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Wt e go] EE onE /1A FE o

- A A vl (confinement) : e
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- 7] &(specification) : ooFF 2 ooFF AY4tel A8E dsEH(raw materia) T
olefge] THEA I AT VIEE oS TP

(b) olok%, RuBd we THEA AY L A AET Pl UF HA A%
© oloFE, A8Ed vt T3P 54 2 FL O A8 %

- 1214 E-Z(endogenous agent) : Al ZFolA Y LIAHJAYT == T PHog
(RNA utolgl 2~ & XF 7Hs) sFAE @A T H(ntegrated) DNAE 7FA| 3L
= A EA(organism) WollA 2,

e sTFAEA HAste 2=, Az, 23 =
A == A ASHgrowing) =2
- & %(pesticide or pest control product) c (@ AHA e THFLE 5SS T,
33, FRASAY HA e T8, v &4S T, FalstAY =4 ofE &nE
435} = gYdte FHORE Xﬂi, A, e Be AMEEHE FAE, HZAY BAE
g 2HEAR o|F AF, AEA e EAREIYE FdH AF AEA
Fe B4 23, ) @ 7" AL Azxstr] 98 AgEE F4E, © A5
e AFor AWEE A

- k2B 238(master bank) : FHAA Ad(nsertion e E  <lal  H¥ H(modified)
FAAS 23=(F, FHAAS) $F25) == HIH FHAAS £33A] L&
H -3 A A3 <F28) 42 FAmake-up)oll A 52 2l(homogeneous) 21 &2 ],
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- 33 FA FA(bulk process intermediate) : $HA| o] ekEFo] 7| Aol FUF FAHS
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- A B o) ¢k Z(biopharmaceuticals) : Algolu} o2 AEA A FE AL
AEZ ot AxT oFOoEA EBHAAAAY

WESAAA, FAANEGFE, AL FFE, AL BA, FAANEA 5L £F

- &8tz ZuEA(biological starting material) : o|eFE A xo] AlESA S

=512 7]YGource)oll A FEist A8 EH 9 FAHE] AHA(A;, HEIAA,

EFd & H 5 e EAC; ME A, SFMHEE AL AXE, A, blol#
';TL‘

Ploz AESH Aol FeF ARBA

A 4
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Z(harvested material) : FAAEE X3t JS F A= FFAE
EE =

1= 1:11:1 e
N dRRoR, YEUNF

'4‘1——;1‘*51%(host plant) D AEYdE EES Hsl #FAAE =<d(introduction)/
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- 2 9EZ(contaminant) : Ao 2= oWl FZoly

24 Ee UdA B olUuHA EeE =
dosle 4

- A &) 2FF(drug product, dosage form, finished product, final container product) ;
ol

dutA o HAAE sl ABSH ARIGEL AT olokEel ).
AzgHel ¢aso] HEHoR UM FAY 5 YEE AR Ao Az
BES

- 9@  Ed(adventitous agent) : WEFE AxFAH HJEHo=w
A=l Al R, vrolEet e, gjAX ok, AFTE, FEA B S(TSE),

Hio] 2l 22 A}
- 91914 E-Z(extraneous agent) : oJ® EZ@olu} FFE FAHA, EE=
Edoly SEEAA AdHoR WA gv EEE, BFEHAd WHE AA

EAHAY B2 g8 40y detEdA wHistAY B4l e =4

rr

- 98 EA(raw material) : YA FE T TAEFo] ol oeE A x| AlLH
=49 4. 8, 4 T AE =220 vt=H A (master formula)ell= AAIRE
hA o ek F o= Hol A &

- ook E(drug substance) : FAHEL FFaE AHHefined FTH FIAZ,
A7FA &} A St Ao fF S RHE

SAFYocus) : £F2 22 DNAY| AHld =43 9%

AHo g zZH(genetically engineered) : A e dAZFoE LI Az

— T
MAHRNA == DNA) F%E Z3Ist= AE o= 7 gry

& o

- AA A =LH AlxEl(transient expression system) : A Z3 DNAZ} 4FA|3E DNAo|
ESHAY a8 g Wy Ax"or  L£FAE (AU W ge

Aol THAEA = E=

A
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:-’:.

e |
}%*oﬂﬂw ze) e ols) oprlHE RE WY AAHAY Ao My} ~EA
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odh
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23 A" (chronic wasting disease, CWD), o] 3> Z(feline spongiform



encephalopathy), ™= &} ® 4> Z(transmissible mink encephalopathy), Z-=&]]
(scrapie)= & FFE F£ ZL AW, aZolz=dHE-ofFH(Creutzfeldt-
Jakob disease, CJD), WE AZo]l="HE-okFH(variant Creutzfeldt-Jakob disease,
vCID), AE2EX-ftEZt$<ge]  ARRIA  SFT(Gerstmann-Straussler-Scheinker

syndrome), X2 71EA BHE(fatal familial insomnia), FFKurw)E A Al

- A28 23 (working bank) : wixE 23 AFEE F2l(expansion)d Ao =, JE

WAk A ) AxE AshsE A

am phase) : GMP & 7-ARgtol|l whe} Al dujoA 34, +5&
=427 FEEEFH SAgSEFNALY BEE Ax 9AE Edse Ee
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- P A A3Htransformation) : oz WHIEY, X3, vlolzlx~ 7+d, H(whole)
o] 2l(transplant), M E 3te]HFE o] F1& Fa) FHA R[] obd(non-native),
)14l DNAl9] o]<%(transfer), &<(uptake), H<(ncorporation) == Zgo 23|
AE e Ao 81 WE/E5A40 HEd AAHE A/ AZFZ QA HEEA)

- PAAZ AE T 1 dFE(transgenic plant or parts thereof) : FZAZH3
A} O
=]

(transform) =] o] 21E] A 23 DNA FZAE 7R 1 9= AE = AE gnn
- FAASF(transformant) : 2| o] MALS Wolso] HIH AXE, X3 T AE

- GMP #AF ¥ 3 (good manufacturing practices-like principles) : 2] & 2 A& oFE
AT BAste] FHRS, GMP 9 2@ 7 Mds FEste A [FF
SO bdel B ] [Ex 3] AEFHAAT Ax 2 FHAYE, [oFF

Az 9 ARG B FA] [HE 2] YEGFHYFZ A8 L Ao ek=E
Az =z

- 2% {FA(stock maintenance) : FF TAI(d;, IAA A2®S Q3 HFAE,
FH A Al2HE % FAAS A E, dAFH A2"S 93 HEDE AFskr] 96
AlgEE AESE B WS 2 9 AY
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9. F1

A
:

- Guidance Document: Plant Molecular Farming(PMF) Applications: Plant-Derived

Biologic Drugs for Human Use. Health Canada, 2014

- Guideline on the Quality of Biological Active Substances Produced by Stable
Transgene Expression in higher Plants. EMA, 2008

- Guidance for Industry: Drugs, Biologics, and Medical Devices Derived from

Bioengineered Plants for Use in Humans and Animals. FDA, 2002

olekF AN A" ol #AI A, AFAFFLAA LA
AEdHAA o F537F - AA 14, AFFFRAA A
ojofE A= B FAAY B3 A, AFYFFSAA A

11. ¥4 #4E 7lol=gel
- ICH Q3A(R2) Impurities in New Drug Substances
- ICH Q3C(R6) Impurities: Guideline for Residual Solvents

- ICH Q5A(R1) Viral Safety Evaluation of Biotechnology Products Derived from Cell

Lines of Human or Animal Origin

- ICH Q5B Quality of Biotechnological Products: Analysis of the Expression Construct
in Cells Used for Production of R-DNA Derived Protein Products

- JCH Q5D Derivation and Characterisation of Cell Substrates Used for Production of

Biotechnological/Biological Products

-ICH Q6B Specifications: Test Procedures and Acceptance Criteria for
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Biotechnological/ Biological Products
- ICH Q7 Good Manufacturing Practice Guide for Active Pharmaceutical Ingredients
- ICH Q8(R2) Pharmaceutical Development
- ICH Q9 Quality Risk Management
- ICH Q10 Pharmaceutical Quality System

- ICH Q11 Development and Manufacture of Drug Substances(Chemical Entities and

Biotechnological/Biiological Entities)

- EMA: Note for Guidance on Minimizing the Risk of Transmitting Animal Spongiform
Encephalopathy Agents via Human and Veterinary Medicinal Products(EMA/401/01
rev.3), 2011

- WHO Guidelines on Transmissible Spongiform Encephalopathies in relation to

Biological and Pharmaceutical Products, 2003

- WHO Guidelines on Tissue Infectivity Distribution in Transmissible Spongiform
Encephalopathies, 2006

12. vidd 2 48 #d Jlol=8<l
- ICH S6(R1) Preclinical Safety Evaluation of Biotechnology-Derived Pharmaceuticals

- ICH M3(R2) Guidance on Nonclinical Safety Studies for the Conduct of Human

Clinical Trials and Marketing Authorization for Pharmaceuticals
- ICH Guidelines in the Safety series
- ICH Guidelines in the Efficacy series

- WHO Guidelines on Nonclinical Evaluation of Vaccines, WHO TRS No. 927, Annex 1,
2005
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= HR/5L 5
=2 7ol =29l CTD & £ty
6. 2% 3=
6.1. AlE 59l 8l ME= 3.25.23. | |I222|(Control of Materials) A
6.2. His] A| AE] 3.25.23. | | E22|(Control of Materials) AE
6.2.1. O A His] A|AH 3.25.23. | ¥ 222|(Control of Materials) AR
6.2.2. QAA|™ 25 A|AE 3.25.23. | |I222|(Control of Materials) At
32526, | =37 7 (Manufacturing NI
Process Development)
623. | Mz OiX|at CHA oMol WH I | 32525 | 2F HalHo/d U Bt O
SH™ ot M (Process Validation and/or
Evaluation)
6.3. HHZI A|AED MM 3.25.23. | | E22|(Control of Materials) AR
64. | AE MM CHA(FE-H/EE) 32522 | Axad U 28pz NE
(Description of Manufacturing
Process and Process Controls)
3.25.23. | | E222|(Control of Materials) AR
32524, | 3™ 9 Z7H4 22| AbE
(Controls of Critical Steps and
Intermediates)
32825 | 2™ dz|H oM S Wyt Abe
(Process Validation and/or
Evaluation)
6.4.1. HAsE 22| E Qe ZEX A|AH” | 32A1 Al A ap EHH|(Facilities and A /SR
oUs Equipment)
6.4.2 AEE M2 32522 | J=&2™ 9 Z2™zag| At
(Description of Manufacturing
Process and Process Controls) AE
32524 | Q3™ Y9 F7HH g
(Controls of Critical Steps and AtE
Intermediates)
32825 | 2™ H#z|Ho/M 9 "It
(Process Validation and/or
Evaluation)
643 | SEFYU(LYAIE Ll A|AHIOTH | 32522 | x2S & 3F&E| HE/5HE
] =3 (Description of Manufacturing
Process and Process Controls)
3.25.23. | |IE22|(Control of Materials) AbE/SEE
3.2S53.2. | &= (Impurities) AR /SR
32825 | 2™ H#z|Ho/M YU "Wt A
(Process Validation and/or
Evaluation)
644. |AZ 4 ZUHY ¥ B3 32522 | HZEE2X™ 9 ZXae At
(Description of Manufacturing
Process and Process Controls)
32524, | =2 38 9 =7t4 | At
(Controls of Critical Steps and
Intermediates)
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6.45. | === Al 7|F0F AHE, 325822 | H=3dE W 37F&e| oS8
ZHH| 2 Al ZHE)) (Description of Manufacturing
Process and Process Controls)
32824, | Fo 28 9 74 2| AbE
(Controls of Critical Steps and
Intermediates)
32825 | 2™ H#z|Ho|M 9 "Wt Abe
(Process Validation and/or
Evaluation)
6.4.6. £ 2|(segregation) M2F MAH Y 32522 | H=3H 3 3™ ArE
H™=Hchange-over) 57 (Description of Manufacturing
Process and Process Controls)
3.2A1 Al 1 2H|(Facilities and A
Equipment)
6.4.7 27| oY, =, MESA 32522 | J=8d 9 Z™HEE| At
ZHI S Ao E1t7|Zt (Description of Manufacturing
Process and Process Controls)
32825 | 2™ H#z|Ho|M 9 "Wt A
(Process Validation and/or
Evaluation)
3.2.5.6. 7| 9 ZZX(Container A
Closure System)
3.25.7. | o7 4d(Stability) At
6.5. ol MAF CHA|($2-F) 32526, | H=&3H 72 (Manufacturing [e]1=1
Process Development
651 | 3EE flet =2 2 32825 | 378 He|Ho|Md 8 HIt HE/5HE
(Process Validation and/or
Evaluation)
6.5.2 HiX| ™o 32522 | J=8d 9 Z™HEE| ALE /S
(Description of Manufacturing
Process and Process Controls)
653. | EN3E U SE-5 & 32522 | H=3d W SFae SR/
(Description of Manufacturing
Process and Process Controls)
3.25.23. | | Z22|(Control of Materials) | AtE /SIS
32524, | FR3HE Y9 =7t4 2t ALE/SEE
(Controls of Critical Steps and
Intermediates)
6.54. | diteo] AatH 32825 | 37 He|Ho|Md & HIt SE/5HE
(Process Validation and/or
Evaluation)
3.25.4.4. | HiX| 2 A (Batch Analyses) AE/SHE
6.6. S0 A dYy =27\ 32524, | 3™ 49 =7t 2 o3
(Controls of Critical Steps and
Intermediates)
3.25.3.2. | =& (Impurities) [o]1=1
3.254. 212 9|2kE ZtE|(Control of [ 3=1
Drug Substance)

6.6.1. Al HE-2H ELE 3.25.3. E M (Characterization) o] 3=
3.25.3.2. | =& (Impurities) 8=
3.2S5.7. OHd d (Stability) SHeE

662 |EXEO ZH-pH 242 32525 | 29 Haoold ¥ Bt el

(Process Validation and/or
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Evaluation)

3.2S53.2. | &= (Impurities) [e]2=8
3.254.1. | 7|&(Specification) o=
6.63. | 3E/HME-2H =2 FMHE | 32525 | 37 #He|Ho|d & HIt SHE
27| (Process Validation and/or
Evaluation)
3.253.2. | ==X (mpurities) o=
3.25.4.1. | 7|&(Specification) o 2=
6.6.4. 2 =g 3.25.3.2. | =& (Impurities) [o]2=8
6.7. =2 7 32526, | HZ=&7 7H¥(Manufacturing At
Process Development)
6.8. ES5IAE 9 7|E S 32524, | TRE™ 9 =7i4 e o] 2=
(Controls of Critical Steps and
Intermediates)
3.25.4.1. | 7|&(Specification) [e]3=1
3.2545. | 7|& ™ ZH(ustification of o] 3=
Specification)
3.2.P4.1. | 7|&(Specifications) =1
3.2.P56. | 7|& M™ Z2H(ustification of [ =1
Specification(s))
6.9. Lol 8l ol @HEE &2| | 3.2A2 Adventitious Agents Safety AR /SR
Evaluation
7. HIQIA 3 U4 e
7.1 H| Q! At 4.2. Al E 11 A(Study Reports)
4.2.3. E M4 A& (Toxicology)
4237. | 7Bt SEAEEAIS E2)
[Other Toxicity Studies, (if
available)]
7.1.1. =M 4223. =M A& (Toxicology)
7.1.2. HALIM 4237. 7|Et EMAIE XA HR)
[Other Toxicity Studies, (if
available)]
7.1.3. oy 27| 4237. 7|E} SMAIE(AAIBE AL)
[Other Toxicity Studies, (if
available)]
7.2. QI At 5. AMAE E I M(Clinical Study

Reports)
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AR GAE, ARG 2WRA) D R GAE, ARYFF) Tl AAHE CID
wE 3 Fg by T M mPoz FASYUT o7l AL 2 ol TE
CTD =&l A% fa AgelohE Sol AT AFehe A /hsain
THISS7I==M HB3F(CTD 2E 3)
3. Z 3 WA (Quality)
3.1 X2 2 X}(Table of Contents)
3.2. £ 2(Body of Data)
3.2.S. 2l 2 9|2kE (Drug Substance)
3.2S.1. oldl XM | (General Information)
3.2S.1.1. H Xl (Nomenclature)
3.2S8.1.2. T & (Structure)
3.2S.1.3. QlHt™ E Xl (General Properties)
3.2S.2. H| Z=(Manufacture)
3.2S5.2.1. M = & (Manufacturer(s))
S HEZH 8 Zd 22| (Description of Manufacturing Process and Process
Controls)
3.2S5.2.3. 2|2 22| (Control of Materials)
3.2S5.24. T2 38 8 =7tH 2t2|(Controls of Critical Steps and Intermediates)
3.2S5.2.5. S HZ|H|o|M 3 m™IJ}(Process Validation an/or Evaluation)
3.2S5.2.6. HZ=3H 712 (Manufacturing Process Development)
3.2.5.3. £ M (Characterisation)
3.2S5.3.1L T 9 7|E} EM(Elucidation of Structure and other Characteristics)
3.25.3.2. = (Impurities)
3.254. Az o|2rE 2tZ|(Control of Drug Substance)
3.254.1. 7|2 (Specification)
3.254.2. Al H & (Analytical Procedures)
3.254.3. AlZute HiE 00| M(Validation of Analytical Procedures)
3.2544. HiX| &Ad(Batch Analyses)
3.25.4.5. 712 A™ 27H(ustification of Specification)
3.2S5. HZE = BEFES=7Z(Reference Standards or Materials)
3.25.6. 7| % ZZH(Container Closure System)
3.257. O+ 4 (Stability)
3.28.7.1. OtM M QoFut A.=E(Stability Summary and Conclusions)
e 57t = OFHMAIE A= 3 O A2(Post-approval Stability Protocol and
Stability Commitment)
3.25.7.3. ObH A X}E(Stability Data)
3.2.P. 2tx| 2| 2= (Drug Product)
32p1. 2tH[o|E ol 12t ZM(Description and Composition of the Drug
Product)
3.2.p2. 742t AL|(Pharmaceutical Development)
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3.2.P.3. M| = (Manufacture)

3.2.PA4. H7tA| Q| &t2|(Control of Excipients)

3.2.P5. 2tr| o]k Z o 2t2|(Control of Drug Product)

3.2.P.6. HZEE 4 gE=EZl(Reference Standards or Materials)
3.2.P7. 27| % ZZHContainer Closure System)

3.2.P.8. OFY M (Stability)

3.2.A HE E (Appendices)

3.2.A1. Al 1t ZHH|(Facilities and Equipment)

3.2.A.2. Qlzfd =Ao| CH3t otF 4 T™IHAdventitious Agents Safety Evaluation)
3.2.A3. M 7+A| (Excipients)

3.2R x| % H(Regional Information)

3.3. Xk 71 28] (Literature References)
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