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¢l AEF& CFSANy} CDER¢] ofzo] stg]E Wk 9it}h. FDAX= 1938y the Food, Drug and Cosmetic
Act (FDCA) 3} 4% #48 A4 s, 19604 the Color Additives AmendmentE 7)) 4 5}9) t}. FDC
Act A slo] 4% +4L the US Code of Federal Regulation , Title 21, Part 73, 74, 82 and 7000 4]

7400 A st H 30

(P Aol

@ FDC Acto] ] 43 514%] PE 4ozt

A7, vgh, Y ER EE RS WEA7)Y] 8 B3 X, mxdolo] B 1 vte] Mo oA
93 &7\ o) ALg) Sla) AL B BFE W 1 P4 QRS wath a9l @ 2464 v

= X3 HA] FerhEDC Actollq o] gk Hlips A deg o FAH o, A &

1

-r

@ Title 21 CFR Part 7204004 WA ¥ spA4E BF+S Hd 159 AAH o] 9ok

() - 87 =9 (T A=

D A #E] A% (Pre-Market System)

sEe] A9 EEAEA B EES ARTE sheE Wel qFAskaL A & e the
Office of Cosmetics and Colors o 5]== CTFA ¢} 3}AdZ A AoA A dsl= A AE S8 227
Z(VCRP)S -5t 9t} o] =228 oAst= 148 CFR Title 21, Part 710~7200] 1}ejL} ¢l o
o B R I e R B e e

o] Ax}7} “5= (Registration)’o]g}a W3 o] 9x|gk thE vpgoA] el “Alar (Notification)” #}i=
Soleh ARSI 5 o] Ak WA dd
39 WAk opth FDAS) 2bi sb3E 5= maasle] goli FDAC] 4912 ofjeld] eron] s}
FolAlE o] T=o2 Qlaf T15e] AxAA B Aol FDAS] 5015 w] 99 MAR AFHAs &
=t

TEZRARE R R TAE A SEE ARAA @ At o5 3 s A4

22 A Z(CPIS)Z A 52 o4l 9 21z 4= “FDA Office of Cosmetics and Colors”o]| 4] on-line & 9

=

S
™
=5
©
rok

Ao wol & ek



ofoFelF kel AA A A

F8% He FDAS) Agd oz AZshe Jue gsoli SA8che Rolth 347} FDAG) 3x
T 9A 8HS B & Aok AAHoRE A WohselA gtk

rol
O,
-
8
2
i
flo
>
oo
i
a2
2
=)
L)
(o]
-0,
)
O
ol
0
o
)
O
ol
=
o
Mo
flo
Hel
i
ofr
ol
N
2
(o3
o
o
)
o,
O,
k=
r
ol
i
2

8
ARl AlZ A AMiE UetE g . Ak Y] 3Al= G olar WES, ] ®Ae
ojof 3t} FDA ¢} n|=ta|s=+2 (US Customs Service) the FDC Act ¢} the Radiation Control for Health
and Safety Act (21 .U. S. C. 360mm) W o] wa} 45 A13E, ookE, AE 9 ola 87 u]s}o]
3 AFge] W NS FRA Wl B F ¥ Be AL BAT Folshiz whe] FDA 3
A A9 e F2 DA gtk FUAEE ol Ag Fol FUEES FE AL 450

2 R AR 2AEAY 735 il

2
N
i

(]

o

_?&

&

(0]

@) 4 - 714, 2

3AE o]  #A|(Labeling), 3Z#H(Packaging) 3%31(Advertisement):= 1967\33.¢] the Federal Trade
Commission(FTC)¢] the Fair Packaging and Labeling Act (FPLA) H= o] we} #ajs)a 9ot

D vt EA] 7] A48} (General Labeling Requirements)

S 4ET QubelobE A7) AAFaE FDC Acte} FPLAG] o]ajA] AT, 814E0] gk Qb A
71 AA} k8- Title 21 CFR Part 70104 8013k 4= git}. YAA T Ao b 148 Title 9 CFR Part 1340

th QlEof 3 Yikx] F 7)== US Department of Commerce of 9J3jA] Q% n|= Aol 23
A B E A vk s 3 st ofel] oigk Adnk BAIZIAARG Sl tiaf vkl gk ()



I A7) A7

g 9% e
AEYY (FEE) | ohe
Rk of | SgE 9% 871 FamAiel dasit
AR LA
A 18
. q | HE ARSI Baskd, Ve ol LS AR FE Gis
WAz s INCIEH 0w At 1%0)sh e Er-5o] FATe

=
}_04 TC 1= hvA . -
. (41?;}4;3)* o o o 5, 9% 8] R¥o] Zaslth ¢ WA current city i AFWHE
H H

o of kol A5 ek 4 gk
SICECIEEED AZYA E= RS WY Faoh BAHA 4Re Aol 28
T sk,
s 9% 8] wiol] nE 3 customary U.S. unit B2 AL&- 57
S B A | e B At Bas 552 g 219 BN . §
A= g2 vooAy fE5sHE AR A et A Fch
Lot number/
batch code ot
RERER ol e.
Fo wE gl uhek URs 9F §7] wro] EAGT BeF YA ow
A of | a7 AL AT, olelo] opd el mdel wel 4eks] mA
oo} gt} ol Aol AElsl A7]e] g o TE we.
ezt ol | gsEol bdstAl AREE7] Qg AlgE 7]3to] S Agellvt aqtE
RE AT BE WeA] ol BAlok Bk 1 9 ol A
0% Mg glom, of 49 o] dojRE WE Wa Aust EAH oo}
olo] aTA o 3t} Common wealth of Peuerto Rlco (MQIE=A|Eo Q& n= x}x]&)9}
ol 212 doph F2 ALgH vlF Ao AGHES Pols]i
Fe AZFAEYL ASGIL T8 AL <dolrt dols thAlske] A1e=
%+ gtk
s=us g | TPAY G5 AFel SRuai: ool FDAS) St slvlabAn 9
S Ao® ARREA] v g gl ZAE 5 Stk
NEow eH AFELS WEA AE L9 Axws S “Made in
RE=2! o | (@7} 20] W) i Products of (37} o] ) L 1 9] AZTIE
33 Uehlls 2772 Jold Agste] EAsokyt gtk
el ol
P2 ohs.
EERE oh] 5.
. Ao sabe) A g7)ols Aade) Axda WRH o, Ban A

n=re] st AnkelekEel FAZIAARGC tigk 7R ARelv v FAIER] AHi= CTFA



17} AB|AE

o 3
- O
glaL Wl

-

R

Aol oat 717
A} 9]

1

R

1

R

&AM

gl

)

of o

-

R

A4 FARG ol 4

)

t}. NAD

}

°
el

_'_F_

il
3]|(FTC)of| ¢

o

1
FYH

R

2

T

al
-
i
=

T

A
A=A

& (Advertising/Claims)

-

R

]_

Y

st

°

1/
A A AY

gl o

&7

-
o

S

=
=

o

@

The Council of Better Business Bureaus(BBB)¢] The National Advertising Division (NAD)=

Labeling Manualo| A} 2 4= 9]t}

ofoFel s ebxyke] AA A

0 0]
-

oj

she

S

2248, ARE 9. A2 w= T P9
Ao A Fus A

=
=

e
R
al

-
o

3]

FTC Act Section 5
3|7} 7R

!

p
I

R

]_

Bl

°

B

ol

B

=

=

AA%0.2 FDAS] WEA 4

).

9

Aol gofol

Z}
w7 gk

B

)

ﬁo
B

el

o

i

o

s
™

Al

=
=

h 84

3t} ool 2

14 it
olo

°

o

3] Guidelineso]] ¢]
g 717

]

T
R

[e)

g

SHAI A

R

T

°

oiof

S

@ 74 31(Warning)

7174

ol
1_/_|

7

(self-pressurized containers)-g-7]o]] @71 3}4E, oA HLETE Axg oL} ojgolE 9

=
=

7t

o oo

Rl

= oAt

1(21 CFR Part 740) x| A% 7315

<= ol 93

g A

il
o|J

ey
H

ofr
Hr

1, California Safe Drinking

T A B

O ¢

o e 2 gn of

PN
T

P, el A3t otz

<)
Waters} 198613 ¢] Toxic Enforcement Act, Proposition 65



I A7) A7

SrolL} Qlalel] 91aE fBa & AT P ATULL BAGES @ ARAL Ak California
Code of Regulations, Title 22, Chapter3 ¢} CTFA Special Report on Proposition 65- Background& %% 3t

 glek ol HARE TS ARRIA s e FYREE

(7P A}&3tz](Post-Market Surveillance System)
FDAE vl= 95 8l qtgo] mAle AlgelA shadsgol ffslolzl S WS Fadh= 7]3ko|t). u}
2hA, FDAE 31g3%0] Auk Aol Algk @ Fol 2nx B9k EE= PS g Fo2 ngoz 1A

O

=AY ®ah opjzh k9] FAKrandom inspection)S A @shi s)golth 1 WH AL npgoz

Y

M
ro
o
N
)
D)
_EL
_HJ
oL
=

Nz

S
D)

O

1-‘

O
=)
é

O
mlo
o
D)
ek
-
%2,

(2) OTC2)

D #E+4
- Federal Food, Drug and Cosmetics Act

(P Aol

@ Aol

OTC(Over-the-Counter)gt 2] #7F A4 §lo] T 4 gl wAekowa “elytelobE s 2l
o ol Aol Wad AReorE wlH e AdonA, vz 4 ARUlel H} o g4
B AF2AA0 o]27171% S0class o]0 EFE) 5 gr). CDERE OTCe|okEe] s A7}
o) sha ool RS Sk EAS BAsES 7Egt) OTCYoRES R AR %84l
T Qs AEE 5 Qa aBlAe £48 A BT MRRAA A Fa B 5
2 ol ojg] 7 el AElATE AR A ARRRE @ 5 QU Bk of 800719 f&
48 E3sto] 100,0007) o] 4ke] OTCe|okEo] AlgheaL gt}

23) Federal Food, Drug and Cosmetics Act



olekolF Qb vkel AA AN A

2 p fo o
=
Y
N
>
>~
o
>
O:
oo

rN
ox
e
Ho
bo{u
oX
=2
=
=
lo,
bl

rN

o=
N

-~
lo,
s

wol Bashd 2.

D 3] 7FaFAF8HRequirements for all OTC drug product)

@ Drug Establishment registration and drug product listing: CFR 207. 7)o whz}
©p Adherence to good manufacturing practice regulations: CFR 210 & 211 7)o who}
@ Application of drug labeling requirements

@p satisfying ftc’s advertising provisions
@ OTC shuj%91 4} : OTCe] W& 4] 4e) 4 aH(regulatory pathway)i= &3} 2to] 27127} 9

¢h OTC Drug Monograph

OTC monographol] e} W WvjE g 4 Irk. (43 16) Dug products: 7]yho 2 3hi= NDAseh=
o), monograph= oluh ofo: F % oglm B RS PAdeR WA A

monographoj| 4| 3}2]

H

it
=51
MN
o
My o
-
o
rlr
oX
e
o
ot
Ho
ol
e
rE
1o
©
E-[H
rlo
1C
rE
2
o
frtl
2
2
=
k]
fof
&
2
s

to
-
B0
i
N
©
=
flo
:oé
ofl
g
=
o
K
S
=
=2
X
Y
>
L)
=3
SE
>
ook
Iy
=2
g
o
Jot
e
i
=51
MN
o
MN
-
ol
rir
x,
M
o

[e) o 7] =~
EFFE Aol dHHeR Aldd 5 3l
(3]

ook W7k IVe] DNRDCHH glo] A 4= gl 414 7)) 22 Al o oF3 monographo] 7jit

=

S W9elal Ak 44§ ARshSe] 54 okze] monographolq 7] The B4 Al ehdAsl

FEAS G5 U AT ARE FEIT FEY AR AL AY A4

=

+

=

o o
Y/ e B8] 28 we S glrk weby wi gE 52 54 2R #34E CDERe| ofahy

2olo] 2P 4 9lrk. v OND 2419 H2& o} DNRDy

ON
=

-

ki

Ank o] oF5 monographo] 7fih-g




I A7) A7

@ NDA

AE 8 Aok A4 (NDA) = of4] 2o} 417 (ANDA) 521 Wolo} Fhi4 0w B} 715
th B4 AR (5) A3 ol B 8% wx OTC Algo] AR Fol Fxo] dgsli Auk ook
AE NDA 34 432 yolol gtk o2 Sol, ool AMARK o8] A&
Q2 W OTCZ ) & 5= 9}

=

i
4
%o,
rir
lo,
12
(3
flo

NDA¢] "RX-to-OTC switch" <

<# 10> O|=2| NDA2} Monograph?| Xto|H

NDA Monograph
Abds 7 Za AE7E EE8
WA R st 2 WA B R e
HEAAR= Hle74 4. 7 B 37F AT FHA S
574 ool sle #piE o] e HIS2RE 2= ool il epilleo]
whg EA7e] 9l whg EH9e] gl
919l NDA7} 3] 7k2 o] 3 2% monogph7} E/

: OTC reviewgl 19724 59 119 Aof| n|=to| A o 5w dul ook #A|E9 AN FaAds

A7) glal ARE o] Axs % 3use] 3T A4 #A(t BAnlT) Federal Register
2)o= oolAn] o Ax}2 Fa uke|ekE 7}e) 3| (monograph = non-monograph)e] g

%S A-sl Bk

1. First phase =] 1%}7)
A WA A= ARE HE s d(advisory review panel)of] oja) Xt e B oz

al
Apde] AES @ ¥, HEARS olUe 2o Iz BHu.
[©)

2. Second phase #] 2t}7
oA G e A3, 33 o7, ARe AR 5L Jew ARs|we] dEz o] oAt
AR7|#He HEFHow AE ZAyE <A monograph 3ejz Federal Registero] #AA|3c}l <A



A7

Sk

W

A

al

ofoFel s ebxyke] AA A

4 717 Bk 7)) At o

[}
=

3] Aol

FDA 99

&
)

monograph 13}

o

3. Third phase | 3¢+

-
R

A Aol A} vl e g oF% monographe] X% 74 hao|t}. Monograph

[OTC drug reviewo] 3

I

HE AFel oig
A B, 7|7

al
Py

o] =g

= AR A e, GAE AL W

R

Y

o
alp)

Tor

=
o

w
=
s
El
s
J_AO

=
=

)

| LA]

& o

HZ AEel o

ol
Py

o B

Py

o
al7)

Tor

=
o}

fme

)
ﬂ

s
J_AO

=
B

e
)

=K
Hin
or
o)
ﬂ

T
Hr

-

M
Tor

o
ol

i
g

K

Azsf o

H7h ki AEAe 3ty 2A7) Hi

=

o

= 2d ok Ho] USP-NFo] A 7j(

Al
A

il

]

O
g

==

Fol7h Slvkd ¢ Z1giA]of

AHEAIZE S A OTC=

o
el

ol

p—

S

—

jmd

fvze]

™

() EA - 714, 3

- 71 A

)A
B

Nutrition Factse} 21321 24|

s

A3l o
A7

-
-

=4, o]
o A| OTC

3

°l-&

Drug Facts” format-&-

OTC g A7|A=,

A
aL

2H A

a7

2~
tl:"

()]
2]

“Supplement Facts” o))

&t

2t}

21 CFR 201.669] u}

A7 A=

A
aL

ol}. o



I A7) A7

a7shs AR Eo R s Osections] D~8)7x\e] Abgo] Qi Dibake MeElgon

1) Title = Drug Facts

ol
o
&
X2
o

2) WY YR(E) SJokFe ABYE ; 18] 24T FANREEEY

3 =y ooge] N EE BRT

4 233 ¢ oJopRol AR/ S

5) FONG ¢ | ES ALEEA Wolokd Wl B85/ A ARIHe Dkl elvt Rad 4k 7

SE ARG I RE AL FAFL ARIHDE Folokd uh PR A

6) AAJALE; Lol R ofd o R, oW A, dnpu} 2, Al ek H-galjof s

@ Fa29
OTC drug, dietary supplements, &% medical devicee] #313= FTC(the Federal Trade Commission) -

Aol wp2w F39] “clear and conspicuous” standardE <=3} ¢)U}

AW

N
rg
ofd
f
=
2
rir
]
=
A8
g
o
o,
o,
ol
Ok
=
b
Y
ek
Sl

NDA o]3.¢]] Review: Good Review Practice

1) NDA #0918 wke OTCel ek DNCE(Division of Nonprescription Clinical Evaluation) o}z ¥}]
obelel gl

2) o]#]3l oJekZ o] 3atA A B ONDQA(Offece of New Drug Quality Assessment)e] OND(office of
new drugs)ol %3 sjel 5ol ofa) FEHT
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FDA¢] Center for Devices and Radiological Health (CDRH)7} n|=toj| A A%, A)Z4, e, o)y
& Smr))E Feshs #49l A9E /Ha glek Akt CORHE dlo]4), xray, 2&7]7, A4
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o] g 7]7]+= Medical Regulation of Medical Devices Acto]] o]&] 2]% 1L Q)
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FDAZ} )2 o] 57]7]e) Aol vew 2o

o) 2771R AT A, B A BA, QEVE, A9) Aot EE PR NS XEF te f4}
A el FEro

3217 9] National Formularyb‘r ok, S o gk RFEA QA= HoE, Aty FEOA Ay
ot} T} conditione] ek, Awe] ¢k}, P Awm P ool 2ol A F2

Absoly E=o] Al 01“* 7Iolu &0l FEFS VA= Aoz Aoy F&e AlA WiellA skehAQl v
So® FQ o=A Ago] YEhA gom, tiatel ol Fa o)A 285 o] FA = A

A medical devicel is "an instrument, apparatus, implement, machine, contrivance, implant, in vitro reagent, or other
similar or related article, including a component part, or accessory which is:

recognized in the official National Formulary, or the United States Pharmacopoeia, or any supplement to them,
intended for use in the diagnosis of disease or other conditions, or in the cure, mitigation, treatment, or prevention
of disease, in man or other animals, or

intended to affect the structure or any function of the body of man or other animals, and which does not achieve
any of its primary intended purposes through chemical action within or on the body of man or other animals and
which is not dependent upon being metabolized for the achievement of any of its primary intended purposes."

25) Regulation of Medical Devices Act



I A7) A7

® w5

o)@7]7]e Class L 1L Mz 2550, class/} Seizte] el qiae 2. jsee) Clas 1 7))
+= Premarket Notification 510(k) 2 XE] H A ¥, tj-5¢] Class II 7]7]+= Premarket Notification 510(k)
7} 8 7+9t}. Class 1lIe] 7])7]+= Premarket Approvalo] ¢ L%t}
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@p Establishment registration- 21 CFR Part 807
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- contract manufacturers that commecially distribute the device,

- contract sterilizers that commercially distribute the device,

- repackagers and relabelers,

- specification developers,

- reprocessors single-use devices,

- remanufacturer

- manufacturers of accessories and components sold directly to the end user

- U.S. manufacturers of "export only" devices

- Medical Device Listing

@ Premarket Notification 510(k), unless exempt, or Premarket Approval (PMA)- 21 CFR Part 807 Subpart E

- Premarket Notification 510(k)E A|&3l= Ao] Q7%= 7|7|8hd, FDAAA 71E sH# &&= 3 1 7]7]&
Aoz grlg 5 vk SI000% vSel M SO 4 wosE 77)s BEsths A FUH
ok (1) 1976 59) 289 o] F& (2) FDAS| ojs) S5ajtka 47ks)= 7]7]

- Premarket Approval (PMA) - 21 CFR Part 814
PMA7} @ 75 A E-E Class llle] 7]7] 24 Arolu} 3ake] 9)@4do] 2 7]7]0]7u, 510()e] 74< %
3 Class 1 3} 119] 279} E501%] eh& 7)7)0]tk PMATHS 7]7]2 18 2e9) S Axahe JAbe
2 AES a7

- Investigational Device Exemption (IDE) for clinical studies- 21CFR Part 812
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7171 PMAo]1} Premarket Notification 510(k)-&-

7] gl8l ALgEE 717]olck.

@ Quality System (QS) regulation, Quality System Regulation (QS)/Good Manufacturing Practices (GMP) - 21 CFR
Part 820
22 g 14 71719 T,
e FAH

Labeling requirements- 21 CFR Part 801

SR s7] g b} frEAdel i A=

o, A%,

B2 w2 wEgok sl A4 27 o3t gk

<# 11> 0j= 2z77| &0 E 8 =d
Device Classification Examples Safety/Effectiveness Controls Required Submission
elastic bandage, examination - Resgistration only unless
Class gloves and hand-held surgical | General Controls 510(k) specifically
instruments required
. e .| - 510(k) cl 1
powered wheelchairs, infusion | General Controls & Special (k) clearance unless
Class 1T and surgical dra Control exempt
pumps, surgic pes ontrols IDE, possible
heart va Ives, silicone .gel-ﬁlled General Controls & | - PMA approval
breast implants, and implanted
. Premarket Approval - IDE probable
Class [ cerebella stimulators
metal-op -metal hip joint, certain General Controls -510(k) clearance
dental implants

@ #FA - 714

9 g7]719 ghdg A& Parts of Title 21 of the Code of Federal Regulations (CFR)oj| w}=m  ub
Al 7171¢] ey qfAe 21 CFR Part 801o) 4 sof it (3 17)

@ FaL

FDAL "A@"8 9% 7]7]#5 ohjel FDAS] o8] 5157 ge 98 /)79 B % ZZuig
A @ WA Aol gtk “AgE =77 Rx devieesz 2| FE i, ol mAEIte] 87} solur
wol, 5 AHgE 4 ek
#7h WA e 7]/ offlabelz ALgHE J7)# oheh A@HA (AT 18 I F
A% WE 719 S7paA g AoR “PAHTATE Aot
offl WO RE Pt AE B Qa9 AX7 Y= BAVE H@ PARAE Aolth BE L
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3}

oo 277} Qi FA V1ES A epudE HEAch ok 0o 2o aTHE us
xg o “RATATE Aolt)

@p the generic name of the product in type at least half the size of the trade name
1) a brief statement of the intended uses and warnings, precautions, side effects and contraindications

@ when needed, a description of the device’s components

(e} Aeel
718 oSt SRR ohlek SR/ AZIAEE J717F AFe @it sW 57 24w T
9% wjelop gk o] o= tracking systems, 7)7]9] Ak A2te falh Aol W Wi, AA FEo]

o)
2R

1. Quality system

AzQAE AFol A&xAon QAT AR B 9}% Zahi Quality system$ whzlof s}
FDAd) olaf 1A= A= (L-2], oF, A& AA, 7]17] ality system-& current good manufacturing
practices (CGMP’s)&2 <+e] 4 9t} 21 CER part 8202] 7]7]d| GMP ¢ *A}3}2- Federal Food, Drug, and
Cosmetic Acto] section 520(f)]] =] A| A= ATk

o, ol
OQ

2. Mandatory Medical Device Reporting: 21 CFR Part 803

ojzs171e) mael vjg PRl CER 803)eA = Alza 34k, 717] ALgApsel Al 7171sh geist sl
ot} AFEe EA|E FDAo| Husle= dla 9it}. Medwatch Form 3500AE £3) &2 AAEAMZ A=36)

S QIeh AxGA UGGl FDAY AA-FA 2 MDRS AZSES aFah AEche 20143 2

9 149 FEELen] of FAL 20150 89 AR §aal)

Behs afd G a7Ht Ane oo 2ok

Az Az A FDAS) 71717 Abgelut Azke falehg-e wnslor #oh (A5 21 CFR 8033,
o el SITh) 3500A 5210 Bl A&u|olo} stk ek 1 71717 el A7l AE <k Aol e

s

(e}
JF-S-
)
[e)

o ?;x}: e FDAS) AZEAIA APelet 21 falbSol Sl ARE uaslor ek £
A #9877 el WY e dlal Al falE B A Ao AW xR
EEE DS

3. Recall, Cporrections and removal
S5 AxAe} SEQA tEe] AL 98] Ao sl Aot 21 CFR 7loA o] &g o
231 9tk WES AUHoR 542 a4 FDAs} 21 CFR 8103¢] me} 3142 Weat 4 ok FDAY} o=
71715 3]4=¢t uj the Federal Food, Drug, and Cosmetic Acte] Section 518(e)a}<] 21 CFR 81040 uje} %A=
A,
21 CFR 806504 AZPA e Fd A= 9571715 4 S8

_EL

1715 8l FDAo 7| ®Hisles 3fal gl

4. Medical device Tracking

Az 2= life-sustaining or life-supporting o] 5 7]7], 1\d o] QAo o|Alx = 7]7], EAZF AAE A Az
g Faukgol o1& Alow AZtE= 7710l diste] 7]7]E trackingsfoR Fit). o] IO tigt agabEre 21
CFR Part 8211¢] A<xo] glom 19934 8 294X E Sar)
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5. 522 Postmarket Surveillance Studies

20083 59, 522 Postmarket Surveillance Studies Programe]] tjjsl 7+= @ <)lo] Division of Epidemiology (DEPI)
of the Office of Surveillance and Biometrics (OSB)/Center for Devices and Radiological Health (CDRH)Z £ %
t}. 522 Postmarket Surveillance Studies Program2- the Federal Food, Drug and Cosmetic Act¢] section 5223}0]] A]
A A7Ee] i O, 4, 74, Pud] g AL .

6. Post-Approval Studies

20051 14, Post-Approval Studies Programoj] tjj3t 7= = <¢lo] Division of Epidemiology (DEPI) of the Office
of Surveillance and Biometrics (OSB)/Center for Devices and Radiological Health (CDRH)Z 7%t}

ORSESRERED

b ¥4 74

AZRZAY AL, AFor HELZ] ufjifo] FDAo] Center for Food safety and applied

nutrition(CFSAN)o] 7}=alelS 7}x] 31 ¢Jt}. Dietary Supplement Health and Education Act of 1994

(DSHEA)e] 74 mer}.

b 4l

heel YR F St B 7 ol T HolF BEW] A BHOR WA AFIk

(a product intended to supplement the diet that bears or contains one or more of the following dietary

ingredients:)

HlErR]
=
- herbv} =1 yle] botanical
o] w2
AA Aol dAFS FM BHow AT

= &
C 919 4RSS ¥HE, O, PARACY $5E B 1 23

M2 AR AFrzAQl 495 FDAo| Auslwes wof9la, 7|E i Aol Aludart

-

9 951 ¢k}, shA|uk, 20074 69 259) FDA 21CFR partll] ##)(“the DS CGMP rule")S A% }e],

=

u{u
}m
BN
>
lo,
N
EN

e
Y

4. @9, g7 #a COMPZ &% ok k.

26) Dietary Supplement Health and Education Act(DSHEA), 1994
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MZS AZH 2A AR (New dietary ingredient)

D NZ$ AEe 213E 1 zA(New dietary ingredient)e] = o]

1994 109 15¢ o] dell wj=pell A A= #] &2 Ao] Aol o]

Ll
Fl
o
ol
ol
D)
§2
rlr
1>,
o
oX,
M

@ ARE e HEREAL A9l oo 20 W}

o

o}.

() AEREAL 4B JEHS TFS o] 4R B o WA e JHe NaE T RS £
3lt}. (The dietary supplement contains only dietary ingredients which have been present in the food supply as
an article used for food in a form in which the food has not been chemically altered.)

(@) AFRZA ] TA O] uheh AL A] ol gie] Qe 2AS) A AL HOR A oI 5 AUk T4
Aol Y 57] Aol = 75 ol el o] ol HERZA ARA EE FEYAE AT ol JES T
= AFRZA ] HIAS HNAL 5 Qs = 5] 98-S ok 142 bl sl waslobaich. (Thereisa
history of use or other evidence of safety establishing that the dietary ingredient when used under the conditions
recommended or suggested in the labeling of the dietary supplement will reasonably be expected to be safe and, at least
75 days before being introduced or delivered for introduction into interstate commerce, the manufacturer or distributor of
the dietary ingredient or dietary supplement provides the Secretary with information, including any citation to published
articles, which is the basis on which the manufacturer or distributor has concluded that a dietary supplement containing
such dietary ingredient will reasonably be expected to be safe.)

® AEA A=

M2 Aol Aol AR 2skellA bdsittal A= 2AE AAshs ARME AEHor Pk

@D #A - 714, Fare] g+

@ &4 - 71A

NE wzA ] WA Taolof s AnE st gou, o= 21 CFR 1013(@), 21 CFR
101.105(a), 21 CFR 101.36, 21 CFR 101.4(a)(1), 21 CFR 101.5¢] 1A xo] 9]

HEAYS Yehll= AlSE ol
Az, EFBAL fFEdAe] et 914,
Al #HE Wi
FH o R Azte] AFHEA(RE PR AFold APRAR AAoR AEHE AES AQde
“supplement facts” @} 3 e 2 nutrition labelingg- zl3zojo} 3ir}.
“supplement facts”gj o] IAEH e AHES 7 mld ol “other ingredient’z dAx oo} st}
“supplement facts” s d(¢]: vitamin C ] 521 rose hips £)ol] Ao x]x] & 2lo] AR A5} of7]o *3t=
T AoH, 1 ¥t AFAE(E A7 5. 71E4 WY SRR AR, 5T A, PEA, BEA

0
W gu)A B BE =¥E 5 Aok

o
A
1

=
=

>

Ml
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DSHEA ol 4], A1 zAl0] A48 s
of lojof #htl.

(1) FDA| oja) 7}u <] srore}

@ o] AEL Ay ek A8, o BHOZ ALEHA itk

Lo,
ol
i
=
oo
flo
)
i
=2
(=
[
>,
i)
dlo
r
=
oo
o,
Hel
ok
i

@ Fa??
The Federal Trade Commission(FTC)7} =], w4, infomercials, catalogs 5o Zi10f U3t eSS 7t
toh BE AFEERZA LW o Ya GAsr s, 059 247} dolE G, 9%
5 ololof @t} FIC wol whewl Haslae Fate] AFe Ugsel da) $5ah0 A9

A 0] 9 Al o)) durgo Rssa

m[o
e
rir
O,

olN

FICE ‘waahaista shalg oz A2 e

D PAgHD

DSHEAMjo] elsjel, Azt A% waAl7h A7) A ebdel ojs Agle] glek. A% 4 o|=d
a3k} kiAol Fuslojof s o|epE} W] AFRAAE Tel@ Ful7h Bashy ek DSHEA
W solAl, AFol AR W Folis 54 AFL wulakA) BahA A AgelA 854717] A
Aelo] gk HFRZAL AZASE FEYAE 15
A AR nad AE wzAs Bad 4749 $agel g nIAE 71283 283 FDAY A%

FDA7} 1 A% » %47} “unsafe”3}S BojZ

i

stojol st} FDAX o] 3149}, healthcare providero]i} AnH|z}7} AB|A}ol| Al SFAA EAS do

!
()

oAthal Aztsle 27) signalg &91sl7] 9fsf FDAO A #3j4 0w Bugh B2t tfgh Bt &

.

FDAZ= 212490 WA 845 7H AR @A 252 wheol iy eafe] 2471 9=
RS @ADL TUEY sl AFREA B FEYA e AL Qe 204 2 ALY
Aol =rb 7ha sk AEE Al tiE AR A, At Bad AlE v FAgoRREH JR
E o=r}. FDAx Safety Reporting Portal(SRP)E 23| #He|sta obdsta gya o=z FDAo| Alo] A

Gl

al
HEAE a5 ole S BEllrh SRPej| Rt tig BuME AEehd Aok

27) Federal Food, Drug and Cosmetics Act
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@ 4

AE Az A% Guso] 2E HAY S40] anAe A% Az AFL VL A4S A
S ]

34 47

1) 5217} FDAo] 35} 3158 )7} Qb S B a)

2) FDA: ti5ol/l Ang Be4 5 zad g5ael vs) slre] Fmah

3) FDA7} A% ] 915140l ta] A7}
4) FDA7} 5ahe] #4314 wuUE® 2 704 g

(5) AF27]28)29)

Oh B 4

nj o A o] AFEA|= 37 % (Environmental Protection Agency, EPA)oj 4] -8t3tc}. EPAo A m) =t

o] A=AE At fAstE F8 WM& FIFRA(Federal Insecticide, Fungicide, and Rodenticide
Act)¢} FFDCA(Federal Food, Drug, and Cosmetic Act)o] )t}

- FIFRA¢} FFDCAo| A= EPA7} 528 3)7}sl7] Ao A=A9] orHA

o=

o
o,
N
=~
ol
o
k1
fu
ol
o
=
30
)

=

FFDCAS| ol3) chadshrtar H7k5) o, g4t AbRel shahdol ol 4% 453
52514 Qt) QHaA B7h o] ol A I L, tolerance'o] 7178 SHahsm, o] B4 84
o} AbES & 7Fsw He) AFA Foluk

- EPA7} n|=to| A o] A=AE fAetE ApAgH HES Code of Federal Regulations (40 CFR) Parts
150.1890] FIFRAS] A|83e] thsh 9ieh. 40CFRe] o Hitol AZA|e] Bl 4%, Abgol 2

() 2]
- FIFRA¢] section 2(u)of| x| A o]s}+= 'pesticide'e] A o= t}-&-3} 7t}

28) FIFRA(Federal Insecticide, Fungicide, and Rodenticide Act)
29) FFDCA(Federal Food, Drug, and Cosmetic Act)
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L g &S dstAy FolAYy ZoeAy B 1 J3lE 43px)717] 913 540 &4 e =24 E3A
(any substance or mixture of substances intended for preventing, destroying, repelling, or mitigating any pest;)

2. AR, LG B AxARA AR SAe] B e 4] 314 (any substance or mixture of
substances intended for use as a plant regulator, defoliant, or desiccant; and)

3. A4 oFA3}A| (any nitrogen stabilizer.)

(th 5= 2%

© 434 ¥

Ju
o
ot

Bl

Az AES gujstaal b= 3AR= 3AF HEE g theo

olr

S 3ok wk

I AFEe] 5F; =X, (obtain a federal registration for its own product; or)
ojn] AAHFARo] =298 3l AE o] F712Q] §-EA} &8 sub-registrant == (become a supplemental registrant

hul

(often termed a supplemental distributor or sub-registrant) for a product that is already federally registered.)

Q@ A AES =

25 AFe] 55 A b AAAE 52 %

(L
td
g
S,
f
e

AlEshok sk, 1 GEel=

g (forms)
AletE A|E<] g (proposed product labeling,)
A2gz}7F AakstE L sl B AE fsle] Q7w 7)<, 18k & (technical and scientific data that
meet the data requirements related to the specific product the applicant intends to produce, and)
- 2 "olEY BAR T ek 212} & A< (statement of how the applicant will comply with any data

compensation requirements.)

o 27} S48 0] AAAE Qe AR 27b A BEY g
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- A& AekS A2 (enter into an agreement with one another)

EPAo] =5 ab=A A|E] F7FA< % FE 28 ZHAJ (complete and file a Notice of Supplemental
Distribution of a Registered Pesticide Product (EPA Form 8570-5) with EPA, and)

. 40 CFR 152.132(d)o] =8} Hojglis alo]2 Ajata 37} AFo] £AF oje] g ALgaks A ol
slok 3 T eleli F7HQ) AFe] TR AFYES AT 9 A B A o gu Fag A
235}= 7Z9o|t}. (ensure that the supplemental product bears the identical label language apart from the
exceptions listed at 40 CFR 152.132(d). Two of the exceptions include the supplemental label utilizing a different
product name and the supplemental distributor’'s name and address instead of the registrant’'s.)

2P e 40 CFR 152500 748 328 wahslol 9 - B4L thes} gon), 247e) G5
3k A5 ]8-S EPAo) X A x|} Pesticidee] Label Review Manual z}z}o] Chapterof] AA|xo] )

1. 23 A] 2F=x)¢] "Restricted use" (Chapter 6)
FIFRA Section 3 (d)(1)(©)ellA] Arah= 84o] nfera s e falihg
Qo] I3l 2=Ae] S "restricted use"o] AF
. A|FEo] o]2, A=, Trade mark (Chapter 12)
. A AR (Chapter 5)
“Keep Out of Reach of Children” (KOOROC) &1+ (Chapter 7)
. Signal Word (Chapter 7) : A %<] 91840 thah 54 W
3% (Chapter 7)
. “Skull & Crossbones” 7]& & <} “POISON”¢] tFoj(Chapter 7)
. Net Contents/Net Weight (Chapter 17) : 87]|¢l¢] AF==A|o] FA L} Hs] HA].
B. ¢ r = gy
1. EPA¢] 52 59} A2l S (Chapter 14)
2. 5)2ke] o] 53} F2 (Chapter 15)
3. Mode of Action Numerical Classification Symbol (Chapter 11)
C. 7 sy
Lol
3 520 3k 9184 (Chapter 7)
%2 (Chapter 7)
oe] 9184 (Chapter 8)
2e)4, 384 9194 (Chapter 9)
AF8-S 93+ % AJA}E)} (Chapter 11)
B2y} #)7] (Chapter 13)
A=A (Chapter 12)
. Zedxt 13 gpdle] (Chapter 10)

o
K

37] 918 F7hAel A A

oo\lgxur:hww

2}
=
A
H
&7

Ao oP
ﬂri?lolo_?L

bR W
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40CFR168.220) 4 F557] &2 AFAsh T58 AFA ] S5EA &2 A&l s Farst= A

= wAskL v

@) Ae)
EPAd| A= At 159 Eole] 555 43417} FIFRAS] 52 mav]zd A4 43842 drlea

slom, 1984 ojde] s5d A= AleE T=aHs Fal AErE Hal ok

D 5= #AE = 73(registration review program)

EPAL: 771802 Algte] 773} 7o) AU S84 glo] sl AHgsE A2 18] 43
EAeE 555 4FA0 0@ dEE @) 557 E 72 9 (egistration review program).& 91742
A7t 71%0] sk, AAs) palo] W] Wl wE $58 AFA AU el 28 glo]
Aol A% ARBAE S shelE 2AL AL 9
F7)14 Q) AEAe] =2 A= A=A wWel 19961¢] Food Quality Protection Act¢} Pesticide
Registration Improvement Acto]l ]3] 7§45 FIFRAo| ol&) @ dt) SZ2AEZR 190] deix7] A
o= 19883 ool WEAL WAl Hd JEe] AFBAE WA ) FUR AFFTEa9

(re-registration program)-S- Eaj|x AEA|S A 7}Elck

A 5= 32 2 7 2A(re-registration program)

20084, EPAL FIFRAH4 obd] fA)e] 74 7158 15754 39167 9lat 2ae 4541984
g 119 o)de] ALow 528 4FA)] AEES SuAT AESHHon AWHE o BAL A
dae westel 9P Fol7] 9 Zeolth. EPAE FQPAGA

Ak ok 71zl ABAE Belaly] 9la) EAlele tolerance(LAl0] Q= AFA BANE A
o EPA: ¥ BuE Gndox sbg SAaIsle A5S tlerance A71E E@ATh AF AT
$¢ B3, BPAL Lo @ 94 A9as2At 254 AF ehilel 2 wesolgls A2 Feldto]
A== A4 A4S 2dsta 9. EPAY AE Az Q%= Ha4 37l A F(Re-registration

Eligibility Decision documents)o]] ¢ kg t}.
® ol na

FIFRAS| Section 6@)(2)ol| 4= 454 S2A1 % sjof EPA) AFo] td fajuks dus AZa

w2 s gk
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@ BH#3} H7
Resource Conservation and Recovery Acto|x] household consumers, farmers, Registrants, Retailers,

Commercial Applicators and Otherse]] tfj&to] A=A B33} #7)o] st A4S st vk
© A Az
e Az
HAle) A A - "Restricted Use'z 5571 5 @4do] Qi A4d AFASE Q5o 9 4

A ARl of8) F& AR AR 5 dhol] A ojof Tt ARgo] AlFtE AAle] Hui= Code
of Federal Regulations (Chapter 40, Part 152.160-175)o] 1}<} )

29 95 529 AFAe] 54 A1) Hal 9

rir
ot
o
N
30
rir
5
o
Ho
Ir
i
-
M
T

227} ApA o 2 A (Voluntary cancellation by the registrant)
C QTEE FERE WRER] o} EPAY 9o)s] 4 (Cancellation by EPA because required fees
were not paid)
27} AFAY) AHLEE S A ARd o Arste PR S 8rlsaA B
98 o] &A)5to] EPAo| ¢]&] # 4 (Cancellation by EPA because unacceptable risk existed that could
not be reduced by other actions such as voluntary cancellation of selected uses or changes in the way

the pesticide is used)

3 99 B 2 AR
AFANE BT} A, T SIekE o] B3, OTC, 987/l HEnEA, HFAZ
RRE] AR o, 1 FAnEe et 2k

(1) 81335

b #&t4
o =to]] )= RE 3pE S Cosmetic Products (Safety) Regulation 20080f 2 glajjol &tc}. 20134

T

30) European Regulation EC/1223/2009, 2009
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79 139XE, A 29 A4 7}53F Buropean Regulation(EC/1223/2009)7} A|&lw]o] 71 WHEo| A5

H

SEe 2 AAE ARSAL BB AL R WAL QA WAE HHEAL,
BE EE 2 YR S A8 AA RO 2l EF 94 47 90 Aok e 9
g0 AgHE 2o} A

(th #5317} - Al
SHGAE ‘sl AEA 23] 7] 52(Good Manufacturing Practice)’ S w2 = 20 ZA A A=3F A

3 9tk §Hdste] ¢ 34 29 (Official Journal of European

Ot

AzollA ol FolA= FHARYE FE

Uniomol 4 el s 715¢ 08 4% ‘$radEAzads)ed Agas dew ug
(Article 8).
S4E FAGNE HdGafey)] thd AdS Attice 3o gEa gom, Qukdeln g4

AN AFEaS W dAe] A7l dialA) dslo Atk AL ejujFt) o]ojA Article 100]
N sgEe) ANBEA oldd] ANsIok she ehaAwle ‘89 ohdA ) ¥E(cosmetic product
safety report)’s] tjak W42 thEa itk o] gEEN FAE|ojok & Yg-o Amex o] 243 A
of o, Part Acj A B ad ekl Ane] g &S T Q. Part BojA

28 Azt oek b Brkek AlE Tk AR Soll thidk WE& oAl Jlvk

IbE A
Lospgsse] AgH e AAA 24
2. sPsre] EujA/sketA 54t b
3. v AEel e F4
4. 2GAl Het Bk, vEgEd, dR
5. A olaL sl dld 7hs ek AREH
6. sPsrol ek ==
7. EA) i =
8. =49 HASHAQl Tratd
9. mpgtAsA] &2 a¥t 9 AzetA nigAekA] &2 avt
10. s gk g
9E B
1. 37} Az
2. 349 Aa 9 AR
3. 38
4. 7o) A4S 9 BHE B 4




. Q7atAle] Qs

Z 3] Aol AFEA ool AFolt ARl Y wmFL TS AN FFH L
2 o]Fojx 1 o]# 3l Y82 ‘responsible person’o] ZrAJFof sl ‘A E A K} (product information
file)’ol] 3 3w t}(Article 11).

o Wl % o] ARE SFE el FE A notification) A3} 59 cHArticle 13).
B9 H4F TE . T6/63EEC A= H97 He AFATAAE $deln dRorh A=
& S4% 77 Article 130] e} ‘responsible person’e. A 5EkS o] gafo] 7k w7} opleh HH
& 9 9]913](the Commission)s] x4 ZA] o] 7] oleje] &g 4 mafot g},

@) 3E] 0|23} 7 e

(b) ‘responsible person’¢] o]23} FA

(c) ¢l 7% ¢92kA] (country of origin)

RULAR Y

AEE 59571

() e EAjoiyel fAug AMg
(g 54 CMRz 27

D ZEA - 7]A
Frdoll A= Article 19¢] ujg} 12} 3 7H(container)y} 23} ¥ 7%H(packaging)ol] o}zjo] W-&S 7| A5l =S
wof 9t}

(2) responsible person’] o] 53} - Fopg 5 qlow, ole] 9] Favt UdH 3%

‘responsible person’¢] FAE 7} o0 = 2)akx|(country of origin)
& AlsloF g

(b) ygEo] g5 = Zak vhyl, 5SU|E EE 50

© 447 27504 upE F4Fo] dda
durability). o] d#= 9/W =
mHog FASoE dtk 30719 2HEE AgolE A% T AMEUIES dad A4S 2 Y wE 2
ol fAl9} s A EE FEAIS

(@) AHga o] Fojake

(e) A|z=w S (batch number) = sPd<E-S g1 4= e #lF lA(reference). Tk, s}7dEo] Y- AV sh=

o
vﬁ
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T olf= EAF B7e® Aol HH 2x} F ¢ (packaging)el 7k F A 5= 9l
g o AAHY FHolx Bela WEelx] e 9ol dhai).
(¢) sdF A 5= A i(ingredient)’o] 2= 01 ool Aok 8k, 23 s Hpackaging)ollwt FAE = Itk
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3} ¢] 3](the European Parliament)¢} o] x}3](the Council)el] #|&5]ojof 3t}

(D Article 22. In-market control
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(@ Article 23. Communication of serious undesirable effects
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@ Article 27. Safeguard clause
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Fo) Az 92 wE AT A 493 225 A9k
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Directive 2001/83/EC
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4) 55 Ao Aol ojs) A

1) is likely to present a direct or indirect danger to human health, even when used correctly, if used without the

supervision of a doctor
2) is frequently and to a very wide extent used incorrectly, and as a result is likely to present a direct or indirect

danger to human health
3) contains substances or preparations of substances of which the activity requires, or the side effects require, further

investigation

31) Directive 2001/33/EC
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4) is normally prescribed by a doctor for parenteral administration (that is, by injection)

(th) #5317} - Aot

1. Centralized procedure: 3% ¢13HEU)o]| A+, European Medicines Agency(EMA)o|| sl Tl ] 0] A4S do
W §7A%taty), Iceland, Liechtenstein, Norwayollx] EAlo] Gasdt drjsols ws 4 g}l o|AE

Centralized authorization Zx}e}1 &t EF QekZo| A= o]A o] Aozt ALY 4 Uk

2. Clarification regarding centrally authorized products(national notifications): EMA7} -2 ¢1g} licenseZ -3} &)=
o] glo] F=Fo] 71 &}x|7k, marketing authorization holders(MAH)oj| 4] 7z} National Agencyol] & 83l 552
LA 5 9k

3. National procedure: - dgte]l &5k 7F =7hnje} Z1Enke] 221 SQMA7E vk 2F 57b7]e] 1Al
S iokstar g=re] - 11 511713 MHRAo|t}

4. Decentralized procedure: o] Ax}E o] &34, A|2F8|A}= centralized procedurer} L2 o]x] k& oJekZo] tj
ol & 70 oldel fAAFT FAHOR FASE AFT 5 ek

. Mutual recognition procedure: o] A x}ol|A+=, HA] 3+ I A] gekEo] &0l% 2o, thE Gy AT oA
E FolAAE AA W S0 249 4 ek
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ook £=o)Al A& abbreviated I-i= abridged applicationo]] wiz} o] Fo]zt). o]d

e
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i

Directive 2001/83/EC¢} regulation(EC)N0726/2004¢] tw}Zt}.

@p Abridged application: The Rules Governing Medicinal Products-Notice to Applicants Volume
2A(Chap 1)[http://ec.europa.eu/health/documents/eudralex/vol-2/index_en.htm]:H -8 %3135}
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A A 3o st} o] Abridged applicationd ¢}71sh A A/ A4 2=
@ Abridged products: S|e}E TS 3H71918) A% EA, by 0 FaAel Bk AU}
AZshe BsHel AR BAE 7)ue] WLk ek Aol ABEE W AEe) oREe o
Aol THE FHlR T SARIA oln] A B FolE ko] Easlo] qltk. oleld A% A
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K
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2 -&(E-3|Directive 2001/83ECo]| A]) 7]¢jo] &
g a7} Q== 'Abridged application 'S 8+ 2= 917 3}aL gt} o] oFo] ARo| FEtE Al A4
ot s

@ Generic products: A ¢] ko] Directive 2001/832]article 102bo] Ao]® @ FAFEFS Z=3ivhd <]

A8 A AR glol 59 e 4 9k
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27h kgl A oJopEe] A%el thE Al SRR 2 4 glrh o] 49 Alos|As abridged
application k] 913} o) e AW 2 I AuE AZY 5 Yk
Existing drugs in new combinations: 7]& oFE-o] x| 29 %3to 7 wlEo]zl oekE o

&) full data package7} 3 g &)t}

%2

Well-established drugs and products: drug substancez} ¢} 3s}A] 2 AF&-% 31
o 7 byl Wobgeld 5 g A% AKHALE ofr] FBE ARE FAAT HAHE
o] Sl 59l 27 ARE AET 5 vk OTCRL A7 23k & vk

@p Better Regulation of Medicines Initiative (BROMI): National informed consent (Article 10c, 'simple

abridged') applications: ©] 1}-& 5918 93] vlas A %=.(0OTCx3E)
&) EA - 1A Fa
@ #FA - 714

Directive 2001/83/EC(European parliament and of the Council of 6. Nov. 2001)¢] Article 54, 55, 56, 58,

59, 61, 636 w2 Labelings] 745t 2 FANGHS Z5alob shul.

EAE ookEe AT A 93 B Baw Ausel 97 A A B FsE AgAt
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O gL vl A Directive 2001/83/EC o] Article 54 == Atticle 55 3o Q4 AISIES
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Atticle 5404 @71 7|8 s FESe e} gow ofokEe] ug ¥gH 0] mAIHofo}
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@ FaL
European legislation : European Directive 2001/83/EC
UK legislation : Human Medicines Regulations 2012(“the Regulations”- SI 2012/1916)

@ QWA 73
Prohibition on advertising unlicensed medicines
regulation 279 of the Regulationo] uw}jz}, f-& 3t lo]dl~7} ¢l medicinal product:= o) &h# %
om Fud & gk

- Quality standards

regulation 280 of the Regulationo)| wie}, 1= t}S A}eksS uletof skl

(1) SPC(the summary of product characteristics)ol] 7] AHA|A}SHo] wWE A

D 3= g oke] SPCo 37)E therapeutic indications Hold 4= ¢t} o= &7pA] ko AWoly =4

=
o
AR} oy BHOE ofe AGHES FNT 5 982 FAG TE H7PIA B BT AR Y

) < g
0% FE QT oE Sol, 24 visel A AEHA ek oke] Fao] o) 8 17 WY ol o] AL
slyksl Ao Atk

@) 34 glo] AnAoT FES ANFOZA AT okEe] FHH A2 NFT A

C B3 ofe] ARelm 44T A8S DA vl Wb ofe] BEAH, ey, A% TG 52 %
G 5 Ak AFEA e ApRHolY Suke Ang Aok sl A AT AFHoE AF
ofof gt} | Hol, TS AEAYIE ool Y 1 BRA P ARathn AFeAE of Btk
AFED] ook ALg3 AP AR P in vito o T PO mNEe] WAL AN AL T vl
BlEo] of Waztel HegT felge A A3 F 9 Mol AgHtn ued 5 Uk
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- Who is responsible?
okl Far, qhjel T &I} wFe] 13 AYE ol al whAelth. Lefut ofwl @ AbgtolE it
AL gtelE AL W elng, e WA FudAd s 22 HT 5 Ak

- Updating advertising
SPC7} ofmgk WHo] B strin AgHe] HHE SA) WE Fa AMAE Wolok Bk WHAY

o] ohxizt pEE A =8 o Fast

- Keeping records
groldlzs BfAls Fa S-S Basta Je7k MHRAZE @ 578 wiel] &3 o7} Qi) o]e] &3}
A e Regulation 3lojj o] 91 2§97} €th. MHRAE gk F15 el 2 g3y
o= ofw g Abgtell ARt s Fare] HARE
Aok dek 2R BE e AgH R & glildte] mE Fauxtae] HARLS vl

of gt} olel gk WA e AR wer] flaid MHRA= Fa7h Hatslojof & HAde] ARks
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P OR AGE F 3 Fotoleta nu gtk Ak B o4t 98 Wl B3, Jao] o A
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dglolt A Fel7t 942 AFlE B Q. A%k LS aefaof Bk MHRAE 75191 ALl

©p ADVERTISING TO THE PUBLIC: Regulations 282 to 293

Medicines suitable for advertising to the public
=34 a7b 7bs% o okE o Pharmacy sale(P) m*= General Sale List(GSL)o]t}. Prescription only

medicine(POM)2- <13} el Farshs A& FA50) 9k

Prohibition of certain material

Hedars o AlEo]l v Aoy AsWET WAY sttt dud o ik FAdsiAY
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@D 9=+ MHRAo|| 4] Aj<:3}+= Phamacovigilanceo] }4

) k2 Abg Almich WAEA e FAgol, Hag dHe] Wt deAE wUHY
2) ofe] risk&benefit 7ksto] oFE Abgol Qlof AL A

3) Healthcare 98715} ol 7] ARE AFole] ok ALge] b} Hade H4s
4) el Ao BE A8 mUEEY

(2 pharmcovigilanceo]] o]&-%]*= source

1) x}ak#¢] Adverse Drug Reaction (ADR) report. ex) Yellow Card Scheme
2) Clinical and epidemiological studies

3) Worldwide published medical literature

4) Pharmaceutical companies

5) Worldwide regulatory authorities

6) Morbidity and mortality databases

o]g|gt source s 2 HH dojXl AR SS AT LAdsto] dldshA] X3 F2AEE st ol

A 2485 F ofw o] g A% WA, ofd fxwe] 58] O HokA 52 setar). ol @

WS AgAS S, poduict gRo] B4 HAg Am BT qd g o] marketing

authorisationg W 3}A|Z] 4= 9lr}.

1o

=S|
AR BAg waE AR 5 2Ae] S5 W S shteln] ok QA Ao A5 oIt ol
MHRA ¢} CHM(Commission on Human Medicines)-& Yellow Card Schemeo]z}i E-g]+= schemeg 9-¢J
skal ¢Jt}). Yellow Card Scheme & 3 ~7jo] HE719} AR e FE{afulgo =
o}A], worldwide literature=-3} 7+-0- source=-S- F7}%¢] evidence® &lo] ADRE-S- ¥ 7)) a1, important
early warning-8- #j-&3H}.
* Yellow Card Scheme : UKe¢] main ADR reporting schemeo 2 1964 gg]ufo|= H|= 3 9l
B4 9 wEAe foRRE FUF ofme side effectebs WG F glow], Aol AEHE
& black triangle symbol “w”o] EA]F Aleko|| Fajrut 2 E adverse reactionS- W 313}a1, o|n] A

h 84
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2lyl okol| ts|x]= Zu)st adverse reactionyt B 3. wid oF 25,0007)¢] ¢FES-ukS ALY S wkar

@ AGHS Aas ) A9 A
0 A YA Arstela, Ang AYstshs YUAoR thad ge 2XF Ak

o

1) F¢)x}8} #3} (changes to warnings in the product information or on the package label)

2) A& A3} (restricting the indications for use of a medicine)

3) A)E-F(changing the legal status of a medicine, for example, from over-the-counter to prescription only)

4) XA 3] (in rare circumstances, removal of the medicine from the market, if the risks of a medicine are found
to outweigh the benefits)

® AH7}

Unionof| A} ¥+ A|&&]7}= 3 SUzF §aslch o] Syo] Ak &0, A& 3] 7} risk-benefit balance
o] Ag7HeE 7INko.w JiAlEofof gttt o]F flste] A7t EMAY S71e7 el A7E
b TG Aoj® Y AR 9] A A, FEG 5O A E7F o] BE WEAIES Xt
s¥E WA BdE Awaer gtk I AW, AFETE fdsd =7hEr|gte
pharmacovigilance9} 2 slo] F7Fd o=z 59 7Px oz AAS Y1 &= 3 Fr|stoz §g3sit)

B AlEL AE7F 715ke] Y A7A] o] FolAof shut, Y o] & AEL Fjaof gt o]
ZhA 7841 S de] 713 vt Ao sk ek AL o] 3 HA o NS TF AfAt AlE

71gko . benefitrisks H7heke] ol Folzlth. UF ol2A] A%H 21& 9989 B

2

o
o

3 E39 9

Z)gto] ANE AR BEES 5 9
CRIRE KSR RS AT

1) ¥4 9 AFAE E3 AR, Pharmacovigilanceol) tjd QPAI AN, Aol B2 913 R}, AR
of gk =t

2) S7HekA s A0 RIE HE FO BE AF 54 AF B2

3) 34 2AISH o

4) GMPE: up2th= SrA st &/galEo] GMPo] 2datAl AlxH &2 Uehli= QP

5) AFEA S 9 oKSummary of Product Characteristics (SPC)), #]Zgl 3}

6) A% P el CVsh Apvte] CV7h £3d FR0e (B2 A87tel A

7) A& & B3 (post-marketing experience (PSURs))

8) 734 AAH A= EUA o] Common Technical Document (CTD)3] Alof| wle} A &= oo} 3}

1) administrative details including cover letter and application form, details of QP for Pharmacovigilance, contact

person for defects and recalls and contact person for information




olokolE qhigtal A7 At AT

2) list of all post-authorisation submissions since authorisation/last renewal

3) follow up measures/specific obligations

4) certificate of compliance with Good Manufacturing Practice (GMP) and QP declaration that the active substance is
manufactured in accordance with GMP

5) product information-Summary of Product Characteristics (SPC), leaflet and label

6) quality overview (quality expert statement), together with the CV of the expert clinical overview (clinical expert
statement), together with the CV of the expert

7) reports of post-marketing experience (PSURs)

8) The renewal application should be submitted according to the EU Common Technical Document (CTD) format.

20053 1094 30 o)A 73AE AFF 7L AG FrHH o= A= renewal applicationd- §] o1},
periodic safety update report(PSUR) datal= o] 23] #|Z%]ojo} slr}.

() 9871713

b #A+74

F=olM HjE= e o5r)Ve v 7 HEC] Aaof gtk

European Union laws - the Medical Devices Directives and Regulations

UK laws - the Medical Devices Regulations

7} EUZ 7= 2o HE-S Aldskal ¢t} odato A= o] Ho] Medical Devices Regulations 20020] 31
Consumer Regulation 2002¢]] w}g} wtsjw|gic). EU 1A4LS np2 oo A85n, 283 JQ 7} gtk

AzAE EUZ7Lo|A) AlkE 5, CE EA)7) 57] Qo) 7177} ebdaln ows Zao] 4gaxs &

AF g 73 9

(P Aol

(D Directive (93/42/EEC)o]| A A olsl= o] :7|7]9] A= tha3 )

o)) ko] BH oz Al AHEEY] 919 W9 AP wES AR BH o ALGHY] S8 Azl

olaf o ALES OIS Este] B F2 EF }oq AR BE AT AR, 7] ATEg O], AR Ea

7let GBS ojrjaie}

- Ao A, o, BUE, AR 5 A7 A dele] A mUEE, AR, 43 nE

- sRety T welHel 3ol Ak gl W

- QARAR 7 R oEH S 93] oI, Wsy T ialel <8 oAl ALgHA ek V)%
S BzE7] 98 o]y e AL = A

32) the Medical Devices Directives and Regulations, the Medical Devices Regulations
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‘medical device’ means any instrument, apparatus, appliance, software, material or other article, whether used alone
or in combination, including the software intended by its manufacturer to be used specifically for diagnostic and/or
therapeutic purposes and necessary for its proper application, intended by the manufacturer to be used for human
beings for the purpose of:

- diagnosis, prevention, monitoring, treatment or alleviation of disease, diagnosis, monitoring, treatment, alleviation

of or compensation for an injury or handicap,
- investigation, replacement or modification of the anatomy or of a physiological process,
- control of conception, and which does not achieve its principal intended action in or on the human body by

pharmacological, immunological or metabolic means, but which may be assisted in its function by such means;

O el WE 9R57)7] A 4 HEel AXE 3
Medical Devices Directive (Directive 93/42/EEC)

In Vitro Diagnostic Medical Devices (Directive 98/79/EC)
Active Implantable Medical Devices (Directive 90/385/EEC).

Class - generally regarded as low risk
Class [Ta- generally regarded as medium risk
Class [Ib- generally regarded as medium risk

Class III- generally regarded as high risk

olg7]7]e) BiE thee) el aad o8 A4

« how long the device in intended to be in continuous use

« whether or not the device is invasive or surgically invasive

« whether the device is implantable or active

« whether or not the device contains a substance, which in its own right is considered to be a medicinal substance

and has action ancillary to that of the device

h 2 5= 14

AzAA7} 222 AIsts S243E £33 o]Fo]x|n], Medical Devices Directive 93/42/EECo]
Article 14(Registration of persons responsible for placing devices on the market)e] 4|0} ¢jt}. MHRA
o 4] %143} Notified Bodye] 7155 8] CEEAS sfo] wujahyd wr). CERAI: A%A47) BA
shedl, 7 elvls 1 AlEel WHel wud Be e BEdn Jud BHow AgYs A
Agatths AS depdrk CExAlE ek RE EUs7hA 254 AEs did 5 &S o

sty HEo| A A= FQ g AskS Directive 93/42/EEC] Article 3(Essential Requirements)o]] 7 A]

sef 3l



olofelE okzhel A A AT

o
tr
=
>
e

SHA @obe Hi= a9 7] v 2k

s N
N

>
o
S~ ﬂllrU OrO

7171
ARk A 9 ek o] 7r]7]
feloll A AREH = HAlE WEA] g 7171

fo off ox

2 ox 0o W=
2 o

N

)

o
R

O

custom-made devices
devices undergoing a clinical investigation
in vitro diagnostic medical devices (IVDs) for performance evaluation

non-complying devices used in exceptional circumstances.

() BA - 714, FaL

(D CE marking
oz7171= CERA] §lo] filellM Alstsle Aol E7besith CExAl= 2 717171 omd o=

W)

AgHYS W AR5 A dstvha 42sE waE T4 LA DSRS0 A=Y A

o

£31= ¥ A o]t} unmedicated bandagess} 742 w9 9|1 Ado] e 7)7)E A9sly BE 7]7]= CEXR
A& 7] 7o Notified Bodyz} A3 w]= 59421 Q157]#e] 35S wolok vl MHRAZL <=9
Notified BodyE- #|7g3ste] 7|50l wtsl= A& FRlstA e} Az 71719 des JAud -
ojoF gt} 53] w2 fdde M= 71719 Aol AR eRYH O ARE At A

A7k dzol A QPINHE s @ste MHRAS] 5ol2 lojof Tk

o

@ AZAA7F AF-slokst= AR (Information supplied by the manufacturer)

o Z42ke) 71710l AFEAE 1 ste] obdsla Al AFEsly] 93 ARl AxdAE st
7] 91 AHE7E HESofoF 3rk ofl Ju= ghld] AAsA A EoloF dth bl 7171
AHES7I9IE Bed JHe 7)71e A3 w718 Zhzbe] unit el 7] ojof Frt. o] Ao

7Fe st B v 717]el SEH e leafleto] F7]ofof gt 9] mA, o]e|gk A Fglo] < dt

A AR G sl lass T Tas) 7]7]o) i a8 e
Aet Ao, o] AR 759 HEZ TAHolok stk AlLE= V) Eel AW Mo wA mES
Falok B EEl P A% 715 AW AL )7l] AFEE A6 AnEojo} Fhrh
o] Eg ook sHe A ¥ 183} .

71719) =g ALg BAo] AHgAlA BasA Sehd, AlEAE ehiln Ag AN o2
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Age] e A A H 199 Abgge] EgH ofof gk
CRRES
MHRA7} -85 93] o 4ol BiEst=n Selely] 91 i, B4 12S Felshs gl

= o ZH7E itk AL BAAAE S, 2Ea =AY #elel i ARE vepiitk

@O MHRAE= ki st F47158 v e BUEdth

@ 71421 7AA} (Regular inspections of good and safe practice, including:

- Medicines manufacture and supply - Medicines distribution and storage - Clinical trials . Auditing of clinical
inspecting system for devices . Laboratories testing medicines - Auditing Notified Bodies - Inspection of blood
establishments.)

@ AZJAY 2AA, =ul, oF=, od A|#E = 30007]¢] sampling (Annual routine sampling of around 3,000
marketed medicines at manufacturers’ premises, wholesalers, and pharmacies, proactive medical device
programme.)

@& elofEoll g ol dEs w23 il ug Ve =2

expected quality for medicines (British Pharmacopoeia).)

@ 9JudEr) 8 AFRAA=EEHE B 3 (Ongoing reports from healthcare professionals, patients, and

(&g =+ <Fxl) (Publishing standards on ingredients and

manufacturers, including:)

- Potential side effects of prescription and over the counter medicines and herbal remedies (Yellow Card Scheme)
- Design faults / poor instructions or maintenance / incorrect use of devices (Adverse Incident Reporting
Scheme) . Defective medicines - Serious side effects involving blood and blood components (SABRE).

F5-2ASSRIsL} 5 2= Al @ HRT), o] 2 F AAE7], FANARE 93 71719 22 AlFel o
E. (Reviews of important new evidence on products, such as antidepressants (SSRIs) or hormone replacement
therapy (HRT), or implantable defibrillators, a device used to correct irregular heart rhythms.)

Commissioning research into medicines safety and supporting Department of Health Research & Development
initiatives into innovative medical device technology and technology related procedures.

@ EHolAY FAAsE AR 3t {7} (Assessment of misleading or incorrect information, including:)

. Adverts . Product labelling . Product information leaflets.

e) EHORE AZ, FY L 9x 9okE, 77 Wek AR 43 (Gathering intelligence about illegally
manufactured imported and counterfeit medicines and medical devices.)

@ olRATe wWAel SIS ojorEe] kA fold 2 9¥A4 AuE mUHZEY] 9% ARl
General Practice Research Database (GPRD)E ¥-2] (Managing the General Practice Research Database (GPRD),
information from which is used to detect healthcare trends and monitor the safety and risk benefit of market
licensed medicines.)

@ S7PA ke o|obET) ol27)7]E BQlak: AL Taels WA Al WA o5 3 (Legally enforcing
regulations and statutory obligations, including checking on products that are not licensed as medicines or

medical devices.)
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@ A& 74x] @ A A (Market surveillance and vigilance)
9]g7]7)H(Medical Device Directive)& ol#3s}x| & o5 7]|7|7F Ao ZHE HS o 3 uj
("safeguard clause"), CEZA|7} HwdalA 2w o] gAY FetEo] & uwj("wrongly affixed CE
%

marking") wejol ali= A4S S@),

@ 71719] EAlel o tA]
g AET e} A AzAA= 7] 7]0] B3 EA4|S MHRA] adverse incident reporting schemeo] w31

i)

T Utk o] HaE AxAEe] "ARls AlFe] AEE dste v, MHRAZE 717]9] bAd&

P

3wl =fo] Ark BT Rue HriHi, F4 2ARE o] 9

i
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oD a4
The Department of Healthe] the Food Supplements Regulations 2003¢j <] ¥z Ft}.

b 4l

AFRZAT A Ae nES B4 AFEL ofulae, wE, vl Br G A4 &
W P BA BHE U5 Fo BgAE TUh

() F=8)7} - A7t
NEnzA s Qs Auay erlE: we @ar ¢lth &A% Food supplement

Regulations 20030 4] ¥ W4 Q@ 7ANS FE3oF 9Tk WA @ PAGe oheal Pk

@ WA 209 Fejz Azl AEREAT] D) s

(2 relevant purity criteriao]] & gsjjoF ajjoF 3r}.

(a) Purity criteriag} Directive 2002/46 o]¢]o]] Community legislationol] HA|E E3 A& A Zof] thgl E2 o] &4
o 1AL Q).
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(@) sl =4o] 20023 79 12¢) European communityo|A] Fuj=]E= AlE R Z A9 A|ZFol| AFEEHAUH
(b) the Food Standards Agencyvr} oJ=* o]¢]o] 3|Yto] s &2 AL g AFE 20053 7¢ 120177}7<] A=
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(c) the European Food Safety Authority7} s &2 o] AlRo] sl A2l oA
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() WERL, WulEh, 1 9ol o] SAS YeEAY AES 543 Fheay ol 44, AedtA &y
(b) 315 BA= 3t AZ2] v]&(the portion of the product recommended for daily consumption)

(©) AAHE 35 8L 2ylslA] dEe= A1
(d) AFR2A7} ohget A5 AA R AE-E
() AlFo] ofd ofo]e] o] gz o] Bty =
(B AFol At FEeHA, Aelshd d3e 7L ole HERL mdlE, 1 9)e] o] &

& QMo 93] 87 5= AnE thol AP wEsfor ek

(&) A= AA Eofof T,
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9 Apgalof @),
(c) AEe] il 2oqx a5 PAek] sk AFEe] FEH oKbe the amount per portion of the product as

recommended for daily consumption on the labelling of the product)

@ AzAL) AF Ao 2AT Bt
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(5) Al= ;(1]34)

oD HA+4
Health & Safety Executive(HSE) 1)) Chemicals Regulation Directorate(CRD)o]| ¢]&) 2] Elt}. CRDoj A
REACH(Registration, Evaluation, Authorisation and Restriction of Chemicals) regulationej w}z} biocide,

pesticide, detergents, chemicalsE }z] st}
(D Biocidal Products Directive (BPD, EU &)

@ BPD gmo] xgEA @ A4S oldo]l @e|A old W<l Control of Pesticides

Regulation(COPR)&- u}&

EU BPDoj| = 227}%] /2 750l loer I 40502 Vi o3y ¢

, Akel& 2kt A (disinfectants, for home and industrial use)

a
[e]

B g A 24 Eo)| ALEE= HEA| (preservatives, for manufactured and natural products)
B XA (pest control products)

2 A& &++E2 (other specialist biocidal products, e.g. antifouling products)

(Bh) #5317} - AatA
A=A E AooA BmjEAY AFgEA o7 F533l7] o Chemical Regulation Directorateo] 3]7}=
oo} 3T} 98 o1d W E(Regulation (EC) No 1107/2009)e A}&3}7]0] ohdaiths AL 43| o

H=

o F A AR SS9 A% BAS A 9
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1. Low-risk biocidal product — Article 8(3)ol] ajdsl= FAE A|Edt] ESFs=
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(71) 7t7ke] @4 BAol] vjgk A%} 5 w(metric uni)

(v) Biocidal product &7} 3

(2) A% CsZ, g, 490, 78 5

(2) AFe 87F v &% (54 BE G, 39 244 5)

(7) &7} Wb ARER, AAAFE

(0) Yebd = Jde 4 - 144 7283 gixy

() Leafleto] Fg#tha “ARg A AAAE oS A7 32A]
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Azl fr& 59l biocidal producte] 3}8} x4 Fol tigh FRIt FHHE= 7|9 e FA7F A4

!
olo} &} biocidal producte] €34 0 & o A= Alg7} WAlSH Ao el AR} AHs] ATEo]of
s},

(3) Compliance with requirements

AlZoll fr& <l biocidal product7} el A3 o] 21E FHA7IAL A BUET Hojof

sl 39 vt old mueHe] fid miAel Ao R biocidal producte] §%4 o]
Commissiono]] ® 15 ojof 3} o]#]3t ARE Ido)| ahHA F2 Aoz Wy g}

@ Safeguard clause
37k, 52 biocidal productz} Al - B - B0 FAAS fAF FFL AW 45 B 74 =

A& - Atk

e
i)




I A7) A7

o 92 $F % FAED
QR AE JRLIFO R HFIL Yo, e Fe FARGE that 2o

(L ejopol e A
- SRAL A E A2% 28 oA FASEE o ki) &9

Qo the 3 2.

oo elF o] Thol WAISHE Zlo] BHoR Ho] glowl, Al Ud Aol akE Ao AT Fol
obd 2 % olREe] Fohe AoR FAREFUAe] AHa AL Bl
L 7ol 7 upel B mE 7 ohr A3 1w
2 g, RS ol A
3. 8o W], SN, e AR
4 % e 5RO AL gl a1 A, vl Wl WE 5o T4 EE 9
(ch A - &7} 1A
- Al2z0) oJhH o oRReE-S A FuYE b Ao R SALFOAle] Axinttt §7HE

Al

hud

Fu), Sdvld 2 7

S Wotop k(A FH Allxe] 4)

- Aldzo] et ofopRoFH(FA T o] 7ES Al AASE FEHE A FEvitt 1 A
Z Wl i FAERA] $98 Wolo aku FAREFYN] 7EL F3) A 2L
A4z 9ol o) FA =TIl A Aol gt

@) A - 71 R g
- S A9E H0E7] B9 AAANGS] W2, Q|eRrolE 48] wE T J14
olof 3t AbgRe Thg3} gk
L Alzgl Ao Y EE Y 2 T
2. oepie)Ee] B4
3. gR(Qurs el gl Aol lolAlE 1 Quky B7)
4 AzWE = Ax7)E
5. %%, 8% wE 5 Fo ulew
6. FAEAI0] AGeHe RS TR JoFPoIEd Yol 1 He] By
7. FAETiAle] Agahs o|opReEd] ol 1 AHgYIe
8. 71 7)Fo] AaA SeppelEe] Qlolit 1 1FNM 18] E T AANES e ALY

35) Y& RAFIANH, HE #1453, 1960.8.10.




olokolE qhigtal A7 At AT

- oA A66 TeiF AL B, AZPY, K5 G5 EE Al B BAHel
£ AHOE B9 B B AAE 3 7% EE ST GEIL Sd), &% B9 Ex
el Wate] oA} 1 919 Ak o RS B

AU frasks AS gAskaL Ak B, 83 M =

o|N
o
poy
o
of
to
:oé
=
o
o
r
)
%0,
rlr
N
>
e
ofd
Kl
N
it

(=) A1)
ARAL FAE eJobE, olmo) et Qi ejoelEoli ww A QX ek ofoke)Eo
H448e AT B3 FHE oo 2ok

@O A31AA
A|69zel weh, WE S F55
A AW, A7 FAgste Fadd o7t 1 24 Z2 ARAF 1 99 21 HAK 7| B

A7l AEAA & ek ek gk

ol
=
%0
rlr
X
e
Lo
ro,
ol
ol
Ho
2
X
&,
O
ol
ol
O,
=
[e]
o
i)
=
e
fo
ro
.
=
e
ol
ol

@ 1793
A6920130) weh, 1w P shel Wy E ke YA e Basihn A4 o, W)
£e o] i o] B 502 9N AAE A F Uleh nANYL) Asle) WA wE HojE

Asr) 918 $HEAE Aok s AL HE  drkw FAsT Ak

it

Olr

@ 7]
A70z0] wheh, Azguje] slo] FHaw F5ol diste] #H7), 34 1 9 FFAAT Sl 2

WS 248 AT + 9u% sa Yok

o

@ AEE 2 A
ATIzo weh, Basthan QY ), FAE wolok S st gla ATz wek 71Ee] 4
s gk A9l QoA 1 EAve) S Axw) F el wael ANE FaAL 1 A

S 9 WA T YR AR Fe dve 4AE 3T 5+ Y% Ha Yok

® 59 - #A7hel A
AT4ze) 2, ATSz0] w521 - kS Hdshs A9l jstel st dlk



L A7t e) A7)

® F2H8 Ba = e W
ATT% 4920 A= A XTI 27 dEEo] HA8, 7)ele] ALo 93t Aoz oAy = Ay,
of = Abgo] uhAY, S FEES] AL ot Aoz oA 7hedZo] WA 1 9] §EA P obd

S obrS W TA-Eulo) Al Basor S FAE

F

ON

lo

O

Aol gk Alsto g SAL-FAE o] A=

A

>,\1
o
it

ATT29) Aol M= Az A ALgo] oja] AL a7t st Ee SoE 927
Qe AL Aok Wt ol AS WA A8 #7135 B AA, Fre] AF Ve Bad 2AE
Aol #< sk ok



3. 9] FARRT W@ AE 2 EAA Bt

7. 2 ool E L 5)9] FEEF
<E 12> 3| olotelE E20| sjo| T2EE A HRE
H] Z(FDA) 3= S|
Al
7. A2
<FAE>
<o]77]7]> regulation number 884.5435 Sanitary Towdl
Mer;;trual aéi gl ’ Borderlines with medical device,
~ehstiual pac ) MHRA, 2014 oa Y | <o]okr o) E>
Al A eg AT - Scented or scented deodorized menstrual pad. o ] Ol4el A 571717} b ]." el
o 1 < AT Sanitary pad
(9)zd] welClass 1,02 LH) e
- Unscented menstrual pad.(Class ] ) cf) baby nappiesi= £}%.7]7]7} o
bac. ] =k, incontinence product(J <18
P s o R = g b e
<o]g.7]7|> regulation number 884.5460 <FARE>
Menstrual tampon Tampon <oz S
A A e g &= - Scented or scented deodorized menstrual tampon. Borderlines with medical device, °l5717]
Tampon
(Class 11) MHRA, 201404 <)&7]7]7} ofd
- Unscented menstrual tampon.(Class II) & A%
3. 7kl
<o R7|7](5% 8 FAHE>
<¢]{ 7]|7]> regulation number 868.5580 w
Mask Surgical mask:= Al&x}H T} 3AE
=] B8] igelr] wiitel o18717] | <9|=7]|7]>

Surgical Apparel 3}-%-of £:3}
Surgical Mask= Class[[ 2 #-F&.

2 B3, U2 masks= AL&ALE
H33E7] 93k PPE(personal
protective equipment)= HEE =




o5(DA)

i

(Borderlines  with medical ~ device,

MERA, 2014

o
=

<927]7p> regulation mumber 8784440
Eye pad (Class |

*Neonatal Eye pad= 12 2230] 3.
Class T 927)7]

<M}E>
+Eye protective  visors: personal

potetiveequpment. (MEDDEV
2B v 3)
cf) Eye occlusion plasters: 957]7]
(Class )

<z

o

CHILE

SN

+ Non-medicated Surgical dressings:

g7y

+ Medicated swgical cressings® 7|

229 claime] w} gg7)7]
L ooLT

o dgid 2
O3 ¥

S 7H 9= ine

bandage 9571

(Borderlnes between medical devices
and - medicinal  products, MHRA,
003)

bandage for sprains and silmilar: 9|

Nl

(Borderlines  with medical ~ device,

MERA, J46f3 gz 74

#)

o) liquds, gels, pasies> &g}y
wound dressings (], hydrocolloid,
hydogel): 987]7]

(MEDDEV 2.1 rev. 3)

cf) bandage contaming Zine Oxide

without pharmacological action: ¢]

-
<v(1)-/K

el
ot

P

[
zﬂu

g 71719
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i

27)7] (Borderhnes with medical
device, MHRA, 2014e]4 ¢|27]
T2 143

<¢)27)7]> regulation mumber §80.5075
Elastic bandage (Class )

a7l

Covering a wide range of products,
from simple bandages fo the most
sophisticated life-supporting producs,
the medical devices sector plays
cucial oo inthe  diagnoss,
prevention, monitoring, and freafment
of diseases and the mprovement of
the quality of Kfe of people suffering
from  disabilites European
Commission

<z

<¢|27)7]> regulation mumber §90.3025
Cast bandage (Cless 1)

b
+ Bandage (cast liners)

(Medical device ~regulation 2002,
No6l§, Regulation 19 and 30,
MHRA)

3P

9 tas, 287

<9]27]7]> regulation number 8305075
Elastic bandageo] %3t 2.

b

+ Bandage (tubular, plaster of paris)
(Medical device ~regulation 2002,
No6l§, Regulation 19 and 30,
MHRA)

3P

a7
(Gauze

<ggrp
 Gaze : 9]27)7] (Class )

HECEUUCEDS

&} 742 - Nonresorbable gauzelsponge for external use. (Class [) | (Medical device ~regulation 2002, Vel e

- Nonabsorbable gauze for internal use. (Class [) Nool§, Regulation 19 and 30, A

regulation mumber 878440 MHRA)
o 80 <¢|27)7> ‘regulation number §72.6050 <9g77p <SRRIz 4P
*27u

Cotton pad/ Cotton ball(Class )

+ Cotton wool : 9 27)7](Class )

Absorbent cotton
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s

Medical absorbent fibers}o] 3

(Medical device  regulation 2002,
No6l§, Regulation 19 and 30, 2
MHRA)

Qusi-crug absorbent cotiono]
Eot o]z <9PgE

Oﬂ ,:_E]-

<9g7)7p> regulation mumber 8803420

<927|7)>

+ Adnesive plasters: 927]7] (Class
)

o Adsve e (s | (Medical device ~ regulation 2002 SHHRIES
3l Tal d ’
Medical adhesive tape end achestve bandage. 3}2) 23 & Nofls, Reakion 19 ad 3
MHRA)
<qg7)7)> : 21CEREY) general hospital and personal use
N PHEs 284 evices TP <9otgE>
Dental wipe
A3
k4 B 449 A
RTINS
(FDA regulation of cosmetics and personal care producs,
012°A mouthwash s a cosmetic, but an antigingivitis| o
o GHHENG
mouthwash;s ' dlzlg) e Depends on primary purpose, some
(S (BARR)  dand g o5 £ S50 may be cosmetics if no medical
: T Tk g T z
232 ams made - venfy wih MHRA | <¢jorglZ>
T (/v fd o AboutFDA Transparency Basics ucm24 fnel(;isines (Bojd;?i,ne?l e ki
Tk amasS vepl: ae DRI\ | L gk i o
2ICFR3SS Anticaries drug products for over-the-counter s MRA, 20
human  weo]q  sodim  fhorided}  sodium PR, T
monofluorophosphate S 157
+ 84 (21CFRT204¢] Oral hygiene productse] %)
<§Vo}%‘/q Q‘l%> <§l_x}ﬁ>
(FDA regulation of cosmetics and personal care producs, Deogoznts JT—— o>
REER 2012-°A deodorant s a cosmetic, buf an anfiperspirant 1 2 iy //wwwjthefaclzsabl())ut,co, Wi Axﬂlja; deidorants

d[,u g”)
+ 3142 (deodorant]: (21CFRT204¢] Personal cleantness

pirans-&-deodorants content/25
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1 49)

+ 9]0k (Deodorants that are also antiperspirants) : 5%
ahmimm-based compowndS SAHEOE A T £
WOl 248 b= atpersirantsi= OTC2 .2

P
- 927]7):Non-medicated | <ooig %>
AR2Ly <Y ORI dermatological - creams  ncluding | Medicated cosmefics

those  contaning  zinc ~ oxide | (cream, lotion, emulsion)
(without pharmacological action)

R

(Classroom  Lesson on Safe OTC  Medicine  Use;

www.fda.govl...constmers buyingusingmedicingsafely/underst

andingover-the-countermedicines ucm0%48 74 pdf)

(FDA regulation of cosmetics and personal care- producs,

2012°A toothpeste 15 a cosmetic, but an  enticavity
. himé A143

s 2 g’ o dams: AHatol HrfsiA,

2 7127 o= 84
2 (Topsts) (CRTNAY ond by 2 12 712 5 24

P
g A% 3F0E 5
EJX]U}, ‘0743 % HE’ oﬂ j]E

LHU

L

i productse] &) %jfa}% Bl e Medicated tooth pastes
.goﬂ(g ) clainﬂ;}a} s Mi " (%"Eﬁunis borderine product], MERA
lindlates gov/AbouLFgA/Transparency/Basicyucm24 http:/./\yww.mhra.gov.uk/Howwere.gulate/
Medicnes/Dosmyproductneedalicence!
DTI6hm), anticariesZ VJER= active ingredientz B
2ICFR3SS Anticaries drug products for over-the-counter
humn o] sodum  fonded}  sodum
monofluorophosphateZ: ¢15H3}31 92
R G
+ 8174 (Foaming detergent bath products) : 21CFRT40.17 |+ Bath salts
o4 3% (Detergent substanoes, ofber than soap, inended | 22+ <Manufacture of perfumes | <¢JokolE>
e for use in cleansing the body) and toilet preparations> Bath prepeations
(21CFRT2049) Personal cleanlnesse] &%) + Manufacture of cosmetic soap
9ok 2ICRRMT B2 Manfacture of perfumes
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w54 i 42
and toilet preparations>
Manifactwe —— of  organic
surface-active agents
(SKIN' PROTECTANT  DRUG ~ PRODUCTS  FOR | - manufacture of paper, wadding,
OVER-THE-COUNTER HUMAN USE) felt etc. coated or covered with
soap or detergent
cf) AR B - manufacture of crude glycerol
(FDA regulation of cosmetics and personal care produets, | - manufacture of sop, except
2012°A shampoo 15 a cosmetic, but an anfidandnff | cosmetic soap
shampoo is a drug,”) - manufacture of surface-active
(FDA regulation of cosmetics and personal care products, | preparations;
2012-*An antibacterial deodorant soap 1s a cosmetic, but an | [l Washing powders in solid or
anibecterial anti-infective soep is a drug.”) liguid form and detergents
B dish-washing preparations
B texile soffeners
B2 Manfactre of soap and
etergents>
B A2 52 42 AA
s
(FDA regulation of cosmetics and personal care- producs,
012A hairbuudng product 15 a cosmetic, but a har g
growth product is a dng,) _ T
N I Rt Hair remedies o
99 (Drug products confaining active  ingredients i v i
offered over-the-counter (OTC) for extemal use a5 hair
growers or for hair loss prevention,)
Eis
P <>
. Hair washing, trimming and cuting, | Hair remedies rf
<2§1}CZ§7>20 491 it —— sifing  dyemg, tinting,  waving, | Hair dyes
( Ao Har ol prpatons| ) straightening and similar activities for | Depigmenting agents
men and women de-dying agents
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o4 4 9
Nfa OREEES
AR AAZ BA0Z ALa= | Available in gel, cream, lotion, aerosol, and roll-on forms, | <3175 Hairjr;r‘neciwlﬂ
444 depltors Depitrts Depilaoris
(2ICFR2049] Shaving preparationse] %) i
Wi : &b
o} A = 520 0AS o AL | bt/ epa goviinsectrepelents what-insect-repelent st gl , ;
U ! o s (Mol on boderline  and | <¢eRgF>
Ld= s, 7] 29 FA4, WA | ) onally admmistrated insect repellents: 9 ok=(21CERIID: dsfiion 0 e comiy | e
A, 7|94 2 S04z Drug products  containing active  ingredients  offered T — edictayl
over-the-counter (OTC) for oral use as inset repellents, i, 14 )
<GP dss 2 Z;ﬁ;wlens cae  products
Aocessories, Solution, Ulirasomie Cleanser for - lenses: iy, g, 1 ]E l
regulton muher (886.5287) hylcslratielfgmgs;luiizns iclun;;snggﬂlose <9Jokg %>
FHEY R3] 42 i - Teqult i
% ZAEH2 I E 22?8589021;;78), it o Foos: cgiin mmier which aid the msertion andlor | Contact lens disinfectant solutions
' 1ng of contact | tthout
Products, Contact Lens Care, Rigid Gas Permeable e TS W
ko s (6399) therapeutic claim)
&l ' (MEDDEV 213 v, )
>
cf) Products for the treatment of
o g 3957E AIAL f)addlctlon fo meofined T 9
321 40z 43t 450z )
el 49 92 AR | <o ot g |
o 0z (] 73057 0 & (nicotine: of 1 0] o))
;u;ﬁ T e (Borderlnes  between medical devices
A% and - medicinal  products, MHRA,
01)
g oo
. olAo] A4 Akkake AABA | - 9ok (OTC topical antiseptc drugs) Topical disnfectants (antiseptis) for
4 dhzed 4, daaay, womi | <sgp
3 i qpgd 402 | o) o Hake dikeans i Agale bl | D g

Liquid chemical  sterlntshigh level disinfectants; 25
(regulation number 880.0885)31709)7) AL23p7] A 92 | &

products’= tlopg oz 17}
2. (Borderlngs with medical devi,
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MHRA, 2014)
o Hand gels / washes infended for
7)7]0] #2402 A3} dnfectnts general purpose use (including by
General pupose disinfetants; 153 (regulation mumber | healtheare — professionals) ~are
80680101 7)7] Zole] ALl 423 UalA Ao | generally regarded s biooids,
N3} disnfetants unless there are clams for the
of) In the Unted States, liqud chemical germicides| ~control of specific pathogens, in
(disinfectants) are regulated by EPA and FDA (A-1--A-3). Tn | which case they may be considered
health-care settings, EPA regulates disinfectants that are used | to be medicinal producs,
on environmental surfaces (housekeeping and clnical contact | o Surgical scrubs are regarded as
swfaces)) and  FDA  regulates  liqud  chemical | medicinal products
terlantshigh-level ~ disinfectants (e,  glotaraldehyde, | o Pre-imection swabs | wipes:
hydrogen peroxice, and peracetic acid) used on critical and |  alcohol-based wipes are acceptable
semicrical patient-care devices. Disinfectants mtended for | a5 medical devices, but those
wse on chmical contact surfaces (eg, light handles, | - contaming anti-microbial substances
radiographic-tay heads, or drawer knobs) or housekeeping | - such as chlorhexidine, cetrimide or
swfaces (e.g, floos, walls, or sinks) are regulated in | iodine are considered to be
infersate. commerce by the Antimicrobials Division, Office | - medicnal products (see additional
of Pesticide Programs, EPA, under the authority of the | advice on the MHRA website).
Federal Inscticde, Fungicide, and Rodentcide Act (FIFRA) | cf) medical deviee: 9J27)7)0] 2=
of 1947, as amended in 1996 (A-4). disinfectants=~ accessories ~ of
medical devices2. ¢J27]7]e] &3,
(MEDDEV 213 rev. 3)
o>
cf) haemostatic products (patches,
4 AZSUEH T phgs agd powders where  the
JOEE gz A o haemostatic effe.ct resuls frorp 'the
iR e e product’s physical - cahracterstics, | <] k9] &/ okE>

1A, ez & AZdol3t

A

—

or 15 due to the surface properties
of  mel:= 9877,
hagmostatic and sealant products
nferacting — with  coagulation
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o5(DA)

i

cascade through a pharmacological
process= 9]0k
(MEDDEV 213 rev. 3)

of) Nor-medicated  dematologeal
creans (Including those containg
zine oxide without pharmacological
ation):  ¢Jg7)7]  (Borderlnes
with medical device, MHRA,
014)

cf) Tranasdemal patches: Disposable
with  medcaments  8JORE,
lontophoresis device= 9] 7]7]

CEELS

CEELS

A T 54 A A

<92 7]7p> : Clenaser, root canal

2 o 2
0H "ITTT
01C <GAE>
<z

<Sz7p

cf) intraoral devices for snoring and infraoral devices for
snormg and obstructive sleep apneat= 927]7] 255
(regulation number 872.55707)

http:/fasonor.com/product-information/

A

e 9
hitp: v raps.orgregulatory DetailaspxTid=18525#

FDA's Response

So what does FDA think-are tooth whiteners a cosmeic or
 rug!?

In-a 22 April 2014 response to ADAS cifizen petition-more
than five years after it was first filed-FDA said the answer

P
Tooh  whitening o bleaching
products

(Mawal ~ on borderline ~ and

clssificaton 1~ the  commuinty
regulatory  framework for  medical
devices, 20149] 6.1)
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m3(DA) % d
stll 1sn't clear
<gg7)7p : regulation number (872.35207.) | P
Cleanser, Denture, Over The Counter/Prescription . .
denture ~ cleaning  liquiditablet

An OTC denfure cleanser 15 a device that consists of

E disinfectino): il | <2z
A material 1 the form of a powder, tablet, or paste that is fiii?cjlsmfeecnll:{tgi)'n C;a£2 I(II\\I/IG?TZI Kl
intended to remove debris from removable prosthetic dental Reul g]% Od 0 M}iRA .
appliances, such as bridges or dentures, el 1Y 3 MR
A 4% A & o 4 o2
402 7] 99 B R | <> S i
Mo A
A3
AL Az Az <gorig s>
AN xﬂ Az Az <Jokg®>
T IR s 2
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W FEER e FU A8 W

<& 13 3l 9%9F 55 270 TS o2 A8 34 4%9E 159 tog

i L5 i e
g | #F | 00 | gl | dgeed | A Ci C | dsrp | A4%azd | 44 | 9939%
343 | Ao FDA FDA FDA FDA 3 74 A|Cosmetic,|Medines and|Mediines and | The Department | Heakh & Safety | £ 4
7|3 (Environmental | Tollety & | Healthcare|Healthcare | of Health Executive(HSE)
Protection|Perfumeryproducts/products 1 Chemicals
Agency,EPA) |Association|Regulatory|Regulatory Regulation
(CTPA) Agency(MHRA) | Agency(MHRA) Directorate(CRD
F3 | o Foderal Food, | Federal - Food,| M e d i ¢ a 1| DSHEA(Dictary | FIFRA(Federal | European|Directive|Euopean Union|the  Food | REACH(Registr | eba}k|eel
M Dug  and|Dng  ond|Regulation of| Supplement |Insecticide, | Regulation(C/L | 00I83EC  [laws - the| Supplements|a t i 0 n ,
Cosmetics | Cosmetics Act | Medical Devices | Healh ~ and | Fungicide,  and | 223/2009) Medical Devices | Regulations | Evaluation,
Act Act Education Act) | Rodenticide Directives —and | 2003 Authorisation
Act) Regulations and Restriction
UK laws - the of - Chemicals)
Medical Devices regulation
Regulations
534 |0e 4 89| W 3| A | e 1o oo |1 4z |32 oA A | ol |y e A3 84| A2g A H2d g
AR o dd | E30 E| A glo] 9| apparatus,| B3I gy zqy (A W) okl o5 apparatus,| A AR B o S8 T | = R 240
5 |#2dc 3|2 908 W) % o ok inplement| 1 O S8Ry gy | BASILA | 4792 5 applisnce 32 549 4| 281 932 54 v
FOMBUE | 77] 4| oozd i machine, = 42 B3 L}r:hjﬁ]sn B W3 ole g%F|software, | §2 oujaps)| 08 ofF 34 dqd o3 &
e oOgd |8 B2 4|94 |oontrivance, | sl i3 4| T A A | (B matralorober | H/ER, P, A S| o] 9343 7
B2 40| 1, AT it nvin| 02 g B BV e upan g e, whebe| g2 st Ay 9| o2 A7
T Ao 51t reage, or ofer | 4% - §3 249 2 g gezo g ';Mo&i used alone or in| AgH T & AXEAY S0l o] A Y
BIO jd 4oz 9 similar or related | ¥} 1Ee 249 gz a7 94 z;% E%; combination, | 9= B2 |02 2Bz | o|ACd 23
d)ozh|qd18s atice, including | -+ w2 |38 A 4561 | 5 g (g | 32 05 £2) 34 24 ¢ =
AT 7]3) A4 2 component| - heblt 1319 Az anan | B & 9 ;ET(G”éLL) software| 4a T o 58| FER g
A 7| 3] 94 A o) bl | oy g £ 47950 e inended by i feed i) JHRE
P 4| d8eE wossy |- o) A 4 Aok F43% mafacier o ez M| =M
w2 AR g 19802 ko TR IEECEY
TF Mo P 07 T E g g specifcllyfor A A EE| A
534 29 i 2o |2 B2 88 4y diagnostic 2434|1982
& g7 2 A3 | EH ind o M 82| 599
He) A LI IRR S therapeutic A A3 9
A Ee oy R puposes  and 8 U | 4% EA
$ 2H0E 4 5 nocessary for i YEdE & B
s A PH, 4 proper 2 I EE§
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g U5 T EX
Mg | @ | 00 | gl | AReEd | 35 0IC | g7 | Aazd | A | 99398
i 19AE o2 application, B 9i¢
Bz od § | infended by the It dte
A A 28 manufacuer fo 3, 2
. <13 be wed fr 7, B2 LY
§ 140 o human  beings T Ee
AL oA for the purpose A
34 i
ot 7
T 57
7 opd 7%
o
A
PR
4 et
LER S,
% ot 14
¥ gzz 4
e
7k | 807} 2 A | 444744 | Monographs} | Establishment | New  diary | jxocz | N3 AAZ of |5 04 4 & A2%0F 2| AasAd §| BF 12 #{AZ e
59 | 1A% 2 7l9an | NDASY A3 | registration, | ingedientd] 7 | | 1439 E 20) Ael, GMP | abbreviated £ | A2 Amge | 42 we 99 | on Lowisk | 7bA
Coapue| oMol Doie| S |, | 7AS 9Ed | ol B3 5| = ool bl pobt| 3450
207491%. | Monographd] [Listing, 1’:};}’@3}}4 o}, applicatione] 1 | 8 0|20}k | supplement | o} Amex [Bo] | 7128 4] A
W2 | Premarket R dozdd | MRAJH 7| Regulations| 539 24%| 4= 220
198 Notification, ke Aa= Notfied | 20030) A 51| ¢ A% S2A | N7, 19 £&
Qualty System A9 1 Bodye) AZS| WA 7 A dapls | & 408 e}
(QS) regultion, R g4 (EgA2| ¢ 2240 3. o3,
Labeling subegistrant & 310 .
requirements S £
P
TN, [A%goset te  Far| 21 CFR 20166 20 CFRPart801| 21 CFR |40 CFR[5230.{European|Directive| .CEmaking (e  Food|Directive| A4 54
A | A4 34 4| Packaging| d 7)alser & | o 1A%} o | 10L3a), 2 o 7)ot @ Regulation(EC/T | 2001/83/EC(Eur| - Directive|Labelling|88/379/EECH] | 45924 7))
2014-99 5 | and Labeling | 3% ANY | & CFR 101.105(a), 324 448 223/2009)9 o p e a n|(934EEC)H| |Regulations| ga TAaok| sfof & 2|
(20142267} | Act(FPLA)| of 9. 21 CRR 10136, §90 Aticle 190 #] | parliament and | 277 A3 | 196(a)] AN | AN 98
%) 9992 | 4d v 1R e |oteConslol| dikte 3| S0
W 3 3. 1014@)1), 2 6. Nov. 2000)¢] | (Article  10)q]
A4 CFR 101.54] A Article 4, 55, | Ao} 9¢.
A EREE 5 5% 5,6,
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Y e WEEE i )
& xolA} E H(Sodium Monofluorophosphate) 0.76
Z2 9 231} EF(Sodium Fluoride) 0.22 —
I T20E3 T
Z.2 ¢ 2 3}x(Stannous Fluoride) 04 1,000ppmo) 3+
Z2 9 2 3}lo}w1297(N,N,N'-tris-(2-hydroxyethyl)-N"-octadecyl-1,3-diaminopro 131 ’ prefe
pane dihydrofluoride)
I =g A Z¢14H(Calcium  glycerophosphate) 0.13
oI 3}L} E F(Sodium Chloride) 0.5~10.0
ZAE 73| Z(Tocopherol Acetate) 0.01~1.0
oI Aky] 2] =21 (Pyridoxin Hydrochloride) 0.02~0.06
I ol E ¢l(Allantoin) 0.01~2.0
gl E ol & 2 2 5| & 2] & F1] F(Aluminium 0.001~0.3
Chlorohydroxy Allantoinate)
E g}l A} A Tranexamic Acid) 0.05
o] =7} 22K Aminocaproic Acid) 0.001~0.2
IV |9 Z¢12h}E H(Sodium Pyrophosphate) 0.1~34
Q1A A 7Z+(Dibasic Calcium Phosphate . 2H20) 48.0
4ol Ak A ZH5(Dibasic Calcium Phosphate) 15.0
2 73 erxkzk5(Precipitated Calcium Carbonate) 42.0
ERxLZ4(Calcium Carbonate) 50.0
v o1 xkabZk(Tribasic Calcium Phosphate) 32.0
=22 o]rAJ oAbz} A (Colloidal Silicon Dioxide) 15.0
o]AFg}t A (Silicon Dioxide) 20.0
o1 xkzk5(Calcium Phosphate) 31.0
&= 0] A3 4 (Hydrated silicon dioxide) 19.0
dieke}le] Al 2] 7HDental type silica) 20.0
% AARNREI LA B WFee 49 7 FEL 650%E zujelolq oh Hr

<H2> X|ofH|o| HEXQ FF, 74 U RusE
R Rt FEEE%)
LA EANIE F KP 0.1-0.3
b AP RNL AR B! KP 0.1-0.2
SHepe | oFAl SRl 2 9 KP 0.02-0.2
shebs Al Qb Rk Aol 2 e NF 02
SHebS A QLA AL 2 Bol 2B E B NF 0.1
1 B5e) NEAS 2% ol Mk A% 1 UL 7GR AP zRstelr e opurk
2 thEfe] BEAZF 2% oY WMEEE A 1 ugeld B gk glolor @k
<H3> X|9N|o| YHlms 9l ZIQo| &5 U mat
AP AFAA2E L) o, AFATAY, QAR oy FEAYLY Mt
A4 2l el Vet
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I A7) A7

WA 15 u)are] sb44%E Bga (Title 21 CFR Par 720.4)

=

(D Baby products(o]@o]-8 #|3%): (i) Baby shampoos (ii) Lotions, oils, powders, and creams (iii) Other baby
products.

(2 Bath preparations(£-£-8- #)|3): (i) Bath oils, tablets, and salts (i) Bubble baths (iii) Bath capsules (iv) Other
bath preparations.

(3 Eye makeup preparations(3}4-8 #|3): (i) Eyebrow pencil (ii) Eyeliner (iii) Eye shadow (iv) Eye lotion (v) Eye
makeup remover (vi) Mascara (vi)) Other eye makeup preparations.

@ Fragrance preparations(H}3F82-#|3%): (i) Colognes and toilet waters (ii) Perfumes (iiij) Powders (dusting and
talcum) (excluding aftershave talc) (iv) Sachets (v) Other fragrance preparations

(5 Hair preparations (noncoloring)(5-4+8- #|3=: A2 A7} o} #|3=): (i) Hair conditioners (ii) Hair sprays (aerosol
fixatives) (iii) Hair straighteners (iv) Permanent waves (v) Rinses (noncoloring) (vi) Shampoos (noncoloring) (vii)
Tonics, dressings, and other hair grooming aids (viii) Wave sets (ix) Other hair preparations.

(6 Hair coloring preparations(¢d 2@ #|3): (i) Hair dyes and colors (all types requiring caution statement and patch
test) (il) Hair tints (iii) Hair rinses (coloring) (iv) Hair shampoos (coloring) (v) Hair color sprays (aerosol) (vi)
Hair lighteners with color (vii) Hair bleaches (viii) Other hair coloring preparations.

(7) Makeup preparations (not eye)(Wjo]=1¢]-& A& F=314-LAF A<]): (1) Blushers (all types) (ii) Face powders
(iii) Foundations (iv) Leg and body paints (v) Lipstick (vi) Makeup bases (vii) Rouges (vii) Makeup fixatives
(ix) Other makeup preparations

Manicuring preparations(njj 1] 5fo]-& #|3): (1) Basecoats and undercoats (i) Cuticle softeners (iij) Nail creams
and lotions (iv) Nail extenders (v) Nail polish and enamel (vi) Nail polish and enamel removers (vii) Other
manicuring preparations.

@ Oral hygiene products(5:7}-& #]3): (i) Dentifrices (aerosol, liquid, pastes, and powders) (ii) Mouthwashes and
breath fresheners (liquids and sprays) (iii) Other oral hygiene products.

{0 Personal cleanliness(¢1 4|4 4-& #|3%): (1) Bath soaps and detergents (ii) Deodorants (underarm) (iii) Douches
(iv) Feminine hygiene deodorants (v) Other personal cleanliness products.

@) Shaving preparations("H =8 #|%): (i) Aftershave lotions (ii) Beard softeners (iii) Men’s talcum (iv) Preshave
lotions (all types) (v) Shaving cream (aerosol, brushless, and lather) (vi) Shaving soap (cakes, sticks, etc.) (vii)
Other shaving preparation products.

@ Skin care preparations, (creams, lotions, powder, and sprays)(7]%3}48 A|Z): (i) Cleansing (cold creams,
cleansing lotions, liquids, and pads) (ii) Depilatories (iii) Face and neck (excluding shaving preparations) (iv)
Body and hand (excluding shaving preparations) (v) Foot powders and sprays (vi) Moisturizing (vii) Night (vii)
Paste masks (mud packs) (ix) Skin fresheners (x) Other skin care preparations.

@ Suntan preparations(x}¢] x}ekA|Z): (1) Suntan gels, creams, and liquids (i) Indoor tanning preparations (iii)
Other suntan preparations.
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W 16 njate] 3A]¥ OTC monographse]

20133 49 uA]¥l OTC monographse] W=
(a) Antacids.

(b) Laxatives.

(c) Antidiarrheal products.

(d) Emetics.

(e) Antiemetics.

(f) Antiperspirants.

(g) Sunburn prevention and treatment products.
(h) Vitamin-mineral products.

(i) Antimicrobial products.

(j) Dandruff products.

(k) Oral hygiene aids.

() Hemorrhoidal products.

(m) Hematinics.

(n) Bronchodilator and antiasthmatic products.
(o) Analgesics.

(p) Sedatives and sleep aids.

(q) Stimulants.

(r) Antitussives.

(s) Allergy treatment products.

(t) Cold remedies.

(u) Antirheumatic products.

(v) Ophthalmic products.

(w) Contraceptive products.

(x) Miscellaneous dermatologic products.

(y) Dentifrices and dental products such as analgesics, antiseptics, etc.
(z) Miscellaneous (] Th2 oo o] E3tE)x] &= 7]g} & OTC <.
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W17 u)=te] o8 7]7] HA] - 7|4 A}ak (Title 21 CFR Par 801)

&b At Ae] o]2x} 9] Name and Place of Business (21 CFR 801.1)

A9 Bpe AxAA 24A FEQA zip codest F, Al A7) F4E T )BT Fa2 wataol
3tc}. (The label of a device shall contain the name and place of business of manufacturer, packer, or distributor
including the street address, city, state, and zip code.)

- 3AYe] A Farh Ao AspulER] ol 49, A Fak Ak 4 o (f the fimis street address is
in the local telephone directory, the street address can be omitted.)

- 2o A3 FAF A 2GR ofbd A9, 3AFA K= "Manufactured for..." 1} "Distributed by...."o} 7+& A
Aol oAgFo i AA)FojoF slrt (If the firm listed on the label is not the manufacturer, the firm information

hul

must be qualified by an appropriate statement such as, "Manufactured for..." or "Distributed by....")

@ oJ== A8 Intended Use (21 CFR 801.4)

c XA FEdA 2 AL L 7P71E = ARl el o=d A o]9le] S' AREshs s A=
& AJeHd 2 2A-s gpS A|SsloF st} (If a packer, distributor, or seller intends a device for uses
other than those intended by the person from whom he received the device, these parties must furnish adequate
labeling in accordance with the new intended use.)

AZQATL omE AFgele] BAol) 200w Aget AL oY Ausl Qlow, 2@ Al e
AAs epdlg S AF-afjoF dtt) (If a manufacturer knows or has information indicating that this device is to
be used for conditions or purposes other than which it was intended, he is required to provide adequate labeling
in accordance with such other uses. (An example of this might be a manufacturer of dental X-ray equipment

who is routinely selling his product to podiatrists.))

@ A =A3F 2 AJA}3} Adequate Directions (21 CFR 801.5)

CAbgel i AAE AN omE BAoR AR u v AR 171 Qkdshl AHed 4 9l
= AAAEFE oJu]shy, the-S #3Fslr) ("Adequate directions for use" means directions under which the
layman can use a device safely and for the purposes intended. This includes:)

- T 71717 AFRE F 9E 249 Ao tisl ol (Statements of all purposes for which and conditions
under which the device can be used;)

- o}kl tfolo} AlA| e w2 BEo] Skl FEowk (Quantity of dose for each use and usual quantities
for persons of different ages and physical conditions;)

- #g]¢] Hl% (Frequency of administration;)

- Z18.9] 7|7} (Duration of application;)

-T2 249 #A#H3 Fe] A|7F (Time of administration in relation to other factors;)

- A Ho]—

&l

o]t} FE (Route or method of application; and)

op ofo riu

&
I=}
gJolx] Q3 FH])A}e) (Any preparation necessary for use.)

>~

AAsE AFE A A)AFSFO A 9] WHAle] thsk H X (Information on exemptions from adequate directions for use

requirement.)

@ AR mEx ZEw I False or Misleading Statements (21 CFR 801.6)
<7171 oFE, A, sl e A3l e A b dew BA mAlE slojrk (A device s

misbranded if it makes a false or misleading statement with respect to another device, drug, food, or cosmetic.)

F5-¢] =44 Prominence of Statements (21 CFR 801.15)

cdol, £} T BeW Ant g olfel metd F84 % Fagel PEF & ok (A word,
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statement or other required information may lack the required prominence and conspicuousness for the following

reasons: )

- 28|27 FsheE 204 AEY B A BHojx|x] &= AL (If it fails to appear on the part or panel
that is displayed under customary conditions of purchase;)

- AL sk A BoA= A FEe 3] QAL a7 EHE AR F ) 52 11 o)
o FAEA &= 7S If the package contains sufficient space and the required information fails to
appear on two or more panels, each of which is designed to render it to be displayed under customary
conditions of purchase;

- Awd TAERE do] "ed gy gusix] $e 79 (Failure to extend required labeling over
package space provided;)

- gl o)A e el wiel Fadh eply Fito] FEEA 92 7% (Lack of sufficient label
space for required labeling due to placement of non-required labeling of the package; or)

- 2Ae) A717) A Gl £A, 2Pzt me) vl o) tulsh BEEET, UA”le] BEmel ) T
alo] 918 4= ¢l= 749 (Smallness or style of type, insufficient contrast between labeling and package
background, designs which obscure labeling, or overcrowding of labeling which renders it unreadable.)

o) 9] (Exemptions)
- 9= AlFE gy F7ro] BE3d A9 FojE 4 9t} (Exemptions may be granted in those instances
where device labeling lacks sufficient space for required labeling provided that:)

- EA8hs BpEY g3to] Aeolx] ¥ ARV ohd Aad ey FEow Hof gl shly Fitol
QZo]g2 Fr|HEdo] AMRE A & (Existing label space is not taken up by including non-required
information or by giving prominence to a portion of the required labeling; and Existing label space is not
used for any representations in a foreign language.)

- RE uele o]} ohd ThE 9lojE AR&dke mFX|dolu} Puerto Ricoo] $EEHE AE] oe]Hel
AL-E AYstas go]& E7|H oo & (All labeling shall be in English with the exception of products
distributed solely within Puerto Rico or a U.S. territory where the predominant language is other than English.
In these instances the predominant language may be substituted for English.)

- 717191 2ol Szmolw Ho gk, RE 23k epie O 9Tz Er|Eejof 3k (f any
representation on the device label or labeling appears in a foreign language, then all required labeling shall

also appear in that foreign language.)
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8 18 o] ou7]7] A - 714 AL

(@) AzIAe] 0BT} Fa AR sEaTE 771E 1 AR e] FERMA B B T AL
AR 1 AR B2E AaT) gl SRS glEAle] o B3} Fhd EghEolof W) (the
name or trade name and address of the manufacturer. For devices imported into the Community, in view of their
distribution in the Community, the label, or the outer packaging, or instructions for use, shall contain in addition
the name and address of the authorised representative where the manufacturer does not have a registered place of
business in the Community;)

(b) AFEAE 18] 71719 Ege] WS Solely] shzu] Wash AR ALE (the details strictly necessary to
identify the device and the contents of the packaging especially for the users;)

(c) AAs)chd ‘STERILE o)2}= 2t (where appropriate, the word ‘STERILE’;)

(d) A4d3s}chA batch codee} 1 ote] ‘LOT’ & tho] -2 serial H& (where appropriate, the batch code, preceded
by the word ‘LOT’, or the serial number;)

(e) Adsithd d, 42 FdHE AL oF = Ixto] st 3EA] (where appropriate, an indication of the date
by which the device should be used, in safety, expressed as the year and month;)

(0 AAsichg, 13) Abgas 71700l that 4. 13IAk8ol tjah Azite] EAE AeRkslol A Aae] Slo]
o} 3}. (where appropriate, an indication that the device is for single use. A manufacturer's indication of single
use must be consistent across the Community;)

(@ 71717} 2E=AZ=SthA  ‘custom-made device’ghi= o] (if the device is costum-made, the words

‘custom-made device’;)

h) 71717} A ELoz2 5ozl 7S, ‘exclusively for clinical investigations’g}l= wlo] (if the device is
intended for clinical investigations, the words ‘exclusively for clinical investigations’;)

() = EA rnIol} A8 %71 (any special storage and/or handling conditions;)

() = EA $< v (any special operating instructions;)

(k) = A} F2oA}3} (any warnings and/or precautions to take;)

D ()l EBte A e A 7]17]19] AF d. batchi} serial ¥ 7} Zdtx]o]of &k (year of manufacture for active
devices other than those covered by (e). This indication may be included in the batch or serial number;)

(m) AA3s}chd, W v (where applicable, method of sterilization;)

() 1@da)e] zao] ojulo] 3w 7)7)9] A%, 71717h Abet @ole] derivatives EFEHE AL (in the case
of a device within the meaning of Article 1(4a), an indication that the device contains a human blood
derivative.)
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N

B3 19 =9 o57)7) ARERlel Wi

Ee)

AR

[e]

(@) ()2} (&)= A)9)star Section 1330 AF=+= A}g} (the details referred to in Section 13.3, with the exception
of (d) and (e);)

(b) Section 3of] AT = ARy thE Ys)x] &= FZL (the performances referred to in Section 3 and any
undesirable side- effects;)

(© om¥ B o AFsr] 3 the mr)7]d AAHAY AX7F Dad A kg 23S 98 7171
ARE 3oldt = 9= EA sk =83 AR (if the device must be installed with or connected to other
medical devices or equipment in order to operate as required for its intended purpose, sufficient details of its
characteristics to identify the correct devices or equipment to use in order to obtain a safe combination;)

(d) 71717k At AA AL kil QbdsHAl AEatal AeAE SRlsked dag BE JRe} 777 34 A

dafar ebdstA Asdtal S Elsk=tl Yo gl calibrationy} f-xef tet A5 A (all the information

needed to verify whether the device is properly installed and can operate correctly and safely, plus details of the
nature and frequency of the maintenance and calibration needed to ensure that the devices operate properly and
safely at all times;)

AAsichd, 71719 oAy #H3 EA YL ¥ 4+ 9= AR (where appropriate, information to avoid

certain risks in connection with implantation of the device;)

N EA" ArY H&E Foto) 717]2 3] Azzkgo]l 93 st A K (information regarding the risks of
reciprocal interference posed by the presence of the device during specific investigations or treatment;)

(2) Eatel g 4ol A A9 Bagh ArAREL Adsirhd A Hatshs W (the necessary instructions in
the event of damage to the sterile packaging and, where appropriate, details of appropriate methods of

(e

~—

resterilization;)

(h) 71717} AAREREHA A, A 27, D astthd Addshs W, XS Sl AlgkE ek AT
AAFEe] sk AR (if the device is reusable, information on the appropriate processes to allow reuse, including
cleaning, disinfection, packaging and, where appropriate, the method of sterilization of the device to be
resterilized, and any restriction on the number of reuses.)

71717} AHE Aol datEojof = A9, AAT Eitg %k A AIAFERS Section 9] g FALglef] glolol gt
t}. (Where devices are supplied with the intention that they be sterilized before use, the instructions for cleaning
and sterilization must be such that, if correctly followed, the device will still comply with the requirements in
Section 1.)

71717} 13] ARgol thdk A|AFeRS E3kstar Qlow, 71717 AAkeE wo] vebd = = gl s
AZQA7} ok Qe B3 7154 29150 thd AR, Section 13.10] we} x84k Wa g XA ¢l
S AL, 9Ho] UL A AL Aol Al AlE o]ok & (If the device bears an indication that the device is for
single use, information on known characteristics and technical factors known to the manufacturer that could pose
a risk if the device were to be reused. If in accordance with Section 13.1 no instructions for use are needed, the
information must be made available to the user upon request;)

1) 71717} AF8=7] A "3k x]g1} handlingo]] o3l A5 A}3} (details of any further treatment or handling
needed before the device can be used (for example, sterilization, final assembly, etc.);)

() olm Brog Aekalgs Al AL WEeE 71719 A% 7 uAbae] A, §8, Zua BE (in the

case of devices emitting radiation for medical purposes, details of the nature, type, intensity and distribution of
this radiation.)
ARGt AA AN ol n staftyh Skatel| Al F7|At e} Folabael] tia] AW e 4 Q=S AlRAR o] X
glr|ojol &t} o] AM|FAELE B3] EEEo]of st} (The instructions for use must also include details
allowing the medical staff to brief the patient on any contra-indications and any precautions to be taken. These
details should cover in particular:)

k) 7171 AF8 A] W3l st Fo)A)3) (precautions to be taken in the event of changes in the performance of the
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device;)

W) A7) 1% 27195 G734, Gelolt el Mak b 2% AR § A 8709 w0
73+ F2)A}3) (precautions to be taken as regards exposure, in reasonably foreseeable environmental conditions,
to magnetic fields, external electrical influences, electrostatic discharge, pressure or variations in pressure,

acceleration, thermal ignition sources, etc.;)

(m) B2o] Aele] FANEE g 71717} 2719 % )8 AF tg 448 4. (adequate information
regarding the medicinal product or products which the device in question is designed to administer, including
any limitations in the choice of substances to be delivered;)

(m) 71719 wiz|e} et dnbAol] ke STk 3ol thgk FeJAR) (precautions to be taken against any
special, unusual risks related to the disposal of the device;)

(0) Section 740 W& ZFQ3 RO BN 7]7]d] L= oJokE A FEol} Algk ol (derivatives medicinal
substances, or human blood derivatives incorporated into the device as an integral part in accordance with

Section 7.4;)
(P) =A7)=9 U8k 71719 A3 A= (degree of accuracy claimed for devices with a measuring function;)

o= o1

(@ T3 = AR g3t Xz e H4l ¥A (date of issue or the latest revision of the instructions for use.)
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M3 20 F=o] Burbs e AFH A

A. Vitamins
1. VITAMIN A
(a) retinol
(b) retinyl acetate
(c) retinylpalmitate
(d) beta-carotene
2. VITAMIN D
(a) cholecalciferol
(b) ergocalciferol
3. VITAMIN E
(a) D-alpha-tocopherol
(b) DL-alpha-tocopherol
(c) D-alpha-tocopheryl acetate
(d) DL-alpha-tocopheryl acetate
(e) D-alpha-tocopheryl acid succinate
4. VITAMIN K
(a) phylloquinone (phytomenadione)
5. VITAMIN B1
(a) thiamin hydrochloride
(b) thiaminmononitrate
6. VITAMIN B2
(a) riboflavin
(b) riboflavin 5’-phosphate, sodium
7. NIACIN
(a) nicotinic acid
(b) nicotinamide
8. PANTOTHENIC ACID
(a) D-pantothenate, calcium
(b) D-pantothenate, sodium
(c) dexpanthenol
9. VITAMIN B6
(a) pyridoxine hydrochloride
(b) pyridoxine 5’-phosphate
10. FOLIC ACID
(a) pteroylmonoglutamic acid
11. VITAMIN BI12
(a) cyanocobalamin
(b) hydroxocobalamin
12. BIOTIN
(a) D-biotin
13. VITAMIN C
(a) L-ascorbic acid
(b) sodium-L-ascorbate

(c) calcium-L-ascorbate
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(d) potassium-L-ascorbate
(e) L-ascorbyl 6-palmitate
B. Minerals

Calcium carbonate
Calcium chloride
Calcium salts of citric acid
Calcium gluconate
Calcium glycerophosphate
Calcium lactate
Calcium salts of orthophosphoric acid
Calcium hydroxide
Calcium oxide
Magnesium acetate
Magnesium carbonate
Magnesium chloride
Magnesium salts of citric acid
Magnesium gluconate
Magnesium glycerophosphate
Magnesium salts of orthophosphoric acid
Magnesium lactate
Magnesium hydroxide
Magnesium oxide
Magnesium sulphate
Ferrous carbonate
Ferrous citrate
Ferric ammonium citrate
Ferrous gluconate
Ferrous fumarate
Ferric sodium diphosphate
Ferrous lactate
Ferrous sulphate
Ferric diphosphate (ferric pyrophosphate)
Ferric saccharate
Elemental iron (carbonyl+electrolyticthydrogen reduced)
Cupric carbonate
Cupric citrate
Cupric gluconate
Cupric sulphate
Copper lysine complex
Sodium iodide
Sodium iodate
Potassium iodide
Potassium iodate
Zinc acetate
Zinc chloride
Zinc citrate
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Zinc gluconate

Zinc lactate

Zinc oxide

Zinc carbonate

Zinc sulphate

Manganese carbonate

Manganese chloride

Manganese citrate

Manganese gluconate

Manganese glycerophosphate
Manganese sulphate

Sodium bicarbonate

Sodium carbonate

Sodium chloride

Sodium citrate

Sodium gluconate

Sodium lactate

Sodium hydroxide

Sodium salts of orthophosphoric acid
Potassium bicarbonate

Potassium carbonate

Potassium chloride

Potassium citrate

Potassium gluconate

Potassium glycerophosphate
Potassium lactate

Potassium hydroxide

Potassium salts of orthophosphoric acid
Sodium selenate

Sodium hydrogen selenite

Sodium selenite

Chromium (1II) chloride

Chromium (III) sulphate

Ammonium molybdate (molybdenum (VI))
Sodium molybdate (molybdenum (VI))
Potassium fluoride

Sodium fluoride
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