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FR s GMP(EU GMP, cGMP £) o

|o}E A i Hlof 201zt o Al
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olofE 4t 2 BF

JlExIA

o0x
Ho

KKK KKK

IND NDA

AYA|ESLULFE(ND) 49571 IE (NDA)

HIQMAE YA (phase I-I) - s{7k/Alet

2E M (Process Development)
A€ (Formulation study)

olofE MM BN U plRolorE)

A o gl x|
OFEM AlE(RE71ZHAH, RHAIE 712H A3, AlEt 2 0P Y AlE 5)
EZ122|(QC, Quality control)

CMC(Chemistry, Manufacturing, Control) 4 X|2
CTD(Common Technical Document) 4 x|




K-MEDI hub for
Korea Quantum Jump

K-MEDI hubZt &£

—

[

K-MEDI hub Tech

‘K-MEDI hub TECH’

0
o]
__An_
o

=
ol

H0
_x_._.__

o

=5 A= A5

MEDI:.,u==x

1

JlEMH|ALICE O] A2 11 Zo] HCt

7160
&+
ol
Q0

<+
RI
_|_|m_“_

<

©

& oz

<

oF
30

FLONPALS

<+
Bl

?_

(o]HYY)

=
=

A |

o

K0
<d

5
<+
ol
=

o|=|x}

o0
]

K-MEDI hub TECH
I|EMH|A AIE

IE]

A
(L]

| M

A
A
M|

|

=]

|

b

|

=

|

En
=1

=

=

=
[=

H| uh
[}
[}
WL
Fo| 27| 7| 7HEK

=

)
L

wN|
1ok
HC|

IIEAMH|AX]
=

- 3
R
Il MH|AX|

28

Kwnept,.. ==

olz| 29

o]
N
ol

I

053-790-5555



Jl=MH|L 2| AE

Technical Services List

© Llokietx|IMIE] New Drug Development Center

= -
2R SER

Main Category Middle Category

= =]
_Jl\_"‘-rr

Minor Category

AMH|A Ho|
Service Definition

of
2IOI(DARTS assay)
Drug Affinity
Responsive Target
Stability

1 cDNAC|xIQI Y 22 CHHE cDNA CIX}R! Y HIZH 2 vectorete] 224
cDNA Cibstryct Design and synthesis of cDNA, followed by cloning
Design and Cloning  into an expression vector
2 £EES0| CHER(E. coli), &M Z (insect cell),
(UBEIAE) SEME(mammal cell) oA 2] THEHE A5ig S0l
Yield Assessment Assessment of protein expression levels in E. coli,
(Expression test) insect cells, and mammalian cells
BN CE A
Target Protein 3 CHHECHRFEA CHHE! CH2F 9454 (E.coli, insect cell, mammal cell) &
Expression Large-scale Protein ~ FX|E Stt &k =2 THIE 2k ALk
Production Large-scale production of highly purified protein
through high-yield expression and purification
4 Az s 2&QF0| M2 QichilEl ol TS EX kitE
SHYAIAEI J|& X[ 0|2310] small scale 2 A4t
Protein Production Small-scale production of low-expressing membrane
Via Cell Free and large proteins using a specialized kit
Expression System
5 S2xg g M 2X A S 2 8 SO UEL AL ErEle B2
(ITC) 24 I E5st0] Z2tae(Kd), sHEZE(N), °JEE*MI (aH),
Isotherma Titration ~ AEZI|(AS) 5
Calorimetry Direct measurement of the heat released or absorbed
during biomolecular interactions to determine binding
constants, stoichiometry, enthalpy, and entropy
6 HHEIEAAZAY CIsh MA|EXt 2t &S 28 AAZIO 2 24 JHssiH
(SPR) 24 ShHol| Cifst 22 Ze A32|d Y 2= EH Its
Surface Plasmon Enables real-time analysis of various biomolecular
Resonance interactions, allowing simultaneous screening of
HXA CHs multiple binding candidates and measurement of
Zst 2 binding affinities
Target Protein
Binding Analysis 7 AIRIFAIHZESEH E3 YAMAE 0|85l0] EHSZ 0| ZeHE tHiEo| ol
(DSF) 24 Hstol| Yot FE S JEXI=X] HH6t0 glEkEol
Differential Scanning Zg o8 A3z 24
Fluorimetry Screening analysis of compound binding by measuring
the thermal stability of proteins bound to specific
molecules using a fluorescent dye
8 OokE Z§H mH CHHE  of= X{2|=l Cell lysateOll protaseE F7I510] QP& A 0|

ZItE B CHES | C-MSE 0|85t0] 24
Analysis of stabilized target proteins by adding

protease to drug-treated cell lysates, followed
by LC-MS
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= =)
ST

Main Category Middle Category

= =]
_+_"'-rr

Minor Category

K-MEDI hub for
Korea Quantum Jump

MH|A Ho|
Service Definition

HT-Crystalizaton 9  Automatic CHe2F FX CHHEl 52 izl 516tE 26H|9|
HT-Crystalization Crystallization System ZHsI TH UG} E|AE
Automatic Crystallization condition screening of the target
Crystallization System protein or protein-compound complex
3D EEA 10 3D FZEAM EX CHHETL 51EHE 251H|Q| X-ray 3%t XS
3D Structural 3D Structural U 2 MEEE N 222 HE Xﬂ%
Analysis Analysis (Maximum likehood overlay) High resolution X-ray
structural analysis of the target protein-compound
complex
e 1 =M EHIES H| 26t 1EAl0| BAKY, QAIIEHE,
ZNEUeE2| ZNEAMERD| FHEY EM 2 AHEEIE 0183510] 24
(AUC) (AUC) Analysis of the molecular weight, hydrodynamic, and
Analytical Analytical thermodynamic properties of polymeric substances
Ultracentrifuge Ultracentrifuge using analytical ultracentrifugation
12 3iEtE =A| 22Xt oHE FH| MHIA(95% =& 0l4)
Prufication Purification (>95% purity)
ojoratad 13 B2 ay QX 2E olorset 4 Tl ML
—Ee Compound Synthesis Custom synthesis
Compound
Synthesis 14 sEE 24 ARX} SIS 2AAAIE
Compound Analysis  (EXI2} &5, 2XF1% 4 5fstMd &)
Compound analysis (molecular weight, purity,
chemical structure, composition)
fa2uuz 15 2lojzizl A32ld KK etssteio|eeie] 25 L &8 A32/d K|
Compound Library Screening DNA-encoded library acreening
Synthesis
16 dlwofz| Hot st U EPNE 0|83l 7| &0 Y2 ster=at
Comparative Al gslet=2o| of2| Hlw "ot
Phama.cological Comparative pharmcological evaluation of existing
Evaluation and novel compounds using disease models
17 GPCR Z&0|s%It GPCR BEX 220l Rad ds 2 =it
HES e = GPCR-mediated Evaluation of the efficacy of GPCR-targeting
Indication Intracelluar Calcium  compounds
Expansion Flux Assay
Discovery —
18 S et E=

Expansnon and
Discovery of New
Indications

SEEE U MAM/UL CH| o2 HEE
Sith W22 st AetE 24 ot

Disease-specific analysis evaluation for the
identification and expansion of indications for
candidate compounds and molecules at preclinical/
clinical stages




10

J|EMHIA BIAE

= =] HgZ=
I:H'-'_"l'r ST

Main Category Middle Category

=
AR

Minor Category

Technical Services List

MH|A Ho|
Service Definition

A Red Eot 19 N fsd HIt 2, 7teh S 900 Z2o| UM ES 14 S 0[85t0]
Efficacy Efficacy seirlol RE4 Bt
Evaluation of Evaluation of Efficacy evaluation of anticancer agents using a
Anti-caner Agents Anti-caner Agents  panel of approximately 90 cancer cell lines
20 2JHco|E 7|8t HIZSH X[zt Hetn S o|8al Alistet=9
o= &5 HIt M "ot
Human Stem Cell- Evaluation of the efficacy of compounds using a
Derived Organoid- Non-Alcoholic Fatty Liver Disease (NAFLD) model
Based Drug Efficacy
Evaluation
21 M= olg|x| 7|t M= o|o|X| 7|gte| ofE S5 HIt
ofE 55 "ot (M 47|20 chSt ofF 55 Hot 2§
Phenotype Screening Phenotype screening
22 QIZHEI|ME R4 QIZFEI| M2 Rl MZMEE 0|835t0] o AEE 9|
H=d got Y=g oE gt
Cardiotoxicity The cardiotoxicity evaluation of pharmaceutical
Evaluation Using compounds using human stem cell-derived
Human Stem cardiomyocytes
Cell-derived
Cardiomyocytes
SEREETN o3 gmom HAMZO MBS BEE 2 954 B
Evaluatlgn of or2 5= Hot Normal/Disease cells based efficacy test
Drug Efficacy
Cell Based
Efficacy Test
24 AE M= o|et nfZley oFE 55 HIHE I8t M2 J[8t alpha-synuclein
or2 5= Wit aggregation A|AH!
Neuronal Cell Based Alpha-synuclein aggregation test
Efficacy Test
25 HH Az ot Exvivo CD4 T MZ2| 23} &5 Hot
ofE 55 Hot Ex vivo Evaluation of CD4 T cell differentiation using
Immune Cell-based ~ haive CD4 T cells
Drug Efficay
Evaluation
26 AS WY AIARBEA 2 ZE U AARS S8 M EL A HEXA g2 24
Cell Based Signal Luciferase activity
Transduction
27 EAEM T™EHIL in vitro 7|8t &4 (enzyme) &4 ZEHI}
Enzyme Activity in vitro Enzyme activity
28 Kinase in vitro kinase, M|XZ(BaF3)7|gt9| kinase 94X &5 HIt
x| &= "ot in vitro kinase, (BaF3) in vitro/Cell based kinase
Kinase Activity activity
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Minor Category
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MH|A Ho|
Service Definition

o2 RE8 It 29 HoimBCHE picpRChT B ofNX| 55 Bt
Evaluation of EPI §5%t Cell based PD-1/PD-L1 interaction
Drug Efficacy PD-1/PD-L1
Interaction
30 |12 MIZ7|EERN Z4Z 2! 2t J|F (mode of action) &
oF2 7| 2A MoA Mode of Action - MoA
MoA 31 EptyE Q@ S| it ez 24 5}
Target Engagement  Target engagement
32 SEs4E orxota| Tt WAAlHO R M, KIS X2 U
Drug Toxicity AARES AFESHO] o ek2 Rl 0| M2 AMIE hERG zHE
Assessment X5l ol52 mWolst
This is an essential component of safety
pharmacology assessment. The assay evaluates
whether a pharmaceutical compound inhibits the
hERG channel in cardiomyocytes using an automated
=40 55 5o} patch-clamp system
Tozitéig 33 %2 &5 Iy} QEX} LSS EXI51HLE AR|SH= TEAD CHElo| 25iS
an icac - . - N
Evaluation v Drug Efficacy B5li5H= palmitoylation B} 7= AH|A
Assessment A technical service for evaluating palmitoylation that
interferes with the degradation of TEAD proteins,
which are involved in promoting or suppressing gene
expression
34 S4mt o|27|7| BE S5040| HIE S4 Bt
Toxicity Cytotoxicity assessment of eluates from medical
Assessment device components
oFESEl "ot 35 Invitro ADME EJl  CYP450 &4 &4 X3l =& SHEo =M = 2t
ADME invitro ADME Test ~ ASE82 0|5
Evaluate drug properties using in vitro ADME assay
system
oF=SE Hot 36 Invivo PK &7} a2 Zakst Chst M =2 (|, o, AT S) LK
Pharmacokinetics in vivo PK Study ofE =k 24 9l or=SSEl "ot
Evaluate in vivo pharmacokinetic properteis using
experimental animal model
37 Euzy 4gosol Bl L MR i B}
CFEAIS AR W} Evaluate drug properties using cell based assay system
E—J_l—l'E E‘:I Q,FEI%U} Permeability
Cell Based ADVE 35 ofajas 8425 S Cherst el 2ol o of2/E}

Pharmacology Test

Study mechanism involved in xoenobiotic metabolism
using hepatoctes or gene-overexpressed cells

1
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Technical Services List

© Zcho|2 7|77t X|IME] Medical Device Development Center

=&

Main Category Middle Category

<-dHg
ST

=1
AES

Minor Category

MH|A Ho|
Service Definition

CIxtel 1 H™EScixrel 3xH ®MISCIxIR! 2 A E
Design Product Design 3D Product Design and Rendering
Al /A 2 HALHES 3Rk A L s AlEzlo|d
3D Design/ Ciksp Rl ge=FS 3D structural design and analysis simulation
Analysis Verification Based on
Design and Product
Analysis
EHAZ(SMT) 3 PCBZZSTAEX|Y SMT | &8 PCB chhlat x|
SMT PCB Initial Support for PCB mass production utilizing SMT
Manufacturing equipment
Support
3DZ=ZIE 4  3Dp=IE A= X 3DEZIE && AlFE MIE XA
3D Printer 3D Printing 3D printing prototype production support
Manufacturing
Support
ARIZHE CNC 7+ 5 CNCHZUIZ 3% F= 5% FHIE 0188 AIMIE 7R H 2|2 77]
X}
Prototyping CNC Machining Precision CNC Ha o2 x|g
Machining Support for prototype processing and precision
processing of medical devices using 3-axis or 5-axis
machines
6 3xH ENEE 33Xt HNES AHAE S8 EH HAt
A=A Measurement inspection using 3D (non-)contact
3D (non_) scanner
Contact Scanner
J|EFEH| Measurement
Other 1
Equipment 7 flolzgE o2717] DAMMAIAE S SEFH Q0= 2 RI|7| FSAI™
SN Performance testing of wearable medical devices
Wearable Medical using Motion Capture Systems
Device Performance
Testing
J|EHEH) 8 SEARIIIIMEXIY ST AIME HZ X2
Other (Service) Support for Integrated Integration prototyping support
Medical Device
Manufacturing
M=ot HI|-21AH 9  HI|-IAH Y 7| 7|AA QA AR, TR 2717| s AR,
Medical device ~ otxiy Electrical and B U AZIH A
evaluation Electrical and Mechanical Electrical and Mechanical safety test, Performance
Mechanical Safety Test test
Safety Test
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=-dHg
STTT

Main Category Middle Category

TXp &
Electro Magnetic
Compatibility

10

=1
AES

Minor Category
ESN T S koIS
Electro Magnetic
Compatibility

K-MEDI hub for
Korea Quantum Jump

MH|A Ho|
Service Definition

HXbatEsH (EMI/Ce, Re) A, MXHitLHA (EMS/ESD, RS,
EFT, Surge, CS §) A&

EMI (Electro Magnetic Interference) Test,

EMS (Electro Magnetic Susceptibility) Test

AR 1 AN O|27|7| ME5tH oMM HIHGLP-MEZESHZHEAES,
Biocompatability Biocompatability SE2), ZEHAIY, AEHAI- (TR, TlLiEks),
_ HelRd=d S) SelstEid E4 2 45 "ot
=T . . . . .
=8t Biological Safety Evaluation of Medical Devices (GLP
Producfc - Cytotoxicity (Indirect Contact, Extract), Tests for
Evaluation skin sensitization, Tests for irritation (Animal irritation
test by skin exposure, Intracutaneous reactivity
test), In Vitro Genotoxicity, etc.), Physicochemical
Properties and Performance Evaluation

I|EEM AA 12 J|&EM dAt 258 9BI|7| 7|2 M eAHERIeZE (7], 2|28

Review of Review of Technical Technical Document Review for Class Il Medical

Technical Documents Devices (Electronic medical device, Medical supplies,

Documents In vitro diagnostic medical devices)

SEoEPARIY 13 SEZI4XIE MRI, AX, PET-CTE 0|83t S8lo|2%4 8IS, 24 2

Fusion Medical Fusion Medical O|RFHE &85t ol T|= Y X|]

Imaging Support Imaging Support Support for acquisition and analysis of fusion
medical images using MRI, AX, and PET-CT, and for
the development of medical technologies based on
medical imaging

QIR 24 14 QIX|FeiEH| 24 Qlxl|- S272H vio| 4K &7 o|=27|7| IS 26t

Instrumental Instrumental =2/ - seN EM Y 45 24 XY

Analysis of Analysis of Support for the characterization and development of

Biomaterials Biomaterials medical devices incorporating biomaterials

fHzl g 15 ozl 3E a20| ZIZHEHollM 7|sHERS| A= E HIZo

Parylene Parylene DX HENZ o8t SEA|IF = 2E

I|=xIH Confprmal Confprmal A coating method involving chemical vapor
Technical Coating Coating deposition, in which vaporized raw materials are
Support polymerized onto a product surface under vacuum
16 st=gof 2 o|27|7| st=L0f L AZEL o] JHL K|

ATEQ0] JHY x| Support the development of medical device

Hardware hardware and software

and Software

Development Support

7|EFEH|

Other 17 lpE BURE TS ZSTALUS 013 /B T HE Y

Equipment NS L x| FEHY | AFEME J|SAH|A X

Il X

BBB (Blood-Brain
Barrier) Opening and
Brain Drug Delivery
Support

Technical Service Support for BBB Opening and Brain
Drug Delivery Using MR-guided Focused Ultrasound
Systems

13



J|EMH|A B[AE Technical Services List

== =gz
25

MH|A Fo|
Service Definition

ST

Main Category Middle Category

18 =31} Y SHut #Halx ST 22X EY AALZ 0|88 =30 Y
H4sHS 7l=xd SAn Hext s 25 IIE R
Technical Support for Technical Support for Performance
Performance Verification of  Verification of Ultrasound and Shock Wave
Ultrasound and Shock Wave Transducers Using an Acoustic Intensity
Transducers Measurement System
- - 19 oz7|7| A5Eq Y OlRI|7| HEEM U 5D T5E Il Ml X2
. HsiEst MH[A Medical device verification analysis and
Technical Other )
Support Equipment Technical Support for perfgrmance improvement technology
Performance Verification of ~ Service support
Ultrasound and Shock Wave
Transducersperformance
Improvement Services
20 Q=77 AZEQ0 L XA Q=TT AZEQ0f HL X
Medical Device Software Supporting medical device software
Development Support development
s =g iy 21 RARS O|R7|7| At 20t & W
Education Education RA Education RA Education

14




© ZYUAMIE] Preclinical Research Center

EF
Main Category

Hz2=
ST

Middle Category

410k Sl x|l
New Drug

Development
Support

H=
E

Minor Category

Efficacy Evaluation

K-MEDI hub for
Korea Quantum Jump

MH|A Ho|
Service Definition

ol B4, CHAHY, By, Alat|, 187 & ZatE
T 3 HSHt xRl
Disease-Specific Model Creation and Efficacy

e

of New Drug Evaluation Support for Cancer, Inflammatory,

Candidates Metabolic, Degenerative, Cardiovascular, and
Neurological Disorders

R Ao} F IS Ho| k| Y 2% HH ST X (non-GLP),

=4 4ot OFRA, BiC H|Z SollM S48 8

Toxicity Evaluation  Single-Dose and 2-Week Repeated Dose Toxicity

of New Drug Evaluation Support (non-GLP) in Mice, Rats, Beagles,

Candidates and Other Species

Mof 32T Alof 32 To| oSSt Bt XY, 0IRA, HE, 12

otZsetst Yot SOl S Sels Wt 48

Pharmacokinetic
Evaluation of New
Drug Candidates

Pharmacokinetic Evaluation Support for New Drug
Candidates, Conducted in Mice, Rats, Beagles, and
Other Animal Models

o|=7(7| JHe XA
Medical Device
Development

O|=7|7| Y XA
Medical Device
Development

O|=27|7| AHIEC] wi ot ofg|okH
O|27|7| WU S 2let SSAY HLE XA
Efficacy and Prellmmary Safety Evaluation of Medical

Support Support Device Prototypes, and Animal Study Consulting for
Medical Device Development

S =ZHE SEo|2HIE SEEOIEHME fad Yt XY, 85892NE HYS

Mt X2 i 9lst SEAE AU x|

Support for the Efficacy Evaluation  Efficacy Evaluation Support for Converged Healthcare

Development of Converged Products and Animal Study Consulting for Converged

of Integrated Healthcare Healthcare Product Development

Medical Products Products

S=AH RRl2E|

Maintenance and

Management
of Laboratory
Animal

ASEXH FXE2
Maintenance and
Management of

Small Laboratory
Animal

DEY ASERY R x| Y e
Maintenance and Management of High-Quality Small
Laboratory Animal Models

srisExsl
fxlatz]

Maintenance and
Management of
Large Laboratory
Animal

123 FiSERY xiel 9X| L 2l
Maintenance and Management of High-Quality Large
Laboratory Animal Models

15
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J|EMHIA BIAE

Hz=
ST

Middle Category

2%

Main Category

=
LR

Minor Category

Technical Services List

AMH|A Ho|
Service Definition

Bioresource

8 EXRYARUERY OFRA E O|MESH HA
Rodent Health (Holzi~, Held HlF, ZFo| U J|4%)
Monitoring Microbial Monitoring of Mouse and Rat
(Virus, Bacteria, Fungi and Parasite)
ADL|EZ 9 QGHFEADLIEE ¥&0| SOIMESH ZAHHIOIRA, Held b 2 J|4F)
Health Nonhuman Primate Microbial Monitoring of NHP
Monitoring Health Monitoring  (Virus, Bacteria and Parasite)
10 Characteristics RN Y HASHA HE HAL
DLEE Genetic and Immunological Analysis
Characteristics
Monitoring
11 MRIZI 22N 9.4T MRIE 0|85t B4 &= & 24
MRI Acquisition Imaging Acquisition and Analysis using 9.4T MRI
and Analysis
12 CTEEYEAM CTEO|8st et &5 2 2A
CT Acquisition Imaging Acquisition and Analysis using CT
and Analysis
MG 2 B
Bioimaging 13 gstag 3 2o IVISE 0|85t F&t &= U 24
Analysis Optical Imaging Imaging Acquisition and Analysis using IVIS
and Analysis
14 BSAHUESM  S2o| WSS s ofxit|of, Y ST 2 DRl
Behavior Testand 2|4l & 24 4l H7}
Analysis Analysis and Evaluation of Higher Cognitive Functions
such as Will, Memory, and Emotion through Animal
Behavior
15 =EHe|AE L s TEHE| £210] = ME(H&E, S4-FA, HASE M),
Histopathology £2l0|= A, =EHE| S2t0|= EHE (Yt 54, 24)
Slide preparation (H&E, Special,
Ha| 24 Immunohistochemistry), Digital Slide Scanning,
Pathology Reading
16 az| 24 elueia) Bl (st Halsl, 23f5))
Clinical Pathology Hematology, Serum Biochemistry, Urinalysis
Hto|2a|a 17 dio|ea|ax E7|ME v, 2af, SEA5H 24, MEQAZA 22,
Bioresource JlE R EMsl 24 sHI0[2{A in vitro &5 HIt

Mesenchymal Stem Cell (Isolation, Characterization),
Exosome (Isolation, Characterization), In vitro antiviral
test




Main Category

= =)
ST

Middle Category

HHstd 18
gteletz|
Maintenance of
Rodent Lines

=1
LR

Minor Category

Hyslg
gfelete|
Maintenance of
Rodent Lines

K-MEDI hub for
Korea Quantum Jump

MH|A Ho|
Service Definition

HEsE st s el gt 9 RX| 22|
Microbiological cleaning (pathogen elimination) of
laboratory mice/Establishment and Maintenance of
Transgenic Rodent Lines

J|E} 7] X[ 19

HUMME| olzat

7|El HAYME olmat €8 J|e X

Additional g2 J|= x| Additional Technical Support Utilizing Preclinical
Technical Technical Support Center Infrastructure
Support Utilizing Preclinical

Center Infrastructure
H5UDK 20 HYLHE HYLHIE] Q1ZEHQI, 2X) 8 0] 22 A& XY
Training and AEY T Preclinical Center-Based Training and Hands-on
Hands-on Preclinical Center Practice Support
Practice

Training and Hands-
on Practice
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J|EMH|A B|AE Technical Services List

AL MH|A Fo|
Main Category = Middle Category Minor Category Service Definition
1 FH3F R Y=ozl B AN o A 2(X5H X|J
API Process Research and Optimization Support for Synthetic
P Development Processes of Active Pharmaceutical Ingredients
Process 2 (BHATSABML YUY, BYY, SHAYE, FHLAES EE 97 25|
Development Non-GMP Material 43 A|2 44t
Production (drug Small-scale Production of Samples for Preclinical, Non-
substances) clinical, Toxicity, Stability Testing, or Research Purposes
IH
Development 3 HH/EY AR etr|o|etZo| MIM|&Y Fu MEAY A7 U x(H35} x|
Formulation/Process Research and Optimization Support for Formulation or
Development Manufacturing Processes of Finished Pharmaceutical
HIA|FHL Products
Formulation _ _ _
Development 4 (FH)HTRABML  HUM HIQY, SHAEE, FHHAIHE T o7 2Ho|
Non-GMP Material ~ AZF A2 A
Production (drug Small-scale Production of Samples for Preclinical, Non-
products) clinical, Toxicity, Stability Testing, or Research Purposes
5 JEEAEHEE OfeFE JHE A ICH Q6AO I J|&E 2 Al s 9l
Specification and 2 x|
Analytical Method  peyelopment and Analytical Support of Specifications
Development and Test Methods per ICH Q6A at Each Stage of Drug
Development
6 24 Wa|dold ICH R2 7to|=2tlol 2 o|oFE Al HWa|cold x|
Analytical Method (5014, Fetd, HUM, Hel, 2HE &
Validation Support for Analytical Method Validation per ICH R2
_ Guidelines (Specificity, Accuracy, Precision, Range,
et EEE Robustness, etc))
Quiality |
Development Development 7 2Moin o|orZ 2a|slatA EMof| 2t HE X2
Physicochemical (pKa, LogP, pHE &3lix, 8O &3li=, DSC, PSD, XRD S)
Property Research  gpport for Research on Physicochemical Properties of
Pharmaceuticals (pKa, LogP, Solubility by pH, Solubility
by Solvent, DSC, PSD, XRD, etc.)
8 It=Eoryd IIEXRHOIIMC o|fE MY ABE Eft 22 7 &
Stress Stability 2afjatzg H X (A FH|, Ate} d)
studies Support for Impurity Identlfication and Degradation
Product Research via Forced Degradation Studies
(Acid, Base, Oxidation, Light)
9 OAtEZ (D) Mt A, HEd S DA YMAIHE L HALE
Oral Solid Dosage 2Hr||o| kS A At
AHAF DB AL Manufacturing Production of Solid Dosage Forms (e.g., Tablets,

R Solid Dosage Capsules) for Clinical Trials and Research

Production Form Production

10 oUZ(nyA) =8 FH|, Aed S DAl 2XQSE H2E U 2k 2E
Packaging of Solid Packaging of Solid Dosage Forms (Primary and
Dosage Forms Secondary Packaging)
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Main Category Middle Category

=
LR

Minor Category

K-MEDI hub for
Korea Quantum Jump

MH|A FHo|
Service Definition

1 SIEGAN) MM MZSHIATANC UMAITE EE AL AR AL
Injectable Production of Injectable Dosage Forms (e.g., Cytotoxic
Manufacturing Anticancer Injections) for Clinical Trials and Research
Z AL 12 SFE(FA)ER  FAC HlolotE T U MEF
Injectable Packaging of Injectable Packaging of Injectable Dosage Forms
AAF Production Dosage Forms
Manufacturing/ 13 FARIRIFIST ZAH ML 9l RIFR 2 HZ B o1
Al Injectable Formulation  Research on Formulation and Manufacturing Processes
Development for Injectable Development
R4 14 IROJoHE Mt BB Ot flR0lorE | YMAIHS EE 1R g
API Production API Manufacturing NI
Production of Active Pharmaceutical Ingredients (APls)
for Clinical Trials and Research
15 Eue| 24 olofE EETRIS Qo UXF, HHHIE U 2HIE 2HAIH
Quality Control and Quiality Control and Analytical Testing (for raw materials,
_ B Analytical Testing intermediates, and finished products)
ZEAE -
Quality Testing 16 AR B2tz o|oFE mAIXIRHS| 1517} AEH ZE X I Al
Quality Control of Packaging Material Quality Control (Review and
Printed Packaging Incoming Inspection of Regulatory Packaging Materials)
=x Materials
Quality 17 PHAIE(GMP) 212 2 2HHlo|oHE Sof GMP FHAIH(FI, 714, 1% 5)
Stability Testing (GMP) GMP Stability Testing of APIs and Finished Products
(Long-term, Accelerated, Intermediate, etc.)
QHEEAI —
Stability Testing 18 ﬂggklﬁ Hz E‘J %I‘X‘"Q.Flf% %9_| non-GMP 9_}@/5‘*'@
(non-GMP) (&7], 744, inuse AIE 5)
Stability Testing Non-GMP Stability Testing of APIs and Finished
(non-GMP) Products (Long-term, Accelerated, In-use, etc.)
Hat 19 HE 2z HE Y tr[o|ofE Hat
Storage Storage of Storage Management of APIs and Finished Products
Pharmaceutical
products
24l 20 GMPZMEUXE  GMP M U BHRXIS 95t GMP Lof 2ialE o
Consulting GMP Consultingand  H|ZA 24 XI2
Advisory Services GMP Consulting and Advisory Services (for GMP
J|Et Production and Quality Maintenance, Manufacturing
Others Site Concept Consulting)
IEEM 21 JlEEMEd CTD S5i7P7|axtz 2 U JNM (I 2/ER) U &
Technical Preparation of Preparation of Technical Documents (CTD, Regulatory
Documentation Technical Documents  Submission Documents, Certificates in Korean/English,
etc.)
HEelzdery 22 AHEWS ekt ARAS WS
Training of Hands-on and Industry-based practical training for Pharmacy Students

Professionals

On-the-Job Traning
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www.kmedihub.re.kpr
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