Issuance Registration No.

11-1471057-000120-10

2020 Drug Approval Report

April, 2021

Ministry of Food and
Drug Safety

Director for Approval Management






Contents

1. General Information on Drug Approval/Notification Status (Overall)

in 2020 ............................................................................................................... 1
11 General Information ............................................................................................ 3
12 ADDrOVal Of NeW DrUgS .................................................................................. 1’7
13 ADDrOVal Of Orphan DrUgS .............................................................................. 28
1.4. Approval and Notification Status by Major Therapeutic Class and
ClaSSiﬁcatiOH Code ............................................................................................ 32
2. Approval Status of Drugs (Chemical Drugs) e, 39
21 ADDrOVal Status Of NeW DrUgS .................................................................... 43
22 ADDrOVal Status Of Orphan DrugS ................................................................ 55
2.3. Approval Status of Incrementally Modified Drugs ooeeeemeeeeeeeseeemnnnne. 58
2.4. Approval Status of Drugs Requiring Data Submission ««reseeeeemseeeeseeeeenenns 66
3. Approval StatUS Of Biopharmaceuticals .................................................. 93
31 ADDrOVal Status Of BiologiCS ......................................................................... 97
3.2. Approval Status of Recombinant Protein Products :sseeeeeermmereeemeenennes 103
33 ApprOVal Status Of Cell Therapy PrOdUCtS ............................................ 113
4. Approval Status of Herbal Medicinal Preparations ceeeeseseeeeeeseeeeeens 117

4.1. Approval Status of Herbal Medicinal Preparations as ETC Drugs - 121
4.2. Approval Status of Herbal Medicinal Preparations as OTC Drugs - 122

4.3. Approval Status of Herbal Medicinal Preparations Requiring Data
SmeiSSion ........................................................................................................ 122

4.4. Approval Status of Active Pharmaceutical Ingredients and Herbal
Substances ........................................................................................................ 125

[Appendix] Information on Departments Responsible for Pharmaceutical
Petitions, EtC. .................................................................................... 127



Table
Table

Table

Table
Table
Table
Table

Table
Table

Table

Table

Table
Table
Table

Table
Table

Table

2-2.

2-3.
3-1.
3-2.

10.
11.

12.
13-1.

13-2.

Contents of Tables

Outline of Drug Approval/ Notification Status (2017-2020) - 4
Number of Drug Approval/ Notification by Year (Excluding
Herbal SUDSEANCE) v+ sssssereesssssssssssssssssssssssssssss s 6
Number of Drug Approval/ Notification by Year (Including
Herbal SUDSEANCE) ww+++++sssereessssssssssssssssssssssssssssssssssssssss s 6
Number of Herbal Substance Notification by Year :weoeeeeeeeeeee 7
Drug Approval/ Notification Status by Institution in 2020 - 9
Outline of Drug Approval and Notification Status in 2020 - 9
Details of Drug Approval and Notification Status by Regional
OFFiCES i1 20D() +ereererererermrmsesmsnsesesesesssssessts s sae s s snnsanas 10
Status of Manufactured and Imported Drugs in 2020 «eeeeeeee 11

Details of Drug Products and Active Pharmaceutical Ingredients
Approval/ Notlflcatlon in 2020 ........................................................ 12

Classification of Chemicals, Biopharmaceuticals and Herbal

Medicinal Preparations Among Drug Products in 2020 -« 12

Classification of New Drugs, Drugs Requiring Data Submission

and Generic Drugs Among Drug Products in 2020 «eeeeeeeeeeeee 13
Items Approved by the Headquarters in 2020 (Drug products) -- 14

Overview of Drug Approvals in 2020 «ereeesersessssssssssssssissisisns 15
Number of Approval (Notification) by Drug Type (2012-2020) (Including
Revoked and Withdrawn Ttems) «+----sssssseeesssssussssssssssssssssssssssssssssssnee 16
Approval Status of New Drugs in 2020 sssssssssssssssssssseseceeee 17

Approval Status of Chemical, Biopharmaceuticals and Herbal
Medicinal Products as New Drugs by Year (2010-2020) (Including
ReVOked and Wlthdrawn Items) .......................................................... 18

Approval Status of New Drugs by Year (2010-2020) (Including
ReVOked and Wlthdrawn Items) ............................................................ 19



Table

Table

Table

Table
Table

Table
Table

Table

Table

Table

Table

Table

Table
Table
Table
Table
Table
Table

14.

15.

16.

17.
18.

19.
20.

21.

22.

23.

24.

25.

26.
27.
28.
29.
30.
31.

Therapeutic Class of New Drug Approvals by Year (2010-2020)
(Including New Drugs that is Revoked, Withdrawn or with a
Post- Approval Change) ............................................................................. 20

2020 New Drug Approval List (Including New Drugs with a
Post-Approval Change such as Removal from Orphan Drug List) -- 22

List of New Drugs Developed in Korea (1999-2020) (Including

WiRATaWn THemis) w-+ s wersssseersssserssssssssssssssssisss s 27
Approval Status of Orphan Drugs in 2020 s 8
Approval Status of Orphan Drugs by Year (2010-2020) (Including
Revoked and Withdrawn Ttems) « -swesssssessssssessssssssssssinsssssnissane. 729
Ingredients of Newly Designated Orphan Drugs in 2020 - 30
Number of Approved and Notified Items by Therapeutic Class

in 2020 (Including Revoked and Withdrawn Items) ««-weeeeeeeseeseeeeees 32
Single (assification Number of Top 5 Approved Items (2015-2020) (Including
Revoked and WIthArawn Ttemmg) -+« +-+sssssssseessssssssessssssssssssssssssisinssssssinssons 34

Approval and Notification Status of Drug Products by Major
Therapeutic Class 11’1 2020 .................................................................. 36

Approval Status of Pharmaceutical Drugs (Chemical Drugs) by
ReVieW Type ln 2020 .......................................................................... 41

Approval Status of Manufactured/Imported New Drugs
(2014-2020) (Chemuical Drugs) « - swesssseeeesssssssmsssremssesseisssiniennes 44

Approval Status of New Drugs by Drug Classification Code
(2014-2020) (Chemical Drugs) «-sswwwesseresssssssesssssssmmsssssinisssiesnaes 45

Approval Status of New Drugs in 2020 (Chemical Drugs) -« 51
Approval Status of Orphan Drug in 2020 (Chemical Drugs) -- 56
Type of Incrementally Modified Drugs in 2015-2020 ««eeeeeeeeeee: 59
List of Incrementally Modified Drugs (2009-2020) --«-xeeeeeeeeeeeeeeee 61
Approval Status of Drugs Requiring Data Submission in 2020 67

Approval Status of Drugs with New Salt or New Isomer that
Require Data Submission 11’1 2020 .................................................... 68



Table

Table

Table

Table

32.

33.

34.

35.

Approval Status of Drugs in New Therapeutic Class that
Require Data Submission 11’1 2020 .................................................... 76

Approval Status of Drugs with New Composition that Require
Data Submission 1n 2020 .................................................................... 77

Approval Status of Drugs with Changes in Strength of Active
Substances that Require Data Submission in 2020 «wweeeeeeeeeeeees: 86

Approval Status of Drugs with New Dosage/Mode of
Administration that Require Data Submission in 2020 -« 88

Approval Status of Drugs with New Dosage Form (Same Route
of Administration) that Require Data Submission in 2020 - 89

Approval Status of Biopharmaceuticals by Review Type in 2020

......................................................................................................................................... 95
Approval Status of Biopharmaceuticals in 2020 ««eeeeeeeseeeseseeeeee: 96
Llst Of Approved BiOIOgiCS ln 2020 .............................................. 100

47.

48.

49.

List of Approved Recombinant Protein Products in 2020 - 108
List of Approved Biopharmaceuticals (Biosimilars) (2012-2020) --- 111
List of Approved Cell Therapy Products (2001-2020) -««eeeeee 113
Approval of Herbal Medicinal Preparations by Review Type in 2020

..................................................................................................................... 120

Approval Status of Herbal Medicinal Preparations in 2020 --- 121
Approval Status of Drugs Requiring Data Submission in 2020

Approval Status of Drugs with New Composition that Require
Data Submission 1n 2020 .................................................................. 124

Approval Status of Drugs with Changes in Strength of Active
Substances that Require Data Submission in 2020 ««eeeeeeeeeeeeees: 124

Approval Status of Herbal Medicinal Preparations in 2020

(Active Pharmaceutical Ingredients and Herbal Substances) ----125

Information on Departments Responsible for Pharmaceutical
Petitions, EtC (AS Of Aprll 2021) ..................................................... 127



Figure

Figure

Figure

Figure

Figure

Figure

Figure

Figure

Contents of Figures

1-1. Number of Drug Approval and Notification (2010-2020)

(Excludlng Herbal SubstanceS) ............................................................... 7
1-2. Number of Drug Approval and Notification (2010-2020)
(Including Herbal Substances) s, 8
Approval (Notification) Status of Drugs by Drug Type
(2012_2020) ............................................................................................... 16
Approval Status of New Drugs by Year (2010-2020) (Including New Drugs
that is Revoked, Withdrawn or with a Post-Approval Change) «==««=««=+=s==: 21
Approval Status of Orphan Drugs (2010-2020) «wereeeeeereeereseeeeeee: 29

Ratio of Approval (Notification) Cases Classified by Major
Therapeutic ClaSS ln 2020 ................................................................... 33

Ratio of Approval (Notification) Cases of Drugs by Drug
Therapeutic ClaSS by Year (2011_2020) .............................................. 34

Approval Status on Incrementally Modified Drugs by Acceptance
Criteria and by Type (2009_2020) ..................................................... 60






(General Information on
Drug Approval/Notification
Status (Overall) in 2020







1. General Information on Drug Approval/Notification
Status (Overall) in 2020

This 2020 Drug Approval Report is issued to support the
systematization and efficiency of the establishment/enforcement of
related regulations and drug approval/notification, along with
product development by sharing the approval/notification status of

all drugs in line with the 2019 Drug Approval Report.

1.1. General Information

In 2020, a total of 3,496 items were approved and notified as shown
in Table 1, which include chemical drugs, biopharmaceuticals and
herbal medicinal preparations. The total number of items decreased by
43.5% compared to the previous year (2,691 items), and in particular,
the number of approved and notified items for manufacturing decreased
sharply by 45.0% (2,712 items). This seems to be the result of the
decrease in the number of generic drug approvals/notifications, which
had sharply increased in 2019 due to the submission of consigned
co-bioequivalence test data. The number was increased by 1.4 times

from the previous year, 2018.



Table 1. Outline of Drug Approval/ Notification Status (2018-2020)

(Unit: number of items)

3 Drug Drug product
Year | Total lapproval Notifica-| Head— | Redional NSRSV P Drug substance Herbal 90
%P tion fquarters  gffice PO oroduct 259 sustances|Prescred. OTC

substances)

2,319 1,177 73§ ) 7%8 3 3203 1 7§ 3,229 69 198
(66.30/0) (33_70/0) (21 1 /0) (789 /0) (9151 /o) (49 /o) (9240/0) (2_00/0) (5.70/0)

- 2525 - T4
0 | 3496 | excluding herbal | excluding herbal | excluding herbal | excluding herbal
substances (198)| substances (198) | substances (198) | substances (%) (782%) | (218%)

2315 983 734 2,564 | 3,125 173 o o
(70.2%)  (29.8%) | (22.3%)  (77.7%) | ©94.8%) = (5.2%) 97.9%  2.1%

3691 1 2496 | 629 5558 | 6,035 152 | 4,809 71 1,307
(59.7%) | (40.3%) | (102%) | 858%) | (975%) @ (25%) | T77%) i (12%) = (21.1%)

excluding herbal | excluding herbal excluding herbal | excluding herbal 4139 ¢ 670
19 187 substances substances 9 g hert ’
6, (1307) (1307) substances (1307)| substances (%) 1% | (139

3684 1,196 | 622 425 4728 152 o o
(75.5%)  (24.5%) | (12.7%) © (87.3%) | (96.9%) | (3.1%) 985%  1.5%

1,379 1,103 | 397 | 2,085 | 2,360 @ 122 | 2,046 75 361

(556%) | (44.4%) | (160%) | (84.0%) | (95.1%) | (4.9%) | 824%) | (3.0%) (14.6%)

18 | 248 excluding herbal | excluding herbal | excluding herbal | excluding herbal 1514 52
substances (361)| substances (361) | substances (361) | substances (%) (740%) | 260%

1,378 1 743 396 1,725 1,999 122 5 o
(65.0%) | (35.0%) | (18.7%)  (81.3%) | (942%) | (58%) 96.5% | 3.5%

= Excluding drugs for export (122 items), including revoked and withdrawn items and herbal substances

Among the total items (3,496 items), approved items accounted for
66.3% (2,319 items) and notified items accounted for 33.7% (1,177 items).
While 21.1% (738 items) were approved and/or notified by the eadquarters,
78.9% (2,758 items) were approved and/or notified by regional offices.
This shows that the number of approved and notified items decreased
in 2020 compared to 2019.

Domestically manufactured and marketed items accounted for 95.1%
(3,323 items), whereas imported items only accounted for 4.9% (173
items). Drug products, active pharmaceutical ingredients, and herbal
substances accounted for 92.4% (3,229 items), 2.0% (69 items), and
5.7% (198 items) respectively, which shows that the number of drug
products and herbal substances decreased, while the number of

imported items and active pharmaceutical ingredients was similar to



those in the previous year.

Drug products (97.9%) made up a significantly larger percentage than
active pharmaceutical ingredients (2.1%) excluding herbal substances.
Among the drug products (3,229 items), ethical-the-counter (ETC)
drugs amounted to 78.2% (2,525 items) while the over-the-counter
(OTC) drugs reached 21.8% (704 items).

As in 2019, domestically manufactured and marketed items took the
largest share among the items approved and notified in 2020. The
number of approvals and notifications of domestically manufactured
and marketed items (excluding herbal substances) increased significantly
in 2019 (4,728 items) compared to 2018 (1,999 items), the number
decreased by 33.9% in 2020 (3,125 items) compared to the previous
year. This 1s understood to be the effect of the decrease in the
number of approved or notified generic drug submitted with the
consigned(joint) bioequivalence test data.

In the case of notified items (excluding herbal substances), as a
result of the introduction of the GMP pre-audit of OTC drugs on July 1,
2009, the number of notified items (753 items) in 2011 significantly
decreased to almost half as compared to that of 2010 (1,530 items) and
there has been no significant change. However, it increased by 1.7
times (453 items) in 2019 and decreased by 17.9% (213 items) in 2020
compared to 2019 by the decrease in the number of generic drugs.

The number of approval and notified items for herbal substances was
194 in 2020, which decreased by 85.2% (1,113 items) compared to 1,307
items in 2019, because of a decrease in the number of items by the

notification from new drug manufacturers.



Table 2-1. Number of Drug Approval/ Notification by Year (Excluding Herbal

Substance)

(Unit: number of items)

Category| 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020
Approval | 614 | 853 | 831 | 1,423 | 1,811 | 2,110 | 2,030 | 1,306 | 1,378 | 3,684 (%263213)
(Yeer ) 38.9% -25% 71.2% 27.3% 16.6% -3.8% -35.7% 5.5% 167.3% -37.2%
increase, %9

Notification| 1,530 | 753 | 687 | 787 | 1,118 | 904 | 815 | 798 | 743 | 1,196 (23%3;/)
(Yeer : -50.7% -8.7% 14.6% 42.1% -19.1% -9.8% -2.1% -6.9% 61.0% -17.8%
increase, %9

Total | 2,144 | 1606 | 1,518 | 2210 | 2929 | 3,014 | 2,845 | 2,104 | 2,121 | 4,880 | 3,298
(Yeer : -25.0% -54% 456% 325% 29% -56% -26.0% 8.1% 130.1% -32.4%
inrease, %49

* Excluding drugs for export and herbal substances, including revoked/withdrawn items

Table 2-2. Number of Drug Approval/ Notification by Year (Including Herbal

Substance)

(Unit: number of items)

Category| 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020
Approval | 618 | 853 | 835 | 1423 | 1,811 | 2,110 | 2,036 | 1,315 | 1,379 | 3,691 (§é3313)
(Yeer-omyem 38.0% -2.1% 70.4% 47.3% 16.6% -3.5% -354% 4.9% 167.7% -37.2%
inease, %9
Notification| 3479 | 7,269 | 3898 | 973 | 1,296 | 2,813 | 1,792 | 1,209 | 1,103 | 2,49 (31:;177;)
ﬁm“fa/a 107.8% —46.3% -75.0% 33.2% 117.1% -36.3% -32.5% -8.8% 126.3% -52.8%
Total | 4,115 8,122 | 4,733 | 2,396 | 3,107 | 4923 | 3,828 | 2,524 | 2,482 | 6,187 | 3,496
(Year-amyem 97.4% —41.7% -49.4% 29.7% 584% —-22.2% ~34.1% —-1.7% 149.3% -43.5%
increase, %9

* Excluding drugs for export, including revokedVwithdrawn items



Table 2-3. Number of Herbal Substance Notification by Year

(Unit: number of items)

Category 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020
Herbal

1,967 6,516 (3,211 | 186 | 178 | 1909| 983 | 420 | 361 | 1307 | 194
substances

(Year-on-year inorease,

%

231.3% —50.7% —94.2% —4.3% 972.5% —48.5% —57.3% —14.0% 262.0% -85.2%

Entire notified
items
including herbal
substances

3,497 | 7,269 | 3,898 | 973 | 1,296 | 2,813 | 1,792 | 1,209 | 1,103 | 2,496 | 1,177

= Excluding drugs for export, including revoked/withdrawn items
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Figure 1-1. Number of Drug Approval and Notification (2010-2020) (Excluding

Herbal Substances)
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Figure 1-2. Number of Drug Approval and Notification (2010-2020) (Including

Herbal Substances)

To analyze the approval and notification of medical products in 2020
in detail, the number of items approved by regional offices was 1,582
(68.3%) out of 2,315 approved items in total, which was about 2.2 times
more than the number of items approved by the headquarters, which
was 733 (31.7%) (Refer to Table 3-1).

This means that the number of generic drug approvals, which are
subject to the approval of regional offices, was relatively higher than
that of drugs requiring data submission to the headquarters. In
addition, 98.7% of 1,582 drugs approved by regional offices were

manufactured items (1,562 items) (Refer to Table 3-2).



Table 3-1. Drug Approval/ Notification Status by Institution in 2020

(Unit: number of items)

Category Total Head—quarters Regional office
Approval 2,315 (100%) 733 (31.7%) 1,582 (68.3%)
Notification 983 0 983
Herbal
198 4 104
substances
Total 3,496 (100%) 737 (21.1%) 2,759 (78.9%)

= Excluding drugs for export (122 items), including revoked and withdrawn items and herbal

substances

Table 3-2. Outline of Drug Approval and Notification Status in 2020

(Unit: number of items)

Domestically manufactured ,
, Imported (173 items)
(3,125 items)
Head-quarters Head-quarters
Approval (576) Approval (97)
(ZE 157) (2,135) |Regional office (EJ; (117) Regional office
776% | 1.559) _ 9022% _@0)
Drug ’ Notification |Regional office| Drug ' Notification |Regional office
product (272) (272) product (1) (1)
(3,101) Head-quarters| (128) Head—quarters
99.2% Approval (39) 74.0% Approval ©)
(?3343 (40) Regional office (()12? ©) Regional office
20 4% F—— ) 9.8% m— 0
: Notification |Regional office : Notification |Regional office
(654) (654) 7) @)
Head—-quarters
. Approval 9) . Approval |Head—quarters
Active , , Active
Pharmaceutical () Regional office Pharmaceutical ©) ©)
Ingredient @) Ingredient
(24) o Head—-quarters (45) - . .
0.8% Notification . (0) . 6.0% Notification |Regional office
’ (13) Regional office ’ (36) (36)
(13)

= Excluding drugs for export (122 items) and herbal substances (198 items),
and withdrawn items

including revoked

According to approvals and notifications by regional offices, the

Gyeongin Regional Office handled the most items (40.5%, 1,116 items)
among the total, followed by the Daejeon Regional Office (30.2%, 835



items) and Seoul Regional Office (15.5%, 428 items). Most of the
approvals and notifications (86.2%) were handled in the Gyeongin,
Seoul and Daejeon regional offices and most of the herbal substances
were handled by the regional offices in Seoul (37.1%, 72 items), Daegu
(21.1%, 41 items), Gwangju (20.6%, 40 items) and Daejeon (18.6%, 36
items) (Refer to Table 4).

Table 4. Details of Drug Approval and Notification Status by Regional Offices in 2020

(Unit: number of items)

e Herbal
Category Approval Notification Total
substances
_ 744 367 5 1,116
Gyeongin
(47.0%) (37.3%) (2.6%) (40.4%)
216 140 72 428
Seoul
(13.7%) (14.2%) (37.1%) (15.6%)
_ 443 356 36 835
Daejeon
Regional (28.0%) (36.2%) (18.6%) (30.2%)
office . 114 79 40 233
Gwangju
(7.2%) (8.0%) (20.6%) (8.4%)
14 16 41 71
Daegu
(0.9%) (1.6%) (21.1%) (2.6%)
51 25 0 76
Busan
(3.2%) (2.5%) (0%) (2.8%)
1,582 983 194 2,759
Total
(100%) (100%) (100%) (100%)

= Excluding drugs for export (122 items), including revoked and withdrawn items and herbal

substances

Analyzing the status of manufactured and imported items of approved

and notified items, the approved items took the higher proportion. In

the case of manufactured items, there were more approval items (65.9%)



than notified items (34.1%) by 31.8% and, in the case of imported items,

approved items (74.6%) exceeded notified items (25.4%) by 49.2% (Refer

to Table 5).

Table 5. Status of Manufactured and Imported Drugs in 2020

(Unit: number of items)

Category Total Manufactured Imported
A | 5419 2,190 129
rova ,
PP (65.9%) (74.6%)
L 1,133 44
Notification 1,177
(34.1%) (25.4%)
3,323 173
Total 3,496
(100%) (100%)

= Excluding drugs for export (122 items), including revoked and withdrawn items and herbal
substances

According to an analysis of approved/notified drug products and
active pharmaceutical ingredients, 71.1% (2,295 items) of drug products
were approved, while only 29% (20 items) of active pharmaceutical
ingredients (excluding herbal substances) were approved and the

remaining 71% (49 items) were notified items (Refer to Table 6).



Table 6. Details of Drug Products and Active Pharmaceutical Ingredients

Approval/ Notification in 2020

(Unit: number of items)

Active Drug Active Drug
Ingredient Ingredient
Category Total Drug product (including herball(excluding herbal
substances) substances)
A | 5319 2,295 24 20
rova ,
PP (71.1%) (9.0%) (29.0%)
e 934 243 49
Notification 1,177
(28.9%) (91.0%) (71.0%)
3,229 267 69
Total 3,496
(100%) (100%) (100%)

* Excluding drugs for export (122 items), including revoked/withdrawn items

Analyzing the types of drugs among the (approved/notified) drug
products, chemical drugs accounted for the majority (92.5%, 2,986
items), herbal medicinal preparations accounted for 6.4% (206 items),

and biopharmaceuticals accounted for 1.1% (37 items) (Refer to Table 7).

Table 7. Classification of Chemicals, Biopharmaceuticals and Herbal Medicinal
Preparations Among Drug Products in 2020

(Unit: number of items)

Category | Total” | Chemicals? Biopharmaceuticals® Hgiggggﬁgfg%al
2,987 37 205
Drug product 3,229 (92.5%) (1.1%) (6.4%)

1) Excluding drugs for export (122 items), including revoked/withdrawn items
2) Out of 2,989 items, 665 items were approved by the headquarters.

3) All items were approved by the headquarters.

4) Out of 205 items, 13 items were approved by the headquarters.

Among drug products, the following drugs were approved and
generic drugs constituted the majority: new drugs including new
orphan drugs (1.7%, 33 items); orphan drugs except new drugs (0.7%,
24 items); drugs requiring data submission (11.1%, 359 items); and
generic drugs, etc. (87.1%, 2,813 items). Among the drugs requiring

data submissions, 6 combination drugs developed by changing the



active substance or compounding ratio were approved as incrementally

modified drugs because an improvement in their efficacy and/or

usability was recognized (Refer to Table 8).

Table 8. Classification of New Drugs, Drugs Requiring Data Submission and

Generic Drugs Among Drug Products in 2020

(Unit: number of items)

~ Orphan Drugs requiring
o New drugs§ drugs data submission Others
.@.- Hg.rblalI
o D medicina
g TYPe | New Omhan grppan requiting PIEPAIEIONS (Hoad- (Regional
! :
2 drugs drugs drugs submaisasion mr:eedrit():?r!e quarters): offices)
books
Chemicall 28 0 14 6 326 - 2017 232"
g 9
& Biopharma
- —oeuté)cal 1 4 10 22 - - )
3 37
% Herbal
2 medicinal
preparations 5 8 - e
205
3)
5 3’2291) 29 4 o4 6 353 8 291 2514
B (100%) | g9 (109 O7% 359 (1149 2,813 (87.1%)

1) Excluding drugs for export (122 items), including revoked/withdrawn items
2) 33 items were new drugs approved in 2020, except post-approval change in new drugs (7 items)
(Refer to Table 15).
3) New drug ingredients designated as both orphan drug and new drug (designated by re-review).
4) Special dosage forms, generic drugs for narcotic drugs, and items that exempt safety and efficacy
review, etc.
5) Standard manufacturing items and generic drugs (excluding special dosage forms and narcotic drugs)
6) Excluding drugs for export



In addition, most of the drug products approved by the headquarters
were chemical drugs (665 items, 93.0%). Regarding chemical drugs and
herbal medicinal preparations, manufactured items made up most of
the approvals, but in the case of biopharmaceuticals (37 items),

imported products accounted for a higher ratio (78%) (Refer to Table 9).

Table 9. Items Approved by the Headquarters in 2020 (Drug products)

(Unit: number of items)

Type Total Manufactured Imported
Approval by the
headquarters 715 615 100
(drug products)
Chemicals 665 (93.0%) 594 71
Biopharmaceuticals 37 (5.2%) 8 29

Herbal medicinal
, 13 (1.8%) 13 0
preparations

= Excluding drugs for export, including revoked/withdrawn items

Among drug products, the approval status of ETC drugs and OTC
drugs was as follows: ETC drugs were 78.2% (2,525 items), which was
an approximately 3.5 times higher approval rate than OTC drugs
(21.8%. 704 items). In addition, the number of approved drug products
was approximately 2.5 times higher than the number of notified items
(Refer to Table 10).



Table 10. Overview of Drug Approvals in 2020

(Unit: number of items)

Category Total Prescribed OTC
3,229 2,525 704
Drug product
(100%) (78.2%) (21.8%)
A | 2,295 2,252 43
rova
PP (100%) (98.1%) (1.9%)
L 934 273 661
Notification
(100%) (29.2%) (70.8%)

* Excluding drugs for export (122 items) and herbal substances (198 items), including revoked and
withdrawn items

According to the annual trends of item approvals and notifications
above, the numbers of approved/notified items by drug type were
similar in 2017 and 2018, but the total number of approved and
notified items sharply increased by 2.5 times (6,187 items) in 2019
compared to 2018. And the total number decreased by 1.8 times in
2020 compared to 2019 by the decrease in approved and notified drug
products and herbal substances.

To be specific, 2,525 items of ETC drugs were approved in 2020, a
decrease of 39.0% compared to 2019 (4,139 items). In the case of
herbal substances, 198 items were approved in 2020, a decrease of
84.9% compared to 2019 (1,307 items). On the other hand, 704 OTC
drugs were approved in 2020, an increase of 5.1% compared to 2019
(670 items). The number of approvals and notifications of active
pharmaceutical ingredients was similar to that of 2019 (Refer to Figure

2 and Table 11).



Table 11. Number of Approval (Notification) by Drug Type (2012-2020)

(Including Revoked and Withdrawn Items)

(Unit: number of items)

Category 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020

ETC drugs 1,002 | 1,669 | 2090 | 2289 | 2280 | 1,573 | 1,514 | 4,139 | 2,525

(Year-on-year inorease, %9 66.6% 252% 95% -0.4% -31.0% -3.8% 173.4% -39.0%

OTC drugs 406 427 726 626 481 476 532 670 704

(Year-on-year inorease, %49 52% 70.0% -13.8% -232% -1.0% 11.8% 259% 5.1%

Active

pharmaceutical 110 114 13 99 84 95 75 71 69

ingredients

(Yearon-year inorease, %49 3.6% - 09% -124% -152% -34.5% 36.4% -53% -2.8%

Herbal substances| 3,215 | 186 178 | 1,909 | 983 420 361 1,307 | 198

(Yeaonyeer inveess, %) —94.2% — 4.3% 972.5% -48.5% -57.3% —-14.0% 262.0% -84.9%

Total

4733 | 2,396 | 3,107 | 4923 | 3,828 | 2,524 | 2,482 | 6,187 | 3,496
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Figure 2. Approval (Notification) Status of Drugs by Drug Type (2012-2020)



1.2. Approval of New Drugs

A total of 40 new drug items were approved in 2020, including 34
chemical drugs (5 manufactured items and 29 imported items) and 6
biopharmaceuticals (6 imported items). For the number of ingredients
in these new drugs, 20 new ingredients were approved including 16
ingredients from chemical drugs and 4 ingredients from biopharmaceuticals
(Refer to Table 12, and refer to Table 15 for the complete list of new drugs).

It was found that imported items still comprised most of the new
drugs with 87.5%.

Table 12. Approval Status of New Drugs in 2020
(Unit: number of items)

Total
; Biopharma- Herbal medicinal
Category | [number of Chemicals ceputlcals oreparations
ingredients]
40" (100.0%) 342 6 0
Total
[20 (100.0%)] [16] (4] [0]
Manufactured 5 (12.5%) 5 0 0
2 (10.0%)] [2] [0] [0]
Imported 5 (87.5%) 29 6 0
g [18 (90.0%)] [14] 4] 0]

1) Out of 40 items, there were 2 items designated as both orphan drug and new drug.

2) Chemical drugs newly approved in 2020 were 33 items, and the items designated as new drugs
according to the post-approval change were 7 items (Refer to Table 15).

Based on the current status of new drug approvals after 2010, the number
of new drug approvals averaged 32 per year over the past 11 years.
Approvals of new drugs have been slow since 2016, but more new
drugs were approved than the average from 2019 to 2020 (Refer to
Table 13 and Figure 3).

According to the ratio of imported items among new drugs approved

in 2020, imported items and manufactured items accounted for 87.5%



and 12.5%, respectively, which shows that the introduction of imported

drugs to the domestic market still influences the total number of new

drugs. As for the number of ingredients, imported and manufactured

items accounted for 90.0% and 10.0%, respectively, which shows that

most of the new substances introduced to the domestic market in 2020 were

imported items. New drugs developed in Korea have been steadily

approved by 1 or 2 items each year (5 items in 2015) and a visible development

outcome was seen with 5 items in 2015. However, the approval of new drugs

developed in Korea faltered in 2019 and 2020 with no approved items.

Table 13-1. Approval Status of Chemical, Biopharmaceuticals and Herbal Medicinal
Preparations as New Drugs by Year (2010-2020)

(Including Revoked and Withdrawn Items)

(Unit: number of items)

Category | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020

No. of Approved|  yg | g | 47 | 23 | 49 | 34 | 25 | 20 | 15 | 3 |
[tems

(Number of new

arug ingredients (26) (22) (14) (15) 27) (19 (10) (18) (12) 1) (20)
New drugs

Q | developed | 1 2 2 1 1 5 1 1 2 0 0

<3D in Korea

g_; Mendadured| 3 8 3 3 3 6 2 1 2 4 5
Imported | 43 17 10 13 38 18 19 16 9 24 29
g New arugs d

S | evelood 0 0 0 0 0 0 0 1 0 0 0

S 2 | inKoea

5 3

& |Vendadued| 0 0 0 0 0 1 0 0 0
C

& | Imported | 1 6 8 10 4 11 4 7 6

:|> T

S & |Mruecued| 0 0 0 0 0 0 0 0 0 0 0
O

S 5

@ D

S S| Imported | 2 0 0 1 0 0 0 0 0 0 0

1) The number of new drugs approved in the corresponding year including items designated as new drugs

according to the post-approval change (6 chemical drugs and 1 biopharmaceutical drug)

2) In the case of new drugs developed in Korea, items with several strengths are indicated as one item.

3) The number of manufactured and marketed items includes the number of drugs developed in Korea.



Table 13-2. Approval Status of New Drugs by Year (2010-2020)

(Including Revoked and Withdrawn ltems)

(Unit: number of items)

Category | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020

Manufactured| 3 8 3 3 3 6 2 2 2 4 5
(11.7%) (6.1%) | (25.8%) | (17.6%) | (13.0%) | (6.1%) | (17.6%) | (8.0%) | (6.9%) |(13.3%)|(11.4%)|(12.5%)

Imported | 46 23 14 20 46 28 23 27 13 31 35
(88.3%) | (93.9%) | (74.2%) | (82.4%) | (87.0%) | (93.9%) | (82.4%) | (92.0%) | (93.1%) | (86.7%) | (88.6%) | (87.5%)

No. of
items

49 31 17 23 49 34 25 29 15 35 40

According to an analysis of new drug approvals since 2010 by drug
therapeutic class, 19 nervous system drug items in 2010, 6 urinary
reproductive organ drug items (3 ingredients) in 2011, 6 anticancer
drug items (four ingredients) in 2012, 6 antidiabetic drug items (3
ingredients) in 2013, 16 nervous system drug items (5 ingredients) in
2014, nervous system drugs (3 ingredients) and antidiabetic drugs (4
ingredients) in 2015, 14 anti-tumor drug items (7 ingredients) in 2016,
11 anti-tumor drug items (5 ingredients) in 2017, 4 other chemotherapy
drug items in 2018 (2 ingredients), 13 anti-tumor drug items (5
ingredients) in 2019, and 13 anti-tumor drug items (6 ingredients) in
2020 took the largest proportion, respectively. In order from largest to
smallest, the accumulated numbers of new drug approvals for the past
10 years were anti-tumor drugs (72 items), nervous system drugs (56

items), and antidiabetic drugs (32 items) (Refer to Table 14).



Table 14. Therapeutic Class of New Drug Approvals by Year (2010-2020)
(Including New Drugs that is Revoked, Withdrawn or with a Post-Approval Change)

(Unit: number of items)

2020
Category | 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 post | 1Ot

IApprovalapproval
change

Nervous
system 19 0 1 1 16 8 2 0 0 9 9 0 65
drugs

Antineoplastic
drugs 8 3 6 4 7 5 14 11 1 13 716 85

Antidiabeti
Mdabetc 4| 3 1|6 |1 8] 0| 0| 2] 0|0 0|3

Chemo-
therapeutics 7 1 1 0 2 9 2 3 4 4 | 50| 34

Cardiovascul
e 5800 12|69 |1]0]3[0|3

Respiratory 3 1 0 0 4 1 2 1 0 1 0| 0] 13

organ drugs

Urogenital
drigs 0 6 0 2 0 0 0 0 0 0 0 0 8

Dugsfor 4 | ¢ | 2/ 0| 3| 0|00/l 0] 3/]0]|0]10

Sensory organs

Antiallergic
drugs 0 1 2 3 1 0 0 8 2 1 3 0 21

Others ) 12 4 7 4 9 6 3 5 8 | 6| 1|70

33| 7
Total 49 | 31 | 17 | 23 | 49 | 38 | 32 | 35 | 15 | 39 368
40




Figure 3. Approval Status of New Drugs by Year (2010-2020) (Including New Drugs that is

Revoked, Withdrawn or with a Post-Approval Change) [Refer to Table15]
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Table 15. 2020 New Drug Approval List

(Including items designated as new drugs according to the post-approval change)

|:| Chemicals,|:| Biopharmaceuticals

No Manufactured/ Product Compan Date of Classification | Efficacy/Effectiveness
*| Imported pany Approval Code (partially omitted)
1 | Imported Tgleaje Tab. 1ng
(Mirogablin besilate) 01190]
5 | Imported Taleaje Tab. 2.5mg Daiichi ‘
p (Mirogablin besilate) Sankyo | s000-01-03 Miscellaneous |Treatment of peripheral
3 | imported Taleaje Tab. 15mg KoreL?dCo., central nervous|neuropathic pain
P (Mirogablin besilate) ' system drugs
Taleaje Tab. 5mg
4 | Imported | \tirogablin besilate)
Smyraf tablet 100mg Treatment of moderate or
5 | Imported (Peficitinib [01420] severe active rheumatoid
hydrobromide) Astellas 0020-01-03 | Non-specific arthritis in adults who have
Pharma ) inadequate response to or
Smyraf tablet S0mg | Korea Inc. IMMUNOGEN 145 not tolerate one or more
6 | Imported Peficitinib ;
P hy(olrobromi de) preparations | gsease-modifying antirheumetic|
drugs (DMARDs).
CRESEMBA® Injection . )
200m 1. Treatment of invasive
7 | Imported (isavuoonafonium [06290] aspergillosis in adults aged
) over 18
sulfate) Pfizer Korea| 2020-01-29 | M oCoIaNeOUS | tment of invas
CRESEMBA® Capsules izer Korea . . Trea meh O. mvas!ve
100mg _ mucormycosis  in which
8 | Imported (isavUconazonium therapeutics - | ygmnjstration of amphotericin
sulfate) B is inappropriate
Treatment of HIV-1 infection
in adult patients who have
not received antiretroviral
regimen in the past, or
who demonstrated stable
[06290] inhibitory effect on virus
Miscellaneous levelHIV-1  RNA < 50
9 | Imported Delstrigo tablets MCSXI)D T?éea 2020-01-29 h - copies/mL) for at least 6
’ ¢ emo. months with no history of
therapeutics |yeatment  failure to  the

current antiretroviral regimen
and do not have substitutions
associated with resistance
to the individual components
of this drug.

22 —




No Manufactured/ Product e Date of Classification | Efficacy/Effectiveness
"| Imported v Approval Code (partially omitted)
Vizimpro® Tapllelts First-line treatment of patients
10 | Imported 15mg (dacomitinib ) )
[04210] with local progressive or
monohydrate) ) . Imetastatic non-small cell
Vizimpro® Tablets 2020-02-14 | Antineoplastic A
o ! lung cancer (NSCLC) with
11 | Imported 45mg (dacomitinib  |Pfizer Korea drugs . ) L
mutation in epithelial cell
monohydrate) rowth factor receptor (EGFR)
Vizimpro® Tablets go 120(; le;:epo
12 | Imported 30mg (dacomitinib exon eel|onA orexon
21L858R substitution
monohydrate)
Ranexa Prolonged Combination  therapy for
13 | Imported | Release Tablet 375mg )
(ranolazine) symptomatic treatment of
[02190] patients with stable angina
Ranexa Prolonged M ini | 2020-03-16 | Miscellaneous |that is not properly controlled
14 | Imported | Release Tablet 500m enarin el o A
P . 9| Korea Ltd. cardiovascular |with first-line angina treatment
(ranclazine} (e beta—blocker and/or]
Ranexa Prolonged drugs Ig t o) A
15 | Imported | Release Tablet 750mg calcium antagonisty or who
. do not have tolerance
(ranolazine)
Uleriis i [06390] Treatment of paroxysmal
16 | Imported : b Handok Inc.| 2020-05-21 | Miscellaneous [noctumal hemoglobinuria (PNH)
(ravulizumab) o .
blOlOglCS in adults
(04210] Treatment of patients with
NUBEQA | B K high-risk - i
17 | Imported UBEQ tabetg 300mg|Bayer Korea 2020-05-27 | Antineoplastic ig rlls, ngn metastatic,
(Darolutamide) Ltd. castration-resistant prostate
drugs cancer
Treatment of moderate to
Rinvoq [01420] seveArg Aactive rheumatoid
) .. |arthritis in adults who have
extended-release tablet| AbbVie Non-specific |.
18 | Imported _ 2020-06-04 | inadequate response to or
15mg (Upadacitinib | Korea. LTD immunogen
Hemihvdrate) . do not tolerate one or
4 preparations | more  disease  modifying
antirheumatic drugs (OVAFS.
[04390]
Sem seliiion Tor Novart Treatment and |Treatment of neovascular
19 | Imported ovartis | o0pp-06-15 | diagnosis of |(wet) age-related macular
2 injection (Brolucizumab)| Korea g G .
other tissue |degeneration
cells
[01190] Adiuvant therapy of Levodopa
Equfina Film Coated ) —containing agents in patients
Eisai Korea. Miscellaneous | 7 , . )
20 | Imported Tablets 50mg | 2020-06-24 with idiopathic Parkinson's
nc central nervous

(safinamide mesilate)

system drugs

disease with end of dose
motor fluctuations




No Manufactured/ Product o Date of Classification | Efficacy/Effectiveness
"| Imported Approval Code (partially omitted)
Patients who have been
confirmed with COVID-19
Veklury Solution for IV by PCR fests, etc. and
21 | Imported Injection (remdesivir) are hospitalized with one
or more of the following
[06290] serious conditions:
Gilead Miscellaneous | © Panentls with loxygen
Science 2020-07-24 chemo- saturation (SpO2) in room
) air <94%
Korea therapeutics | . Patients who need supple
Veklury lyophilized —mentary oxygen treatment
22 | Imported | Powder for IV injection - Patients who require non-
(remdesivir) invasive or invasive mechal
—nical ventilation or extra
—corporeal membrane
oxygenation (ECMO)
Talzenna® Capsules Administer as monotherapy
tosylate) [04210] progressive or metastatic
! 2020-07-30 ) . |breast cancer who have
Pfizer Korea Antineoplastic ) .
Talzenna® Capsules drugs previously received chemo
24 | Imported | 0.25mg (talazoparib ~therapy and have germine
tosylate) BRCA (gBRCA) mutation
HER2-negative breast cancer
Crysvita solution for
injection 10 mg
25 | Imported
P (burosumab, genetical
recombination) Kyowa Kirin [03990] FGF23-related  hypopho-
Crysvita solution for —_00- Miscellaneous |sph i ick
> | injection 20 mg Korea Co., 2020-09-17 , e atemlal rickets and
6 | Imported | o ;rosumab, genetical metabolic drugsjosteomalacia
recombination) Ltd.
Crysvita solution for
injection 30 mg
&7 Imgerize] (burosumab, genetical
recombination)
Resyno ONE Inj. (4:1
w/w mixed hydrogel of [03990]
sodium hyaluronate gel| YooYoung
28 |Manufatured ) v o 9 Pharmaceuti| 2020-10-30 | Miscellaneous |Osteoarthritis of knee joint
crosslinked by divinyl |cal Co., Ltd.

sulfone and sodium
hyaluronate fluid)

metabolic drugs

24 —




No Manufactured/ Product o Date of Classification | Efficacy/Effectiveness
"| Imported Approval Code (partially omitted)
Zebinix Tablet 400mg
29 |Manufatured|(eslicarbazepine acetate
(micronised)) * Monotherapy for partial
seizures with or without|
Zebinix Tablet 200mg secondary systemic
30 |Manufatured|(eslicarbazepine acetate [01130] seizures in adults who
(micronised)) Whan In | 5020-11-10 Antiepileptics are newly diagnosed
Pharm. Co., with epilepsy
Zebinix Tablet 600mg Lid. +  Adjunctive therapy for|
31 |Manufatured|(eslicarbazepine acetate partial seizures with or
(micronised)) without secondary systemic
seizures in chiloren 6 years
Zebinix Tablet 800mg or older or adults
32 |Manufatured|(eslicarbazepine acetate
(micronised))
Combined with androgen
[04210] deprivation therapy (ADT)
) Janssen ) _|for treatment of patients
33 | Imported g%%?&g&gg) Korea Ltd. 2020-12-30 | Antineoplastic with  metastatic hormone-
drugs sensitive  prostate cancer
(mHSPC)
1. Ulcerative colitis
Treatment of moderate to
severe active ulcerative
colitis that does not respond,
becomes inactive, or does
not have tolerance to universal
treatment  (corticosteroids
[04390] or immunosuppressants) of|
Crtoles |:)I’]Takeola . Zisgnﬁé?lvd Treatment and itrL:rr::t())itror necrosis  factor-a
34 | Imported (vggoiftjsmgg) caallsrmfgrigl (202(:'6_[]1915_) dlagno§|s el 2. Crohn’s disease
Co., Ltd. 2015-06-19 other tissue Treatment of moderate to

cells

severe  active  Crohn’s
disease that does not
respond, becomes inactive,
or does not have tolerance
to universal treatment (cortico—|
steroids or immunosuppressants)
or tumor necrosis factor-a
inhibitor




No.

Manufactured/
Imported

Product

Company

Date of
Approval

Classification
Code

Efficacy/Effectiveness
(partially omitted)

35

Imported

Venclexta tablet 100mg

(Venetoclax)

36

Imported

Venclexta tablet 10mg

(Venetoclax)

37

Imported

Venclexta tablet 50mg

(Venetoclax)

AbbVie
Korea Ltd.

Designated
as a new
drug
(2020.3.26.)
2019-05-29

[04210]
Antineoplastic
drugs

Chronic lymphocytic leukemia
Combination therapy with
rituximab in adult patients
with  chronic  lymphocytic
leukemia who have previously|
received at least one treatment
Monotherapy in adult patients
with  chronic  lymphocytic
leukemia that has relapsed
due to or refractory to
chemoimmunotherapy and
B-cell receptor pathway|
inhibitors

Acute myeloid leukemia
Combination therapy with
azacitidine or decitabine in
adult patients who are
newly diagnosed with acute
myeloid leukemia, and who
are 75 years of age or
older or have a comorbidity|
that is not suitable for
intensive induction chemotherapy|

38

Imported

Alunbrig tab.30mg

(brigatinib)

39

Imported

Alunbrig tab.90mg

(brigatinib)

40

Imported

Alunbrig tab.180mg

(brigatinib)

Takeda
Pharmaceuti
cals Korea
Co., Ltd.

Designated
as a new
drug
(2020.8.27.)
2018-11-30

[04210]
Antineoplastic
drugs

Treatment of patients with
anaplastic lymphoma kinase
(ALK) positive progressive
or metastatic non—-small cell
lung cancer

« Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and

precautions for use) is available at Drug Safety World (http://nedrug.mfds.go.kr).




Table 16. List of New Drugs Developed in Korea (1999-2020) (Including

Withdrawn Items)

. . Efficacy/
No. Product Company Active Ingredient e Remarks
1 Sunpla injection SK Chemicals Heptaplatin ’z\gn;'sctﬂgcggndcg (}88%%8)
DAEWOONG - -
Easyef SOLN ; Diabetic, foot ulcer 2001.5.30
2 0005% 0.5mg/ml PHARCM(,)A-CI)—I%BTICAL Human epidermal cell growth factor freatment (19973.4)
i - DONGWHA PHARM. . G Amlcancer dru 2001.7.6
3 Milican Injection CO., LTD. Holmium Nitrate-166 (hepatic cance% (1997 5.28)
4 Q-roxin Tab. JW Pharmaceutical Balofloxacin Ant'%ﬂ%gicﬁlgem 2(?8531%23)7
. T 2002.12.27
Factive Tab. ! - Antimicrobial agent
5 LG Chem Ltd. Gemifloxacin mesylate riapie Approved by US
20mg (antlbloth) FDA (200344)
6 Apitoxin Injection |GUJU PHARM.CO.,LTD. Dry honey bee poison Arthritis treatment (1588_31'?:39)
CJ Healthcare Corp. Pseudomonas
Pseudovaccine : - ; : 2003.5.28
7 — (name change)HK Pseudomonas vaccine dried tablet | aeruginosa preventive
Injection inno.N vaccine (1995.1.26)
8 Camtobell Inj. Chon% Iél#rr% Dang Belotecan Anticancer drug 2003.10.22
9 Revanex Tablet Yuhan Corporation Revaprazan HCI Anti-ulcer agent 2005.9.15
_ : Erectile dysfunction
10 Zydena Tablet DONG-A ST Udenafil treatment 2005.11.29
11 Levovir Cap. Bukang Pharm Co.,Ltd Clevudine Hepatitis B treatment (220(?(?11611133
12 | Pelubi Tablet | Daewon Pram. Co, Pelubiprofen Osteoartnris 2007.4.20
: : ; ! Erectile dysfunction
13 Mvix Tab SK Chemicals Mirodenafil HCI treatment 2007.7.18
IL-YANG
14 NOLTEC Tab. PHARMACETUJICAL CO.,, llaprazole Anti-ulcer agent 2008.10.28
15 Kanarb Tablet Boryung Pharmaceutical Fimasartan potassium trinydrate | Antihypertensive drug 2010.9.9
16 | PYRAMAX Tablet | SHIN POONG PHARM. Pyronaridine tefraphosphate/ Malaria treatment 20118.17
17 | Zepeed Tab. JW Pharmaceutical Avanafi Erectle dysfuncion 2011.8.17
IL-YANG ’
18 | SUPECT Caps. | PHARMACEUTICAL CO., Radotinio HCI A”‘('lgmceer{ngug 201215
LTD
19 | Zemige rab LG Chem L. Gemigliptin tartrate 15-hydrate |  Antidiabetic drug | 2012627
20 | Duvie Tab. 05mg| ~Chong Kun Dang Lobegitazone sulfate Antidiabetic drug 20137.4
21 RIAVAX Inj. GemVax & KAEL Tertomotide hydrochloride Anticancer drug 2014.9.15
Acelex Capsule ; : Osteoarthritis
22 omg (Polmacoxib) CrystalGenomics, Inc. Polmacoxib treatment 201525
23 | Zaborlante Tab. DON%%TALTPS_'ARM Zabofloxacin D-Aspartate Hydrate Annrr(gcnrt(i)tk))igatlic?gem 2015.3.20
24 | Sivextro Tablet DONG-A ST Tedizolid phosphate Antimicrobial agent 2015.4.17
25 | Sivextro Injection DONG-A ST Tedizolid phosphate Antimicrobial agent 2015.4.17
26 Suganon Tablet DONG-A ST Evogliptin tartrate Antidiabetic drug 2015.10.2
27 | Olita Tab. 200mg | Hanmi Pharm. Co., Ltd. Olmut|rqgng|ﬁygrr§%hlonde Anticancer drug 2016.5.13
ILDONG
28 BESIVO Tab. PHA%%ACETUJICAL Besifovir dipivoxil maleate Hepatitis B treatment 2017.5.15
29 | Alzavue injection FutureChem Co., Ltd. Florapronol (18F) solution AdJuvi{;thglﬁ]%r;ossm of 2018.2.2
Gastroesophageal
30 | K-CAPTab | _, (%mgeggg%ree)H?(OﬁhoN Tegoprazan ref{ux tolisee%se 2018.7.5
: reatmen

¥ Excluding revoked items




1.3. Approval of Orphan Drugs

In 2020, a total of 28 orphan drug items were approved (including 4
new orphan drugs), which were all imported drugs and 14 chemical
drug items and 14 biopharmaceutical items were approved.
Furthermore, 16 ingredients were approved, including 8 chemical drug

ingredients, and 8 biopharmaceutical ingredients (Refer to Table 17).

Table 17. Approval Status of Orphan Drugs in 2020

(Unit: number of items)

Total . -
. Biopharma- Herbal medicinal
Category (number of Chemicals . )
: : ceuticals preparations
ingredients)
import 28 14 14 0
P (16) ®) ©)
New orphan 4 0 4 0
drugs 2 2

According to orphan drug approvals and notifications since 2010, the
number of items approved was similar until 2014, but 49 items were
approved in 2015, which was 1.8 times more than the annual average
of approved items for the previous 5 years (27 items). This seems to be
the outcome of conducting a GMP pre-audit, review of specifications
and test methods, and submission of risk management plans for
orphan drugs since July 2015 (Refer to Table 18 and Figure 4). The
number of orphan drug approvals has been decreasing since 2017, and

11 items and 28 items were approved in 2019 and 2020, respectively.



Table 18. Approval Status of Orphan Drugs by Year (2010-2020)

(Including Revoked and Withdrawn ltems)
(Unit: number of items)

Category| 2010 | 2011 | 2012 | 2013 | 2014 | 2015 | 2016 | 2017 | 2018 | 2019 | 2020

Omphant os | o5 | 27 | 28 | 28 | 49 | 34 | 18 | 17 | 11 | 28
drugs

60 -+

50 - 49

40 -

E 34

2

5 ¥ 2 26 27 2B R 2

[=]

=

20 A - el

11
10
D -

2010 2011 2012 2013 2014 2015 2016 2017 2018 2018 2020

Year

Figure 4. Approval Status of Orphan Drugs (2010-2020)

* A total of 24 items excluding new orphan drugs in 2020



In addition, a total of 19 ingredients were designated as orphan
drugs in 2020 (Refer to Table 19).

Table 19. Ingredients

of Newly Designated Orphan Drugs in 2020

No. |Ingredient (generic name) Indication
1 Satralizumab (Inj.) Neuromyelitis optica spectrum disorder
» ) Local progressive or metastatic non-small cell lung carcinoma with
2 Tepotinib hydrochloride (oral) o ,
METex14 skipping alteration
Treatment of patients with anaplastic lymphoma kinase (ALK) positive
non-small cell lung carcinoma who have been previously treated with
3 Lorlatinib (oral) ALK inhibitors
- If treated with Alectinib or Ceritinib as a first-line ALK inhibitor; or
- |If treated with Crizotinib or at least one other ALK inhibitors
) ] Treatment of patients with Mycosis Fungoides or Sézary syndrome who
4 Mogamulizumab (Inj.) , ) .
have previously received more than one systemic therapy
Treatment of adult patients with Tenosynovial Giant Cell Tumor (TGCT)
5 Pexidartinib hydrochloride (oral) [with severe morbidity or functional limitation which is accompanied with
symptoms and difficult to improve by surgery
) Improvement of motor performance in patients with pulmonary arterial
6 Epoprostenol (Inj.) ) , . S
hypertension corresponding to WHO functional classification -V
Treatment in patients with non-small cell lung carcinoma (NSCLC) with an
7 Mobocertinib (oral) epidermal growth factor receptor (EGFR) exon 20 insertion mutation that
have been treated previously
) ) Treatment of adult and pediatric patients with inherited retinal dystrophy with
8 Voretigene neparvovec (Inj.) . )
biallelic RPE65 mutations
9 Zanubrutinib (oral) Mantle cell lymphoma which received more than one treatment
10 Capmatinib (oral) Non-small cell lung carcinoma with confirmed deletion of MET Exon 14
1 Tirabrutinib (oral) Relapsed or refractory B-cell primary central nervous system lymphoma
Treatment of relapsed or refractory multiple myeloma which received
12 Ciltacabtagene autoleucel (Inj.) | previous treatment including proteasome inhibitors, immunomodulators and
anti-CD38 antibody
) ) ) Treatment of adult patients with advanced metastatic small cell lung
13 Lurbinectedin (Inj.) . L ) . .
cancer in which first-line platinum—-containing chemotherapy was failed
Treatment of children 3 vyears of age or older with type 1
14 Selumetinib (oral) neurofibromatosis accompanied by symptomatic and inoperable plexiform

neurofibroma




No.

Ingredient (generic name)

Indication

Pretomanid (oral)

Combination therapy with Bedaquiline and Linezolid for extensive
drug-resistant tuberculosis (XDR-TB) and
treatment-intolerant/non-responsive  multi-drug  resistant  tuberculosis|
(TI/NR MDR-TB) in adults

Ropeginterferon alfa-2b (Inj.)

Treatment of patients with polycythemia vera in low-risk groups (but
limited to patients requiring cell reduction therapy) and high-risk groups

Pegaspargase (Inj.)

Combination therapy with other anti-tumor drugs in treatment of acute
lymphocytic leukemia

Encorafenib (oral)

Combination therapy with Cetuximab in treatment of adult patients with
metastatic colorectal cancer with previous treatment history and identified
BRAF V600E mutation

Selinexor (oral)

1. Combination therapy with Dexamethasone for adult patients with relaps
ed or refractory multiple myeloma, in which the patient previously rece
ived at least two protease inhibitors, at least two immunomodulatory a
mide treatments and at least one CD38 antibody treatment among th
e four treatment regimens.

2. Treatment of adult patients with relapsed or refractory diffuse large B-
cell lymphoma after two or more systemic treatments




1.4. Approval and Notification Status by Major Therapeutic

Class and Classification Code

Drug products approved and notified in 2020 by drug therapeutic

class, in descending order, are as follows: circulatory system drugs

such as hypertension drugs (18.7%), nervous system drugs such as

dementia drugs (17.8%), digestive system drugs such as stomach ulcer

drugs (13.7%), metabolic drugs such as antidiabetic drugs (12.1%), and

antibiotic preparations (5.6%) (Refer to Table 20 and Figure 5).

Table 20. Number of Approved and Notified Items by Therapeutic Class in

2020 (Including Revoked and Withdrawn Items)

(Unit: number of items)

lassifi-
isastli(;n Metabolism Blood
Nervous | Cardio- |Digestive Chemo-| and |, ..
0de system | vascular | system Antibiotics| 7SO | body | AR S0 Others
dugs | dugs | drugs |opners |Antidiabe PY | fiuid
—tic drugs drugs
Total
156 221
3110 554 581 425 | 6.0%) | (7.1%) % 75 121 102 780
’ (17.8%) | (18.7%) | (13.7%) 377 (3.1%) (2.4%) | (3.9%) (3.3%) | (25.1.%)
(12.1%)

- 32
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m Cardiovascular drugs (210)

u Chemotherapeutics (620)
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Figure 5. Ratio of Approval (Notification) Cases Classified by Major
Therapeutic Class in 2020

As for approvals and notifications by therapeutic class since
2011, nervous system drugs, circulatory system drugs, digestive
system drugs and metabolic drugs have made up a large part, as in
the previous year. The highest percentage of approved/notified
drugs in 2020 was circulatory system drugs, which was the same as
in 2019. Most (97.4%) of the circulatory system drugs were
antihypertensives, hyperlipidemia drugs, and miscellaneous
cardiovascular drugs. The drugs that made up the second largest
share were nervous system drugs, most of which (64.6%) were
antipyretics, analgesics, anti-inflammatory drugs and miscellaneous

central nervous system agents (Refer to Figure 6 and Table 22).
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Figure 6. Ratio of Approval (Notification) Cases of Drugs by Drug Therapeutic
Class by Year (2011-2020)

According to the detailed information on approval and notification
status by wunique classification code for sub-therapeutic class,
antipyretic, analgesic, and anti-inflammatory drugs (code 114)
comprised 7.3% (227 items) each, remaining in the top 5 for the recent
5 years. Also, miscellaneous circulatory system drugs (7.7%, 240 items),
peptic ulcer drugs (7.3%, 227 items), and antidiabetic drugs (7.1%, 221
items) ranked high (Refer to Table 21).

Table 21. Unique Classification Code of Top 5 Approved ltems (2016-2020)
(Including Revoked and Withdrawn ltems)

2016 2017 2018 2019 2020
Efficacy Efficacy Efficacy Efficacy Efficacy
classification | No. of | classification | No. of | classification | No. of | classification | No. of | classification | No. of
(classification | items | (classification | items | (classification | items | (classification | items | (classification | items
code) code) code) code) code)
' Antipyretics,
| Ainyperensiees | 3 | MSTIEOS | g5 | aragesis and | 152 [ Anthypertensives | g2 | Moo | oy
(14 (133%) ( 81% | ant-nflamrmetory | (74% (14 (100%) OBl | (770
&9 arugs (114) dugs (240
Druas for Antipyretics, Miscellaneous
5 atherogclerosis 227 | andlgesics, and 146 | Antihypertensives | 145 | oentral nervous | 374 | Peptic ulcer drugs| 227
019 (82%) | ant-inflammatory | (7.1%) 214) (71%) | system drugs | (7.8%) ) (7.3%)
drugs (114) (119




Miscellaneous Misoelaneous Antipyretics,
central nervous | 177 | Antihypertensives | 138 central nenvous 128 | analgesics, and | 351 | Antiiabetic drugs | 221
system drugs | (64%) (214) 6.7%) system drugs (119 6:3%) | anti-inflammatory | (7.3%) (3%) (71
(119 drugs (114)
Antipyretics, ' Antipyretics,
a?]r;g%%saz%sr};nd 1703 o’\eﬁgj”iger\%js 1102 athz%g; ef%sis 1107 Peptic uloer drugs 349 an.al.gesics, and 1900
ory | (6.3%) system drugs (19 (B5.5%) ) (7% 22 (7.1%) | anti-inflammatory | (6.1%)
arugs (114) arugs (114)
! Miscellaneous Miscellaneous Drugs for Drugs for
Peptic (Uzl%)r dugs (5123%) metabolic drugs (51 ;02/0) metabolic drugs (51(% atherosclerosis (522]/) atherosclerosis (618‘?/)
’ (39 ’ (3% ’ (218 o (218 -
3110
No. of drug No. of drug No. of drug No. of dug No. of drug | (100%)
products approved| 2761 | products approved | 2049 | products approved | 2,046 | products approved | 4,809 products
and notified in | (100%) | and notified in | (100%) | and nofified in | (100%) | and notified in | (100%) | approved and
2016 017 2018 219 notified in 2020




Table 22. Approval and Notification Status of Drug Products by Major

Therapeutic Class in 2020

Classification Classification Code No. of items

111 General anesthetics 1

112 Hypnotic sedatives 23

113 Antiepileptics 45
114 QSJ;F;yretlcs, analgesics, and anti-inflammatory 190

116 Antivertigo drugs 0

Nervous system 117 Psychotropics 96
drugs 119 Miscellaneous central nervous system drugs 168

121 Local anesthetics 6

122 Skeletal muscle relaxants 14

123 Autonomic nervous system drugs 7

124 Antispasmodics 4
Subtotal 554

131 Ophthalmic drugs 91

Ophthalmology 132 Otic and nasal drugs 14

and ENT

Subtotal 105

212 Antiarrhythmic drugs 0

214 Antihypertensives 139

215 Capillary stabilizers 15

Cardiovascular 217 Vasodilators 0
drugs, and 218 Drugs for atherosclerosis 187
blood and body 219 Miscellaneous cardiovascular drugs 240
fluid drugs 332 Hemostatics 3
333 Anticoagulants 66

339 Miscellaneous blood and body fluid drugs 52

Subtotal 702

141 Antihistamines 30

142 Non-specific immunogen preparations 39

Respiratory 149 Miscellaneous antiallergic drugs 33
organs and 222 Antitussive expectorants 67
antiallergic drugs 223 Inhalation treatment preparations 5
229 Miscellaneous respiratory organ drugs 25

Subtotal 199




Classification

Classification Code

No. of items

231 Dental and oral drugs 30
232 Peptic ulcer drugs 227

233 Stomachics and digestives 9

234 Antacids 20

Digestive system 235 Emetics and antiemetics 14

drugs

237 Intestinal drugs 13

238 Purgatives and clysters 32

239 Miscellaneous digestive system drugs 80
Subtotal 425

253 Emmenagogues 0

Urinary and 254 Contraceptives 5
reproductive 256 Hemorrhoidal preparations 4
system drug 259 Miscellaneous urogenital and anal organ drugs 159
Subtotal 168

311 Vitamin A and D preparations 21

313 Vitamin B preparations (excluding vitamin B1) 2

315 Vitamin E and K preparations 1

316 Multivitamin preparations (excluding multivitamin 11

complex with A and D)

319 Miscellaneous vitamin preparations 68

321 Calcium preparations 15

322 Mineral preparations 15

Metabolic drugs 325 Protein and amino acid preparations 9
329 Miscellalneous nourishing nutrients, tonic and 14

alternatives

391 Liver disease drugs 16

392 Antidotes 6

394 Gout preparations 7

395 Enzyme preparations 19
399 Miscellaneous metabolic drugs 108
Subtotal 312

Antidiabetic 396 Antidiabetic drugs 221
drugs Subtotal 221
421 Antineoplastic drugs 29

Anticancer drugs 429 Miscellaneous anti-tumor drugs 15
Subtotal 44




Classification

Classification Code

No. of items

611 Acting mainly on gram-positive bacteria 8
612 Acting mainly on gram-negative bacteria 1
614 Acting mainly on gram-positive  bacteria, 7
rickettsia, and virus
Acting mainly on gram- positive/negative
Antibiotics 615 T i i 0
bacteria, rickettsia, and virus
Actin mainl on ram- ositive/negative
618 g. Y 9 positive/negativ 63
bacteria
619 Miscellaneous  antibiotic ~ drugs  (including 16
complex antibiotic drugs)
Subtotal 95
Chemo- 629 Miscellaneous chemotherapeutics 75
therapeutics Subtotal 75
Others (classification that does not belong to the above therapeutic class) 210
Total 3110
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I 2. Approval Status of Drugs (Chemical Drugs)

The number of chemical drugs approved in 2020 by review type is as
follows: new drugs (28), orphan drugs (14), drugs requiring data
submissions (332 including 6 incrementally modified drugs), and active
pharmaceutical ingredients (18) items. The highest proportion of drugs
requiring data submission (326 items) was drugs with new compositions
accounting for 55.8% (182 items), followed by drugs with new salts
(22.7%, 74 items) and drugs with a new dosage form (same route of

administration) (12.0%, 39 items) (Refer to Table 23).

Table 23. Approval Status of Pharmaceutical Drugs (Chemical Drugs) by
Review Type in 2020

. No. of A
Type Review Type ° oltenr])sroved
1 New drugs New drUgS 28
2 (28) New orphan drugs Orphan 0
3 Orphan drugs drugs (14) 14
4 Drugs requiring data submission 332
4—1 | Incrementally modified New composition 5 2
drugs New dosage form 4
4-2 New salts or isomers 74
1-3 New drug efficacy group 5
4-4 New composition
Drugs requiring data lig
4-5 S Ereson Change in strength 326 26
4-6 New mode of administration/dosage 3
4-7 New dosage form (same route of 39
4-8 administration)
5 Active pharmaceutical ingredients 18




In 2020, 28 new drugs were approved (excluding new drugs to which
post-approval change was made including those removed from the
orphan drug list), which was the same as in 2019, and of which 23
drugs (82.1%) were imported items. The number of incrementally
modified drugs decreased to 6 items in 2020 compared to 13 items in
2019 (new dosage form with the same administration route). In detail,
the following drugs were approved as incrementally modified drugs:
drugs of which improved usability was proven by a new dosage form (4
items), drugs of which improved usability was recognized by changes
in composition (1 item), and drugs with a new composition of which

improved efficacy was proven (Refer to Table 28).

In addition, since July 2018, the MFDS has been operating “pharm.
together,” a government-private sector communication channel to
derive 1Improvement measures by discussing current problems or
issues arising from the drug approval and review process, as well as
making efforts to resolve difficulties related to the process through
active and frequent communications with the industry. In 2020, a
cooperative review process between the approval and review
departments was established to add an indication for two or more
drugs with the same clinical data (combination therapy of chemicals

and biopharmaceuticals).

In November 2020, an ‘official communication channel" was
introduced and piloted to strengthen the responsibility of counseling by
officially reflecting the results of civil service counseling in approvals/
reviews during the new drug approval process. In the development

stage, the existing ‘'preliminary review system" is used and a



"pre-meeting" is established and operated in addition to the
“face-to-face meeting.” In the approval/review stage, a "face-to-face
review system" was introduced to operate an ‘initiation meeting,"
"complementary meeting" and "additional complementary meeting."
Guidelines for the operation of the official communication channel for
medical products can be found on the official MFDS website
(www.mfds.go.kr) » Regulation/Resources P Regulatory Information »
Guidelines for Public Officials/Guide for Civil Petitioners. Q&A and user
manuals can be found on the MFDS's official website (www.mfds.go.kr)

» Regulation/Resources » PR Materials » General PR Materials.

Meanwhile, since August 2020, MFDS has been providing a "generic
drug bundle information" service so that doctors, pharmacists, and
consumers can check generic drugs with the same active ingredient
manufactured by the same manufacturer. This information allows you
to search the active ingredient name in the generic drug bundle
information section on the first page of MFDS Drug Safety World
(nedrug.mfds.go.kr) to find a list of products that contain the same

active ingredient as the manufacturer.

2.1. Approval Status of New Drugs

In 2020, 34 new drugs were approved (5 manufactured items and
29 import items), an increase of 6% compared to 2019. The top
classification codes of the approved items are in the order of
anticancer drugs (12 items), central nervous system drugs (7 items),
miscellaneous chemotherapeutics (4 items), and digestive system

drugs (4 items) (Refer to Table 24 to Table 26).



(Chemical Drugs)

(Unit: number of items)

Table 24. Approval Status of Manufactured/Imported New Drugs (2014-2020)

2014 2015 2016 2017 2018 2019 2020
Manufactured 3 6 2 1 2 4 5
Imported 38 22 22 20 9 28 29
Total 41" 28? 24° 214 11% 32 347
Tgm - -317% | -143% | -125% | -476% | 1909% | 6.3%

1) Including 1 new drug with a post-approval change including removal from the orphan drug
list in 2014: (removed from the orphan drug list) Symbenda In;.
2) Including 4 new drugs with a post-approval change including removal from the orphan drug
list in 2015:
(Removed from the orphan drug list) Xtandi Soft Capsule 40 mg, Volibris Tablet 5
mg, 10 mg and Zytiga Tablet 250 mg
3) Including 4 drugs designated as both new drug and orphan drug, and 3 new drugs with
a post—approval change including removal from the orphan drug list in 2016:
(new orphan drug) Tecfidera Cap. 120, 240 mg, Ofev Soft Cap. 100, 150 mg
(removed from the orphan drug list) Jakavi Tab. 5, 15, 20 mg
4) Including 4 new drugs with a post-approval change including removal from the orphan drug
list in 2017: (removed from the orphan drug list) Pomalyst Cap. 1, 2, 3, 4 mg
5) Including 3 items which were approved as both new drug and orphan drug in 2018:
(New orphan drug) Prevymis Injection and Prevymis Tab. 240 mg, 480 mg
6) Including 1 drug designated as both new drug and orphan drug, and 3 new drugs with a
post-approval change including removal from the orphan drug list in 2019:
(new orphan drug) Cerdelga Cap. 84 mg
(Removed from the orphan drug list) Cabometyx Tab. 20, 40, 60 mg
7) Including 6 new drugs with a post-approval change including removal from the orphan drug
list in 2020:
(Removed from the orphan drug list) Venclexta Tab. 10, 50, 100 mg and Alunbrig Tab. 30,
90, 180 mg



Table 25. Approval Status of New Drugs by Drug Classification Code
(2014-2020) (Chemical Drugs)

(Unit: number of items)
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In 2020, 4 antiepileptic drug items, 5 miscellaneous central nervous
system drug items (Parkinson's syndrome adjuvant treatment), 3 non-
specific immunogen preparation items, 3 miscellaneous circulatory
system drug items, 1 miscellaneous metabolic drug item, 5 miscellaneous
chemotherapeutic items, and 13 antineoplastic agent items were approved.

The product names, manufacturers, dates of approval, active
ingredients, efficacy and effectiveness, and mechanism of action for
new drugs approved in 2020 in the sequential order of approval dates

are as follows:

“Taleaje Tab. (mirogabalin besilate)” (Daiichi Sankyo Korea Co., Ltd.,
approved on 2020.1.23) is used for the treatment of peripheral
neuropathic pain. The active ingredient “mirogabalin besilate” exhibits
an improvement effect of neuropathic pain through selective binding to
the a2-6 subunit of the voltage-gated CaZ+ channel in the central

nervous system.



“Smyraf Tab. (peficitinib hydrobromide)” (Astellas Pharma Korea Inc.,
approved on 2020.01.23) is used for the treatment of moderate to
severe active rheumatoid arthritis (including prevention of joint
structure damage) in adults who have inadequate response to or do
not tolerate one or more disease-modifying antirheumatic drugs
(DMARDs). The active ingredient of this drug 1is “peficitinib
hydrobromide”, a Janus kinase inhibitor, and exhibits an effect on
rheumatoid arthritis by effectively hindering the activities of JAKI,
JAK2, JAK3 and TKY?Z.

“CRESEMBA® Injection, CRESEMBA® Capsules (isavuconazonium
sulfate)” (Pfizer Korea Ltd., approved on 2020.01.29) is used for the
treatment of invasive aspergillosis and invasive mucormycosis in which
administration of amphotericin B 1s 1nappropriate. The active
ingredient “isavuconazonium sulfate” is a precursor of isavuconazole,
which acts by inhibiting the cytochrome P-450-dependent enzyme,

lanosterol14-alpha-demethylase.

“Delstrigo Tab.” (Organon Korea Co., Ltd., approved on 2020.01.29) is
used for the treatment of HIV-1 infection in adult patients who have
not previously received an antiretroviral therapy, or who demonstrated
a stable inhibitory effect on the virus level for at least 6 months with
no history of treatment failure with the existing antiretroviral therapy
and do not have substitutions associated with resistance to the
individual ingredients of this drug. The active ingredient “doravirine” is
a pyridinone nonnucleoside reverse transcriptase inhibitor for HIV-1,

“lamivudine” is a synthetic nucleoside analogue, and “tenofovir



disoproxil fumarate” is an acyclic nucleoside phosphonate diester

analogue of adenosine monophosphate.

"Vizimpro® Tablets (dacomitinib monohydrate)" (Pfizer Korea Ltd.,
approved on 2020.02.14.) is a first-line treatment for patients with local
progressive or metastatic non-small cell lung carcinoma (NSCLC) with
epithelial cell growth factor receptor (EGFR) exon 19 deletion or exon
21 L858R substitution mutation. The active ingredient “dacomitinib
monohydrate” is a selective adenosine triphosphate (ATP) competitive,
irreversible small molecule inhibitor of human epithelial cell growth
factor receptor (HER)/erythroblastosis oncogene B homolog (ERB)
receptor tyrosine kinase (RTK), and exhibits activity in epithelial cell
growth factor receptors (EGFR, HER1, ERBB1), HER2 receptor (ERBB2),
HER4 receptor (ERBB4) and EGFR mutations (e.g., exon 19 deletion or

exon 21 L858R substitution mutation).

“Ranexa Prolonged Release Tablet (ranolazine)” (Menarini Korea
Ltd., approved on 2020.3.16) is used for the combination therapy for
symptomatic treatment of patients with stable angina that is not
adequately controlled with first-line antianginal treatments (e.g.,
beta-blocker and/or calcium antagonist) or does not have tolerance.
The active ingredient “ranolazine” reduces intracellular sodium
accumulation by inhibiting late sodium influx (late INa) from cardiac
cells, resulting in reduced intracellular Ca2+ overload. By reducing
these intracellular ionic 1mbalances during the ischemic period,

antianginal and anti-ischemic effects are shown.



“Venclexta Tab. (venetoclax)” (AbbVie Korea Ltd., approved as a
new drug with a post-approval change on 2020.03.26) is used as
monotherapy in patients with relapsed or refractory chronic
lymphocytic leukemia for chemoimmunotherapy and B cell receptor
pathway inhibitors, and the active ingredient “venetoclax” is a

selective “Bcl-2 inhibitor.”

“Nubeqa Tab. 300 mg (darolutamide)” (Bayer Korea, approved on
2020.05.27) is a drug for prostate cancer that is used for the
treatment of patients with high-risk, non-metastatic, castration-resistant
prostate cancer. The active ingredient “darolutamide” is a nonsteroid
androgen receptor antagonist that acts on androgen receptors,

reducing the tumor volume of prostate cancer.

“Rinvoq Extended-Release Tab. 15 mg (upadacitinib hemihydrate)”
(AbbVie Korea Ltd., approved on 2020.06.04) is used for the treatment
of moderate to severe active rheumatoid arthritis in adults who have
inadequate response or do not have tolerance to one or more
disease-modifying antirheumatic drugs (DMARDs). This drug can be
administered alone or Iin combination with methotrexate or other
non-biological DMARDs, but not with biological DMARDs or other Janus
kinase (JAK) inhibitors.

The active ingredient “upadacitinib hemihydrate” is a selective and
reversible inhibitor of selective Janus kinase (JAK) 1, indicating its

effect on immune-mediated inflammatory responses.

“Equfina Film Coated Tablets 50 mg (safinamide mesilate)” (Eisal



Korea Inc., approved as a new drug with a post-approval change on
2020.06.24) is used as an adjuvant therapy for levodopa-containing
agents in patients with idiopathic Parkinson's disease with symptoms of
motor fluctuation. The active ingredient of this drug, “safinamide
mesilate,” facilitates nerve transmission through activation of the
neurotransmitter dopamine by inhibiting selective and reversible

MonoAmine Oxidase B (MAO-B).

“Veklury Solution for IV Injection, Veklury lyophilized Powder for IV
injection (remdesivir)” (Gilead Science Korea Ltd., approved on
2020.07.24) has been developed as a treatment for severe hospitalized

patients among confirmed cases of coronavirus infectious disease-19.

The active ingredient ‘remdesivir’ inhibits RNA-dependent RNA
polymerase in the COVID-19 virus.

“Talzenna® Capsules (talazoparib tosylate)” (Pfizer Korea Ltd.,
approved on 2020.07.30) has the active substance “talazoparib
tosylate,” and is used as monotherapy for the treatment of germline
BRCA (gBRCA) mutation HER2-negative local progressive or metastatic
breast cancer adult patients who have previously experienced
chemotherapy. This is a PARP-inhibiting drug that further deletes DNA
repair capabilities, leading to apoptosis as a result of irreversible DNA

damage, and thereby exhibits anticancer effect.

“Alunbrig Tab. (brigatinib)” (Takeda Pharmaceuticals Co., Ltd.,
approved as a new drug with a post-approval change on 2020.08.27) is

an anticancer drug that is used for the treatment of patients with



anaplastic lymphoma kinase (ALK) positive progressive or metastatic
non-small cell lung carcinoma. The active ingredient “brigatinib” acts
as a selective inhibitor of ALK, which can overcome resistance-related

mechanisms for crizotinib, including point mutations in the ALK kinase site.

“Resyno ONE Inj. (4:1 w/w mixed hydrogel of sodium hyaluronate gel
crosslinked by divinyl sulfone and sodium hyaluronate fluid)”
(YooYoung Pharmaceutical Co., Ltd., approved on 2020.10.30) is used
for osteoarthritis of the knee joint. The active ingredient “4:1 w/w
mixed hydrogel of sodium hyaluronate gel crosslinked by divinyl
sulfone and sodium hyaluronate fluid” inhibits physical damage with
the viscoelasticity of hyaluronic acid, and contributes to anti-inflammatory

effects by inhibiting IL-13 and TNF-o.

“Zebinix Tablet (eslicarbazepine acetate (micronised))” (Whan In
Pharm Co., Ltd., approved on 2020.11.10.) is an anti-malignancy drug
used In progressive or metastatic breast cancer patients who are
positive for hormone receptor (HR) and negative for human epithelial
cell growth factor?2 (HER2). The active ingredient “eslicarbazepine
acetate (micronised))” is a voltage-gated Na+ channel blocker that is
metabolized as a cyclin-dependent kinase (CDK) and converted to

eslicarbazepine, which has a pharmacological effect.

“Erleada Tab. (apalutamide)” (Janssen Korea Ltd., approved on
2020.12.30) is an anticancer drug used for the treatment of patients
with metastatic hormone-sensitive prostate cancer (mHSPC). The active

ingredient “apalutamide” is a selective androgen receptor inhibitor that



binds directly to the ligand-binding domain of androgen receptors. It

leads to anti-tumor activities by reducing tumor cell proliferation and

increasing cell death by interfering with androgen receptor-mediated

transcription and inactivating androgen receptor agonists.

Table 26. Approval Status of New Drugs in 2020 (Chemical Drugs)

Manufactured Date of |Classification| Efficacy/Effectiveness
Na Product Company . .
/ Imported Approval Code (partially omitted)
Taleaje Tab. 10mg
1 Imported ) ) )
(Mirogablin besilate)
Taleaje Tab. 2.5mg [01150)
2 | Imported . . . Daiichi Sankyo| Miscellaneous ,
(Mirogablin besilate) Treatment of peripheral
Korea Co., | 2020-01-23 central i )
Taleaje Tab. 15mg neuropathic pain
3 | Imported i ) . Ltd. nervous
(Mirogablin besilate)
system drugs
Taleaje Tab. 5mg
4 Imported ) ) ]
(Mirogablin besilate)
Treatment of moderate
Smyraf tablet 100mg or severe active rheumatoid
5 | Imported (Peficitinib [01420] arthritis (including prevention
hydrobromide) Astellas ~|of joint structure damage)
Non-specific |. )
Pharma 2020-01-23 | in aduts who have inadequate)
Korea, Inc mmunogen response to or do not
Smyraf tablet 50mg , : preparations .
6 | Imported (Peficitinib tolerate one or more disease-
hydrobromide) modifying  antirheumatic|
drugs (DMARDs).
CRESEMBA®
Injection 200mg
7 Imported ) )
(isavuconazonium [06290]
] Treatment of invasive
sulfate) . Miscellaneous L o
Pfizer Korea | 2020-01-29 aspergillosis and invasive
CRESEMBA® chemo- .
) MUuCOrmycosis
Capsules 100mg therapeutics
8 Imported ) )
(isavuconazonium
sulfate)
Treatment of HIV-1
infection in adult patients|
[06290] )
) who have not previously]
) MSD Korea Co, Miscellaneous ) i )
9 Imported Delstrigo tablets i 2020-01-29 N received an antiretroviral
chemo—
) therapy, or who demonstrated
therapeutics N
a stable inhibitory effect
on the virus level (HIV-1

— 0ol



RNA < 50 copies/mL)

for at least 6 months
with no history of treatment]
failure to the existing
antiretroviral therapy and
do not have substitutions
associated with resistance
to the individual ingredients

of this drug.

Vizimpro® Tablets

Administer as a first-line

10 | Imported 15mg (dacomitinib treatment in patients with
monohydrate) local progressive or metastatic|
Vizimpro® Tablets [04210] non-smmell cell lung carcinoml
11 | Imported | 45mg (dacomitinib | pfizer Korea | 2020-02-14 | Antineoplastic |(NSCLC) with epithelial
monohydrate) drugs cell growth factor receptor
Vizimpro® Tablets (EGFR) exon 19 deletion
monohydrate) mutation
Ranexa Prolonged Combination therapy for
13 | Imported |Release Tablet 375mg symptomatic treatment of
(ranolazine) patients with stable angina|
anexa rrolonge Y o Miscell that is not adequately]
14| Imported |Release Tablet 500mg « enaan; 2020-06-16 'S:e aneolus controlled  with ~first-line
: orea Ltd. cardiovascular
(ranolazine) q antianginal drugs (e.g. beta|
rugs
Ranexa Prolonged 9 blocker and/or calcium
15 | Imported |Release Tablet 750mg antagonist) or does nof
(ranolazine) have tolerance
Treatment of patients with
NUBEQA tablets [04210] o ,
Bayer Korea ) ~ |high-risk, non-metastatic,
16 | Imported 300mg 2020-06-27 | Antineoplastic ) )
) Ltd. castration—resistant prostate
(Darolutamide) drugs
cancer
Treatment of moderate
) to severe active rheumatoid
Rinvoq o
[01420] arthritis  in  adults  who|
extended-release ] » )
AbbVie Korea Non-specific |have inadequate response
17 | Imported tablet 15mg 00064 |
o Ltd. immunogen |or do not have tolerance]
(Upadacitinib ) )
) preparations [to one or more disease
Hemihydrate) L . )
modifying  antirheumatic|
drugs (DMARDs).
[01190] Adwant therapy of Levodopar
Equfina Film Coated Eisai K Miscellaneous |containing agents in patients
isai Korea
18 | Imported Tablets 50mg | 2020-06-24 central with idiopathic Parkinson’s
nc.
(safinamide mesilate) nervous disease with end of
system drugs |dose motor fluctuations
Veklury Solution for IV Gilead [06290] Patients who have been
19 | Imported 2020-07-24

Injection (remdesivir)

Science Korea

Miscellaneous

confirmed with COVID-19




by PCR tests, etc. and
are hospitalized with one
or more of the following
serious conditions:

- Patients  with  oxygen

saturation  (Sp0O2) in
room air <94%
chemo- )
) - Patients who  need
therapeutics
supplementary oxygen
Veklury lyophilized treatment
20 | Imported |Powder for IV injection - Patients who requirg
(remdesivir) non-invasive or invasive
mechanical ventilation|
or extracorporeal menbrang
oxygenation (ECMO)
Talzenna® Capsules Administer as monotherapyj
21 | Imported 1mg (talazoparib in adult patients with local
tosylate) 0210] progressive or metastatic|
) ) ~ |breast cancer who have
Pfizer Korea | 2020-07-30 | Antineoplastic i )
q previously received chemo
rugs
Talzenna® Capsules g _therapy and have gemirne
22 | Imported | 0.25mg (talazoparib BRCA (gBRCA)  mutation
tosylate) HERP-negative breast cancer.
Resyno ONE Inj. (4:1
w/w mixed hydrogel of
i YooYoung [03990]
sodium hyaluronate gel j ) " -
23 [Manufactured ) o Pharmaceutical| 2020-10-30 | Miscellaneous |Osteoarthritis of knee joint
crosslinked by divinyl )
) Co., Ltd. metabalic drugs
sulfone and sodium
hyaluronate fluid)
Zebinix Tablet 400mg
24 [Manufactured (esllcarbgzepllne Monotherapy for partial
acetate (micronised)) seizures with or without
Zebinix Tablet 200mg secondary systemic seizures
25 |Manufactured (eslicarbazepine in adults who are newly|
. ) Whan In . ) )
acetate (micronised)) [01130] diagnosed with epilepsy
Pharm. Co., | 2020-11-10 o ) i
Zebinix Tablet 600mg Lid Antiepileptics |Adjunctive  therapy  for]
26 [Manufactured|  (eslicarbazepine ' partial seizures with or]
acetate (micronised)) without secondary systemic
Zebinix Tablet 800mg seizures in children 6
27 |Manufactured (eslicarbazepine years or older or adults
acetate (micronised))
Erleada Tab. Janssen Korea [04210] Combined with androgen
28 | Imported i 2020-12-30 ) ] o
(apalutamide) Ltd. Antineoplastic |deprivation therapy (ADT)




drugs

for treatment of patients
with metastatic hormone-|
sensitive prostate cancer
(mHSPC)

29

Imported

enclexta tablet 10mg
(Venetoclax)

30

Imported

Venclexta tablet 50mg
((Venetoclax)

31

Imported

enclexta tablet 100mg
(Venetoclax)

AbbVie Korea
Ltd.

2020-03-26
(Ophan,
switched to
new drug)
* First
approval
20190629

[04210]
Antineoplastic
drugs

Chronic lymphocytic leukemia
Combination therapy with
Obinutuzumab
patients  with
lymphocytic leukemia who
have not previously received
treatment

in  adul
chronic

Combination therapy with
rituximab in adult patients
with chronic  lymphocytic
leukemia who have previously
received &t least one treatrment
Monotherapy in adult patients|
with chronic lymphocytic
leukemia that has relapsed
due to or refractory to
chemoimmuno therapy and
B-odl recdar pathwey inhibitors
Acute myeloid leukemia

Combination therapy with
azacitidine or decitabine
in adult patients who are
newly diagnosed  with
acute myeloid leukemia,
and who are 75 years
of age or older or have
a comorbidity that is not
Suitable

for  intensive

induction chemotherapy

32

Imported

Alunbrig tab.30mg
(brigatinib)

33

Imported

Alunbrig tab.90mg
(brigatinib)

34

Imported

Alunbrig tab.180mg

Takeda
Pharmaceuticals|
Korea Co.,
Ltd.

(brigatinib)

2020-08-27
(Omphan,
switched to
new drug)
= First
approval
2018-11-30

[04210]
Antineoplastic
drugs

Treatment of patients with
anaplastic lymphoma kinase
(ALK) positive progressive
or metastatic non-small
cell lung cancer

* Detalled approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).



2.2. Approval Status of Orphan Drugs

As for chemical drugs approved in 2020, there were 14 new orphan
drug items (14 imported items) (Refer to Table 27).

The approval of orphan drugs by classification code is as follows: 6
anticancer drug items, 6 miscellaneous central nervous system drug
items, 1 miscellaneous circulatory system drug item, and 1 radio pharmaceutical
drug item. From 8 ingredients of orphan drugs approved in 2020, all
ingredients were newly designated in 2019 as ingredients of orphan

drugs, except for “pitolisant hydrochloride.”



Table 27. Approval Status of Orphan Drug in 2020 (Chemical Drugs)

Manufactured Date of | Class. ) . Designation Status of
No. / Imported Product Company Approval | Code Efficacy/Effectiveness Orphan Drugs
No. |246 (Designated in 2019)
Xospata tablet [4py) |Treatment of adult patientSiing |Giteritnib fumarate (oral
40m Astellas Antineo- with relapsed or refractory = Treatment of pafients with
1 Imported (Gilterit?nib Pharma |2020-03-06 lastic acute myeloid leukemia| & rlea mzn 0 pfa |etns w
Korea, Inc. P who are positive for FLT3| £ relapsed or _re rac ory.
fumarate) drugs mutation S |acute myeloid leukemia
who are positive for FLT3
mutation
1. Used to treat solidNo. [252 (Designated in 2019)
cancer in adults and -
children 12 years of agcmg Entrectinib _(oral) :
Rozlytrek or older with neurotrophic| & |- Local progressive or
o | Imported Capsule tyrosine  receptor kinase| = metastatic non-small cell
P 100mg (NTRK) gene fusion| S |lung carcinoma that is
(Entrectinib) without known acquired positive for ROS1
resistant mutations 2. Treatment of local
progressive or metastatic
[42” 2. Local progressive or solid cancer in adults
Roche Korea| o 4 o1 Anlt;l ns(teig_ metastatic non-small cell and children who must
Co., Ltd. %ru o |ling carcinoma  that is possess NTRK gene
95 Ipositive for ROST in acuits| ~~ [fusion without known
The efficacy and effectiveness acquired resistant
Rozlytrek of this drug were approved mutations, are Iike!y_to
3 | Imoorted Capsule based on the overall have severe morbidity
P 200mg response rate, and there during surgical resecpon,
(Entrectinib) is no clinical study resutf ~[and do not have suitable
that demonstrates clinical treatments which have
benefits such as an been provided after the
increase in the duration existing drug (or therapy)
of survival. or are currently available
No. [255 (Designated in 2019)
VITRAKVI | Larotrectint sufat
ng. |Larotrectinib sulfate
4 | Imported C(T_DSUle 25“;)9 Treatment of local—= Treatment of local
asrgffrgtcet)lnl progressive or mefastalic) & pﬁsgrrensesri]veoorofnitastatic
solid cancer in adults| =
and chidren who must S |solid cancer in adults
possess NTRK  gene and children who must
VITRAKVI oral fusion without known aoquired| | POSSesS NTRK gene
. [421] . : fusion without known
5 | Imoorted solution Bayer 2020-05-11| Antineo- resistant mutations, are red resistant
P (Larotrectinib | Korea Ltd. lastic likely to have severe morbiity acc1tU|tre fesis all v 1
sulfate) %ru S during surgical resection, hmu ations, are | te)g 0
g and do not have suitable aye Severe morb IT){
treatments  which have during surgical resection,
bee ovided after the and do not have
VITRAKVI exisrt]ingprdrug or therrapy) suitable treatments which
capsule 100mg , have been provided after
6 | Imported L I labl
p (Larotrectinib or are currently available the existing drug (or
sulfate) therapy) or are currently

available




No. [262 (Designated in 2019)
Ing Lutetium oxodotreotide
Lutathera [431] Trealment of it gasiroerten — i
(Lutetium Novartis Radio- pancreatic neuroendocrine § Treatment of adult
7 | Imported 477L0) Korea 2020-07-09 pharma- tumors (GEP-NET) that % gastroentero pancreatic
! ! are positive for somatostatini > |neuroendocrine tumors
oxodotreotide) ceutical raceptor (GEP-NET) that are
positive for somatostatin
receptor
No 185 (additionally
" |designated in 2019)
Vwndamax® Mi[j;jl]a— Veral kerato conjunctivitis|ing. (Toe:faalr idis. meglurnine
éa sules neous wilh giant papilary growthi=- 1. Transthyretin familial
8 | Imported G?m Pfizer Korea |2020-08-19 cardio- on the eyelid conjunctivalS ' amvioi dy
(tafamigis) vascular Wwhen effect of anti—allergic%«’. g?y europath
drugs is insufficient) > rolyneuropaty ,
drug 2. Transthyretin amyloid
cardiomyopathy
(cardiac amyloidosis)
AUSTEDO No. |256 (Designated in 2019)
9 | Imported tab. 6mg
(Deutetrabenazine)
[119]
0] imported AtngTgrr?;) Mr|]secoeLIJ|§— Ing. |Deutetrabenazine (oral)
- _ _ o Improvement of symptoms
(Deutetrabenazine)| Teva-Handok) 2020-09-16 nCeerr\]/gils of Huntington's chorea
system =
AUSTEDO drug S
11| Imported tab. 12mg S Huntington's chorea
(Deutetrabenazine)
[119] No. |264 (Designated in 2019)
Evrysdi dry Mr']secoelﬂlj Ing. |Risdiplam (oral)
syrup Roche Korea Treatment 59  spinals
12 | Imported 2020-11-02| central (=
0.75mg/mL Co., Ltd. NeIVOLS muscular atrophy S
(Risdiplam) system S Spinal muscular atrophy
drug
Wakix 5mg No. 239 (Designated in 2018)
13| Imported f||n;;t<>:|z?sted o ,[“9] Ing Pitolisant hydrochloride
(pitolisant Mitsubishi Miscella- . . (oral)
) Tanabe neous [Narcolepsy in  adultsz
hydrochloride) S
2 Pharma |2020-12-30| central |accompanied or notg | Treatment of
Wakix 20mg | 5req nervous |accompanied by a cataplexy§ | narcolepsy in adults
film-coated Co. Ltd. system accompanied or not
14 | Imported (t'&tlbll'etst drug accompanied by a
prolisan cataplex
hydrochloride) /

* Detalled approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).
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2.3. Approval Status of Incrementally Modified Drugs

“Incrementally modified drugs” refers to drugs that the Minister of
Food and Drug Safety authorizes as incrementally modified or
medicinally advanced for safety, efficacy, and usefulness (medication
compliance, convenience, etc.) compared to approved (notified) drugs
requiring data submission under Article 2(8) of the Regulations for
Pharmaceutical Approval, Notification and Review.

The development types of incrementally modified drugs approved for
the last 5 years are as follows: the development of combination drugs
with new composition of active substances (drugs containing 2 or more
active ingredients in one product) was noticeable from 2016 to 2017;
and 6 SR tablet items with improved mode of administration/dosage by
reducing the number of intakes were accepted as incrementally
modified drugs in 2018. In 2019, 13 items with improved efficacy (11
items) and improved usability (2 items) were approved as incrementally
modified drugs. In 2020, drugs with improved wusability (5 items)
including 4 SR tablet items with improved intake convenience and
compliance by a change in the dosage form and mode of administration/
dosage, and 1 item of which efficacy improvement was recognized were
approved as incrementally modified drugs (Refer to Table 28).

The detailed acceptance criteria for incrementally modified drugs (6 items)
approved in 2020 are as follows: 4 peptic ulcer drug items in which
usability (reduced total intake frequency: three times per day — twice
a day) was recognized by improving the intake convenience and
compliance as SR tablets with changes in dosage form and mode of
administration/dosage, 1 X-ray contrast agent item in which usability
improvement was recognized by improving final intake dose and taste

to prevent nausea/vomiting, and 1 anti-tussive expectorant item in



which i1mproved efficacy was verified by combining existing
combination drugs compared to existing similar drugs.
Table 28. Type of Incrementally Modified Drugs in 2015-2020
New New dosage
Vear compositior? or form New. r.oute.of Total
compounding (Same route of administration
ratio administration)
2015 7 11 0 18
2016 22 1 1 24
2017 7 4 0 11
2018 0 6 0 6
2019 13 0 0 13
2020 2 4 0 6




Since November 2011, the MFDS has been publishing the
Incrementally Modified Drug Approval Casebook (Guide for Civil Petitioners),
focusing on the current information and cases of incrementally
modified drugs to ensure that the domestic pharmaceutical industry
can refer to the Casebook for drug research and development. The
status of incrementally modified drugs approved in 2020 is planned
to be reflected in the Casebook, which will include approval status,
status by product type, detailed acceptance «criteria by case,
unaccepted cases, etc.

Approval of incrementally modified drugs by acceptance criteria is as

follows: drugs with improved efficacy (63 items, 55.8%) and increased
treatment effects that are proven, and those with improved usability
(39 items, 34.5%) resulting from improved dosage forms accounted for
90.3% of all incrementally modified drugs, followed by 7 items (6.2%)
recognized for advanced pharmaceutical technology, and 4 items (3.5%)

with improved safety (Figure 7).

New route of administration
1%

Figure 7. Approval Status on Incrementally Modified Drugs by Acceptance
Criteria and by Type (2009-2020)



Table 29. List of Incrementally Modified Drugs (2009-2020)

Date of Classification
No. Product Company Remarks
Approval code
1 Amosartan Tab. 5/50mg . c
Hanmi T_r;jrm. 0. | 2009-03-31
2 Amosartan Tab. 5/100mg ' .
[214] Change of active substance type or
Antihypertensives compounding ratio
3 COZAAR XQ Tablet 5/50mg | MSD Korea Co., Ltd.
— (transfer) Organon [2009-11-20
4 | COZAAR XQ Tablet 5/100mg Korea Co., Ltd
. Hanmi Pharm . Co., e [141]
5 Potastine OD Tab. Lid. 2010-02-11 Antihistamines Salt and dosage form changes
[114]
CLANZA CR Tab. Korea United Ant|pyret|cs, Change in dosage form, strength and
6 2010-04-14| analgesics, and o
(Aceclofenac) Pharm. Inc. s mode of administration/dosage
anti-inflammatory
drugs
7 Ridrone plus tablet PaC'ﬂC. 2010-06-23
Pharmaceuticals
HANLIM PHARM. [399] .
8 RISENEX-PLUS Tab. CO.. LTD. 2010-06-23 Miscellaneous Change of active S.UbSIan.CG type or
’ metabolic drugs compounding ratio
DAEWOONG
9 RISENPLUS TAB PHARMACEUTICAL |2010-06-23
CO.,LTD.
10 Amosartan Tab. 10/50mg Hanmi Pharm. Co., 2010-10-15
Ltd. .
[214] Change of active substance type or
MSD Korea Co., Ltd. Antihypertensives compounding ratio
11 | COZAAR XQ Tablet 10/50mg | — (transfer) Organon |2010-10-15
Korea Co., Ltd
[114]
Antipyretics, .
12 Ultracet ER Tab. Janssen Korea Ltd. [2010-11-22| analgesics, and Change in dosagg .forml, strength and
p mode of administration/dosage
anti-inflammatory
drugs
[114]
Antipyretics .
SHIN POONG L : ’ Change in dosage form, strength and
13 ROXFEN GR Tablet PHARM. CO., LTD. 2011-06-18 ana l.geS|CS’ and mode of administration/dosage
anti-inflammatory
drugs
Korea Otsuka ) 1339 Change in dosage form, strength and
14 Pletaal SR Capsules ; 2011-04-19| Miscellaneous blood oo
Pharmaceutical . mode of administration/dosage
and body fluid drugs
LG Life Science— .
15 Apetrol ES oral suspension (name change) 2012-03-27 Anfineo [Lll:;t}ic druas Chang; dlrﬂmsigt?;gié?]/gggar?de of
LG Chem Ltd. P g g
16 Ridonel D Tab. Hanmi Pharm. C0., | 5015_04-03 399] |
Ltd. . Change in strength and mode of
HANLIM PHARM Mscellaneous administration/dosage
17 RISENEX-M Tab. * |2012-04-03| metabolic drugs
CO., LTD.
18 LETOPRA TAB.20mg Ahngook Pharm. |2012-06-18 [232] New salts or isomers (first in Korea)

Peptic ulcer drugs

— 61




Date of Classification
No. Product Company Remarks
Approval code
19 Nasaflex Nasal Spray HANLIM PHARM. 2012-11-16 [132] .
CO., LTD. Ch f act bst t
, Ofic and nasal ange of active glu sartwlce ype or
i compounding ratio
20 | Motesoneplus Nasal Spray | 2™ FLT(‘;"rm' 0 | op12-11-16 drugs
21 KanarbPlus Tablet 120/12.5mg .
Bovung Pharmacetical |2013-01-04 [214] Change of active substance type or
o KerarbPlus Tablet 60125 ryung Antihypertensives compounding ratio
anarbPlus Table .5mg
3 Olmetan Tab. 22.08mg JNYANG PHARM
(olmesartan cilexetil) CO.LTD.
24 Olmesin S tab SK Cherricals
(olmesartan cilexetil) [214] , o
OLNOSF Tah. 2208 2013-01-31 Antinypertensives New salts or isomers (first in Korea)
25 a L .mg Ahngook Pharm.
(Olmesartan cilexetil)
% Olmexetil Tablet 22.08mg Jeil Pharmaceutical Co.,
(Olmesartan cilexetil) Ltd.
; [339] .
27 | CILOSTAN CR Tab. (Gilostazol) | KO8 UNied Pharm. —1on,5_ 55 o8l Miscellaneous blood| CM2N98 1 dosage form, sirength or
Inc. : mode of administration/dosage
and body fluid drugs
o8 Julian Tab.15mg DongKook
(Clomipramine HCI) Pharmaceutical Co., Ltd.
29 Nenoma Taplet 15mg Huons Co., Lid. . [259] .
(Clomipramine HCI) 2013-03-20 Miscellaneous Add an apparently different
2 Condendia Tab. 15mg CTCBIO ING. urogenital and anal efficacy/effectiveness
(Clomipramine HC) ' organ drugs
31 Clojac Tab. JINYANG PHARM
(clomipramine hydrochloride) CO.LTD.
32 VOGMET Tablet 0.2/250m il
’ _C)J(r?:rilge%irfn C;c;rgK 2013-06-17 [39€] Change of active substance type or
3 VOGMET Tablet 025500 inno.N ¢ Antidiabetic drugs compounding ratio
ablet 0. mg .
Dreampharma Corp. [399]
34 Bonviva Plus Tablet — (name change) 2013-07-08 Miscellaneous Change of active slubstanlce type or
Alvogen Korea Co., ) compounding ratio
Lid. metabolic drugs
35 Levacalm Tab. 20/160mg
LG Life Science— :
3% | Levacam Tab. 10/160mg (name change) | 2013-07-25 Annhyéﬂgnsives Change ‘;f();‘;tgfn;‘;t;‘;?l‘ée type or
LG Chem Ltd.
37 Levacalm Tab. 10/80mg
LG Life Science— :
38 | Zemimet SR Tab. 25/500mg name change)  |2013-07-25 3% Change of active substance type or
LG Chem Lid. Antidiabetic drugs compounding ratio
Dexid Tab 480mg (r-thioctic acid [399]
39 romethamine) Bukang Pharm Co.,Ltd [2013-11-21 Miscellaneous New salts or isomers (first in Korea)
metabolic drugs
LG Life Science— .
40 | Zemimet SR Tab. 50/1000mg (name change) 2014-11-07 [396] Change of active substance type or

LG Chem Ltd.

Antidiabetic drugs

compounding ratio

- 62




Date of Classification
No. Product Company Remarks
Approval code
1 Sapodifil SR Tablet 300mg | Alvogen Korea Co.,
(Sarpogrelate hydrochloride) Ltd.
42 Anpran SR Tablet 300mg Jeil Pharmaceutical
(Sapogrelate hydrochloride) Co., Ltd.
Anpla X-SR Tab 300mg .
43 . SK Chemicals
(Sapogrelate hydrochloride) . [339] Change in dosage form, strength and
2015-01-23| Miscellaneous blood S
ANPL-ONE SR Tab. 300mg DAEWOONG and body fluid drugs mode of administration/dosage
. (Sapogrelate h droc.hloride) PHARMACEUTICAL
pog y CO.,LTD.
CJ Healthcare
45 ANFRADE SR Tablet 300mg Corp.
(Sarpogrelate hydrochloride) — (name
change)HK inno.N
[114]
Pelubi CR Tab. Daewon Pharm. Ant|pyret|cs, Change in dosage form, strength and
46 ) 2015-03-13| analgesics, and S
(Pelubiprofen) Co., Ltd o mode of administration/dosage
anti-inflammatory
drugs
47 | Tenelia M SR tab. 10/750mg
48 | Tenelia M SR tab. 20/1000mg Handok Inc.  |2015-03-31| 139 Change of active substance type of
Antidiabetic drugs compounding ratio
49 | Tenelia M SR tab. 10/500mg
50 EXON SR TABLET AJU PHARM CO.,
(Eperisone hydrochloride) LTD.
Exonin CR tab .
o (Eperisone hydrochloride) SK Chemicals 102
. 122 .
5 Epesme SR Tab.l Myungmoon Pharm. 0015-03-31|  Skeletal muscle Change in dosagg .forml, strength and
(Eperisone hydrochloride) Co., Ltd. relaxants mode of administration/dosage
53 Nerexone SR Tab. Daewon Pharm.
(Eperisone HCI) Co., Ltd
54 Eperinal SR Tablet Jeil Pharmaceutical
(Eperisone hydrochloride) Co., Ltd.
LG Life Science— [396] Change of active substance type or
55 | Zemimet SR Tab. 50/500mg (name change) 2015-10-12 Antidiabetic drugs g compounding ratio yp
LG Chem Ltd. g potinding
56 | Sugamet XR Tablet 2.5/500 mg
57 | Sugamet XR Tablet 25/850 mg | DONG-A ST |2015-12-31| ,  [9%) Change of active substance type or
Antidiabetic drugs compounding ratio
58 | Sugamet XR Tablet 5/1000 mg
59 Dukarb Tablet 30/5mg
60 Dukarb Tablet 30/10mg ,
Boryung [214] Change of active substance type or
) 2016-05-30 . . . .
Pharmaceutical Antihypertensives compounding ratio
61 Dukarb Tablet 60/5mg
62 Dukarb Tablet 60/10mg

- 63




Date of Classification
No. Product Company Remarks
Approval code
63 Karbpine Tab. 60/5mg
64 Karbpine Tab. 60/10mg , .
Boryung Biopharma [214] Change of active substance type or
2016-05-31 . . . .
i Co., Ltd. Antihypertensives compounding ratio
65 Karbpine Tab. 30/5mg
66 Karbpine Tab. 30/10mg
67 | CANDE AMLO Tablet 16/10mg
SHIN POONG v [214] Change of active substance type or
68 | CANDE AMLO Tablet 16/5mg PHARM. CO., LTD. 2016-06-24 Antihypertensives compounding ratio
69 | CANDE AMLO Tablet 8/5mg
70 MACHKHAN Tablet 8/5mg CJ Healthcare
71 MACHKHAN Tablet 16/10mg Corp. 0016-06-24 . [214] . Change of active s.ubstanlce type or
— (name Antihypertensives compounding ratio
72 | MACHKHAN Tablet 16/5mg | change)HK inno.N
73 | Duvimet XR Tab. 0.25/750mg
74 | Duwimet XR Tab. 0.25/1000mg Chong Kun Dang 2016-06-30 . [396} Change of active s.ubstanlce type or
Pharm. Antidiabetic drugs compounding ratio
75 | Duvimet XR Tab. 0.5/1000mg
) [239] Miscellaneous .
GASTIIN CR Tab. Korea United o Change in dosage form, strength and
76 ) ) . 2016-06-30| digestive organ S
(Mosapride citrate dihydrate) Pharm. Inc. drugs mode of administration/dosage
LG Life Science— ;
77 | Zemimet SR Tab. 25/1000mg |  (name change)  [2016-06-30| , dia[s;% oo Change ‘;f();"t(')vfngi‘;bs‘;?i‘;e type or
LG Chem Ltd. g pounding
78 | Duvimet XR Tab. 0.25/500mg Chong Kun Dang 2016-09-01 B [396} Change of active s.ubstanlce type or
Pharm. Antidiabetic drugs compounding ratio
DAEHWA
79 LIPORAXEL SOLUTION PHARMACEUTICAL |2016-09-09 ' [42”. New route of administration
(PACLITAXEL) LTD Antineoplastic drugs
80 Safrep Solution CTCBIO INC.  |2016-10-06 [721] Change of active substance type or
X-ray contrast agent compounding ratio
81 Duocolon Solution Alvogen Korea Co., 2016-10-06 [721] Change of active s.ubstanlce type or
Ltd. X-ray contrast agent compounding ratio
82 Coolipa Sol. Ahngook Pharm. |2016-10-06 [721] Change of active s.ubstanlce type or
X-ray contrast agent compounding ratio
[229] .
83 Surfolase CR Tablet Hyundai Pharm | 2017-02-24 Miscellaneous Change in dosage .forml, strength and
(Acebrophyliine) . mode of administration/dosage
respiratory organ drugs
; [222] .
84 LEVOTICS CR lTab. Korea United 0017-04-12 Antitussive Change in dosagg .forml, strength and
(Levodropropizine) Pharm. Inc. mode of administration/dosage
expectorants
[222] .
85 Levocare CR Tablets Kwangdong Pharm, 0017-04-12 Antitussive Change in dosagg .forml, strength and
(Levodropropizine) Ltd. expectorants mode of administration/dosage
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Date of Classification
No. Product Company Remarks
Approval code
[222] .
86 Neatuss SR Teb. JW Shinyak  |2017-04-12]  Antitussive | O"@N0¢ In dosage form, strength and
(Levodropropizine) mode of administration/dosage
expectorants
87 | Amosartan Plus Tab. 550/125mg
Hanmi Pharm. Co., o [214] Change of active substance type or
88 an Plus Tab. 5/100/12.5mg Ltd. 2017-06-29 Antihypertensives compounding ratio
89 | Amosartan Plus Tab. 5100/25mg
90 | TWOTOPSPLUS Tab. 405125 mg
91 | TWOTOPSPLUS Tab. 80/5/125 mg ILDONG 14 ch ¢ ac .
PHARMAGEUTICAL | 2017-07-25 Antihypertensives e %or?w(gg/jngilrngﬂ;?if)e wpe of
92 | TWOTOPSPLUS Tab. 80/10/125 mg CO., LTD.
93 |TWOTOPSPLUS Tab. 80/10/25 mg
9 BELION CR Tab. HANLIM PHARM.
(Bepotastine salicylate) CO., LTD.
9% Tari-S CR tab. Sam Chun Dang
(Bepotastine salicylate) Pharm. Co.,Ltd.
% Beposta SR Tab. Daewon Pharm.
(Bepotastine salicylate) Co., Ltd .
— ’ e [141] Change in dosage form, strength and
97 Bepo Q SR Tab_ Kwangdong Pharm, | 2018-07-30 Antihistamines mode of administration/dosage
(Bepotastine salicylate) Ltd.
DongKook
98 Bepotaln SR Tab. Pharmaceutical Co.,
(Bepotastine salicylate) Lid
9 Beporine SR Tab. SAM-A PHARM.
(Bepotastine salicylate) CO., LTD.
Taejoon .
100 |  CLEANVIEWAL Powder | Pharmaceutical Co,, |2019-01-31 [721] Change of adive substance type or
Lid. X-ray contrast agent compounding ratio
[218] .
101 STAFEN Cap. HANLIM PHARM. 019-04-03 Drugs for Change of active slubstanlce type or
CO., LTD. . compounding ratio
atherosclerosis
; . [218] .
100 Neustatin-Duo Capsule Samjin Pharmaceutical 019-04-03 Drugs for Change of active slubstanlce type or
Co., Ltd. . compounding ratio
atherosclerosis
DongKook [218] Change of active substance type or
103 Pitalone-F Cap. Pharmaceutical Co., [2019-04-03 Drugs for g uostance fyp
. compounding ratio
Ltd. atherosclerosis
[218] Change of active substance type or
104 Pevaro-F Cap. Ahngook Pharm. |2019-04-03 Drugs for ! :
. compounding ratio
atherosclerosis
[218] Change of active substance type or
105 Liloufen Cap. GL Pharma 2019-04-03 Drugs for ! .
. compounding ratio
atherosclerosis
[218] .
106 Uptava Cap. Daewon Pharm. Co., 2019-04-03 Drugs for Change of active slubstanlce type or
Ltd . compounding ratio
atherosclerosis
. [218] .
107 Lipestin Cap. Korea Prime Pharm. 2019-04-03 Drugs for Change of active slubstanlce type or
Co., Ltd. . compounding ratio
atherosclerosis
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Date of Classification
No. Product Company Remarks
Approval code
[218] .
108 PF Capsule. Dong Kwang 2019-04-03 Drugs for Change of active slubstanlce type or
Pharm. Co.,Ltd. . compounding ratio
atherosclerosis
109 Orafang Tab. Pharmbio Korea Inc. |2019-04-11 [721] Change of active slubstanlce type or
X-ray contrast agent compounding ratio
110 | True Set Tablet 40/5/12.5mg
11| True Set Tablet 80/5125mg | Yuhan Corporation |2019-08-23| , . 1214 Change of active substance type or
Antihypertensives compounding ratio
112 True Set Tablet 80/5/25mg
113 OnePrep 1.38 powder Kungang 2020-04-10 [721] Change of active slubstanlce type or
Pharmaceuticals X-ray contrast agent compounding ratio
[222] .
114 Codaewon S syrup Daewon Pharm. Co., 2000-07-15 Antitussive Change of active slubstanlce type or
Ltd compounding ratio
expectorants
Recomid SR . o [232] Change in dosage form, strength and
115 tablet(Rebamipide) Yuhan Corporafion - (2020-12-16 Peptic ulcer drugs mode of administration/dosage
116 Mucotect SR Tab. GC Phama  |2020-12-16] _  [2%2] Change in dosage form, strength and
Peptic ulcer drugs mode of administration/dosage
DAEWOONG .
17 MUCOTRA SR tab PHARMACEUTICAL | 2020-12-16| . [232] Change in dosage form, sirength and
CO.LTD. Peptic ulcer drugs mode of administration/dosage
. Daewon Pharm. Co., o [232] Change in dosage form, strength and
118 Bidreba SR 150mg Ltd 2020-12-16 Peptic ulcer drugs mode of administration/dosage

* Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).

2.4. Approval Status of Drugs Requiring Data Submission

Drugs requiring data submission are those that are not new drugs,

but need to be evaluated for safety and efficacy, and include 4 drugs

that contain new salts (isomers) as an active substance,

belonging to new therapeutic classes,

composition or change In strength,

4 drugs

4 gctive substance with new

a4 drugs with new administration

routes, &drugs with new administration/ dosage, anew dosage form

(same administration route).

Among the drugs requiring data submission (excluding 6 incrementally

modified drug items) approved in 2020, the development of drugs with
new composition or changes in strength composed the largest portion

of items (63.8%, 208 items), followed by drugs with new salts or isomers



(22.4%, 73 items) (Refer to Table 30).

Table 30. Approval Status of Drugs

Requiring Data Submission in 2020

Review Type of Drugs Requiring Data Submission

No. of Approved ltems

New salts or isomers 74
New drug efficacy group 2
New 182
New composition of active substance or g composition
change only in strength Change in -
strength
New mode of administration/dosage 3
New dosage form (same route of administration) 39
Total 326

* Excluding incrementally modified drugs (drugs requiring data submission)

1) New salts or isomers drugs (74 items)

Chemical drugs approved as new salts or isomers include 74 items

(71 manufactured items, 3 imported items). The number of approved

antidiabetic drugs were more than 2/3 (70.3%) of the new salts and

isomer drugs approved in 2020, where most of the items (37 items,

50.7%) were drugs developed with new salts from a previously

approved antidiabetic drug, dapagliflozin propanediol hydrate, 9 items

(12.2%) were drugs where teneligliptin hydrobromide hydrate was

changed into teneligliptin hydrochloride hydrate, and 5 items (6.8%)

were drugs where sitagliptin phosphate hydrate was changed into

sitagliptin hydrochloride hydrate.

Other approved drugs include 11 items in which tofacitinib citrate, a




treatment for rheumatoid arthritis and psoriasis arthritis, was
developed as new salts, eight items in which desvenlafaxine succinate
monohydrate, a treatment for depression, was developed as new salts,

and one item in which melphalan, a treatment for multiple myeloma,

was changed into melphalan hydrochloride (Refer to Table 31).

Table 31. Approval Status of Drugs with New Salt or New Isomer

that Require Data Submission in 2020

Efficacy/Effectiveness
Menufactured/ Date of | Class. .
No. Product Company (partially Remarks
Imported Approval | Code .
summarized)
Adjuvant drug for
[396] diJ t ther ’ ng | hosphate
VIATIN Tab. 100mg Korea At et herapy a hydrate —
1 | Manufactured (sitagliptin United 2020-01-03 diabetic exercise therapy in hvdrochiorid
hydrochloride hydrate) | Pharm. Inc. drug type 2 diabetes yarochioriae
) hydrate
patients
Adjuvant drug for
Vidagle Tab. 50mg |  Hanmi [396] | diet therapy and |
2 | Menufactured (vildagliptin Pharm. Co., [2020-01-21 diabetic exercise therapy in chioride
hydrochloride) Ltd. drug type 2 diabetes
patients
Megval Injection 50mg Argili%é]o— Hydrox
3 | Imported (Melphalan Acepharma |2020-01-23 lastic Multiple myeloma .
hydrochloride) b chloride
drugs
Janulitin Alpha Tab. .
4 | Menufactured (Si%%rlligtin 206 Ao”uvant drug for
Hydrochloride Hydrate)| Daewon s diet .therapy anq Phosphate
— Pharm. Co., |2020-03-31 diabeti exercise therapy in| — hydro-
Janulitin Alpha Tab. Ltd apetic - ;
50mg drug type 2 diabetes chloride
5 | Menufactured SIS )
(Sitagliptin patients
Hydrochloride Hydrate)
Adjuvant drug for
Daoozin Tablet 10 Samijin [A396_] diet therapy and | Propanediol
6 | Manufacured | 22POZIN 1A et 10mg Pharmaceutic |2020-04-02| nti~ exercise therapy in| hydrate —
(Dapagliflozin) | Co. Ltd diabetic . =
al +o, : drug type 2 diabetes |dapagliflozin
patients
DESVERA
Extended—-Release
7 | Manufactured (Tablets 100mg
Desvenlafaxine :
benzoate) NEXPHARM [117] Succinate
DESVERA KOREA |2020-04-07| Psycho— Depression monohydrate
CO., LTD. tropics
Extended-Release P — Benzoate
8  |Manufactured Tablets 50mg
(Desvenlafaxine
benzoate)
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Efficacy/Effectiveness

Date of Class.
No, |Venedured Product Company ae o o (partially SIS
Imported Approval Code )
summarized)
S-Ven
Extended-Release
9 | Manufactured Tablet 100mg
(Desvenlafaxine (117] Succinate
Benzoate) MYUNG IN ,
2020-04-07| Psycho— Depression monohydrate
S-Ven PHARM tropics — B t
Extended-Release enzoate
10 | Manufactured Tablet 50mg
(Desvenlafaxine
Benzoate)
PRINEXOR ER Tab.
11 |Manufactured | 100mg  (Desvenlafaxine '
Benzoate) HANLIM [117] Succinate
PHARM. |2020-04-07| Psycho- Depression monohydrate
PRINEXOR ER Tab. Co'v LTD. tropics — Benzoate
12 |Manufactured| 50mg (Desvenlafaxine
Benzoate)
Defaxine SR Tablet
Manufactured i
19 Vendace (Desvgrglgnf%xine) Whan In [117] Succinate
Pharm. Co., |2020-04~07| Psycho~- Depression monohydrate
Defaxine SR Tablet Ltd. tropics — Benzoate
14 |Menufactured | 513 0 ¥ Desvenlafaxine)
Adj td f .
[396] .Juvan rug for Propanediol
Dapazin Tab. 10mg | KyungDong Anti- diet therapy and hydrate —
15 |Manufactured (Dapagliﬂqzin Bis pharm. co., [2020-05-22 diabetic exercise therapy in Bis
L-proline) Ltd drug type 2 diabetes .
. L—proline
patients
Adjuvant drug for Propanediol
Boryyl_n%I Da%lgliﬂozin 5 [A396] diet therapy and hydprate -
ablet 10mg oryung _AE_ nti- ' )
16 | endfodured |y gliflozin Bis | Pharmaceutical| 2029709722) giapetic | €X€rcise therapy n Bis
L—proline) drug type 2 diabetes .
. L—proline
patients
Adj td f
(396] .Juvan rug for Propanediol
DAFOR Tab. 10 mg |  ILDONG aoes | dettherapy and 1 e
17 | Manufactured (Dapagliﬂozin Bis PHARVIACEUTT|2020-05-22 diabetic exercise therapy in Bis
L-prolin) CAL GO, LTD, drug type 2 diabetes .
. L—proline
patients
Adj td f
(396] d.JUtV?; s oorl Propanediol
Jeforga Tablet 10mg Jeil At et tnerapy and | yrate —
18 | Manufactured (dapagliflozin Bis Pharmaceuti [2020-05-22| ; ' exercise therapy in )
L—proline) cal Co., Ltd diabetic ; Bis
P - L. drug type 2 diabetes .
. L—proline
patients
PP Adjuvant drug for
CKD dapagliflozin Tab.
19 | Menufactured 10mg Chong Kun [396] diet therapy and | Propanediol
Dang 2020-05-28 dégtgic exercise therapy in| hydrate —
flozi Pharm. i a7
20 | Menacired |CKD dapaglifiozin Tab. drug type 2 diabetes | dapaglifiozin

5mg

patients
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Efficacy/Effectiveness

Date of Class.
No. MV Product Company ate o ass (partially Remarks
Imported Approval Code .
summarized)
Adjuvant drug for
Podabe Tab. 10 toPharmT [A39tG] diet therapy and | Propanediol
odabe Tab. 10mg |LitePharmTec e nti- . .
21 | Manufactured (Dapaglifiozin) h 2020-06-17 diabetic | €*ercise therapy in hydratg —>
drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
Rosioa Tab. 10 LHWA CO [A396] diet therapy and | Propanediol
osiga Tab. 10mg . e nti- . .
22 | Manufactured (Dapagiiflozin) LTD 2020-06-17 diabetic | €*ercise therapy in hydratg —>
drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
Pharma Dapagliflozin Korea [Asr?t?—] diet therapy and | Propanediol
23 | Manufactured Tab. Pharma Co.,[2020-06-17 diabetic exercise therapy in| hydrate —
10mg(Dapagiifiozin) Ltd. drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
Pasion Tablet 10 PKharvis [A39tG] diet therapy and | Propanediol
asiga Tablet 10mg orea e nti- ' .
24 | Manufactured (Dapagiiflozin) Pharm Co., 2020-06-17 diabetic | €Xercise therapy in hydratg H
Ltd. drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
Dioacio Tab. 10 Samik [A39tG] diet therapy and | Propanediol
ipaclo Tab. 10mg ami e nti- ' '
25 | Manufactured (Dapaglifiozin) Pharm 2020-06-17 diabetic | €Xercise therapy in hydratg H
drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
ou o 10 SarS Chun [A396] diet therapy and | Propanediol
aforga tab. 10mg ang e nti- ) )
26 | Manufactured (Dapaglifiozin) Pharm. 2020-06-17 diabetic | €*ercise therapy in hydratg H
Co.,Ltd. drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
Fordzin Tab PMLTA&%E [A396] diet therapy and | Propanediol
orxizin Tab. CAa nti- . .
27 | Manufactured (Dapaglifiozin) UTICAL 2020-06-17 diabetic | €*ercise therapy in hydratg H
CO., LTD. drug type 2 diabetes |dapagliflozin
patients
Adjuvant drug for
Reyon (396] diet therapy and | Propanediol
28 | Manufactured Forxuga Tab 10mg Pharmaceuti [2020-06-17 Anti~ exercise therapy in| hydrate —
(Dapaglifozin) | Co. Lid diabetic . =
cal Lo., Lid. drug type 2 diabetes | dapagliflozin
patients
Adjuvant drug for
; [396] diet therapy and | Propanediol
29 | Menufectured Forgli Tab. }é’%fr% Pgrge 2020-06-17| AN~ | axercise therapy in| hydrate —
(Dapagliflozin) Ld diabetic
: drug type 2 diabetes |dapagliflozin

patients
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Efficacy/Effectiveness

Date of Class.
No. MV Product Company ate o ass (partially Remarks
Imported Approval | Code .
summarized)
Spravato Nasal Spray [117] Isomer (S
30 | Impored (esketamine KL(J)arQ:Sﬁ?d 2020-06-23| Psycho— Depression (
hydrochloride) : tropics type)
Dapagen Tab. 10mg
31 | Merufactred an k(ng/g?gugsuﬂlgéi% . quuvant drug for | Propanediol
Tixture) Theragen fr?t?—] diet therapy and | hydrate —
5 Tab. 5 Etex Co., |2020-07-23 diabetic exercise therapy in| anhydrous
apagen ©ab. omg Ltd. drug type 2 diabetes lactose
30 | vanacured (dapagliflozin . .
anhydrous Ia}ctose patients mixture
mixture
ForxiD tab. 10mg
33 | Merufactred (dapagliflozin Adjuvant drug for | Propanediol
anhydrous lactose (3961 diet therapy and | hydrate —
mixture) KUKJE Anti- by y
- PHARMA |2020-07-23| ; ) exercise therapy in| anhydrous
ForxiD tab. 5mg Co.. Lid diabetic .
P " : drug type 2 diabetes lactose
34 | Mendfactred (dapagliflozin
anhydrous Ia}ctose patients mixture
mixture
Daflo Tab. 1ng . ‘
35 | Merufactred an égj/gg()aljgsllflgatrg) . quuvant drug for | Propanediol
Tixture) Dong Kwang [Asr?t?—] diet therapy and | hydrate —
Daflo Tab. 5 Pharm. |2020-07-23 diabetic exercise therapy in| anhydrous
aflo 1ab. °mg Co.,Ltd. drug type 2 diabetes lactose
36 | Mendfactred (dapagliflozin . .
anhydrous Ia}ctose patients mixture
mixture
Dapeulzin Tab. 10mg
37 | Menfactured an é?/ggggsliﬂgii% w Agjuvant drug for | Propanediol
iture) DongKook [Asr?t?—] diet therapy and | hydrate —
- Pharmaceuti [2020-07-23| ; ' exercise therapy in| anhydrous
Dapeulzin Tab. 5mg |cal Co., Ltd diabetic )
i cal L0, : drug type 2 diabetes lactose
38 | Manuactured (dapagliflozin
anhydrous Ia)wtose patients mixture
mixture
DONGWHA
Dapaglifiozin Tab. 10
39 | Manufactured mg (dapagliflozin Adjuvant drug for | Propanediol
anhydrous lactose ;
ymixture) DONGWHA [Asr?t?—] diet therapy and | hydrate —
DONGWHA PHARM. 12020-07-23| iopatic | €Xercise therapy in| anhydrous
Dapaglifiozin Tab. 5 CO., LTD. drug type 2 diabetes lactose
40 | Manufactured mg (dapagliflozin patients mixture
anhydrous lactose
mixture)
Foo(igli Tab. 10 mg
dapagliflozin Adjuvant drug for | Propanediol
41 | Manufactured
anhydrous lactose ;
ymixture) Sinil fr?t?—] diet therapy and | hydrate —
— Pharmaceuti [2020-07-23| ; ' exercise therapy in| anhydrous
Focigli Tab. 5 mg | Co. Lid diabetic .
i cal Lo, L. drug type 2 diabetes lactose
42 | Meanecred (dapagliflozin
anhydrous Ia)wtose patients mixture
mixture
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Efficacy/Effectiveness

Date of Class.
No. MV Product Company ate o ass (partially Remarks
Imported Approval Code .
summarized)
Dapaelson Tab. 5mg
43 | Meruacred an k(ng/g?gugsuﬂlgéi% . o 5061 quuvant drug for | Propanediol
mixture) Pharmacoui 2020-07-23| Anti- ejleertoi;heerti?r/aandin Zﬁ(jhra;fog
Dapaelson Tab. 10mg| ~¢@l Co., diabetic erapy /
iflozi LTD drug type 2 diabetes lactose
44 | Nenvectured (dapagliflozin
anhydrous Ia}ctose patients mixture
mixture
Yungjin Dapagliflozin . _
45 | Meracred ([')I';;\[tg)g.j1 gJIi?IrgZ%n 5061 AQJuvant drug for | Propanediol
Anhydrous Mixture) Yungjin Anti— dlet.therapy anq hydrate =
Vungiin Dapagifiozin Pharm. 2020-07-23 diabetic | €Xercise therapy in| anhydrous
drug type 2 diabetes lactose
46 | Menuectured Tab. smg
(Dapagliflozin patients mixture
Anhydrous Mixture)
Pr\]/VOOFidL“ " Adjuvant drug for | Propanediol
armaceuti ;
DAFLOZIN Tab. 10mg| cal Ltd— Er?t?_] diet therapy and | hydrate —
47 | Menufactured (Dapagliﬂo_zin (name 2020-07-23 diabetic exercise therapy in| anhydrous
Anhydrous Mixture) Charr:]%egﬁhar drug type 2 diabetes lactose
Science Inc. patients mixture
DANGXIGA TAB. Adi L d f 5 diol
10mg juvant drug for ropanedio
48 | Manufactured : ) HUTECS -
Ankgy?(?r%i%“fll\(/ljapure) KOREA fr?t?—] diet therapy and | hydrate —
PHARMACE |2020-07-23 diabetic exercise therapy in| anhydrous
DANGXIGA TAB. 5mg| UTICAL drug type 2 diabetes | lactose
49 | Manufactured (Dapagliflozin CO, LTD atients mixture
Anhydrous Mixture) P
Forxilozin Tablets
50 | venuactured 10rﬂgd(Dapa|gliftlozin Adjuvant drug for | Propanediol
an yr%?ﬁirea)‘c 95 | Lan Wha (396] diet therapy and | hydrate —
— Pharma Co.,|2020-07-23 Anti— exercise therapy in| anhydrous
Forxilozin Tablets 5mg Ltd diabetic .
. : drug type 2 diabetes lactose
51 | Manacured (Dapagliflozin . .
anhydrous Ia}ctose patients mixture
mixture
[142]
Non-
Boryung Tofacitinib Boryung specific | gp toid arthriti Citrate—
52 | Mendectured | Tablet 5mg (Tofacitinib | Pharmaceutic|2020-08-27{immuno— eumg (.Jl ar .r! S rrate
aspartate) al gen psoriatic arthritis Aspartate
preparati
ons
Adjuvant drug for Hydro—
Tenelitin Tab. 20mg | KyungDong [ABr%?—] diet therapy and bromide
53 | Manufactured (Teneligliptin pharm. co., [2020-09-04 diabetic exercise therapy in| hydrate—
Hydrochloride Hydrate) Ld drug type 2 diabetes |Hydrochloride
patients hydrate
[142]
Non-
i specific | Rheumatoid arthritis, | Citrate —
Topaks Tab. 5mg |LitePharmTec] h eumatola artnrius, Itrate
54 | Manufactured 0. 2020-09-07 -
e (Tofacitinib) h 'mggﬁo psoriatic arthritis | Tofacitinib
preparati
ons
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No.

Manufactured/
Imported

Product

Company

Date of
Approval

Class.
Code

Efficacy/Effectiveness
(partially
summarized)

Remarks

55

Manufactured

Tofacia Tab.
(Tofacitinib)

KIMS
Pharmaceutic
al Co., Ltd.

2020-09-07

[142]
Non-—
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib

56

Manufactured

Xelfanic Tab. 5mg
(Tofacitinib)

Samik
Pharm

2020-09-07

[142]
Non-
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib

57

Manufactured

Tocinib Tab 5mg
(Tofacitinib)

SK
Chemicals

2020-09-07

[142]
Non-
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib

58

Manufactured

XELFATINIB TAB.
5mg (Tofacitinib)

INIST BIO
PHARMACE
UTICAL
CO., LTD.
— (name
change)VIVO
ZON
PHARMACE
UTICAL
CO., LTD.

2020-09-07

[142]
Non-
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib

59

Manufactured

IL-YANG Tofacitinib
Tab. 5mg (Tofacitinib)

IL-YANG
PHARMACE
UTICAL
CO., LTD

2020-09-07

[142]
Non-
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib

60

Manufactured

Xelzone tab. 5mg
(Tofacitinib)

Hana pharm

2020-09-07

[142]
Non-
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib

61

Manufactured

Tofaxel Tab. 5mg
(Tofacitinib)

Korea Prime
Pharm. Co.,
Ltd.

2020-09-07

[142]
Non-
specific
immuno-—
gen
preparati
ons

Rheumatoid arthritis,
psoriatic arthritis

Citrate —
Tofacitinib
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Efficacy/Effectiveness

Date of Class.
No. HELEeley Product Company ae o ass (partially Remarks
Imported Approval Code )
summarized)
[142]
Non-—
HANLIM specific | gp toid arthritis,| Citrate —
62 |Mensctres | JAKERS T8O SMO | priagM,  |2020-00-07|immuno-| oo o 010 BTS2
CO., LTD. gen psoriatic arthritis Tofacitinib
preparati
ons
[142]
XELTOFA TAB 5mg |2AEWOONG spedifc Rheumatoid arthritis.| Gitrat
63 | Mrctses | (Tofacitinb aspartate | PHARMACE 2020-09-10fimmuno-| ™ oo 0 SIS | T 1a e
(micronised)) en psoriatic arthritis | Aspartate
CO.LTD gen
” . preparati
ons
[119]
Miscella—
Pakis tab (Rasagiline | Kyongbo neous Treatment of Mesilate —
4 | Imported 2020-09-21 |
6 port tartrate) pharma 020-09 nceerr\wltoris Parkinson’s disease| Tartrate
system
agents
SITAX TABLETS i
65 |Mensactred| 25mg (SITAGLIPTIN 256 Adiuvant drug for | o ote
HYDROCHLORIDE) | GENUONE [396] | diet therapy and | | o "
Sciences [2020-11-03 Anti= exercise therapy in ydrate .
SITAX TABLETS Inc. d'gbe“o ype 2 diabetes | Horoctionde
66 | Menectred| 50mg (SITAGLIPTIN e . hydrate
HYDROCHLORIDE) patients
Adjuvant drug for Hydro-
Tennella Tab. 20 mg . (396] diet therapy and bromide
67 | Menufactured (Teneligliptin B?(?tggh 2020-11-05 dggt(;io exercise therapy in| hydrate —
hydrobromide hydrate) drug type 2 diabetes |Hydrochloride
patients hydrate
Adjuvant drug for Hydro-
Teneglip Tab. 20 mg | Mother's (396] diet therapy and bromide
68 | Manufactured (sitagliptin Pharmaceuti |2020-11-05 dgggio exercise therapy in| hydrate —
hydrochloride hydrate) | cal Co., Ltd. drug type 2 diabetes | Hydrochloride
patients hydrate
Adjuvant drug for Hydro-
Teneglitin Tablet 20mg Pharvis [396] diet therapy and bromide
69 | Manufactured (Teneligliptin Ph;%e%o 2020-11-05 dégtgic exercise therapy in| hydrate —
hydrobromide hydrate) L dru t 2 di i
. g ype 2 diabetes |Hydrochloride
patients hydrate
Adjuvant drug for Hydro-
TenelD Tab. 20mg KUKJE (396] diet therapy and bromide
70 | Menufactured (Teneligliptin PHARMA |2020-11-05 dégtgic exercise therapy in| hydrate —
hydrobromide hydrate) | Co., Ltd. drug type 2 diabetes | Hydrochloride
patients hydrate
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Efficacy/Effectiveness
Menufactured/ Date of Class. )
No. | Product Company (partially Remarks
mported Approval Code )
summarized)

Adjuvant drug for Hydro-

Tedi-4 tab. 20mg |Dong Kwang [Asr?t?—] diet therapy and bromide
71 | Menufactured (Teneligliptin Pharm. |2020-11-05 diabetic exercise therapy in| hydrate —
hydrobromide hydrate) | Co.,Ltd. drug type 2 diabetes |Hydrochloride

patients hydrate

Adjuvant drug for Hydro-

Telia tab. 20mg SarEr)lanChun [Asr?t?—] diet therapy and bromide
72 | Manufactured (Teneligliptin Pharr% 2020-11-05 diabetic exercise therapy in| hydrate —
hydrobromide hydrate) Co. Ltd. drug type 2 diabetes |Hydrochloride

patients hydrate

Adjuvant drug for Hydro—

TENESE TABLET |, ) priarM [Asr?t?—] diet therapy and bromide
73 | Menuacred | 20mg (Teneligliptin 2020-11-05| ; . exercise therapy in| hydrate —

hydrobromide hydrate) CO., LTD. diabetic

ydrobromide hydrate drug type 2 diabetes |Hydrochloride

patients hydrate

Adjuvant drug for Hydro—

JENELIA Tab. 20mg | HANLIM [396] | diet therapy and | bromide
74 | Manufactured (Tene]igliptin PHARM. |2020-11-05 diabetic exercise therapy in| hydrate —
hydrobromlde hydrate) CO., LTD. drug type 2 diabetes Hydrochloride

patients hydrate

* Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).
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2) Drugs with new efficacy group (2 items)

Chemical drugs approved for the new efficacy group included 2
imported items, which are plaque psoriasis treatments for adult
patients subject to systemic therapy in which the active ingredient is
dimethyl fumarate. They are drugs that changed the efficacy/effectiveness
of already approved (notified) treatments for relapsing-remitting multiple

sclerosis (Refer to Table 32).

Table 32. Approval Status of Drugs in New Therapeutic Class
that Require Data Submission in 2020

Efficacy/
No Manufactured Product Compan Date of |Classification Effectiveness

"I/ Imported e Approval Code (partially
summarized)

Skilarence 120mg Gastro-Resistant
1| Imported Tablet (Dimethy! fumarate) [01420]
KOLON 2020-05-14 Non—speon‘m Plague psoriasis
Pharma immunogen treatment drug
Skilarence 30mg preparations
2 | Imported Gastro—Resistant Tablet
(Dimethyl fumarate)

3) Drugs with new composition of active substance or change only in
strength (208 items)

In the case of drugs with new compositions, 182 were approved (176
manufactured items and 6 imported items), with cardiovascular drugs
accounting for the majority (175 items, 96.2%). Among the approved
drugs with new compositions, 98 items (53.4%) were the hypertension/
hyperlipidemia combinations, 80 items (44.0%) were combinations containing
rosuvastatin calcium, and 74 items (40.7%) were hyperlipidemia
combinations that all contain rosuvastatin calcium. Combinations containing
rosuvastatin calcium (for hypertension/hyperlipidemia or hyperlipidemia)

included 154 items, accounting for more than 4/5 (84.6%) of the drugs



with new composition approved in 2020 (Refer to Table 33).

Also, 26 new drugs with changes in strength (24 manufactured items,

2 imported items) were approved, where the majority of items (17

items, 65.4%) were SR tablets that increased the strength of the

previously approved Tamsulosin Hydrochloride SR Tablet 0.2 mg into

0.4 mg (Refer to Table 34).

Table 33. Approval Status of Drugs with New Composition
that Require Data Submission in 2020

Manufactured/| Date of Classification ) .
No. imported Product Company — Code Active Ingredient
DAEWOONG visoa ) | Rosuvastatin Caicium,
1 |Manufactured| OLOMAX Tablet 40/5/10mg | PHARMACEUTI | 2020-02-06 cardiovaseular Amlodipine Besylate,
CAL CO.,LTD. drugs Olmesartan Medoxomil
2 [Manufactured|  Candedipine Tab 16/10mg
[214] vt
- ol A Candesartan Cilexetil,
3 [Manufactured|  Candedipine Tab 16/5mg GC Pharma | 2020-02-14 hypeArtr;t% Sves Amlodipine Besylate
4 |Manufactured Candedipine Tab 8/5mg
DAEWOONG visoa ) | Rosuvastatin Caicium,
5 |Manufactured] OLOMAX Tablet 40/5/5mg PHARMACEUTI | 2020-02-19 cardiovaseular Amlodipine Besylate,
CAL CO.,LTD. drugs Olmesartan Medoxomil
6 |Manufactured TR Duo Tab. 40/20mg i [2”19] Telmisart
- Ao iscellaneous elmisartan,
Binex Co., Ltd. | 2020-02-19 cardiovascular | Rosuvastatin Calcium
7 [Manufactured TR Duo Tab. 80/20mg drugs
8 [Manufactured| MISARTANSTAR Tab. 40/10mg
9 |Manufactured| MISARTANSTAR Tab. 40/20mg|  Reyon " [2”19] Telmisart
Pharmaceutical | 2020-02-19 | MISCetaneous emisaran,
cardiovascular | Rosuvastatin Calcium
10 |Manufactured| MISARTANSTAR Tab. 40/5mg | Co., Ltd. drugs
11 |Manufactured| MISARTANSTAR Tab. 80/10mg
12 Manufactured| MISARTANSTAR Tab. 80/20mg|  Reyon " [2”19] Telmisart
Pharmaceutical | 2020-02-19 | 1SCelaneous emisartan,
cardiovascular | Rosuvastatin Calcium
13 |Manufactured| MISARTANSTAR Tab. 80/5mg |~ Co. Ltd. drugs
Misof[eelsl?aﬂeous Lamivudine,
14 | Imported Dovato Tablet GlaxoSmithKline | 2020-03-16 chermo- Dolutegravir Sodium
therapeutics (micronised)
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Manufactured/| Date of Classification ) .
Active Ingredient
No. Imported Fieile emgEmy Approval Code ¢ Y
15 |Manufactured|  TELOSTIN TAB. 40/10MG
16 |Manufactured| TELOSTIN TAB. 40/20MG
Manufactured| ~ TELOSTIN TAB. 40/5MG [219] .
17| Manuacture / PHEQI\E/IX%VEAUTI 2020-03-17 Miscellaneous Telmisartan,
cardiovascular | Rosuvastatin Calcium
18 [Manufactured|  TELOSTIN TAB. 80/10MG CAL., LTD. drugs
19 |Manufactured| TELOSTIN TAB. 80/20MG
20 |Manufactured|  TELOSTIN TAB. 80/5MG
TELSARTAN R Tablets
21 [Manufactured 40/10mg
Manufactured| TELSARTAN R Tablets 40/5 [219] .
22 | Venufacture S ablets 40/5mg PE!%HI\G/IWSS 2020-03-17 | Miscellaneous Telm|sartan,|
. v cardiovascular | Rosuvastatin Calcium
23 |Manufactured TELSA%B%’BImF; Tablets LTD. drugs
24 |Manufactured| TELSARTAN R Tablets 80/5mg
25 |Manufactured Telmirobe Tab. 40/10mg
26 |Manufactured Telmirobe Tab. 40/20mg
27 |Manufactured Telmirobe Tab. 40/5mg _ [219] .
Myungmoon 2020-03-17 Miscellaneous Telmisartan,
] Pharm. Co., Ltd. cardiovascular | Rosuvastatin Calcium
28 |Manufactured Telmirobe Tab. 80/10mg drugs
29 |Manufactured Telmirobe Tab. 80/20mg
30 [Manufactured Telmirobe Tab. 80/5mg
31 |Manufactured Tellow Tab. 40/10mg
32 |Manufactured Tellow Tab. 40/20mg
Manufactured Tellow Tab. 40/5 [219] .
33 Manufacture elow 1a /5mg UNION KOREA 2020-03-17 Miscellaneous Telmisartan,
PHARM cardiovascular | Rosuvastatin Calcium
34 |Manufactured Tellow Tab. 80/10mg drugs
35 |Manufactured Tellow Tab. 80/20mg
36 |Manufactured Tellow Tab. 80/5mg




Manufactured/| Date of Classification ) .
Active Ingredient
No. Imported Fieile emgEmy Approval Code ¢ Y
37 |Manufactured Akarb Tablet 120/40mg
38 |Manufactured Akarb Tablet 30/10mg
[219] Fimasartan Potassium
Boryung A Miscellaneous | Trihydrate Granule,
39 | Manfectured Akarb Tablet 30/20mg Pharmaceutical | 2020704729 | cardiovascular | Atorvastatin Calcium
drugs Trihydrate
40 |Manufactured Akarb Tablet 60/10mg
41 |Manufactured Akarb Tablet 60/20mg
. . [732]
Hemoclean B solution Huons Medicare . : : :
: ; 2020-05-25 | Disinfectants |Peracetic Acid Solution
42 |Manufactured (peracetic acid) Co., Ltd. 020-05 forlsquaran’[ine
43 |Manufactured|  Rosuemzet Tab. 10/10mg
Mother's [218] Drugs for| Rosuvastatin Calcium
44 |Manufactured|  Rosuemzet Tab. 10/20mg Pha(r)gmc&gﬂcal 2020-05-29 atherosclerosis Ezetimibe ’
45 |Manufactured|  Rosuemzet Tab. 10/5mg
46 |Manufactured Rosueze Tab. 10/10mg
MEDICA 18] Dru in Calci
e gs for| Rosuvastatin Calcium,
47 |Manufactured Rosueze Tab. 10/20mg KORE/S Co., | 2020-05-29 atherosclerosis Ezetimibe
48 |Manufactured Rosueze Tab. 10/5mg
49 |Manufactured| ROSU DUO Tab. 10/10mg
Cires [218] Dru [ i
. A gs for| Rosuvastatin Calcium,
50 |Manufactured| ROSU DUO Tab. 10/20mg Pharn?ﬁgeuncal 2020-05-29 atherosclerosis Ezetimibe
51 |Manufactured|  ROSU DUO Tab. 10/5mg
52 |Manufactured Rotazet Tab. 10/10mg
Sini 18] Dru in Calci
. Ae gs for| Rosuvastatin Calcium,
53 |Manufactured Rotazet Tab. 10/20mg Pha(r)gmc&gﬂcal 2020-05-29 atherosclerosis Ezetimibe
54 |Manufactured Rotazet Tab. 10/5mg
55 |Manufactured Rozetam Tab. 10/10mg
APROGEN - :
. 218] Drugs for| Rosuvastatin Calcium,
5 |Veuactsee|  Rozelam Tab. 1020mg | Pharmaceuical, | 2020-05-29 218] Drugs for] Rosuvastaiin C:
57 |Manufactured Rozetam Tab. 10/5mg
58 |Manufactured CVAZET Tab. 10/10mg Wooridul
Pharma(geutioal 18] ol B in Cal
Ltd.— (name A 18] Drugs for| Rosuvastatin Calcium,
59 |Manufactured CVAZET Tab. 10/20mg change)PharmG 2020-05-29 atherosclerosis Evetimibe
en Science
60 |Manufactured CVAZET Tab. 10/5mg Inc.




No. Mﬁ?;?s;ed/ Product Company ADp a;fof; Clasggi(;:jtion Active Ingredient
61 |Manufactured Rovaeze Tab. 10/10mg

62 |Vanufaoied|  Rovaeze Tab. 10/20mg Bi%%rll’ghgzr%a 2020-06-23 | 12181 Drugs for) Rosuvastatin Calcium,
63 |Manufactured Rovaeze Tab. 10/5mg S

64 |Manufactured Rotibe Tab. 10/10mg

65 |Vanuactued|  Rotibe Tab. 10/20mg | Binex Co,, Ltd. | 2020-06-23| (2181 Drugs for) Rosuvastatin Calcium,
66 |Manufactured Rotibe Tab. 10/5mg

67 |Manufactured Rotizet Tab. 10/10mg

68 |Manufactured|  Roizet Tab. 10/20mg Phaérgg/loggtioal 2020-06-23 | 1218 Drugs for} Rosuvastatin Calcium,
69 |Manufactured Rotizet Tab. 10/5mg S

70 |Manufactured| YURQVAZET Tablet 10/10mg

71 Manuactured| YUROVAZET Tablet 10/20mg | YUY PRaa, | pnpqg-p3 | (2181 Drugs for) Rosuvastatn Calcium,
72 |Manufactured| YUROVAZET Tablet 10/5mg

73 [Manufactured Roze K Tab. 10/10mg

74 |Menuowed|  Roze K Tab. 1020mg | KWEO90 | ap0-0-p3 |[218) Drugs for) Rosuvastati Caicium,
75 |Manufactured Roze K Tab. 10/5mg

76 |Manufactured Rovaduet Tab. 10/10mg

77 |Venuacured]  Rovaduet Tab. 10/20mg | PAEYOOPHARM. | p0p0-g6-3 |[218] Drugs for) Rosuvastatin Calcium,
78 |Manufactured Rovaduet Tab. 10/5mg

79 |Manufactured ROEZE TAB. 10/10mg

80 |Vanvactued|  ROEZE TAB. 1020mg | DAENOONG | ppqg-p3 | 12181 Drugs for) Rosuvastatn Calcium,
81 |Manufactured ROEZE TAB. 10/5mg

82 |Manufactured RZ Tab. 10/10mg

83 |Venuaoted|  RZ Tab. 10/20mg DO%%%E?”Q 2020-06-23 | 1218 Drugs for) Rosuvastatin Calcium,
84 |Manufactured RZ Tab. 10/5mg o




Manufactured/| Date of Classification . .
No. imported Product Company T Code Active Ingredient
85 |Manufactured Crevazet Tab. 10/10mg
Youngil Pharm. _~n_on |[218] Drugs for| Rosuvastatin Calcium,
86 |Manufactured Crevazet Tab. 10/20mg Co., Ltd. 2020-06-23 atherosclerosis Ezetimibe
87 |Manufactured Crevazet Tab. 10/5mg
88 |Manufactured Rosuvzet Tab. 10/10mg
JINYANG ) .
_na_na |[218] Drugs for| Rosuvastatin Calcium,
89 |Manufactured Rosuvzet Tab. 10/20mg C?gALBI"\[A) 2020-06-23 atherosclerosis Ezetimibe
90 |Manufactured Rosuvzet Tab. 10/5mg
91 |Manufactured Romizet Tablet 10/10mg
. _~_nq |[218] Drugs for| Rosuvastatin Calcium,
92 |Manufactured Romizet Tablet 10/20mg KOLON Pharma| 2020-06-23 atherosclerosis Ezetimibe
93 |Manufactured Romizet Tablet 10/5mg
94 |Manufactured Ezero Tab. 10/10mg
UNION KOREA ~e_on |[218] Drugs for| Rosuvastatin Calcium,
95 |Manufactured Ezero Tab. 10/20mg PHARM 2020-06-23 atherosclerosis Evetimibe
96 |Manufactured Ezero Tab. 10/5mg
97 |Manufactured Rosuezet Tab. 10/10mg
Korea Prime _~n_nn | 1218] Drugs for| Rosuvastatin Calcium,
98 |Manufactured Rosuezet Tab. 10/20mg Phamm. Co., Ltd. 2020-06-23 atherosclerosis Ezetimibe
99 |Manufactured Rosuezet Tab. 10/5mg
100 |Manufactured|  Combiroze Tablet 10/10mg
- Whan In Pharm. _~n_on |[218] Drugs for| Rosuvastatin Calcium,
101 [Manufactured|  Combiroze Tablet 10/20mg Co., Ltd. 2020-06-23 atherosclerosis Ezetimibe
102 |Manufactured| ~ Combiroze Tablet 10/5mg
103 [Manufactured|  Telotatin Tab. 40/5/10mg - [219] Telmisartan
UNIMED 2020-06-30 Miscellaneous Rosuvastatin Caioium,
. PHARM INC. cardiovascular Amlodibine Besvlat
104 |Manufactured| ~ Telotatin Tab. 80/5/10mg drugs miodipine besylate
105 |Manufactured| EXONE-A Tab. 5/160/10mg
106 |Manufactured EXONE-A Tab. 5/160/20mg MiSC¢[32||1a%]eous Atorvastatin Calcium
HK inno.N 2020-07-24 cardiovascular Hydrate, Valsartan,
107 [Manufectured|  EXONE-A Tab. 5/80/10mg drugs Amlodipine Besylate
108 |Manufactured|  EXONE-A Tab. 5/80/20mg




Manufactured/| Date of Classification . .
No. imported Product Company T Code Active Ingredient
109 | Manufactured Telmistin Tab. 40/10mg
110 |Manufactured Telmistin Tab. 40/5mg GUJU - [219] ,
PHARI.CO. LTD| 2020-07-29 | grtiol | o L odtatn Calcum
111 |Manufactured Telmistin Tab. 80/10mg : drugs
112 | Manufactured Telmistin Tab. 80/5mg
113 [Manufactured TELOKE Tab. 40/10mg
114 |Manufactured TELOKE Tab. 40/20mg
Wooridul
115 |Manufactured|  TELOKE Tab. 40/5mg Pharmaceutical _ [219] ,
Ltd— (name 2020-07-29 Miscellaneous Telmisartan,
change)PharmG cardiovascular | Rosuvastatin Calcium
116 |Manufactured TELOKE Tab. 80/10mg en Science drugs
Inc.
117 [Manufactured TELOKE Tab. 80/20mg
118 | Manufactured TELOKE Tab. 80/5mg
119 |Manufactured Romitel Tablet 40/10mg
120 |Manufactured Romitel Tablet 40/20mg
121 |Manufactured Romitel Tablet 40/5mg _[219] .
KOLON Phama 2020-07-29 | ioGoBeOis | o Vo Gaiium
122 [Manufactured Romitel Tablet 80/10mg drugs
123 | Manufactured Romitel Tablet 80/20mg
124 |Manufactured Romitel Tablet 80/5mg
125 [Manufactured]| DUOTELMI TAB. 40/10mg
126 |Manufactured|  DUOTELMI TAB. 40/20mg
127 |Manufactured| ~ DUOTELMI TAB. 40/5mg HUTECS _ [219] ,
KOREA 2020-07-29 Miscellaneous Telmisartan,
PHARMACEUTI- cardiovascular | Rosuvastatin Calcium
128 |Menufactured|  DUOTELMI TAB. 80/10mg | CAL CO., LTD drugs
129 [Manufactured] DUOTELMI TAB. 80/20mg
130 [Manufactured]  DUOTELMI TAB. 80/5mg




Manufactured/| Date of Classification ) .
No. imported Product Company T Code Active Ingredient
Avaltan A Plus Tab.
131 |Manufactured 5/160/10mg
Avaltan A Plus Tab.
132 | Manufacured 5/160/20mg DongKoo Miscc[32||1a?1]eous Atorvastatin Calcium
SgiPraa | 220625 | e | [yl Vagarn,
133 |Manufactured| Avaltan A Plus Tab. 5/80/10mg drugs
134 |Manufactured| Avaltan A Plus Tab. 5/80/20mg
135 [Manufactured|  A.V.A-Tri Tab. 5/160/10mg
prchan New | 20p0-09-5 | Miscellaneous | “ygrere, Valsarian,
137 |Manufactured| ~ A.V.A-Tri Tab. 5/80/10mg ' drugs Amlodipine Besylate
138 |Manufactured| ~ A.V.A-Tri Tab. 5/80/20mg
139 |Manufactured|  Valtrio Tab. 10/160/10mg
140 |Manufactured|  Valtrio Tab. 10/160/20m [219] -
’ KyungDong | ooy gg-pg | Miscellaneous | VESRTEr i(rﬁ%?étnaém
) pharm. co., Ltd cardiovascular Besvlat
141 |Manufactured|  Valtrio Tab. 5/160/10mg drugs esylate
142 |Manufactured Valtrio Tab. 5/80/10mg
Rosuvastatin Calcium,
143 |Manufactured Omestar Soft Capsule Penmix Ltd, | 2020-10-12 |[218] Drugs for Omega-3-Acid Ethyl
atherosclerosis
Esters 90
144 |Manufactured Lipilouzet Tab. 10/10mg
- Chong Kun 1n_14 |1218] Drugs for| Rosuvastatin Calcium,
145 |Manufactured Lipilouzet Tab. 10/20mg Dang Pharm. 2020-10-13 atherosclerosis Evetimibe
146 |Manufactured Lipilouzet Tab. 10/40mg
AmosartanXQ Tab.
147 |Manufactured 5/100/10/10 mg
AmosartanXQ Tab.
148 |Manufactured 5/100/20/10 mg
AmosartanXQ Tab. i
149 |Manufactured [219] Losartan Potassium,
5/100/5/10 mg Hanmi Pharm. | 5050_11_og | Miscellaneous Ezetimibe,
AmosartanXQ Tab. Co., Ltd. cardiovascular | Rosuvastatin Calcium,
150 |Manufactured drugs Amlodipine Besylate
5/50/10/10 mg
AmosartanXQ Tab.
151 |Manufactured 5/50/20/10 mg
152 |Manufactured AmosartanxQ Tab.

5/50/5/10 mg




Manufactured/| Date of Classification ) .
No. imported Product Company T Code Active Ingredient
153 [Manufactured| Cholestop Plus Tab. 10/5mg
White Life . .
: 1144 |[218] Drugs for| Rosuvastatin Calcium,
154 |Manufactured| Cholestop Plus Tab. 10/10mg Smer&;g Co., |2020-11-11 atherosclerosis Ezetimibe
155 [Manufactured| Cholestop Plus Tab. 10/20mg
CMG [218] Drugs for Rosuvastatin Calcium,
156 |Manufactured Mega M Dual Soft Cap. Pharmaceutical | 2020-12-01 atherosclgrosis Omega-3-Acid Ethyl
Co., Ltd. Esters 90
Rosuvastatin Calcium
KyungDong _5_n4 |[218] Drugs for . '
157 |Manufactured| Megarovan Soft Cap. 5/1000mg 2020-12-01 = | Omega-3-Acid Ethyl
pharm. co., Ltd atherosclerosis Esters 90
Rosuvastatin Calcium,
158 |Manufactured Totalsante Soft Capsule Pha?r%g/ggliioal 2020-12-01 [aztgrozgjlgrsoég Omega-3-Acid Ethyl
Esters 90
Jeil [218] Drugs for Rosuvastatin Calcium,
159 |Manufactured Rojecor Soft Capsule Pharmaceutical | 2020-12-01 atherosclgrosis Omega-3-Acid Ethyl
Co., Ltd. Esters 90
Rosuvastatin Calcium,
160 |Manufactured Romega Soft Capsule GL Pharma | 2020-12-01 [aztgrozgjlgrsoég Omega-3-Acid Ethyl
Esters 90
. Rosuvastatin Calcium,
161 |Venuiactued|  Rosuvaco Soft Cap. | pyhored PMe | p0p0-1-01 | 12181 DrUGS (01 Gymega”5-acidEtnyi
T Esters 90
%;E%S [218] Drugs for Rosuvastatin Calcium,
162 |Manufactured)  ROSUCOMA SOFT CAP. PHARMACEUTI 2020-12-01 atherosclgrosis Omega-3-Acid Ethyl
CAL CO., LTD Esters 90
163 |Manufactured| ~ Canderova Tab 10/16mg
164 |Manufactured Canderova Tab 10/8mg
[219]
Kyongbo e Miscellaneous | Candesartan Cilexetil,
165 [Manufactured| ~ Canderova Tab 20/32mg pharma 2020-12-11 cardiovascular | Amlodipine Besylate
drugs
166 |Manufactured Canderova Tab 5/16mg
167 |Manufactured Canderova Tab 5/8mg
168 |Manufactured| ~ CantacanDuo Tab.10/16mg
169 |Manufactured| ~ CantacanDuo Tab.10/8mg
[219]
Celltrion Pharm, e Miscellaneous | Candesartan Cilexetil,
170 |Manufactured| ~ CantacanDuo Tab.20/32mg Inc. 2020-12-11 cardiovasoular | Rosuvastatin Calium
drugs
171 |Manufactured|  CantacanDuo Tab.5/16mg
172 |Manufactured|  CantacanDuo Tab.5/8mg




Manufactured/| Date of Classification . .
No. imported Product Company T Code Active Ingredient
173 |Manufactured)] CRECANDE TAB. 10/16mg
174 |Manufactured)]  CRECANDE TAB. 10/8mg
HUTECS [219]
KOREA re Miscellaneous | Candesartan Cilexetil,
175 |Manufectured) - CRECANDE TAB. 20/32mg PHARMACEUTI 2020-12-11 cardiovascular | Rosuvastatin Calcium
CAL CO., LTD drugs
176 |Manufactured|  CRECANDE TAB. 5/16mg
177 |Manufactured)]  CRECANDE TAB. 5/8mg
Atectura Inhalation capsule
178 | Imported 150/160 micrograms
Atectura Inhalation capsule Mometasone Furoate,
179 Imported 150/320 micrograms Indacaterol Acetate
[229]
Atectura Inhalation capsule ' e Miscellaneous
180 | Imported 150/80 micrograms Novartis Korea | 2020-12-24 respiratory
organ drugs
Enerzair Inhalation capsule
181 Imported 150/50/160 micrograms Mometasone Furoate,
Indacaterol Acetate,
. ) Glycopyrronium
182| Imported Enerzair Inhalation capsule Bromide

150/50/80 micrograms

* Detailed approval information (efficacy/effectiveness, dosage/mode of administration,

use) is available at Drug Safety World (http://nedrug.mids.go.kr).

and precautions for



Table 34. Approval Status of Drugs with Changes in

Strength of Active

Substances that Require Data Submission in 2020
No Manufactured Product Compan Date of | Classification Efficacy/Effectiveness
" | / Imported — Approval Code (partially summarized)
Masibone S Sol. Dongiaok [399]Miscellaneou
1 Manufactured  (Sodium alendronate | Phammecettical | 2020-03-31 s metabolic Treatment of osteoporosis
hydrate) Co, Ld drugs
i Hanmi ; ;
Amodipin Tab. 2.5mg A [214] Hypertension, myocardial
2 Manufactured (Amlodipine camsylate) C%h?r[?d_ 2020-03-31 Antihypertensives ischemia, etc.
3 IVanufaciured V0P8 SR Tab. 0.4mg B.Dgrlzl)%koo 2020-04-17 Miscé%lz%eous Urinary disorder due to positive
anactur (Tamsulosin HCI) '80 Iiat[jma urogenital and prostate hyperplasia
o anal organ drugs
135 Uri disorder due t iti
Binex Tamsulosin HCI | Binex Co., e Miscellaneous rinary aisoraer aue to positive
4 |Manufectured SR Tab. 0.4mg Ltd. 2020-04-17 urogenital and prostate hyperplasia
anal organ drugs
T SR Tab Cires i [2||5 ‘ Urinary disorder due to positive
amsgreen ab. . A iscellaneous
5 |Manufactured 0.4mg (Tamsulosin HC) Pharrr?ﬁg'eutlcal 2020-04-17 urogenital and orostate hyperplasia
anal organ drugs
Pharvis [259] U disorder due © i
Tamspro SR Tablet Korea e Miscellaneous rinary aisoraer aue to positive
6 [Menufactured 0.4mg (Tamsulosin HCI)|Pharm Co., 2020-04-17 urogenital and prostate hyperplasia
Ltd. anal organ drugs
7 Manufadueq UloSin SR Tab. 0dmg |ghmte L | Miscé%lz%eous Urinary disorder due to positive
anactur (Tamsulosin HCI) mengg O urogenital and prostate hyperplasia
) anal organ drugs
8 Menufactured . TMSulosin SR Tab. PhDaeW%O 0P0-04-17 Miscézllzi]eous Urinary disorder due to positive
anactur 0.4mg (Tamsulosin HCI) arLTd 0. urogenital and prostate hyperplasia
) anal organ drugs
9 IVanufaciured T270SIN SR Tab. 0.4mg| DaeFtlﬁn 2020-04-17 Miscé%lz%eous Urinary disorder due to positive
anactur (Tamsulosin HCI) egxg Ltéarm urogenital and prostate hyperplasia
e anal organ drugs
. [259]
SAMSUNG Tamsulosin | SAMSUNG . Uri disorder due t it
10 Menufactured SR Tab O4mg ~ |PHARM Co,|2020-04-17| MScelancous ””a”[’)ro':t‘;ee;yp‘;‘fplssizos' Ve
(Tamsulosin HCI) Ltd. anal organ drugs
T in SR Tab ICURE Mi [2||5 J Urinary disorder due to positive
amszin ab. - A iscellaneous
11 [Manufactured 0.4mg (Tamsulosin HCI) Phg;lmlancceuu 2020-04-17 urogenital and prostate hyperplasia
) anal organ drugs
Lutsnal SR Tablet | AVoden Misoaoasous | Urinary disorder due fo posilve
12 Manufaciured 0.4mg (Tamsulosin HCI) Korelijo., 2020-04-17 urogenital and prostate hyperplasia
) anal organ drugs




No Manufactured Product Compan Date of | Classification Efficacy/Effectiveness
" | / Imported — Approval Code (partially summarized)
T losin SR Tab APROGEN i [2||5 ‘ Urinary disorder due to positive
amsulosin ab. . e iscellaneous
13 Manufactured 0.4mg (Tamsulosin HCI) PharrT1a|(r3g.Ln|caIs 2020-04-17 urogenital and prostate hyperplasia
’ anal organ drugs
Wooridul
Pharmaceuti
ca(l Ltd.— [259] U disorder due 1 i
PRATAM SR Tab. name e Miscellaneous rinary aisoraer aue to positive
14 Manufactured 0.4mg (Tamsulosin HCI)|change)Phar 2020-04-17 urogenital and prostate hyperplasia
mGen anal organ drugs
Science
Inc.
Qminal SR Tab. 0.4M9| ~ pharma Miscgg%eous Urinary disorder due to positive
15 [Manufactured (Tamsulocin Co.. Ltd 2020-04-17 urogenital and orostate hyperplasia
Hydrochloride) ' anal organ drugs
135] Uri disorder due t iti
Tamsable ER Tablet | KMS Pharm e Miscellaneous rinary aisoraer due to positive
16 Manufactured 0.4mg (Tamsulosin HCI)| Co., Ltd. 2020-04-17 urogenital and prostate hyperplasia
anal organ drugs
Tamsulo SR Tab. KOLON Miscgg%eous Urinary disorder due to positive
17 Menufactured ~ 0.4mg (tamsulosin Pharma 2020-04-17 urogenital and orostate hyperplasia
hydrochloride) anal organ drugs
TAMSTRO SR Tab Korea Mi [2||5 “ Urinary disorder due to positive
ab. : e iscellaneous
18 Manufactured 0.4mg (Tamsulosin HCI) Phéme?nc 2020-04-17 urogenital and prostate hyperplasia
s anal organ drugs
1253] Uri disorder due t iti
Boryung Tamsulosin Boryung A Miscellaneous rinary aisoraer aue 1o posiive
19 Manufactured SR Tablet 0.4mg Pharmaceutical 2020-04-29 urogenital and prostate hyperp|asia
anal organ drugs
(329]
) Miscellaneous i i
20 [Manufactured KwangTDg?g Liver Shot | Kwangdong 2020-06-19 nourishing Nutrent gupplemeqtaﬂon,
ablets 300 Pharm., Ltd. nutrients, tonic nounshmg tonic
and alternatives
Samjin 18]
Neustazet-R Tablet | Pharmaceuti e 218] Drugs for :
21 Manufactured 10/10mg ~cal Co, 2020-06-23 atherosclerosis Hypercholesterolemia
Ltd.
Korea : i on i
THIODAN Tab. 32.5mg . e [322] Mineral |Thyroid protection in the event of
22 Menufactured (pOtaSSiUm |Od|de) Phgr?ge?no 2020-07-02 DreDara’[ionS a radiation crisis
|IRcodonTab. 20mg UNIMED '
23 Manufactured (Oxycodone PHARM |2020-08-21 [8213) Sigir&tshenc Narcotic analgesics
hydrochloride) INC. P
Myoguard Eye Drops i Di is and treatment f
24 Manufactured  0.125% (Atropine  |LitePharmTech| 2020-11-02 [131] g)rBhtShalmw 'agnosis an ) rga ment for
Sulfate) (Unit Dose)) 9 mydriasis
ASACOL DR TAB Bﬁ%ﬁﬁggg " [2”39] Treatment and maintenance of
i iscellaneous - -
25 | Imported 1600ma_(Mesalazine) —UTICAL 2020-11-17 digestive organ mild and mloderat(lalaotlve
CO.LTD. drugs ulcerative colitis




No Manufactured Product Compan Date of | Classification Efficacy/Effectiveness
" | / Imported — Approval Code (partially summarized)
Zanovex [247] Follicle Replacement therapy for luteal
26 | Imported Cyclogest 400mg Korea Co., [2020-11-25 hormone drugs phase, as a part of female
Lid and corpora lutea
) hormone drugs | assisted reproductive technology

4) Drugs with new mode of administration/dose (3 items)

3 items (1 manufactured item, 2 imported items) were chemical drugs
approved with a new mode of administration/dose. These include a
drug developed through convergence with a medical device (collagen
absorbent wound dressing, etc.) whose active ingredient is thrombin,
and a nasal spray whose active ingredient is fentanyl citrate. For the
nasal spray, the maximum dose was increased from that of the
previously approved (notified) fentanyl citrate nasal spray (400 — 800

micrograms) (Refer to Table 35).

Table 35. Approval Status of Drugs with New Dosage/Mode of

Administration that Require Data Submission in 2020

Efficacy/
No Manufactured/ Product Compan Date of |Classification| Effectiveness
"I Imported pany Approval Code (partially
summarized)
. . BMI Korea Co., s (332] -
1 |Manufactured Stopi Hemostatic Lid. 2020-11-19 Hemostatics Hemostasis
- [821] Breakthrough pain in
2 | importeq | Pectent Nasa Spray 100 ug - JMenarii Korea) ogp0-91-09 | synthetic anp
entanyl citrate - opioids cancer patients who
. [821] have tolerance to
Pecfent Nasal Spray 400 ug  [Menarini Korea '
3 Imported ; 2020-01-09 Synthetic
P (fentanyl Cltrate) Ltd. pr|O|dS narcotic ana|gegicg

* Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http:/nedrug.mids.go.kr).

5) Drugs with a new dosage form (same route of administration) (39 items)

Chemical drugs approved with a new dosage form (same route of

administration) included 39 items (36 manufactured items and 3



imported items). The approved types of dosage form development are
as follows: 27 items (69.2%) developed from existing immediate-release
drugs (tablets or capsules) into extended-release drugs (tablets or
capsules), 5 items (12.8%) developed from tablets into capsules or from
capsules into tablets, 1 item developed from an existing patch into a
gel, an item developed from a spray into a gargle, 1 item developed
from a chewable tablet into a tablet, and 1 item developed from a

tablet into an orodispersible film (Refer to Table 36).

Table 36. Approval Status of Drugs with New Dosage Form (Same Route of

Administration) that Require Data Submission in 2020

Manufactured/ Date of |Classification | Efficacy/Effectiveness New
No. Product Company , . Dosage
Imported Approval Code (Partially summarized) =
[264] Drugs
for pain-
LOXO-N GEL DONGSUNG relieving, Patch —
1 |Manufactured| (Loxoprofen Sodium | BIO PHARM. [2020-02-17| antipruritic, | Arthralgia, myalgia, etc.
Hydrate) CO., LTD. convergence, Gel
anti-
inflammatory
[267] Ag(ents
for hair (hair , QOintment
Allopanten Tablets Kolmar A f
2 |Manufactured 00mg Pharma Co., |2020-02-21 |, 0rOWer, harr djuvar;taitrrﬁi:em | and others
(Dexpanthenol) Ltd. hair dye, and — tablet
hair tonic)
[399IMiscellane|  Adiuvant th f
3 [Manufactured Withfull Cap. INTRO BIO 2020-03-19| ous metabolic Juvan. erapy for | Tablet —
PHARMA drugs weight loss Capsule
Improvement of
[339]Miscellane |scr;em|c lsymptoms, Tablet
. SK ous blood and| such as ulcers, pain, ablet —
Manuf , —03- .
4 [Manufactured| Renexin CR tab Chemicals 2020-03-24 body fluid coldness and others | ER tablet
drugs . )
due to chronic arterial
occlusion
Riroxia Cap. 25mg | Chong Kun e [333] . Tablet —
5 [Manufactured (Rivaroxaban) Dang Pharm. 2020-04-09 Anticoagulants Anticoagulants Capstle
Dilatrend SR Tab. | Chong Kun el [214] Anti- Treatment of Capsule —,
6 |Manufactured 16mg (Carvedilol) | Dang Pharm. 2020-04-16 hypertensives | hypertension and others| Tablet
Dilatrend SR Tab. | Chong Kun el [214] Anti- Treatment of Capsule —,
7 |Manufactured 8mg (Carvedilol) | Dang Pharm. 2020-04-16 hypertensives | hypertension and others | Tablet




New

No Manufactured/ Product Compan Date of |Classification | Efficacy/Effectiveness Dosage
| Imported SR Approval Code (Partially summarized) Form
259) | rinary disorder due to| G
Tamsuall SR Tab. Dasan Miscellaneous | Crnary disorder due 1o | Capsule
8 [Manufactured| 0.4mg (Tamsulosin | Pharmaceutical | 2020-04-24 | urogenital and positive prostate —
HCI) Co., Ltd. an?jlru%rgan hyperplasia SR tablet
[259] Uri disorder due to |
Tamscare ER 0.4mg Miscellaneous | ©rnary disorde Capsule
9 [Manufactured (Tamsulosin LitePharmTech | 2020-04-24 | urogenital and positive prostate -
Hydrochloride) anzlrutggsgan hyperplasia ER tablet
HLB 2591 | \jinary disorder due to |
C-trosin SR Tab. |5 amniacEUT Miscellaneous | “"nary Capsule
10 |Manufactured| 0.4mg (Tamsulosin ICAL CO 2020-04-24 | urogenital and positive prostate -
HC) LD, a”fj'm%rga” hyperplasia ER tablet
259) | Urinary disorder due to | Capsul
Day Tams SR Tab.| Boryung Miscellaneous | “"nary disorder due 10 | Capsule
11 |Manufactured| 0.4mg (Tamsulosin Biopharma |2020-04-24 | urogenital and positive prostate —
Hydrochloride) Co., Ltd. aneglru%rgan hyperplasia ER tablet
[259] . .
Tamsol SR Tab. Miscellaneous | Urinary disorder due to | Capsule
12 |Manufactured 0.4mg Celltrion Pharm|2020-04-24| urogenital and positive prostate -
(Tamsulosin HCI) ane&lru%rgan hyperplasia ER tablet
[259] Uri disorder due to |
Tamslon SR Tab. | AUSKOREA Miscellaneous | “"nary diso Capsule
13 |Manufactured| 0.4mg (Tamsulosin | PHARM CO., |2020-04-24 | urogenital and positive prostate -
HCI) LTD. anzlrutggsgan hyperplasia ER tablet
[259] Uri disorder due to |
Tamunal SR Tab |~ oo kin Miscellaneous | “rnary disoraer Capsule
14 |Manufactured| 0.4mg (Tamsulosin Dang %harm 2020-04-24 | urogenital and positive prostate -
HCI) ' anzlrutggsgan hyperplasia ER tablet
259) | rinary disorder due to| G
Tamstar SR tab. Pharmbio Miscellaneous | Crnary disorder due 1o | Capsule
15 |Manufactured (Tamsulosin Korea Inc 2020-04-24 | urogenital and positive prostate —
hydrochloride) ' ane&lru%rgan hyperplasia ER tablet
259) | rinary disorder due to| G
Tamlusin D SR Huons Co Miscellaneous | Crnary disorder due 1o | Capsule
16 |Manufactured Tablet 0.4mg Ld 2020-04-24 | urogenital and positive prostate —
(Tamsulosin HCI) ' ane&lru%rgan hyperplasia ER tablet
[259] Uri disorder due to |
Uronal SR Tab. KyungDong Miscellaneous | “Mnary aiso Capsule
17 |Manufactured| 0.4mg (Tamsulosin | pharm. co., |2020-04-24|urogenital and positive prostate -
HCI) Ltd anzlrutggsgan hyperplasia ER tablet
[259] Uri disorder due to |
Tamsronal SR Tab. GUJU Miscellaneous | “"nary diso Capsule
18 |Manufactured| 0.4mg (Tamsulosin | PHARM.CO., |2020-04-24|urogenital and positive prostate -
HCI) LTD. anzlrutggsgan hyperplasia ER tablet
[259] . .
BEAROSIN SR Miscellaneous Urinary disorder due to | Capsule
19 | TAB. 04 mg Daewoong Bio YR ; e
anufactured (Tamsulosin Inc 2020-04-24 | urogenital and positive prostate —
Hydrochloride) a”%'ru(gga” hyperplasia ER tablet




New

Manufactured/ Date of |Classification | Efficacy/Effectiveness
No. Product Company , . Dosage
Imported Approval Code (Partially summarized) Form
[259] . .
TAh[igB?_%vaallngR Dong Kwang Miscellaneous | Urinary disorder due to | Capsule
20 |Manufactured Pharm. 2020-04-24 | urogenital and positive prostate —
Tab. 0.4mg Co.,Ltd anal organ :
(Tamsulosin HCI) K drugs hyperplasia ER tablet
HARUSIN SR . [259] Urinary disorder due to | Capsule
TABLET 04mg | AJU PHARM Miscellaneous
21 |Manufactured " 2020-04-24 | urogenital and positive prostate -
(Tamsulosin CO., LTD. anal organ .
Hydrochloride) dr gg hyperplasia ER tablet
[259] . .
H?ng%gﬁlo(sﬁp. ANO0OK Miscellaneous | Urinary disorder due to | Capsule
22 |Manufactured ; 9 2020-04-24 | urogenital and positive prostate -
hydrochloride) Pharm. |
an%ruogrgan hyperplasia ER tablet
259 | rinary disorder due t
Arlunal SR Tab. | Korea Arlico Miscellaneous | Urinary disorder due to | - Capsule
23 [Manufactured| 0.4mg (Tamsulosin Pharm Co., |2020-04-24]urogenital and positive prostate —
Hydrochloride) Ltd. aneglru%rgan hyperplasia ER tablet
259 | rinary disorder due t
Tamslen SR tab. [Neo Bio Korea Miscellaneous | Urinary disorder due to | - Capsule
24 |Manufactured| 0.4mg (Tamsulosin | Pharm. Co., |2020-04-24|urogenital and positive prostate —
HCI) Ltd. an?jlru%rgan hyperplasia ER tablet
[259] Uri disorder due t
Tamrosin SR Tab. Miscellaneous | Urnary disorder due 1o | Capsule
25 |Manufactured| 0.4mg (Tamsulosin |Yungjin Pharm.|2020-04-24 | urogenital and positive prostate -
HCI) anzlrutggsgan hyperplasia ER tablet
[259] Uri disorder due t
Tams tab 0.4mg | Young Poong Miscellaneous | Urinary disorder due to | - Capsule
26 |Manufactured MG parmaceutical | 2020-04-24 urogenital and positive prostate —
(Tamsulosin HCI) Co.Lid anal organ ,
5L1a. dl‘ugrg hyperplasia ER tablet
DOUBLETAMS SR | VIVOZON B | Grinary disorder due to | Capsule
TAB. 0.4m PHARMACE Miscellaneous
27 |Manufactured - Jamg 2020-04-24 | urogenital and positive prostate —
(Tamsulosin UTICAL CO., anal oroan .
Hydrochloride) LTD. drugg hyperplasia ER tablet
[259] Ui disorder due t
Tamsicare Miscellangous | Urinary disorder due to | - Capsule
28 |Manufactured (Tamsulosin THEU 2020-04-24 | urogenital and positive prostate —
Hydrochloride) ane&lru%rgan hyperplasia ER tablet
[259] Uri disorder due t
Harutam SR Tab. Miscellaneous | Urinary disorder due 1o | Capsule
29 |Manufactured| 0.4mg (Tamsulosin | Hana pharm |2020-04-24 | urogenital and positive prostate —
HCI) anzlrutggsgan hyperplasia ER tablet
Fycompa Oral (113] Treatment of partial | Tablet
Suspension _ 113 reatment of partia ablet —
| —(05- S .
30 mported 0.5mg/ml Eisai Korea |2020-05-28 Antiepileptics seizure, ete. Suspension
(Perampanel)
[114] Fever and pain from a
. , Antipyretics cold, headache
Children’s Tylenol o ' '
31 | impored | Powder 160mg | JONNSON & lonon g gl analgesics, | o i myalgia, | 200t
(Acetaminophen) Johnson Korea and anti . . Powder
inflammatory | menstrual pain, sprain
drugs pain, etc.
Esomezol DR Cap. : Tablet —
Hanmi .
20mg (Esomeprazole el [232] Peptic Gastroesophageal
32 |Manufactured magnesium Pharle Co., |2020-10-06 ulcer agents eflux disease ER
trinydrate) : capsule

— 91




Manufactured/ Date of |Classification | Efficacy/Effectiveness —
No. Product Company . . Dosage
Imported Approval Code (Partially summarized) Form
Esomezol DR Cap. : Tablet —
Hanmi :
40mg (Esomeprazole nna| [232] Peptic Gastroesophageal
33 |Manufactured magnesium Phar[?c.j Co., |2020-10-06 ulcer agents eflux disease ER
trinydrate) : capsule
OR{\SENSE Li)quid 031 Oropharyngeal
flurbiprofen DongKook 231] Dental | jnf i h
34 |Manufactured| ORASENSE Liquid | Pharmaceutical | 2020-10-15| and oral " amm.a.tlon lsupllas Spray, etc
peppermint Co., Ltd. drugs stomatitis, gingivitis, | — Gargle
(flurbiprofen) pharyngitis, etc.
MUCONA [222]
35 |Manufactured INJECTION Aé% PE-/?BM 2020-10-26| Antitussive | Antitussive expectorants Ampog e
(Acetylcysteine) (Vial) " : expectorants — Vial
XELJANZ® XR [142] Tablet
Extended-Release - e Non-specific - . aolet —
36 | Imported Tablets (tofacitinib Pfizer Korea |2020-12-07 immunogen Rheumatoid arthritis SR 1ablet
citrate) preparations
Alleviation of following
[141] symptoms due to head Tablet =
37 |Manufactured| nosefree soft cap. | RP Bio Inc. [2020-12-11 Antihistamines cold. allergy and Soft
o capsule
vasomotor rhinitis
Hyperacidity and Chewable
38 [Manufactured Perrier Tab. Intropharm Inc.|2020-12-15[234] Antacids tablet —
heartburn
tablet
GCWB Selenium o Tab'eé etc.
Oral Dissolving Film . 4o 322] Mineral o . — Oro-
39 |Manufactured (Sodium_ selenite GC Wellbeing | 2020-12-31 preparations Provision of selenium dispersible
pentahydrate) film

* Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).
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I 3. Approval Status of Biopharmaceuticals

According to an analysis of biopharmaceuticals approved in 2020
based on regulatory review pathways, there were 5 new drugs
(excluding new drugs removed from the orphan drug list, etc.), 38
drugs requiring data submission (34 other drugs requiring data
submission) and 10 orphan drugs (excluding four new orphan drugs)
(Refer to Table 37). More specifically, 20 biologics and 33 recombinant
protein products were approved (Refer to Table 38).

Table 37. Approval Status of Biopharmaceuticals by Review Type in 2020

<Including Drugs for Export Only and Active Pharmaceutical Ingredients>

Type Review Type No. of Approved Items
1 New drugs New drugs 1
2 (5) New orphan drugs | Orphan drugs 4
3 Orphan drugs (14) 10
4 Drugs requiring data submission 38

4~1 Incrementally modified drugs 0
4-2 - Biosimilar products 4
Drugs requiring data —
o Other drugs requiring data
4-3 submission o 34
submission
5 Cell therapy products 0
Total 53

<Excluding Drugs for Export Only and Active Pharmaceutical Ingredients>

Type Review Type No. of Approved Items
1 New drugs New drugs 1
2 (5) New orphan drugs | Orphan drugs 4
3 Orphan drugs (14) 10
4 Drugs requiring data submission 22

4-1 Incrementally modified drugs 0
4-2 - Biosimilar products 4
Drugs requiring data —
o Other drugs requiring data
4-3 submission - 18
submission
5 Cell therapy products 0
Total 37




Table 38. Approval Status of Biopharmaceuticals in 2020

<Including Drugs for Export Only and Active Pharmaceutical Ingredients>

No. of
Type Total | Approved ltems Remarks
Manufactured| Imported
Total 53 24 29
Drugs requiring data submission (20,
Biologics 20 18 2 including drugs for export (11), active
pharmaceutical ingredient (1))
New drugs (5), Orphan (10, excluding
Recombinant Protein new orphan drug), drugs requiring data
33 6 27 submission (18, including drugs for
Products export(3), active pharmaceutical
ingredient(1))
Cell thera
by 0 0 0 -
products
Gene thera
by 0 0 0 -
products
Others 0 0 0 -

<Excluding Drugs for Export Only and Active Pharmaceutical Ingredients>

No. of
Type Total | Approved Items Remarks
Manufactured| Imported
Total 37 8 29
Biologics 8 6 2 Drugs requiring data submission (8)
29 2 27 new orphan drug), Drugs requiring
Products data submission (14)
Cell thera
by 0 0 0 -
products
Gene thera
by 0 0 0 -
products
Others 0 0 0 -




3.1. Approval Status of Biologics

In 2020, 20 biologics were approved (18 manufactured items / 2 imported
items / 9 vaccines, 7 botulinum toxins, and 4 blood products). 6 items (6
manufactured items / 4 vaccines, and 2 botulinum toxins) were
approved in 2019, 11 items (8 manufactured items, 3 imported items/ 9
vaccines, 1 botulinum toxin and 1 blood product) were approved in
2018, and 12 items (11 manufactured items, 1 imported item / 8
vaccines, 2 botulinum toxins, 2 blood products) were approved in 2017.
The item approval of biopharmaceuticals tended to decrease after
2017, but increased again in 2020.

Vaccines approved in 2020 include 4 influenza vaccines, 1 varicella
vaccine, 1 hepatitis A vaccine, 1 polio vaccine, 1 pneumonia vaccine,
and 1 combined vaccine (Refer to Table 39).

In the case of influenza vaccines, vaccine production with strains
suggested by the World Health Organization (WHO) every year is
recommended, and they are classified as chicken egg vaccines and cell
culture vaccines depending on the manufacturing processes.

Influenza vaccines approved in 2020 included 2 items for domestic
use [Afluria QUAD PFS and Boryung FluXl Tetra Vaccine PFS by
Boryung Biopharma], and 2 items for export [SKYcellflu Quadrivalent
Prefilled Syringe (for export) and SKYcellflu Prefilled Syringe (for

export) by SK Bioscience].

A domestically approved item “Boryung FluXI Tetra Vaccine PFS” by
Boryung Biopharma and an imported item “Afluria QUAD PFS” were
approved for the prevention of influenza disease caused by influenza A
and B viruses contained in those vaccines in children 5 years of age or

older, adolescents and adults.1



“SKYcellflu Quadrivalent Prefilled Syringe (for export)” and “SKYcell
flu Prefilled Syringe (for export)” by SK Bioscience were approved for export.

For the varicella vaccine, “BARYCELA Inj.” by Green Cross was
approved for the prevention of varicella in children aged between 12
months to 12. For the hepatitis A vaccine, “Boryung Hepatitis A
Vaccine PFS(Absobed, Inactivated)” by Boryung Biopharma was approved
for the prevention of hepatitis A virus in children from 12 months to 2

years of age and adolescents 16 years of age or older and adults

“Eupolio Inj. (for export)” by LG Chem was approved as a polio
vaccine, and “Skypheumo Prefilled Syringe (for export)” by SK Bioscience

was approved as a pneumonia vaccine.

For combination vaccines approved in 2020, “Hexaxim Prefilled
Syringe Inj.” by Sanofi Pasteur was approved for the prevention of
diphtheria, tetanus, pertussis, hepatitis B and polio (poliomyelitis) as
well as invasive diseases caused by haemophilus influenzae type b (Hib)

in infants 2 months of age or older.

In the case of botulinum toxin products, 4 items in 2016, 2 items in
2017, 1 item in 2018, and 2 items (1 for domestic use and the other for
export only) in 2019, and 7 items in 2020 were approved as new drugs

(Refer to Table 39).

Among the botulinum toxins approved in 2020, 2 items are
“BTSA9(Clostrium botulinum toxin type A)” by Protox, and “Toxnine
Inj. 100 Unit (for export)” by Medica Korea. These products have



been approved for temporary improvement in the appearance of
moderate to severe glabellar lines associated with corrugator

and/or procerus muscle activities in adults aged between 18 and 65.

Other botulinum toxins approved in 2020 include 5 items: “Hitox
Inj. 100 Unit (for export)” by BMI Korea, “BIENOX Injection (for
export)” by BNC Korea, “Jetema The Toxin Inj. 100U (for export)” by
Jetema, “INIBO Inj. 100 Units (for export)” by Inibio, and “ReNTox
Inj. 200 Units (for export)” by Pharma Research Bio. These
products have also been approved for temporary improvement in
the appearance of moderate to severe glabellar lines associated
with corrugator and/or procerus muscle activities in adults aged

between 19 and 65.

In the case of blood products, 4 items were approved in 2020,
whereas the number of newly approved items was two in 2017, one in

2018, and none in 2019 (Refer to Table 39).

The MFDS has operated the Global Vaccine Commercialization
Support Group since 2010 as part of its customized support to enhance
Korea's capacity for vaccine self-sufficiency. The MFDS will continue
to provide technical support to increase the nation’s self-sufficiency in

essential preventive vaccines and core vaccines.



Table 39. List of Approved Biologics in 2020

No e Product Ingredient Compan Die of | EifleaayiSitelenses Remarks
1/ Imported g pany Approval |(Partially summarized)
BARYCELA inj. | |\ o pio o Prevention of varicella reDrLjJi?ii
1 Manufactured (Live Attenuated ) ~~ | GC Pharma |2020-03-02| in children 12 months quinng
. ) Varicella Vaccine data
Varicella Vaccine) to 12 years of age .
submission
1. Prevention or treatment
of bleeding in patients
with thrombocytopenia or
Platelet's, Korean Red platelet dysfunction Drugs
Pheresis, Cross Seoul 2. Patients with a history | requiring
2 Manufactured Leukocyte- Washed platelet 2020-03-05] ! )
Central Blood of transfusion side effects data
depleted and ) .
Laboratory caused by plasma proteins | submission
Washed (W-PLT) A
Center after transfusion such
reactions, anaphylaxis,
etc.as urticaria, allergic
1. Prevention or treatment
of bleeding in patients
with  thrombocytopenia
Platelets, Korean Red or plqtelet dysfunotllon Drugs
Pheresis, Cross Seoul 2. Patients with a history requirin
3 [Manufactured Leukocyte- Washed platelet Donabu 2020-03-05] of transfusion side effects gata ¢
depleted and g caused by plasma proteins .
blood Center ) submission
Washed (W-PLT) after transfusion such
as Urticaria, allergic
reactions, anaphylaxis,
etc.
1. Prevention or treatment
of bleeding in patients
with  thrombocytopenia
Platelets, Korean Red or platelet dysfunction Druas
Pheresis, Cross 2. Patients with a history e uingin
4 Manufactured Leukocyte- Washed platelet| Gwangju- [2020-03-05| of transfusion side effects gata ¢
depleted and Jeonnam caused by plasma proteins submission
Washed (W-PLT) Blood Center after transfusion such
as urticaria, allergic
reactions, anaphylaxis,
etc.
Purified
inactivated Prevention of influenza
influenza virus diseases caused by
Auria QUAD | 508, B | Boryung dnises coned n| recuiy
5| Imported | PFS (Split Virion, | YPS ° Biopharma |2020-03-16/ /" eontain€o quiring
) purified this vaccine in children data
Inactivated) T Co., Ltd. e
inactivated 5 years of age or|submission
influenza virus older, adolescents and
surface antigen adults
type B
Hexaxim Prefiled| Haemophilus Prevention of diphtheria,
Syinge Inj. Opttheria | influenza type B tetanus, pertussis, | Drugs
6 | Imported tetanus, pertussis polygaooharlde Sanofi 2020-04-14 hepatltls B and polio | requiring
(acellular,compone| conjugated to Pasteur (poliomyelitis) as  well data
-nt), poliomyelitis |diphtheria toxoid, as invasive diseases |submission

(inactivated),haem

pertussis toxoid,

caused by haemophilus

100 —




N Menufactred i Inaredient Compan Date of | Efficacy/Effectiveness Remarks
1/ Imported ¢ pany Approval |(Partially summarized)
filament
ophilus influenzae 'hemagglunmnj
. inactivated polio ) )
type b conjugate| . o influenzae type b (Hib)
o virus, purified o
and hepatitis B " in infants 2 months of
o hepatitis B
(rDNA)combination ! age or older
. surface antigen
vaccine) i
protein, and
tetanus toxoid
Purified
inactivated Prevention of influenza
influenza virus diseases caused by
Boryung FluX! | surface antigen influenza A and B Drugs
Tetra Vaccine type A, and Boryung viruses contained in| requiring
7 Manufactured o I Biopharma [2020-10-29| ,, . S .
PFS (Split Virion, purified this vaccine in children data
. : . Co., Ltd. .
Inactivated) inactivated 5 years of age or|submission
influenza virus older, adolescents and
surface antigen adults
type B
Prevention of disease
Boryung Hepatitis ) Cguseq oy .hepatltls A Drugs
A Vaccine PFS Inactivated Boryung virus in children from requiring
8 [Manufactured hepatitis A virus| Biopharma [2020-12-29| 12 months to 2 years
(Adsorbed, . data
) antigen Co., Ltd. of age and adolescents .
Inactivated) submission
16 years of age or
older and adults
SK Human Anti—tetanus For manufacturing of
Tetanus SK Plasma ) Stock
9 Manufactured : human 2020-02-18| anti-tetanus human ;
Immunoglobulin | . ) Co., Ltd. . ) solution
: immunoglobulin immunoglobulin
Final Bulk
Purified
SKYCellflu inactivated Prevention of influenza
Quadrivalent influenza virus diseases caused by
Prefilled syringe | surface antigen SK influenza A and B
10 Manufactured (sulrface' antigen, | - type A and Bioscience [2020-01-09 vIruses 'conFamed' n For export
inactivated, purified this vaccine in children
. : . Co.,Ltd.
prepared in cell inactivated 6 months of age or
cultures) (for influenza virus older, adolescents and
export) surface antigen adults
type B
Purified
SKYCellflu . |nact|vatgd Plrevennon of influenza
) ) influenza virus diseases caused by
Prefilled syringe X )
) surface antigen influenza A and B
(surface antigen, type A, and SK viruses  contained in
11|Manufactured)  inactivated, ype 7 Bioscience |2020-01-10| . S For export
. purified this vaccine in children
prepared in cell ) . Co.,Ltd.
inactivated 6 months of age or
cultures) (for . :
influenza virus older, adolescents and
export) )
surface antigen adults
type B
BIENOX Injection Temporary improve—
(Clostridium Clostridium BNC ment of moderate to
12 Manufactured  Botulinum Toxin | Botulinum Toxin| KOREA, [2020-01-13| severe glabellar lines | For export
Type A) (for Type A LTD. associated with - corrugator
export) muscle and/or procerus

101




No.

Manufactured
/ Imported

Product

Ingredient

Company

Date of
Approval

Efficacy/Effectiveness
(Partially summarized)

Remarks

muscle activity in
adults aged between
19 and 65

13

Manufactured

Hitox Inj. 100Unit
(Clostridium
Botulinum Toxin
Type A) (for
export)

Clostridium
Botulinum Toxin
Type A

BNC
KOREA,
LTD.

2020-01-13

Temporary improve-
ment of moderate to
severe glabellar lines
associated with corrugator
muscle and/or procerus
muscle activity in
adults aged between
19 and 65

For export

1

N

Manufactured

Eupolio In;j.
(Inactivated polio
vaccine (Sabin
Inj.)) (for export)

Inactivated polio
virus

LG Chem
Ltd.

2020-04-02

Prevention of polio in
children 6  months
years of age or older

For export

15

Manufactured

SKYPneumo
Prefilled syringe
(for export)

Purified
pneumococcal
polysaccharide —
diphtheria CRM
protein conjugate

SK
Bioscience
Co.,Ltd.

2020-05-14

1. Prevention of following
diseases in infants aged
6 weeks to 6 months
1) Prevention of invasive
diseases caused by
pPNeuMococcUs  (serotype
1, 3, 4, 5, 6A, 6B, 7F,
9V, 14, 18C, 19A, 19F,
and 23F)

2) Prevention of acute
otitis media caused by
pneumococcus (serotype
1, 3, 4, 5, 6A, 6B, 7F,
9V, 14, 18C, 19A, 19F,
and 23F)

However, efficacy data
for acute ofitis media
due to serotype 1, 3,
5, 6A, 7F, and 19A is
not available.

3) Prevention of pneumonia
caused by pneumo-
coccus (serotype 1, 3,
4, 5, 6A, 6B, 7F, 9V,
14, 18C, 19A, 19F,
and 23F)

2. Prevention of invasive
diseases caused by
pPNeUMococcUs  (serotype
1, 3, 4, 5, 6A, 6B, 7F,
9V, 14, 18C, 19A, 19F,
and 23F) in adults 50
years of age or older

For export

16

Manufactured

JETEMA THE
TOXIN Inj. 100U
(Clostridium
Botulinum toxin
type A) (for
expor)

Clostridium
Botulinum Toxin
Type A

JETEMA
Co., Ltd.

2020-06-04

Temporary improve-

ment of moderate to
severe glabellar lines
associated with corrugator
and/or procerus muscle
activities in adults aged

For export

102 —




between 19 and 65

No Menufactured P | . Date of | Efficacy/Effectiveness R K
1 / Imported o)t ipjeeliehl ety Approval |(Partially summarized) emarks
between 19 and 65
porary improve—
BTSA9(Clostrium - ment of moderate' o
botulinum toxin Clqstr|d|uml severe glapellar lines
17 |[Manufactured ype A) (for Botulinum Toxin | Protox Inc. [2020-08-13| associated with corrugator | For export
expor) Type A and/plr prpoerus muscle
activities in adults aged
between 19 and 65
porary improve—
INIBO Inj. 100 ment of moderate to
Units (Clostridium Clostridium Inibio Co severe glabellar lines
18 |Manufactured] Botulinum Toxin | Botulinum Toxin Ltd ”12020-09-21| associated with corrugator | For export
Type A) (for Type A ) and/or procerus muscle
export) activities in adults aged
between 19 and 65
porary improve—
Toxnine Inj. 100 ment of moderate to
Unit (Clostridium Clostridium MEDICA severe glabellar lines
19|Manufactured] Botulinum Toxin | Botulinum Toxin | KOREA Co., |2020-11-10]| associated with corrugator | For export
Type A) (for Type A Ltd. and/or procerus muscle
export) activities in adults aged
between 19 and 65
porary improve—
ReNTox Inj. 200 ment of moderate to
Units (Clostridium Clostridium Pharma severe glabellar lines
20 |Manufactured] Botulinum Toxin | Botulinum Toxin | Research |2020-11-24| associated with corrugator | For export
Type A) (for Type A BIO Co., Ltd. and/or procerus muscle
export) activities in adults aged

= Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions
for use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).

3.2. Approval Status of Recombinant Protein Products

33 recombinant protein products were approved in 2020 (6 manufactured

items and 27 imported items) including 5 new drugs (including new

orphan drugs), 10 orphan drugs (excluding 4 new orphan drugs) and

18 drugs requiring data submission (including 3 items for export and 1 item

of active pharmaceutical ingredient) (Refer to Table 40).

In 2020, items designated as new drugs (including new orphan

drugs) were 3 ingredients and 5 items in total. New drugs approved in

2019 were 6 ingredients and 7 items, which shows a decrease in the
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number of new drug approval in 2020. 6 ingredients and 10 items were
approved for orphan drugs (excluding new orphan drugs) in 2020, and

the number sharply increased compared to one item approval in 2019.

“Beovu Solution for Injection (brolucizumab)” (Novartis Korea,
2020.06.15), a vascular endothelial growth factor A (VEGF-A) inhibitor,
was approved as a new drug that binds to the receptor binding area of
the VEFG-A molecule to prevent interaction with VEGFR1 and VEGFR2
on the surface of epithelial cells and i1s used for the treatment of

neovascular age-related macular degeneration.

“Ultomiris Inj. (ravulizumab)” (Handok Inc., 2020.05.21) is a
monoclonal antibody with mechanisms where the drug specifically
binds to complement component 5 (C5) to reduce the frequency of
administration compared to Soliris Inj. (eculizumab), a previously
approved drug with similar mechanisms of action, thereby improving
treatment compliance. It is approved as a new orphan drug used in the

treatment of paroxysmal nocturnal hemoglobinuria (PNH) in adults.

“CRYSVITA Solution for Injection 10 mg (burosumab, genetical
recombination),” “CRYSVITA Solution for Injection 20 mg (burosumab,
genetical recombination),” and “CRYSVITA Solution for Injection 30 mg
(burosumab, genetical recombination)” (Kyowa Kirin Korea Co., Ltd.,
2020.09.17) is a monoclonal antibody that restores phosphorus uptake
in proximal tubules by binding to fibroblast growth factor 23 (FGF23)
and neutralizing the action and increases serum phosphorus
concentration by increasing 1,25(0H)2D production. These drugs were

approved as new orphan drugs used for FGF23-related hypophosphatemia
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rickets and osteomalacia.

“Emgality 100 mg/ml Pre-filled Syringe Injection (galcanezumab,
recombinant)” (Lilly Korea, 2020.05.18) has the same active ingredient
as 2 items including “Emgality 120 mg/ml Pre-filled Syringe Injection
(galcanezumab, recombinant)” (efficacy/effectiveness: prevention of
migraine in adults) which was previously approved in 2019, and it was
approved as an orphan drug used for the reduction of cluster
headache seizure during the cluster period in adult patients with

intermittent cluster headache.

“Darzalex S.C Inj. (daratumumab)” (Janssen Korea Ltd., 2020.06.29) is
an orphan drug developed in the form of subcutaneous injection with
the same active ingredient and the same efficacy/effectiveness
(treatment of multiple myeloma) as “Darzalex Inj. (daratumumab),” an

intravenous infusion drug previously approved in 2017.

“Brineura Injection 150 mg (cerliponase alfa)” (MEDITIP, 2020.09.08) is
an orphan drug used in treatment of type 2 neuronal ceroid lipofuscinosis

(CLN2), also known as tripeptidyl peptidase 1 (TPP1) deficiency.

“SOMAVERT® Injection 10 mg (pegvisomant),” “SOMAVERT® Injection
15 mg (pegvisomant),” “SOMAVERT® Injection 20 mg (pegvisomant),”
“SOMAVERT® Injection 25 mg (pegvisomant),” and “SOMAVERT®
Injection 30 mg (pegvisomant)” (Pfizer Korea, 2020.09.16) are orphan
drugs that reduce blood insulin-like growth factor-I (IGF-I) concentrations
by reducing IGF-I secretion in hepatocytes and are used for the

treatment of adult acromegaly in which an adequate response to
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surgery and/or radiation therapy is not demonstrated and IGF-I levels
are not normalized with somatostatin analogue treatment, or that does

not have tolerance.

“Polivy Injection (polatuzumab vedotin)” (Roche Korea, 2020.10.27) is
an antibody-drug conjugate and an anti-malignancy agent that
preferentially delivers the potent antimitotic agent (MMAE) to B cells,
and it was approved as an orphan drug used for combination therapy
with bendamustine and rituximab in adult patients who are not suitable
for stem cell transplants and have relapsed or refractory diffuse large

B-cell lymphoma after one or more systemic treatments.

“Sarclisa Inj. (isatuximab)” (Sanofi-aventis Korea Co., Ltd., 2020.12.01)
kills tumor cells by binding to CD38 receptors, and it was approved as
an orphan drug used in combination therapy with pomalidomide and
dexamethasone in patients with multiple myeloma who previously
received more than two treatments, including lenalidomide and

proteasome inhibitors.

For biosimilars, 3 ingredients and 4 items were approved. Since the
approval of a monoclonal antibody biosimilar drug in 2012 for the first
time in the world, a total of 17 types and 29 items were approved by
2019. Among them, there are a total of 11 types and 21 items of

biosimilar products developed in Korea (Refer to Table 41).
“Adalloce 40 mg solution for injection in pre-filled pen” (Samsung

Bioepis, 2020.07.03) is a biosimilar developed in Korea as a comparator

for Humira Inj. 40 mg (adalimumab, recombinant protein) of AbbVie
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Korea Ltd. in addition to “Adalloce 40 mg solution for injection in
pre-filled syringe” which was approved on 2017.09.20.

“Ogivri Injection 150 mg”~ (Alvogen Korea Co. Ltd, 2020.08.26) is a
biosimilar developed as a comparator for Herceptin Inj. 150 mg
(trastuzumab) (monoclonal antibody, recombinant protein) of Roche

Korea.

“Samfenet 440 mg powder for concentrate for solutionfor infusion”
(Samsung Bioepis, 2020.10.14) is a biosimilar developed as a comparator
for Herceptin Inj. 150 mg (trastuzumab) (monoclonal antibody,
recombinant protein) of Roche Korea in addition to “Samfenet 150 mg

powder for concentrate for solution or infusion” which was approved on
2017.11.08.

“Bemfola Prefilled Pen (Follitropin alfa)” (Yooyoung Pharm. Co., Ltd.,
2020.10.29) is a biosimilar developed as a comparator for Gonal-F Pen

Inj. (Follitropin alfa, recombinant protein) of Merck.

In 2020, the number of new drug approvals decreased slightly
compared to 2019, but the number of orphan drug approvals increased
significantly, and the overall number of recombinant proteins

increased.
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Table 40. List of Approved Recombinant Protein Products in 2020

No. Manufactured Product Ingredient | Company Date of Eff|c§cy/Effect|vepess Remarks
/Imported Approval | (partially summarized)
Beovu solution for Novartis Treatment - of - neovascular
1 Imported . Brolucizumab 2020-06-15 |(wet) age-related macular| New drugs
injection Korea )
degeneration
Treatment of paroxysmal New
2 Imported Ultomiris In;. Ravulizumab | Handok Inc. | 2020-05-21 | nocturnal  hemoglobinuria |  orphan
(PNH) in adults drugs
Crysvita solution for
injection 10 mg New
3 Imported (burosumab, orphan
genetical drugs
recombination)
Crysvita solution for
injection 20 mg Kyowa Kirin FGF23-related New
4 Imported (burosumab, Burosumab | Korea Co., | 2020-09-17 |hypophosphatemia  rickets| orphan
genetical Ltd. and osteomalacia drugs
recombination)
Crysvita solution for
injection 30 mg New
5 Imported (burosumab, orphan
genetical drugs
recombination)
Emgality100mg/mL Reduction Qf clugter
Prefiled Svinae headache seizure during Orhan
6 Imported L yring Galcanezumab | Lilly Korea |2020-05-18 |the cluster period in adult P
Injection(Galcanezu . ) . ) drugs
) patients  with  intermittent
mab, Recombinant)
cluster headache
. Janssen o |Combination  therapy  in| Orphan
7 Imported Darzalex S.C Inj. | Daratumumab Korea Lid. 2020-06-29 catients with muligle mysloma | drugs
Brineura injection ) _ Treatment  of  neuronal
8 Imported 150 mg Cerlz?;ase Medﬂg Co, 2020-09-08 | ceroid lipofuscinosis type 2 Odrsjhasn
(Cerliponase Alfa) ' (CLN2) 9
SOMAVERT® Orphan
9 Imported L
Injection 10 mg Treatment of adult acromegaly|  drugs
SOMAVERT® in which adequate response| Qrphan
10 | Imported o is not demonstrated to
Injection 15 mg drugs
surgery and/or  radiation
1 Imported S.OMAVERT® Pegvisomant | Pfizer Korea | 2020-09-16 |therapy and IGF-I levels Orphan
Injection 20 mg ! i drugs
are not normalized with
12 | Imported SOMAVERT® somatostatin ~ analogue| OrPhan
Injection 25 mg treatment, or which does|  dugs
SOMAVERT® not have tolerance Orphan
13 Imported o
Injection 30 mg drugs
Combination therapy of
) . Roche bendamustine and rituximab
Polivy Injection Polatuzumeb PP . ) Orphan
14 | Imported (Paatuzeb veddi) vedatin Korea Co., |2020-10-27|in adult patients with drugs
Ltd. relapsed or refractory

diffuse large B—cell lymphoma
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No. Manufactured Product Ingredient | Company Date of Eff|c§cy/Effect|vepess Remarks
/Imported Approval | (partially summarized)
Combination therapy with
Sanofi- pomalidomide and dexa-
15| impoted | SARCUSA . | lsatwimab | 2YSMS | oppg-1pgq | Methasone in - patients) - Orphan
Korea Co., with  multiple  myeloma| drugs
Ltd. who received more than
two treatments
Adalloce 40 mg
16 | Imported salution for | » palimumat | S8TSUN0 | ooy 7-gg |FRUTEIO Al pSorali) gy
injection in Bioepis arthritis efc.
pre-filled pen
o Alvogen )
17 | Imported Qi Injection 150 Trastuzumab | Korea Co., | 2020-08-26 Brea;t cancer, - metastatic Biosimilar
mg gastric cancer
Ltd.
Samfenet 440 mg
powder for Samsun Breast cancer, metastatic
18 Imported concentrate for Trastuzumab ) .g 2020-10-14 ) ’ Biosimilar
) Bioepis gastric cancer
solution
for infusion
Ovarian hyperstimulation
Voo, during the adjuvant
) ooYoung .
19 | imporea | DOMIOlR PIEMIEd | in-aifa | Phamaceutica| 2020-10-pg "ePTOdUCVe. program - and) gy iy,
pen.(follitropin alfa) | Co. Ltd women's anovulation that is
o not treated with clomiphene
citrate
Lonoctocog ) ) ) Drugs
) Prevention of bleeding in It
20 Imported | AFSTYLA injection Alfa (quod CSL Befring 2020-01-20 |patients ~ with  type A feauining
coagulation | Korea Ltd. hermoohilia data
factor VIII) P submission
Epotin Plus reDrLjJiﬁi
21 | Manufactured | Pre-filled Injection duining
100001U/mL R binant | Al data
ecombinan \vogen o ) ) e
submission
Human | Korea Co. |2020-01-20 g?;ﬁf re'r:‘al f‘;iﬂfgts with
Epotin Plus Erythropoietin Ltd. Drggs
22 | Manufactured | Pre—filled Injection regzltlng
20001U/0.5mL .y
submission
Remsima Pre-filled
: Drugs
Syringe Crohn’s disease, ankylsoing| requiring
23 | Imported | 120mg(infliximab)(m | Infliximab | Cellirion, Inc.| 2020-02-25 " '

) spondaylitis, etc. data
onoclonal antibody, submission
recombinant DNA)

Remsima Pre-filled
Drugs
Pen Crohn’s disease, ankylsoing| requiring
24 | Imported | 120mg(Infliimab)(m | Infliximab | Cellirion, Inc.| 2020-10-12 " '

) spondaylitis, etc. data
onoclonal antibody, submission
recombinant DNA)

IDELVION | Aoutrepenonacog . Prevention of bleeding in| Drugs
- afa (blood  |CSL Behring i ) Iy
25 Imported | injection[Albutrepeno ) 2020-03-05 |patients ~ with  type  B| requiring
; coagulation factor | Korea Ltd. -
nacog alfa (Fusion IXalbumin hemophilia data
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No. Manufactured Product Ingredient | Company Date of Eff|c§cy/Effect|vepess Remarks
[/Imported Approval | (partially summarized)
protein linking blood
coagulation et
factor IX with fecormbination submission
’ protein (MX-FP))
albumin (rIX-FP),
recombinant)
26 Imported  [solution for injection|  Dupilumab 2020-05-06 | Atopic dermatitis, asthma quinng
in pre-filed syringe Korea Co, data
P ¥ing Ltd. submission
Beovu solution for Drugs
injection in prefilled Novartis Treatment — of - neovasoular requirin
27 Imported ) ) P Brolucizumab 2020-07-28 |(wet) age-related macular quinng
syringe Korea ) data
) degeneration .
(Brolucizumab) submission
Lyumjev Injection Drggs
) . requiring
28 | Imported | 100unit/mL(Insullin
. : data
lispro, Recombinant) o
o ) ! submission
- - Insulin Lisoro | Lilly Korea | 2020-12-28 | Adult diabetes
Lyumjev Kwikpen Drugs
Injection requiring
29 | Imported 100unit/mL(Insullin data
lispro, Recombinant) submission
Remsirma For dru reparation or]  Dru
30 | Manufactured | Subcutaneous Inj. Infliximab | Celltrion, Inc.| 2020-02-25 gA prep d
manufacturing substance
(Drug Substance)
31 | Manufactured |, G.rovvtropm—ll ) For export
Injection (for export) | Recombinant
Growtropin-ll | human growth | DONG-A ST | 2020-07-24 |Poor growth of children
32 | Manufactured | Injection (Solution) hormone For export
(for export)
Recombimax  Inj. . . BORAN A .
33 | Manufactured (for export) Filgrastim PHARMA 2020-10-30 | Neutropenia, etc. For export

= Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions for
use) is available at Drug Safety World (http://nedrug.mfds.go.kr).
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Table 41. List of Approved Biopharmaceuticals (Biosimilars) (2012-2020)

Efficacy/
Comparator Effectiveness | Date of Manufactured
No. Product Company (ingredient) (partially Approval | / Imported
summarized)
Remsima Inj. .
o ' Rheumatoid
100mg(Infliximalo) (monoclon , Remicade " A g
1 al antibody,recombinant Celltrion, Inc. (Infliximap) ar’[hrmﬁ' uIc?ratlve 2012-07-20 | Manufactured
DNA) colitis, etc.
Herzuma Inj.
150mg(Trastuzumab)(monoc
2 lonal antibody,recombinant Manufacured
DNA) . Herceptin Inj. Breast cancer, _
Herzuma Inj. Calltrion, Inc. (Trastuzumab) gastric cancer 2014-01-15
440mg(Trastuzumab)(monoc
3 lonal antibody,recombinant Manufactured
DNA)
4 SciTropin A 5mg Imported
SciGen Korea Co., Genotropin Growth failure of | 2014-01-2
Ltd (somatropin) children, efc. 8
5 SciTropin A 10mg Imported
2014-11-11
Harwha Rheumatoid | (Withdrawn
6 Davictrel Inj. 25mg Chemical Co Enbrel (Etanercept) | arthritis, psoriasis, on Manufactured
) etc. 2015-09-30
)
Brenzys 50 mg Prefilled
Syringe )
— (name change) o Rheumatoid Imported
7 | Etoloce 50 mg solution for Samsung Bioepis | Enbrel (Etanercept) | arthritis, psoriasis, | 2015-09-07 | (developed in
Korea)
injection in pre-filled etc. orea
syringe
2015-11-2
) 5
Basaglar Cartridge '
8 | 100unit/mL(Insulin Glargine, (Wltk(])dnrawn Imported
Recombinant) . Lantus (Insulin .
. 2019-09-26
Lilly Korea glargine) Diabetes )
Basaglar Kwikpen _qq_
9 100Unit/mL(Insulin 2015'5” 2 Imported
Glargine, Recombinant)
Renflexis Inj. 100 mg
— (name Change) Rermicade Rheumatoid |mp0rted
10 | Remaloce 100 mg powder |  Samsung Bioepis (Infliximap) arthritis, ulcerative | 2015-12-04 | (developed in
for concentrate for solution colitis, etc. Korea)
for infusion
2015-07-16
Truxima Inj. ' 2016-11-16
. . Rheumatoid .
(Rituximab)(monoclonal . MabThera Inj. - (Switched
" antibody, recombinant Celltrion, Inc. (Rituximab) | mahr’mgs, ofc for Manufactured
DNA) ympnoma, €. 1 gomestic
use)
Hadlima Prefilled Syringe
40 mg Rheumatoid | rted
— (name change) o Humira Inj. 40 mg » o mporte
12 | Adalloce 40 mg solution Samsung Bioepis S arthritis, psoriatic | 2017-09-20 | (developed in
g (Adalimumab) arthiits, e(c. Korea)

for njection in pre-filled
syring
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Efficacy/

Comparator Effectiveness | Date of Manufactured
No. Product Company (ingredient) (partially Approval | / Imported
summarized)
e
Samfenet 150 mg powder N Imoorted
A - Herceptin Inj. Breast cancer, . p .
13 |for Conoentrate for solution|  Samsung Bioepis (Trastuzumab) gastric cancer 2017-11-08 | (developed in
for infusion Korea)
14 | Glarzia Prefiled Pen GC Pharma La”;};g(i'r?eﬁ““” Diabetes | 2018-03-07| Imported
15 |Eucept Prefilled Syringe In;. Rheumatoid Manufactured
LG Chem Lid. Enbrel (Etanercept) | arthritis, psoriasis, | 2018-03-16
16 | Eucept Autoinjector Inj. etc. Menufactured
17 NESBELL 20ug Manufactured
18 NESBELL 30ug Manufactured
Anemia in
Chong Kun Dang | Nesp (Darbepoetin | patients with i
19 NESBELL 40ug Pharmm. alpha) chronic renal 2018-11-29 | Manufactured
failure, etc.
20 NESBELL 60ug Manufactured
21 NESBELL 120ug Manufactured
. Rheumatoid Imported
22 thloog 50 ma sqlutlon for Samsung Bioepis | Enbrel (Etanercept) | arthritis, psoriasis, | 2019-08-19| (developed in
injection in pre-filed pen otc Korea)
. . Daewon Pharm. Co., Forsteo : i
23 Terrosa Cartridge Inj. Ltd (Teriparatide) Osteoporosis  |2019-10-29| Imported
24 Panpotin gégglllﬁd Syringe Eprex Anemia in Manufactured
PanGen Biotech Inc. (Recombinant pahents with 2019-11-28
Panpotin Prefilled Syringe human . chromo renal
25 40001U erythropoietin) failure Manufactured
Adalloce 40 mg solution ' . Rheumatoid Imported
26 for njection in pre-filled Samsung Bioepis Hu(rggz“mt r:gb)mg arthritis, psoriatic | 2020-07-03 | (developed in
pen arthritis, etc. Korea)
T Alvogen Korea Co., Herceptin In;. Breast cancer, g
27 g Injection 150mg Ltd. (Trastuzumab) gastric cancer 2020-08-26|  Imported
Samfenet 440 mg powder N Imoorted
) - Herceptin In;. Breast cancer, e P .
28 | for concentrate for solution|  Samsung Bioepis (Trastuzumab) gastric cancer 2020-10-14 (deerlope)d in
for infusion orea
) YooYoung . Ovarian
Bemfola prefilled ; Gonal-F Pen Ini. ; .
29 o Pharmaceutical Co., TN hyperstimulation, |2020-10-29| Imported
pen.(follitropin alfa) L. (Follitropin-alfa) anovulation

= Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions
for use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).
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3.3. Approval Status of Cell Therapy Products

Since the domestically developed “Chondron” was approved as the
first cell therapy product in Korea in 2001, a total of 16 products have
been approved to date (Refer to Table 42). While “Cartilife” was
approved in 2019, no cell therapy product was approved in 2020.

Since the Act on Safety and Support for Advanced Regenerative
Medical and Advanced Biopharmaceuticals took effect on 2020.08.28,
previously approved cell therapy products must obtain re-approval as
advanced biopharmaceuticals by 2021.08.27.

As the enforcement of the Act established a periodic safety
management system according to the characteristics of advanced
biopharmaceuticals, customized safety management is expected and
prompt treatment opportunities will be provided to patients with rare

and incurable diseases.

Table 42. List of Approved Cell Therapy Products (2001-2020)

Manufactured Date of Efficacy/Effectiveness

. i ) ) R k
/ Imported Flreeled lneftselisns ey Approval (partially summarized) emarks

Treatment of focal cartilage
defect in knee joint (defect

. 2
1 IManufacturedl  Chondron Autologous | Cellontech Co., 2001-01-30 lS|ze-lnot more than 15 cm
chondrocyte Ltd in single lesion, not more
than 20 cm?® in multiple
lesion)

Creation of functional skin
layer by transplanting to 1)
the burn  where second
degree burn takes not less
2002-12-10| than 30% of the body
surface area, 2) the burn
where third degree burn
takes not less than 10% of
the body surface

Autologous | Tego Science,

2 |Manufactured|  Holoderm )
keratinocyte Inc
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No. Manufactured Product Ingredient Company Date of Eff|c§cy/Effect|vepess Remarks
| Imported Approval (partially summarized)
1. Promoting re—epithelization of
deep second degree burn, 2.
All i i P i heali f
3 |Manufactured|  Kaloderm Oge”e'o Tego Science, 2005-03-21 'romoltlng wound healing of
keratinocyte Inc diabetic foot ulcer that has
good blood supply and does
not have findings of infection
Creation of functional skin
layer by transplanting to 1)
the burn where second
Basol ] ) degree burn takes not less
4 |Manufactured|  Keraheal autologous Bgfo'ﬂ'gn 2006-05-03| than 30% of the body
keratinocyte ' surface area, 2) the burn
where third degree burn
takes not less than 10% of
the body surface
- Metastatic renal cell carcinoma
5 IManufactured CreaVax RCC Autolggous JW CreaGene | 2007-05-15 For
Inj. dendritic cell capable of nephrectomy export
Adjuvant therapy for patients
whose tumor has been
LC autologous removed after curative resection
6 |Manufactured| Immuncell-LC | blood origin T GC Caell 2007-08-06 | for hepatocellular carcinoma
lymphocyte (operation, radio frequency
ablation, percutaneous ethanol
injection therapy)
7 |Manufactured) RMS Ossron Autologous | Cellontech Co,, 2009-08-26 | Promoting local bone formation
osteoblast Ltd
Minimally
manipulated
8 |Vanuacured  Queencell autqlogous Anterogen. 2010-03-26 Improvement  of - subcutaneous
adipose Co., Ltd fat defect
tissue—derived
fat cell
Autologous ) i Improvement of dented scar
o S.Biomedics
9 |Manufactured| CureSkin Inj. dermal Co.. Lid 2010-05-11| area came from the acne
fibroblast R treatment process
Improvement of left ventricular
Autologous . ) ) )
bone gjection fraction in patients
10 IManufactured Hearticellgram marrow-derived Pharmicell Co., 2011-07-01 who hag reperfusgd acute
- AMI Ltd. myocardial infarction by
mesenchymal ) _
siem cel coronary angioplasty  within
72 hours after chest pain
Allogenic Treatment of knee cartilage
umbilical cord VEDIPOST defects in  patients  with
11 |Manufactured| CARTISTEM | blood-derived 2012-01-18| degenerative  or  repetitive
Co., Ltd. ) .
mesenchymal traumatic osteoarthritis (ICRS
stem cell grade V)
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Manufactured . Date of Efficacy/Effectiveness
L ) ) R k
No. e Product Ingredient Company el N e emarks
Autologous
. adipose-derived|  Anterogen. Treatment of fistula due to| Orphan
12 M -01- '
anfactured) - Cupister mesenchymal Co., Lid 2012-01-18 Crohn’s disease drugs
stem cell
Neuronata—-R
® in. . .
n Autologous Alleviate the disease progre—
(Autologous bone ssion rate of amyotrophic | Orphan
13 |Manufactured bone marrow-derived | Corestem Inc. | 2014-07-30 T y' p. D
. lateral sclerosis in combination | drugs
marrow-derived| mesenchymal o
with riluzole
mesenchymal stem cell
stem cells)
Bosol . . ) o
14 |Vanuactured| Keraheal-Allo | allogeneic | BOSOMION fonq5 4 4| Promoting  re-epithelzation - of
’ Co., Ltd. deep second degree bumn
keratinocyte
Tego ! L
15 |Manufactured Rosmir autologous Tego Iiglenoe, 2017-12-27 Improvement. Ofl moderate-to
fioroblast severe nasojugal groove
auti?c?otljus BiosolLtion Treatment of knee cartilage
16 [Manufactured Cartilife . J . 2019-04-24 | defect (ICRS grade Il or 1V,
cartilage—derive Co., Ltd. e 5 10 om?)
d chondrocyte efect area 2 to cm

* Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions
for use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).
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Approval Status of Herbal
Medicinal Preparations







I 4. Approval Status of Herbal Medicinal Preparations

In 2020, a total of 64 herbal medicinal preparation items were approved.
As compared with 31 items in 2016, 44 items in 2017, 42 items in 2018
and 56 items in 2019, the number was increased by 106.5%, 45.5%,
52.4% and 14.3%, respectively (Refer to Table 43).

The approval by review type is analyzed as follows: 5 drugs requiring
data submission, including 3 drugs with new composition and 2 drugs
with a change in strength. In addition, the highest number was drugs
approved based on equivalence data from bioequivalence tests, etc. (47
items), followed by drugs approved for herbal health insurance
medicine based on prescriptions in Korean traditional medicine books
(2 items), new dosage forms (6 items including extract concentrate,

tablet, and liquid), and herbal substances (4 items).
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Table 43. Approval of Herbal Medicinal Preparations by Review Type in 2020

(Unit: number of items)

Type Review Type No. of Approved

ltems
1 New drugs New drugs 0
2 (0) New orphan drugs Orphan 0
drugs

3 Orphan drugs (0) 0
4 Drugs requiring data submission 5
4-1 Incrementally modified drugs 0
42 New composition and specification 8
4-3 5

Change in strength
4-4 . .

New drug efficacy/effectiveness, mode 0

4ot Drugs requiring of administration/dosage

data submission L > 0
New route of administration

4-6 0
New dosage form

4-7
Literature evidence other than Korean 0

4-8 traditional medicine books

5 Proof of equivalence 47
Prescriptions in Korean traditional 8
medicine books

6 Others Active pharmaceutical ingredients 12 0
Herbal substances 4

« Excluding drugs for export only (1 item)
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Moreover, the approvals by drug classification were analyzed as
follows: ETC drugs (50 items), OTC drugs (10 items), and herbal

substances (4 items) (Refer to Table 44).

Table 44. Approval Status of Herbal Medicinal Preparations in 2020

(Unit: number of items)

ltem Approval
Type Category Total TG ote AP Sul;e;;::l; i
Total 64 50 10 0 4
Herbal medicinal |Manufactured 64 50 10 0 4
preparations Imported 0 0 0 0 0

« Excluding drugs for export only (1 item)

4.1 Approval Status of Herbal Medicinal Preparations as
ETC Drugs

Among the herbal medicinal preparations approved in 2020, ETC

drugs comprised 50 domestically manufactured items with 3 ingredients.

15 items including “Stoem 2X Tab. (Artemisia Herb 95% Ethanol Soft
Ext. (20—1))" (Mother's Pharmaceutical Co. LTD, 2020.04.24) are
generic drugs of “Stillen 2X Tab. (Artemisia Herb 95% Ethanol Soft Ext.
(20—1)" which was approved in 2015. This product was approved for
the purpose of improving gastric mucosal lesions (maceration, bleeding,

redness and edema) due to acute gastritis and chronic gastritis.

3 items including “LOMINCOMP Syrup” (Korea United Pharm. Inc.,
2020.03.13) are combination drugs containing pelargonium sidoides

11% ethanol extract (1— 8-10) and coptidis rhizoma dried extract
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(8.93—1), and they were approved for the purpose of treatment of

acute bronchitis.

19 items including “S To-3 Soft Cap. (Omega-3-Acid Ethyl Esters90)”
(Korea Syntex, 2020.01.06) are generic drugs of “Omacor Soft Cap.
(Omega-3-Acid Ethyl Esters90)” which was approved in 2005. This
product was approved as a dietary supplement to prevent recurrent
development after myocardial infarction and to reduce elevated
triglyceride levels in patients with endogenous hypertriglyceridemia.
And 13 other items such as “Newmetin Mini Soft Cap. (Omega-3-Acid
Ethyl Esters90)” (Reyon Pharmaceutical Co. LTD, 2020.01.31) were
approved as generic drugs of “Omacormini Soft Cap. 2 g (Omega-3-

Acid Ethyl Esters90).”

4.2 Approval Status of Herbal Medicinal Preparations as
OTC Drugs

Among 10 herbal medicinal preparations approved as OTC drugs in
2020, 2 items were manufactured as “solitary extract mixture”
preparations based on prescriptions in Korean traditional medicine
books, 2 items were prepared into tablets, 4 items were prepared into

soft extracts, and 2 items were drugs with change in strength.

4.3 Approval Status of Herbal Medicinal Preparations

Requiring Data Submission

Drugs requiring data submission are those that are not new drugs,

but need to be reviewed for safety and efficacy, and include
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s injectables/transdermal drugs belonging to ETC drugs with no
prescription evidence, 4herbal medicinal preparations with new
compositions and specifications, 4 changed in strength single drugs/
combination drugs, adrugs belonging to new therapeutic classes,

4 gctive substances with new compositions or changes in strength, a4 drugs
with new administration routes, 4 drugs with new modes of administration/
dosage, adrugs with new administration routes, 4 new dosage forms
(same administration route).

Among the drugs requiring data submission approved in 2020, the
development of drugs with new compositions made up the largest
proportion (60.0%, 3 items), followed by drugs with a change in
strength (40.0%, 2 items) (Refer to Table 45).

Table 45. Approval Status of Drugs Requiring Data Submission in 2020

Review Type of Drugs Requiring Data Submission No. of Approved ltems

New composition of active substances 3
Changes in strength of active substances 2
Total 5

1) Drugs with new compositions of active substances (3 items)

3 respiratory system drugs (3 manufactured items) were approved as
drugs with new compositions. These were developed as combinations of
pelargonium sidoides and coptidis rhizoma to increase compliance with
medication by allowing patients to take two substances at once and to
simultaneously conduct causal treatment and symptomatic treatment of

acute bronchitis (Refer to Table 46).
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Table 46. Approval Status of Drugs with New Composition that Require Data
Submission in 2020

Manufactured Date of Classification ) '
No. [ TE— Product Company P Code Active Ingredient
 [Manufactured) LOMINCOMP Syrup | K02 Unted | o0y 0313
Pharm. Inc.
. G b
2 Menfactred Pelaum S Syup | O™ PNAM. | o650 06-30 | Miscellaneous | o7 oy
Co., Ltd i
> - respiratory o .
organ druds Coptidis Rhizoma
KOREA g g Dried Extract (8.93—1)
3 |Manufactured PELAS”:J COMP BIOCHEM | 2020-06-30
¥Iup. PHARM. INC.

2) Drugs with change in strength only (2 items)

2 items (2 manufactured items) were approved as new drugs with a
change in strength, where the mode of administration/dosage of
Ginkgo Leaf Dried Ext. Tab. was changed from twice a day to once a
day by increasing the strength from the previously approved 120 mg to

240 mg (Refer to Table 47).

Table 47. Approval Status of Drugs with Changes in Strength of Active
Substances that Require Data Submission in 2020

Manufactured/| Date of Classification ) '
No. — Product Company Aapal Code Active Ingredient
Ginkgopil Tab. RICHWOOD
1 |Manufactured 240mg (Ginkgo TRADING 2020-11-13 219]
Leaf Dry Extract) |COMPANY, LTD. Miscellaneous Ginkgo Leaf Dry
o cardiovascular Extract
Ginexin F tab 240 drugs
2 |Manufactured| mg (Ginkgo Leaf SK Chemicals |2020-12-24
Dry Extract)
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4.4 Approval Status of Active Pharmaceutical Ingredients

and Herbal Substances

No item was approved as an active pharmaceutical ingredient, and 4

items including “Pelodiscis Carapax Preparata cum Acetum” were

approved (Refer to Table 48).

Table 48. Approval Status of Herbal Medicinal Preparations in 2020 (Active

Pharmaceutical Ingredients and Herbal Substances)

Manufactured/ Date of Efficacy/
. ) R k
= Imported Flrgele] S Approval Effectiveness emarks
o Miscellaneous
HUMAN HERB
1 | Mantacroa| Pel0do0D Carapax Preparat o | eoees s for | LR
Co, compounding
Corydalis Tuber Preparata cum| HUMAN HERB Miscellaneous Herbal
2 | Manufactured 2020.02.06 [(drugs for substances
Acetum CO, LTD compounding
. HUMAN HERB Miscellaneous |,
3 [Manufactured| Plantaginis Semen Preparata 2020.02.06 |drugs for
CO, LTD , substances
’ compounding
Testudinis Chinemis Plastrum i
HUMAN HERB Miscellaneous Herbal
4 |Manufactured| et Carapax Preparata cum 2020.02.06 |drugs for
CO, LTD , substances
Acetum ’ compounding

= Detailed approval information (efficacy/effectiveness, dosage/mode of administration, and precautions
for use) is available at Drug Safety World (http:/nedrug.mfds.go.kr).
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i [nformation on Departments Responsible for
Appendix Pharmaceutical Petitions, Etc.

Table 49. Information on Departments Responsible for Pharmaceutical
Petitions, Etc. (As of April 2021)

Category Department Detailed Petition Service

-Approval of drugs for manufacturing/marketing and import
-Management related to drug review and approval system
‘Registration of DMF

-Classification of drugs

‘Review of range of pharmacy preparations and medical
institution dispensary preparations

-Improvement of approval/review system
-Enactment/amendment of guidelines related to approval
-General management of preliminary review of
approval/notification

Director for Approval Management

-Approval of biologics, recombinant protein products, gene
therapy products, cell therapy products, tissue
engineering drugs and quasi—-drugs for
manufacturing/marketing and import

-Approval of manufacturing and import according to types
and items of medical devices (only applicable to Class |
devices subject to approval and Class IlI/IV devices)
Director for Novel Products Approval -Classification and approval of products in which drugs,
quasi—drugs and medical devices are
physically/chemically combined (medical products of
convergence)

‘Operation of bio-drugs, quasi-drugs, medical devices,
and medical products of convergence, and approval
system

-Orders of re-review on medical devices

Pharmaceutical Policy Division | -Designation of orphan drugs

Pharmaceutical Management | -Drug marking and labeling

Division ‘Renewal of drugs
Pharma— Pharmaceutical Safety -Re-evaluation and re-review of drugs
cedutical . . .
Evaluation Division -Risk management plan
Safety
Bureau Pharmaceutical Quality ‘GMP evaluation and guidance of drugs
Division ‘Inspection of active pharmaceutical ingredient (DMF)

‘Approval of clinical trial protocols

Clinical Trials Policy Division . - )
‘Inspection of clinical trials
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Category

Department

Detailed Petition Service

-Control of clinical trial sites and non-clinical (GLP)

institutions

Narcotics Policy Division

-Approval of manufacturing and import/export of narcotic

drugs and items

-Quality control of narcotic drugs
-Designation of temporary narcotics

Narcotics Management
Division

-Follow-up management of narcotics

NIFDS

Pre-Submission Consultation
Division

-Pre-submission consultation on the application for

protocol approval of drugs subject to expedited review
and INDs (including biologics, recombinant proteins,
herbal medicinal preparations)

-Pre-submission consultation on the application for item

approval of drugs subject to expedited review and INDs

-Pre-submission consultation on the application for

protocol approval of medical devices (excluding
software-based medical devices and in vitro diagnostic
devices) subject to expedited review

-Pre-submission consultation on the application for item

approval of medical devices subject to expedited review

-Pre-submission consultation and review support for

clinical statistics data

-Operation of a preliminary review system for drugs, etc.
-Support commercialization of drugs and medical devices

under the jurisdiction

-Enactment/amendment of instructions/guidelines related to

pre-submission consultation

-Support international cooperation such as operating the

Asia—-Pacific Economic Cooperation(APEC) Harmonization
Center

Expedited Review Division of
Medicine and Medical Devices

-Review of application for designation of drugs (including

biologics, recombinant proteins, herbal medicinal
preparations) subject to expedited review

-Review of application for designation of medical devices

(excluding software-based medical devices and in vitro
diagnostic devices) subject to expedited review

-Expedited review of quality and safety/efficacy of drugs

designated for expedited review

-Expedited review of technical documents and clinical

study data of medical devices designated for expedited
review
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Category

Department

Detailed Petition Service

-Preliminary review of drugs and medical devices under
the jurisdiction (excluding previously approved items)
-Enactment/amendment of instructions/guidelines related to
expedited review

Pharmaceutical
Standardization
Division

‘Review of registration data for active pharmaceutical
ingredients (excluding ingredients of new drugs)
-Quality review of generic drugs
‘Review of specifications and test methods of the
following drug products
710 Drugs for prescription
731 Preservatives
741 Capsules
799 Drugs not classified separately and not primarily
used for treatment (those not containing safety
and efficacy review)
‘Review of equivalence study data for active ingredient
manufacturer change (addition) with no change in
manufacturing processes

Drug
Evaluation
Department

Cardiovascular
and Neurology
Products Division

110 Drugs for central nervous system

120 Drugs for peripheral nervous system

130 Drugs for sensory organs

190 Miscellaneous drugs for nervous system and
Sensory organs

210 Cardiovascular drugs

264 Drugs for pain-relieving, antipruritic, convergence,
anti-inflammatory

300 Metabolic drugs (excluding miscellaneous metabolic
drugs (390))

799 Drugs not classified separately and not primarily
used for treatment

800 Narcotics

-Safety/efficacy review

-Review of clinical trial protocols

‘Preliminary review

‘Re-evaluation, re-review, and review of RMP periodic
report and PSUR

Oncology and
Antimicrobial
Products Division

140 Antiallergic drugs

220 Respiratory organ drugs

240 Hormone drugs (including anti-hormonal agents)
250 Urogenital and anal organ drugs
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Category

Department

Detailed Petition Service

260 Dermatologic drugs (excluding 264, 267, and 268)
290 Miscellaneous drugs for individual organs

400 Drugs for functional activation of tissue cells

600 Anti-pathogenic biological drugs

720 Drugs for diagnosis

730 Drugs for public hygiene

-Safety/efficacy review

-Review of clinical trial protocols

‘Preliminary review

‘Review of re-evaluation of re-review data

Advanced Drug
Quality Division

-Review of quality of new drugs, orphan drugs, drugs
requiring data submission, etc.
-Review of registration data of active pharmaceutical

ingredients (new substances and its salts)

-Quality review of clinical trial protocols

-Quality review of drugs included in medical products of
convergence

-Quality review of radiopharmaceuticals

-Preliminary review on quality of drugs under the
jurisdiction

‘Review of equivalence study data for active ingredient
manufacturer change (addition) with no change in
manufacturing processes for the drugs under the
jurisdiction

Bioequivalence
Evaluation
Division

-Review of biological equivalence test plan
-Review of biological equivalence test result report

-Reliability Review of biological equivalence test

-Review of biological equivalence test for re-evaluation
-Review of drug equivalency test result report (including
manufactured (imported) item approvals
(notifications)/changes)

‘Review of drug equivalence test result report
(approval/notification)

-Safety/efficacy review and review of clinical trial protocols
of digestive system drugs (230)

Safety/efficacy review and review of clinical trial protocols
of miscellaneous metabolic drugs (390)

‘Preliminary review
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Category

Department

Detailed Petition Service

‘Review of re-evaluation of re-review result report
-Review of periodic report and result of risk management
plan and PSUR review

Biopharmaceutical Quality
Management Division

‘GMP evaluation and guidance for manufacturers and
manufactured/imported items of biologics, efc.
-Inspection of active pharmaceutical ingredients (DMF)

subject to notification of human placenta-derived drugs

Biopharma-
ceuticals and ‘Re-review and re-evaluation of biopharmaceuticals
Herbal ‘Risk management plan
Medicine - .
Herbal Medicine Polic . . .
Bureau - Y ‘Preliminary GMP evaluation for herbal medicines
Division
Cosmetics Policy Division ‘GMP evaluation for cosmetics, etc.
Quasi-Drug Policy Division -‘Quasi-drug GMP evaluation
Biologics and human placenta-derived drugs
-Quality and safety/efficacy review
Biologics Division | -Review of clinical trial protocols
‘Preliminary review
‘Review of re-evaluation of re-review result report
Recombinant Protein Products
Recombinant -Quality and safety/efficacy review
Protein Products | -Review of clinical trial protocols
Division ‘Preliminary review
‘Review of re-evaluation of re-review result report
Blop?arrln— Cell therapy, gene therapy, etc.
cgukl'cat;s | Cell and Gene | -Quality and safety/efficacy review
NIFDS an ,e,r 2 Therapy Products | -Review of clinical trial protocols
Medicine . o .
, Division -Preliminary review
Evaluation . . )
‘Review of re-evaluation of re-review result report
Department

Herbal Medicinal
Products Division

Herbal medicinal preparations, etc.

-Quality and safety/efficacy review

-Review of drug equivalence (including bioequivalence
test)

-Review of clinical trial protocols

‘Preliminary review

‘Review of re-evaluation of re-review data

Cosmetics
Evaluation
Division

Functional cosmetics
-Quality and safety/efficacy review
-Actual data review of cosmetics labelling/advertisement
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Category

Department

Detailed Petition Service

and quasi drugs

-Quality and safety/efficacy review
‘Preliminary review

‘Review of re-evaluation data
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Introduction of Public Interest

Reporter Protection System

The Public Interest Reporter Protection Act always protects your conscience.

If a public official or representative of the Ministry of Food and Drug Safety has
committed an irregularity or handled any issue unfairly, please report it as
follows. We guarantee the identity of the reporter and promise to do our best to

ensure that there is no inconvenience in handling civil complaints in the future.

What is Public Interest Reporter Protection System?

A system for protecting public interest reporters, etc. (including relatives or
partner) through confidentiality, disadvantage protection measures, personal
protection measures, etc. so that they are not harmed by public interest reports, etc.

% How to request protection measures
Ministry of Food and Drug Safety website (www.mfds.go.kr) > National
Communication > National Sinmungo > Public Official Corruption Report
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