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% sl2l 2|41 GMP 27 A
W HLf CertificateS Tt St YSL|CT.
-Auditor, Validation Manager

Certificate

A 7l2S E/otaxt

CERTIFICATE

Mr Byounggoo Hwang

has completed a three day ECA-Course on 25 to 27 October 2017 in Praha,
Crech Republic covering the following subject

ECA - The GMP-Auditor

Contents of the course:

How to the auct
How to plan an audt
How to become a good auditor

Top 10 Mistakes Auditors make and how to avoid them
mm/mmdmm

and solve
&uiusﬁunOlnhta-dSomhAm
Body Language and Questioning Techniques
Waorkshop: Categonsation of vanicus audt findings
Audit Simulation

L

L

Heidelberg, 27 October 2017
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CERTIFICATE

Mr Ik Jin Jeon

has completed a three day ECA-Course on 22 to 24 November 2017 in
Barcelona, Spain covering the following subject

ECA - The Validation Manager in the Pharmaceutical
Industry

Contents of the course:

« From history to PAT

* Risk Assessment

« Validation Master Plan

« Qualification

Case Study Qualification
Computer Validation
Process Validation

Case Study Validation
Qualification/Validation in the field of chemical API production
Cleaning Validation
Change Management

" e e s e s e e

o Organisation of Validation

o Risk Assessment Qualification

o Risk Assessment Process Validation
o Cleaning Validation

Heidelberg, 24 November 2017
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CONCEPT HEIDELBERG

Acodemy

/7 “?3{') 7
4{ _‘{é"'“’ -~ * ECA

..-

Furopean Complance Academy

N~ s . ECA

CERTIFICATE

Mr Ik Jin Jeon

has completed a two day ECA-Course on 1 to 2 March 2018 in Praha,
Czech Republic covering the following subject

ECA - Statistical Process Control - a key tool for process
understanding in the process validation life cycle

Table of contents
« Introduction to Sx Sigma Terms
« Objectives of SPC and Statistical Introduction
« The two Types of Varisbilty and Control Charts
« Exercse 1: Initisl study — control to standard
* Reading Control Charts to improve the process
« Waorkshop: Implementing Control Charts
« Process potential and -capability
« Process Robustness — a tool for process evaluation
. | software programs and atically ger d control charts

» Case Study Trending of Micobiclogical Data
Conttrol charts and trending of microbiclogical data

« Exerase 2: Processoptimization
»  Case Study Sanofi Aventtis SPC as tool for OV

Heidelberg, 2 March 2018
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Client oA Performance
. xtojol 4
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> = AL% M ! '
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LSH % Mock | tion & CAPA S, BhE, Mol
= O = x*x ocC nSpec ion 7 M oS O I ™ 7 = T
2020 AESE FAA Consulting MFD5 GMP7H 4 Zim A
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2019 AIH DR FAHA| Consulting MFDS GMP7Z{d 281, SEd
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TALZ 714 Helxl
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S e TR ock Inspectio 70 oIz
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EH-S I 2F A= Mock Inspection & CAPA | FDA Hy, 243
otXl % 7 ﬂ I ]
2017 LEEISE SE=H Consulting EMA GMP7H =M HMZI
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70 444
2017 O AFD R ZAtH | Consulting EMA GMP7H T a3
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SHR| % 74 e
2016 Lt 2 EFS & SESHH Consulting FDA GMP7 SEE 4UEA
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ien . %k0d 0| 24
. X i
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ehE A o =0 Mock Inspection & CAPA g,
5 ; 7H 4 _ x
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O| 2 xj| 2k PR . TP Zi40|9| o
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15 | 2006 SOLH| 2} FAHH,  |Mock Inspection & CAPA | E&H| | ZE&H|0} GMP 2430, 4HEA,
Motz &t LH2 2 "HH| |Consulting OF FDA Certified 2E7e 18
FXHA| Mock Inspection & CAPA
0| x| f A P 7 M A7l 2%
16 | 2005 | A< L4 THA | Consulting MFDS GMP7H Anle| 2y
et = Mock Inspection & CAPA
TSNk}, WM ZIAa19| 23
17 | 2004 olorm HendH| Consulting MFDS GMP7H gtlel 28
= Mock Inspection & CAPA
o MIX} Sk 7HM Z1740]o| 1™
18 | 2003 C) 5883 API(&3) Consulting MFDS GMP7l M Ag0e 13
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GMP 2 Oo| & Al & X

- 5 Performance
1en Osage . xroj o] 24
Year & Site Form Consulting Scope -;1211 o =0 QI
A2 - Mock | tion & CAPA
T Al= TE-3nk-"| OCK Inspection A Z174 (s
2004 ororzt (E=nkebel Consulting MFDS GMPZH M 24012 2
- = Mock Inspection & CAPA
%A‘l Xk g!-k'l ) ﬂ Zlz4 0| (n |
2003 c)S243% API(EHY) Consulting MFDS GMPZ| 24012 1




GMP 2 Oo| & Al & X

FDA
_sf / DEPARTMENT OF HEALTH & HUMAN SERVICES U' S' FOO D & D RU G
i Public Health Service ADMINISTRATION

kN Food and Drug Administration CENTER FOR DRUG EVALUATION AND RESEARCH

The firm’s ¢GMP consultants, Kisuk Cho and Yongjoo Lee, from Pharma S & C, Korea, were also
present throughout the course of the inspection and served to provide clarification, when necessary,

for the firm"s written procedures and manufacturing processes. Mr. Byounggoo Hwang, a consultant
from Bio-Support, Korea, was also present to provide clarification, as nﬂdﬁ tor !B.E]:Il'[

qualincation activitics conduct y the firm.

{J) GILEAD

Creating Possible

as of the Bffective Date by their duly suthorized

GILEAD SCIENCES, INC.
- 4

By:

v h A © 2012-08-15 2% 54900 O] AIX|Of =] LS LCh
Q’ Syl AMER  Mung Bemardo <Mung Bemardod@gilead com>
ghi= AMR’: _'uuahty@blosuopon Co kT "skkdmi@blosuppon. co k'l ‘comply@blosuppon. co ko’ ‘gmpdesign@blosuppont, co k' "goodguyl@blosuppornt, oo ke

S
I OJA|X] "X Batch Record Review Reporti_Additional opinionpdf (1 MB)
Dear Mr. Kim,
Thank you again for the very prompt response and quick turnaround on this very urgent request. | truly appreciate it, especially since today is a Korean National holiday.

Nlac_la additional opinion document for the Balch Record Review Report, for your records
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GMP 2 Oo| & Al & X

EudraGMDP
E U d I"OG M D P BAERE JlelA HERA == kS

NEWSROOM

o

IAO|=

r

Freie und Hansestadt Hamburg, Ministry of Health and Consumer
Protection
CERTIFICATE NUMBER: DE_HH_01.GMP.2017_1031

CH2H|2F. LIHEF=2%E 20| F =
CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER " HSXI, LHEEHSE EU GMP S

Part 1
Issued following an inspection in accordance with :
Art. 80(5) of Directive 2001/82/EC as amended

0|= FDA cGMP, FHLIC U E 212 GMPS Q0] 0]0] JHESH EH

The competent authority of Germany confirms the following: EU GMP 52l S50 R AIHIX| 255712t Ho}

The manufacturer: Eagle Vet Tech Co. Ltd

Site address: 235-34, Chusa-ro, Shinam-myeon, Chungcheongnam-do, Yesan-gun, 32417, Korea,
Republic of

Has been inspected in connection with marketing authorisation(s) listing manufacturers located outside of
the European Economic Area in accordance with Art. 33(2) of Regulation 726/2004/EC .

From the knowledge gained during inspection of this manufacturer, the latest of which was conducted on
2017-07-07 , it is considered that it complies with :
+ The principles and guidelines of Good Manufacturing Practice laid down in Directive 91/412/EC ?

This certificate reflects the status of the manufacturing site at the time of the inspection noted above and
should not be relied upon toreflect the compliance status if more than three years have elapsed since the date
of that inspection. However, this period of validity may be reduced or extended using regulatory risk
management principles by an entry in the Restrictions or Clarifying remarks field. This certificate is valid
only when presented with all pages and both Parts | and 2. The authenticity of this certificate may be verified
in EudraGMDP. If it does not appear, please contact the issuing authority.

3 H} i H ()

th Canada)2l GMP &

Mo LEErsel B




wIALEHL

CEO QIAMZ
1S
| B |
2018 = FHUAZSAAY ZHEE 1S037001 A4S
2017 = UEA-3O1F 2o
= SEMEHAAHE SEHH ABES Z2 1A FILASE ES
2016 = 2E2F2e|dSUZHEEMOUAIZ
= OfZL|HIFOH O (L 2|2 CIZ 20 42 712 YH2I=A)
2015 = 2IEE2{AH 750mg Ll (FL 2|Z 750mg 8 2EESAM)
2014 = Spain AB-BioticsAt AB-Dentalac 2| 174 AlZ= A
= U= PMDA (Pharmaceuticals and Medical Devices Agency. Q|oFE al 0|R7|7| Z8H|1)
AL S}, RHAIQJFE E 2 517t
=HZYG Z8HHEAT I _CEO QA|1ME Y 22 MY




Bio-Support

Section D
GMP 29| AlA} AlA| diEH

Bio-Support
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GMP 29| Al TETF MH|L

Throughout Svst

the product ystem
. Based
lifecycle

Risk 4M + Data' Actual Management
Assessment Morality Integrity records and Review
Based based focused results

Chemical Drug, Biologic Drugs & ATMP Mock Inspection
2HAelfZ ol M= S FE2te| A|LE HA Zol2 At B CAPA
A elefEe M= H FEEE AMAE 55 2= A & CAPA

Drug Substance(APIl) Mock Inspection
AZo|ofZo| Hx Y ZAR2| AlAE FH| BOlAUA L CAPA
RO[ofZo| M X U ZHER| AlAY £ DAL U CAPA

API, Materials & Excipient Provider Audit
One Customer! One Item & 8&XF ZHA 5! CAPA
Multi Customer! One ltem S& At ZAf(Sharing Audit) % CAPA

Data Integrity Focused Mock Inspection
Records & Raw Data &% Zo|A At 3 CAPA
A XA B 218M, M= XA S 7| EM o 222 A 81 CAPA

PIC/S GMP Annex1 Focused Mock Inspection
Contamination Control Strategy & 29| Al 3 CAPA
Djd=E, A==4l SLOEX 2 o 5o 222 Ar 8l CAPA

WA E| |ssuelf CH$ Risk Assessment = Root CauseS
GMP A O] = =] oF& NSt S Ol &l 2
Advanced Quality Culture T A= CAPAE X'" |_I'°|'-|j— 7H JRE o = XI-L-IOH . S




= D7YALe| 4B 0|1 0|20l EQl GmMPR Y > =

HE 1THA)) Lifecycle(A Zf Ot &, 22| 1 BHE, M| =2 22| H|ZE U |XIXY 2fo| = W0|F, ac FE2| M| A Materials
2fo| = MO0|2)2 7|8t 2 gmP B O| A A + DZHA} LI = + current GMPO| 7+ 7| 2HOHl, QrmO| 2EE| 0 7| MEHF 0| Al
A7l ME22 mj2{CtYe| Wa| o] o] M -2E| =712 Good Data & Record Management Practices?} 2 BE|=7}?)
Do| MAE HIE fIE 7|82 2 sampling & AL2 2L Ct. EU GMP compliance?

Manufacturing

Quality . . Material &
Quality Quality Control Environment Facilities & Finished Validation

and Equipment
Management Assurance System - N quip Product Management
Contamination Control
System System Laboratory Control
Control
Control

at
=
S
)
Fal
o
El
o
=2
=
o
et
}él
A
=
ol
IH
«
Al
=
&

AHZ 2THA|) 1) capA A A2 & 2| 5H0H

(GMP 2o MA} O]|F DZHALO| A 28 S}= capa Of CHSI0] 24
DAL XN 7HM, S 2] HHETHEE 8%

r

EtAL Z2 B E AL2]|: GMPEITHA|Of| 15 HAMRI0] ZH A AR Z2MHAHE S~ E Of 2t gmpZITHF0f| EHTH cAPA PlanS SRSt
MDA A HE(GANE MG, B2 HEIHSE HASIRASLICH
0f|1) Human ErrorZ} O| & : MU XA S L4 2 2 Human Error Prevention 11§ A A|

Gll2) MX}7| 5 2|7} o] & MU S A2 = 21 CFR 111} Data Integrity I8 M A| X QC Data 22| sop ML E! A4
0l3) ZITH A] LA E wWeak®t GMP System E£= A Mo 2 EXQEEAGA A 15, 2 U HALHI MO pra S| ALH A
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GMP 20| AAL &

o

Ao
g

GMP 22| AlA}

Lifecycle 2 & 714t
O 2 Sampling 10 4M

SMNORZ DOo| AAL AL

Al I. H
GMP 29| AlAl M1 HitH
AR O] GMP 22| &AI 23X EF_éj UAAE ITZHA H DHAFE ST}
LA EYEAEH
GMPZ&I S
121} Lifecycle 718t & Sampling L&A J|BH=Z MA| +
--/vl JIE L EE &0l
22Xt . N = - o =
Critical & Major Fining AF&H0l CHEF & & e tef 4 H
32 %} At 1128 Al Site
o] Al
423} =2 S A .
Wrap-up Meeting(At 112 Al Site)
2 DT A EA GMPXISHZ I 2 M3 2 Weak Point0ll CHSt CAPA 248k &8 &
ZA St
202D 202 I(PPT)(At D24 A} Site)
Wrap-up Meeting & 28AI2F E 2|01 1€ =IOt TS
aAE = AUAS
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Deficiency =&/ 7|=(BS XI717] &)

Deficiency= Ct21t 20| 2/ AYL|CL

Critical Deficiency: Not Compliant to GMP, Deviation, 'W2|{|0|M O|=3 SO 2 X 7|2 MA}
Aloll 80% Ol X gho|2fal ETHE| = Deficiency

A Major Deficiency: Major Deficiency S04 Not Compliant to GMP E=/% High Risk¢l
Deficiency2 2 4| 7| & &AL A0 Major F& g 2&0] 50% 0| 422 TTHE|= Deficiency

B Major Deficiency: Major Deficiency S04 High RiskQ! Deficiency@ 2 H|7|& A AL Alof
Fxg 2E0| Major 50% 0|22 2 TTHE| = Deficiency

Minor Deficiency: 7§410] & 2t Deficiency

Recommendation: HIAFEHEMA A AL Al0f 20| ZQ$t A1)

GMP 29| MALO|A HZHE Deficiency(X|H At2h)=2 THALQ| Xt7] 7| =0 [M2tM 2R EI0]

CAPA Plan 2gk= A shL|Ct.

Critical Deficiency, A Major Deficiency, B Major Deficiency®| CHSt Finding Al
CAPA PlanS EAs}etL|Ct.
Minor Deficiency ™ Recommendation2 S HO|M LEHMHECE b= BHLILCY.
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GMP 29| AlAl= C21} ZHo| MasHL

® 9 Sub-systems, 82ea A|AR] 9 T2

GMP 22| ¢Al B2 8 E

Ct.

SiTtSte AlA™ U T2 i Bo| MALE

ofA

ALt

G| Z4Ate| A ARO| MZEl gMPL| M =22 Ti2{Ctiofl HotLt fetst=X] HArgLC.

oS A|AR HE Document, Lifecycle 3 Critical Mock Inspection PointE A°d510| DZHAL7}

dAE 7|15 A dFFHoE HASH0 GMP A0 Ciet FEE = EIeL

o2 HEHES MAL A O YE|= oAtAE 22X 3 7159 XFEHY =l BE0AM | HER0|
= AS A= 7| L

Zo| dA Al EAEI= A0 CHSI VFOM 5 ALY U HA CHS X0 Cist »K0f

A ELCL

ofel AET RE0| East BAE2 €2 Bt

Z|2Ho[n Rez[Hel %"dol CAPA PlanO| Ol TZHALZ} HMZ HAISI0 S = UAEF

| 7}0|E2tQ11} Data Integrity &3 F2 GMP 8 % 7I0|EE2IRIS
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D O|Al A} Best Practices: O0O0=%t

o

2 e

a9 GMP 29l 0| 2018'd 058 CGMP Compliance

2018'H 06& EU GMP Compliance

0| DtEL{AIC] A0 2l CGMP ZAMEIE 18 S ZHME! AA|

=17H o| 3 MEI
AZRAS] N HRT | mmw mo| S5 Ul o]4 AFSO| CHSH XI2 B @S

1X} 2o|A AL HAl: 2016'H £ 2016-02-01 ~ 02-05(5% 7t ZITh
A

glo| Z& 5t Owner Ship ZEX(X|Y 3¢ 4=
TS CGMP =H|0| »F5t1 0| = O|BO{Z S
o| H|2 7

on
Rl
nz
Rl
ret
olok

)
uper Leader

o
1XI BO| &AL AAl: 2017E £ 2017-08-22 ~ 08-25(4¥ 7t Z
CGMP HALE L[St F2 7|5 3 g Z4o| Bo|MA}
Critical Issue @2 CAPA Plan X &
M| X2l CGMP Compliance0f| CHS Hoflof
CGMP Compliance 284’33 245t7| ¢
A S 3ol QIR 53 "7

—
rot
N
>t
1o
re
1=

p =)
=
rx
of

slel S B2 2
AN CHMO| El= 7|2 U 2
7

nx | J

om

=18

Mo

1o

s
- ot

= H GMPO| CHig ojsiet &
SE7toll thS3t7| ?Ist G
Data Integrity #2| H2f & 9! 2|7 2QE

DO| MAL CHA H 2 Lifecycle 7|40 BO| MAIZ HEE =2 MA

24}
ry
ra
Ju

SOUAWN=TTAEWN=
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I

X
o

0035

2 O| Al A} Best Practices

LHE

(003%2| Follow-up 117H)

2017'3 128 EU GMP Compliance

A7k FICH
r
B2 A2

2% ey

b

g
[

=
L

OlE]

ot

|A AR 7|2 3 HE SA0| mo|MA
[

DO AMAL M Al: 2017-04-27 ~ 04-30(4
| Data Integrity 3 H|=

N
;

ug
%A

QC &
QC Al

C Al
=
) o
. MA} CHE Ql=of cf

Q
1.
2
3

off st ofsy

|.

o

-
[=]

Ja]/2 A}

=

o

3

o

.

[=]
43 M o 7|15EE| Ol

4. O|ffAL

4.1 QAHXIA O]+
4.2 EU GMP2|
4.4 NEo| =X/

3.

or

100

=T
=

2] GMP &¢Il 0]

e
(o]

kel

il
r~d

4
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GMP 2o| AlA} &2 (2| HEt

GMP 29| MAL &5
= Al

=3=

A AL, Sampling & A

-—

=]
A El *I

Bl (Quality Management System), 10ea A| A8 S T =754

e

o
ol | of
>
| >

HL

A28 (Quality Assurance System), 16ea, A| A&

e

A HI
— o

Al S Z2

|>

Bl (Quality Control System - Laboratory Control), 12ea A|

i

B | pd |
rH
L]

=
i
o
=
B

&l (Production Control System), 7ea A| AR S == 7154

HE 2| A| A8 (Product Contamination Control System), 12ea A|AR S =2 74

Al 9 FH| 2| A A8 (Facilities & Equipment Control System), 8ea A| A K

UKL XY 2| A A Bl (Material Control System), 8ea A|AR S =2

Hi 3| o] M 2| A A’ (Validation Management System), 9ea A|AE] 9 T2 72

O 0N O 1 | bW N

HE U |X E=M(Product and Material Specification)

<\

v
a\V\h
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GMP 29| MA &2 U

MP 2o| AMAl &= (®E| g SA MAL Sampling A Ah

A A A A8 (Quality Management System)

o

1 & & ’8M (Quality Policy)

2 EH A (Quality Statement)

3 |GMPXZX 314 U 2HA|AR(GMP Organization & Management System)
4 | EHIEE A2 (Quality Risk Management System)

5 |ZdAHEAAR (Management Review System)

6 |XI&HQl 7§ A A (Continuous Improvement Management System)

7 |HIE7Y 22| A28 (Product Development Management System)

8 |7|=0|™ m 2% (Technology Transfer Program)

9 |SAH EMEZZ 2 (Statistical Quality Assurance Program)

10 |AHAHEA = =23 (Business Continuity Planning Program)

=

S‘\Q‘IUALUJ,

HI-I=II=|'|
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GMP 29| HA} g5 (22| s ZH A AL Sampling A

GMP 22| At g5 3l T

o =ZEHIZA[AHEI(Quality Assurance System)

1 =AM 22| A| A B (Document Control System), (50|7| % Data Integrity )

2 22| A| A8 (Training Control System), (8 % 7|5 M)

3 XtA EL o A| A Bl (Personnel Qualification System), (Xt 50 $gh

4 U EFE 2| A| A Bl (Deviation Control System), (2 L& dig 5 EA3} HE)

5 A’ 9 oftEhE A| ARHl(Corrective action and Preventive Action System)(31& U 2A3} HE)
6 7|=UE 22| A AEI(00S Control System) (F2 00S2| sz 3 2A3} HE)

7 2| A| A’ (Change Control System) (2 HZC| #ig 3 EAM3 HE)

8 S X 22| A| A8l (Supplier Management System) (CHE |1 9 X}xlf, QIEIA LM (HEA]))

9 T+ 2| A AR (Specification Management System) (CHE &, Xtxl, 2t % 2HH|E)

10 | D4 ETt 22| A A (Customer Complaint Handling System) (21 3 7|5 A{)

11 2| & #2|A| A& (Recall Control System) (2]+Z %

12 HZF EER ™ IIA| A (Annual Product Review) (B1& U 7|8 A])

13 | HE &t A A (Product Release Control System) (H& U 7| EA)

14 | ZAAABI(Self Inspection System) (81 U 7| § A)

15 | 92717t % A 22| A| A8 (Expiry Date and Retest Control System)

16 | 9I=E #2|A| A% (Contract Manufacturing & Laboratory Control System) (E& Al& 1ea?t X &)




Practices

A Bl (Training Control System)

Quality Issue 1 ﬂi—E—QQI 2 F= GMP Regulation R:rL*f:*c’ RE ESSHD JA=71
(0| =™ A, Re-reviewer ...) Gap Analysis7t Z Q37?2

Quality Issue 2 | & E= 7|s€=E J-'—'-‘='|'I:|I:FO|'O|: =y SOPs7f A-kE |°*i7f7

Quality Issue 4 1< = XHSH HIL G I'I--n.-E_T'_)d =) %Ed | =2 22| 7t HETHIt?

Quality Issue 5 | &@F E£= 7|82 Muss AASt2 A=71?

A Hl(Document Control System)

Quality Issue 1

HAEAM S A 7| F29f & (=, #=2 = S)

Quiality Issue 2

Life cycleOf| 2 A &2[7F HE |

Quality Issue 3

A7t
XM B Hel=?

Quality Issue 4

DHE|AFR Ol B2|?, 2A Q| EM 7|72 DI Issue??

Quality Issue 5

=AMt XM EBETA 2> MZEXIA| & 7|EA > SOPs > Forms)

Quality Issue 6

7152442 Real Time Recording0| 7ts35tl 589 7|52 & = ULP?

35



of EEA|AH]: Quality Assurance System

Ol El
=2 2

2| A| A& (00S Control System)

i

7

M

Practices

Quiality Issue 1

EU or FDA Guidance0f| M gtst EX}OI7}?

Quiality Issue 2

OOT &Z|&=?

HZ 22| A|A%l(Change Control System)

Quiality Issue 1

=27edot 7|8

Quiality Issue 2

Practical Recording Form?

Quality Issue 3

HVAC 7}& SEtt?

S X 22| A AE(Supplier Management System)

Quality Issue 1

Approved Supplier ?

[ NEYUH(00S) J

Q€ (Deviation)

36
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HeF EHAAH: Quality Assurance System Practices

Quiality Issue 1

Real Time Recording?

Quality Issue 2

M AKX SE D7 BB D Q=Tt?

Quality Issue 3

-~

M
CAPAE Open & = UE7}

Quality Issue 4

-—

Quality Issue 5

Quiality Risk AssessmentE Open & = JUE=7}?
o

Ugto| CriticalityZ ZH3He 80| D AN el BA7L Yedh

Quality Issue 6

SO LE 2MA| Recall & DAL EE T} s3I

Quiality Issue 7

OlE} O

=
2 X CAPAS| XM2|7|Zt? olfd 7|2k Z=1HA| EXt=?

Al’d 9 ofb2hE A| ARl (Corrective action and Preventive Action System)

Quality Issue 1

CAPA (Deviation) 2 Al 2 A0 S ©KA| O CHSH Z=AHL 7hsTH7t?
(R & issue > Plant StCH = A}, Batch & O'E* > sYLE= ZAD

Quality Issue 2

Quality Audits, Complaints, Nonconforming Products H Management
Reviews 0| CAPAE Open & = QULI?

Quiality Issue 3

IOl H A w7 TkSHE{ O] 1 A A K 017}

% cause .. 9 =l

) RooT 9. =]
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(@

GMP 29| At g5 5 &Y

MP 29| At &2 (22| HE SM MAL Sampling 2 A

o =& ItZ|AAE!(Quality Control System - Laboratory Control)

1 | AM"EA B2|A A= (Laboratory Control System) (O1SHsH A/ A Sl OJMEAEA)

2 | AEA A, HiX] B =5t 22| A| ARl (Lab Material Control System)

=& BE| M A’ (Reference Standard Control System)

B
4 | HANIKF AR X HHBE| A A8 (Sampling Plan & Sample Control System)

(0]
ﬂln

HAIE 2| A A (Quality Test Control System)

6 o|2}st A& 22| A| A8 (Chemical Test Control System)

7 |08 A& #e2| A A (Microbiological Test Control System)

st Al & 2| A A’ (Biological Test Control System)

=
9 |SZERLETY AU 2| A A (Environmental Monitoring Method Control System)

10 |A|@Z3 HEAMAE(Data Review System)

11 |E&E8 AN 2| A AH(Retention Sample Control System)

12 |2MY/dAI"Y =23 (Stability Test Program)
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Mt SEAM

AE*I.
— e

- Laboratory Control

Quality Control System Practices

0|3}st Al & &2 A|A8(Chemical Test Control System)

Quiality Issue 1

Data Integration? , X &=l Data, A|& Log Book, A|ZEX A LX|Y

Quiality Issue 2

QC Instrument Audit Trail?

Quality Issue 3

Lap Traceability? Column, Raw materials, Products etc.

Quality Issue 4

Glassware Cross contamination?

Quality Issue 5

QC Instrument PQ?, M CA HE

Quality Issue 6

BEE, ZMAS S AHE 7|2

Quiality Issue 7

QC Instrument maintenance?

Quality Issue 8

QC Instrument2| 27T 2IX}?((Re)Qualification Range”Zt A|& & 2| Range E &)

Quality Issue 9

CSV?

Quality Issue 10

Test Methods = TMV = Qualification?

Quality Issue 11

KP 29| A0 CHet TMV? ICH Q27

Contemporaneous

i
3
f

NERATING

o
%u.l

v DIGITAL e 15

= Masn
=t

USH

Attributable Accurate

Compounding
Compendium

Complete Available

Consistent Enduring
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HeF E-H A AHL: Quality Control System Practices

- Laboratory Control

O] E Al™EE| A A% (Microbiological Test Control System)

Quality Issue 1 | Traceability?
Quality Issue 2 | & 37
Quality Issue 3 | Hl{X|? Antibiotics?

YAl = 213 (Stability Test Program)

Quality Issue 1 | 2=22|? Back-up?

Quality Issue 2 | ICH Q17

Quality Issue 1 | Packaging?

1) 100.00% - Roseomonas mucosa strain MDA5527 =
2) 98.67% - Roseomonas gilardii subsp. Rosea strain E—
MDAS5605 e
3) 98.25% - Roseomonas gilardii strain 5424 i
4) 98.10% - Roseomonas gilardii strain ATCC 49956 ety
26.1°C
1) 100.00% - Roseomonas mucosa e
J2e M2 / IR0l MAISHE SE2|of 75.9%
MAX] Mol RE M2 MUK MY, BHRM) oME D00




GMP 22| #At g5 5l

GMP 29| MAl &2 (2| #E A MA}L Sampling 2 Ah

o

® X|Z=Z2|A|A”(Production Control System)

1 |HIEXIM HzI|E #e| 2B A 2™ (Batch Instructions & Record Control System)
G RAE)

2 |H Z 2 (Weighing/Dispensing Program) (8 & 3 7| §A)

3 |HE 8F EUEHTY AAH(Product Quality Monitoring System) (21& 3 7|5 A])

4 |HZE X ZFSH HE|A 2™ (Production & Packaging Process Control System)
GEERAEL)

5 Z=0|®%2t2|(Human Error & Mix-up Prevention Control System) (21& 3 7| E M)

6 |XZE 9 7§ 7HZ 22| (Reprocess & Rework Control System) (1€ 3 7| & AM)

7 |YHE 9 T = EE|(Return and Repackaging Control System) (81 9 7| §A)

b
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GMP 20| M #5 U

o

GMP 29| AlAl $2 (22| #% 54 UAL Sampling AAh
o NZF2EatE|A|AEl(Product Contamination Control System) .
1 WXt Hoj| W 2 3 (Cross Contamination Prevention Program)

2 74212 M 22| (Personnel Hygiene Control System)

3 Aol 8l gMP+Y = 2| A A (Gowning & Access Control System)
4 H =27 BE|A| A8 (Manufacturing Environment Control System)
5 AR L| B3 =23 (Environmental Monitoring Program)

6 HIO|QHE B L|E{Z 213 (Bioburden Monitoring Program)

7 84 2| A A8 (Pharmaceutical Water & Steam Specification)

8 H4a 9 AE T2 (Cleaning & Disinfection Program)

9 NH =23 (Equipment Cleaning Program)

10 | YESA 22| A| AR (Pest Control System)

11 | 7| &2 =213 (Waste Control Program)

12 2733’3 #2| A A8l (Aseptic Process Control System)

=
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GMP 20| MA 22 3
GMP 20| AAt &2 (Ea| 8% =M MAL Sampling AAH
o Ald B FH[Z2|A|AE (Facilities & Equipment Control System)

AH| 9! EH| C|Xtel 22| A| AR (Facility & Equipment Design Control System) (81& 3
71£M)

2 |u™A|AHRI(Calibration System) (81 U 7| EA)

3 X EH™ A| AR (Preventive Maintenance System) (& 3 7| A)

4 | EH| 9 dH] 23 =2 M (Facility & Equipment Operation Program) (81& U 7| EA{)

5 |4H] 2 FH| Foj 22| A AR (Facility & Equipment Purchasing Control System)

6 S BE|A| A% (Personnel, Material, Product & Waste Flow Control System)

7 |EH]| A8 7| B 82| A A (Usage Logs Record Control System) (818 U 7| A)

8 |AREAIAH #E|A AR (Computerized System Control System) (& 3 7| § M)

*

NIST

National Institute of
4"+ randards and Technolog
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Practices

Asset Optimization

Maintenance
Basic Practice

Maintenance
Best Practice

Good Practice

Spare Part 2|

AUX g Z2IH
Facility/Inspection PMs
Maintenance |Predictive Maintenance
Building Management System

X2 T2 SOP
AX|LI0j W B2 =2
Criticality Assessment

| See2E

SUE AR 2[AE
X2 A

desy ol 7|

USE TN

GMP 1§ A

LAY FX2H 2

RAEH o2
e ng

v Repair as you go

40

1

A

Increased Maintenance Activity

rlo
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Practices

R

|2k EE A AR Facilities & Equipment Control System

WA ABl(Calibration System)

Quality Issue 1 Deviation of Recalibration?

Quality Issue 1 | MKT?
Quality Issue 2 | SOP Procedure?} Qualification or Validation Z1tE HIEH S =2 M ZE[QIL}?

Quality Issue 3 | SOP Re-review?

PIC/S GMP2} EU GMP 7} =QIE

ICH Q-trio Cross-
contamination

QiAo T2 MAN QRM £Q =X

45
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GMP Ro| #At g5 5l

GMP 29| Al &= (2] g A HAL Sampling AAD

® 2 XR{at2| A|AEl(Material Control System)

2

1

2

XX 22| A| A% (Material Control System) (1&g % 7| & A, 1X Z&X}7H)

ol 22| A| A&l (Label Control System) (81& 3 7| E XM, 2tH| E 2'H)

& 2| A A (Product Control System) (B1& U 7|5 M S 4)

AXx] i1 5 22| A AR(Receiving, Warehousing & Storage Control System)

U A A ARl (Incoming Inspection System) (S1& 8l 7| & A)

HXx| EHTHE X 2| A|AE! (Not acceptable Material Control System) (1€ U 7| §A)

Xj 02| A| A& (Inventory Management System) (S1& 3 7| & A)

/

SAMPLE

Mat

Lot No
PN

Date

Lot &
PN

Amt

Ry

8','

QUARANTINE QA RETAIN SAMPLE

Matltem

Armt
Exp

Date
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GMP 29| Al = (2| sig FH HAl Sampllng

o H2|Co|M 2| A A Bl (Validation Management System)

1 |H2|gjo]d B2 A A& (Validation Management System)

BMS, QC - HPLC)

"> A|ABl(Qualification System) (HVAC System, EH| A|AR], 4R I7|A|AH)
-‘rT‘r

E-IklﬁE“ 4 2|Cj| o] M A]AE(Computerized System Validation Management System)

*|T'=."té>”é|" HH2|0|o] 4 A|ARH(Analytical Procedures Validation Management System)

MA d2|gjo| M A|AB(Cleaning Validation Management System)

373 Wa|glo|d A|AR(Process Validation Management System)

M w3|gjo|M A|A&(Transportation Validation Management System)

0 N o v b

>

it 2|cjjo] M A] ARl (Revalidation Management System)

9 |B2F3% Haglo]d A AR(Aseptic Process Validation Management System)

EXCe"ent
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M2k EE A AR validation Management System

Practices

Hylz|cfo] M A|AE(Revalidation Management System)

Quality Issue 1

CpK?

Quiality Issue 2

Frequency?

Quality Issue 3

EIE e HEE?

Y (0=12 2§ §%) Cp Cpk
LSL usL = S8 Cpk=(1-0-Cp, K=5F
o & o [14-14)
. b K=——=0,
A1 N I P
Cpk = (1-0) x 1.33 = 1.33
101112 1314 1516 1718
LSt usL
| d== 18-10 K="= 025,
| T " - :
P dol Cpk = (1-0.25) x 1.33
e = 0.9975
101112 1314 1516 1718
LSL usL
[14~-17]
. . K: _ =
. ~ 18-10 - 133 8/2
6x1

\-b

i

101112 1314 1516 1

718

Cok = (1-0.75) x 1.33
= 0.3325

CPPs
CMAs CQAs
Input Output
Materials Materials
orProduct

CQAs = f (CPP,, CPP,, CPP, ... CMA,, CMA,, CMA,...)

Technical Report No. 59

Utilization of Statistical Methods for

Production Monitoring

48
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GMP 29| AlA}l gtF Gl Hitd
GMP 22| 4 A}l Report Package

1. GMP R O|AlAl ZiutH 11 A

2. GMP 22|& Al E1 29F H 1A (PPT)

3. GMP 22| A A} AEA(Critical, A Major Deficiency) 55§
® GMP RO|& A} A1tA(Critical, A Major Deficiency)
4. GMP 2 O] Al Z1IM (B Major & Minor Deficiency % Recommendation) §&
® GMP EO|AA HIIA (B Major & Minor Deficiency % Recommendation)
5. GMP && 1% 3 70| =22l

6. HIO|2 W EE B O| MAIXHHAMHE) AHI|ENM 49



GMP R9| 4Al Matrial

“GEH S BSPM-DR-
o seppert 2OUAL BMRHN.
BSPM-DR- : B ez 001, 00 3
a K At
BSZERHE Hg 2 3 % 2018-08- .
O B842Y ¥8, 0 HERE O QcdE D 28+ BE,
o4 BYS
i O dEx gy &, O 71
No* SYEM/EURFAE HEoe
o1 O Yes .
] No
O 8&, O AR
0z O Yes
O Ne
O 8E OAME.
[ Yes .
03
O Ne
O 8&, O A
04 [ Yes
[0 No
O 8, 0O A
05 [ Yes
O No.
O#E O M.

*HUEZ(1, 02, 03...) / HEM BHITHE #Y RBAIEY Post-it S22 AMWEM RESRELULCL.

Sojupg

Blo-Support 003 % GMPRIZ 2+ RO &AL ZAA.,
= a2, E.-%@alﬂy-m“-sm P
2 4 8 & -, - A E o=,
2 oo 4 a E - ool A,

Obsenvation Batch-Record -Review £2- 3- 27} F5Z (Mot Compliant- to-EU- GMP) .

Deficiency** Critical

*BSS09-R-XE §)- 224 A5 Initial- B B H = (001,-002,-003_Hritical- - Major- 3 58),-*Red- U2 - B4 Y- 3.

Observation- Description..

Batch- Record: Review- A} 3 237} EU- GMP- & T AFER}; LA|SHE]- $2HE2(E M- Batch: Record: Review- 27}
SO POE|HETY - SoP2A- — BHYA- O2f ZESL) HETAY- EU- GMPY- FEEE M7 HEES0

firder =)

T $|E- 1)-Batch-Record Review ZA} U BZ(ZE) FA7}L FUEMP-EY
EE- 212 2)-Batch-Record Review: H3X2|- R ZEH- 27

CAPA-Plan- 8- Recommendation- (Proposed: by- Bio-Support) -

Proposed-Due. ASAP
Date(s) - )

Proposed-Responsible- Senior-Quality-Management, ‘Senior-Production-Management- .
Department . QA, Production, -QC, -Maintenance .
Implementation.
Status -

m-H |- O A=A, O 2 EEA - O #E, O 718

£ Observation2|- CAPAS- 61X - 5 A% Y EU-GMP-Compliance”t- 0§ 2- M5 A2 = BEHELUCL- 0|0 O3
I TO|-CAPAS- T 2ME-HE 2TEUCL

| Reference .

* [End: of-Document].




GMP H2| & A} Report

Bio-Support
S ppon CHSAI2F
HIO|2MZE 204 B SR BS-PM-509
i =
2 M ¢ = | BS509-R-MASTER-001
CHSAY LME GMPHZA Comp RoldA Fatuay (S AT IS
Report for Project Management I 4 2 W | 2017-08-31

CH2H2F LIEEF GMP M| =2 CGMP 2o AMAF AR 1A

A3 (Document Information)

M= | NEH=
| BS509-R-MASTER-001 . 00
Document No. I Revision Mo.
Hyg H HE
) | 2017-08-31 . siEgArE glg
Written Date | Revision Date
HEA 5 R
. | HIO| 2 MEE SCiE EHEL i HEME BE
Written by | Revised by
2A mEidraols | (=¥ IHEY
B 22892 | Jak sopa s £ Avlase L
Effective Date | Review Date
A WEHMEZE)
- SREE LR T
Document Distribution|
A
o] =2 A+
¥ ® = 7 = WEL FUSRYHE
= e Go| B8] o wame | 19 a8 10 h
o1y xy | (HERIE 0346700 (mokile) (10-7600-3954 [ ‘-""_f
(e-mall) comphyEhicsupportokr NS
. | e—— A0
oiFiEim 1980 ~ 1967 dEIEa =hi
%
[reT—
Blo-Support [IOI2MEE] HAUHE ZEME $HAU017 058 10Y HA)
e - (2T F4UdEE]
™ ETS pree FEr ETETL] o ETTIIT] e
ux wray x2 | M e o
B S T e T ———
2 wrm . | BSeMa | Bumpsw susy f;,f a0 | caw | wum :g;;:m:?;:kmmns m::u&wumwmms

‘ Observation Description

ZIEUE o HEUY sorel HEYHS M F2AME, MZE=8+ AE ¥ SHZUEY AH0 HE-X UUSEES
ME, BzZ8s AE U BF2UHTY AFHNM 71Tl ystH, dEe|A2HoM ol Halstn AUUF)

(GUIDANCE FOR INDUSTRY, Investigating Out-of-Specification (O05) Test Results for Pharmaceutical Production,
2006 -

L INTRODUCTION

This guidance for industry provides the Agency’s current thinking on how to evaluate out-of-specification (00%)
test results. For purposes of this document, the term OO0S results includes all test resulfts that fall outside the
specifications or acceptance criferia established in drug applications, drug master fifes (DMFs) official compendia, or
by the manufacturer. The term also applies to all in-process laboratory tests that are outside of established
specifications.

BYE E 1) Weakd 7| EYUY U HEUY S0P MBYZ FDA MM Al BWO|#7} LM Y YS(High
Risk)

23AE, AE84 AE U BH2UHY AHe JEUD0| JEYUY U HYYY sopo| MEEX) e He E
HAAMO| Weak3iTHe 28 20| 5 4 U2 HE0| U8, 47| 7/IFULE YTB2E B2Se Ho| OF &
o] B

CAPA Plan & Recommendation (Proposed by Bio-Support)

Proposed Due ASAP
Date(s)
Proposed Responsible Senior Quality Management, Senior Production Management
Department QA Qc
Implementati
P S:; on W OO, O A™EH, O 4uSH, O 22, 0 78
B

£ Observation2| CAPAE 8% %8 HL20 CGMP Compliance?t H2{Z oz ThELCE oo ctSaf Zo|
CAPAE ZE38| dAE 8 a7EUCL

o1



Bio-Support

Section E

SaXt 87t

Bio-Support
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7t (Supplier Audit) 2 78
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o

SaXt
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(On Site Audit)
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X
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(Remote Audit)
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(Document Audit)
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35X ®7H(Vendor Audit) 2 4

KGMP, cGMp, EU GMP, PIC/S GMP, etc

Pharma, Biotechnology, ATMPs and Medical Devices

: Environme :
Quality Qualit 8‘)’:::%1 Manufactu nt & Facilities & “’;;?;‘]?;,']agd& Validation
Managém Assuran)::e Svstem - ring Contamina || Equipment Product Managem
en System Laboratory Control tion ontrol Control en
ZIX W} System Control System ggagg: System System System
Hel 18
Site Tour (Production Area / Lab / Warehouse)
Data Integrity
y
Throughout the product lifecycle Apply the Sampling technique & Risk Asseeement
o GAP analysis for compliance testing of
XIct Ol @™y 1S
cich 3 "ot existing GMP systems Check actual records and results
Rather than a simple inspection, it provides consulting on correct GMP to customers and
informs them of audit response technology.
A 4
The audit or analysis report documents accurately and factually, all deviations found, which are
2 xtmE 7} subsequently discussed with you in detail.
r<nl -

Required "Corrective and Preventive Action" measures are defined or proposed corrective measures
are professionally reviewed and their implementation is sustainably ensured by follow-up audits.

IJ




o
-

EEE

[

B3| £

Intrinsic risk (LHXH& &)

Compliance-related risk (A& =4+ 2 2H)

o|BI = -

fledsa A Site Process Product =

- FFRF x| AIA} 0|0 =AAER HIA
g7tx7| 84 complexity || complexity || complexity t8 2= 24 0l22] GMP =+ JE] TS

Product complexity Site complexity Process complexity

* The number of components that make
up any one product pack

* Products requiring special storage and
distribution: (e.g. cold chain products
and short-shelf-life products such as
radiopharmaceuticals can be complex
to manage.)

SCHEME

@@10’5 cur

P1037-1
2 Appendices

* The number of different manufacturing or

distribution processes that are in use at the site

* The number of different manufacturing or

distribution processes that are in use at the site
* The level of dedication of equipment and facilities
(e.g. Air Handling Units) that is in place at the site

* The number of staff at the

¢ The number of commercial markets/countries

supplied by the site

* The number of customers supplied by the site
* If the site is a contract manufacturer or contract
laboratory, the site can be regarded as being

relatively complex

1 January 2012

RECOMMENDATION

A RECOMMENDED MODEL FOR
RISK-BASED INSPECTION

Sterile and aseptic manufacturing processes
Parametric release activities

The number of critical steps that must be
controlled within a process

The type of products manufactured

The number of unit operations in a non-sterile
manufacturing process

Repackaging activities

The extent of reprocessing or reworking taking
place at the site: these activities can add
complexity to the process

Biological processes

The extent of subcontracting in use by the site
In case of importers, the complexity of
importation, batch release and product
distribution processes

PLANNING IN THE GMP ENVIRONMENT

1037

Page 10f17

1 January 2012

Deficiency Profile Compliance-related Risk Score
1 or more Critical Deficiencies or more than 5 | High
Major Deficiencies
From 1 to 5 Major Deficiencies Medium
Mo Major or Critical Deficiencies Low

Intrinsic Risk
Compliance Risk Low Medium High
Low Risk Rating = A Risk Rating = A Risk Rating = B
Medium Risk Rating = A Risk Rating = B Risk Rating = C
High Risk Rating = B Risk Rating=C Risk Rating = C

Risk Rating Suggested Inspection Frequency
A Reduced Frequency, 210 3 yrs

B Moderate Frequency. 110 2 Yrs

c Increased Frequency, < 1yr
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3 -
- Australian Government

T

Australian Pesticides and
Veterinary Medicines Authority

FlEdse A dret 2t EE

Home » Regulatory operations » Manufacturing » Audits » Audit ratings and scores

Regulatory

operations Audit ratings and scores

Adverse Experience Reporting o i
Program 1. Non-conformance classifications

2. Cntical non-conformances
Assessment, Investigation

and Monitoring 3. Non-conformance scores

4 Audit ratings
puats and nepections o " . 3. Non-conformance scores
frequently asked guestions 5. Breaches of licence conditions or manufacturi -

In order to determine & quantitative non-conformance score, from 1 March 2016, each minor NC will be assigned a
nominal value of one non-conformance unit and each major NC will be assigned a value of 4 non-conformance
units. The non-conformance score represents the total number of NC units arising from an audit.

Table 2: Non-conformance scores

Table 3: Audit ratings
Level of non-conformance (NC) Non-conformance unit value

Major NC 4

0 0to4 Audit level 1
Na more than 5 510 20 Audit level 2
No more than 10 2110 40 Audit level 3

PﬂorEthan1D Greatertnanqo AUdltlevel4 ANEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEEENEEEEEEEEEEERRF

A iE RIS . Audit Rating # Intrinsic risk Compliance- -

Number of Major NCs NC Score E (please select one) related risk .

Zate 1A 0 Oto4 . (] Audit Level 1 -

x| =0k No more than 5 5t0 20 . 1 Audit Level 2 E

No more than 10 2110 40 5 ] Audit Level 3 .

More than 10 Greater than 40 = 1 Audit Level 4 .

Any critical NC nNA =t O Audit Level 4 57
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2124 W7H(Remote Audit)

GMP HAE A2k HZ 3

Signed GMP consulting contract

SEUH ZAtel B2, HISH Al 44
For supplier audits, ensure that nondisclosure agreements »
(NDAs) are executed prior to the audit.

2

W5 X 2l (SaXh) ZAF =X A
HA E=7HS A 712 A8 R &l »
Ensure internal and external (supplier) auditing procedures
allow for the use of remote or virtual auditing techniques.

8

ZArRI 3t | ZhAfel B Audit
oig W EN, 7|2 39 A YA 55 92 el
The auditor and auditee should practice using the virtual
technology platform prior to the audit and ensure the
document and record sharing method is also properly

funct"ing

6
d= A%, AlE 3 ZH|, 7|Ef S HES SHS
Zo5tE ME X =8 T ZARICRRE 7 P

Obtain a facility map from the auditee that includes the
buildings and grounds, infrastructure and equipment layout,
storage, maintenance, receiving, shipping, and other areas as
appropriate. '

5
ZHAL A5 pOF S ZM ThS 8
CHE FAol EF A M= H[0|E ALE HIS
Prior to beginning the audit, have the facility provide copies

its Quality & Manufacturing data in PDF or another searchable
format.

4

ZAtRlat o ZHARR! B Audit T
EUE AS B U B A YIS SR 2ol
The auditor and auditee should practice using the virtual
technology platform prior to the audit and ensure the
document and record sharing method is also properly

functioning.

7

71& BUE 9= 3 N3 Y
Open the technology platform and conduct the opening
meeting.

8

7H2] 3o 2tz F T ZHALKEZH M| S8
A2 E ZEZ Audit T
Once the opening meeting is completed, it is time for the
auditee to conduct the virtual tour of the facility using the
preplanned route based on the map the auditee provided.

»

T = =

AW 3 LA, AH Lo =X, YT S UE
Once the virtual tour is complete, review the complaint log,
nonconformance log, corrective and preventive actions log,

and deviation

12
g gt 2, ZEDH L 29 3 Zajoj oSt x|
S
After the audit is completed, a summary of the .
contents reviewed during the audits and brief
guidance on the findings are provided.

11

37|15 £H| = AE A o ZARI0 A
i7|1RE A 3P e 2F
When the process records are ready, review them and ‘

request the auditee to conduct a virtual tour of the
manufacturing process and inspection process, preferably for

the part produced in the batch record.

10

O ZAIIO| 7| & 2" ME| T ZAtel2
ZAH S X0l Cisto HEYH
At this point, while the auditee is processing the records
request, the auditor can work on any issues noted on the
virtual tour and/or enter the information in the audit report.

S5 Y8 Audit 22} 20

Reporting of supplier audits results
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Thank You !

Bio-Support Co., Ltd.

Presented by B.G.Hwang

E-mail: comply@biosupport.co.kr
Tel: 031-446-7200 / 010-7600-3954

Bio-Support
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