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1. FHE - &E
L1 {EHYIRAL

NHRABEE Y — £ AL (Public Health
Service Act) , EHAEMIEL{EFERE (the
Federal Food, Drug and Cosmetic Act.
Section 351)

1.2 prigtgfd (K1, X@2)

KERBEE, KERLERLT (Food and
Drug Administration, FDA) . A= %R &F
7+ # — (Center for Biological
Evaluation and Research, CBER) , 7 7 F ~&f
FEiF {2 (0ffice of Vaccines Research and
Review). M ke JEREAHAR (0ffice of Blood
Research and Review)

1.3 AGRH H A O

e (#1)
miERA (£2)

2. EHE - KROMEAKE
L

3. HFEBRE

3.1 EHRHL

A [E#EFHEEA] (21C.F. R. Food and Drug)

EHLBE (section 610, General
Biological Products Standard)
3.2 PTEERRRS

¥EaSEEST (Food and Drug
Administration, FDA) | A#RAFHEM =
> #— (Center for Biological Evaluation
and Research, CBER) . CBERTIZD 7 F -,
MmEERA, 7 L7 Ml BIEFIEHRAL
EREE. ARSI UBRESLZHEYELTWS
NEREEEOARS AT 7 ) no—EELITE
2 SEMEFZE = > # — (Center for Drug
Evaluation and Research, CDER) 23 L T

Wb
3.3 BUEBRHERS IR AR AR

ISORLHE O 7RGRHE
3.4 BE(XHEE)

X# (W7o ba— b g FERBRE)
O, Zet, #ME, Al oW TEEE
79 . (40 FR 31313, July 25, 1975, as amended
by 49 FR 23834, June 8, 1984; 50 FR 10941,
Mar. 19, 1985; 55 FR 11013 and 11014, Mar.
26, 1990; 67 FR 9587, Mar. 4, 2002; 70
FR 14984, Mar. 24, 2005)

3.5 miE (RBRHEA)
RES
3.6 MiE (BBR) OHE

OPVOOH LR R RBRITET » PZONT
Thh s, thoRBRIIOVWTHERETHLH
Tnd, RBALENY S NI XEFE. b
L RARAT, BUERTOFAM, RAIOREHE, &
BOMBFICL-oTHEENS,

3.7 BREMOTEE L ¥

ABRENTWARAIRL L2228, BRE
mERPRERIIARINL T W
3.8 MEsMOKEY, RILFE

A
3.9 BRESRRSALER I ]

A
3. 10 BIEDHATKER

L
4. GMPEL £%

4.1 PrEkpeBd

HE A S S BEShTE (the Federal Food,
Drug and Cosmetic Act)iZ X %, FDA/CBERZ&
HE|FEH (0ffice of Regulatory Affairs,
ORA) , HEIICBERB L U BN O EREE THK
INA54YMUE|IEEF — L (TeamBiologics)
MNHIRBEND, ZOF—LiTHH LFIADE



BEOLALVALEDHME LTRIINE,
EEMBROBRICE W TIZEUE OIZHA
%4 (U.S./EC Mutual Recognition
Agreement, MRA). LA SREE (LS IE
(704(g)) 13dp B,
1.2 HEBORE GEH. FEM L fh)
ARAIER ABRFRFI TN T =
3 VAT bh 5
EHMER : 2— 3FIZ—F
AEMES  MERMMOEE, HETED
EE ERCMPER VB BEDNDHE
5. fEHE dn
FDA/CBER,
6. REYIEN H. BIMERFR
6.1 FrEEAgRY
1 P A $R1IZFDA/CBER,
& YL 5 #13CDC
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#£1 HEFDAKIETHUF> (FDA Licensed Vaccines)

Proper Name Tradename Manufacturer

Anthrax Vaccine Adsorbed Biothrax BioPort Corp, License #1260

BCG Live TICE BCG Organon Teknika Corp, License #0956
Mycobax Sanofi Pasteur,

DT Adsorbed None Aventis Pasteur,

DTaP Adsorbed DAPTACEL Sanofi Pasteur, Aventis Pasteur
Infanrix GlaxoSmithKline Biologicals
Tripedia Aventis Pasteur, Inc
Certiva North American Vaccine

DTaPwithHepBIVP Pediarix GlaxoSmithKline Biologicals

Hib(D) HibTITER Wyeth Pharmaceuticals Inc

Hib(T) ActHIB Pasteur Merieux Serums et Vaccins

Hepatitis A Vaccine Havrix GlaxoSmithKline Biologicals
VAQTA Merck

HepAHepB Twinrix GlaxoSmithKline Biologicals

HepB RECOMBIVAX HY Merck
Engerix-B GlaxoSmithKline Biologicals

Human Papillomavirus(6.11,16,18) |GARDASIL Merck

Influenza Virus Vaccine, HSN | None Sanofi Pasteur 4/17/2007

Influenza Virus Vaccine Fluarix GlaxoSmithKline Biologics
FluLaval ID Biomedical Corporation of Quebec,
Fluvirin Chiron Vaccines
Fluzone Sanofi Pasteur

Influenza Virus Vaccine intranasal |FluMist

Japanese Encephalitis Virus E-Vax BIKEN

Lyme Disease Vaccine LYMErix SmithKline Beecham Biologicals

Measles virus vaccine, live ATTENUVAX Merck

MM Vaccine, Live M-M-Vax Merck

MMR Vaccine, Live M-M-R-II Merck

MMRVaricella Vaccine Live ProQuad Sanofi Pasteur

Meningococcal Polysaccharide Menomune-A/C/

A, C.Y and W-135 Combined Y/W-135 Sanofi Pasteur
Mumps Virus Vaccine Live Mumpsvax Merck
Plague Vaccine No Trade Name  |Greer Laboratories Inc. (not available)

Pneumococcal Vaccine, Polyvalent

Pneumovax 23

Merck

Pneumococcal 7 (D) Prevnar Wyeth Pharmaceuticals
IPV (Human Diploid Cell) Poliovax Sanofi Pasteur
IPV (Monky kidney Cell) [POL Sanofi Pasteur
Rabies Vaccine Imovax Sanofi Pasteur
RabAvert Novartis Vaccines and Diagnostics




Rabies Vaccine Adsorbed

No Trade Name

BioPort Corp(not available)

Rotavirus Vaccine, Live, Oral, RotaTeq Merck
Pentavalent
Rubella virus Vaccine MERUVAX I1 Merck
Smallpox Vaccine dried Dryvax Wyeth Pharmaceuticals
Calf lymph type
TD Adsorved, Adult Use DECAVAC Sanofi Pasteur
Tetanus Toxoid No Trade Name Sanofi Pasteur
Tetanus Toxoid Adsorbed No Trade Name  |Massachusetts Public Health Biologic Lab
Sanofi Pasteur
TreducedDaP Adacel Sanofi Pasteur
Boostrix GlaxoSmithKline Biologicals
Typhoid Vaccine Live Oral Ty2la | Vivotif Berna Biotech
Typhoid Vi Polysaccharide Vaccine |TYPHIM Vi Sanofi Pasteur
Varicella Virus Vaccine Live Varivax Merck
Yellow Fever Vaccine YF-Vax Sanofi Pasteur
Zoster Vaccine Live(Oka/Merck)  |Zostavax Merck

_45,

2007.4.18




#2 XEFDAKEE M & A

(FDA Licensed Blood Products)

Albumin (Human)

Octapharma Pharmazeutika Produktions

Allergenic Extracts

Allergy Laboratories

Alpha-1-Proteinase Inhibitor (Human) Aralast NP Baxter Healthcare Corporation
Zemaira Aventis Behring
Antihemophilic Factor (Recombinant) Kogenate FS Bayer Corp
ReFacto Genetics Institute
Plasma/Alubumin free Advate Baxter Healthcare
Antihemophilic Factor/ Humate-P ZLB Behring
von Willebrand Factor Complex
Alphanate Grifols Biologicals
nti-thymocyte Globulin (Rabbit) Thymoglobulin |Pasteur Merieux Serums et Vaccins
Botulism Immune Globulin BabyBIG California Department of Health Services
Intravenous (Human)
Coagulation Factor VIla (Recombinant) |NovoSeven Novo Nordisk
Coagulation Factor IX (Recombinant) Benefix Wyeth Pharmaceuticals
Crotalidae Polyvalent Immune Fab CroFab Protherics
Digoxin Immune Fab (Ovine) DigiFab Protherics
Fibrin Sealant Evicel Omrix biopharmaceuticals
Hepatitis B Immune Globulin (Human)  |[HepaGam B Cangene Corp
Nabi-HB Nabi
Hepatitis B Immune Globulin Iv(Human) |HepaGam B Cangene Corp
Immune Globulin Intravenous (Human) |OCTAGAM OCTAPHARMA
Flebogamma Instituto Grifols
Immune Globulin Intravenous (Human) |Gamunex Bayer Corp
10% by Chromatography Process
mmune Globulin Intravenous (Human) Gammagard Baxter HealthCare
10% Solution
Immune Globulin SC (Human) Vivaglobin Z1.B Behring
Pooled Plasma, SD Treated VIPLAS/SD V.I. Technologies
Protein C Concentrate (Human) CEPROTIN Baxter Healthcare
Respiratory Syncytial Virus Respigam
Immune Globulin IV(Human) Massachusetts Public Health Biol Labo
Rho(D) Immune Globulin IV (Human) WinRho SDf  [Cangene
Rhophylac LB Bioplasma
Vaccinia Immune Globulin IV (Human) |[None Cangene
None DynPort Vaccine Company
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1.2 FrsHed
wS®E R MEZEMLIT (Korea Food and Drug
Administration, KFDA) ([x] 1 Z54)
LmtlEl R (Biologics Headquarters)
ES VA 325 s
Toxicological Research
BRI 2 (Central Pharmaceutical
Affairs Council)
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L
HEERE
1 ERRREL
S HEiE15% (Pharmaceutical Affairs

Act (ACC) ., Article 45), Pharmaceutical
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affairs enforcement article 62, 63
KFDA Notice ‘Korean Minimum requirement of
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3.2 FriFs
sB[H A MLEZELT (Korea Food and Drug
Administration, KFDA)
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PANATZF 4490 v b (L 70T

YD oF 1588 v b )

WABZT2F 2 1610w b

g A 38612 v k

FEfIL#4, 54 Bl
3.8 MESMOKETI Y, #BHFE

KFDAML ) Js) A3k & B %
3.9 HROE S LA L

Ti&E{ED 2 F2 : 28—68H

(WA ZEIZR2D)

KD JFL 250

3.10 HEDH BAKGE
2L

4. GMPA 52
4.1 FTEEEERS

55 E S E ST (Korea Food and Drug
Administration, KFDAE4HAI) (Biologics
Headquarters) L OV6 Bz K AT
—dx
4.2 EBOHEE

EMIEE - R 2 D1 E,

FEHES  WERHMOEE, RETHRD
EH ., ERLOMPIER B DND T

HERIRMERR (2005) : P72 F 6L, 54
7o W 3, MERA 2 i

AR (2005) :[HA 10%, MEoh1LfE
4.3 GMPHE

fiE2-3EEOKEF -2 EFAML TH

‘47_



Do 304 (EWA) OB 2Ll kda—2R
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5. #RE

KFDAZSWHORR 4 db O U sAR B & & LI [H]
RS A EL L T 5, 19985 LIk 4
—5dh B OBEMEERL TV D, £z, WHO
OHEMT AR BERET (Technical Service
Laboratory) & L TBCG (F1ffi. EEME) .
DT (%5 RV BUATR Y 7 F o (HAGE,
< 7 AGHEEE) BLUMMR (Hfl) ORBRZFH
FHA-TWE, KRBT OTOT 7 F 85
35 L UNRA/NCLBEGRF |2 [EBRAR e dn D ECAR &
BESMEHRMALRZE LT TVD
6. RUEN R, BIfEATE#
6.1 FriEHsR

BE[E B EEST (Korea Food and Drug
Administration, KFDA) ., @EHETHE
#— (Korea Centers for Disease Control &
Prevention, KCDC)
6.2 UNE - ST HIEE

WiEE - WAEE. EREFRE B IUEN
1 A KFDADS LR ¥ D ISR I3 3CE, a8, FAX
BLORA ¥ —F v b TiTbiLd, WESH
TEMIIE AL Lo TP REFERS
(Central Pharmaceutical Affairs Council)
B AR S, H8B LU OMTRRIT
ZEHRE L TEDLRI T4 — F Ry 7
AT LATEANAOEERECRESND,
BEOBRYE - BIERIZ W TIHEFEERE
L CKCDCASUNEE L. FAEE1T S
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BE:DIF K

Vaccines (anti-sera)

Japan

Korea

Local |Import

Local |Import

Influenza HA Vaccine

Japanese Encephalitis Vaccine

Freeze-dried Japanese Encephalitis Vaccine

Adsorbed Diphtheria-purified Pertussis-tetanus Combined Vaccine

Adsorbed Diphtheria Tetanus Combined Toxoid

Adsorbed Diphtheria Toxoid for Adult Use

Adsorbed Teatanus Toxoid

Recombinant Adsorbed Hepatitis B Vaccine (Prepared from Yeast)

O|0| [O|O] OO
O

|V~ |lWIN|—

Adsorbed Hepatitis B Vaccine (Prepared from huGK-14 Cells)

—
o

Freeze-dried Inactivated Tissue Culture Hepatitis A Vaccine

—
—_

Freeze-dried Inactivated Tissue Culture Rabies Vaccine

_—
N

Pneumococcal Vaccine Polyvalent

—y
[#%]

Cholera Vaccine

O[O

—
=5

Weil's Disease and Akiyami Combined Vaccine

-t
o

Live Oral Poliomyelitis Vaccine

-t
(=7]

Freeze-dried Live Attenuated Measles, Rubella Combined Vaccine

-
~J

Freeze-dried Live Attenuated Measles Vaccine

—
o]

Freeze-dried Live Attenuated Rubella Vaccine

OO

-—
©

Freeze-dried Live Attenuated Mumps Vaccine

]
o

Freeze-dried Live Attenuated VaricellaVaccine

N
—

Freeze-dried BCG Vaccine (for Percutaneous Use)

O[O

N
N

Freeze-dried BCG for Intravesical Use (Connaught Strain)

23

Freeze-dried BCG for Intravesical Use (Japanese Strain)

24

Yellow Fever Vaccine

25

Freeze-dried Smallpox Vaccine Prepared in Cell Culture

30

Varicella Antigen

34

Freeze-dried Gas Gangrene Antitoxin, Equine

35

Freeze-dried Diphtheria Antitoxin, Equine

36

Freeze-dried Mamushi Antivenom, Equine

37

Freeze-dried Habu Antivenom, Equine

38

Freeze-dried Botulism Antitoxin, Equine

39

Purified Tuberculin

O[O|O|O|O|O|O|O] |0O]|0|0|0|0|0|0|0|0|0|0| [O|O|0|0|0|0|0|0|0|0|0

TOTAL

i50,
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Blood products

Japan

Korea

Local |Import

Local |Import

Whole Human Blood

Concentrated Human blood Cells

Fresh-frozen Human Plasma

Platelet concentrate

Human Plasma Protein Fraction

Human Serum Albumin

O|0

Freeze-dried Human Fibrinogen

el I R R R A s

Freeze-dried Human Concentrated Blood Coagulation Factor VIII

O|0|0[0]|0|0|0|O

w

Reconbinant

—
o

Freeze-dried Human Blood Coagulation Factor IX Complex

@l

—
—_—

Freeze-dried Concentrated Human Blood Coagulation Factor IX

—
[y

Normal Human Immunoglobulin

Ol

—t
[#5]

Freeze-dried lon-exchange-resin-treated Normal Human 1gG

O|0] [O|O

—
=

Freeze-dried Sulfonated Normal Human Immunoglobulin

—
o

pH 4-treated Normal Human Immunoglobulin

—
(=2]

Freeze-dried pH 4-treated Normal Human Immunoglobulin

—
~J

Freeze-dried Pepsin-treated Normal Human Immunoglobulin

0|0

—
(=]

Polyethylene Glycol-treated Normal Human Immunoglobulin

—
w

Freeze-dried Polyethylene Glycol-treated Normal Human IgG

N
(=)

Human Anti-HBs Immunoglobulin

[a)
-

Freeze-dried Human Anti-HBs Immunoglobulin

I
N

Polyethylene Glycol-treated Human Anti-HBs Immunoglobulin

)
(%]

Freeze-dried Human Anti-D(Rho) Immunoglobulin

N
=

Human Antl-tetanus Immunoglobulin

]
w

Freeze-dried Human Anti-tetanus Immunoglobulin

L]
L=z

Polyethylene Glycol-treated Human Anti-tetanus Immunoglobulin

M
~J

Freeze-dried Human Antithrombin 111 Concentrate

N
[=2]

Freeze-dried Human Activated Protein C Concentrate

N
=]

Human Haptoglobin

O|0|0|0|0O] |[O|O|O[|0|O[0|0| |O|O] |O]|0|0] [O]O|0|0|0|0|0|0

TOTAL

_51i




#3 BEKBIZ77F>>0RBREH
EPI Vaccines

1. DTaP Vaccine in Korea

A : Testing at the KFDA A : Testing at manufacturer

Test

Test on final product

Test for pH

Test for aluminum content

Test for thimerosal content

Test for formaldehyde content

Sterility test

Test for freedom from abnormal toxicity

L1 LA 2l 2l 2

Bacterial endotoxin test

Test for mouse body weight-decreasing toxicity

Test for mouse leukocytosis-promoting toxicity

Test for mouse histamine-sensitizing toxicity

Test for detoxification of diphtheria toxin

Test for detoxification of tetanus toxin

Potency test (for D, T and aP/ELISA testing)

Identity test

i iedingingivgivg 1o B ieg g Iealnd g 1ps

[ 1 2l 2l 2l <

2. Measles Vaccine in Korea

Test

Processing Stage

Virus

suspension

Bulk Final
materials | bulk

Final

product

Staining test

Sterility test A

A

A

Mycoplasma test A

7a
A

Mycobacterial sterility test A

1> 1> 1>

Test for freedom from abnormal toxicity

Test for freedom from extraneous viruses
1. Tests in animals

-Inoculation of adult mice

-Inoculation of suckling mice
-Intracerebral inoculation of guinea pig

2. Tests in cell cultures

-Inoculation of human tissue culture cells
-Inoculation of primary tissue cultures of
embryonic chick cells

-Inoculation of primary renal tissue
culture of chick cells

3. Inoculation of embryonated chicken

eggs

> D

Identification test

A

Test for confirmation of attenuation of
virus

D I o o > b > S " el

Test for virus content

Test for moisture content

A

A




Potency test l I JARY [

3.BCG Vaccine in Korea (Only Freeze-Dried BCG for interadermal use)

Test Processing Stage
Final bulk Final product

Identity (Staining test, colonies forming on A A
Lowenstein Jensen media)
Sterility test AN VAN
Test for freedom from virulent mycobacteria A A
Test for moisture content A A
Test for pH NA
Test for total bacterial content A A
Test for dispersion
Potency test (Viability test and heat Stability A A
test)
Visual test A A
Abnomal toxicity test
Skin test A A

4.Live Oral Poliomyelitis Vaccine in Korea (OPV) — Not Availble (using the IPV)
Processing stage

Test Monovalent | Monovalent | Final | Final
bulk bulk bulk | product
suspension | suspension
before after
filtration filtration

Test in Cercopithecus monkey
kidney-cell cultures

Test in rabbit kidney cell cultures
Test in human cell cultures
Sterility test

Mycoplasma test

Mycobacterial sterility test

Tests for freedom from extraneous
viruses

-Test in adult mice

-Test in suckling mice
-Intracerebral test in guinea pigs
-Intraperitoneal test in guinea pigs
-Test in rabbits

Test for identification of type of
virus

Test for virus content (potency
test)

Test for freedom from abnormal
toxicity




Other National Immunization Program Vaccines

5.Hepatitis B Vaccine in Korea (Recombinante)

Processing Stage

Bulk materials | Final bulk Final product
Potency test & A A A
Sterility test 4% i VAR
Test for freedom from abnormal A A
toxicity
Pyrogen test A A A
Chemical tests (pH, protein, yaN ALY AN A
formaldehyde, thimerosal, Aluminum
contents)
Identity iy VAN

6.Japanese encephalitis Vaccine in Korea (In Case of Inactivated Vaccine)

Processing Stage
Test Virus Bulk Final | Final product
suspension | materials bulk
(After
filtration)
Potency test Fi A A
Sterility test A i Pai N A
Test for freedom from abnormal toxicity A AN A
Specific toxicity test AN A A
(inactivation (inactivation test)
test)
Pyrogen test
Chemical tests (pH, protein, A VAN
formaldehyde, thimerosal contents)

7.Vi typhoid Vaccine in Korea

Test

Processing Stage

Final bulk

Final product

Identity

A

Sterility test

AN

A
A

Test for O-acetyl content

Potency test (Vi polysaccharide content)

Visual test

Abnomal toxicity test

Test for phenol content

Pyrogen test

Test for pH

> BB

>l (D>
SIS
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