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SRR E X e » AT T ~ BHTI0SE ~ W RS ~ ZRE ~ B - R R IR
- DG EIE & MRS (T8 FAO) EEUNEMZ 2/m( T8 EFSALIER &)
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() 2010 FEMr 2 T THGEAPRHE /MR | @I T & B ST R BRI E
HAREBEM/KE HER AT (Food and Agricultural Materials Inspection Center, FAMIC)
J72 2009 FHEFEIRIE S —(E OIF taflZ 2 bligiaa/Fdul - B e BRINE Hi
floRE) - 1BHE 2010 FFERHR T FHPGEDRIEE M HBs o Z Bl I ET e E Y
ZHEE % OIF oo KEHFE (OIE Regional Representation for Asia and the Pacific,



RRAP) ~ FAO Z o K& 2 K EFEZ 2% (Animal Production and Health Commission
for Asia and Pacific, FAO-APHCA ) i FAMIC Jt&¥EsE » OIE ~ FAO Bl FAMIC EXfciE:%
RfteT e - sehoERETIE -

(=) #Paftz OIF R
APl 4 Ry B in e 2 R - BRI e A RHRY OIE Fi&EnEis5 17771 &y OIE B4
Y448 (OIE Terrestrial Animal Health Code) ~ OIE [E4: @2 lrs Rty i it
(OIE Manual of Diagnostic Tests and Vaccines for Terrestrial Animals » E-25F K97E ~ Friis -
ASFAEARIEYE ~ Campylobacter jejuni B2 Campylobacter coli JEiZE ~ Listeria monocytogenes
TR BL)/ D B B RN E 55607) ~ OIE /K AR B A=A 8 (OIE Aquatic Animal Health Code)
B OIB-FAO E4rREFEMEFIE5] (OIB-FAO Guide to Good Farming Practice) * BifaHel 27 4=
E R BRI RS 24453 (Performance of Veterinary Services, PVS) & @E# )il 22 21y
PVS SHfti TE BB Ze 40 PVS E@ISEH R - %8 5B A 2 F Fifa i fisidEss |
AETERZ 2B - OIE Ktk Bt gl e et a - R FAO & R4 Bt
[ B AR B E S | -

(19 38k 2010 FEERE > s & B FAO-APHCA (Animal Production and Health Commission
for Asia and the Pacific, APHCA) 2~ il 22 4
FAO #ipsigaikl2 2 A/ 2 EgHE 2013 FNFEH S A E P FAO-APHCA
(Animal Production and Health Commission for Asia and the Pacific, APHCA)E#18i K1 & &
SRR ~ 2015 A S22 S Bh Y Er el SRS B SR Al s DA 4 st 7L Al
NI &3 - FAO BETLAR 4 4% 75 (BRI R B & L 28I AR BRI DLSE R Gl 22 il
RS - Heahl e P e v R F ERGE IR ETE - (EEERERER 5 - BlS
THIHBEE R - BB, - AHAREAIERE - A ERIAITAE

(1) HAREERZ 2884
) fRE 27 42 TR FH R E (40 4B B bR /K EE 44 (The Ministry of Agriculture, Forestry and

Fisheries, MAFF)i5s0 B inZEZ 29 ~ B4 525814 (Ministry of Health, Labour and Welfare,
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MHLW)E2EE 564 1 22 B & (Agricultural Materials CounciD I 17 - Bl & kP A EYIEHY
RS E - BIEERl 2 e R AM (B A B Ay B R SR L EI R S E i > A
Frafakl e e B a i 2e 2 2 75K HAR 2015 S 1T B Ar 8ls R E £ #I(GMP)
T FRIE H i S AR B RS GMP 3¢ HACCP » HAYAEE MAFF &R AR HIET
= RE A EYE - — B AR SZERR AR R E - D e mL e - H
AT 2009 F4L OIE 5838 £ BSE i Al FZERIE 2 - 550 2013 4% OIE #7E & BSE JElb&
AIREREISR - HAGE SRR E T - Gl Ze 2@ 2 e 1994 2 RF4E 60 (2R - [
£ 2016 FEAFE] 5 HE# -

(%) B SR e %

EFSA E 3 TAF Ryte B AV EL AR « SOPREK BR Boln i Bt 20 2 U b ' BB R
HIE » fe BRI ~ RIFRYE R © (e EREE ERG(E - MEERLZ RS aEY#
§E ~ HEYIORGE - BN RARY) ~ Sheak) - S aiEs] - Avitte®s (BT
FW) ~ BAmAIIY) - BanEEEEEE 10 R - FEER MGEYEE ZERNR
AR (1831/2003) BLER B2 22 B & 155 1(2002/32/EC) » & E M HEARHAL G R I T 24
VIR BT E - BRI el 2 —3 - — B adnBlaaieia A S 4L i
> RIS im e B BB e in e 2 EAL - METHE N B - B2 S = HiE
riECRE I el B m i B B — 20 > B2 B R E G S5 7k - L - BYF

Hhslie T2 L BRI 4R -

(1) BRI SGGESE S BOE B B

H AR 3 BRI AR AE LT - BY Gy B E%E T8 » 1953 SRR T EapRl 2 220 ~ 1998
FERIRTEC 78RBS TR PIRARETES | ~ 2007 FFEHIETHUMAEYEE LG RIA I E B EE
5l e 1538 R AEE > RO PP E S IEEERE R 1988~1989 F-HY 14.6% - [
2 2015 69 1.3% 2001 £ HAEE4: BSECHEEMIRIER sUIE-Hm) &6 > 2010 F£E
4% BSE ZEH1 - 2008 SR ILTEPT A FEPRHEEL TAWIHES [ - 2015 SR LETRE GMP » R
Bl SR HACCP ~ SiAE R BFFEE RETRIRIIY) - MAEYIDIEEN: - AYa e

TEREHE -
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(V) HrERE R - ZREE R AR e B

STEL R B AT A A EA B a R S 0]~ HE R BITE - AR N E &
TR SR B A M ~ S0 B 5 B B S i DARRE (R B R S B I 43 T et
SEREY) ~ Eh= 50R8 2 B EE « MARAGRE ST DL IR A T5 B - 2B Gt
LREAEEZFN > WA GMP/HACCP EgdiE » Wit GMP/HACCP F|
SRETE - MFREN B A f GMP/HACCP i -

(L7 4HE T Em
1. afemiEH
(1) BlEE 2 2 AR RS (5 1 JEAN A BRI 22 2R B (A (5 B L G (e T 2
Bl KPR -~ (ERE AT B S ST ) R ? B a2 A
PRER R fmr 2
QRS E T B B E T © AR LS BT R HAR BB AR - AT ek
B B P R B S S | ] 2 BEHE AT mIRG 0 PRE (] 2
2ETEmASE R

G B REER EHET [IEITLIRREERE R - AUERZRCATZINER - ALE
R - Rl 2 NEBYEIES 2V (LM EAYIE G EYE TS
Y e sE KIS E B g a2 S GMP ~ HACCP - ISO ~ Codex ~ OIE 4
S AHIETAVE 24 - IHERPRECE S0ERIA 58 ~ h= FEERGE ~ B = B SF ~
Z JE R AL B R R R EE RS -

~“~1H16H
(—) BYERCEYIEENE Y OIE BSR4
EPEMAYIDUEEM: 2 OIE BIEAEE S OIF FEA B AR 6.7 EEE
PERR AR BN R~ 5 6.8 EEIRIRMAYIDIREM R NG TS 2
& 5% 6.9 EEENEREY Z MY SELEHEETTR - 55 6.10 FEIFEE
SRR UM AE Y gE i 2 R TEE A ~ 26 6.11 EEIH S EIE A TEY)
G o THUEENE 2 B oo AT o B[R EREIN T HIS IR OI /KAEBII 4 A S
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6.1 ZHi%E 6.5 i - OIE HMBEYHEEEEYEERHE S4B Bl iR ilE
S 3.1 AU B R . R E A

BB O UM PEE S 2 ST B S YMEIR e - PERIBTER - 25
TER T A R(RHER ) A T 3E ) BB A - WHOR A= 40480 Ry =B BB .
PuivA: ¥gE s (Highest Priority Critically Important Antimicrobials) » FEES A (E1E £
4 EA{R#EF - Cephalosporins ~ Fluoroquinolones ¥ Colistin £y A B2 EELES 25 BE EE LAY
PR IR FERSE e RATHEH - 482017 F2EHEE - BRTRDUREY
2L E R AERRERIBERER 29% 45/155) > JEMN B 22%(10/44) ~ 35 F
60%(18/30) ~ BH KIS 46%(14/30) ~ BWCNA 4%(2/44) ~ HHEREy 14%(1/7) » 2017 £E3H
A 31 B% W BRI F Ry AR MERE A 55— 448 Bacitracin ~ HZE Tylosin
Bl Flavomycin Y5155~ » FFZZ B Avilamycin ©
SERE R E YIS BN AR 7

UMY 2 EC @S ERINER BER - AR - BHA - E&EHA
&S ETEF AT RP A B o ARSI Sy B R B 5 A A & R A P
EEWIR - HERIMAR S ETEF R A EEE - thBREEAEE - 1
FHE ~ (R - ERREELL R o] B e B R SR E DU & - RS EE -
B ~ ELAFIEE ~ PHER - 8RR - AR S AR R B E - SPIIR EKke)
7l & (me/kg/day) BUE R Sy E & AHEHE AT RERBEMEANELESR -
2016 FF3HHE 30 ERR P EYEESSHE R > KB RINIEIR RELHHT -
FAFIEAVEHES » HH E iR 2 TS £y Tetracyclines B2 Penicillins ©
H ARG VB Rl R I BRETS (BB

AR EEBYERATIMEY S D e SR T - HARERERE
BE 2004 T EHEIETTHE - flET BB AR R R R sHETES | - B 2017
8 FRBRETAL &SR - B b Eet: i R S TE Ry 5 AR BRE(E R BB
(Veterinary Medical Product, VMP)Z Fluologuinolone : ff:5&{E £ VMP 22 Tulathlomycin
Bl Gamithlomycin ~ 5% ~ 2£0E & VMP 2 Ceftiofur ~ Cefquinome 5 5%  ZfF Fyfid
FELARIIY)(Feed additives, FA)Z Virginiamycin ; 5 &1EF VMP =X FA 2 Colistin °

i
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(1)

%)

B s MR R b i P H R BE AL AR E Ry VMP 2 Pirlimycin 5 4~
{E R VMP 2 Gamitholomycin £2 Tulathlomycin o Ef8 A= 4747 SE M JE g ] 7208 I e
E1E R FA 22 Monencin ~ Seduramycin ~ Lasalocide ~ Salinomycin * Narasin ~ Nosiheptide *
Enramycin ~ Flavophospholipol ~ Avilamycin ; DUZAE B VMP 22 Florfenicol ~ FH A 24
Z Tylosine SEG AP EEMERS IR A E & (F /& FA 2 Amprolium ~ Ethopabate ~Morantel
Eil Nicarbazin °

H A MK EE & (MAFE) R B e 45 SR PR AU A Vi 24 M (AMR) 2 B EE
e 0 5 VMP & H AR eZ B Ea b4 R B R S R E g - Al MAFF RHEHT
A& (Revocation of approval) » MFETHFES IR « %5 VMP &R hnZ &2 B et b Ky
B o Al MAFF R RGIEAE ] ~ 4akasT il sea SO ~ 515 4R FHEE ~ i
SEEDH (BIAIHS IEACED) - %5 VMP &8 /R ELBRE el b =] 20 - HI] MAFF
Rr@ Bl - et FA » B RS Ka B 2R kR - AIREEHE FA M
(Revocation of designation) > 75 &K HEAS fy Bl 0] ZH&E - MAFF RIEREUFHEEH 2
FE ©
B PP U A= P EE Sy e SE AR B D5

i EYrEE m(Antimicrobia )V E A B EPUREEE ~ LA e ZE(Fad ke
)M - BUHE DRI ZF Ry (1) ZRIEBHeETRb T DA &R -
() F=ATREfREAREDTAER - (ISR - (3) sEHIEEE R B AR A=) 4%
mi Z HE BsE P& -

SR EEYI N 2 ERHAZ EIET - ORI #E i F R R
- WPRE R B E B ETRR U7 (8 DU A Y% o - (BEapREA 0 AT 8 B Hiskaa
(Coccidiostats) 21 B HE [ #22 (Histomonostats) 052 ¥1E -
FAO N &H5mhL A Y S 40 sk BLR ME 2 B R ZE B 9T

FAO B S5 B THOG R DL AR VI By (E F &3 E ST - SIATUREY)
& i R AN FE B PG EE 20 ¢ sTHEYGIRIDUAEY) ZEmEHE
& HRERE AT T/ N EHE -

4
+
it

By

_{.

={{1

& BT HHUREYSEE BRI 280 - 1T 3 kW
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HAE AT 20 HEHTMA ISR E REpRRR DA - G2 IR - Hodr 13 TE5T
PR L | Ry b ] RS B R T LB » 7351 B Amprolium ~ Avilamycin
Enramycin ~ Ethopabate ~ Flavophospholipol (Flavomycin) * Lasalocid ~ Monensin » Morante] *
Narasin ~ Nicarbazin * Nosiheptide ~ Salinomycin E2 Semduramicin e Avilamycin~Enramycin®
Flavomycin B Nosiheptide i - HarE Bbiard s - 55 7 HUMAEY
F Bacitracin ~ Bicozamycin ~ Chlortetracycline ~ Halofuginone ~ Oxytetracycline ~
Sulfaquinoxaline B2 Tylosin » HATEAEAELT bz > ikt 7 TEEELIT RPiETH -
Colistin 2 Virginiamycin R EAMHEHTIEEM: AT RERVE R - HCRETRDARIIET ATE8 Tk
HARSY - g BRIEIRARGES - a0 /=8 S HRGBRZHEEEEH
BEthZ BB BEEREES - B RPUEY St ek - N
P YEE L E B E A AEAARRBE AR > BN A= 4)2  BfE H T8 T B A 5 -
F=HRTUMAEY LR R R - e BRI LAY S &
(e ~ B ER EDU EY B AN R E R TR - SElZ RREE aEE
TLECERRE ~ RS PSR SR AV AR ~ BLA [F] I & (R LU —#5(One Health) »
Fillr & ~ EhaaeE Pt Yrasin 2 248 - AMR BEIRITENTER ~ BE KD
Pl A= P e (E I SR U8 i~ s BH UM A SR an Bl ~ TERR B E T - 3
B E R EPUE S R R (R -

B
=

F1 OIE ~ FAO ~ EFSA ~ HAGmZ £E B G O AR M 25T/ O [E A
/NG > SHEEERHE P AE SRS T 4E TR A T
® Iy T 2l 5 i fi A 42 Bt DU 4= ) 42 5 ) & (Antimicrobial Use,
AMUWYERL > Bk nIZ 0 oy P B Tl 3 T R AMHBE AR R
® LR A 2 E IR LU e % B T -

i
\

o EEmEHAIRRE - BEEATAMER R A ZE - 2% OIE/Codex #

® AMU EFES FA SR
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1. BEAEHERIREES &
2. BB BsEERE - BEAIE)
3. IEEH DUV SR E A E
® EFSA B EHiMA YIS EEAVEIONE S - A 2 ITHE RS
1. ZEIEWEE R PR DU S E S 21T R
2. BRBSETA AR NG B U Y i AR F 25
® AMR HEIH
1. OIE 2FEE=CHEHHE AMR IVERERIGRE 1 > B ILEATT A
FHA AMR g2 5
2. HHFIsETE
3. HWEITTE HIERERER
FAO-OIE & & 1F 048457 AMR F84E 7 #17 B4~ 7T
BETHAES
s AMU BHIER AMR B\ AT - [RIRAESESOTRE T B R oK

A A

(V) Bhr=Rr gl eyl s s EEME
HIEERENTE » KilrdISREE S gatimamd - S0 e ERED
408R  F— - BRZBEERERSEA - £ - FAMIC FAtFra s AHE
HFE - =~ IHEERF4S FAMIC » FAMIC #8252 & BE sl ol g5 45 &
F ~ FE =& SRR et E iR itds FAMIC - FAMIC Rise#
BB E L [E 8545 25 -
(L) STk E = R 4 R T o 4HE T
1. 5w E
(1) BEPRHE B = T A o R B
A BlEFEZREGHERBERERE ? 55 20X ERE (FRIELBHE
17
B. SHE B B S B e A 4 A% 7S L (focal point for animal production food safety)
A AR BB R L IR 2
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(2) e B B R = I Ry e H AR R el
A, FREPRIE R =R - (AR EERIE > Z B3O ?
B. B&A HM AR EERE ?

(3) HEERE RRISE T /EIH H SLE (]

A, SR 1~2 ERSHE A R At 0t 2 TIFAR®s (Bransiaahinzdlsn) -

B. At E = Rl E 2 Ok ~ MU ~ LSS EALFAMIC) ~ #Egh+ ~ 28
H(G BRI R B E ? UM A ?) BE TR EBEEE R

(terms of reference) ? )

25 EmAG R
K& EBAERRERE - Al gin=ii% e 0% - i FAMIC 43
ERIE R E IR - g BRI EBREERD T B E - BEaEREDS

EBEAT ~ Bl ~ ek (BrantebREt &Rt oA BRI HE S |

B - OIF &iamBiEs

BRESEIH ¢

1.

R e EmE L EA  REIEEHE e Al 2 — > WE A% AR
A FIBAER R A 228 DIEREIME D AR EN L E - FERm%E
7N

BhPEEL T Z PREBR AT & B H BRI R R B4 - MR IR A - ERl L2 fy
BanZ e~ NIGEEE - B BEhYHEr 2 B e R -

Hi OIE BiEiE ikt Z B g (Codex) BEILEUMEAEAESEES | i Bha BB LETR
Laed Z R FE

H AR MoK EE HE R i (Food and Agricultural Materials Inspection Center, FAMIC)
2 2009 F4ZIRIEE S —(E OIE iftZ e itpiaalrdul - WEREIg BRI
Haitoee
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5. B 2010 R T FHPERHE S S ) 2 B e ST S ST - ZtET
@4 OIF ni KIEE(LEE (OIE Regional Representation for Asia and the Pacific,
RRAP) ~ FAO Zni K& Eh¥)4: 7 K (@ Z &9 (Animal Production and Health
Commission for Asia and Pacific, FAO-APHCA ) E2 FAMIC Hf&##E - OIE ~ FAO E2
FAMIC EfEe% Kbt &k - 5eloERILAE » 55 OIE 272 2019 & 1 A 15~16 H
Bl FAMIC FL[E 2Ry aaiel 2 4 @ Ishia & -

6. BRI Z SR ETARRE A - BUEEH - GRINIIPURA Y EE R E R RIRER 2
o B BB e > &g BRI RE R WO i A £ & & B 18
KRB -

7. KB R R E e~ BV BRE S AE &N ZEE TR iRE
AT G Cat s LI B4 1 2 B AR -

8. H 2013 Fitl - fapflLe e 2 HEAigAE JEMIETHY OIE PVS TR » & nn Kithl&E
HyEr S AR PVS BYBEIEEEAS -

BT e
— E#HOEgEE
1. Eii OIE 81 Codex BUFFEATEAE » i 2R EA B AL FTas e VAR - IR & e
2 f=j(Buropean Food Safety Authority, EFSA)RTa e FIIRAE - DU BT
fEEYYE - X E IR S B AR -
2. EXBECAHEBYIEIRDERES 2 - RIFERER T {85 OIE Bl Codex BFEEERE » 35
i~ BB b2 ERRS (B EERIT) ) SRR
3. EeBEEYIE ARG £ 0 RIS RE IR OIE B Codex BUPFAREAE - HZTEIY)
PR ARIAS £ -
4. (FMHBAFIZRG AR S HN R 2SS ENES - A EGEE R 220
R B S s A B A Y B B R R AR P R Y EE i 2
B -
5. TEfREZEEE B BRI E(good agricultural practices)iVEI R H55 | E )l

G EE BEUEHE (good manufacturing practices, GMP) A& HH [Be ER P A
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RICLED Al

6. HEEENIERIEEHEE P84 in 2 OIF BRAEBLEE -

7. fRIREDRIZ 2B B ER A0S A LA FAMIC 4% - ?
Z g BB AR ER IR IS ARYEARE - FES RS IR &I A BER
APl e B B B = 2 ATHARAS A -

8. FRMLERRDAR R BB e R B = Z Y & 1F - DLRGRICEIREPIAR
R B ihSET% % L (focal point for animal production food safety) B it 22 2 Hr4% A
ZEHIETE -

9. {TEHFERBEEN OIF BREH S Ztmest# (Performance of Veterinary
Services, PVS)aFti{& YR E4E R - HVHIBHER EIFRIETY -

Hk FAMIC

10. FFEHIETEL S ZEEYE Bk (hazard cards) > 55 #H EHE LB BNEYERE
EVHE - TG BRI

11, EEEBHERREISRETE - AR AR RAG o K& B B - ISkt
S RICEENFYE R EYE R A R 2 = B = R e
AYETIETE - TR ER ARG 27 -

12. £ % OIE Eheal & 2 Bltgbaty & E 0 - RIETES B i Kk el 2 2 &
SR o Ryt > FAMIC R e sEEAR %Y (Terms of Reference, ToR)45

" g S EF N EERZE -

2k OIE
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Unofficial Translation

B —

Establishment of the Guidelines for Feed Good Manufacturing Practice (GMP)

(June 17,2015, Shoan 27 No. 1853, Notice of the Director-General of Food Safety and Consumer Affairs Bureau,
Ministry of Agriculture, Forestry and Fisheries of Japan)
(Partial amendment: April 8, 2016, Shoan 27 No. 6399)

To ensure the safety of feed, the Ministry of Agriculture, Forestry and Fisheries of Japan (hereinafter referred
to as “MAFF”) has established the standards and specifications based on “Law concerning Safety Assurance and

Quality Improvement of Feeds” (Act No. 35 of 1953), and business operators involved in importing,

manufacturing and distribution (hereinafter referred to as “business operator’’) have taken necessary measures,
recognizing that they themselves have the primary responsibility to act on the food safety assurance, based on
“Food Safety Basic Act” (Act No. 48 of 2003).

Recently, the approach to ensure the safety of food has been shifting from the conventional one relying on

testing final products to the one putting emphasis on the process control system such as HACCP. For feed, as part
of the food chain, it is important that business operators themselves introduce such a process control method in all
steps from ingredients to final products to ensure feed safety more effectively and efficiently.

Therefore, the existing guidelines addressing feed safety issues in feed manufacturing have been integrated
and the Guidelines of Good Manufacturing Practice (GMP) for Feed, as shown in Attachment 1, has been
established as a guide so that business operators themselves can introduce the basic safety control (GMP) in order
to provide safe feed. Please notify the parties concerned about it.
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Attachment 1

Guidelines for Feed Good Manufacturing Practice (GMP)

I. Purpose
In terms of the preventive measures against adverse effects on the health of citizens, the fundamental
principle in Article 5 of the Food Safety Basic Act (Act No. 48 of 2003), MAFF has taken measures for feed
safety based on “Law concerning Safety Assurance and Quality Improvement of Feeds” (Law No. 35 of 1953,

hereinafter referred to as “Feed Safety Law”). Such measures include establishing standards and specifications
for feed. At the same time, business operators, which manufacture, import, distribute, and conduct business
activities, have taken necessary measures in order to assure the feed safety, recognizing that they themselves
have the primary responsibility to act on the food safety assurance, based on Article 8 of the Food Safety Basic
Act.

Recently, the international approach to ensure the safety of food has been shifting from the conventional
method relying on testing final products to that focusing on the process control. Introduction of the HACCP
system, built upon the basic hygiene practices for the production of safe food such as Good Manufacturing
Practices (GMP), analyzing hazard at each process, monitoring and recording control points in manufacturing
process, has now become mainstream.

In light of this stream, it is also important that business operators of feed, as a part of the food chain,
introduce such a method and more effectively and efficiently ensure the safety in the entire processes from the
ingredients to final products. Specifically, business operators are required to implement hygiene measures and
manage facility properly based on the GMP, as well as controlling various hazards through proper control of
manufacturing process and quality control activities. More specifically, preventing contamination of harmful
microorganisms, including salmonella, preventing contamination of foreign matters such as metal fragments,
preventing contamination of harmful chemical substances such as mycotoxins, and physical separation of
animal derived proteins as a measure against bovine spongiform encephalopathy (BSE) Moreover, with feed
containing antibacterial feed additives, establishing a system to ensure accurate weighing of additives and
homogeneous blending is required.

The Good Manufacturing Practice (GMP) guidelines for feed, etc. (hereinafter referred to as “GMP
guidelines”) is a guide so that business operators themselves can appropriately control the hazards, introduce
GMP which is the basic safety control for providing safe feed, and, furthermore, introduce higher safety control
based on the concepts pf HACCP depending on their own actual business conditions.

. Definitions
The definitions of the terms used in the GMP guidelines are as follows, including those specified in the

Feed Safety Law.
1. Ingredients

Ingredients and materials to manufacture feed and feed additives
2. Feed, etc.

Feeds, feed additives, ingredients, etc.
3. Product

Feed and feed additives manufactured, including intermediate products
4. Business operator

Those who manufacture, import, and distribute feed, etc.
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5. Business site
Place handling feed, etc. out of the places where the business operator conducts its business.
6. Type A feed
Feed, etc. which is handled not to be contaminated with animal-derived protein, etc. because they are or
may be fed to ruminants (cattle, sheep, goats, and deer; the same applies hereinafter) in a farm.
7. Type B feed
Feed other than Feed-A and Feed for fish.
8. Exclusive feed for fish

Feed manufactured in the manufacturing process, which is approved by the Minister of Agriculture,
Forestry and Fisheries that meets the manufacturing standards for the feed for aquaculture which contain
bovine blood meal or bovine meat and bone meal.

9. Animal-derived protein, etc.

The following substances and materials containing them, excluding milk, dairy products, eggs, and egg
products; gelatin, collagen, and fat not derived from ruminants confirmed by the Minister of Agriculture,
Forestry and Fisheries based on “Ministerial Ordinance on the Specification and Standards of Feed and Feed
additives” (Ministry of Agriculture and Forestry Ordinance No. 35 of 1976, hereinafter referred to as
“Ministerial Ordinance”); and special animal fat specified in the Ministerial Ordinance Appendix 1-5-(1).

1) Mammal derived protein
2) Poultry derived protein
3) Fish derived protein
4) Animal fat
5) Animal derived protein in food scraps
6) Feed additive containing substances corresponding substances 1) to 5)
10. Antimicrobial feed additives
Feed additives specified in the table in the Ministerial Ordinance Appendix 1-1-(1)-c
11. Antimicrobial formulation for feed additives
Single or combined formulation of antimicrobial substances to be incorporated in antimicrobial feed

additives
12. Manufacturing instructions
Giving instructions to manufacturing section for manufacturing products, including the name of product
to be manufactured, amount of manufacture, manufacturing sequence
13. Lot
A batch of products or ingredients, etc. manufactured to have homogeneity in a series of manufacturing
processes in a certain manufacturing period
14. Non-conforming products
Products or ingredients, etc. which do not meet the specifications and standards specified in the
Ministerial Ordinance, etc.

15. Cleaning

Removal, and cleaning, as appropriate, or cleansing of residues attached to the facilities and equipment
(including instruments; the same applies hereinafter) (cleansing indicates washing using detergents or other
cleansing methods which are equally effective.

16. Transportation
Movement of feed, etc. within the facility or between facilities using aconveyer



Unofficial Translation

17. Hazard
Substances in feed, etc. or state of feed etc. which may cause adverse effects on human or livestock
health (for example, microbiological factors such as harmful microorganisms, etc., chemical factors such as
pesticide residues, mycotoxins, etc., physical factors such as foreign matter contamination)
18. Process control standard code
Documents specifying the control method to be taken on the hazards which are evaluated as important
by the hazard analysis in order to ensure the safety of feed, etc..

[ll. Good manufacturing practices (GMP)
The business operator shall ensure the safety of feed, etc. by conducting the following management
activities as appropriate according to the individual condition of the plant.
1. Organization and employees
(1) Establishment of the management system
1) The manufacturer shall designate both process control manager and quality control manager for each
business site. For the business sites appointing the feed manufacturing manager specified in Article 25,
paragraph 1 of the Feed Safety [.aw, the feed manufacturing manager can concurrently serve as the

process control manager.
2) The manufacturing and quality control managers shall not concurrently serve as either of the two.
3) The manufacturer shall establish the quality control section independent of the manufacturing section.
4) The importer and distributor shall designate the operation control manager to develop the plan for
implementation of the following items and conduct verification of the implementation status and
effectiveness.
(2) Education and training of employees
The business operator shall set up the procedure manual on education and training and direct the
previously designated person to carry out followings concerning education and training.

1) Providing systematic training and education, including trainings provided by FAMIC, on hygiene

control, process control, or quality control for the employees.

2) Creating the education and training record and store the record for at least two years from the date

created.
2. Establishment and maintenance of facilities, etc.

The business operator shall establish the premises of the business sites, facilities, and equipment so that
they meet the following standards, and direct the previously designated person to conduct the periodic
inspection and maintenance so that they are maintained in the appropriate state. Also, the business operator
shall create a record concerning inspection and maintenance and store the record for at least two years from
the date created.

When the business operator outsources the transportation or storage operation, it shall confirm in
writing that the facilities and equipment which the outsourcee use, including ships, vehicles, tanks, and
carrying machines, meet the following standards (limited to those corresponding to such facilities and
equipment).

(1) Premises and facilities
1) Premises including pave and shall be maintained appropriately so that habitats of pests are removed.
2) The structures and materials of the floors, interior walls, ceilings, etc. of the facilities shall be easy for
hygiene control and maintenance.
3) The structure of the premises shall allow for adequate control of the entry of people to the facilities by,
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for example, placing defined borders on the premises.

4) The premises and facilities concerning manufacturing, import, distribution, or storage of feed, etc. shall
be designed to prevent cross-contamination among type A feed, type B feed and the dedicated
aquaculture feed according to “Guidelines for Prevention on cross-contamination of Animal Derived
Proteins in Ruminant Feeds” (Notification 15 Sho-an No.1570 of September 10, 2003 by the Director-
General of Food Safety and Consumer Affairs Bureau, MAFF; hereinafter referred to as “Guidelines on
ruminant feed ™).

5) The structure shall be designed to prevent environment-origin contamination in the area for the
operation process exposed to the open air, such as receiving of ingredients and filling containers. (i.e.
install a ceiling over such area)

6) The facility shall have a separated area for eating and drinking by employees, as well as a restroom, and
washroom.

(2) Equipment and instruments

1) Equipment shall have adequate performance for the intended purpose and production volume. The
structure and materials of the equipment shall be easy for hygiene control and maintenance.

2) Facility shall be equipped for appropriate control of lighting, ventilation, temperature and humidity.

3) Water used in the facility shall be microbiologically and chemically suitable for the purpose. Systems
for supply and discharge such water shall be installed.

4) Systems to appropriately dispose drainage water and waste shall be in place.

5) Measures to prevent cross-contamination among type A feed, type B feed, and dedicated aquaculture
feed shall be implemented according to the Guidelines on ruminant feed.

6) The equipment in which antibacterial feed additives or feed containing antibacterial feed additives, etc.
directly contact the feed not containing antimicrobial feed additives, etc. shall be exclusively used in
principle. When both feeds containing and not containing antibacterial feed additives, etc. are handled in
the same equipment, the equipment shall be cleaned before handling the feed not containing
antimicrobial feed additives. Effectiveness of the cleaning method in terms of removal of antimicrobial
feed additives, etc. shall be validated in advance.

7) Measuring and dosing instruments with the appropriate measurement range shall be calibrated
periodically confirmed. The accuracy and effectiveness of the mixers with regard to homogeneity shall
be checked periodically.

3. Management of incoming ingredients, etc.

The business operator shall implement, or direct the designated person to implement, the following

measures regarding management of incoming ingredients, etc. or direct the

(1) The business operator shall prepare clear specifications necessary to ensure the safety of feed for
each incoming ingredient, etc. Contract to supply ingredients, etc. meeting such specifications shall
be signed with the suppliers.

(2) The business operator shall verify the safety of incoming ingredients, etc. and record the result of
verification. The verification activities include assessing the compliance of suppliers with the GMP
guidelines or the Good Agricultural Practices, etc. assessing the test results submitted by suppliers,
conducting the survey or hearing on supplier’s management, or conducting tests on incoming
ingredients as appropriate. When the business operator outsources the manufacturing of products and
supplies ingredients, etc. to the outsourcee, the business operator shall confirm the safety of such
ingredients, etc. and record the results.
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4. Hygiene management

The business operator shall set up the procedure manual on the following items necessary to facilitate
appropriate hygiene management (hereinafter referred to as “hygiene management manual”). The process
control manager, the operation control manager or the designated person shall implement hygiene
management activities based on hygiene management manual. Routine check-ups on those activities shall be
carried out.

When the business operator outsources the transportation or storage operation, it shall ensure in writing
to the outsourcee conducting the operations that the items corresponding to such operation in the hygiene
management manual are satisfied.

1) Employees’ health status shall be recognized and routine hand washing, wearing of clean working

clothes, disinfection of shoes, etc. shall be enforced among employees.

2) Regular cleaning and maintenance of facilities and equipment shall be carried out to maintain
cleanliness. Disinfection shall be implemented as appropriate. Especially for the process in which
condensation may occur, a clean and dry state shall be maintained.

3) Storage of ingredients, etc. and products shall be kept clean and dry state.

4) Items directly contacting the ingredients, etc. and products during transportation, carrying, and
storage such as tanks, truck cargos, containers, wrappings and conveyers shall be dry and clean.
Immersion of water or contamination of foreign matters shall be avoided.

5) Pest control measures such as setting traps or fumigation shall be implemented. Measures to prevent
birds from entering from the opening of the facility shall be taken. (i.e. installing a bird net)

6) Agent to be used in cleaning, disinfection, and pest control shall be used and stored in order not to
remain in the equipment for handling feed, etc.

7) Waste and waste water shall be managed appropriately in order not to contaminate equipment for
handling feed, etc. or becoming habitats for pests.

5. Process and quality controls
(1) The business operator shall direct the process control manager of the business site (the operation
control manager for an importer and a distributor) to prepare the process control procedure manual
including necessary items out of the following items necessary to facilitate appropriate process control

(hereinafter referred to as “process control manual”). The process control manager, the operation control

manager, or the designated person shall implement process control activities based on the process

control manual.

When the business operator outsources the transportation or storage operation, it shall confirm in

writing that the outsourcee conducting the operations will conduct importation or storage based on the

process control procedure.

1) When receiving ingredients, the incoming ingredients, shall be checked the conformity with the
specification which have previously been contracted with the suppliers. Especially, ingredients for
type A feed shall be confirmed to be managed in an appropriate manner. When receiving animal
derived protein etc., it shall be confirmed to be managed in an appropriate manner by checking the
label or the manifest.

2) Manufacturing plan, along with the manufacturing instructions and product formulation
specifications shall be prepared and products shall be manufactured according to the plan. For the
manufacturing process of formula feed containing antimicrobial feed additives and antimicrobial feed
additives premixtures, appropriate manufacturing sequence shall be specified in the manufacturing

instructions.
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3) In all the processes from receiving of ingredients to transport of finished products, the measures
against cross-contamination, including identification of ingredients and finished products using lot
numbers, cleaning of the manufacturing line, air-cleaning of clothes, hands of workers, and
appropriate disposal of residues shall be taken.

4) Quantity of stored antibacterial feed additive premixtures shall be checked and recorded.

5) Rework of products with defects shall be carried out using the method for which the safety has been
validated. Information on rework including lot numbers of reworked product shall be recorded.

6) The products shall be appropriately labelled. Measures against contamination during transport of type
A Feed, type B feed and exclusive feed for fish shall be taken, according to the Contamination
Prevention Guidelines.

7) The records on manufacture shall be provided based on Article 52 of the Feed Safety Law, and kept
for eight years based on Article 72 of “Ministerial Ordinance for Enforcement of the Law concerning
Safety Assurance and Quality Improvement of Feeds” (Ministry of Agriculture and Forestry
Ordinance No. 36 of 1976).

Moreover, the record on storage, receipt and shipments, and manufacturing control shall be kept for at

least two years.

(2) The manufacturers and importers shall develop the procedure manual on the tests, laboratory analysis
and other operations on quality control which are required to confirm that the operations according to
the GMP guidelines are appropriately conducted and the safety of the products is sufficiently ensured
(hereinafter referred to as “quality control procedure”). The quality and operation control managers or
the designated person shall conduct activities on quality control based on the quality control procedure
manual.

6. Tests and laboratory analysis
The business operator shall develop the procedure manual on sampling methods, testing methods,
interpretation of the results, and other necessary items including the following items (hereinafter referred to
as “test and laboratory procedure manual”) in order to ensure safety of ingredients and the quality control
operations specified in 5 (2). In case the business operator outsources the test and laboratory analysis, the
business operator shall request the outsourcee to develop such manual. The designated person appointed by
either the business operator or the outsourcee shall conduct activities on tests and laboratory analysis.

1) Collecting samples of ingredients or final products at defined intervals set by the business operator or
outsourcer in line with the method stated in “Operation Guide for Inspection of Feed, etc.”
(Notification 52-Chiku-B No.793 of May 10, 1977, by the Director General of Livestock Industry
Bureau, Ministry of Agriculture and Forestry) and creating records of sampling. As for products

containing antimicrobial feed additives, in principle, the samples shall be collected by a
manufacturing lot.

2) Testing collected samples at business sit or external laboratories. As for feeds containing
antimicrobial feed additives, including salinomycin sodium and monensin sodium, etc. described in
Article 2, 2 (3) (a), a, (b) of “Concerning the administration of the Law concerning Safety Assurance
and Quality Improvement of Feeds” (12 Seichiku No.1826 of March 30, 2001), the samples shall be
tested and analyzed by a manufacturing lot.

3) A record of the results of the tests and laboratory analysis shall be provided and kept for at least two

years in principle.
4) For manufactures, the results of the test and laboratory analysis shall be informed to the person in
charge of the feed manufacturing or the manufacturing control manager in writing.
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5) When non-conforming products are detected in the tests and laboratory analysis, or when deviations
from the usual state are observed, the causes shall be investigated and the necessary measures for
preventing recurrence shall be taken.

6) The manufacturer shall store the samples collected for the certain period which the manufacturer
itself has specified in the test and inspection procedure under the appropriate storage conditions after
the tests and inspections. As for the final products containing antibacterial feed additives, twice the
amount of the samples required for the prescribed tests and inspections shall be stored.

7) The facilities and instruments to be used for the tests and inspections shall be periodically inspected
and maintained and a record of the inspection and maintenance shall be created.

7. Self-inspection (Internal audits)

(1) The business operator shall develop the procedure manual concerning the self-inspection for each
business site in principle, in order to check that the process and quality control are implemented steadily
and effectively. The business operator shall make designated person to periodically perform the self-
inspection based on such procedure. The results shall be recorded and the record for at least two years in
principle.

(2) The business operator, based on the results of the self-inspection in (1), shall take the remedial
measures, when the control method is required to be improved, Activities for remedy shall be recorded
and the record shall be stored for at least two years in principle.

8. Actions to be taken in response to irregularity
The business operator shall develop the procedure manual concerning actions to be taken in response to
irregularities including the following items, in principle, for each plant. Such irregularities include
manufacture of non-conforming products and products which may cause health hazards to humans and/or
livestock or the case such products may be manufactured caused by equipment troubles in the manufacturing
process. The business operator shall make the manufacturing, quality, or operation control manager to take
actions in accordance with the manual.

1) The causes of occurrence of irregularity shall be investigated and the countermeasures shall be taken.

2) When required, measures to improve hygiene, process control or quality management shall be taken.

3) Information shall be shared with the relevant business operators, including suppliers of ingredients
and distributors as appropriate.

4) Products and ingredients with abnormality shall be appropriately handled.

5) Irregularity incidents shall be recorded with a summary of the incident, results of investigation and
the measures for improvement, as appropriate. The record shall be kept for at least two years in
principle.

9. Management of customer complaints
The business operator shall develop the procedure manual concerning actions to be taken in response to
customer complaints on products safety including the following items, in principle, for each plant. The
business operator shall make the manufacturing, quality, or operation control manager to take actions in
accordance with the manual.

1) The causes of complaints shall be investigated and the countermeasures shall be taken.

2) When required, measures to improve hygiene, process control or quality management shall be taken.

3) Information shall be shared with the relevant business operators, including suppliers of ingredients
and distributors as appropriate.

4) Management of complaints shall be recorded with a summary of complaints, the results of
investigation and the measures for improvement. The record shall be kept for at least two years in
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principle.
10. Recall operation
The business operator shall develop the procedure manual for recall operation including the following
item in case non- conforming products were manufactured or products might cause health hazards to humans
or livestock. The business operator shall make the manufacturing, quality, or operation control manager to
take actions regarding recall in accordance with the manual.

1) The causes of the recall shall be investigated and the countermeasures shall be taken.

2) When required, measures to improve hygiene, process control, or quality control shall be taken.

3) Information shall be shared with the relevant business operators, including suppliers of ingredients
and distributors as appropriate.

4) Recalled product shall be appropriately handled.

5) Recall incidents shall be recorded with a summary of the recall, the results of investigation and the
measures for improvement. The record shall be kept for at least two years in principle.

6) Recall incidents shall be reported to the Animal Products Safety Division, Food Safety and Consumer
Affairs Bureau, MAFF (hereinafter referred to as “Animal Products Safety Division”) , in principle,
through the Center.

11. Cooperation with government administrations and the relevant organizations
In order to ensure feed safety or respond to the incidents in which feed may compromise food safety, the
business operator shall cooperate with MAFF and the relevant organizations including the Center as follows.
(1) Registration of business operators

The business operator shall register its e-mail address with the Center in order to receive the

information on the safety assurance of feed, etc. which the Center will send.
(2) Reporting of the quantity of feed imported or manufactured

The importers and manufacturers shall report the previous year's quantity of feed imported or
manufactured in the appended form [ or 2 to the Animal Products Safety Division by July 31 every year
by e-mail, fax, etc.

When the report of such fiscal year has been already submitted to MAFF in some way, the above
report shall not be required.

(3) Collection of information on production areas

The importer shall collect and organize the relevant information which may affect the feed safety.

Such information includes extreme weather (for example, drought) in the production area, occurrence
of mycotoxins during the storage or usage of pesticide for massive insect pests. Information considered to
be of special importance shall be reported to the Animal Products Safety Division through the Center.

(4) Cooperation for surveillance and monitoring

When the Center performs surveillance and monitoring based on the “annual plan of surveillance and
monitoring of hazardous chemicals concerning the food safety,” etc., the business operator shall cooperate
with it for those activities, including providing samples.

(5) Providing the information on the results of tests and laboratory analysis.

When the results of the tests and laboratory analysis indicates a trend that feed safety issue might
arise such as the problem might affect large area, the business operator shall provide the information to the
Animal Products Safety Division or the Center.

(6) Use the shared information

The business operator shall use the results of surveillance and monitoring and other information, etc.

provided by the Animal Products Safety Division, ingredient suppliers to know the latest information
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which may affect the safety of feed. If necessary, ingredient suppliers, variety of ingredients, frequency
and targets of tests, etc. shall be reviewed.

IV. Process control based on the hazard analysis

The business operator is recommended to develop a control method base on the HACCP principle in order
to effectively and efficiently reduce risks by the following procedures 1 and 2 in addition to the implementation
of GMP. Control method might be selected corresponding to the manufacturing conditions including variety of
ingredients, source of ingredients, variety of products, settings of establishments. This procedure can be
replaced by the procedure for HACCP introduction specified in the Codex Alimentarius or the procedure
specified by the food safety management systems which requires HACCP procedures.
1. Hazard analysis

The business operator should prepare the list including the specifications of ingredients and the table
describing the results of hazard assessment for each site.

2. Process control in the critical control points

(1) Based on the assessments provided in 1, the business operator should determine the major processes
which are significant for controlling hazards and specify the control method in the process control
standard code.

(2) The business operator should establish the procedure so that the manufacture or operation control
manager of such business site appropriately and smoothly perform the process control procedure
specified in the process standard code and shall reflect such procedure in both the process and quality
control procedure manuals specified in III. 5.

(3) The business operator validates the appropriateness of the control method specified in (1) at sufficient
frequencies.

V. Verification by center
If a center confirmed regarding implementing a management based on the third of GMP guideline by
an application from a manufacturer or an importer in accordance with Attachment 2, a certificate of
verification shall be issued.

VI. Manufacturing process control concerning formula feed containing antibacterial feed additives and
premixture of antimicrobial feed additives
The manufacturers manufacturing formula feed containing antimicrobial feed additives and premixture

of antibacterial feed additives are exempted from the analysis of every manufacturing lot specified in III. 6.
2), when the Center confirms the control status, etc. of antimicrobial feed additives, according to
“Establishing the guidelines for manufacturing and quality control of formula feed containing antibacterial
feed additives and compound preparation of antibacterial feed additives” (Notification 18 Shoan No. 13845
of April 10, 2007, by Notice of the Director-General of Food Safety and Consumer Affairs Bureau, MAFF)
or when the Center confirms the control status, etc. in accordance with GMP guideline by the fifth.

10
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(Appended form 1)
Report of manufacturing quantity of feed, etc. (Fiscal Year YYYY)
Date: YYYY/MM/DD

To Person in Charge of Feed Inspection Instruction Group, Animal Products Safety Division, Food Safety and
Consumer Affairs Bureau, Ministry of Agriculture, Forestry and Fisheries of Japan (FAX: 03-3502-8275)

Name of Company:

Person in charge :

Zip code

Contact Address :
Phone

E-mail address

Table 1 Feed

Manufacturi tit
Category Name of kind of feed anulacturing quantity
(ton) D
Feed A2
Single feed
Other than Feed A
Feed A 2
Mixed feed
Other than Feed A
Feed A ?
Formula feed
Other than Feed A
Table 2 Feed Additives
Manufacturi tit
Category Name of kind of feed additives anufacturing quantity
(ton) D
Feed A2
Other than Feed A

<< Instructions for filling out the above >>

11
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1) For manufacturing quantity, round off the figure if the accurate total figure has not been obtained.

2)“Feed A” means feed used for ruminant (cattle, sheep, goats, and deer) (including those shared for other
livestock).

3) If the space for entry is not large enough, use an additional paper.
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(Appended form 2)
Report of import quantity of feed, etc. (Fiscal Year YYYY)

Date: YYYY/MM/DD

To Person in Charge of Feed Inspection Instruction Group, Animal Products Safety Division, Food Safety and
Consumer Affairs Bureau, Ministry of Agriculture, Forestry and Fisheries of Japan (FAX: 03-3502-8275)

Name of Company

Person in charge

Zip code
Contact Address
Phone

E-mail address

Table 1 Feed (grass hay and main grain)

Category Name of exporting country | Number imported | Import Quantity (ton)
Grass hay

Corn
Milo
Rye
Oats
Other wheat and barley

Table 2 Feed (Excluding those reported in Table 1)

Category Item | Number imported | Name of exporting country | Import Quantity (ton) !
D
Single Feed A2
feed Other than Feed A
MiXC d Feed A 2)
feed Other than Feed A
Formula Feed A2
feed Other than Feed A

Table 3 Feed Additives

Category Item | Number imported | Name of exporting country | Import Quantity (ton) !
Feed A ?

Other than Feed A

<< Instructions for filling out the above >>
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Unofficial Translation

1) For import quantity, round off the figure if the accurate total figure has not been obtained.

2)“Feed A” means feed used for ruminant (cattle, sheep, goats, and deer) (including those shared for other
livestock).

3) If the space for entry is not large enough, use an additional paper.



Unofficial Translation

Attachment 2

Verification procedure based on guideline for Feed Good Manufacturing Practice (GMP)

I. Verification procedure

1 An importer and manufacturer (hereafter referred to as “applicant”) whose feeds or feeds additives (hereafter
referred to as “feeds, etc.”) are to be confirmed that a management is implemented in accordance with the
guideline for Feed Good Manufacturing Practice (GMP) (Hereinafter referred to as “guideline”) shall apply
to Food and Agricultural Materials Inspection Center (FAMIC) Director (hereafter referred to as “center”)
for the confirmation. The manufacturer shall apply to every manufacturing sites.

2 As for the application of the first (1), an applicant shall pay a necessary expense to the center in accordance
with a rule defined by the center.

3 When there is an application of the first (1) from an applicant, the director of the center shall determine if the
applicant meets the criteria by carrying out a field inspection and shall provide the applicant with a notice of
the result of the determination. If it meets the criteria of the third (3), a certificate of the verification shall be
issued.

As for a manufacturer, a field inspection shall be carried out in every manufacturing sites and shall be a
notice of the determination result and a certificate of the confirmation.

Also, if the center confirmed that it clearly meets the part of criteria of the third (3) such as an applicant
obtains a private certification with respect to Food Safety Management System (FSMS), etc., a part of the
field inspection related to the verification can be omitted.

4 When it no longer comply with the verification criteria, an operator who received the verification of the
director of the center with respect to meeting the verification criteria shall notify that effect to the director of
the center with the 3 certificates of the verification. If an operator didn’t renew and the effective period was
expired, the same shall apply.

5 When an operator who received a verification no longer meet a verification criteria, the director of the center
shall be able to cancel the verification.

6 An effective period of a verification shall be 3 years.

II. Intermediate verification

1 An operator who received a verification by the first (1) must apply for an intermediate verification by the
center every year or shorter period during a new verification or from a renewal to next renewal.

When there was an application of the first (1), the director of the center shall carry out a field inspection and
determine if the conformity status is maintained by confirming, etc. a description content of a book and a
record, and shall notify the applicant of the result.

2 When there was an application of the first (1), the director of the center shall carry out a field inspection and
determine if the conformity status is maintained by confirming, etc. a description content of a book and a
record, and shall notify the applicant of the result.

3 As for a verification of an operator who didn’t apply for an intermediate verification based on a rule of the
first (1), it shall be deemed to be expired the effective period without 5 of the first (1).

I1l. Criterion of verification

1 Matter to Organization and employees
Meeting II1. 6 (1) and (2) of the guideline and following points
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(1) Matter to establishment of management system

1) An organization chart, etc. described belongings, positions, names and work contents is prepared and a
role and an authority of a manufacturing control manager, a quality control manager or a business
management officer is specified.

2) A manufacturing control manager, a quality control manager or a business management officer carries
out with respect to a hygiene control, a process control, and a quality control for his/her self in
accordance with the guideline or let a person who was designated in advance carry out the work.

(2) Matter to Education and training of empoyees

1) In the procedure manual of education and training, a purpose, a content, a method of implementation
and record, etc. are described. Also, a plan document which specifies object persons, etc. concretely is
prepared.

2) A manufacturing control manager, a quality control manager, a business management, or its designated
person takes the training of Feed Safety Law, etc. which is held outside more than once per year as a
general rule.

2 Matter to Establishment and maintenance of facilities, etc.
Meeting 2 of the third (3) of the guideline and following points
(1) Premises and facility

1) A subject of inspection and maintenance of a facility, a method of inspection and maintenance, a
frequency, a person in charge, and a method of record are specified.

2) From a perspective of a pollution control of a facility, a site boundary line, a restricted area for vehicles,
and an off-limits are designated as needed. Also, in order to prevent microbial contamination, the
controlled area and the other areas are designated separately as needed and a maintenance of cleanliness
in a clean area is confirmed by a periodical testing and inspection, etc.

3) Types of feeds (type A feed, type B feed, or dedicated aquaculture feed) which are used in a site and
each area in facilities are identified.

4) From a perspective of a pollution control derived from an environment, an operation process and a place
which feeds, etc. are to be exposed to the outside air are identified.

(2) Matter to facilities and devices

1) A subject of inspection and maintenance of a facility, a method of inspection and maintenance, a
frequency, a person in charge, and a method of record are specified.

2) If a clean area is designated, a facility which is required a management in facilities and devices in the
clean area from a perspective of preventing prevent microbial contamination.

3) A feed-water and drainage equipment and its place are identified. Also, if a water source other than
water supply and sewerage systems is used, check if the water (which is used) is suitable for the use.

A facility and a place for disposing waste water and waste are identified.

5) Types of feeds (type A feed, type B feed, or dedicated aquaculture feed ) which are used in each facility
are identified.

6) A facility (including a combined facility) which directly touches an antimicrobial feed additive or a feed,
etc. which includes the additive is identified. Also, check if a facility (equipment) which adds and mixes
an antimicrobial feed additive is operated normally.

7) Types, numbers, installation locations, weighing ranges, and weighting accuracy of the installed
weighing instruments are clarified and a method of inspection and maintenance is specified.

Types, numbers, installation locations, of the installed a compounding mixer are clarified and a method
of inspection and maintenance is specified.
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An inspection of a mixed precision of a compounding mixer which mixes an antimicrobial feed additive

is implemented more than once per year.
3 Matter to management of incoming ingredients, etc.

Meeting 3 of the third (3) of the guideline and following points

(1) A validity of the standards, etc. of incoming ingredients, etc is confirmed and the standard, etc. is
reviewed as needed, and the contract is re-signed.

(2) A method of a safety confirmation by each incoming ingredients, etc is specified. Also, a method of
confirmation of management conditions with respect to a supplier of materials, etc. is specified in
advance.

A compliance status of the standard, etc. of materials, etc. which is to acquire is periodically checked
by a test verification, etc.
4 Matter to hygiene management
(1) Meeting 4 of the third (3) of the guideline and following points

1) In the procedure hygienic management manual, a concrete control method, a person in charge, and a
method of records, etc. are described.

2) A control method of entrance and exit of gowning and disinfection of shoes, etc. is specified
according to hygienic conditions which is required by each work area.

3) A process and a place which are required disinfections are identified and a method of a disinfection
and an applied drug are specified. In the process, measures against condensation and points where
measures against consolidation/retention are heavily implemented are specified, and a control method
and a preventive measures against commingling of a deterioration by consolidation/retention with a

product are specified.
No occurrence of microbial contamination at the points is checked by a periodical testing and

inspection.

4) A place which tends to occur pollution by harmful birds and mammals and pests is identified and a
control method, a person in charge, a method of record, a confirmation method of effectiveness of
measures.

5) From a perspective of prevention of commingling of harmful materials with feeds, etc., drugs which
are used for measuring against cleaning, disinfection, harmful birds and mammals and pests are
identified, how to use drugs, etc., a method of storage, a person who is in charge, and a method of
record of use are specified.

These drugs, etc. are stored by a designated method in a designated place.
6) In a facility where feeds, etc. related to wastes and discharged water are dealt, measures to prevention
of commingling, storage area and method of wastes are specified.
Wastes and dirty water are not allowed to be disposed in other than places such as designated area
and a facility.
(2) A method of verification is specified in advance, reviews, etc. of the procedure manual are conducted
an improvement based on the verification result as needed.
5 Matter to process control and quality control
(1) Meeting 5-1 of the third (3) of the guideline and following points.
1) In the process control manual, a concrete control method, a person in charge, and a method of records,
etc. are described.

2) A confirmation procedure when receiving materials is specified.
3) A confirmation method whether a manufacturing instruction, a preparation method of a combination
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ratio table, etc., a person in charge, a method of determination of a manufacturing order of feeds, etc.
including antibacterial feed additive, and a combination table, etc. meet the criteria/standard specified
by law is specified. The prepared combination ratio table, etc. meet the criteria/standard specified by
law is specified.

4) Measures to a cross-contamination of type A feed, type B feed, and dedicated aquaculture feed ,
measures to a cross-contamination when feeds which includes and don’t include antimicrobial feed
additive are dealt, and measures to cross-contamination with respect to materials and products are
specified.

5) A confirmation method of quantity of stock, etc. of antimicrobial feed additive, a person responsible,
a person in charge, and a method of records, etc. are specified. A confirmation of quantity of stock,
etc. of antimicrobial feed additive is implemented every day.

6) A confirmation method of safety when reprocessing is specified in advance.

7) A preparation procedure of a display sheet, a confirmation method of a person in charge, a
confirmation method that a proper display is implemented and a handling method, etc. of a display
sheet which is no longer needed.

8) As for a book based on Article 52 of the Feed Safety Law, a stock of materials, a manufacture of
product, a status of shipment are described in association with each other by lot numbers, etc.

(2) Meeting 5-2 of the third (3) of the guideline and following points.
1) In the procedure manual of a quality control, work contents, a person in charge, and a method of

records are described.

2) Preparation procedure of a quality control planning which is set out a timing of implementation, a
frequency, a subject, and a method, etc. with respect to a quality control including a test and
inspection is specified.

3) Check that a content of antibacterial feed additive in feeds which include antibacterial feed additive
meets the criteria/standard specified by law by a periodical test and inspection, etc.

4) Check that measures to a cross-contamination of type A feed, type B feed, and dedicated aquaculture
feed and measures to a cross-contamination when feeds which includes and don’t include
antimicrobial feed additive are dealt, and measures to a cross contamination of materials and products,
etc. function effectively by a periodical test and inspection, etc.

In the manufacturing of feeds, etc. which include antimicrobial feed additive, if a process of a
pressurized heating treatment is included, check the effect on antimicrobialfeed additives in products
in advance.
(3) A verification method of process control and quality control are specified in advance, reviews, etc. of
the procedure manual are conducted improvement based on the verification result as needed.
6 Matter to test and laboratory analysis

Meeting 6 of the third (3) of the guideline and following points.

(1) In the procedure manual of a test and an inspection, including a case of an outsourcing, a specimen
collection, a method of implementation of the test and the inspection, a practitioner, a person in
charge, a judging method of the result, a corresponding method based on the result, a storage method
of a specimen, a method of a record, etc. are described.

(2) As for a test and an inspection which to be implemented, a validity of their methods is confirmed.

7 Matter to a self-inspection
Meeting 7 of the third (3) of the guideline and following points.
(1) In the procedure manual of the self-inspection, a person in charge for the self-inspection, a
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practitioner, an inspection content, an implementation time, a method of a record, etc. are described.

(2) Based on the self-inspection, reviews, etc. of the procedure manual are conducted an improvement
based on the verification result as needed.

8 Matter to actions to be taken in response to irregularity

Meeting 8 of the third (3) of the guideline and following points.

(1) In the procedure manual of response to abnormal situations, a situation and an evaluation criteria
which are applied the procedure manual of response to abnormal situations, a contact and information
sharing system, a handling method for products, etc which are found abnormality, a system of
investigation to the cause, a method of a record, etc. are described.

(2) As a remedy based on the result of the investigation to the cause, a review of the procedure manual,
etc is implemented as needed.

9 Matter to management of customer complaints
Meeting 8 of the third (3) of the guideline and following points. In the procedure manual of response to
claim handling, a response procedure, a contact system, a handling method for products, etc. which are
subjects of claims, a system of investigation to the cause, a method of a record, etc. are described.
10 Matter to recall operation
Meeting 10 of the third (3) of the guideline and following points.
In the procedure manual of handling of recall, a procedure for handling of recall, a contact system, a
storage method of recalled items, an identifying method, a method of a record, etc. are described.
11 Matter to cooperation with the government and related institutes
Meeting 11 of the third (3) of the guideline and following points.
Email address which is registered on the center is updated.

. Exemption from control method of antimicrobial feed additives

In a business site where a formula feed containing antimicrobial feed additives or a antimicrobial feed
additives premixturesis produced, if it was confirmed by the director of the center based on the first (1),
analysis by a production lot of feeds including salinomycin- sodium monensin sodium, lasalocid sodium,
calcium halofuginone polystyrene sulfonate, semduramicin sodium, or narasin which are implemented by
methods specified in “Regarding enforcement of ministerial ordinance, etc. revising a part of ministerial
ordinance on the specification and standards of feed and feed additives (on September 5, 1978 53 Livestock B
No. 2173, 53 Promotion of the fisheries No. 464 collective note of the Ministry of Agriculture, Forestry and
Fisheries, the Director of Livestock/ the Secretory of Fisheries Ministry”, “Regarding enforcement of
ministerial ordinance, etc. revising a part of ministerial ordinance on the specification and standards of feed and
feed additives (on July 6, 1983 58 Livestock B No. 1676, note of the Ministry of Agriculture, Forestry and
Fisheries, the Director of Livestock”, “Regarding enforcement of ministerial ordinance, etc. revising a part of
ministerial ordinance on the specification and standards of feed and feed additives (on October15, 1985 60
Livestock B No. 2928, collective note of the Ministry of Agriculture, Forestry and Fisheries, the Director of
Livestock/ the Secretory of Fisheries Ministry”, “Regarding enforcement of ministerial ordinance, etc. revising
a part of ministerial ordinance on the specification and standards of feed and feed additives (on December 25,
1987 62 Livestock B No. 3099, collective note of the Ministry of Agriculture, Forestry and Fisheries, the
Director of Livestock/ the Secretory of Fisheries Ministry”, “Regarding enforcement of ministerial ordinance,
etc. revising a part of ministerial ordinance on the specification and standards of feed and feed additives (on
June 3, 1991 3 Livestock B No. 1113, collective note of the Ministry of Agriculture, Forestry and Fisheries, the
Director of Livestock/ the Secretory of Fisheries Ministry”, “Regarding enforcement of ministerial ordinance,



Unofficial Translation

etc. revising a part of ministerial ordinance on the specification and standards of feed and feed additives (on
July 18, 1994 6 Livestock B No. 1012, note of the Ministry of Agriculture, Forestry and Fisheries, the Director
of Livestock/”, and “Regarding enforcement of ministerial ordinance, etc. ofrevising a part of ministerial
ordinance on the specification and standards of feed and feed additives (on December 19, 2001 13 Livestock B
No. 4573, collective note of the Ministry of Agriculture, Forestry and Fisheries, the Director of Livestock/ the
Secretory of Fisheries Ministry” shall be exempted.
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[Note]

This English translation of this guideline has been prepared up to the revisions of Notice 27 Shoan No. 6399
of 2016.

This is an unofficial translation. This is to be used solely as a reference to aid in the understanding of
Japanese guideline. Food and Agricultural Materials Inspection Center is not responsible for the accuracy,
reliability, or currency of the legislative material provided on this website, or for any consequence resulting from
use of the information on this website. For all purposes of interpreting and applying the law to any legal issue or

dispute, users are advised to consult the original Japanese texts.
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