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OTC Drug Regulatory System of Korea Comparing to
Other Countries

Hyun Soon Sohn and Hyun Taek Shin
College of Pharmacy, Sookmyung Women's University, Seoul, Korea

This is to examine the OTC regulatory system of Korea in comparison with those of Japan, UK and US, and suggest
the possible regulatory actions to harmonize it to international standards. Individual countries have their own regulatory
requirements and processes for OTC application based on established drug monographs and safety profiles from clini-
cal experiences. Categories of OTC drug monographs are being expanded with transparent establishment procedure
according to detailed guidelines, and public opinions as well as professional experts for assessing appropriateness of
wide usage without physician's prescription. In line with trend of self-medication worldwide, the number of OTC drugs
is increasing and more efficient and professional drug review is underway in the separate OTC division in regulatory
agency. For improving OTC regulatory system in Korea, settlement of optimal drug classification policy and manage-
ment for encouraging OTC drug use, development of more detailed and specific guidelines for OTC drug application,
expansion of OTC drug monographs, transparent process for OTC monographs establishment, and establishment of

OTC division in health authority, are suggested.

[ ] Key words — OTC, nonprescription drug, drug monograph, drug application
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Table 1. Classification Criteria for OTC drugs
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Medicines and Healthcare Products Regulatory Agency(®] 3}
“MHRA®} §1) T o] %] 2} 73] %14 3] (European Commission)
A AR FHAY FAHEE F sre| =ikl Fol 94
o)X A-FHE Eudralex 5 F3led ARE AU o
B A FAXTA, SHAAH k87153
F-(Pharmaceuticals and Medical Devices Agency, ©]3} “PMDA”
2t h 2 dEAIGYE EFololAZNE ATH: BF FR
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Country

Classification Criteria for OTC

« usage in mild medical conditions, narrow range of adverse drug reactions, and established safety and effectiveness
« consumer can use them for seif-treatment, and decide indications selection, dosage and administration compliance, and preven-
tion of and action to treat adverse drug reaction by themselves

Korea

cian’s diagnosis and treatment in principle.

« sufficiently established safety and effectiveness of ingredient and its dose, without strong action, and potential for misuse and abuse
« indications should be prevention and treatment for mild disease or health maintenance, not a disease to have to follow physi-

« dosage form, and usage and administration which consumers can apply according to their decisions without higher potential for
misuse and abuse is high, and safety and efficacy are expected without professionals’ use

« established safety and effectiveness of ingredients and its dose
- symptoms of indications should be diagnosed by consumers themselves
« dosage and administration, and dosage form should be used by consumer themselves

Japan sult physician or pharmacist

« precautions should be understandable by consumers, with labelling to stop medication if no improvement of symptoms and con-

« usage in mild medical conditions, lower adverse reaction risk to therapeutic benefit, and established safety and effectiveness
« consumer can decide indications selection, dosage and administration compliance, and prevention of and action to treat adverse

drug reaction by themselves

Should not meet any of the following criteria;

- a direct or indirect danger exists to human health, even when used correctly, if used without medical supervision
UK « there is frequently incorrect use which could lead to direct or indirect danger to human health

« further investigation of activity and/or side-effects is required

« there are normally prescribe by a doctor to be administerd parenterally

Generally recognized as safe and effective and is not misbranded (GRASE)

. low incidence of adverse reactions or significant side effects under adequate directions for use and warnings against unsafe use
as well as potential for harm which may result from abuse under conditions of widespread availability.

« resonable expectation that, in a significant proportion of the target population, the pharmacological effect of the drug, when used
under adequate directions for use and warnings against unsafe use, will provide clinically significant relief of the type claimed

us « benefit-to-risk ratio of a drug in determining safety and effectiveness

« when combining two or more safe and effective active ingredients and may be GRASE

« when each active ingredient makes a contribution to the claimed effects

« active ingredients does not decrease safety or effectiveness of any of the individual active ingredient, provide rational concurrent

therapy

- labeling shall be clear and truthful in all respects and may not be false or misleading in any particular
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Table 2. Established OTC Drug Monographs
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Aletal AR AF gt A el 2 HAE A FdEd
A I3l 9l YF9 Drug Monograph&2A] ne}ql.n]
U, NGAEA, 71, A, A9A, 2304, A,
A & AZAAA, AEA|, A, A AFA, Fa-gef,
H|G-8 ATA, vlg-E A, ALk, FENAEA,
ARA Sol 3 FFA 27 F(Table 2)°] ZAHe] gl

olelg BFEAZ7|Eel Wl Hgat dnkeFEe] A,
o|u] FHEAIESo W3l QFAA I FEAI 0] FHEF Holmg
SAHAPL obd Alammbe = Algte] rpgdct Al ojof
FAZEHFFANIME i HFA7 3 23 A
A1 E9] = A}
2 AR

(2) Alekael AR A RFAZ7)E A F50l of
W 71ele] RE dube)okE- A FEwlet AFe okEA
Ao 712 AY AT sok 3ok $A, kAl
FrBA AARE S13}e] o FFAIAZI Tl Al F2) o EPA Ao

Korea Japan us
Vitamin-mineral products Vitamin-mineral products Vitamin-mineral products
Antipyretics and Analgesics Antipyretics and Analgesics Analgesics
Cold remedies Cold remedies Cold remedies
Antacids - Antacids
Peptics - -

Digestives - -

Intestinal disorders products Intestinal disorders products -

Antidiarrheal products Antidiarrheal products Antidiarrheal products
Anticonvulsants - -

Antiemetics - Antiemetics

Laxatives - Laxatives
Antitussives/expectorants Antitussives/expectorants Antitussives
Ophthalmic products Ophthalmic products Ophthalmic products
Oral preparations for rhinitis Oral preparations for rhinitis -

Nasal spray for rhinitis Nasal spray for rhinitis -

Hemorrhoidal products Hemorrhoidal products Hemorrhoidal products
Athlete’s foot and tinea products Athlete’s foot and tinea products -

Hair removal products - -

- Enema -

- Anthelmintic -

- Hematinics Hematinics

- - Emetics

- - Antiperspirants

- - Sunburn prevention and treatment products
- - Antimicrobial products
- - Dandruff products

- - Oral hygiene aids

Bronchodilator and antiasthmatic products

Sedatives and sleep aids

Stimulants

Allergy treatment products

Antirheumatic products

Contraceptive products

Miscellaneous dermatologic products

Dentifrices and dental products such as analgesics, antiseptics, etc.

Miscellaneous (all other OTC drugs not falling within one of the
above therapeutic categories)
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Table 3. Required Data Package for OTC Application in Japan

Data I I III v A\ VI VII

Class 123 12 3 1 2 3 1 2 3 4 5 6 7 1 2 3 1 2 3 4 5 6
Application(1) O O O O O O O O O O 0 0O A0 A A OO0OAOO0OOXOAO
Application(2) O O O X X O A X A A A X X X A A X X X A X X X X X O
Application(3) O O O X X O A X A A A X X X A X X X X A X X X X X O
Application(4) X X O X X O A X A A A X X X X X X X A X X X X X X X
O : Required A : when required X : Not required
Dossier explanation:
1. Origin or background of discovery, conditions of use in foreign V. Pharmacological action

countries 1. Tests to support efficacy

1. Origin or background of discovery 2. Secondary pharmacology, Safety pharmacology

2. Conditions of use in foreign countries 3. Other pharmacology

3. Special characteristics, comparisons with other drugs, etc. VI. Absorption, distribution, metabolism, and excretion
I1. Physicochemical properties, standard, and test methods 1. Absorption

1. Chemical structure 2. Distribution

2. Physicochemical properties, etc. 3. Metabolism

3. Standards and test methods 4. Excretion
I11. Stability 5. Bioequivalence

1. Long-term storage tests 6. Other pharmacokinetics

2. Tests under severe conditions VII. Clinical studies Clinical trial results

3. Accelerated tests
IV. Acute, subacute, and chronic toxicity, teratogenicity, and other

type of toxicity

1. Single dose toxicity

2. Repeated dose toxicity

3. Mutagenicity

4. Carcinogenicity

5. Reproductive toxicity

6. Local irritation

7. Other toxicity
Al du-Go o2 ARSAEE, FAE BN T8 AY3]e] gAE Bo] Sk SdEA 5 Az
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FrEAEE T3t 5800 AR AR FB
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Fig. 1. Drug review process in japan.
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ojekEe] SelalAME FAXTA = EETH AEH
3 ojeFEe] P - FEAAARE 20049 ¥ E 51
el AlAb7lF2l PMDAYW & FEFH 71 el(Center for
Product Evaluationy]ol] =2 A% Office of OTC/Generic
Drugs(uH8-2] SFE5-2] AARR A AlALgHe O F4 w54
o] e]ekA] ZEF(Pharmaceutical & Food Safety Bureau)®] 4l

i e
\
Approval MHLW 3 tonsutition " prarmaceutical
{Ministry of Health, . Affalrs and Food
Labour and Welfare) T Advice Sanitation Councli

Profile of Services 2005. Pharmaceuticals and Medical Devices Agency 2005)

Abske] #(Evaluation and Licensing Division)”’} &% £-¢led
2 AR, FAFTAY A7 FAREAAALL
3)(Pharmaceutical Affairs and Food Sanitation Council}®] ¢
HEg-o) b2 9 3)71 Unbgo) kg AHES w1 gl

Y=ol tiolokE 7T

Al FHATL 2 oFE VU AEA e o] FRAES
733 glo}. Sk FA AL} v|FAAFHAL A2, vFS
A FA zlell = )8 =714 2H(National Authorization)e} AF 3¢l
A A =xHMutual Recognitiony’} ¢t} e EFEFe E54E &
AR} Fo] shelx, el bEe] fEuuet HHHY
ol ZF F7lell A AA g} webA, A F A 3
50lS B, o] F e} U7l AEAAE AAFAY =
E 337t FAle| %<l Al A (Parallel Application)2 &
= vk AEAAHAALE P o] F]UF(Member States)
o A& 4 U=, 7] 3)Y=(Reference Member State)
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Fig. 2. mutual recognition procedure in EU member states.

3R o] Hr7IH 31M7) B2 3G X2 Azl A el o] 28
= eHEFig. 2.7

FHALIUT 52 o FFL 38741 H(Prescription
Only Medicine), 2F= <F(Pharmacy Medicine), A}-f-2hul of
(General Sale List)}3}3 gl o] & 3¢k} x}-5-whujj ok
o] dukefefEel sjFd=, o) At E5F71F(Table 1)
F o= dhfoll = SdE]R] ekolo} g} B9 of el ale] o
ukejop&o] A]wh4rel(Marketing Authorization)S $13F A=}
2+ o 27FA7t 7FsH9, OTC Monographs}t 22 A}
= AEA g1 gl

(1) 2F2) X1 A (Abridged Application): kA2 A= 1) 7)
37 AESH v ZA] A2 AFY, N2 2 2 B
22 AEE WA (line extension)dle -9 2) 7] &7}
AE} FHTLs ] o M A R 1037E) 2
H37)7E el aleiA] DAPEate] AP 597 B o8 Al E
2] A1 A (informed consent application), 3) A|2+s]7} ¥ ®B357)
Zro] wtaE o] BE oPA AR} WA E 2 AE3HE
AR A& 83 Al FE A A (generic application)
o] el A AA A= A&kl o2 EHax )
S AR dubelekE o o) Sl e T2 W gy s
7] el o, A, AAEE A FeoF g} 2=,
ol W gy thAte] olv] 1R H EHo} $EIFsS
T S R, HHH R AEHE ookE AR
(well-established medicinal use)d-S SHE 4= U3, §4
7oA o] Fel® ARolebd SEAYI YAAAE
L3 HEEHA] kol =w kAT REAS 21
7] A3t WEE AFFARARE o|§3}e] o], B =
YA ATE AL, o5 AFARE WER A

IF S mlo 2
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3lA] ¢rol= ¥ }(Bibliographical applications).?®?V e 7}oj] A}
oJoFF A o] kA 22 Al (well-established use)F L )
e AL, A A Ar]H ez 2Bt AMEH) gt A}
S, A, AR o) S EE T Yo, AHEAAE gk
A 437 B.34e](pharmacovigilance) 522 FUE]Es1g] o,
Y FA =T ERERUFIAIE wked) 2k Yoo}
dBA ] S ouigie) njeiA, AA R oJFe s
AR F 2 AFRE 109 @A AMEEe] g3 1 717 Et
FHAA AREEHAE S elof sled), o] W kMo
AR W9l B A8A Sl HE AR-S Bk o)A
FH dubeloFEY o AMSAR e} okdAde) HEE )
=9 25 XIY3= well-established drugs ©] 22 2FA)A]
AA2L F2 45, o)l 7] £ Y FEe) U9
A S NEF7HEAE B9 7l Al &alag
WA 2ok RN G HRo) AT H
F7do] SH.E L well-established use H-& 29 s of g1},

(2) WA A (Variation): 2] FE2 A7) AE S
AFAFEFoR 857, 55T, o] F ol AR 27
ate] HAAdel W3 TR FA7) Qlom dubeerEo s
AEFehe A97F @t ol2gt AREFAA S 2 2ol
UE ol Ae] dukel kg F7MA Bl M AEo) R
Brepys duke] kg ek, Afdvleh o A EFah= Al
AAz 4L ol#fisle Ao| Fasid ookEe ARF
71 =Ud s7Eke] WA E AR sl EA Special Type
11 7o) sfg=et, |7 A7) $1d3)e] BEs} Besl
%823 W7ol Complex Application® 2, 91913 HE7}
I8 ¢lo™ Standard Application® & AP o]u] A&
TS B8l YutelokEe R $ad AFH FAT “me-
too”Al| o] =gk $91¥ 7 (Standard Type 11 Variation)o-
2 FWdFelvt 239 g=gle] Aye Y Type
I Variation 21%2] 735 Al Fol gt AR EFEL L ®
AlZ1HALEE Bl A A]), g7kl Hgk AR, ) e/e ek #9
Akl ddAEIIE W B4, o9, YA F 24
AT A|Z s oF 30y AR okEe] JulejkEone] B
A7 DA = A FS) BR)FE oHe)x 33y
A & Fallof 10],!Y dule)ekE HEo gt o] 24
oA 2 A, 282 iRy 918 7|2l kAR o)

23 oA I ARE V)esls, AP ey
o g3l F2& 71ed = UEE 18w sl BA
sof shx, 041, Hakfo] o oJ8Ad 5 2802 Qg
AME ZIzsloF 3o a8, AEALAEG FHEY
Periodic Safety Update Reports(PSUR), 354l Eo] o=
EE F7MIAMG A EARSAYES T B F 2 AR disr
ARE AlZslof sh=d o o) A AEE g 2
B Algd 2AQT, GAAE, HRFE, A AER
B 55 B4 5 gloh 53, ARaue 25 A &
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Data Submitted by a Drug Sponsor

OTC Advisery

Com mitiee

Review by CDER j}

Consultants
andjor Review

Meeting (If
Needed)

Divjsions

Lettex” and

Prep aration of “Feedh ack 7
Recommend ations Report ]

Meeting

Return to OTC for
Revisions and/or
Further Discussion

Between OTC
and Sp onsor
(if Requested)

Proposed Amendment

Proposed Monograph or
Published in the FR

Public Comment n

Final Monograph or Final
Amend ment Prepared

No Retwn to OTC for
Revisions and/for
Further Discussion
Yes

Final Monograph or )
Amend ment Pub lished in the FR= Federal Register
FR and the CFR

CFR= Code of Federal Regulations

Fig. 3. OTC drug monograph review process in US.

AL Aol A ofe 2 AMRE = el F A S )
W3}, o F7b|A T e Aol AR 2%l
A PsEAVE A7 2ol AHEEE AlE ZAME T
YAANHARE o] 88 4 9o, 8, 24 = F44)
o) B4 98, AR S Aok gt} = A AR,
AE T [ES] A8 D8 Rk wET Fiel
Ak A, GAREZ] RIS T g o okFe] A
of 71F ol Aol = dFEA %3-S Tk, A
gglo] AMgsle A AT H8-5, 13 AdF, 19 F
W 2 87)7ke] HAAAS sk, HEvke] 2B
A2 g 7ol g2 olgE A=E 4 9lejok Heh'Y

AnkefelEs} 4919 A3l MHRAS] Licensing Division
= "17—431‘ o)okFE-S Wt SelE Frdd g AU A
Eo} ZEEA T HHYF-E 433k}, 3, Post-Licensing
Divisionell 413 A|#H5¢] =& 4%«1 A& EYEH
I PANEAT QRS ARIL sleE A8 Hele
Az $8F A FH, SrPAT A5F IFE
FAs L A pFo] w2 FAARIAE T3l 2 FE
HAAE 2318 ER2 30h? g, MHRAS AHE7] 74
Committee on Safety of Medicines oll&= @& AF714$4
317} FAE ] Qe okFAAL W A EFoll AE AL}
& A

(source : US FDA CDER Handbook 2005)

0j=e] YielorE SIS
Bl Fe 4 OTCE AukAglel 2MA7} 27 FUste] 9
SR Sgelel AUV AL Yo Eofe
2 A8 5 UE, o8 Aol Ax 1Y o] fo4
o 2m ARE ENAANLE 22 FEA, o2l OTC
2 BREed <hskn EAFeln BE A4 g
I dutd ez ¢lAs 4 glejof dFth(Generally Recognized
as Safe and Effective and Not Misbrandedy = CFRol A &=
A e}sl3t glek(Table 1)? OTCE A-Faol7} 31 4-5)=d,
4o} 7leh fafabee) Aol gt S Abgol
Qa3 oFge] PAAHEL 9151 A
A% el AT Bl =g & 4 ek
u)5¢] OTC FARA HALS A Em1™ 19519 Durham-
Humphrey Amendmentell A A¥ke]ekg3} OTCH WA+
3l 1, 19621 Kefauver-Harris Drug AmendmentsellA] ZE
Alepe] oA FEA L A F ok 1966
FDAY 25 z)ufe]elE3} OTCel] & Drug Efficacy Study
Implementation A3t} 1938~19625 Ate] New Drug
Application(¢]3} “NDA”2} HE 714 £l AFE 42047
2] OTCE 7 E3le] OTC MonographsS A8k 1972
3]7]" ¢l OTC Drug Review?} A|2F=]2ie}h. OTC Monographs
19724 oA A= 2E OTCY A F FEAS H7t

*+= practitioner 2]



Qube|obF SAA Y Fohz vIE P WA G

st NDAE 28314 b wiAueke] A9 918 £F7]
FozA FEHe ALY, 4%, As, IAZIAAE 2 AF
FAAE 55 T BE= 4F9) BEAZ7]F(recipe book)e]
o ejuele) SR FAEYEY TUs OTC
Monographs 7}l T8 B3 FA)7|jA ) e] A& 27}
74X F 2 9lek(Table 2)2” OTC Drug ReviewS 7% Monograph
o] Y5 A (Fig. 3)& 29, OTC Drug Review °l|
283 A9 I AEE 95t CDER OTCHAHA
o] WRAHES A 58 714 Monograph 7A o]t A
de HHAAME ZA3te] Monograph//§ A ()2 Federal
Register(¢]3} “FR72} ghyel] Fa23led dulle] A 4§
g o, #F Monograph 7§ A el A3 ZE FHFA 9
2]7e] U=]slH %F Monograph/7HAE-S FRe} CFRY| 22
A&}

<OTC Drug Reviewol] 2 2.3+ A| ZA}8>

I 2k o =& FA|7) AR}

II: fr8A 5 Rl o3k A

I 2418 A AR W REAE, AN AR
o] B3l o FF AlFel Hd vmAY, el el
Al s Be|RA)

IV: AFHS o2 3 oA &A1& AP FrBAE, 7
FEAATS] 53A 2 FHF AFel g vz R, TR
A mx veEAE, dAEAY EEA B FAhg-
AFI BT, A frRAES] oHHA] Hrlel AdEE & &
U HE PiAd, A e 71

Vo FEARE: AN FrEAE, W frEAES] B3 o
HZF A Fo A BIRAY, FEHEA Y =2 vEZAE,
ANE AV vl EEA Bagl F2hE- Al R A, ) R
2] FREA Hobol o3k £ 4 e A=E WA,
#A9 onsr £

VI: ook F o RSl st oishyg 279} 54, o
olokE W AESo| tiAA sl ok B qleka A
EX2 FeA ZA7) =He Age) o7 goF vl AlE
L8 F v|wAge] glebd off v]RA|ge] HRER] sk
2 A

VIL: frEA Fovt Al E-AJ ofAd 0] USP-NF ol Al (%l)
" 71E@h. FEAE Y A EAA Bl & FAAERD
7)ol eHAd ) FFEA F5E $g Aol A" Al
AR)8taL, AR e} AM-AIZE oA OTCE HlE:
FrREA o AT B dAFE 453k R 2§
T o]zt qlebd of 1 Aol gt A

OTCY WAl v 27k WS 53 715310

(1) Akl AXHNDA): A2 OTCE $ol'd22w NDA
Az}, B3] okal sl eb4el 21 A (Abbreviated NDAYE RS- 850
o 1o FH5EE SUAAET F23 A pivotal
trials)S 3f3led A FEAE dFdlof 319 Falol
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Table 4. Comparison of OTC Drug Monograph System and
NDA in US

OTC Drug Monograph NDA

No pre-market approval Pre-market approval
No PDUFA user fee PDUFA user fee

No exclusivity Exclusivity

Public process Confidentiality
Long process Short clock

Active ingredient-specific review  Drug product-specific review

F B 5ot 9lal qle] - FA AR AAEEAd S W
7zt & dol = WASAEAE 71H o} &b, AHEAt s
FH-hA] (Prescription Drug User Fee Act, ©]3} “PDUFA™E}
el 273k B AAHEo] EX8, $ol F 397
SRR 7)7he] Fo) )= 5} A o} glek(Table 4).°

(2) OTC Drug Monograph d3}: Monograph 2 §&< £
Axtglo] Algte] rhgsiet. BAFsl AU2Q7F W
NDAXrT} 55| OTC AlHHA}e] wWo] 45T 9lc)
2241}, Monograph (3hell W3t SR 31A7} e 7)1 74A] 1-
185, Monograph (3h)°] #% Monograph 2.2 24 = 7|7}
Al F7F 1-105e] 285 5 B2 Al7te] Al @Al
UH(Table 4). 27| 73el] AX A=) St ko] A
2= 2mAFe] Wy, Ay SAGEIESHAA L
22 FA= AT F9F IiEE v o E HEA
S ¢k glofof &} AT Monograph W91 E Hleju=
73924 NDA7} obd Monograph@ 212 A3kohdd, W# 11
AlFle] gl 712 Monographs WA AY M2
Monograph& A& 3= A2 dhol & AE-S Monograph
Z710) A EFA]AF ek 7)€ OTC Monograph(E+
<hel 271% 7hA = #=]871v Monographs: M= A4
e ol & v 22 AEe] A

1) A% el 2} A7) (Citizen Petition)*****9Z 3} OTC drug
review: 19756 o]l A& FEAE Al¥, H3F Bl
A3t w, 7] Monographe HA3AL #7184 A 75
sl}. 7]€ Monographg- H.gbsh= ALBE Al &Esle] oA
Z FEAS Fslol sk P A2 JARRS] A Sl
223 -+ NDAS|A 8781 pivotal trialtHg 78k A
< 8734 &) FDAVE S d7FsAl S AAshE 1A
dte] 978 443 F Monograph(Ex HE NA A
HAE wFEsk} AW E-¢] Monographol]l 53 Foll=
FDAAM 51 gk o] Ftvl 7} 7Ha3tet

2) Time and Extent Application(¢]3} “TEA”E} §H)*30&
E3F OTC drug review: 2002 A 2 wh5o]2 Ax}o|H,
197251 OTC drug review A1z} o) F u|ZeollA] NDAS 71A
AR o, v AR ol T Mt Sl o,
#719] otc Drug ReviewA] OTCE QA F A Egx]qt o] F
Az e} AE7F Hw oFel A9 OTC £7(OTC HrEAF
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olu} AEXNAE, A, HF == FAHR F)o] OTC
Monograph Systém°l] HAgA) AEsR= 7| Axjojghd
Z, OTC Monographell L8753 gz HPAHE&
ZE A1H3= TEAR A= OTC Monograph 714 (= AA)
of ‘o] o] 8B ZFAo]r}. TEAIAIE] OTC drug review:
2oHA| 2 A= A 194 el A OTC Fvl7| 2k} vl aks
AR TEAZIAAM S} o ARE AEshd HAPES H7t
sled FRel| 23l AAAA OTC 23S U8 AR
ANEg 8337

<TEA AAA] Al EAta>

1. 270 gt AR FEA R AEAA N Ak A
o, g2)ety BF, AY, FAAE, AHAA P A4 7k
g OTC Monograph ¥ A 28 OTC Monograph | ¢}
W& 837 o] EX T 2F

2. Bjl F7} 2 AE: Foljsle BE J7) BAE, 7 S}

H gk, gellEe 2 Al ek 32, AR

ol hA Ay, ARk, 23 BAZIAAEE 5 7 S57PE AL
Lot ol Apolol] 3t A, F7PY F-2hE- 1A Eel AA

3. 7t F7p8 OTC & g 71z}, &3 FA7|AAFe
AME7)ZE, 3 A7 AR AR OTC i8-8 F4)
b R O R i e M g B e R B S B i B

4. 9% 593 oA OTCE FvisEle F7t s7h o]l A
5 A WSS AYste 7 F7PE AR

5. xubefe 2t PulEE I} BAE 9 Xupekez A
g Dl H = o)

6. AefF st = OTC XA AFH 7} B2E,
28] 31 o]

A2 el M= FDAZ} AlEAIRE 71 &3l OTC ¥/ ~
F-& sz 7)€ OTC Monographell 7183 OTC
Monograph& A2 A A AA gk}, o)k 294 AT
W, AR QAR Sl Azt v]E-& F81Ek7] Aol
HrPke 3 gle] TEA 0139 TEANAL 5 F7lellA
59 o)A} OTCE F¥-ao| Fvljs= 2718 Bt oF gt

3) ¥ A A (NDA deviation): Monograph®} &3 x}e] 7}
oo NDAHAAAE & & ovP?) AP J g2
CFRell w23’ WA YR HE A28, A, ¥
)8 A9E ZE 7] Monograph?t FU S At
WA 27t AlEshd "o

NDAA ¢} Monograph@ 2} 25 3344 2pd el T71351ed
A3 =)z "k xpo] =8} ¢) 21 (Table 4)*°, Monograph H x5
%3t OTCS] Hol7} A} o =)= A o]t

OTC®] AlAl+= FDA CDERY] Office of Drug Evaluation
V2] Nonprescription ProductstA7} ©93li, OTCHH
FDAZA)AHE7]7-¢l Non-prescription Drugs Advisory Committee
o= ook} 5 T HFA}F o) Lol Aw|AHA} F]E} 9
olukAl FA<Ql 1ol EFFI FRHUL AR Alpr|
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Azl 9= ¥3hd 5 9lok g, oTCY] AT frEA
FEA7)ANARRE A Este] OTC £71S 27 3= Monographs
o U3 AEL s OTC 7He| 22 advisory review
panelse] FAE ] of7]ell= AE7E, 2uAF 2 dA A9
HA7E A S Sl AT 5 g

=3 f|Li2te] Ydte|ekE S7IMES| Hlm
$-2luvele] dubke)ekE A RS xS vlas] 2
A}, 1) dukejefEe] BR7EE BE U} 718X es
A FE2A YT, 2) AukF AlwAAHAE o5
A 28t F7loME 55 Alefsel B Ake} Monograph A #47}
dubHolgiet. 3) A&7 fejuiele] REAZIEL o &
Akt A9t v & of s3E 93 7hel 2] 2] Monographs7}
TAEo] gl o] dule|Fe] Astel: dARFHE
Rez ¥y} Agtd Yo TS FTEAA T
A HE OTC drug review A A7} o] o 8= 9l 4)
$elvebs dukejebE &7 BRI AV o] dEed
A A=l Uz ¢ HEY AAME e Al
wba QBo] Aoz o]u] 3 A dukg-o]okFe] sl
Aol ulE AEAES] WS HEZ TAYI, duke
OFFE 5 EE UEY HUHIEE FF AT dERd
74 % (Pharmaceutical Administrations and Regulations in
Japan - QEA kg 33} oJekE S9) AAAA}, AAAM 2A
83 9 AEARY] TAHA 84 F UF $UAA
23 AHE-E A 3] A F o FEA AR 2L F7}
TR S| Wzl ] Qlo] F7HA| 5ol 3l o] B E F
o, FAxFA FojolA] mat AAH W L AT A
58 AAA R A, AFsL AR vl=e] AE Hy,
OTC AHgu|Fo] A Zr)}sla 9)7) wFo FDAZ} OTC
o tigk Wxe] A AAupH S o|v. OTC #H
Zho| =}l (B-gAAl, EAZIAANY, TEA F)°] A
CDER &3 o|x|of] Al FH I I, 2JoFF &7ks} A" =
E ARFEE dubAel ARE FAAQ SHIA, ke,
OTCel| &3t ¥%, 28] OTC Monograph F-8712] CFR
3001w el AAH Lz Ao 913, 53] Part 3302 OTC
TS 0] 3 o] 25 A= e] 9leiA] FDA CDER &
o] x| Afel| A CFRYF 7 &3] Holx Ao desh 7o) &
E ARIES AEs] mhetsl 4 qluk oFE2], OTC Ingredient
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F9 710 A F o} FEa AH | AT AAAT A
AR vhgS 2utE olEld 4 e A whd A
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A 2] Fxsto] o] FAAREAM 2 APt uhH2 23] F
AL QA g uwbd, v]F2] A review panel 4 E,
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Final Monograph (TFM), Final Monograph (FM) 27 7}3]
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