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O A5 2= TR
=z 2=
A ZO|FZ oM X & The Minister of Food and Drug Safety
FHE/FAE active pharmaceutical ingredient(s) (API)
=t quantities /amount
3 specification
dSE HE whole manufacturing process
£A colorless
(HO)RE (practically) odor less
28t &4 general, synthesis
=2 container
XIS A date of manufacture
W/ Y /LS wel l-closed/tight/hermetic
al=2 (at) room temperature
HI(JE)F=HEZ inactive ingredient(s)
g8 A4 composition
=R in-house
=PI excipients
=u filling
=g mixing
& et weighing
zH packaging
S22 shel f-life
NES light-resistant
MAIED| 2t retest period
=== for export only
2 YE9FEF TEDMF) - 3182 EAJ(Chemical Properties) g
=z q=E
NA ==C0 very soluble
& ==C freely soluble
== soluble
A=z st sparingly soluble
=J| gt slightly soluble
L =J| &t very slightly soluble
Hel =X L=C (practically) insoluble




Certificate of Pharmaceutical Product License

: [ l '&.‘f%mg [ l mcunmg & Sales Pharmaceutical Product License
(Approval)
22 IManufacturi £s
::[Business Category (approval/notification) e
license no.: i
Product Name IDrug Classification : E % gp%an E % QIE\S
Drug Substance and Quasi-drug
::|Quantity Classification No.:
Appearance
i |Manufacturing Methods
Efficacy and Effectiveness
Usage and Dosage
Cautions for Use
Packaging Units
Storage Conditions and
:1|Shelf Life
Specifications and Test
i [Methods
i |[Manufacturer
Conditions for Approval IExpiration date |
i This certifies the product was registered as above pursuant to Article 31 and Article 42 of the -
Pharmaceutical Affairs Act and Article 13 (1). Article 20 (2) and Article 59 of the Regulation on Safety of
: Pharmaceuticals, etc. i
YYYYMM.DD
The Minister of Food and Dirug Safety

Product Standard Code: 000000000

Issued date :i

Certified by

—

« 7| oAl EHE0|o] HEAIRt A ES] = 7|ES| ESSUIES(=E)2 WES
E

=
HFEA| H|D ZA

_10_



Certificate of Import Business License

r No. of Certificate

F Exporting (certifying) country : Republic of Korea
“ Importing (requesting) country

On behalf of the Ministry of Food and Drug Safety, [ hereby certify that the

following importer is legally licensed as stipulated in the Pharmaceutical Affairs
Act,

® Type : &UEF[Pharmaceutical] / S22l &E [ Pharmaceutioal( Quasi drug)]
® Importer | +& &4}

® Representative : HEA]

® License No, : M IJ¥3F

® License Date : J YA

® Address : -AHR(BIE AFA] UEH)

[ssued date :

Certified by

10) 2R0AM= oY I2EYS Lot 220, NEHUHM=s 2 UM AHcts IESEM 20 CPP, FSC,

_11_



2) GMP FE&THA (A G278 A-2A 2 oFF)

CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

= Name of Manufacturer(License No.) : ¥A=LF (Y} 2)

= Address of Manufacturer : ¥=2 LAY (OH d9A UF)

= Manufacturing Operation(s) : see attachment(s)

We hereby certify that the above manufacturer complies with

End date of Last Inspection : & gA/FEY
Date of Expiration : #27/¢F

Issue Date : (Certificate No.)
Signature

Micistry of Food and Drug Safety

his certificate reflects the status of the manufacturing site at the time of the mspection noted

above and should not be relied upon to reflect the compliance status if the date of expiration has

passed

_12_



Attachment(s)

Finished Products

I . Dosage forms of Product(s)

1. Oral solids

e e e e e e e e e e e e e e - ————————

b e e e e e e e e e e e e e i -

8. Special preparation(penicillin preparations, sex hormone preparations,
cephalosporin preparations, cytotoxic anti—cancer agents,
biopharmaceutical products)

II. Laboratory Control

1. Address of Laboratory

_13_



Attachment(s)
II. Others

Product(s) : #% % (Approval Date : YYYY.MM.DD)

* TEF LT 5 YA JIASH, W71AN HF FolA] A4 [F58 71AA
SAAEGMP ARBAA, F58R, F5% 714 AHA 5) ASEL]

_14_



CERTIFICATE OF GMP COMPLIANCE OF A MANUFACTURER

= Name of Manufacturer(License No.) : A=LF (Y&} ¥2)

= Address of Manufacturer : =< LY (/¥ 94 JF)

= Manufacturing Operation(s) : see attachment(s)

We hereby certify that the above manufacturer complies with
Good Manufacturing Practices of Pharmaceutical Product(s) according to
the Korea Pharmaceutical Affairs Act and PIC/S GMP guides.

End date of Last Inspection : &&= JA/FEY
Date of Expiration : #2227/

Issue Date : (Certificate No.)
Signature

Ministry of Food and Drug Safety

¢ This certificate reflects the status of the manufacturing site at the time of the mspection no

above and should not be relied upon to reflect the complhiance status if the date of expraton b

_15_




Active Pharmaceutical Ingredients

I . Manufacturing operation(s)

1. Chemical synthesis

2. Fermentation

5. Other Operations

6. Special preparation(penicillin preparations, sex hormone preparations,
cephalosporin preparations, cytotoxic anti—cancer agents,
biopharmaceutical products)

II. Laboratory Control

1. Address of Laboratory

2. Quality Control testing

_16_



Attachment(s)
II. Others

Product(s) : #% % (Approval Date : YYYY.MM.DD)

* TEF LT 5 YA JIASH, W71AN HF FolA] A4 [F58 71AA
SAAEGMP ARBAA, F58R, F5% 714 AHA 5) ASEL]

_17_



4) GMP S A]

CERTIFICATE OF GOOD MANUFACTURING PRACTICE

. Name Of
P ¢ =4S
Representative | f#F.2}F SR A &
Address(Plant) | &7 2/ 34] 4%
Registered Registered
Production | =@ A}F Quality Control | #& #z/3}&
Manager Manager

Approved Dosage Forms

Approval Date

o8 A%

YYYY. .MM DD

intervals

and

the

Issued date :
Certified by

manufacturer
Manufacturing Practice) as recommended by PIC/S & WHO.

conforms

It is hereby certified that the above manufacturing plant in which
the products are produced is subject to inspections at suitable

to GMP(Good

_18_




5) YE2JFE GMP A HERIA

Wntten confirmation for active substances exported to the European Union (EU) for medicinal
products for human use, in accordance with Article 46b(2)(b) of Directive 2001/83/EC

Confirmation no. (given by the issuing regulatory authority): A7ZE0/I2'F HS(2/Z 57

1. Name and address of site (including building number, where applicable):
- Name : M Z-L9 FF
- Address @ A[ZX:L FLEIE MNFAA YFH)

2. Manufacturer’s licence number(s)® /=49 2 &/7/H =

REGARDING THE MANUFACTURING PLANT UNDER (1) OF THE FOLLOWING ACTIVE
SUBSTANCE(S) EXPORTED TO THE EU FOR MEDICINAL PRODUCTS FOR HUMAN USE

Active substance(s):* Activity (ies): >
T & APIZIAH X B

THE ISSUING REGULATORY AUTHORITY HEREBY CONFIRMS THAT:

The standards of good manufacturing practice (GMP) applicable to this manufacturing plant
are at least equivalent to those laid down in the EU(= GMP of WHO/ICH Q7):

The manufacturing plant is subject to regular. strict and transparent controls and to the
effective enforcement of good manufacturing practice. including repeated and unannounced
inspections. so as to ensure a protection of public health at least equivalent to that in the
EU: and

In the event of findings relating to non—compliance. int'orénation on such findings is supplied
by the exporting third country without delay to the EU.

Date of inspection of the plant under (1). Name of inspecting authority if different from the
issuing regulatory authority : &7/ &/Af 2/Af

_19_



This written confirmation remains valid until 2'5'2' = F £ 252/ 5 7))

The authenticity of this written confirmation may be verified with the issuing regulatory
authority.

This written confirmation is without prejudice to the responsibilities of the manufacturer to
ensure the quality of the medicinal product in accordance with Directive 2001/83/EC.

Address of the issuing regulatory authority:

Name and function of responsible person:

E-mail, Telephone no., and Fax no.
E-mail : e-mail

Telephone no - tel-No

Fax no - fax-No

3 Where the regulatory authority issues a licence for the site. Record 'mot applicable’ in case
where there is no legal framework for issuing of a licence.

4 Identification of the specific active substances through an internationally-agreed terminology
(preferably international nonproprietary name).

5 For example, 'Chemical synthesis', 'Extraction from natural sources’, Biological processes,
'Finishing steps'.

6 qdefect@ema.europa.eu.

Stamp of the authority and date

Certified by

_20_



6) loFE A2 81715 A

Certificate of Pharmacentical Mamnufacturing License
i No. of Certificate
i | Exporting (certifying) country : Republic of Korea
i L Importing (requesting) country
On behalf of the Ministry of Food and Drug Safety, I hereby certify that the
following pharmaceutical manufacturer is legally licensed as stipulated in the
i Pharmaceutical Affairs Act,
i ® Manufacturer @ A2 &3}
i @ Representative : L ZA}
i ® License No, @ &7/ %
i @ License Date : 5/7} 23}
i @ Address : 2WA(H JFA YF)
Issued date : i
Certified by

.
ww

w
&



7) A E AxY ALFEA

Certificate of Pharmaceutical{Quasi drug) Manufacturing
License

r No. of Certificate
F Exporting (certifying) country : Republic of Korea

- Importing (requesting) country

On behalf of the Ministry of Food and Drug Safety, [ hereby certify that the
following quasi drug manufacturer is legally licensed as stipulated in the

Pharmaceutical Affairs Act,

® Manufacturer : AE YA}
® Representative : H&E A} i
® License No, : o I 2 -

® License Date : & 72 A} 5

Address @ LA (BIE JAFA YFH) is

[ssued date : i

Certified by i

_22_



Pharmaceutical Product License

] Quasidrug [ ] Import (Notification)

Name: [Date of Birth
Manufacturing

Manufacturer: (approval/notification)
license no.:

Address of

Manufacturer:

Business Category

Drug Classification : [ ] ETC []0OTC
Quasi_-dmg
Classification No.:

lExpirau'on date |

This certifies the product was registered as above pursuant to Article 31 (2). (9) and Article 42 (1) of the
Pharmaceutical Affairs Act and Article 8, Article 13 (2). Article 20 (2), and Article 59 of the Regulation
on Safety of Pharmaceuticals, etc.

YYYY.MM.DD

The Commissioner of (Region Name) Regional Food and Drug Administration

Product Standard Code: OOO000000
Issued date :

Certified by

* 7] OfAl

=
—
HIEAl | HE = g
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FEEYA AR B Py

e s el & mk=, 4 SERIE, T3gr|a, S84 Ha
A

@ 24 ® e # S (VERIFICATION NO.) : 000Q-0000-0000-0000
= A 2RI 2 (16Xt2])

HFS nl a =
e Y e

Ministry cy( Toad’ and Q)rug Safety
@ Osong Health Technology Admini Complex, 187 Osongsaengmuyeong2(i)-ro, Osong-eup, heungdoek gu
cheongju-si, Chungcheongbuk-do, 363-951, Korea el : 82-43-719-1010, Fax : §2-43-719-1000

Certificate of Free Sales

i i

No. of Certificate@l 0000-00-0000 | %%'kl H.ig

EExpc:rting (certifying) country @ Republic 0f "Koréd
Importing (reguesting) country

of FoogZand Drug Safety certifies the following firm is

The Ministry
fairs Act, and the

markets
o A
(This cerfificate shall not be 15:119(1 to others than the product-licenfe holder)
- Nan¥ : i
- esf : o
Adre R ]
— Registe i
5 . " i No. and flate of
Name X product Ingredient(s) product Iécmse
#  Attached, if Necessary  approved product information () HI-:.le
daz@p\mm. DD, YYYVY (Cep#ficate No. 0000-00-0000) I;'é 3%')\1
- T e
e by gherst ol d=
@ /\'I S
23
RL ok
Ministry of Food and Drug Safety
- 1 - e
HE golg H=E

certifica

e webpagelhtip: nedrug.mfds.go.kr/pbp,

You can verity the Certificate through VE 3
or by checking the barcode with the mobile scanner App (MaSmariDetector).
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[E43] SEFTH A R Z44H

1-1 | Q%4SMH=

TUHE=) M X TIHS S MICPP)

=]
IE

Certificate of a Pharmaceutical Product

No. of Certificate : Al2® X550
Exporting (certifying) country : Republic of Korea
Importing (requesting) country : &4

i

1. Applicant (=Product-license holder)
(This certificate shall not be
product-license holder)

- Name :

- Address :

issued to

20tRt
=H7|Y
2. Name and dosage form of product
Dol R YL e LA IRY J1Y(E, HE2 XFE d

sHELhE S IR Mol 7IME HEEE H” HE 29)

* 329 ZEO| H4Q EEM L=

* (E2A) HEYoM HE &elo|

Product Name in Korean :

Z30]l “For export only” 7|
27tst 42 MH(dosage form)=

=

2.1. Number of product license and date of issue :
Of[Al: 1111 / JAN. 05, 2018
2.2. Active ingredient(s) and amount(s) per unit dose

P FER

Each tablet (300mg) contains
ABC
(As DEF

Ol Al:

others

M HEHE=AILY AHSF)

than

FItstol 71¢

Zos|styRel 2EYa Heks| LX|H 7Y

(For Complete quantitative composition including excipients, see attached.)

o HIHIR| 717 22 HREEM ZIMst, Y HEMF Bl Al 222 AF

the (

fllo




2.3. Is this product licensed to be placed on the market for use in

the exporting(certifying) country? Check a (A/7§) or b (775

) = fill out section A, omit section B.@HE Al 0 2 HA|)
) = omit section A, fill out section B.

Yes (
[No(

Al Is this product actually on the market in the exporting(certifying)
country? (g Al 0 2 EA|)
Yes( ) / No( ) / Unknown( )

A.2. Is Summary Technical Basis of Approval appended?
Yes( ) / No( )

A.3. Is the attached, officially approved product information
complete and consonant with the license?
Yes( ®#E&EM U2 Al 0 ) / No( ) / Not provided( g2 Al 0)

B.1. Why is marketing authorization lacking? g Al 0 2 ZA|)

not required (just Applicant’s option, even possible) ( )
not requested (not reviewed for marketing) ( )

under consideration ( )

refused ()

B.2. Remarks (the reason not requesting registration) :

23. & F50o] FEE = TIUdA U AlFEOE U=

P ()= A% A4ED, B AaE,
Yo () = AL AT, BE &

Al & F5°] FEsiE s F7HA AA A= =712
A )/ okHL( )/ FIE F }=( )
A2, 37 e B3I 71EF QAR IE FREH A=)

( )/ e
A3 HFUWES THHORE 7P AFAHRZA sy,
7S AMY

/
Bl N0 S7hiA e o fi Tolek
A

Npgow F7HHEA
NBgow FrElE AL 1HF (
Nggow AHsP o 87}

B.2. HlaL (Ao 2 FHIIAIAEA e AL 5

2.4. Status of product-license holder

Check a({3 g AAAZE), b(HGAZ), or (7Y F%
a ( XAtH=Al 0 ) manufactures the dosage form
b ( fIExZAl 0 ) consigns wholly or partially the manufacturing
process to other company :
- the manufacturer’s (£ o/4¥ &2 /2 3
- Name :

rir
rE

IHY|)

CC
4

AT

_28_




- Address :

- Consigned process : 2IE{HZELHE
c ( =¥ Al 0) is not involved in manufacturing process :
- the manufacturer’s

- Name :

- Address :

- Consigned process :

the manufacturing plant in which the dosage form is produced?
YESNO

3.1. Periodicity of routine inspection(years) : 3 years
Inspection is determined by risk-based assessment under the
provisions of the Pharmaceutical Affairs Act.

3.2. Has the manufacture of this type of dosage form been
inspected by the certifying authority? YES/NO

3.3. Do the facilities and operations conform to the WHO-GMP?
Yes, it conforms to PIC/S and WHO GMP. / No

4. Does the information submitted by the applicant satisfy the
certifying authority on all aspects of the manufacture of the
product? YESNO

#  Attached, if necessary : approved product information ( OA")
HREEM |20 @2t o/X 2 &#Al

3. Does the certifying authority arrange for periodic inspection of|3.

- AR
- AgA=FTA

¢ () FW AxFH YR A -

o] AS AzAA
- AT
. _{}_ZHZ] :
WEREEE R

THME Bdste VEe T FEE
F71H B AASHET1R

o/ o] L

31, kel F71E 9@ Wk ad
w ZF AAC) @ A okAbE TR whek A7) Bo] Sy gk

32. (%1 F71A AAL W) o] AP Alzxol thsiM= Y72
9/ of L

33. (AAA AT 5 E) AdT 29

GMP 71&< S5FUN?

of. PICSS} WHO GMP 7]& &5 /
%

ARl A= HEe T F

kls

a3

A= 9/ oL

-

A ARNEE e A

3

ks
=3

AH) A& (OX)




1-2 | AASHZTIHES) IS S MIFSC)

EE e
Certificate of Free Sales o) FH A
No. of Certificate : AlAE X550 SHA HE
EExporting (certifying) country : Republic of Korea E =3 o} (ZFHAE BF3E) 27}
Importing (requesting) country : YA HELMIAIAE XHE20) T3 A FE=(FHAS QAHEF}E) =7}
The Ministry of Food and Drug Safety certifies that the following| tfglyl= 2]

NEoFERAAE oteel FHA} kAol wet ookE e
A=S rhigton], thgo FZol FfolelA AHE
o)

JE= 57HE = SR

firm is authorized to manufacture drug under the Pharmaceutical| A =gt

Affairs Act, and the following product(s) is(are) permitted to be|Znj=
freely sold in domestic and overseas markets.

s

o Applicant (=Product-license holder) o I AARJE= F

=5 37197
(This certificate shall not be issued to others than the (°] TBA< F5 sA7AANAT TF3TH)
product-license holder)

- Name : - dE
P :
- Address : @E3Y ¥ SUE(I0IS 20K Boy SupFL DAl piw wy - DA
R N E2YFL FRETY F4)
- Registered No : &7tz 7|¢ - dE7HE
ZE F7iHE 2
. . ‘E-»_‘ = =~
Name of product Ingredient(s) No dand cll_ate of A F78 & _
product- license &7} =}
gz =39 TAREBH2 7|YUSHK| LAl 1111 / JAN. 05, 2018
(22 & FRE BI|= 45| €A HEEMZ 7I7tS) | (B 2t S, 7t2H 88)

#* Attache d, if necessary : approved product information ( OAX")  Had 49 HBRUE(F, dA7PEe AFAR) AL ( OX)
HEEM 770 M2t O/X 2 HA| X oF HO[X|0of SO7IES &4 3

AL
o1 T o
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X = =
1-3| QYQAZFMEZTIIES ) TOHZS H M(FSC)
3z 2
Certificate of Free Sales il S A
No. of Certificate : A|AH® XS5 SHA HE .
EExporting (certifying) country : Republic of Korea E FE3t1A Ft=(EHEAAE dFstE) 27}
Importing (requesting) country : ZZM HELMIAIAE XHS20) TYs A FE=(EFHAES 2 HEE) 27}

The Ministry of Food and Drug Safety certifies that the following| Ti€tRl= 2]Fo|ekEebd A= ol o] AL kAP ol wel o eke] &
firm is authorized to manufacture quasi drug under theAZT F JY=F PO H, TS0 FEHo] FUAA AFF ﬂ]
Pharmaceutical Affairs Act, and the following product(s) is(are) B2 F JAEE 7= A=S SHI
permitted to be freely sold in domestic and overseas markets.

o Applicant (=Product-license holder) o Tg AAHRI(= &5 s{7HAAY

(This certificate shall not be issued to others than the (°] THA< F5 dA7HAAIAT TFIT)

product-license holder)

- Name : G

- Address : 2ZE U FUH(F0{Q ROt 7Y SSIEE DA oAzt WH - &AA

o_rw HE E2yFs Y2EI|Y F4)
- Registered D Yootz 7e) - 7 s
: No. and date of = 5 37hs g
Name of product Ingredient(s) pI(')O d?ﬂ:t— lia(l:eens?e A = AE 1714
gz 2249 xoiﬂ(%acff 7| SHR| E2LF|O[Al: 1111 / JAN. 05, 2018

@2 % F= Bt 42| BeAl BYENE IR | (B 24 59, st B3
¥ Attached, if necessary : approved product information ( OX') o o Hm = 3 JLHFS A=A 1o

HE2M 920) Gt Ojx 2 EA x o WMo Botee ey o F EEE BT ATHEE, AMEE AFAHE) % (OX)
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9l

AS(TUEZ) X X TIHSSMICPP)

am

(o1

O Al: Each tablet (300mg) contains
ABC

_32_

Certificate of a Pharmaceutical Product YekE A P BuFHA
No. of Certificate : A28 X550 SHA W3
EExporting (certifying) country : Republic of Korea E TE3t1A ste(FHAE deste) =7t
Importing (requesting) country : ZYAM HECAIAAH X520]) TAdtLA St=(FHAE 8 Se) =7
1. Applicant .(=‘Product—license holder) ' 1. o5 AAHA (= F5 A7HEAY
(This certificate shall not be issued to others than the (¢] ZBAE E2 FrtdAo) A%t wFsith)
product-license holder)
- Name : AT
- Address : 2ZFZ U FUF(F0{ RO} BI|Y IR DA M) oA 2 A A
AYAHE HES 2T ZHI|IYH =)
2. Name and dosage form of product 2. AEFH L AF
DO FEYa Yes| ARG FEY 7Y o (B EEE XY 2Yo| AS R :
SHELlE S EHEA MOl ZIME MBEREM HME Q)
Product Name in Korean : £2si7ttizel 229 Berel 2|8 79 Aol R AEHS el 71AE)
2.1. Number of product license and date of issue : 21. F& FU7pHE 9 et
Of[Al: 1111 / JAN. 05, 2018
2.2. Active ingredient(s) and amount(s) per unit dose 22 FAE WA 2 9AE T £F
(For Complete quantitative composition including excipients, see attached.)| (FA < 2ol H7HAIE 3 A Aol HsiA
D FEE o WK VIR B2 HERA JIAeIn, ST HEAR gl Al HRRT A Farshr] wkeh

fllo




2.3. Is this product licensed to be placed on the market for use in|2.3. & F&°] F&3tel& FT7lolA U AFEO 2 3 7Ek=7}?
the exporting(certifying) country? Check a (X&) or b (728
[Yes () = fill out section A, omit section B.@lY Al 0 2 EA|) [ d () = AE FHAsh, B= AHAd
No () = omit section A, fill out section B. ol () = Av AFsta, BE A4S

A1 Is this product actually on the market in the exporting(certifying) country? Al & FE5o] FEstH = F7kA AA AlREIL =7k
Yes( ) / No( ) / Unknown( ) A )/ okde( )/ BAT = U )

A.2. Is Summary Technical Basis of Approval appended? A2. 3|7t &3 7|&A QxR HEE Q=T
Yes( ) / No( ) dl( )/ k()

A3. Is the attached, officially approved product information A3 FAFYLEL ZTAHoE FHIINe AZTAHBREA 98y,
complete and consonant with the license? S 72 AR (S 7Fd o B A 23 YA EET1?
Yes( #5224 22 A0 ) / No( ) / Not provided( g2 Al 0 ) oA )/ otd( )/ HEIF AZTEHA & )

B.1. Why is marketing authorization lacking? g Al 0 2 ZA|) Bl A T8O F7pukR ¢Fo o] &= Hoolr)?
not required (just Applicant’s option, even possible) ( ) ANBE 7 BoEA &g (A Ae ') ()
not requested (not reviewed for marketing) () ANBEOZ SIMIAHA = (3171 = 4R ()
under consideration ( ) ANBgoz drists AL 18EE ()
refused () ARgoz AAFE O HbgFe] Wl ()

B.2. Remarks (the reason not requesting registration) : B2 HlA (AFEoZ FIIAAEA & AHF B) -

24. Status of product-license holder 24. F5 s7rdAe] A9
Check a(F3" % XAIAE), b(HEAZE). or c(7 %)

a ( AARIZEAl 0 ) manufactures the dosage form a( )% E2s AH A=

b ( ®/&x=Al 0 ) consigns wholly or partially the manufacturing b () AA == IR AL g2 AzdAolA Yetete] Az
process to other company :

- the manufacturer’s (£ o|4Y &% /'2 78 E& HZHET|) - b9 AL AxAHA9
- Name : R
- Address : CAAA
- Consigned process : IEHZELE - e A 2 FA .

_33_




c ( % Al 0) is not involved in manufacturing process : c () 73U AzFTAF) (U 49 -
- the manufacturer’s -9 AL AxAA
- Name : 45
- Address : - A A
- Consigned process : - A =TA
3. Does the certifying authority arrange for periodic inspection ofl3. THAE Wt 7|#HLE F FEHS AX3e Axio Oty
the manufacturing plant in which the dosage form is produced? F71H 0= AAeteErl?
Not applicable for foreign manufacturers o] AxdA= AR R+
el M=M= sFAro] glenz 7ot 20| #7|
3.1. Periodicity of routine inspection(years) : 3.1. Aol Frl= 4 ddvk
Overseas inspection is determined by risk-based assessment 9 AAL= oA FAC WE Ysjal 7w Hrlg AA 3
under the provisions of the Pharmaceutical Affairs Act.
3.2. Has the manufacture of this type of dosage form been(3p (9] 7]zl AA} ) o] AFe] Az WA= FU7t?
inspected by the certifying authority? AT ge
Not applicable
3.3. Do the facilities and operations conform to the WHO-GMP? 33. (AAM BRI o 9le) AEH w9 sl A3 Akl WHO
=Z0 =Z3
Yes, it conforms to PICS and WHO GMP. / No GMP 7&< SHIU7R
o. PIC/S2} WHO GMP 7|& =4
Does the information submitted by the applicant satisfy the/4. 21&lo] AE3 HHRE= & F5 Az Uizt ZE Ao
certifying authority on all aspects of the manufacture of the] RFIEHJ=7}? o/ ofr/ 2
product? Yes/No
¢ Attached, if necessary : approved product information ( OA ) |¥ Ha3 A5 HFUWE(F, sI7hE2 AFAHE) AF ( OAX)
HEEAM /70 O2F O/X 2 B
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K

Al

oz

Certificate of Free Sales

No. of Certificate : Al2H Xt5EO
Exporting (certifying) country : Republic of Korea
Importing (requesting) country : ZYA HECHAIAIAEH XHSEO)

[

The Ministry of Food and Drug Safety certifies that following
product(s) has(have) been approved to be imported and freely sold

in the domestic market under the Pharmaceutical Affairs Act.

o Applicant (=Product-license holder)

B FTHA

294 Wz
E FEILA FE(FTEAE BFEE) T
FYstazt ste(FBEAE ase) =

o WF AAU= FE F7IHA

(This certificate shall not be issued to others than the| (°] THAT F5 s7HAANAT TH3H)
product-license holder)
- Name : -5
- Address : 2% 9 FXE(I0S 20X EIY BB DA o w4y - 2APA
S HB ERYFL FREI|Y F4
- Registered No : 8{7t#iz 7| - J3UHH s
T2 FHsM s T
. No. and date of =m Jege 5 37piz 8l
Name of product Ingredient(s) product-license A& T 7l
I 559 FRR(EYS 7IYSHA| H2LEGAl: 1111 / JAN. 05, 2018
Bz & FAE B7|c 48| oA HEEME 7X7ts) | (B 2t s8¢, JteH )
% Attached, if necessary : approved product information ( OA’) #* Hagk B9 AFWE(F, 7k AFAE) As (OA)

HEDM 250 Wt O/X 2 BEA| ¥ B HO|X|of S0{7I=E 24




2-3| 2AAQE(+AUS =] LIS S MIFSC

L=
I

Certificate of Free Sales

Exporting (certifying) country : Republic of Korea

E No. of Certificate : Al2® X550
Importing (requesting) country : YA HEOMIAIAE XHS20)

The Ministry of Food and Drug Safety certifies that following
product(s) has(have) been approved to be imported and freely sold

in the domestic market under the Pharmaceutical Affairs Act.

o Applicant (=Product-license holder)
(This certificate shall not be issued to others than
product-license holder)

- Name :

- Address : &ZFH U FUF(F0{Q RO+ HI|Y 2otEBE DA oA
VS = %:I 7|::H K/\)

tstul =2 2=
T lA ZAFEA BujE T

FoFERAAE

o T A= F
(o] TBA= F5 s7FAAAAN

2 37147

FZo] pAYo) wet £
AEE H7HEYe S FH @t

= g =
- Registered No : gsi7tt= 7|¢)
Name of product Ingredient(s) No. and date of
product-license
Iz 559 ’“’JE(%EJE 7| USR] & SLHOIAl: 1111 / JAN. 05, 2018
(IE’§ % FHUE BI|= 4= LA HEEME 7I7LS) | (B UF Y, 72 8F)

5 /s 9

& 7rL A

tached if necessary : approved product information ( OAX")
FEM REO ME O/X 2 EA| X ot HO[X|0ff SO7tES &4

s 7p-e AEFA

Sle ((OX)




3 QAAZ(+=E8 0IIE=]) TiHS S MIFSC)

= =
Certificate of Free Sales T S A

No. of Certificate : A28 X550
E Exporting (certifying) country : Republic of Korea

Importing (requesting) country : SYA HMSHAFAIAE RHEF0)
The Ministry of Food and Drug Safety certifies that the following
firm is authorized to manufacture drug under the Pharmaceutical
Affairs Act, and the following product(s) is(are) permitted to be
freely sold in overseas markets.

QIR E A FOFBARAL bl A A met oJorELS

Wgets) =7
27438ks) =7F -

ojeFEo] oA AHEA BB F YEE 5

o Applicant (=Product-license holder) o g AAHRI(= F&5 s7HAAY
(This certificate shall not be issued to others than the| (¢ THAE F5 s7FAAANAT TF 3
product-license holder)
- Name : - 3%
- Address : @3Y ¥ FYE(I0IS 20N Boy RHBFL 2| i wy| -~ SN
OHHE N EEYFL FREI|Y F)
- Registered No : g&{7t#iz 7| - A7 E
T2 3]s o
Name of product Ingredient(s) No. and date of A= Ghs h -01 e s
p & product-license 371 =
d= =54 FHUE(EHZ 7|YSHA] E2LHOIAl: 1111 / JAN. 05, 2018
(S & YR HEI7|= MEH| oA HESME 7M7) | (B 21H £9, 7o M)
Attached, if necessary : approved product information ( OA’) ¥ Had A9 AFUWE(F, s7hEe AFAHR) s ( OX)

HEEAM /70 M2 O/X 2 HA ¥ o HO|X|of SO7t=8 &4 +F
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o Ix al =
4-1 dHToA=E HIX X TIHZHMICPP)
T oz
Certificate of a Pharmaceutical Product A5 E Ax 9 AuSHA
No. of Certificate : A28 X520 ZHix HE
EExporting (certifying) country : Republic of Korea E FZa A S=(ZEA S wEets) 27}
Importing (requesting) country : YA HELMIAIAE XHE20) zolglual S=(ZHAE 2 Fsts) 27}
1. Applicant (=Product-license holder) 1. %F AH (= B F71EA
(This certificate shall not be issued to others than the (°] EHAE Z2 FrtAANAT BF3Th)
product-license holder)
- Name : AT
- Address : 2ZEZ U FUF(F0Q RO H7|H BHIE DAN| oA H| - AR R
HotdR ME 2T FREI|IY T
2. Name and dosage form of product 2. A=EW 2 A F
Do IR W YKo FEY 7Y Y (B xR X F2Yo| US B2
LS X YA MYl 7IME MEEEM HME 2Y)
* DMFQl Z Zx2 Apl ®Y|
* (A MEHOAM M =elo] E7tst 42 MHH(dosage form)a F7t6H0] 7| o] Sl X /=
sz V(5] 7L = AF
Product Name in Korean : &Ss{7tthzo| S 2%t Mes| YXsHA 7|¢ AFel 2R A S el 714 )
2.1. Number of product license and date of issue 21 T 37E 2 & 7tdA}
OflAl: 1111 / JAN. 05, 2018 .
2.2. Raw material(s) and amount(s) 22 98 W Rk
Not applicable S FALS) G2
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F=O[FE0] g5 HIIer 20| Al
23. Is this product licensed to be placed on the market for use in[2.3. & &F&o] FE3tel= I7tolA U AlFHEo =2 S7IEt=7)?
the exporting(certifying) country? Check a (/7§ or b (7°&4&)
[Yes () = fill out section A, omit section B.@IZ Al 0 2 HA|) [ o ()= A% A48t B A=A
No ( ) = omit section A, fill out section B. olle () = Av Asta, BE AA43oh
Al Is thlS product actually on the market in the Al % %%—O] '{F\“%é‘]":’q"f E{_ ]‘Oﬂ /\‘] /éxﬂ }‘]J’]‘Q 9}]\_\57]‘7
exporting(certifying) country? (2 Al 0 2 EA|) oAC )/ oL )/ AT 5 ()
Yes( ) / No( )/ Unknown( ) A2 #7bol BE 71%H LofARTt ARHYETh
A.2. Is Summary Technical Basis of Approval appended? A )/ ohIe( )
Yes( ) / No(") A3 ARUEE FHHOE b AFYRZA s,
A3. Is the attached, officially approved product information & 7pake AbghE ZbE ol B3 A 23 I YA sHETP
complete and consonant with the license? A )/ ohle( )/ AR ATHA ()
- ™ w u
Yes( ®#2&EM U2 Al 0 ) / No( ) / Not provided( g2 Al 0)
B.1. Why is marketing authorization lacking? (@i Al 0 2 EA)) Bl AFE&o= S7PEA &2 olfr= FAATR
not required (just Applicant’s option, even possible) ( ) ANFE 77 Ro3HA &2g (AAUL A" &) ()
not requested (not reviewed for marketing) ( ) AFg o= 6‘47}{\_]73—}QZ] s 7= d) ()
under consideration ( ) NBgog drtste AL 1HF ()
refused () AlBgo g2 AAsF oY s7td=o] vk g ()
B.2. Remarks (the reason not requesting registration) : B.2. H]aL (A 822 FI7MAIA A &2 AT F)
24. Status of product-license holder 24. 5 F71EA] A9
Check a({ 38 AAAZE), b(HGAZ), or c(5=¢ %)
a ( AAFFZEAl 0 ) manufactures the dosage form a( )% 2L AH Axd
b ( fIExZ=Al 0 ) consigns wholly or partially the manufacturing b () AA e B FAHL 02 AxYAAA dgste] Az
process to other company : - be AL AzAA]
- the manufacturer’s (£ O|&Y #2 /2 T8 £ HSHY) AR A
- Name : A A
- Address :
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- Consigned process : 2IE{HZELHE
c ( =¥ Al 0) is not involved in manufacturing process :
- the manufacturer’s

- Name :

- Address :

- Consigned process :

3. Does the certifying authority arrange for periodic inspection of
the manufacturing plant in which the product is produced?

YesNo

3.1. Periodicity of routine inspection(years) : 3 years
Inspection is determined by risk-based assessment under the
provisions of the Pharmaceutical Affairs Act.

3.2. Has the manufacture of this type of dosage form been|3.2.

inspected by the certifying authority?
Not applicable

3.3. Do the facilities and operations conform to the WHO-GMP?
Yes, it conforms to PICS and WHO GMP. / No

4. Does the information submitted by the applicant satisfy the
certifying authority on all aspects of the manufacture of the
product? Yes/No

#  Attached, if necessary : approved product information ( OA")

HEEM |20 M2l O/X B HA|

- AEAE=FA
c () =W A=xgHo]
-9 AS AxAFAE
N I
- A A
- A zFA
3. SHAE As= 7T

F7NH B AAS=T1R

o/ of1) 2

31 AAY F71E

=

32. (A F718Q AL o) o] Ao Azxel A= FU7L?
AL gl

33. (AAMA] E1E F UdE) ALY &9 Tl B AREe] WHO
GMP 71&& FZ3471?
o PICSS} WHO GMP 7]& &5 /o}L]L

4. 21ARlel A= AHARE F FH AR Ut EE AE]
A= A=TN 9 of L

® Fagh A AFUE(F, si7hEe AFAE) A5 ((OA)

delzk 3d
% 7 A B AAHE oAb TRt A7 del SR
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The Ministry of Food and Drug Safety certifies that the following
firm is authorized to manufacture drug under the Pharmaceutical
Affairs Act, and the following product(s) is(are) permitted to be
freely sold in domestic and overseas markets.

o Applicant (=Product-license holder)

o
4-2 | AFTOASHEZTIIZS =) TIHSH A (FSC)
I E 2z
Certificate of Free Sales o) FH A
No. of Certificate : Al2g x550 SHA HE .
EExporting (certifying) country : Republic of Korea E TFE31A} FE(EHAES BFEtE) 27}
Importing (requesting) country : YA HEOMIAIAE XE20) FAstaA} F=(EHAE LATE) 7}

MR A FoloFERAA L ozl FHAT} ohAR ol W ofobE

ASE & SER STeson, Be el SuSAA A58
A 5 A= H1RASS TP

o WF AFU= F2 A7k

(This certificate shall not be issued to others than thel (°] T8Al= F5 S7HAA AT Ea3tt)
product-license holder)
A .
- Name : g
- Address : 2Z¥Z % F¥H(I0lo] 2oi BAY espme A o wy - S
AHE HS Z2¥FL SEHI|IY &)
- Registered No : 2si7tH¥s 7|y - AFHIIHE
5 5 o
. No. and date of = 1 D 5 S7hE 3
Name of product Ingredient(s) product- license A & B S17191 7}
9z 229
s A = [ . Al - U5 -
(= & FYUE HI|= 4= Not applicable 02|E| ,1174115/0%';‘}_??%' 22113) AT g
*DMFO|_| %:’]%D_ jl-_'_g AP| :H'_7| -1 o=, L. o=
% Attached, if necessary : approved product information ( OA) * 4o Ae AFWE(F b AFHE) A ( OX)
HEEA 920| G2t OjX B EA % 3t HOIK0] SOIHES Al 47
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o IX(A O] =X =
4-3 HATAZF(rUAS=]) TS B MIFSC)
B SRy
w578 A]
Certificate of Free Sales
» SHA W
No. of Certificate : A|AE X550 E FET LLX} 0} (FHAE Tgste) 7t
EExportl‘ng (Certlfyir}g) country : Republic of Korea Fdsta A F=(EHAAE 2 stE) 27} .
Importing (requesting) country : YA HEOMIAIAE XHE20)
QENTF HFFFLAAE bl AL kAol Wt The
The Minisjcry of Fooq and Drug Safety Certifie.s that fol.lowing Zro| ZUYQoA AGE2A " & Q52 FHriEges =ud
product(s) is(are) permitted to be freely sold in domestic and|g},
overseas markets under the Pharmaceutical Affairs Act.
o Applicant (=Product-license holder) o WF AH(= EE A
(This certificate shall not be issued to others than the (o] ZH A= F5 F7ldANA T TFIT})
product-license holder)
- Name : - s
- Address : 2ZFZ Y SUH(I0{o| 2Ot HY|Y 2BE DA A WY - A A
IR M Z2HFEA JERIIY &)
- Registered No : 2si7tH¥s 7|y - AdE s
Name of product Ingredient(s) No. and date of 5 s/is 9
p & product- license A F A _
oo Z=g & 7Y =}
e o e SIS . OfAl: 1111 / JAN. 05, 2018
2o & TR BHI|= U Not 1 1 o xz -
’(*DMFO.J %*T—% ZIE2 AP j:l-_7i ot applicable (& 2 58, 726 B9 e =
% Attached, if necessary : approved product information v ol o = _ — = -
HSBM 220l et o 2 BA o WMo sopies w4 K BT A BRUEE, Ahwe AFYR) 2 ()
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Certificate of DMF Registration Y59 E 55(DMF) SHA|

No. of Certificate : Al2H Xt5EO %—w-g /_\1 gji_; ]
- SEsad Se(EUAE B 37
TUstA S=(sHAE a4 she) =7t

E Exporting (certifying) country : Republic of Korea
Importing (requesting) country : ZZM HELMSAIAE XHS20)

The Ministry of Food and Drug Safety certifies that following
drug substance has been registered to be manufactured Zmported)
under the Pharmaceutical Affairs Act. Attached is the registration|
license that has been issued to the applicant of the drug substance.

* HZ/4Y TR0 et QEEAIE B8 3

0 Applicant )
- Name: - AT
O Manufacturer o AZxA}
- Name: A
- Address: - A A

0 The Generic Name of Drug Substance: &=°|%&2

Attachment HE
AttaF:hed form #17 of th'e'Regulation on Safety of Pharmaceuticals, etc. olopE So] ohde] BE FH, (3F) BA A17E A4
(Ordinance of the Prime Minister)

x ot HOIX|O SO7IES F4 =3




o Drug Substance Registration License . BRo%E S&S
DMF Registration No.x #Zo|otE SE5Z1 st Y22z 7| H| k=4
Name of Representative Date of Birth My A A gl
Applicant Name Registered No. Al QL HE(H)ao| HE ASTHAAD)HS
Address R EICTEEIIESES
Name Manufacturing Country PEPS R M ==
Tel No. Sl =
Manufacturer N Hetdle
Address Mz
Mz=ao| aMX|(2Ate] 2/ X|)
Manufacturer's Representative (e-mail) ME20 Mol XHHMAISHES)
Route of administration(Final Product) [ ] Manufacture [ 1 Import
| & So{HZ(HA) LES [ 15y
Generic Name
Name . ol utoy
Chemical Name CAS No. o4 & o
staty CAS No.
A Physical Properties
ppearance . ) S2|x EN
Chemical Properties M A 228 54
et £y
ltems page number
1. Data for each of the following items on the manufacturing site of the o= R
drug substance 1. glBolorEe| MEA0 B Cig 2 2ol Mz
1 (1 i _ _
a. Rfafgrsor/&cthe facilities pursuant to Article 31 (1) of the Pharmaceutical S ToRARY | HM31ZA13lol 2 AlMol mEH X2
b. Data demonstratm that implementation status of each product meets LI, ZE5EH2 MAIAEO0| TolekZ So| obXof zbst H&l, HWE 1929 &
g\r e><c%3e2 f th HMarlw,[fa cturin frtacn(f:ephfor Drugt %Jbsta%nces n ZojorE Mz o EZXZ|J[F0| AL} 0|9} 2 = ojaUS =W
ex of the Regulation on Safety o armaceuticals, etc., or a . T 58 T3 = = =
o RO e of maeuradtd SUrsuant to Aol 4 09%A cene ste A2 =& 22 73 H4xM1gM 457150 wE =S EAM
ata Sgd= = , _
Requirements | 2. Data for each of the following items on the ingredients, name and =5 2. AlBo|otEol ME - WAI M=o st chs 24 Fo| XE
manufacturing method of the drug substanc . _
7t =e|Etetd S41F ob-Mof #Ek AtE
a. Data on physicochemical properties and stability - - -
L Mg, ZE, 87 2 Feae FosE Sol BE Xtz
b. Data on the manufactunng methods, packaging, containers, cautions in
handling, etc Cf. IZolobEo| AHMAA, 2AMuH 2 AIZE Bof Sof e AR
c. %aeteaso?geﬁ'[esrt|lj|sc§ée é)fcanalyss of drug substances, analytical procedures, 2l Al8l® g Eo|okE(AlZo|otZolM A Alo| ZAZAIS 9|5t0] Eds|
sttt eldst= 4 ollgt siegtct)
d. Drug substances for investigational use (as applicable only when deemed
necessary for quality test by the Minister of Food and Drug Safety)
Mgk gl ALE7|ZH
Storage Condition and Shelf Life N
Other Remarks DIFQFA}E% K{L{{L’EEQHI%@ . §1F3§Ft;1l4u22§ﬂ4§2% orgl %ﬁ% ;%2I okdol| &5k &, HM1ex=H1g
Th|s certifies that the dru substarzce is re? itered or the ré:nstr?tmn is ugdated as above pursuant 3 M17ZEM 3ol wat et 2ol SE(HESS)RES YL
to the provisio s of A 351 3) and Article 4 harmaceuncal Affairs Act ' 2 ol
and Article 16 (1) and 17 (3) of the Regula’uon on Safety of Pharmaceuncals etc. = = =
20 . . . < DMF 5% ¢3dXt #7| | \ o ]
Al Z o| ok o} & %] & 20
The Minister of Food and Dr fet TETTaEeuAe A
o Ministe ¢ and PrUe SEEY moixiol soistEs ey 4w
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HU@iasA 2 oo, HdEW mF d9), FEeH A A RiEA
B A ARE F1 vt
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EUAY TSkl Alte] A8EE A9, Y HEHE, F59,
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