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04 S40IRSEME M 5Y

4.1 =22

FDA X|£loj| | H Qe AlZ X = ‘Medical Foods' o| s

- SlFfelEEo M2H, HCIFEE(Medical foods)zh Ate] EE[SI0| Fo= ¥ &=

-

= ROEER

JRBE MEo=E, ey w0l JlAd UNN WIS MM SS8 YY QTAY et S

x|
ZEE ORI 2L YA el Alo] H2IE AR MFS2Z Yol

- FDAE= HICIFEES] A YoIE ool AF H30 Mot ‘Medical Foods'e| 82 HMAISH0]
O

ooty U=otof ALBEIH, £

S
Pl AFBEIO0F oitks HoM o &2 Eel E440|2¥E8 AE(Foods for Special Dietary

Use, FSDU)Z} 74

=g k=]
==

<O|= FDA MC|EE X 7|1E(21 CFR 101.9(j)(8))>

a. FEHQ XAMFE HEHoz J|EQ MAIE ML REHLR HRs| 23
Eg| =H|-OtEE MELZ, fIL 2¥e2 REL} IHEHEHE S &Y HEE:= F
g3, =22 d+=2 YF6ks AZ0[0{of g

b. X|=-Tg2e W20 FEMFOILt B JYLE 7 280 S4-HASHE 530

P &0, PR ATO| HiyozE JYL QFALS SFE + Bt

Ho|n XEHR oz H=S e XS Y22 o, 2ifs FUELE HEREE

*ZX: Frequetly Asked Questions About Medical Foods; Third Edition Guidance for Industry, HHS, FDA, 2023.03

7) Frequently Asked Questions About Medical Foods; Third Edition Guidance for Industry, HHS, FDA, 2023.03
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* 0|20 HCIFE= MFO| CHEH FDAS| BE Q7ARtE ZFd 2|20t US

<HEFE HE #8>

» MK I |F(Current good manufacturing practice, (21 CFR part 110))

» AE A SE(Registration of food facilities (21 CFR part 1 subpart H))

» AUHEO|0f ZEE Aot XA AlE(Thermally processed low-acid foods packaged in
hermetically sealed containers (21 CFR part 113))

+Hst AlE(Acidified foods (21 CFR part 114))
J

_|
o
» 215 5Pt &2|(Emergency permit control (21 CFR part 108))

*ZX: Frequetly Asked Questions About Medical Foods; Third Edition Guidance for Industry, HHS, FDA, 2023.03

© HEFEE 3Ya & BAIRE AT 215°40] tiet 2= 78 2 EAl QAR HAZ[X|2L,

b

RE AF BMEHET) 21ARE E0lor &

- ([OICIEE BA| QAR HMEH(21 CFR 101.3), =59 F=st #2721 CFR 101.7),
MEGH|, ZEEH, FSTAS OIS AR 2AHX|(21 CFR 101.5), UWEki=2= LIgE
TN g2 ==(21 CFR 101.4), 22°%t 3% Lal|27| fY =& YE(section 403(w) of the
FD&C Act)

m ZREAB(NIH2 Q[ EX25S XHS S8l HEIFE 42 % MSHES TH
LIHIO|QE] 1) Ol HIO|A0M JHEeh Z2HIO|QEA/IE|HIO|QEA HCIFEEIL Lol

of W HY KXo OXl= F= AFo7| e 3 F2{Q| ExF +048)

2

ofof g QF SUE |X| 6FEE HAESH| 93 LHI0|QE HC|IFER! SBD1112] 25

Y ZHEE fIe HICIFEES] Yoz HWAIAKABA)S ZHESH| o 47|

8) NIH awards $3 million grant to study synbiotic medical food for bone health in older women, News-Medical.net -
An AZoNetwork Site, 2023.08

9) BioTherapeutics Awarded New NIH Grant To Develop Medical Foods for Glycemic Control, biotherapeutics, 2016.09
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m (8%) FSMPs(Food for Special Medical Purposes)0| CH$t Regulation (EU) No
609/2013, Regulation (EU) No 2016/128 &2 HA|

* FSMPs(Food for Special Medical Purposes)E EHs| 718 L& HEE SE4FYAES| 3t
ER2, #xjo] AUt BelE gl notEIRion, o7 ASlol ALgsts AEolRt

* (Regulation (EU) No 609/2013) MC|ZEE0]| CHSH HHE, Mol &Hel, 74 XU HE QAR
2AH 74 52 2

[
2ol
l_O J

- FSMPsOf| Ciet 23 Z2QQ3 X|&(PARNUTS, 2009/39/EC)S ChMisHe FE22, FSMPsS|
g&, k=, efdd 5 FUHY AR T MAlSt US

AN
FSMPsE YROIE flet AT, 7188 = 28t 4F &

nE

2r A|E(Food for Special

Medical Purposes), MIZ=H AEC=Z &

<9# FSMPs Q3 AtgH(Regulation (EU) No 609/2013)>

1. Iy SHE 2He=z AF gFixel dY 27ARYE S50k Ol Hedhor &

o A HO
TIH=2 = o= T HAO

3. 2frX CfjojE{ofl 2|X310 AIFEOIE2 QMM HE TR 20]0{0F B, FUerH-MeetKo=
IT

2Pt L0{0F SHH AIE FIXIoP| &eletor &
4. Regulation (EC) 258/970] 2t A0 SAIEP| st =HS SZoHof &t
5. AEC| HA|, = iy AZ0]| Chigt XMEst AR HEE MiSsHof stH, Zete| X|=, oy Sat

L2 242 IR QAR 9F &

6. MIZ0l| it R82 ZEL Y ARY 52| RES SAPH| 3(Clz T2t th)

*ZX: Regulation (EU) No 609/2013

- (Regulation (EU) No 2016/128) 7|Z= %2l EX 74 U HEZ IH|0|ESH HIX 3

- A BAL A 27ARY, AE BE-GYEE BAl S 5F 874K, SY 2 Y I= BAl S

o
1T O BRI S0 Us MR ARl CH MABIACH 2019 28 22%RE HE

10) Commission Directive 1999/21/EC
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E

Ed
=
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2020

2%

b
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L3

To|X| &1, https://www.mhlw.go.jp/english/topics/foodsafety/fhc/03.html

g 2E Y M= olF 32X
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SA
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A
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AlISOIM ZHHEP | RAshME 2BIXFES] Q10

.

[}
Institute of Health and Nutrition, Yuko et el.,

- 4E 0

13) Regulation of the Food Labelling Systems for Health and Nutrition in Japan and Associated Role of the National

11) European Commission CORDIS &1

12) 28LE
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(=) ASoFHHo| w2t HCIEESE 42|28k AlE(Food for Special Medical
Purpose, FSMP)2=& 9|
S40B8E AES J|E AlEe| A3, A%}

—

S YUY 272 3P| U S| OB = HZH MBS £y
=
o

=
- IIANEESHEISS(SAMR)OIA S ok el HLIFE THE EM=E HNE MEY,

diole, ME ATY, Y S ¥ 52z 35| YJH 2tE YSshe X=E 7l

HiZohor &f

<52 E4o28% AE BH 3E>

» Epo|n8LF AME SEO0f 2for S ZX|(Administrative Measures for Registration of
Foods for Special Medical Purpose )

» EOIR2EF AR gf Ol XA QAR FH(Label and Instruction of Foods for
Special Medical Purpose)

» Eo|m8L AE OPYY Q3ARKStability Study Requirements for Foods for Special
Medical Purpose)

» Epolr2L ME SEZ 20t AtE 2(Requirements for Application Materials for
Registration of Foods for Special Medical Purpose)

= SE0m8F AlIFEC| SE2 ot MEUA HFAAR| HHARY Y #E(Checkpoints and
Judgment Principles for Manufacturer Field Inspection for the Registration of
Foods for Special Medical Purpose)

» Epolm8L AME UMARM EREE| J|F(Clinical Trial Quality Management Standard

for Foods for Special Medical Purpose)

14) China formula food for special medical purposes registration regulations have been revised and published, Cisema, 2023.12
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