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By 1,154 A o

4 APQA

General Service Division

Planning and Coordination Division Department of Animal Disease Control Department of Department of Animal and
Animal and Plant Bigdata Team and Quarantine Plant Quarantine Plant Health Research
Animal Disease Control Division Plant Quarantine Division Research Planning Division
Animal Quarantine Division Export Management Division Bacterial Disease Division
: & Veterinary Epidemiology Division 3 Footand Mouth Disease
Centers for Animal Disease Risk Management Division Diagnostics Division

Control Animal Disease Diagnostic Division

Import Risk Assessment Division _ Ptant Pest Control Division Viral Disease Division
Semfl paegu Animal Protection and Welfare Division Plant Quarantine Technology Avian Disease Division
Yongin Gimhae Center e 5 i
Chuncheon Jeonju Veterinary Pharmaceutical wian Influenza Research an
Cheonan Gwangju Management Division gl
Cheongju Jeju Veterinary Drugs and Biologics Division el e Brb o g
Center for Foot and Mouth
Disease Vaccine Researches
Incheon International Yeongnam Regional Office Jungbu Regional Office Seoul Regional Honam Jeju Regional Office
Airport —s —— Office Regional Office e —
Regional Office 4 divisions 5 divisions 3 divisions
1 Center for Surveillance and 1 Center for VTR 4 divisions 1 Center for
A Control Surveillance and Control e o Surveillance and
6 divisions QT Sheas 4 district off 4 district offices 4 district offices Control
1district office

Personnel (1,154 in total) AT

Senior GR3-
Executive GR4

GR4— o c Advisory Veterinary Management &
‘ (ehe GR5 (el Ehh ’ esearcher: Service Researchers Operation Service

Specialist

5 |4|29|7 103‘303|3so 166 38 | 1 o4 | 6 |38
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) Regional office (6)

= ) District office (22)
- JE'JIuOﬁ' @ Center for Animal Disease Control (10)
L HEONe 3 J a ;? @ Center for Surveillance and Control (3)
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(5) Center for Foot and Mouth Disease
Vaccine Research

® Animal Disease Diagnostic Research Building(Division

@ Animal Facility

' ﬂn" ) Foot and mouth disease
= dlagnostlcs lab (BL3)

Fi

- = -
® Haeng-Bok Building

@ Vetennary Research Bunldmg
Features and size
Total number of buildings: 21 / Total floor area: 45,630.61m’

Plant Quarantine z " g
o g (@) Main Building
Research Building (2 Haeng-Bok Buiilding
- . (3) Veterinary Research Building
@) BL3 Facility

S
> K

@ Isolated Cult:vatbn R&;earch
Laboratory Building

(5) Center for Foot and Mouth Disease Vaccine Research
(&) Animal Disease Diagnostic Research Building(Division)
(@) Animal Fadility
Plant Quarantine Research Building
(9) Honey Bee Disease Testing Building
() Isolated Cultivation-Research Laboratory Building
1) Foot and mouth disease diagnostics lab (BL3)
() ASF BL3
- to be completed in December 2023
(@ Bio-safety Building for Phytosanitary Research /

-to be completed in 2023

APQA fiT g K8 Ky g5t > 22 B E » AR ¥ 3 EL B 3 Veterinary Research Building
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Biologics Division Disease Division Permission
Application receipt —
Animal Disease A L ResearchDivison Companion
Diagnostic Division Avian Disease Division

FMD Vaccine
Research Center Foreign Animal Division
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Evaluation of
Safety and Efficay
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(1) EIFE 273 THiRERITEAE © 4 36 TH ~ 5% 90 TH ~ 228 (WEERYM) 71 75 ~ 2K 36 IH ~
S 8 TH ~ N 8 TH ~ 3 7H ~ 18 3 3H ~ 5 3 TH - HAMIH 8 TH ~ imARAITA
8 IH (fsn » R atEs - RS - B R )  RIBEYE R AR
Kifi# - BT -
(2) HINEFEYIHEAYERIE 2t T (National Lot Release s NLR ) A ~
NLR & BRER AT 7 A RE » B05E NLR fRBaEs oo /s T - tERIEEF
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Vips e T KA FFE BT -
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Technical review only Technical review and Quality Controlled Technical review only
Biologicals National Lot Rel
(NLR) ational Lot Releases
) ) Upon consecutive successful national Recombinant
Cell thebrapy. Biologicals lot releases for 10 batches, the Biopharmaceuticals
Related biologics (NLRAE) manufacturer’s in self test results are

reviewed prior to market distribution

The diseases for which autogenous vaccines
can be manufactured are as follows:
Autogenous | | 1. Colibacillosis
Vaccine 2. Porcine Pleuropneumonia
3. Pasteurellosis
4. Other diseases deemed necessary by the
APQA

15



B. #2E H AT talin 2 AV BIRET e384 1014 5% - HrrElE Ry 668 5k ~ # Ay
346 5k > BRAFTERZBYEs IEEES AL (578 A2 AT
Ralif = P BT TR )

C. B A Ee i B B H A

. o HUfSaF Al g%

BT HUSaF n] 58 -

bR R EriRER
FLIIAT O
(RefgtEsEE) (s
B K b O
B SRt T A B s e e v o
iORTY=§=gz]
S o
iNEERE e R

3. ExRMtZKAeERT (NLR) HYfifE
() EFIA LY EE iz e B AL TR BRI THY RS 1% H APQA (IR BT
RAETHI RS - SR HUERTT -
4. Bt IR EiTEA % (NLR Assay Exemption ; NLRAE) %47t
(1)2000 4 » & T B Eh KVGMP (BB B &5 GMP #id: ) - §ilE 7 —IHER
FAEAE KVGMP 45 E sl 4 Y ERGE e o i R A B R L el - (BIF A
PUAEZEAEA NLR ) » 28 2007 4 » NLR g HIH R G 0 B R 5 4 s o
Q)E eSS 10 #LICRME g% - (F 0] HE5E % NLR &85 - H APQA #£3#
ERREEHH o (R Y PT AR TUE TR RS (B B R R A A B fndi
& H APQA iz (IR R 7 H) - @B BRI AT HUARAT @ MR TR ML
Kl o
(3)NLRAE HYZE mif 7 £ APQA #ETTHL I MEs - (H{/HSH b kBl —
EHE iR APQA R EREY T I i E =i — et Flry
e TR
(HEH# A NLRAE FEmiVER - 54 APQA EHlHL 150 #L/=GRYEEm -
AT E R YR RIS RIS PR A B S ~ A2 A T RS -
e A TR SR RIBEERE Y - LA 10%HY B R oo DUE T 8
PEHIDHTE -

16



(5)FFEEFs NLRAE HYZE sl AR G » BREUTECE I » B0 - 8
fEEmARE DA EIREE T E FAYESAIER - W H R E O R E
A Epry e TiE = -
Tt = iR B TR
(1) fmsmek HEE s TR R M ieifT (NLR) 2iEsf% (NLRAE) - ¥
AR B BRI A T T 2 B TR o (E LR 1 4% i EL B4/ M
o B R ER T A R B AR BRAT R[] - PR R LR R L I i E R
P = ARERTEE - DA oe B e in S 1R 50 E] APQA HETRIZ AL IR
BT EREE -

(2) WREIRANFEER T ETEY SRR E RIS - mEELALE
FEEMO AL - Gt BTl & 2 BRI Eﬂm’f&% TR
Z A FEIFERATEZ EERTH E CRE 28V % f250ls BT
TR i R S DA BRI AR RS B T IR B R 5 — 12 X 5] APQA H#E1TH
FHTAREBTT (NLR B NLRAE) HYHIESE
TR A ERBEY) 3R AU
REE H AR AT S s e B B HE N ERENY) 3R 5 [HEAHE
Ji e A AT RLE— g E 2 A S Efj AL T R TR B o =
() HUA - REBUEEE2NERN T EERE AP B R 28 HE BRIy
i 5 RS 2 RIRYABRAME - B E TR IR AR H S5 AR
HRERESHIPUE 2 2 M5 -

(2) BE  EEREYEEET CA RO S IRAHEY B E RS E5E (F) &

T I EE R T AN MU 28R B> NLRAE RS LEE » B2

B sl DVAES - ihAh  — BB ARG E L 7w o K RIS EY)
e o

(3) MEEIL  REWEER TRy BB TSR AN B EA R L & fE
BREEENAA -

17



() BEEFY A EEE R EEHEEERE
1. &5 s B
fEE (F) #EX (seed-lot) EF545EERE A% —

B B —HLHE—
TIBEERBMEYNES - BEEEAEIEEET

SEEE R -
EFEIHEE -

i B AR SR AR ) CANAE PRI ~ 55 ) ZRAERY - KRB ELEFAE
R BRI NGS5 B © FEALZE (seed-lotsystem @ SLS) & — (T
BEIEHT GMP B A FE 24 - B Ry i MR BRI AL 1 Al B2 RS A ETR
il > HECRIE IR R PR aaiEr T i B - (/e e SR T E i SLS WEA& &~ GMP

TR PRI AR E ARS8 A — B A E fREE

HATE B Mt e B S B R EAG © 55E] (5 2001 562 ) ~

R B L EHE -

2. GMP A FEgs i o5 SR S A4 an B A A 0 H BV P 52

Live Vius  [Inactivated Cell Bank
Required quality tests Seed Virus Seed

New [Old [New |Old New Old

Items number (total count) 10 7 5

(D Identification

(@ Antigen Titration
(@ Sterility

@ Mycoplasma-free

OINCINCINCING
Ol O] Ol O] o™
O] Ol O] O] O~
OINCINCINCINCIRS

(& Extraneous viruses-free
(® Extraneous Bacteria and Fungi free | — | — — — — _

(D Immunogenicity in target animal

Safety in target animal
(@ Back mutation (Reversion) test

Stability in genetic level

OINCINCINOING)
I
|
|
|
|

(1D (Recombinant vaccine) Marker test

(12) Cell Characterization — — — _

(13) Animal Species identification — — — —

Karyotype (Chromosome) — — — —

O] O O] O

(15 Carcinogenicity/Tumorigenicity — — — —

Inactivation verification test — — O - | = —
(In process-after inactivation)

Live Bacteria

Seed
New

8
@)

O

Old
5

O
O

ExEE (H 2001
FERE) BURHZR (H 2008 4R ) ; WOAH HIlE A HEfE fE A fE st 2s Bk AR s
an' B BNV A B = BRpe o ~ SRRSO B 3R ey 2 A N e ey R 5 [ AL SLS
(B FFER R BE R O Y B L A S R GMP s AR » Bk SLS &#RAviEE: His

HAEE - 98B H RIS A S5 e Y e BB ) 1 R IR PR i AR e B
ABPE e A S AR B T TR - BERe Z AY B B S A HHE - HAS

Inactivated
Bacteria Seed
New Old
4 4
O @)
O @)
O @)
O O

-

-



FER e e A A iR FH R PR B FEIRUCRR IR SRR I LAY - Fi0E SLS HEE
VRSO AL > AR LB PR #E A H GMP S A 1 A TE a AL AR A E
HEEREVFFEM: - AR EHUSET Al58 B B2 2 MERAE S E A e B n s -
TEEEGUFRE AR SAEN - vl et ais o HH ERHvie -

3. ITHIRR

(1

2)

B

HrE AR S ECAYE e - FrATEE () FAREE AR > 2025 R
FRIGET S BN L T NPT R SR P B i P (£ 4 750 )
Hrp AR 2024 4F 12 H 31 HATEARAEEE N SR - 2026 45
s T A EEIT R R e E i 0 EhmEREE 2025 £ 12 A 31 4
il AAL AR R EEEE - B RE—TAEE (F) M4RNE TR BTl
B B RNELEBR > REEHEMEEEE (FE) FMAENES - N
B EMNCHEES » SR THRER -

[SY SR I

ST SERUR B S RV G FRADAERE TR (R&E 74)  HREE
Wik > BB E S E TR R AR B A - B P EY (2026 & 2027 4 -
H2F) HMEMERES > 55 B (2026 £ 2029 - L4 4F) SHATE(L
R EHE Y (EEEYARREHEOER ) » B=FEEE (2026
KRy 2032 0 4 7 4E) RFTAVERES (B - SEORS) MFFE0E -
ITHARREEA T ¢

BIToH | 2024 | 2025 2026| 2027| 2028| 2029 | 2030 | 2031 2032| 2033
S HE A ELEE (B
ST

&)

N B
%ﬁgm e SR R
e —
- AR
R L bR
e S
e Ol
pmgyy | - EHEAE
SE

- FEEEE (BRE)

19



4. Hie SLS pitgfeiEmiinH BB B FHAYAE
H

% BIE — ,
bl CH1{F SLS Z A1) AT SLS Zik
- EEFLITE A% H APQA $57E Master seed
Fefth TR S A S A S T T R FO4HH
( & & Master | ol REHE - - (LB E IR AT

seed FI4HIHfEE ) Master seed FI4HAEATE E - Master seed FIAHAEEE A T 2K APQA Eize
(RERIEN > W lIsS R AR TFE)

B dm | rpREste
¥4 | (Bulk material/

- EgES A BRR 4R E Master seed FIHAREAY

£ER (BFE Master seed (S S

FOQHAE ) A4S SRAE B

Final bulk | A 9 RS | e e IR (AR
material) BREARL APQA B AL ) BRI

e PR B P Z/DHETT 3 LR ISR

(i) | i APQAFFIE " TUETE

5. Bt SLS TEHIRHG R

(1) SITHIH > WP G A BRHES NI - MR AR e A AR (R

FratEs (F) R RATHIEHR S - APQA JREFCEETE A JIAE

HIE R A T BRI LR AT A $E5CHY S - St S T
R - W SRa it ARG -

(2) HATFERIR > s AT D B E i BRI H (812 25l ) - APQA
Tl sk b Bt EE Sl et TSRt H - BT = - ) T AR A FE n b X
Py B HIEVEH & -

(3) THHEARE B - R R s A PR EASE S ) B S E B ARG A

B EREYIRIE AR SE BRI -

“~ "

RPANESF A B &5 /Ry APQA H gz 2 1195 & Dr. 1 Jang ~ Dr. Yang-ho Jang ~ ¥ MSD
SEFE S Jin-young Hwang » 525 APQA EEpZ T4 Dr. Jin-Ju Nah f2 5/ MSD JEH# 5 5 2041

20



() EERWZEI%ME " Konkuk Human Animal Vaccine | &5

1.

G

(DKHAV 5] Bt s B BN S ER N - KAV A RS R E R E - =
IR T Ry e MIAH R AL e b2 (L B M B Rl s 9%

(DKHAV A EIWA H O E R - CAUSET A REHYEam BEAR#E E SR
B RIEE A ~ BTN ERG EE RS B e S R 0 R
& Yy B F s R MRS g (HS 5280 ~ (Bp R MRl (HO ge ) ~
FEEHINA B RCHE (PCV2d) JEi5F - (ERTRBHSE BIROT LR B0 - A58
BRI BTN AR I Rl gl (TRL) - 2220 HEEIA H - WECRE]
AT S -

CYAEAFRBOLN R AR E T - bR TR E > B tRHEY) 225
F4R (BSL-2) RAEYr2e 55 =58 (BSL-3) LUK AW 2 225 =54k (ABSL-
3)ENYIEABEEs it - N LTS DABR S 2T - U fih A ZELDL R BREEr B B = sl
HRPR R ~ DR ~ SEVIEREE DL R R T o Z s B T IRER T 2 75
SKEERGHTT > BHE BLFE A SN E B 8Ein A E] -

(DFTETT RSB r] BAEAE - % BB R > JREG SR A i AR
R~ BREKZR - AR EE S A Em s BrrEEE -

S)stENPE R R AT Z s B st S S ac Al < A sl ~ BRI
telpprdRE e ~ ERIRECHE SR - BB o R RS

21



- Secure schedule for at least 6 months (Import)
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4 Process
- Test items vary depending on the product - Check raw data
(live vaccine/ killed vaccine) - Write a result report (1w)
- Check laboratory animal supply and facility schedule
- Schedule delivery 4

) 1
1 1

Perform the

Customer

Send result

Preparation test Result

L . report
(in vivo/ in vitro)

Test request

- safety (2w) - Finish
- Efficacy + Serological test (5~6w)

- Check test request form and receipt date.
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