™2| o|slel AH|
09:30~12:30 |GMP2| O|sHet o|%E H= U FE 2 A H|CH ™
9 HRIGMP7[2uE | 05/19 a0l
13:30~16:30 |GMP 3%2| HEE, xjtatz| U Layoute| 0|5l (2etdung

Page 4 of 11 At el: 2023-01-31(V00)


http://www.kptec.or.kr/

HEy e ety

>

3|xpE QoMY

Ho
rdo

ey o P

A7 ¢

QHRFA| Fot HUR 126, 3207 = (HY

S, WEQH|XEL]]) ($) 14057

Tel: 031-596-6030 /031-426-0907~8 Homepage: www.| kptec or.kr / e-mail: kptec@biosupport.co.kr

No. = WR @A FESE] age
Data Integrity SXIE 2I8t 7|& HFES A2 de
09:30~12:30
Clo]d HIZWAlol o|sf
Datall ity &
10 ntegrity 05/26 | 13:30~15:20 |Data Integrity W7IX|& ZQlof w2 FH ZH|Ate CHH[IEZ]
Management £2
FDA Warning Letter0lM Data Integrity X|& AR S
15:30~17:30
o
09:30~12:30 |0{at3P7|=2| 0|8 X Filter Integrity Test-1
06/01 Filter Integrity Test-2 (Hands-on Trainin:
13:30~17:30 tegnti ( 9
el HzZoadS-1 (vT-BCT) AL
11 . I_[EE]
Validation 2| Ot &4 09:30~12:30 | M| 0{utZHS-2 (Extractable-Leachable)
06/02 H=0j1tHS-3 (CC-Adsorption-Particle-PIT)
13:30~17:30 .
H#0{1}374-4 (Hands-on Training)
ZHMQl Contamination Control Strategy2| =& %
09:30~12:30
N S2ReiE Haddy H|CHH
12 o5l 06/11 a0 me
Pt 13:30~16:30 PDA TR-70 (Fundamentals of Cleaning and Disinfection (22w ])
’ " | Programs for Aseptic Manufacturing Facilities)| 314
GMP M| =29 MA KE Validation Projecte] FZ 2
09:30~12:30 "
HRfAKILoE =
13 oy | 06723 S
et EZ GMP ZEO0|AM L3 GEP(Good Engineering Practice)
13:30~16:30
of ofsH
Ceaning Vaiidation 2| 09:30~12:30 |PIC/S Annex 15, Part-1 & Part-2 & #& Part-1
14 LA 06/30 A E]
Ot & 13:30~16:30 |PIC/S Annex 15, Part-3 & A& Part-2 & Part-4,5
09:30~12:30 |FDA Inspection Guideline2| X
07/06 QR gAML f=71ZE THAZH atEtE oz MG
13:30~16:30
= Hpe
- od
15 | SEERIE R ) o
USP-NF<1117> ‘Microbiological Best Laboratory
09:30~12:30 ) .
07/07 Practices'2| O[3l
13:30~16:30 |00S, OOT U Deviation AlZ|2} CAPAS| A3l ity
09:30~12:30 | ¥ E2|2%E Validation2| 0|52} AH| H|CH
16 | H=eRIEGMP2lORl| 07/14 cato|ae
13:30~16:30 | A2 O|%E GMP 22| 9|2 Inspection At (2etluns)
S(KPTEC)S| AP izt L Z=xt W, ZAF W AlZto] HAEH £ ASLICt o|F sl RFEIEZILCE
Page 5 of 11 At el: 2023-01-31(V00)



http://www.kptec.or.kr/

Hek Eal mox SRS D] XY TR

7|z YA ST HUZ 126, 3207 & (HYS, WELH|ZELR]) (P) 14057
Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

GMP Information
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FDA ZI0|EA “Investigating Out-of-Specification(OOS) Test Results for Pharmaceutical Production”=

Page 6 of 11 At el: 2023-01-31(V00)



http://www.kptec.or.kr/

(%) 14057

EH|=E}g])

Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

, 8

@¥s

k-

2 126, 3207

(=13
=2

FAl SO

]
o

t

4}

AtO|EOIN HE

t

q7%1=
—_

e
()

. ofelf &7
https://www.fda.gov/regulatory-information/search-FDA-guidance-documents/investigating-

v o o e

—_

O
outspecification-test-results-pharmaceutical-production

7

t

ZMO| Chst EEHOoA o &S MAIR A

jod

BaAMof cj

oA 3EZ| Al

v

ojn
]

© 00s

S|

=z &

3

R

Jolu
or
nju

ol

ojn

L=
—

cC

—_

=

o]
X[ (CAPA)

I.

11, =

o
o

HAl
A8 o

=

=

279
=]

—

A A

CHSH A

ZALO|
At

—

—

~
(=)

L
20

]

[

.
o

Chef Al
o 54y

[e)
—

|

g o 00s
O0S Z=A} EXtAM S| 7H

Tz Z=ALOf

Ct
> AlFHoMel HE

v 00S

|

od

H

ol
100

Il

=
=
MM

CFR

HRISEZ| Rl3l M2 Al
M2IStR|  PEQAEE (21

B QUCE oF AFRO| EX[RR|E[X] HE

=k

~
&

FDA Z=AS| & H|OIE, Xt X|

| -

—

00S Z1to| Xz|
211.65(e)2 2

2) A"

e

100

od

ol

IH

Al gol

= & w40 M e

OF
2

= Mgo| tE <

&

= =
EE,_I_

i

o3
o

A|&HR

ojn
zd

1

2| & ol

=

gl
T

=]

A

ZHdY: 2023-01-31(V00)

11

Page 7 of



http://www.kptec.or.kr/

v o o e

o
—

(%) 14057

FA| SO HIUZ 126, 3207 & (HYE, WELH| XELS)

(o] 1]
o

o

Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

471

ojn

.@

ALY,

4832 A0 CH

I-O|-|:|-.

LS AN

O,

O & 7}

2o

B Of A

B0

A
287|7H0] HESHA| ELY.

=
—

gel 430 22

.@

7

t

B0 Cet O of2f LHES MAIZ A

jod

Ao cj

Z2H0|H

HAlZ Mol =Y 4T E£= #alHold). 485 £=

0

P

10

#E|Ho]M0] ER

I

L

ol

o

ol
100

Il

A.

=13
=

XE 23

=lxe)
-

Z 2ol HoJE 7t 8

ol

ojru

IH

3) HMz=#e| 7I5M A2 EE J|E 7189

Tl

= MHES| #a|okx| &LACH21CFR MM 211.68(b)2] 2

Al
[=]

w

INES

i

=

il
J
H

o
HE
wa

AKX BCE CO0lE

MR HOlE AlAEO|

=

o
o

2
[S)

k21 I8 o

H[O[E 2|
A

=4
—

Xstn, @

t22 AfA5ke

i

MR+ EolH

g

AOI-I

Hoz

s

2
[S]

Hio
o

ol

U

#e|ot=

9 JlA320tE dgjnE

ok = =0rEajm|

Audit trail2 2SA|7[X| LULCEH

WS J|=etEe BE

3

sad

M

L e

e

ot

483ZAMOf| CHE

]

Ct. Of= HIO[H 7L AHE[A=A

(o]}
PN

HIO[Ef Al

-
ot

Mojl tH

0
[

FX| LU D =Z, 483

HAIS

7tE

AHI IE
— o o

-
o

o
F

of BfXl=

jrer
=

OF
2

ol

-

ul

: 2023-01-31(V00)

Y:

11

Page 8 of


http://www.kptec.or.kr/

(%) 14057

ZoH|xEtg))

Tel: 031-596-6030 /031-426-0907 ~8 Homepage: www.kptec.or.kr / e-mail: kptec@biosupport.co.kr

, 8

@¥s

k-

2 126, 3207

(=13
=2

FAl SO

]
o

t

o
4}

471

v o o e

—_

o

7

t

ZMO| Chst EEOoA o &S MAIR A

jod

BaAMof cj

o

o,

Eyel
=

E7t. GOo|H 2t d(ALCOA:

3

.
o
[

(B0 X TAN)S 2|

[y,

ol

ojn

ol
ki

ojn

w
il
ol
IH

10

<0

ol
Jofr

CAPA A

X[ of

—

—

A

s

.
o
=

=

Ap7F M 2 AL

o T
= 4
=

=~
=
=

E|

Audit trailS
7|=38t0, Audit traile] CHE A

b

—

e
o

=

=

Ha|

—

pr
HO[H B1ZS 7|Sot=5F HA HOH AlX

o T
=

—

NP SPS|
(=]

3

e
o
[

CcC

xstn, =

I.

Algdaol ®AF HIolH AlA-of Ci
o

=]

Al A=
Choll #HH 2= LiERZ A

=
=

=

—

Al
=
P

A
A

v B
[+ ABARZ AL Y]

FDA

HO| &

10

oF
oj

L=
—

Ct. cGMPO]|

=

—

OXA EX= 2

[y,

8 cGMP 2710

21 CFR 211.34*0{ L}Q}

ch

—

L]

23}t
Ut MAZ HO}, FDA

E

G|

[cGMP

i

[HE|

VY
OfF
7

L2

/

A L K H 2
TEEHELE 28

*(BEX} F) 271 CFR 211.34 :

* kK

Accu Bio-Chem Laboratories
ZHdY: 2023-01-31(V00)

WARNING LETTER February 24, 2022
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accu-bio-chem-laboratories-619450-02242022
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GMP & Validation Consulting Services Bio-Support
We know what YOU need in the area of GMP & Validation,
We offer a full scope of GMP & Validation Consulting Services,

H}O|2MEE Bh| 5ff =41 E17|(Turnkey) HEMAH
IZHAL D2HE M DR2HE M

359 117Z4A} 1124 1427

20228 128 7|18

GMP & Validation Consulting Scope

New GMP Facility Consulting(Turnkey Project); 41& GMP 3|4 GMP & %2|¢|o]d & LEl
[Conceptual Design Execution, VMP, QRM(RA), URS, DQ, I1Q, 0Q, PQ, CSV, CV, PV and/or PQS Consulting]

GMP Facility for Oral Solid Dosage Form, Liquids, Ointments, Eye Drops, Injections
GMP Facility for API
Conceptual Design | GMP Facility for Health Functional Food

Execution

or Review GMP Facility for Medical Devices
GMP Facility for Biopharmaceuticals + Cell Therapy & Gene Therapy + ATMP
R&D Facility

GMP Engineering Enhanced Design Review of Basic & Detailed Design
Service GMP Facility Commissioning & Supervision Service + FAT +SAT
Validation& Qualification Master Planning Consulting
o (Quality/System Impact Assessment)
ch :rlll::l?it:n;n Quality Risk Management(QRM) System Consulting & Execution

URS & Design Qualification Execution / Installation & Operational Qualification Execution /
Performance Qualification Consulting & Execution
Cleaning Validation Consulting / Process Validation Consulting

Validation Aseptic Process Validation Consulting / Aseptic Gowning Procedures Validation Consulting

Consulting | Environmental Monitoring Process Consulting & Execution / Disinfection Efficacy
Validation Consulting

CSV Consulting Computerized System Validation(RA, URS, DQ, 1Q, OQ, PQ) Consulting & Execution
GMP & Validation Training / GMP Mock Inspection / Vendor Audit / CAPA Consulting
GMP Consulting

Pharmaceutical Quality System(PQS) Consulting / Data Integrity Consulting

HI|E LAl SOFT EWMEZ 13HZ 65, 2&(PUYS, WAEOH0|UL) / TEL 031-446-7200/ FAX 031-446-7210
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GMP 3%, AEH Sol thet 24 % AXILIY AS

EH0|X] U A=A

www.secglobal.co.kr

204 Mets IR /HIE MH A7 L A HMEAUX
0l 20| M Y API Plant, GMP ZH|/Hi 2 &H| 22 & AlS | 031-351-9341
=R D=2 X Mate R4 A|AH A|AE M 9 A|Z MEOIRK www.haedongwater.co.kr
SlsHIAEZX| 125 =&AL E, CIP/SIP Al A R AS 2| 031-386.3901
AFS{H|OHO| Ao ICR, BCR(GMP, GLP, HACCP, BIOHAZARD) 7| A 2H| 27, Al www.optimu.co.kr
e e == 3, FAT/SAT, SZ=4HH| HEYH / MASE 7[HHHl SA 02-6230-7070
HE71AH H|
MEZ[RA oo | EESE MZEH| JlsMHAx 2 HE www.sartorius.co.kr
T 2|OtH}o| 2 H| =0e Filter Validation Service 031-622-5700
= AZ MY S2 o9 318 So| AXAH[0f AFELC www.artsanitary.com
O}E M|L|E}2 OFHS =N -, @&, TT -, = o oLl =
HEMLIER e o, HERIRY 9 YAF dA 9 HE HEUH 031-434-2800
UESu ojAts HH 7|, D%’.‘PI, AEY|, UMY, He HE¥EFEI § 44 A www.sjpmt.com
HE M 032-508-1284
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Bioreactors & Fermenters, Centritech Separation System,
Chromatography System, Isolator, Autoclaves, Y& Q7% ¢
CH(BSC), Automatic LAL Testing System, MODA(Mobile Data

Acquisition) & Z|EMH|A I HE

www.youngscience.com
032-624-4500
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AZ A ZAIA|AE MES, POP 52| M7, X I FAT/SAT

www.saehimit.com

MBI SIES
e B I PP SR 043-217-9953
GMP & Validation 74/d&!
IH L2 A L . www.biosupport.co.kr
HIO| @M EZE rap= Ll CHS\E/' EQﬁlli/lGlF?ngl l\(jlrc\)/lcl:ll ?zzteeTéiiua;;fﬁaé:on & Validation, gmp@biosupport.co.kr
o SRV PR P == 031-446-7200
GMP Al Decontamination
C171 s&s 7y | VHP SSHURMH, 23S YU A2=H, P L COP MAHA, www.deconsns.com

Bowie-Dick Test Pack 52| &, EZO & A{H|A

02-2047-6300
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