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01. General Status of Quasi—-Drugs Approval[Notification] in 2020

General Status of Quasi—Drugs
Approval[Notification] in 2020

The 2020 approval report aims to support systematic, effective arrangement of
policy establishment, execution, approval and reporting tasks and development
of products by sorting, analyzing and sharing the overall approval and report
status of quasi—drugs manufacturing and import items from various viewpoints.

m Overview

Quasi-drugs are defined in subparagraph 7, Article 2 of the Pharmaceutical

Affairs Act and divided into 3 types. The Minister of Food and Drug Safety desig-

nates and announces the scope of such items accordingly.

{ Pharmaceutical Affairs Act ) Subparagraph 7, Article 2
7. The term "quasi—drug" means any of the following articles designated by the
Minister of Food and Drug Safety (excluding articles which shall be used for
the purposes prescribed in subparagraph 4 (b) or (c)):
(a) Fibers, rubber products or similar products used for the purpose of
treating, alleviating, or preventing human or animal diseases;
(b) Non-appliance, non-machinery or similar articles that have insignificant
influences on or do not directly act upon human bodies;
(c) Preparations used for sterilization, insecticide, and uses similar thereto for
the purpose of preventing infectious diseases;
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For application of products as quasi-drug, the products are classified into the
target for marketing approval or marketing notification depending on whether
they are subject to safety and effectiveness examination or there are process pro-
cedures for the product. The following cases are defined as the targets for market-

ing notification.

* Jtems which are listed in the Korean Phamacopoeia or the procedure or for-
mulary accepted by the Minister of Food and Drug Safety, excluding those

not approved in Korea.

* Items of which the standards and test methods are announced by the Minister

of Food and Drug Safety

* Items which meet the standard manufacturing criteria announced by the

Minister of Food and Drug Safety

General Status

In 2020, there were 4,881 cases of manufacturing, import marketing approval

and notification as the quasi-drugs and the total number of quasi-drugs increased

by 3,511 items(256.3%) compared to 2019.

Among the total items, there were 4,613 items of manufacturing(94.5%), 268
items of import(5.5%), which indicates that the number of manufacturing items
was 17 times higher. There were 3,576 items of approval(73.3%) and 1,305 items
of notification(26.7%), which indicates that the number of marketing approval is

3 times higher.

In addition, by processing institutions, the approval from the headquarter was
53 items(1.1%); approval and notification from regional office was 4,828
items(98.9%), showing that most of them were processed by the regional office.
In particular, by comparison with marketing approval item only, the approval from

the local government was high as 3,523 items(98.5%), which indicates that the
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percentage of items not subject to safety and effectiveness was higher among ap-

proval items.

In addition, when comparing the present status of manufacturing, import mar-
keting approval and notification for 2020 with those for 2019, the approval items
were 2,834 items(381.9%), approval and notification items for regional office were
3,486 items(259.8%), manufacturing items were 3,435 items(291.6%), showing sig-
nificant increase. In particular, manufacturing items were higher not only in num-
bers but also in percentage as 94.5%, showing increase over 8.5% compared to 2019.

s Quasi—drug Manufacturing, Import Marketing Approval and Notification Status
(2019-2020)

(Unit: Number of ltems)

Regional

Year ota Approval Notification HQ office Mfg. Import
3576 | 1305 53 4828 4613 268

20201 4881 g33w) | (267%)  (1.1%) | (98.9%) = (945%) | (5.5%)
742 628 28 1,342 1178 192

2019 1870 ' ga00) | (4B.8%)  (2.0%) | (98.0%) @ (86.0%) | (14.0%)

* Excluding those for export, including those cancelled or withdrawn

In 2020, the number of quasi-drugs manufacturing, import marketing approval
and notification items increased about 256.3%(4,881 items) compared to 1,370
items in 2019. Among them, the approval items increased 381.9%(2,834 items)

and notification items increased 107.8%(677 items) compared to previous year.

When comparing the number of items for manufacturing, import marketing ap-
proval and notification by year since 2012, it showed rapid increase in 2020. It
seems to be attributable to worldwide COVID-19 pandemic, which substantially
increased demand of quasi-drugs(external disinfectant and mask), the quarantine
supplies for prevention of infection. In June 2020, anti-droplet mask used for pre-
vention of droplet infection in daily life, was additionally designated as the qua-
si-drug mask, resulting in increase and diversification of quasi-drugs mask into
3 types. This caused rapid increase in number of new items for manufacturing,

import marketing approval and notification.
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ISR Manufacturing, Import Marketing Approval and Notification Status by Year

(Unit: number of items)

Classificaton 2012 2013 2014 2015 2016 2017 2018 2019 | iyl
Aoproval | 453 M8 444 | 420 531 516 603 | 742 | P76
op (73.2%)
(Year-on-year 7.7 6.2 54 264  -28 343 75 381.9
increase %)
Notffication | 1959 | 1988 | 1783 | 2046 1909 @ 1124 752 | 628 | 1%
(26.8%)
(Year-on-year 15  -103 148 -7 -411 -331 -164  107.8
increase %)
Total 2412 | 2406 | 2227 | 2466 = 2440 | 1640 @ 1445 1370 | 4881
(Year-on-year 02  -74 107  -11  -328 -119  -49 256.3

increase %)

* Excluding those for export, including those cancelled or withdrawn
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When classifying manufacturing, import marketing approval and notification
status for 2020 by processing institutions (HQ, regional office), out of total appro-
val items of 3,576, items for approval by regional office were 3,523 items(98.5%),
66 times higher than the approval items by HQ, 53 times(1.5%). This indicates
that the items not subject to safety and effectiveness examination, to be approved
by regional office has absolute advantage over the approval subject to safety and

effectiveness examination, to be approved by HQ.

1 ERelY Marketing Approval and Notification Status by Processing Institution in 2020

(Unit: number of items)

Classification ota HQ Regional office

Approval 3,576 53 (1.5%) 3,623 (98.5%)
Notification 1,305 - 1,305

Total 4,881 53 (1.1%) 4,828 (98.9%)

* Excluding those for export, including those cancelled or withdrawn

In terms of manufacturing, import marketing approval and notification status
for 2020, the manufacturing items have more approval items than notification
items by 2,163 items(46.8%); import items have more approval items than notifica-

tion items by 108 items(40.2%).

11N Marketing Approval and Notification Status by Manufacturing, Import in 2020

(Unit: number of items)

Classification ota Manufacturing Import
Approval 3,576 (;)3352 ) (7(1)?1%%))
Notification 1,305 (21625‘;2) (29?8%)
Total 4,881 (:'6?92) (1%)?)26)

* Excluding those for export, including those cancelled or withdrawn
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When looking at the present status of manufacturing, import marketing approval
and notification by regional office in 2020 only, out of total 4,828 items, approval
items were 3,523 items, of which manufacturing items were 3,342 items(94.9%),
taking most part. In details, among the manufacturing items, approval items were
more than notification items by 2,117 items(46.4%) and among import items, ap-

proval items were more than notification items by 108 items(70.1%).

a5l Manufacturing, Import Marketing Approval and Notification Status by Processing
Institution in 2020

(Unit: number of items)

Manufacturing (4,613 items) Import (268 items)
HQ HQ
Approval (46) Approval ()
(3,388) Regional office (188) Regional office
(3,342) (181)
Notification Regional office Notification Regional office
(1,225) (1,225) (80) (80)

* Excluding those for export, including those cancelled or withdrawn



01. General Status of Quasi—-Drugs Approval[Notification] in 2020

According to the present status of manufacturing, import marketing approval
and notification by Gyeongin regional office processed the most items with 2,380
items(49.3%), followed by Seoul regional office with 813 items(16.8%). Processing
volume of Gyeongin regional office and Seoul regional office combined was 3,193
items, corresponding to 66.1% of the total.

Manufacturing, Import Marketing Approval and Notification by Regional Office of Food

and Drug Safety in 2020
(Unit: number of items)

Classification Approval Notification ota
1,832 5483 2,380
Gyeongin
(37.9%) (11.4%) (49.3%)
604 209 813
Seoul
(12.5%) (4.3%) (16.8%)
444 348 792
Daejeon
Regional (9.2%) (7.2%) (16.4%)
Office 210 99 309
Daegu
(4.3%) (2.1%) (6.4%)
204 33 237
Busan
(4.2%) (0.7%) (4.9%)
229 68 297
Gwangju
(4.7%) (1.4%) (6.2%)
3,523 1,305 4,828
Total
(73.0%) (27.0%) (100.0%)

* Excluding those for export, including those cancelled or withdrawn
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Manufacturing, Import Marketing Approval and Notification by

Classification Code

In terms of marketing approval and notification status for 2020 by classification

code, filtering respirator(33.8%), anti-droplet mask(24.9%), external disinfectant
(15.5%), menstrual pad(8.9%), surgical mask(8.4%), toothpaste(4.2%), adhesive
bandage(2.6%), mouthwash(0.3%) are in the order named.

I CSVAS Approval and Notification by Classification Code in 2020

(Unit: number of items)

1,651 1,214 755 436 408

48811 33.8%)  (24.9%) (15.5%)  (8.9%)  (8.4%)

128 17
(2.6%) | (0.3%)

68
(1.4%)

* Excluding those for export, including those cancelled or withdrawn

Mouthwash(internal formulation
and dental preparations), 0.3
|

- |
Adhesive Bandage, i'..ﬁ |Others. 1.4

Toothpaste,

Surgical mask, 8.4

External Disinfectant,
15.5

= Filtering Respiratior

= Anti-droplet Mask

External Disinfectant

= Menstrual Pad

Surgical mask

m Toothpaste

u Adhesive Bandage

= Mouthwash(internal
formulation and dental
preparations)

Marketing Approval and Notification Distribution by Classification Code in 2020
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When comparing Marketing Approval and Notification by classification code in
2020 with those in 2019, filtering respirator was 33.8%(1,651 items) for consecutive
2 years, taking the highest percentage following 2019. In particular, the marketing
approval and notifications of 3 types of quasi-drug masks (filtering respirator,
surgical mask, anti-droplet mask) including filtering respirator were 3,273 items,

taking 67.1%.

In addition, anti-droplet mask, which was newly designated and announced as
quasi-drug in 2020 was 24.9%(1,214 items), followed by external disinfectants of
15.5%(755 items). Menstrual pad, taking the highest percentage in 2019, was 8.9%,
with decrease of 55 items of marketing approval and notification, compared to
2019. In terms of classification code, the number of marketing approval and notifi-

cation item decreased.

IS Marketing Approval and Notification by Classification Code in 2020 (2019-2020)

(Unit: number of items)

Filtering Anti—droplet External = Menstrua Surgical Tooth Adhesive Mouth
Year Respirator Mask Disinfectant Pad Mask paste Bandage wash Others Total

[32200] [32300] [46000] [31100] [32100] [41400] [33800] [41100]

o020 1651 1,214 755 436 408 204 128 17 68 |, oa1
(33.8%) (24.9%) (15.5%) (8.9%) (8.4%) (4.2%) (2.6%) (0.3%) (1.4%) ~
2019 439 _ 26 491 22 152 105 12 123 1 o0
(32.0%) (1.9%) | (35.8%)  (1.6%) (11.1%) (7.7%) @ (0.9%) (9.0%)

* Excluding those for export, including those cancelled or withdrawn
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1) G Detailed Status of Marketing Approval and Notification by Classification Code in 2020

Classification Classification Code Number of
ltems
3110 Menstrual Pad 436
3120 Menstrual Tampon 9
3130 Menstrual Cup 5
3210 Surgical Mask 408
3220 Filtering Respirator 1,651
3230 Anti—droplet Mask 1,214
ltem A* ;
3330 Elastic Bandage 7
3350 Tubular Compression Bandage (Stokinet) 1
3360 Gauze 9
3370 Absorbent Cotton 7
3380 Adhesive Bandage 128
Subtotal 3,875
Mouthwash
4110 (internal formulation and dental preparations) 1
4140 Toothpaste 204
4320 Repellent 6
4400 Contact Lens Care Product 3
4600 External Disinfectant 755
4713 Spray Patch 1
ltem B** 4721 Low-content Vitamin and Mineral Agent 8
Nutrients, Tonic and Alternatives
4722 (internal liquid formulation only) 1
4840 Teeth Whitening Solution 1
Preparation for cleaning and disinfecting denture
4850 (false teeth), dental braces and other removable 2
oral device
Subtotal 998
3500 Other Similar Product 7
Similar to 4920 Portable product containing air composition or 1
[tem A and B oxygen manufactured to be breathed in by person
Subtotal 8
Total 4,881

* [tem A : items falling under subparagraph 7 (a) of Article 2 of Pharmaceutical Affairs Act
** Jtem B : items falling under subparagraph 7 (b) of Article 2 of Pharmaceutical Affairs Act

10
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Detailed Status of Quasi—Drusg Approval
in 2020

Quasi-drug is largely classified into items that fall under subparagraph 7 (a) or
(b) of Article 2 of Pharmaceutical Affairs Act (hereinafter Item A or B), and items
subject to safety and effectiveness examination or items not subject to safety and

effectiveness examination depending on the type of examination.

Out of marketing approval of 3,576 items in 2020, Item A were 3,479
items(97.3%), Item B were 89 items(2.5%), similar to Item A and B were 8

items(0.2%), indicating that items falling under Item A account for the majority.

Among the quasi-drugs approved in 2020, the targets of safety and effectiveness
examination were 53 items, which indicates increase of 25 items(89.3%) compared

to 28 items in 2019. Among these, 46 items(86.8%) were manufacturing items.

When analyzing 53 items subject to safety and effectiveness examination ap-
proved in 202 by item, Item A were 42 items(4 items of menstrual cup, 1 item
of surgical mask, 16 items of filtering respirator, 21 items of anti-droplet mask),
[tem B were 10 items(3 items of mouthwash, 7 items of toothpaste), similar to

Item A and B was 1 item (1 item of portable air and oxygen agent).

11
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Marketing Approval Status by ltems of Quasi-Drug (2019-2020)
(Unit: number of items)

Similar to ltem

H *%
Year Total Item A Item B Article C A and B
3,479 89 i 8
AAY sl (97.3%) (2.5%) (0.2%)
672 60 10
2019 742 (90.6%) (8.1%) (1.3%)

* Excluding those for export, including those cancelled or withdrawn
** Domestic insecticide among ltem B and C, Subparagraph 7 of Article 2 of Pharmaceutical Affairs

Acts was transferred to the Ministry of Environment as of Jan. 1, 2019.

Status of Marketing Approval Subject to Manufacturing, Import Safety and Effectiveness

Examination (2019-2020)
(Unit: number of items)

Classification Total Manufacturing Import
2020 53 46(86.8%) 7(13.2%)
2019 28 20(71.4%) 8(28.6%)

* Excluding those for export, including those cancelled or withdrawn

Status of Marketing Approval Subject to Safety and Effectiveness Examination by Item in 2020

P . Number of
Classification Types Item Classification Umpber o
Approval Items
Menstrual Cup 4
Surgical Mask 1
1 ltem A
Filtering Respirator 16
Anti-droplet Mask 21
Mouthwash 3
2 ltem B
Toothpaste 7
3 Similar to Portable Air and Oxygen Agent 1
ltem A and B Yo 9

12
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ltem A Quasi—Drug Approval Status

Item A quasi-drugs are the products that falls on textile, rubber products or
similar to this used for purpose of treating, alleviating, treating or preventing the

disease of humans or animals, including sanitary pad, mask, and gauze, etc.

In terms of Marketing Approval Status of Item A Quasi-Drug in 2020, filtering
respirator was 1,651 items(42.6%), followed by 1,214 items of anti-droplet
mask(34.9%), 408 items of surgical mask(11.7%) and 114 items of menstrual
pad(3.3%) in the order named.

Marketing Approval Status of Item A Quasi—Drug in 2020

By Items Marketing Approval (number)
Menstrual Pad 114(3.3%)
thr?;]gséﬁiln:'égrfdnjct Menstrual Tampon 0(0.0%)
Menstrual Cup 5(0.1%)
Surgical Mask 408(11.7%)
Mask Filtering Respirator 1,651(47.5%)
Anti-droplet Mask 1,214(34.9%)
Elastic Bandage 5(0.1%)
Tubular Compression Bandage (Stokinet) 0(0.0%)
Gauze 2(0.1%)
Absorbent Cotton 0(0.0%)
Adhesive Bandage 80(2.3%)
Total 3,479

13
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1) Menstrual Hygiene Management Product

Menstrual hygiene management products are designated to include menstrual
pad, menstrual tampon, menstrual cup. Among 119 items approved in 2020, men-

strual pads were 114 items and menstrual cup were 5 items.

Among them, the items approved as the targets subject to safety and effective-
ness examination were 4 items of menstrual cup, and items not subject to such

examination were 114 items of menstrual pad and 1 item of menstrual cup.

Among the menstrual hygiene management product, classification of menstrual
cup examination, the approval items subject to safety and effectiveness examina-

tion were new materials, and there were 3 items of manufacturing, 1 item of

import.
Status of Marketing Approval Subject to Safety and Effectiveness Examination of
Menstrual Hygiene Management Product in 2020
Mfg./ Date of Classification
No. e Product Company A Code Remarks
o I o Menstrual Cup .
1 | Mfg. H=2Z4Y M2d FASAER2HEY  2020-05-14 New material
[31300]
= As] == OFAT (= Menstrual Cup .
2 | Import Y 2HAE, =3) LYAZI(Z)  2020-06-09 New material
[31300]
ez = Menstrual Cup .
3 | Mfg. |HICHHMOIY(EY, 4Y) FTEAY  2020-03-15 31300] New material
= = = - Menstrual Cup .
4 | Mfg. HAZ(HY, A7) StENRZAISIAL 2020-07-30 31300] New material

* Approved information of each products(efficacy, effect, direction for use, dosage and cautions
for use) can be found at National Medicine Safety(http://nedrug.mfds.go.kr)

14
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2) Mask

3 types of quasi-drug mask were designated and in 2020, 3,273 items(filtering
respirator 1,651 items, surgical mask 408 items, anti-droplet mask 1,214 items)

obtained marketing approval.

Among them, the approval items subject to safety and effectiveness examination
were 38 items(filtering respirator 16 items, surgical mask 1 item, anti-droplet mask
21 items), and those not subject to such examination were 3,235 items (filtering

respirator 1,635 items, surgical mask 407 items, anti-droplet mask 1,193 items).

Status of Marketing Approval Subject to Safety and Effectiveness Examination of Mask

in 2020

No. Il\r:?oit Product Company Es::o:; Clascs:i;‘i(;::tion Remarks

1| Mfg. i%%gﬂ;rﬁﬂ(m}o) (Z)81RIMe! | 2020-04-01 F”te”[ggzggso‘]"a“’r New material
2 | Mfg. %;I;ZLA%')_X'D&ELKFSO (Z)I|HEIC] | 2020-04-08 F”teri[%gz;gsoﬁirator New material
3 | Mfg. %’Eﬁﬂlﬁlﬁxlﬂféﬂ(ﬁ%) (Z)IHEIC] | 2020-04-08 F”teri[ggzggzﬁirator New material
4| Mg Ei@%i?gagmﬁﬂ DIASAIA} | 2020-04-08 F”te”[';)gz;gg?rator New material
5 | Mfg. UEOIABNOIAI(KFSO) | (F)IOIE] | 2020-04-09 F”te”[ggz;gso‘]"a“’“ New material
6 | Mg S:i;iﬂfo)%'ﬁﬁag (X022 | 2020-04-10 F”te”[;gzggz‘i"a“’r New material
7 | g i;g'f;;wﬁﬂwgo) IHOFE(Z) | 2020-04-10 Fi'te”[ggz;g%‘]"amr New material
8 | Mfg. ifﬁ;iﬁ%?“mﬁi CjAMA(F) 2020-04-13 F”teri[ggzggzﬁirator New material

15
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No. Il\r::?o/rt Product Company :;;?o:; Clas(s;i;‘i:i::tion Remarks

9 | Mfg. z!HE%;';HE BEAEIKFEO) (F)Cl=2| 1 2020-04-13 F”teri[%gzggsoﬁirator New material
10| Mfg. ii’i;ﬁ%ﬁf‘i’wmﬁﬂ (@708 | 2020-04-13 Fi”e”[%gz;g%‘]"amr New material
11| Mig. ifé)a(f;ﬁ%”mﬁﬂ (Z)0|2 | 2020-04-13 F”te”[%gzggzp]”at‘” New material
12| Mfg. | S2EECIKFRO)HE.AS) (X)229I5A  2020-04-14 F”te”[’;)gz;g%‘i"m New material
13| Mfo. (%EHZ i;(KFSO) (Z)220I0A | 2020-04-16 Fi”e”[%gz;g%‘]"amr New material
14| Mg, E%D)'EC’WD&H(KFSO) (Z)UN | 2020-05-29 F”te”[%gz;gzp]”at‘” New material
15| Mfg.  I2jH2OtAS(KF-AD) (@)IQIE | 2020-06-01 A”“_[%“;’g'gbl“”“k New efficacy
16 | Mfg. ZI_;%);E_:D ;\EL(KF AD) ()HgIEE  2020-06-01 Ami_[%r;ggto]’vmk New efficacy
17| Mfg. | IHH|2HORA S(KF-AD) (Z)IQIE | 2020-06-01 A”“_[%r;’?,)'gto]MaSk New efficacy
18 Mfg. (Té;t% igwﬂw AD) ()metElE] | 2020-06-01 A”“_[%“;’g'gbl“”“k New efficacy
19| Mfg. (E%)ggﬂw AD) | (ayziizale] | 2020-06-01 A”“‘g;ggto]“”%k New efficacy
20 | Mig. zﬁﬁﬁiunﬁ“ﬁmﬁﬂ @AY 2020-06-02 A”“_[%r;’?,)'gto]MaSk New efficacy
21| Wig. ﬂfﬂg?mlﬁmﬁﬂ GRmery 2020-06-02 "M New efficacy
22 | Mfg. (ET:? AD|) TAGNAINST spoiy | 2020-06-02 o o0] | New efficacy

16
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Date of

24 | Mfg.

(KF-AD)

(F)H0IH

Classification
Code

Approval

Remarks
2020-06-02

25 | Mfg.

IFYUAMCH|YOAT
(KF-AD)(tHY, &%)

COEEL]

Anti—droplet Mask N i
[32300] ew efficacy

26 | Mfg.

S0
=

AO[FHZUHADAT

—

(F)AH0]A

2020-06-09

2020-06-12

Anti-droplet Mask N i
[323001 ew eflricacy

27 | Mfg.

i[PE]

P ef|Al70H

otxt
=

Eal

ct
—
§ A5)

(=)

(KF-AD)(Ci, &

oon
oQn

(i

2020-

Surgical Mask N terial
[32100] ew materia

06-25

28 | Mfg.

22|7tF0tAI(KF-AD)

A O

Anti-droplet Mask N terial
[32300] ew marteria

29 | Mfg.

2|7 0{0tAI(KF-AD)

A O

2020-06-29

2020-06-29

Anti-droplet Mask N terial
[32300] ew materia

30 | Mfg.

210|Z7t=E0tA T (KF-AD)
(e, 59,

A

pi g

&)

A0

2020-06-29

Anti—droplet Mask N terial
[32300] ew materia

31| Mfg.

A0S 0A S (KF-AD)

A O

Anti-droplet Mask N terial
[3230] ew materia

CA|&StE20
32| Mg oA

o=2TT

HEF2FH0SERZI0|E
AUOIAI(KF-AD)

(F)H 0l

2020-07-06

2020-07-16

Anti—droplet Mask N terial
[3230] ew materia

Mfg.

EERLE
(KF~AD) (A1) (CH )

o

COEELIIEES

2020-07-16

Anti—

Anti—droplet Mask

[3230] New

material

Mfg.

HHELFHOSEZZ0|E
QUXOLAI(KF-AD)

()0

([jéozpée(t)]MaSk New efficacy

35

Y2 Y ROtAZ(KF

Mfg.

-AD) (F)H0IH

2020-07-16

2020-07-21

Anti-droplet Mask
[3230]

New material

36

Mfg.

U QHZAHEDAS
(KF-AD)(tH, £8)

FAIEIAL
Fl=t]=

2020-09-04

Anti—droplet

Anti-droplet Mask
[3230]

New material

LIHKFS0)

Ol A HI OIS ZA DA

(3230]

Mask

New material

2020-04-10

Filtering Respirator

[3220]

New material
Xwithdrawn
(as of May, 2021)
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2020 Quasi-Drug Approval Report

Mfg./ Date of Classification

No. T Product Company S Code Remarks

_ _ _ New material
ST ERHE TAIS|AL _1A_1q | Anti-droplet Mask | """
37 | Mfg. OLAT(KF-AD)(THEN(EA) | HO|QZ2{A 2020-10-19 [3230] Xwithdrawn
(as of May, 2021)
_ AH|0 ilteri i

38 | Import | 224T|Q0tA I HE(KFI4) T:0|011| A' 2020-11-02 F"te”égz;g]swamr New efficacy

* Approved information of each products(efficacy, effect, direction for use, dosage and
cautions for use) can be found at National Medicine Safety(http://nedrug.mfds.go.kr)
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02. Detailed Status of Quasi—-Drug Approval in 2020

ltem B Quasi—Drug Approval Status

Item B quasi-drugs means non-appliance, non-machinery or similar articles that

have insignificant influences on or do not directly act upon human bodies includ-

ing external disinfectant, toothpaste or mouthwash, etc.

In terms of Marketing Approval Status of Item B Quasi-Drug in 2020, external

disinfectants were highest with 52 items(58.4%), followed by toothpaste 28

items(31.5%) and mouthwash 6 items(6.7%).

Marketing Approval Status of Item B Quasi-Drug in 2020

By Items Marketing Approval (number)

Mouthwash(internal formulation and 6(6.7%)
Preventive Oral Care dental preparations) P
Product

Toothpaste 28(31.5%)
Repellent 0(0.0%)
Contact Lens Care Product 0(0.0%)
External Disinfectant 52(58.4%)
Teeth Whitening Solution 1(1.1%)
Spray Patch 0(0.0%)
Low-content Vitamin and Mineral Agent 0(0.0%)
Nutrients, Tonic and Alternatives(internal liquid formulation only) 0(0.0%)
Preparation for cleaning and disinfecting denture (false teeth),

. 2(2.2%)
dental braces and other removable oral device
Total 89
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1) Preventive Oral Care Product

Preventive oral care product of 34 items(mouthwash(internal formulation and
dental preparations) of 6 items), toothpaste of 28 items obtained marketing

approval.

Among them, 10 items(mouthwash 3 items, toothpaste 7 items) were approval
items subject to safety and effectiveness examination, and 24 items(mouthwash
3 items, toothpaste 21 items) were approval items not subject to safety and effec-

tiveness examination.

Classification of approval items subject to safety and effectiveness examination
among the approval items of preventive oral care product includes complex with

contents increase and decrease and complex with new compositions.

Status of Marketing Approval Subject to Safety and Effectiveness Examination of
Preventive Oral Care Product in 2020

Mfg./ Date of Classification
No. Tyeen Product Company e Code Remarks
1.H[CQOtFIOMOFR AR A, Mouthwash Complex with
1| Mfg. | 2. KOt F ISR 2YZRUE | ()= EMO|AA[2020-04-29 14110] new
OFA A CH composition
= Complex with
I A|OFS | 2| 0FRAQIA|H
2 | Mig, | EAAOIRERIERARAN o 2 Goreta 2020-09-07 Mouthwash new
s 28= [4110] L
composition
EATAADIRALIA
1S R Mouthwash

3 |Import| (HMZIESH (FAEE  2020-06-17 Single agent

(L) S 252 4110
Complex with
1.2080=HE{ I 2|HHESX|H O, Toothpaste contents
4 | Mig 2.2080=E{ I 2| E=X|X|2F OHEHRE) 12020-09-21 [4120] increase and
decrease
Complex with
1.2080= HA 2|HY XA !, Toothpaste contents
5 | Mfg. 22080 A 2| HX|AMX| 2t SR 12020-09-21 [4120] increase and
decrease
Complex with
o 1= ° Toothpaste contents
6 | Mfg. | EIS3IAHNINX (F)SHHf  12020-06-01 .
[4140] increase and

decrease
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02. Detailed Status of Quasi—-Drug Approval in 2020

Mfg./ Date of Classification

No. T Product Company Approval Code Remarks
Complex with

7 Import. ZADEMNERDZRIS0E (X)QARR|0F 2020-01-28 |00TPaste | contents
[4140] increase and

decrease
Complex with

8 Import SHDIEMAEISTR2RmS0E (F)SATEI0F 2020-02-06 |OOTPASte | contents
[4140] increase and

decrease
Complex with

9 lImport ZHOIEEZRIECISal | (:)@AT2(0 2020-04-03 |COthPaste | contents
[4140] increase and

decrease
Complex with

10 Import| ZHO|EESA=CmS2 | (X)ama0p 2020-06-02 00Paste | contents
[4140] increase and

decrease

* Approved information of each products(efficacy, effect, direction for use, dosage and
cautions for use) can be found at National Medicine Safety(http://nedrug.mfds.go.kr)
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2) Mosquito and Mite Repellent used for Health

There were 6 new items of mosquito and mite repellents in 2020, but the items
were notification items(items satisfying the standard manufacturing criteria) and

no approval items.

It is considered as the phenomenon that occurred as the scope of target for

safety and effectiveness examination of mosquito and mite was expanded(July 31,
2019).

3) External Disinfectant

External disinfectant, containing hydrogen peroxide, isopropyl alcohol, benzal-
koniumchloride, cresol or ethanol directly working on human body, has been des-

ignated as quasi-drug.

As external disinfectant, new items of marketing approval and notification were
765 items in 2020, and among them, 713 items were for notification and 52 items
were for marketing approval . In addition, 52 items for marketing approval were

all not subject to safety and effectiveness examination.
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02. Detailed Status of Quasi—-Drug Approval in 2020

Approval Status of Quasi—-Drugs Similar to Item A and B

Quasi-drug similar to Item A and B were quasi-drugs corresponding to subpara-
graph 4 of "Designation of Scope of Quasi-drugs,(Notice of Ministry of Food and
Drug Safety) including Anon-adhesive items used to absorb exudate of the affected
area Asterilized items use for surgical treatment for the purpose of infection pre-
vention Awet tissue for mouth cleaning Aitems used to temporarily adjusting the
color of teeth by applying on the tooth surface Aportable product containing air
composition or oxygen manufactured to be breathed in by person Aitems similar

to each item in subparagraph 1.

For reference, the items used for sanitization of bleeding right after childbirth
and lochia(vaginal discharge after childbirth) were additionally des-
ignated(Amended on Sep. 30, 2019, Implemented on Oct. 1, 2021).

In terms of Approval Status of quasi-drug similar to Item A and B in 2020, 1
item was approved as the portable product containing air composition or oxygen
manufactured to be breathed in by person, which was item subject to safety and

effectiveness examination.

Marketing Approval Status of Quasi—Drug Similar to Item A and B in 2020

By Items Marketing Approval (number)

Non-adhesive items used to absorb exudate of the affected area 3(37.5%)

Sterilized items use for surgical treatment for the purpose of

. . . 4(50.0%)
infection prevention
Portable product containing air composition or oxygen

. 1(12.5%)
manufactured to be breathed in by person

Total 8
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Marketing Approval Status Subject to (Air, Oxygen Agent) Safety and Effectiveness
Examination in 2020

Mfg. Date of L
9./ Product Company ate o Classification Code Remarks

Import Approval

Portable product
containing air
- A 2|AL composition or oxygen Air

1 RPN = e 2020-09-14 .

Mg IS SIS olsHI0|Z 2 E|0|0] 020-09 manufactured to be | composition

breathed in by person
[4920]

* Approved information of each products(efficacy, effect, direction for use, dosage and
cautions for use) can be found at National Medicine Safety(http://nedrug.mfds.go.kr)
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03. Quasi-drugs Approval Trend

-~ Quasi—drugs Approval Trend

Status of Change in Quasi—-drug Approval

According to manufacturing, import marketing approval and notification status
since 2017, menstrual pad, filtering respirator, toothpaste, adhesive bandage, ex-
ternal disinfectant, etc. have accounted for high percentage, and it seems attribut-
able to the system improvement such as change or new addition of item classi-

fication according to revision of regulations.

Classification of hair colorant, the upper item of marketing approval in 2017,
was changed from quasi-drug to functional cosmetics according to revision of
"Cosmetics Acty; (May 30, 2017). In addition, bath care product, anti-hair loss

product and depilatory were changed to functional cosmetics.

The insecticide for quarantine, the upper item of marketing approval in 2018
was transferred to the items under the jurisdiction of the Act according to enact-
ment of "Act on Safety Management of Household Chemicals and Biocides,(Jan.

1, 2019), and managed as a biocidal product.

The items used for sanitization of bleeding right after childbirth and lochia(vagi-
nal discharge after childbirth) was additionally designated as a new quasi-drug

in 2019, and the effective date is Oct. 1, 2021.

In 2020, there were 3,325 items of new marketing approval of mask(filtering

respirator, surgical mask, anti-droplet mask) and external disinfectant which were
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always used by consumers for prevention of infectious diseases due to con-
tinuation of COVID-19 pandemics. It took 93% of 3,576 items for the total market-

ing approval, recording very high percentage.

1Elals el Status of Upper Item(Classification Code) of Marketing Approval by Year(2017-2020)

2017 2018 2019 020

No, No. of No. of No. of 0. O
Item Item Item :
Items Items Items :

Hair colorant(inclusing
bleaching and 617 Menstrual Pad 590 Menstrual Pad 491 Filtering Respirator | 1,651

demineralising agents)*| (37.6%) (3110) (40.8%) (3110) (35.8%) (3220) (46.2)
(4220)

Menstrual Pad 317 189 Filtering Respirator 439 | Anti—droplet Mask*** | 1,214

2 (3110) (19.3%) | 1°tPaste (414001 ;5 1) (3220) (32.0%) (3230) (33.9)

Insecticide for

149 . 164 152 Surgical Mask 408
3 | Toothpaste (4140) 9.1%) Qua(;r;t(l)r;e (11.3%) Toothpaste (4140) (11.1%) (3210) (11.4)
4 Adhesive Bandage| 109 |Filtering Respirator| 137 |Adhesive Bandage| 105 Menstrual Pad 114
(3380) (6.6%) (3220) (9.5%) (3380) (7.7%) (3110) 3.2
5 Filtering Respirator| 109 |Adhesive Bandage| 97 |[External Disinfectant 26 External Disinfectant 52
(3220) (6.6%) (3380) (6.7%) (4600) (1.9%) (4600) (1.5%)
No. of 1,640 1,445 1,370 3,576
Marketing Approval (100%) (100%) (100%) (100%)

* Hair colorant(inclusing bleaching and demineralising agents), changed to functional cosmetics
according to Cosmetic Act as of May 30, 2017
** Insecticide for Quarantine, transferred to items under the Ministry of Environment as of Jan. 1,
2019
*** Anti-droplet Mask, additionally designated into the scope of quasi—drug as of June 1, 2020
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03. Quasi-drugs Approval Trend

Menstrual Pad

2020 32 46.2 2.2 10.7 11.4 33.9
Filtering Respiratior
Adhesive Bandage
2019 35.8 32.0 79 11119 115 Toothpaste
Hair colorants(including bleaching and
demineralizing agents)
2018 40.8 95 67 131 22 113 164 External Disinfectant
Insecticcide for Quarantine
Others
2017 19.3 6.6 6.6 9.1 37.6 3.51.8 153

Surgical Mask

00 100 200 30.0 40.0 50.0 s0.0 70.0 80.0 90.0 100.0

Marketing Approval (Notification) Percentage by Quasi-Drug Classification Code by Year
(2017-2020)

Besides, there have been continuous efforts to continue designation and ex-
pansion of scope of quasi-drugs. In this trend, as the number of users who use
products similar to anti-smoking aids such as the product for inhalation after
charging into electric device in addition to anti-smoking aid as quasi-drug accord-
ing to strengthening of anti-smoking policy including cigarette price increase, the
scope was expanded to the quasi-drug anti-smoking aid(not containing nicotine)

for safety management of the relevant items in 2015.

In 2017, menstrual cup was newly added so that women can select various kinds

of menstrual hygiene management product according to their life pattern for their

health life.

In 2020, anti-droplet mask was newly added(June 1, 2020), which can be used
by the consumers in daily life to block the droplets for prevention of infectious

disease due to continuation of COVID-19 pandemic.
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New Status of Quasi—Drugs in 2020

The first item approved as a quasi-drug in 2020 was the anti-droplet mask(used
to prevent infection through droplet in daily live) which was designated into the
scope of quasi-drug in June 2020. 1,214 items obtained marketing approval and

among them 21 items were subject to safety and effectiveness examination.

2-)ls le Marketing Approval Status Subject to Anti-Droplet Mask Safety and Effectiveness

Examination
No. Imfoit Product Company E;:rao:;
1 Mfg. |Z2[H|ZTOtAI(KF-AD) (F)IIE 2020-06-01
2 | Mfg. | HSAZOIAI(KF-AD)(LHE)(2IA) YRR 2020-06-01
3 Mfg. | YIH|LOAI(KF-AD) (F)IIE 2020-06-01
4 | Mfg. HUAAHEDIAI(KF-AD)(THY, A%) (FH)m|HE|C 2020-06-01
5 | Mfg. |HE3THOAI(KF-AD)(CHE)(EAM) (U2 2020-06-01
6 | Mfg. |AO|ESLHADIAT(KF-AD) (370 2020-06-02
7 Mfg. | UIFO{H|ZOADIAI(KF-AD) (F)I2IE 2020-06-02
8 | Mfg. HERZFHHALOIAI(KF-AD) (370 2020-06-02
9 | Mfg. AOM2LTZ0tAT(KF-AD) (Z)AH 0| 2020-06-02
10 | Mfg. IZHHCH|YUDIAI(KF-AD)(HHYE, 53) ()34 2020-06-09
11| Mfg. |ROFYI2{A[70HZXTOAI(KF-AD)(HY, S, 48) (UM 2020-06-25
12 | Mfg. <2/7IE0AF(KF-AD) =ally 2020-06-29
13 | Mfg. |&F2AOAZ(KF-AD) A 2020-06-29
14 | Mfg. |20|Z7IEDAI(KF-AD)(HYE, S, 48) AH O 2020-06-29
15 | Mfg. | Xtei0tE0tAI(KF-AD) =ally 2020-07-06
16 | Mfg. SHRFHHSE20|EALOIATI(KF-AD) (370 2020-07-16
17 | Mfg. CAISESROAIHHAF(KF-AD)(AM) () (Z)22Q06A | 2020-07-16
18 | Mfg. HHRZFHHSEZO0|EUXOIAZI(KF-AD) (370 2020-07-16
19 | Mfg. O/ OAI(KF-AD) (Aol 2020-07-21
20 | Mfg. |UHIQHIZAHEOAI(KF-AD)(HH, AY) FAGAL HRMHE | 2020-09-04
21| Mg | UBUSHEZNESOAIKE-ADNUEE) | e e
= (as of May, 2021)
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Appendix

Vo hs '@ Departments Handling Quasi—-Drug Complaints

IEIJEWAN Status of Departments Handling Complaints of Quasi-drugs (As of May, 2021)

Classification Department Detailed Petition Service

Quasi-drug manufacturing, import

marketing approval (including change)

* tems subject to safety and
effectiveness examination only

Director for Novel Products Approval

Biopharmaceuticals
and Herbal Medicine
Bureau

Quasi-drugs Policy Dept. |Quasi—-drug GMP evaluation

Biopharmaceuticals and

National institute of Herbal Medicine Evaluation
Food and Drug Dept.

Safety Evaluation

Quasi—drug
+ Safety and effectiveness examination
* Review of quality data

. . o * Preview
Cosmetics Evaluation Division

Seoul Regional
Office of Food and
Drug Safety

Pharmaceutical Safety
Management Division

Gyeongin Regional
Office of Food and

Drug Safety

Daejeon Regional
Office of Food and
Drug Safety

Busan Regional
Office of Food and
Drug Safety

Daegu Regional
Office of Food and
Drug Safety

Gwangju Regional
Office of Food and
Drug Safety

Medical Product Safety

Division

Quasi—drug manufacturing, import

marketing approval and notification

(including change)

* Limited to items not subject to safety
and effectiveness examination

Quasi—drug permission for
manufacturing business
(including change)
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