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2.3.5.2.2 Description of Manufacturing Process
and Process Controls

2.3.5.2.4 Controls of Critical Steps and
Intermediates

3.2.5.2.2 Description of Manufacturing Process
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2.3.P.3.3 Description of Manufacturing Process
and Process Controls
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2.3.5.2.3 Control of Materials
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H2 [1] Checklist for Partnership Verification
OIELjAl ®HFE|AE

X Ofeo] A2 LipraI=o A27[£0] REEA] & B0 Zigt S22 E)0) 97{o10f =7,
Y |22 AEet JleE +E8 HELAS el 28 AP gf= A0/ & 70[=2121 3.28t9]
FAE Tl o, 5/L02] 2lAf Limt &9 &S 2ot +Fot 2gop/L HAHE + Ut

—Of 24 -

Checklist for Partnership Verification
OIEL{AL T 2|AE

1. General Information
U M

Name of Company
2|AIE

Country

=7}

Name of Representative
CHEAL OIF

1-1.

1-2.

1-3.

Total Number of Employees

= o A
_c'>_x—!_'|il_l_

1-4-1.

Number of Employees in the R&D Department
R&D 2Af Zig 4

Company’s Core Proprietary Technology
(e.g.,manufacturing,sales,orregulatoryservice)

Fo/3y 2] 7|&

Of: Mz, HO§ E= A AHA)

1-4-2.

1-5.

Team Receiving the NCT*
(*NationalCoreTechnology)

NCT*E +gol= EEE

(*=715tA7|E)

Government-Issued Business License or Certificate
=/10A gget ARRESES = 53N

1-6.

1-7.

Official Name of the Government Agency Responsible for the Public
Healthcare System in the Country Where the Company is Located,
and its Abbreviation
(e.g.,MinistryofFoodandDrugSafetyofRepublicofKorea, MFDS)

HAPL /x[et =719 382 S5 EYoke RV 34 Y 3 o0

(Of: CHEIEIR AZOIOFROFHF, Aofx)

1-8.
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Does the Company have a Regulatory Affairs team?
Ifso,pleaseprovidetheinformationofpersonnelincharge.

[IYes /Comment:

9 el st 242 =ol isLing |
QLI LK HES YRATHL. ONo /Gomment:
Has the Company entered into a contract with any research institute
(e.g., CRO (Contract Research Organization, testing institutes) which | (JYes /Comment:
involves handling of technical document?
HAR= 72 712H0: CRO(Contract Research Organization, A& 71&))2t CINo /Comment:
e =M Fa AYs Mot JUsUIR

1-10.

If the Company has entered into such contract, has
the Company signed a confidentiality agreement with
1-10-1.  |the research institute, a party to such contract?

et 22 ALS HE FR, ALY AR 71 7|18 /X

Aets MZ2d¥sHIN?

[IYes /Comment:

[ONo /Comment:

2. Production Line
A1 2101

Does the Company have any production line for manufacturing product
for human uses?
Ifso,pleaseprovidebriefinformationonsuchproductionline.(e.g.,aproduc
tionlineformanufacturinginjection)

IHE MZ MAE fIsH Mt 21210] UL

JEOH 7ol FEE MEoH FHAIL. O FAK MRS {Igh Mol

2-1.

[Yes /Comment:

[INo /Comment:

3. Confidential information and Security
7|% e 2 Eok

The Company’s Technology has been designated as “National Core
Technology” under Korean law. Please confirm that the Company agrees
3-1. to provide any National Core Technology only after its receipt of prior
(Required) | review and approval of Ministry of Trade, Industry, and Energy (MOTIE).
S0 =AY Wt 3lALe] 7|E FHE "It Y J|E'2 XIFEEJUSUC
0101 MASHAETE*] HAIRE 5015 MY MEE= A0 S<okduUnr

Yes /Comment:

[ONo /Comment:

Does the Company understand and confirm the terms of the

Confidentiality Agreement?
7| XA A 25 =Qlot Ofoig7r?

3-2.
(Required)

Yes /Comment:

[ONo /Comment:

Do the Company hold a certification for an information security
management system? (e.g., ISO/IEF 27001:2013, BS10012)

If a certificate is attached, it is not necessary to complete the checklist
items provided below(3.4, 3.5, 3.6).

HE HOF #2| AIAH St Q152 BRdtl UFUMN? (Ol ISO/IEF
27001:2013, BS10012)

ZHMIE HRE U= FR0l= OrAH(3.4%, 3.58, 3.68)2 M2 =2
Adokd EQIt SELIL.

3-3.

OYes /Comment:

[ONo /Comment:

Does the Company have adequate technical information security
measures in place to protect its National Core Technology?
= =/ReV IeE ESol| flet XA 7led FEEE 0 AU

3-4.
(Required)

[IYes /Comment:

[ONo /Comment:
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3-4-1.
(Required)

Is there an antivirus program installed on a device that
handles the NCT?

* If so, please provide the name of the solution/program.
* If not, please describe in detail maintenance efforts
and management activities that can replace the

function of an antivirus program.
T/t e TEe 71700 Al T=77240] AX||0f
oI
* ACAILH E2HFHS 7|YUoiFMQ.
- QOM A2 1 7isS i
7lEo AL

g2 PHKoz

[Yes /Comment:
Antivirus:

[ONo /Comment:

3-4-2.
(Required)

For national security purposes, is it possible to implement
measures that restrict data access only to individuals
who have been granted permission to access NCT?
/12 SOz Tk s H2Y &

02 JHRI0IAHZ HIOH H2E Hletok=
= UL

a

[Yes /Comment:

[ONo /Comment:

3-4-3.
(Required)

Can you provide usage history (such as data access
logs and content changes) for verifying the integrity of
a NCT document?

BRI 22| DY HBS 9f5t NS OIZ(E0IE T2

A
27, FE= #Y J)2 MSE = AsUIN?

LO o

OYes /Comment:

[ONo /Comment:

3-4-4.
(Required)

Does your organization have a system that can control

remote access?

* If so, please enter the name of the system.

* If not, please describe in detail the maintenance efforts
and management activities that can replace the
function of such system.

R0 B BHAE MO = U= AA”IO| JASUIN?

« 7N AANEH MZES 7| UoiFMIL.

« QIO ZQ 7] 7152 [HAIE

A
2z T
J|&ol THAL.

[Yes /Comment:

[ONo /Comment:

3-4-b.
(Required)

Does your organization have a control system that
prevents export of confidential information (internal data)
to external sites or removable storages?

* If so, please enter the name of the system.

* If not, please describe in detail the maintenance efforts
and management activities that can replace the
function of such system.

THote| 222 7| FHE(LEE CIO[E)7t 2/ MOIE E= 0fSA

NEAZ MYEEX| U2 HSoke MO AARS JIX|1D

UXEUIN?

« 7N AANEH MZES 7| UoiFMIL.

. O-IOA| 710 1 7|_0 ['_HA|%}' %I\E ﬂl-E_lil'Eg __l_Li.”X_-IlOi
710l AL,

[IYes /Comment:
DLP:

[INo /Comment:
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Does your organization have a detection or response

system that protects network attacks from outside? (e.g.,

firewall, IDS, etc.)

* If so, please enter the name of the system.

* If not, please describe in detail the maintenance efforts
3-4-6. and management activities that can replace the

(Required) | function of such system.

HANE QE2RE9 HERD 345 Lodke X E=

CHS AIARIO| UsUZE (O 2atH, IDS &)

« X AMNSH HEHS 7 IohFML.

QoA ER 1 7IsE I = Qe #elEgEs AN C=
7lEcl FEAL.

[Yes /Comment:
Firewall:
IDS:

[ONo /Comment:

3-5.

Does the Company have an established privacy incident response plan
that addresses incidents involving data, including notifying the
Company’s partners and customers?

= IEH 3 07ZH0i| Yel= XS Eelol0] |02t e ALNE ofZok=
Ml FE At O A=E 8ot ASUINR

IYes /Comment:

[INo /Comment:

3-6.

Does the place where documents related to the Company's NCT are
stored (Cabinet) have an effective lock system. If so, are keys and
passwords of such lock system managed by authorized personnel?
YA RtV | B EME Bdls FA(Cabinetis R&ESTH AT AH(O0IH
Al ZH|9 F4| 3 HILHSE QISE FSQIH| 2o 22| =1 USLIR

—

[Yes /Comment:

[INo /Comment:
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Name / Position:

Signature:
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OEE PHlE HEe= A ofF 0/ & &2 29 2= VIHRA ASA70IL,. CLfZE 2419
FIY JNls AEY + = 2zt WRIFEE Hetotl Q7] H20) 0l= JH2IE =8 AEet Z/tE
B/H=R &g F/Le sl U 59 IS 151610] +8op/L O SECZ AIE + Q.
(OIA] &= JHIEE A2 FHQ A% SIAF HEA, IHOIHE O off2] O AHA-0]M9] HEY, B2
T2 &2 A, S2TA HEE A, S2FAHC WIS 20 ot 8 & A 2T, Z20HE
& AtEatE SIMZFS ha0l HA @E #HEl 5)

—Of 2 -

PLEDGE OF CONFIDENTIALITY
FILRX| At

Name
g%

Company
A SIAL

Department/Position
ASEM/X[R

Contact (Email/Phone number)
A2 (0|HIL/HEHHS)

| hereby pledge my observance of the below obligations when carrying out any work

related to “00000 Project”(hereinafter referred to as “Target Project’).

=012 "00000At™(Ofo “SHAIY0 2ot YRS A0 AN HS AE &4 XS MU

This “Pledge of Confidentiality”(hereinafter referred to as “Pledge”) becomes effective
on MM DD, YYYY (hereinafter referred to as the “Effective Date”)

2 71 RAALY MLM"(0lst “MUA")= 0000 00& 00Y (0|5t &3 YAHZRH Faotct.

1. | acknowledge and agree that, in connection with my participation in the Target
Project, | may acquire, use and become aware of all of the below information provided
for carrying out the work related to the Target Project (hereinafter “Confidential
Information”), and acknowledge that it is confidential and proprietary information
of which security must be maintained during the execution of the Target Project
and even after the Target Project is terminated.

2012 SHAI0 2ot PO +AlS fI5tH MSEHe= 5h/|e 2= FH(QOlor 7 |UHE"E

o

A H A5k, SHAY -l SO0|L SHAMY 7 20 2ot RARH0F 5k= 7|2 Y

r

ot
1

—_
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mjo

a)

b)

c)

21y

ro

Ct.

| acknowledge and agree that Confidential Information refers to all types of
information provided by written, oral, electronic transmission or other methods,
irrespective of its intangibility and recording type, which includes, without
limitation, know—how, technology, process, drawings, designs, blueprints, ideas,
specification, data, business information and management information with
respect to the Target Project, and any information defined as Confidential
Information under the mutual confidentiality agreement between the employer
company and 0000 (AZ3|AF Full name). (hereinafter "0000 (A% 3IAF Q1 BAN)").
2012 7|2EET7 SHAH S0 ME, 25, HAE L 2ot ME E= J[EtS
IO = MiSotes 2E ot 7=, 33, &, 47, OXel, Of0|Co, AIHEE, d3-E
UA2l FH, = 0000 (A&3ANLE/ 2 11801 ALO[0] X ZTH HIY

=
I2EEZN 7 2O O I 1 7|5 HHE ==2Hs AS 2UFotl oIt

OII'I OII F

N

| acknowledge and agree that reports and outputs produced using Confidential
Information during the execution of the Target Project are also included in
Confidential Information.

=22 SHAMYE sdole & 7I2EEE 0|80 ditkls EiiM 3 ME=E 720

| acknowledge and agree that among Confidential Information, certain types of
information related to the production technology of [botulinum toxin preparations
including strains that produce botulinum toxin or the information of
cultivation/purification technology of animal cells of 10,000 L or higher] is
designated as an important national core technology pursuant to the Korean Act
on Prevention of Divulgence and Protection of Industrial Technology (hereinafter
"National Technology Protection Act'), as it is regarded as an important industrial
technology by the Ministry of Trade, Industry and Energy of the Republic of Korea.
Confidential Information of the national core technology is an important matter
for the Target Project and the Republic of Korea, and all applicable security
regulations must be complied with regardless of time and place.
2012 2 7|UHE IR [HEes Silg Yitcte 73 E Xeltle EELls S AA|
MAY|E E= 1002|H 0149 &H| B/ HH 387|&]a 2aE
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2. | agree to keep Confidential Information strictly not to use for any purpose, unless
otherwise provided herein, and to access to Confidential Information during the
execution of the Target Project or even after the Target Project is terminated.
2012 7|ZHEEE oM 7|2= |Alotl 07| 2| o] P= ot O SHO = AKZot
X Zol, SHMY = SO0|L SHMY Sz 20T 7|2 R, ABaX & 7[2EE &29
£e|0f oot MYt R 7t QUL

3. | agree not to leak, divulge, or disclose Confidential Information to any third party
other than for the mutually agreed business purpose during the execution of the
Target Project.

2012 FHAYE o= S o gF =8 020 oMt N XA 7|REEE
F=, FHotHL 37HotX| OtLetTt

4. | agree and acknowledge that any unauthorized disclosure or divulgence of Confidential
Information to a third party intentionally or negligently without prior written consent
shall constitute a breach of this Agreement and may result in a violation of the

National Technology Protection Act.

=22 SIHSARS AHE ME 9| gl0] 7|Z2ZEE 19| L= mte2 H XA S7H, S
L= aet 39 = A ?I20l siigotl, LIop MV |sEs 80| ME2 & AsS AEeitt

5. | pledge to accept any punishment or disadvantage including legal liability arising
out of or in connection with the breach of this confidentiality pledge and violation
of the National Technology Protection Act.

2012 2 AoF {Et 3 MY |sHSH fBIC= QlopALL #HEHSI UMols 2= &0 CHolK
MRS X, X MRS Helol et ME A S0/ Hd As Mfeitt.

6. | hereby consent to 0000(AZ3|A}) retaining and using my personal information only

for the Target Project during the period of maintaining confidentiality and security

on the premise that | can withdraw my consent freely at any time.

Zol2 JjoIyEel 47 U 0|80 St SOIS ANEX KRS el 4 22 A=
0000(A¢ SIAOI/7} 7ILEIOt QK| 77 S0t OF SHARIS Sfoto] 20I0| JHOIYEE BRat

Ol2at= A0 S2lett.
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Mg o5
(personal information items to be
collected)

27-018 2%

(Purpose of Collection and Use)

JHordEol He & 0|87(2t
(Retention and use period of
personal information)

Y, 2B AKEM, EE,
OTRARI(0|HY, FSHAD)

Name, Company, Department,
Position, Contact (Email, Phone
number)

SEAIRY 23 Aok M, 7 28R M,
2 UM Mot Z= €t
HEXOA SXIAR HE
Conclusion of a contract related to
the Target Project, Provision of
Confidential Information,
Notification to anyone who signed
this Pledge convention practitioner

2 A% 29 IARE SHAE
HIZRX|7[7E S5 LA

From the Effective Date of this
Pledge to the end of the
confidentiality period of the Target
Project

7. | acknowledge and agree that | haves read this Pledge carefully and pledges
observation hereof faithfully.
2012 2 MAME HAMl5] U EUSS ololdl, 0|2 dao| &g AS Mottt
MM/DD/YYYY
DATE
Name Signature
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