A A R T R Y A B S R L T R L R T b g it

JovevxaE

ﬁnn @ﬁmﬁ}i{’ 7“"701:’/.17]\

il

SRR

WY A 604 7 H

il
o

No. =

I
WL SRS e

o K DA A i

ekl

Ere







. 74 ) b VAR .
BN @%mmﬁﬁ/y 7ﬂ/l7b
SN R g

JE LIBRARY

lllli’iﬂq’!uﬂlilil'IMJlIIIHIIHII |

10451% 73

W3 160 4 7 B

PRl B Boh g % 3



ER 155 FEH

N Itg

|5g '85.10.14 _
98.5

Baglo. 120531 ves




oL ow K

BBt SIS, 10854 1 28 A2 H 6 HE T 4 ) & v IFIEEE & b A AEBT
CHLTBBOS > k7 4 ) € VERBERRERRS 2 v 5 —RYICH T 5 WHKBL, B
BRARBER DL €Y s —BRENAAAFREBE SFBHEAFARL T 25 BHBH
HHG L ORBRERBE ASEERFHEL T A RERSHBATHBERO S ARED 2 Kk
BL 7, _ ' o ‘
AAEHE 7 « ) CYERTHEE LORRLLOEREALERRDEE L &4 5 Wil
OHBEZHEL, 7)) b YEBRFOBEHNEORES X FREER B - REELHBHOTHE
PIOSHBEL, ABEHFRz0RABRRELVILD LD TS 3,

CoWMEE, Fitmoft#icH59 56L& b, 7oV evEicBy 28R - BERER
EATERROBRE 10, 00 CRAHED L HBCET REFOTH 5,

B, AERBCHBEACLEOGALT 4 ) CyENES LU ARBFBGE S ICER
BAEMBMERT ERBTHB. |

A0 6047 A

- Rl A
HE X &k B Nt






I BB ORI coeereeenennns N TOTRTO RPN vl b st enr s - 1
i, ﬂﬁﬁﬁﬂﬂfiiﬁ@ﬁﬁ EHE e PTIR PR R areasesiaaeasans 1
9. FABFADKERY e, S ST P 1
3 TR e ereaeni Caieeesieana 1
4, TEMABLLEE oo TR ST E TP ST eararieeeeerrrar ey 3

b fﬁ} % ......................................................................................................... 6

M FIBEMELEL e s i RN g
| BAIERERBALE oot T e 8

L1 - H ke 8
1 — 2 EEHIIAITZS crvereermrermosem e e reriie 8
13 BhosmEREE E ....................... Y 8
1— 4 2 BEEIEE 2IRE . .......... e Q
2. EEBWAENT 5EMFREBRBIE oo 10
DD FEHQIPATE  eeeeereeseereeeenie etk s TN 1
9 -3 %ﬁ@ﬁ!ﬂ&ﬁ”%ﬁl% ........................... S U SOOI PSPPI 12
DD 4 EEER L HT e reees 21
3, EEALESRBIE e U T . 21
31 ;| BR e freenenaeas eereereinian e reraens 21
392 FTHEOHNA OO TSV U VRSB PRROOOTS e . 923
3—3 fg}gﬁ}g(’ il i e e e PP PO 23
4 BEERELERALSEST TR cveeree e e s 25
i—1 m gk e et e b et et e overeer 95,
4 — 2 BEHOPGIE  ceeveeeeeereremerm e T T
4—3 BAHOGEEBEEEE i e 926
-4 iR B e S O U O e 08
5. BEH, AR UEERGR oo RN B L CTE RIS TR EERTE
‘5-1 B IR e O OSSP O PTOP T PRI veiveies 29
5— 2 FREERUEGHHEBONRE e b aerbrnnrne et . 31
5—3 HWHoORB &@}éﬁ% R PP J 32

(i) ' . Tt



W AFIBEZEEL  veveesesomomseenmtosn e SUOTIPPT 35

1.

10

11

12.

13.

14,

15.

16G.

THE ON-GOING ACTIVITIES, FUTUR PLANS AND

TARGETS OF THE LABORATORY DIVISION

(585 by -OBIR, IERHIROEEE) e 37
TARGET OF THE ACTIVITIES .
(5 EREIDIEEIEFET ) ceeverrerrrsrs e i 44
TRAINING PROGRAMME

CEFEEEEEE ) v RO 46
ANUAL CONSULTATION PROGRAMME

(EERERGOZRID ) corer e oot o m e b 49
Modification of No.2 of the Specific objectives and project description
(70022 PEEERBET ) e ceressereaenanas 50
PROPOSED EQUIPMENT OF THE FOOD & DRUG LABORATORIES
(HEBFZESEET ) oveeeereres oot e b 54
ANIMAIL HOUSE

(BRI FEELTIE ) covore o roermmm e e e e 66
PROPOSED PROJECT SITE

(Fa s bgA PHIEDY -ooomerer e P PITIPRRE e O 67
BUREAU OF FOOD AND DRUGS BLDG FLOOR PLAN
(BED 7 0F — 75 1) tereeeoseomeseminssstarmes it o aans s e assataas e iamssises shebasessinnssaas 68
LIST OF EQUIPMENTS

NG 8 T IS DR ST RTOPRP e, e, 1
MAN POWER PROGRAMME

(BFD @ FITEE B EBFHETLE ) v eerrrrerr e esin s e T4
BUREAU OF FOOD AND DRUGS ORGANIZATION CHART

(BFDHUBEIT ) -oemrererrrsom e o oot st ks s - 80
BUREAU QF FOOD AND DRUGS FUNCTIONAL CHART
(BFDCD%%{;CD%?EE) ettt eeehe i e A tamaaaeetes i teea i aae e tiaranantata et trarenat e, 81
ACTUAL EXPENDITURE FOR 1984

(1OBAMD I EIA Y rovvrrormrssss e s 33
WORK AND FINANCIAL PLAN FOR C.Y-1985

( 1O BEAFEBBUEFE ) wooeererrerrmrrsrmmrmmeminnn e rene et et e e a5
ORGANIZATIONAL MODEL INTEGRATED. PROVINCIAL HEALTH

QFFICE { 7o ‘ff/f Vi d T 4 AKETE T ) e L TALTLEIIE g6

(i



17,

18,

19,

20.

21

22.

23.

24,

25.

v

'REGIONAIL HEALTH OFFICF

(V=g FAmR 7 42) ..... e
REFERENCE BOOKS NEEDED
(BIEFEHLE ) coerrenren L eteeerteesratteeTeeeEveeetesieatsrartiTaerart iaeriareteanateiiranen tareees
LIST OF REFERENCES |
(TG E ) roeererreeieessesmnss st e s
USPharmacopia XXX(1985) Guicle to genesal Chapters
( *@%Eﬁ—ﬂ&ﬁﬁlﬁﬁ D s T RS
Guidelines for Mew Drug Application _

CCBEKEBE DA A F DA ) e e e eeeirrtaaiereteeaeiaaeaebeaeetae et e e st ennae s
Guide to general Chapters USPXX

( REBEEFICHE - 7RG E M OED), SRR GAEE) et
Program Pians for 1986 ' -

(BFAD 108G4EE TEMIFH] ) cororeoerererrsnirerarniceiesint st a sttt st sl
Rerformance Peport (CY 1972—83)

Plans and Program by Yegr 2000 _

(BFAD197 2405 83 ETORHELE2000FE TOFHE) JEF—
UPDATED NATIONAL HEALTH PLAN 1984—87
CERIRABBEIPE ) coeveremereemrmmermsssee e TP

T4V rRARERELRABRRE LY — 0T 7 PICET S
BIFSEF — AGHAEEERTE  reverrrer e s

(i)






L& o B =

1. WERIRE 0SS B

740 EYHITE, BE - ERKELOEEOHE E L OREOD T, ERO M CEE
Y5 RR  BEEAORALEREERET 2 10, ThbOME - Bk - WREMET 5 il
ERMLODHY, ﬂ@ﬁ@%ﬁﬁ-Eﬁ&%fNﬂD)ﬁ%ﬁ%ﬁ%@%%g&ﬁ-%ﬁ¢%
ROBRCHEL TR b BHEEHEL T 3,

L L3 455 AR ORSEME R - ﬁHQ%FMh&UﬁEHWQ¢®m$®ﬁé%mb Tk
D3 A oHT 7S kn’cu\mu\@ﬁ:ﬁ%#}\'cas 5, : _ . _

CokpARBHBRS  BRBRE Y 5 — ﬁiﬂ@&%ﬁL,cnmmﬁabﬁE@m%,'
WeHm N OREHNEEBL CRLbDTH B, ”

2. HEBOER

Bl VL .
ME GRS BEWE) BREH . ADRSERZS LY 5 — %ﬁm%ﬁﬁ%aﬁﬁﬁf
HE (RBSKE) - AEEE  EURERBRRBEE ’
BB (ERA) RE % EEENRTESREESBTER
AR (RROH)  RHER  FESAEGERARRERHBREEER
MR () PHEEE ] 1CAERERDBEEGHRE
HedR F 8 ) B EE |
FR (415 - Lt KBER DR HERL R e v 5 — BETRIM N - R
AR ) | E -
FE  (GFrEEm) 4 IR JICAﬁﬁﬁéﬁﬁﬂﬁimﬁ%
3. mEER |
BIE A A | & 7 g HE N R
| [/ |8 |msm__PRAST eSS HAKMEN -] [ CABBRE
| | W, WEARY&E
2 29 |k | 9:00~10:00 REHARG - BKFEmi ¥ REEERK BRE -
|  (BFAD) BERIESTOE
10:00~10:30 #EAR 5 TR Y SRR AR R
11:00~12:00 BFAD BHEREIEORRY, ERER
| | &
12:00 #vF« AREIHEERSR




HIE| A 0O |® T B W HE AR
a 15:00~@ NEDATHM ( iR, 6, |24 7R EM RS, BEX
) R
@BFAD® 7 # 7 b Y —fh# | Hid - RIFIRROHR
(E®, RE KE)
3 | 1/30|7%&|9:30~12:00 BFAD }BFAD%E%%GC&%?U
13:80~17:00 - — 74 VT BIO PR~
Yoo AR T 5 EEIE
P
4 31 A | 9:30~12:00 BFAD 7o R = FREITHY » CHEER
14:30~15:30 NSTA HHBREOMIMOBEL L
(4 # 55 b ( Harbal
Medecime Plant B Z
15:45~17:00 RITMRUZav:7 | &FF— 46+ Y5 - DREN
IS TRITMAZRUF Tu < 2
b A LR
5 |2/ 1% ]| 10:30~ Regional Health office HIH R BRI
i N3 (H¥7.nF+rF) |
14:30~ #%w75 % Provincial FEF Y -HE
Hospital
6 |2/2 o
2 | g JEHEERUARITAE
4 |H |18:30 740 RFEEFLR MR - RN
10:30~12:00 United Laboratories | EfRELSHO T H5 by —
inc. B
13:30~15:30 Magnolia Div.of San | BRI GRASG0TBR G #
Miguel Corp. 5FD-WE
5 |k |9:36~12:00 BFAD 15y VEY - RERUCHE
| tsh
15:00~16:30 BHARANMH, JICAH | #ABXEREE
B
19:00~ SRR LM~ 7 4 ~
6 |k |lv=3 PR432 o £ & @




4 FEWRELEN

RBE (Hinistry of Health)

Dr. Jesus C. AZURIN Rinister

Or, . ' Acosta _ ~ Deputy Minister .

Mrs. Catalina C. SANGHEZ Director, Bureau of Food & Drugs (BFAD)
Ns. Virginia O. BARROS ~  Ohief,lispeotion and Licensing Di.,BFAD

Ms. Manuela L. BUENSUCESO Chief,Laboratory Div.,BFAn
Mr. Rodrigo A. CASTILLO Acting Chief, Administrative Div. ,BFAD

Ms. Amor Cita H. PALLERA . Pharmacy Adviser, Office of the Minister

NEDA(National Economic & Development Authority)

Kr. Eduarde G. CORPUZ Assistant Director General -

Dr. Loreto CABANES Head, Health Sector,Social Services Staff
Ns. Flor de Lys TORRES Director,Social Services Staff
M¥s. Dione SABA Asian Div., External Assistance Staff

Philippine Council for Health Research & Development, NSTA(Nationa! Science

& Technology Authority)

Br.(¥rs.) Pacita L. ZARA Depuety Exesutive Director

RHO(Regional Health Office) No._S

Dr.(Hrs.) Roberta S. Regalado Assitant Regional Director



College of Pharmacy, U.P.(University of the Philippines)

Iir. Jeorge ENFEURIOD

Dr.(Mrs.) Nafividad F. de
CASTRO

Mrs. Amorita V. CASTILLD

Mrs. Leticia B. GUTIERREZ

United Laboratories,Inc.

Dr. Dante LLAPITAN
Dr. Karl LIN
Dr. Corpalo DAYVIT

Ms. Penedios V. SANCHEZ

Mrs. Estelita N. GARCIA

Dr. Rogelio de LEON

San Higuel Corp., Magnolia Div.

%r. Conrad V. NIEVERA

Kr. Herman TORIO

Hr. Mel BALELO

H AR K fo i
EEELE
BIRELE

Vice Chancellor for Planning & Devslopment

Dean
Coilege Secretary

Chairman, Dept of Industrial Pharmacy

Vice President for Science & Acquisition

Div.

" VYice President for Science & Technology

Div.

Assistant Vice President for Hedical
Apparatus Div.

Chief, Quality Control Group

Chief, Pharmacy Research & Development
Group

Chief, Analytical Chemistry

Assistant Vice President & Technical
Manager
Head, Laboratory Div.,Technieal Dept.

Head, Quality Control Div.



WHO P8R EEHH R
H AR R

RITH( Researgh Inst_itur_te. fror Troﬁrircal__ Kedecine)

PR _ _‘7’--—#0*53‘—'(.11_05 E’?F?ﬁ)

J1CA~ =5 BEmR
BT R
SEF A
i3 7



M. #& e

TR EF AERELTOAR - EEMREER Q. RBE0AS  BERKF(BPAD)IK
Lo TEBENT WS,

FOMBE, REXHEHOE LT, B8 FH, FRTLLE0MEERH—HLINT b
ThHY, KEHOFDAKENUEBBLWLAETHE A,

ChoDHEEBREVIcMELAFLTEY, Bl h—2DOH 41 IV E2EKT HHDTCHS
CEREETHE, HBRECTR-BMNTIHhoOEBAHEL TOA3HEROETE L 0E
EWNZ LD,

Ldl, BEOBFADOBEMIIASETHE bie, BROEEZFBLTED, LHHERAHK
M (BLEB)RELTCVWEBALAEV, 4B FADODE LU THEBREMCONT,
Bl MEOEMEHBELSL, BRI EMFCAERTTR A BEORMoL < s, il
HEALLOEANERHIN S,

—%, AMOBTH, —BoHML25 L TlATaaEbd 50, REA2ED T, BES
BEUABRRERSIh Ty b0 i NEian s, LALENUEIKSVTE, SHRORERERIC
HLTVTHIETIC & LA, BHETICHT 2 B0 AT D4 T —IEEEH sk
B3ELThH, WA TOVNEE NKEIREBEIBABUEckE0 D EEL OO, RO
BB SRRE DB, | ‘

Ax: LTOARR EESRELSE, BROBMRET S HBHETHSEMABIL, Chs
OHHOHEBC IV L TELHTCEELTERTH R CLELABESI LA ICARMEILB L, DX
5RMA S, WEOBFADERLT 4C LRTFAOBETS LTSNS,
oL T, RERNFSBHIALESH 2552 T, BUWELHBL LR, WM
5T D 1 B & HSHCBAL T FROB®BAA bR, |

a5 #PY

(WA AR EERC 2O COMEMENTERRE -RICNHROTHFECLE bO8E
{, ABROHR LU LWEDNES, C20~30F0lIKE - EERBLSN TV, Lk
LTBFADKBE~OBAE, BENLLE HSOBHEUROKE, 77 <BA - s E
DFEFLHOER, bHLETHBUETZOHOM XS CLILERMEPND ETH b 1
L, EmToB<{h3dlib, SHEOBREEC L 2 BRENdELACELEELNHMNE LD
CoBREICE - TH, YEEHOMENENTEOR LEBFADIKE »CREERETS 5
CERBIRMOIBNWECATH Y, KEORKEREP DERICMBELKRIEHELLDZS
NETHBo

({6280 ) coRFiCE L TR, B2 >WTORESHEOOME Y ELHR
»T, AEKOHEBVBELELL, thifdik, BFADDZOHAF OB hid, #ERToO

_6__



%ﬁ&ma#mﬁ@&%@ﬁﬁ%obtﬁor ﬁ%%@ﬁ%@%f& CERVWIETHEN
W, EREBDC KT O AE G RFOBRBREL THRROEN  BHSERS AL 5, R
AR BA, EORE - TR, k%, GEESITENTHAMFEROKRBELS
HEES® - C, cORFEL CHLMNRHERTCEHHRIERICECLALT v FT5HLE
EHYUF L, FRAWTHESI LER Bo T

(BURER) 8 EERKOC Mo fd 2R AT 54 vOBENFRRBNERE S
mtﬁmmﬂmnBrADumﬁmacé,c@ﬁﬁmﬁbrué<ﬁ%éﬁofhﬂhﬁ,%
U £ 0 5 R ERIGL 5 3 A5 H C L EMCHEL T B, 0k, BEME
LT, PRS2 HURROREY CHESOTTRERA, FOBARNTOMYTH 3,

DHREEE S L THE D ARBUELORLEEL LEVTHS 5, BILBERR, 64 KR
B, AMHBL Y, RES30RABEOKKELELTIHRASEEE LUV, REOKRY
BOATHRETH ZHRMS, BMED— %%?ﬁ%(SPF)K&féoMHKOmT%H
Bomhiz L, AREET 3,

(BEH, %ﬁ%%)C@ﬁﬁm%Lfm BMEROTATELEDBESL TS Ll sh
B4, BEOBMORRNOBLEES LU, EHEBCMLT, v 7Y » o LRIBRERICHK
FURROEHSTEATHY, HFBDNORESES L0 L, BEREBET LOKE T

IRE TR, THEBE BHEEFCHALT, OBROHRIDR VLD, NEave, —
y —DBANETHEEILLN B, ' _ S :

KB CALORGTOFECEL TR, FHEAOZHARSRNE LS EEL SN B4, Kb
HOFGANEBE SEFL LBE, GHHNOZY ANMES LS h D, .

3 -HE@E, Regional Health Laboratory®i{bic DWW THELL TV 345, SEOE
B FADAKOBRAR—HTHD, RHLOMEOHER, HEDBCMES 2 EhREL
EIHE NG,

BiED#EW : . _ .
PEATHT 5L, LEDORFADKSBY 505 - ERREEE LS ORMNE hHTAS
h&%%éﬁ%ﬁ,l)BFAD@%EK@pr%@%ﬁﬁﬁﬁéﬂfﬁb;ﬂﬂéﬁ%ﬁﬁ
S TWA 2)ﬁ&%zmﬁmﬁﬁﬁ%%MﬁgLfﬁb,—mmﬁ%ééﬁfwé-BJBF
ADDEECH L THEME S DD TRLTHSEHIES NG 4G EOHEILL D, 260 LEE
DOERIIEAD C EHERETHD, hrorONBRTAHHLES bOLHNSAD,



n s\ &% o & X
1. B EREREA %

f—1 B K
CBAmEERE, BFADIKKBY ARG (19834E)0 3 I EKE 5%, 20,0008 wFELT
Wh, TOMERIE, AL MERLH12000, RAEMEHR 10000 #THH, s 0H80S
BBHER K >OWTORBTHS (KL, —KRERK>VTORBRER DLW ),
HMEAH LT, BB EE LCARBRBORINSPL TS LM, KBEBLELD,
HHEZR PRI FoRENOTADPHFHANBOREGEFN TS, LPL, #H4EZ D0
TOMEFHRE], HEHHE 7 FoREo ENLSic o ToBERATSEEbLN S, HE
(DU, R KOO THRHEMEE CIRLEEE T 5,

FLEEEDE >V TORRRE, BREBOHLERCEL CO A8, BALNBHRBTH
- T, HERBELDIN,

Zho OFERIE, ARKBL TH, Bacteriological Analytical Manual (ﬁKEJF:D A), E
FEMILoVTE, KEERAFCERL CTEEIRTVS, .

AT 55T, FRAL < VOBB R, EHONEEL ML THD, BEICHREEN
LTw s R TH 505 RBRTEORR, HBEOEA LV - kHTREENICRI T30
TR LEHETE NS, |

FCRARLEBEZTTELDICLELHEREN, 20U LFHEED TR~ b2 L7
HHBHEL T, —RICEHEISE L, HENCLEODTCREL TV A EHEah b, /8
HE, F72GBLHLEOHELOBBLFTATEH S,

HERE T, EREN, KABEBARNTHE1H, 20D, 20LHEETCHIEIE
TITHhhENZEEOEEN, R—Z2HNTHORTWE08RRTH DI, sHBEBOEFftoL
b, B, BREOKERNRETS 5.

1~2 EFORE

ok, ABHPEELOBEVFNHEERELAEL - ROXBHARERShTHL S
2 HEMoELL LT, 1) KRBROXMREAIZEEHEAONN - A 2) —BO8EK
SVTORE, ®2EERSVCORKE TOBMABET 5T 5,

FRMEHEELCT D ALNOMERAAEREORE 2) adHEREEO R

3) AR BER - HEKSEO0 TOMBFRAREDH T 5000 T b,

1—3 BHORAEHZEE
HEMOERLSCICARAND 2B b ABEHERL L, FrB~S 4EH K> THAE

— B —



ﬁéC&#ﬁﬁT569&®% WEL ko

1) AMBMEON - B . : RS

Cwlwbﬁéﬁ¢%ww?%mﬁdébbtﬁﬁMT®D Eﬁﬁ%ﬂ%mmrmaﬁ,w
MR ERED S AT, PEDEHOMHHERPNERENIE LT3 b0 EBBEINE, L
hBic, BEAICBWTBFADTEESATY S RRAK R, BRMFOETT TIol~k @
D,%bwf$+ﬁ&§bgé%iuhobﬁ@mﬁh1ﬁ¢m%®ﬁm%5b%%&t7vﬁ
K?bf%ﬁ(ﬁmﬁﬂénfmﬂmoﬁ@Tﬁ%ﬁﬁéiﬁiégﬁﬁ%&Eﬂﬁi5?56
2, BAES ORI B AEBELAR TS - THAE, COMOMEICHUTHMLERT~
ETH Do L :

EDF - ONTOEKNE ARG, KE7FoRE rvER 7, REETAQEREN
Kigg, Bav 7y Aon% - BE(MBREHMMNEEG)ITH 5,

2) A&k KES- - LHELAFC 20 COMEYFABRK I GEREORE
BFADiBZZRAPEEMOMAERE, FHAE TR ﬁéﬂtﬁ&m%%trﬁbncbo
SEHABCO VT LHEDOSDOEFL T, Ak, MERHLERIW ToLVEER P

ISV TORBEFAERBES TV,

LOF-= R BWTH, NHRBEORE &HFLT, B 1 5 &8 ORI D WTHRER
AEBL, BHEINALERR LSO CLERBORERRA BT LEUBN, coBofifa
Bt SWTERXN, EEURE»SBRFBHAELECEENB S,

3) WEMTK SV TOBEMFREEDSE

B F ADICSEWTCH—BOVEMERANC > 0T, BEDE RV 2 AR S Ui s X5
EEBLTYVAY, BLLTORERFET Sh AL, UETEMsAS AME oBRaS
moffimicd 5 2%, EKHoREDBEC OV THRAMFNEELRET 3,

4) »URR .

Lﬁ@iﬁm,BFADK%MT%E%%&%TU%#Uﬁ%H,%ﬁﬂimmﬁéﬂfﬁﬂ.
NEEkE SV TORE, ARBTPATHE L, HEOSELSBOSRENEZERTL, <
A3 r Yy vEEWMTORE - FEE, <433 vy EAROREEL C OBV I RERE Y
%&%ienaoﬁﬁcwfwvﬁ.mﬁ%ﬁmmﬁ%%t%mﬁ%t&maéﬁo

1—4 B BHECHTERE | |
SR BRI BT s BB BEICEL T, BESAPORASBOER ERROKRICE.
MABNET, BAMcR, i+ -vo o, BT -RAEICkBEE (EN) THORR
EH RSO R ICKER EEMRO SR - B, HEOXOHERE, 50 ABSOREN
EHEUA D, S ol

o lE ) COBORERN, B, B ABAKEEERCAEL TS CLEEEINE, h
EDOMEBH SRR B EORVLIRBT S EHBEETSH B '

ﬁ_g_



3R BT, HEOBARBS LD, ~REABBEAAHI LI TEDY, &
BOREL, EHNBRRIIFREOEFVEERLTEDAETH D, HEBH, B, KL
FHBHHFEERL L5 0HHE, HETHAEHLELE L,

2. ERDMEERT IEYPHRERE

2-—-1 B’ K

1) BF ADch 3 EMFHRR

BFADTH, BH&Es5 W IMMEBT MBIV OT, REHY 2084 5 £ 8% 088

{ biologiecal test-assay, toxicoloagical test) ZfFH - TWhidl, T TDOER LI,
BMAROLESECARIEBUPFICEH T LI BEBRULEATIOTI TP > TH,
HiEBESBO 1 9T, #EPERHOIERERKRKSVTS, POALVELANSSL S,
REEFTOECAEBL TR,

2) BEAKCBY L EDFHRR

BELLRENSED 1D, United Laboratory T, JREOEHRER — EEPORHR (RE
fEH, RE - BREERAE ), Lokl - SR (BT - IEMHERR, St - Gadsik
BR, MEATPESRER, —MBO@{EE R CMERER, BHEERE 52) - OKEERE b -
Thd, LpLoo, 74V REPI2EROWERLETS, RNoBHAR (BHHYSE,
FAERE, AMENFB IOV S PF (Specific Pathogens Free ) 1% & 12731 7
¥, EREBEIIV,

3) ERHHhodtis

740V, T9ABLU T, P EABRECHBTEIAERE, BHEL-GRTREALA
Vo BYIREBRE S > TS0 T NOMR (United Lab, UP, National Science 4 Tech
nology Authority, RITM)bBEMESEHWEEEL T 5,

RITMO# :
C5TBL/6] JICA%BUTHLDHA
Balb/ C UP- Inst of Public Health & D#E A

Swiss Webster United Lab Xk D#A

9 FIEOKE, NACI DAMBEIRL T 5 Israel Commercial (Metro Manila ) & 9
WARGE L EDbNhE, LALBENEL, 27 v Vo HolEss 0, EEHSMWLE LTRAR
BEELZONSD,

TWEy b, FAEONTE, RITMTHREEIRSLOMOLDIETS »1#5, United
LabTHHA L OBA (EERHE) LT3, SEAVHFLEARELEESN S,

" (A=A RAT.Viri &Co-(Metrs manita) KDEA ( LI 200%7) TX %,

4 RO



74U CYENTER, METEIHOAFEARTETHY, RITMTEANMOHCTRHLT
W3, United Lab CRBFIKBLIOBALTED, RITMTRFBWSOSREBREAGBER T
BETB ¢ LTI -» T B,

5) REARA S

BPADE, BRGEHRNENC kD, KROICHT 3 BMOMES, $ 2 ZRDNO
SO, MEEN, 5 LOHMRROMEN, MMM LT, BOMNMRIFLBEE < i United Lab
SHBLELSBNEE T 5, BHYMRREB FA D CTEIGT B/ e, BYso-R,
Ega%%@%ﬁ&@ﬂﬂmﬁﬁéﬁ,ﬁﬁ%ﬁ&@ﬁﬁﬁﬁ@ﬁﬂ‘ﬁﬁ%%%ﬁMﬁth
B

2~2 BEHOAR
1) BEDRE _ .
BFADWUBMEBTOBRBEVWZ EDS, BYEOBE, TOLAT I, REFIKONT
At AAOEBEERL Tb. BFADR, BMSE 2 MG L, 1 MBAZHMO
W - MEAmE, 2B EOMERE &L ERRO D REE RIS TARIEES ~ TV 3,
1O BERBROVAT v r 2R REASEREB SO L (NEBERT )
e ERDMORE - AEEE, EVFORRKEIHE BBV T HAKNOENERD
Tws (BRI, | '
2) EGREME BT 3EDFENRRO D ORFRE & EMFHHABRTE O R
a) BFADRID S #HHcaTh T 5 EMFENRR (HBER 1)
RAGMERE, 7 LoF KB R2H GAEUE) KRB x5 RRB KN -8
B g s, — M RR (AR )IE |
b) USPHBHINTVWEZOTE, USPIRIATHWS LA OHMER (HEEH20)
4rva ) »EHEE AEREG (zexr 7)Y ) R, E0HOEDFMT AL
( BB E MK B i)
3) A RERIC ST 1 B B |
FROBSRBRICABLDYBR ROBOCTH O, FHELIBATILEND 5.
WA, Feu b, vHF, THEL M, F3
4) B8R : _ _ 3 .
BFADmﬁ%@%%%@ﬁ#éi%%%a%@ﬁﬁﬁamc&.ﬁﬁ@ﬂ%éﬂpMmmmt
cMmmmemmm%muxmmmltumm@mtf%ﬁénfmf,Pm”mmmgm,
%nmmgn;mm%gLVummmmn%ﬁmﬁwc&mxb,&%%%Eﬁm%bzgﬁ
s atm, EEHEEELTLLD 8 bh B BEAD ® proposal i& 2WTF.x v 7.9 54,
FROL I EBRAERTELEN S, LIdioC, BERFKCELEL THEWLA, BFA
DOMEEA RS 5 L To%, MARKORY EOROERELE: TR N50, 2ho



OV THMA L P DOREHBELEL 6 b,
() O— vk 55
o Ak AR, (BrEERR)
O B LSRR
oBtinEtE R (MAEMEHAT 3 ERERAR, MERR (R EFOERER)D,
( BHEBOLRARERHR) F)
o R B (MSBEURR, (LRAHNOOEDMRSEE), (REMRTER
MEERERD, (FHASEEER))
o (FEMHER) ( ) :HBoER

o { £ofth)
(HEOPFELT, BFADRLIZORROBFEO/RINAERL T3, FIEY
¥l 21]

2—3 WBHhoHBLHEBE
1) BEsogs
BFADDEZL T rBMARAERT 2 b dBMNBTHRE L UHMRRE NMHET
Hbo BMPTHBREE L, BFADOIIRICHY 2HEBM ORI, SEOR M - BURR
OETORBLET 5E0CTHE, 74V EY LSy 2XBRPPoRRFLEHL, REcH &
UL L CANORERAERD HETHE, choh AMBCEETZHELSS B Lih-
THr iy FROBRKOPIT OEFHR TEER,. T, BB HoRSERIRGEEEL
i, IMEOEBISRHTHS. IMECHROL ST FTRHEELEES D,
a) TOA, F9 b, vHFE, ErE, POFEH -WMERE(7w7, F—IRE)
b) AEEMoRE BEE(r—Y 7w ve—, A—tsL—TDHEF)
c) MMELEE (B BAE BEXR sE#goxE)
&) EEBHAR, BkHEEFEE (15 T)
e) BMRRE (v 7, ¥— ¥, EFBEH, ARABSOKEE)
f)ﬁﬂ%,@%%ﬂi(ﬂ%ﬁ%ﬁ&ﬁi).ﬁ@ﬁ%i
g) Dk
CEPOBMBEAEASAN-L (T v e T —BRE), SRR IR, veT %, WC
h) {4
oIk - B oBENE
B 7K AL B i 2
LT, BRE
HE#EERE
HUEORCBLTROLI HEEEZERL LV,

— 12__



OBMERPRIRE L, %I - WEKE, il BRKIE DHRR - EWMRECS 5o
OWR - MERKBIC I, 7 4 Y € OEEEME (BABE, BAUE) A %ML T barrier system
ERAL, ERoPRME ., chickd, %, ENOHNRBRHSTRESY, £427 1
EvieBUse T EME LT 5, - | : | ' '
OUMIE. HMRBE . RETH NBMAEEL, *AFEEOE T — ¥ £185 bR
ﬁﬁ(m&zc,%is%,ﬁﬁw@ui/%,g%d&mxﬁﬁﬁﬁﬁﬁmﬂ)m%ﬁmg#
47 vET 5, _ ' o
O A5k 2 im i o B E ( n‘/«\*yv-afﬂ/)'ﬁ‘%,}:ln B, %ﬁlﬁt%’gﬁtﬁﬁiii RS
FHECOELLERTS _Iﬁgﬂﬁ‘a’é%@'f barrier CDfFGC Yt B, _
OF v b, voRM5 97 ICREEBKEEE TS b, EE@%ME&%HK%T% L
ML, 9HE, EAEs NS 2icid, BOBRHSELOT, HEKEREDLDEE . H5
BKEENDO DI RE Lo LidioT, U HF, THE, FFHMFICERKERNRELN S,
Ok man, MEy ﬂ’]lm@bt%@f&ﬁrﬁsz%@ Lo 7}<’E$ﬁ§®%iﬂiicctafciﬁé’r
1K EE (BT KR S ) 215 B
OFFE., BRY cv2, FEMEOr - Jic k3B EHETH LD, r-IAELT 7 57
BoEEREE (818 BBBETH D, | |
OMBIC >0 TH, BANKBTSHY, FLHUOEBET>BENRSSCELG, vIR, 7
yPRETHEY, Trey Ho 2HEELAERET S BEXD 5, HOME - Wik, BBTE
@@.%%%%ﬂ@ﬁm%@aﬁ@wf+ﬁﬁﬁ-ﬁﬂﬁéc&ﬁ%ﬂﬁ@éao
RTMICEWT 68 (=9 2) 5k URHMEEFEELESELTVEH, R 1 TMOHY
i3 conventional¥ 4 7 TH Y, if:@@%%ﬁ@fgfﬁiﬁé‘il?;@]%%’é:iﬁﬁﬁ'@%é<‘:l;‘5@93753
5, RITMOBMS LCHABATSC LRESTH L, 'LABFADAKOHYLLOH.
ZRITMAEHMATICEERELI L, |
HOEZRISCHEEMERMBEIL L, _ |
OBMERMBHOGHE LT, THEHHOLD LRBEEEHROLOD2EINETS Do B
F5 i3 microbiology section OMRAFMLTH >0 | | |
OREIE 3, BoRE, @%@%ﬁ@tbmﬂﬁfﬁéoﬁﬂmﬁ IO AR < IR
LB AHEEAS 20T, HEORREER SLENG b
%%%iDmﬁﬁmﬂhfém%ﬂm%ﬁﬁﬁéﬁbnéo .
OB/KMBICEBOD DK THEEHAL LB LRE 2R 5 CLHHROBERICHHL LN
£7 5N 5 o |
OULED#AE BT ADOEKS b CIAFREAEEFE LT, HUEORIE ABEBEHT L
T, TOERE IRELLTRETE (R RUE1 ).
2) B ERD o= — ) OEl
7¢Z.a»b.¢#¥.%W%ybmouru%ﬁéﬁiéﬁgﬁééoLtﬁaf%ﬁ:



p— ]-4 —_

N WO

oo »/

Ty

TTUSE [ee |y ] z
" FTIv Jm..m — Lkl Eﬁ . 2 3 o )
1 & = . w \r\ﬁf ¥ ao bl o} TIRHE .ﬁrz
S S — AN
ceXlen 4 (52 mwu L) ed) MHMM\ mw‘_ﬁt,iww,q i m_w Qﬁ\ \m.J —_ ma _w.m
. el ] b A a 4 [
(% a9 gw@ «M& 0 | i) B T NM_\V ¥ NMM, n_w - 153 i & i B
N EE N - T A B B A S B R IR
cle 4| 2 & & g 32c roiz | ¥ | 2 wh m\w@ EXT A% W 4eh e N
T 2.5 Cida || SN 3

“Qﬂrﬂggigfdmﬂz%% YIFT7 ~—+ Tl SEJE Ty _ 370 e T )4

A e e

BTG e . ' . 9ICEN

adr 5L

wi (gl ) (%) F2RUBANE- B Fp o L I ﬁﬁ, 1-E



=l oy
anaHLY

T~ o

[ZAE S

~ 15—

DD | ]
e | . t— .
| et T b —) |t | ...-...IJ f..lm : @ =
P lopnl ooy deEeamies A eI = RTeE
N BN A S T = e
——— m t T 1 | | | Nt l of | _. : _ .
i R | I 4 _ M = _1 by _mmma il 4y wm e 1
e, TP LT 2t i, il el =
i 5 PRE | ERaE B IR Gl o ey, IR T ——
i o Ll e il Yo 7 Bles il 2
_“.:m\..a\m\u “.L_TJ | P _,__.xm T T_m_ fml. gL IR i
Lalis [ B | - @l oy sHhad o o LN ey 2 1l &
W,Tuq"f“___:__.T 1n_ -4 &m‘ - z\mﬂ.m w___.w%

Al ,ﬂ,:ru.f_[:«..___““.n AR Tl e rﬂ_ —
W:m of H__j_mw - ﬁtﬂ.m W_.“ LS Fdog 1 | |3 e % b

) T 8 o [t Ao : X - - - P - _ H .
_J%wij..n.;_wim_.m,g_wr;w__H.J_.HL ..\“lw.u._qwub =i | /uD
iy ,‘wq M.._,_ _cu" A "_mm_ Mh H..L z S / j
1t 2 i .\u.mw_L 7 b!
Liid ] il — IDV —

_ | i
1/ ¢ i




NPty
- t%

T
t4

e 7| [R——
@” === : . )

oo ey

| I S N AR N —

Bt s 62\ [P oqe T2 [l gof QW _ | Y
H Am..u.mn\ d N.‘w g i < aji I_ : b
RIS S| = Rl R o Tt N D ks
. . 4§ E SRR | ZR I P .. faa
| \ L=l N Ui I R 3 LA gt s _
=5 B e RV R bl loel  § ) ]
BT A e e - =
.,. ¥t ; o+ w1 ‘__ R . . : ! .h_. Nl
= o wglal e PE g ¥ _H__ M_m— s R I =] |
T LJo3 & alilfed . L = .
I s 2 I 7 Eally G4 i,
HERIE |2 E it
en la 1 p JE N
, ) A axben ’ :

—16—




-1 BETFHER
1. iRl 11360 (2 FxEHEH=E)
2. WMENMEE LB

w0 % k- | o or—vl WE M
1) <y AMAER 24n & (HR) BAL80  180~900
2) = AYHME 24 6 (m) 180 180GHD
3) 7. bEAE 24 8 () 1200 12008

:— 51 [ R ) P ‘
4) 79 P HEE 24 6 (@A) et 180 180~360
5) TaEy FHHE 32 2 CaslUksea) 986 96~ 192
. : . (BRI Lyrt=) _ oo

6) By r RGEE 32 2 (A L ) 48{96) Qﬁ(ﬁ)
TY o F ¥R 32 2 v (TR 48(96) 30~ 480
8) oy ¥MEE 32 2 o« | 90 90 |

' - : TBA 120~600
9) BME (=ux5y bE) 28 4 (mAD 120 5u b 120~ 240
10) 7rak—(earty bx) 28 1 (HAKERE) 40 - 40~80
1) #lghE (¥ ) 32 1¢ ” ) 30 30
12) % I MEE 6 1( o~ )

8 8

oo, HEOHEKELLSCCSP I BUT, EMEOEORS, %0 AEN TR
G, TNOAHEL CEM  HEEEAZ0MIVEEbNG. 1 HEZE- 21RT,
pmion T, HECE T b BRI ATL L TWE LHFARVC E, BEADT
OUWRK LDV EEALNS LD, HMBAZEA, EECMT BEETIC L, AL A
S DME Ik BB EDERAN L B MR AR EADBENS e

3) WEMREE, HH¥es v v ORE
.BFADKM@%ﬁﬁ.%ﬁiﬂﬁﬁ@ﬁﬁﬁﬁhC&ﬂ%.ﬁﬁ@ﬁﬁrﬁ%ﬁﬁkﬁﬁf
AT Sl HEE LU,

BB LT, US PICRARTI S biological tests assay &7 bov¥— Sk, B
VEEER, TIMHEREAE MEOHEL L, A ooRRICET 5B, BBELLLONTYLE
Hi B EL—# s ( BvEEl ) RO 2 » OB, BRI oL TRET 5%, JE‘HE#E:&:—;H&
G bt - BURBRO LADTREES b 45 BRIBETH 5. |

i BRI ( G L P ) A RUERY ) ¥ —4 B U~ THBAEND 5o

UB,%@@ﬁﬁ@@¢mBmmmmmwm&Lfﬁﬁm%%U2Fﬁﬁm1%wéﬂt{c
hooEHEY A Ml li‘%ﬁméoxicolngy section oD LHEIN B, & ﬁﬁé{@::fsqt_cﬁ
5550 00 B HE SRER Uk 0 B BERE & ORI B, B REORBMSLETE S (HEEH 6 .

&M%, Toxicology section MEOEBEE Y R L 2%~ 3 RT, |



F#—2 ERMowo-—-L L TCRETREIEDhLIRKLZOMED 1

Tw A [CR

7 v b i Spragne Dawley 5
(M#EbHV]I, MBV, Mycoplasma pulmonis, ‘I‘yzzeré aorganism, Corynebacte—
rium kutscheri, Salmonella typhimurium, Pseudomonas aeruginosa, Syphacia
sp., free)

U OARE O
( Salmonella sp., Pasteurella multocida, Bordetella bronchiseptica, Cocci-
dium, mange, Ear cankar, free)

EWT oy b Hartley %

( Mycoplasma pulmonis, Tyzzeré organism, Bordetella bronchiseptica, Salm-

onella sp.. Pasteurella multecida, Streptococcus zooepidemicﬁs, Pseudomonaé

aeruginosa, Helminths free )

x—3

1. HHUFFRE( LIS EHER)

I F¥37¢h i
2. WAMEE (AUR)D 2
3. WM (IR, BEBEREN) 1
4. EiETAHE 2
5. N3 74 ¥R 1
6. BEEN%E i
7. T4 0b—4 5
8 I7ao I\_—A,Eﬁ-f 47 4
9. 37 o b — AJIEER i
10, 3 7 4 O hES 1
1. FREEAFURAY 7 2 BEBH -

12 - b7 +54 F— (hRERE) 1
13. EWRHE “ ( " ) 1
14, ABmBREEE 1
15. pHA—%— 1
16, BB (EEE) 1
17. BB 1
8. 72 ypH— 1
19. BRkEHHEE 1
20, BIERE 1
21, BR 77 35 1
22, RED L ¥ — 1
23, =0 xTF 49 P AR —5F— 1
24, 34—~ (HABEH) i
26, 234 FEEB(KRR) 2
26, o ( 100 #H D 30
27. REBEH

28. WELUY SR I

29. BEFEMF&S X ( 5 E b o
30. vy _ : 9

“;18 —



5.

40.

(e
1) o R R 65|65B 1500x380x1600HkvRs-F 16
2) 5. FRAEH G 5t 67168 1600x460x1600H" » 10
3) 7y b ERA 3H5H 1400x460x1600H «» 8
4) TuEg b EEKERE 125148 5500x690x 1866H 2
§Y 4 10548 4930x690x1850H . 1
6) o« BMARA 12504% 6800x690x1800H 2
) oW FWERBRERE 15 3HE 6920x770x1900H 3
8) ¢ BEKERE 1W0A4B 4930x690x1850H 1
9) o MEKKRESR 4502 1600x690x16001 1
(47— '
1) v o X {HFEEE FIRFy o8 216x320x130H 500
2) 7o bt WEH &R 220x300x200H 500
3) o+ YERAFD TG RF o 78 280x420x200H 200
4) EaTy bt WEH Fo e 350%x420%x200H 180
5) v B o (B LA 500%x420%x200H 120
8) o HFHEH ’ 350x500x350H 200
7)o S v (BRE D) 700x500%350H
) »  REREH " T00x500x380H 20
9) xamER ,, 350x500%x350H 10
B A |
1) fr¥Es 600x900x850 (R7rLxE)(1E2L) 28
2) EdEE 400%x300x300H( " ) 1FE4dHr 50
3) avs 4+ — (RER) 500x410x970H( “ ) 1E28 25
4) @ 600x900x300 ( " ) 10
5) Eig 330x330x750 ( ” ) 10
8) =4 oA L ( BEY) 5
7) Y=y b4 5
8) A-rrL-7(HiEER ) 1500x1800%x1800 2
9) PhilesR (gD 2800x2800 1
10) 5 7ebdi 1
11) &R #y 72 1
12), 27— 97— 2
13) EEFESH (HE) 1
fie] deH
IDIE"3-7 S 1
2) RAOK VI 1
3 o+ E® 1
4) Ry bI wuR -39 b H 1
5) ” ENEY b DYEH 1
6) WK 1



1) K F¢ 5 0kg 1 &

2kg (0Q.01g) 1
8) Sk . 1
6. RERESM (M E B alinE ME D
1) EYRFA <OR - T bH 2 &
2) " T b 25H
3) K B + a 16
4) T E 24
b) FAGBHES (EEHMD 36
6) Cew EIEREF 12T ( RV H—) 2
7Y v FEES 5
8) o BN hHr (REBREA) 5
9) JRES T H KR 1 &
10) Mk EER 2
1)« BEREE 2
12) 7Y ~#— 1800x700%x930H 1
13) & 3600x1500x800H i
14) F37 b BEFERNE (15000 (7)—¥»~>F) ]
15) " mEaEE (1500mMm) 1
1) 0 RE 1
17) MEBSEREER (02 54) 1
18) B & | 30
19) £V #3537 vzxFa—% (bR REBE) 1
20) 2 o @EES 5
21) BB (vrey b, ~n¥ 3, ARE)
22) BMEXT A
23) HYERE
24) Wa R F
25) MRE( 7 7)) 1
26) B & 1

1) DMORR - T EE B L CDRRIE EORA R |

BEADWE, BAGHYBEESHORKNEGRZ 1 ADOLT VO T, HFBHOBMBIANICHT - of
@@ﬁkt%%Téﬁémugkmﬁﬁﬂ74usy,H$ﬂﬁkﬁﬁ?@%a@%;ﬂﬁ%ﬁ
BT 20 5K URT LIBEATS CEMBET, SRS HICBENT DHHBAETEH
Bo W ORISR, RROEBMICEA >, OMIcHEEOBE FPIROREET -
THREREBIAT 202 kv, i, 70N KDY &+ 5, )

(1) BMOBH - AHEB(RITMTIHTFELT>TL %)

(2) RMBWERER SMHERR

(3) BBithsAER, MIMPEER, BSHHR

(4) Ry I HBSZUS PREKL TITS



T O b A 4 5F ) SR

{6) “ofhoFEHAR (HTELT)

REN S, BFEHFRRBINAIGMEOE CHATHELZ UL ONBATH o

5) B M | e o

BF AD LD LM ENRROBE REKIVBENKRSATHE VDT, BISE, &<
CRETOBBOBBARETS 5, BWEOSHORARMARTH, w9 R, 7 v FERAR
BE100~1600C, o4 ¥ @TAENSOME Tty MAAEN~0EE LTV AT Y b &21T270,
BF ADCHE, Bis & oikhc R ot U B ic @i ~G8 i L EE AT WS, 20l
KWH%&LT@,@%%®%E,kamwymmmm®19y7®ﬁmﬁ@;ﬁewm@%
ZRBR @AM ( HYER - WE B, Toxicology section », Z oo i sectiont»)
B L LTIV, ¥ Y F 2 2ARRE, BUSORRAE LT, B9, BREMN1 255 D108REE
WL, BEIBECTHETAERNT Wi, KA HERK LB RHLIC VT b REEEE b
HEVRB ST TELEND B,

2—4. HBREEE - |

BIEEHO® - L BVER - MERE BRSO DBRRESEECDULOBR. Toxi-
cology section DFELS FICHHHBEHR 7+ VKB 2A8, EREoSHEFE, L
LUHBERORTTAESHEEL 60T DL EL SN B, WIS, 740 itk 5 ERDH
¥ OERFOHE LRBCOASCESTELBbNE, SEOFHEOELHTEBABIEA 5,
tﬁ@%%#&@%ﬁ%%m.ﬁE@BFADKﬁEﬁﬁﬂD@f.%%%@%ﬁmmtrz
KFEE AT > TOL OB CTH B, L LETKC OO CEEDN DD, FROBEEOREEE
BLT, 55 REABZb- A BELT5008E LV, AHERLEL L W IBETYTH
EAUDLRNERBETOREUTH L, FHEOSVAREROEALZLSOLER~ND 7
— Rt s AMEBLT, RSB EBYArvoBRRAES L, ErBodBEolbrT sy
COBMBAEPEITVEOIRRTECEHNTEELEL S,

3 BRtEIFMERE

3—1 | W _

BFDOREMBRILE, 74 Y Bl 2RMARRRCEEENEEAARORE Lo
@@%F®JT?~ﬁMb%#f%Um& BHEFoRE, LER, %?%ﬁﬁi®ﬁﬁévﬂ
WTF o TR RS ilﬂzllii o,

BFDOABRBMATHERBE SN T 2E L EHKI,

1) &y XKoasR, waR Fr7vR BTy v AR, BlE KaF. |

(2) MEEAKRS: vy v E£8 (% Ao A, XS F XA R =y T

21



8 )
(3) ARFEWm: Ok, TEFERFP VYA, A, GMHER4A >, Bk A Y E
{4) &op .
ZDTH B LIBOEHBIBFDOAMMPMBINOER 098 % v T3,
®ol1da¥Bobhic, BAPOAEBREMETLIARNMEENT S, AEHHEF KK
HLTEBDBHAPEE NS ODRLERS T 0h s TRE, REOHAR, HAORMKT
HEZE CEEMT 5 CEPRTRTELLLIFRONTH 5, HE, W 2r0HFHLLY
S ORI A O BE~% Sh TV 3,
ARPOAEFEMEO MM LT, BREEONOHETETHLBFDTITbOS T &
BHECHD, BFDELTHARBELOVELSBBRAUKEZFLHAMET S>BEEE L
ST B,
BEERME AT EHOBTRE OB TH 5,
BEEHEERNE
1) ALBEERRY
a) TREFEREEB(Pixr XL )
BE@, NBI(National Bureau of Investigation )T4HF 3TV A, .
b) BE; FRERREE ARV CXRBE, #7214, 2ofb
A, i, BPI(Bureau of Plant and ilndustry ) BRUO7 4 )Y RETHTD
NT b, K, #, tvEva v REESHNEEKEROBMETCHEETDN, WLA
GIOBERCEUTHBED CTIT2E I NBEL 2L TH 3, (AL, BEOMEI
SEMIT LKA BELBECD-HRA o= b V7780, FID-HR2ux 53
7HEbNTVS (BHEREHN AN ),
H-oTHIARETEREOERAIMEOATH 5,
c) BELE  Pb, Cd, Hy, As %
2) RAREEMH
a) 243 b+ (7773 FF¥>¥Bi, Ba, Gi, G2 %) B4 (1985) 1 Hdifiligld
Y77 rF Ty gi0sAThHoH, HE(IHNA) TR, ST RE&~4 a2 b+ v
131C A T By RBMBEZ10~ 165K/ week TH B,
FYYPA Y- PHEBEORVSREBANETH S, X, SdEks o777
., —EH LWL, = arF v ralicdEHIhATON b, .
A3 b F v, BEFEELUTCFNRI(Food and Nutrition Reseerch Inst.)
TiIFbhTwha,
W7 VT, RRORBYETELT I I b4V LA RRELBE TS, %
LROBREERBETMRT 5T LHEL 0, BFD TREEMMTITOATH 24, FH4a
Lo BTiro AL nEBbhsb,



b) M A # ,
&WH HEMBFAR( Bureau of Food and Aquatic Resowrces ) I, — ik 4 Y
t/ﬁ+mﬁbhfﬁﬁmﬂbh5n . _
BFDrmaﬁmmxamm%mﬁﬁﬁmﬁuruau AHILBF DARLET T
REAEHL, NHREOREABHCERL, DHEFUHERELME S THE I,
c)tzﬁiVﬁﬁ;%@ﬁ®m$ﬁﬁ&#ﬁiénfw%ﬂﬁﬁéf.ﬁ%mh5MMﬂ
ssay MfrHhTna, |
ERY I ik 3PHRBEEATS L ﬁ¢%®k#$5bf$0 ﬁﬂ%ﬂ®$w%7
witthr 3hd L,
$) FERAE XCARRRSTONTEOTRAT ) v —BOMF BTV AL E LTV E,
Pllofh, #Lhkicd s ZORAHITOL T 5 MRBRER @I 0, HEFRY, T&T
ToRMERLS ODIIS{%@-%FC BROBAELTRITTLS CENFLLL, REUEHBIREWBT
BN AdHEEROR EERWIEEY2>THE S0
WA THML L BRGTBRUDMIFTAOHESLELT S S,

3—-2. EBFORE
B BRI BT 5 B F D O BUR KU AL ﬁmiﬁbﬁi®ﬁﬁﬁ®ﬁgmuf®ﬁn
ThHEH, FIDPOLUTOLIN propesalAm SOOI EE TS,
s,

1) @BEoR8EVRLT T

—B . -
2) BERURROERL
3) BEOSBLBEHOBE Y X T 4

3—3 MEA, 2O
(fedE L <) _
H B R 3 @ 7

) ] (2) T
B AW FARNZ PR Y @ﬁ%&ﬁ@ﬁﬁ.
KR v HPLC, GC, IR, UV EERD W, WBERE

#oEE S | BOGH, RTRE
& R m o4 | ELaKs | |
g E MY | EmE | BED L <7 5 7

_ .j#b7f§4f—
- BF & - X B




% H T on K& T e a
(1) Y | (3)
R M B @ | FIor, A7y I T
AbwHh—, 7N —HF— :
o & Fofh ( AWIE- 3 =5 #, 7T, w4 v 53 OB
£ I Bk, YA TSI —=, ara— ik
y %)

(R LB E A T4 5 BERIGR L BB 20 MARETHO, ToBR, BHGRL L
BiaMis @itk esciflbhs c L AMBEN B,

(M ic BBt LT ) | |

(1) wBo%d s

HBFICHE Y L 42 B A5 T

(2) BRI B0 IR

20 £ DT B, WHESMORREVL ORI TES, o ESNeEs, —ERIKEL
To & A I C MIBAE TS

DA I NTED LOREBESIRED Y #1420 B,

(3) FEBRYIES O RS

BOh ok DR TLHENENS S,

Bk &Y, ZohOBRAERL v 7 LTH L,

(4) HRouwb T3 7%, BIREHTSEERECHETIBRECE LS TRETLHT &,
NSy FL—2av 5k THLI7 75515,

6) =xR~=I bux—%—, HERAE Hd, SREEF—FTORBEREESIONEE
Live YRRty hoXx— 9 —DRFiICH, BEEEN-AMLTETHS, RIEOHELEE, 2> .
~ S B > TOBBANEVDOT, FREBEEEEDY — — TSR oKE BB
R BHBBENTH D,

NSk, B RkEFRLEVWE 1 7B 0BHNHRMEIL 5, _
T4 )Y CREE DD AARY P AL - S RTF RAKRECHHEVS, BFDORAR—
ERR¥T~NETHS I, |

6} w4 Y FORDEAEBLBBL AN 2 ¥ - OHPYIKE A S,

) BE, WAHECR AN NEThE, LUV ILBBOSGERY L LTS,
(8) HEE BHEARHORERVERERICLETSHA I, |

CRH D5 & SO LI 7 % 7 4 Bl LT ) | |
BFDOMAATOAHAOMEDPTED LYK SHEO -DRRE, Vv F BT

94 —



BLOTHB. [HEBRY | @4+ 2EB%5 B F DICID AL EE EHY 5 L HIC A5
HRICHET S C AT TH D RBORELAATNE, X F— 5 BB ICTRE A MR
KB CEHTFRINBOT, TY Camd Y RAFAOUALBIEEA 5,

( Zzoith) ' o

749 EYXDAANREShAFELDARICR, ORMNTS, EHE0—EORMEERY
FAOARICRMIERZFHBLNLES,

BB BGERIREATEGIRETHICE 2B - MO RENI V.,

T4V EYTRAES (X7 AHE, GC-HPLC-fIH 7 4%) OFBCHB AL LDT,
Hop LHABIRMBL THL BEBS B,

4. EEREBAFSHFERK

4—1 B % . :
BFAD@meMmyMMMml(ﬁﬁ%&%%)Kﬁhfﬁp%ﬁ%@ﬁéé%jfﬁﬁ
S, LHSRUREASOBEESFEEGL TS, BEEHLTO 3 EBONFREMR 1 0
[On-going Activities ) REBME N TV BEOTH 2, B8, LUFOMA IS TR, il
DRBEDLHARMSER T HORELS D, $HEFHARVEETAR oW TR, RER
EENPLEAHE > TOHVEDCETH »Too EHERAL Y A EHEPLEUTOHEL TV
ASEANZRoBEELSSEORFE 7o Y~ 7 FeR@IL, WHOR XD H#I\B S b HROBRE
A, EEREEESREEO ~BLLTERBL TV, BROEHETRIOVLTE, BB
BRAUBROROCBRAERE SoURH I ABEERIC]I BOBREAR T TV A,
FRERBADPTORBFTH 5. HEHEFLE, BESMOCGATIEM S h 200 0EHQ
Division &, SEMIBALLEVS, vY I re—adbn il HELbEV, Fh, BE
E%%ﬁmmi(mmgn%xﬁmaqtgﬁﬁﬁﬁuvf¢a7@;WHomﬁ@m¢@,1
RGN EEHAGATRVEY, #7 A@FHI LB 1AL G EVIRETHL, T,
FHRABEEM OREGH THY, VI BEABHE L THTHESBOEEL, MENERL .
TVABTTh-to BMESEHE I D>VTS, FRKBATTELEE BRECAHABLTEMBATF T
A OCHBERIOEEHELEL THLEEDTLETH T _ '
COEHEREN - BHOKEEEATS THS BN, HRELHBRSOTRRER BT
Thb, PHVEMEATDRABLTLAHIRERY o, RREFEFOHTIC DL TR, BHID
BEICBVTELARD T, AAL o OBKES ARG TS5 & OHgEEZY 2,

4—2. EBEHFOAE . .
ERFOABRED TAKIEICZ L VOT, 5 ERO 5 ) NI i B B B EY 53
Fl, 5L OHABIRTROBEERKNICRRT 2 L&k L e, BH1OL) TEE



Mo NF. (EH 1O [Tuture Plan) HENBRAGLES A THY, [Target] B0
woHBTH B )
EUEAMNTRERTLEOATRCE S CENBERTHEM, 74 ) Cric BB ORBHR
FERT, KEERACHENT 508 - TWHDT, REERL OB RBEIC>0T,
HBEETRETA2HHOBERERDLECA, AH20L) HEEXNES Ak,

4—3 WHOHHEHERE

SEORMEEICED, BFADRRE T A2%M. AFaEn BB 2EMmA L, i
HEERICBEAROBENA2E - THIEL T BT MR IS, TORHEKEE, Rl <&
U&M“iﬁhﬁ%?é%tﬂ%éhéoﬁf,ﬁ@@%ﬁ®@@?ﬁéﬂhBﬁADMﬁ®&
WREokEd, TR BUOBEHRKEPOBESNLIODLEELIRED, My E
Wk kB L& k. ThbE, BlkEORIERNIORNILEE b THEL, 20
feh a2 d A EZREMHA LTI T W lBRT A EEL BN D,

L7d-T, BFADOHMKEDORN Licid, MEMALTH 5L Ll EREHO B,
AEHABRSHORBAE, BLU TN ORETHANICHBT 520 0RWIER, ToUI
HBEBCABRBHERSMO- AT HE NS ERAIREERENS, BFADIHE, Chool
Kitts, BHMESRETIHIGTSHE LM SABEOT, 7oV 27 F OEMEICLD,
BFADOBHRKENELFEOREGAEICE DS, 70 ) CvEROBHEEEom LA
BETHCERMETCHLEHM SN B,

g oER  uTE, HEERECRTES AHOERT XS KBMichiz 3 R HBE
TR, 74V CYERCHEEL T 2EZERo00BERCTENCHETS 26H 4% KRIK
MBREIEITLEMNEL LY, $4DL, 74 ) ErBEAL T KEER o —BXBRED
3O LEOHMAORABEN S FRICEFEARET AL HI>FEHRBEARE CEBET oV 2 b
OF—AEE L TREGREEL SN B,

ﬁﬁ.%%&@%&5“&%%%%%@@%?&%@.ﬁﬁ%mm@%%ﬁ%&XEU%Em
WooT, EEGOBFABRCETIHENBGEOREBRCID b D FoEkKkESL+
NPT HEEZ LND, £, BEOIGH, HiE BEBIOLWTH, £7ov 22 btk
BRSO BEF0BERGSC, BViclBERIL 350008 H0DT, 2&A-FELT
WMEFERAIBETAEEELERT A LR, RHENCETHD, FLBHENLAVAIALW, €
NENOBBCBREEECHPTEHELIVACEEL, BERBEEOTF KA LG OEMEE
Wik A —H —OREMAMIE KBTS C EPRENUGIIGEEZ SN 0T, FICRECHRFE
Bo4zBHETEABREALES T L EHHIN L,

BHNTHERBIOABLEL TR, FROEANLGEZEA L7 Vv floR82hkl, B
BY5e, FEAORUANSZELVEELLNSE bOKE, HDENXI BHHEMNS S, (K
WKL | ADTFEBSEROFE I DVTHET S L METH 2 ) £, HAEMLDEHM



FRBUETHEHBI>VWT, W{EEi@H?SIEW#CLU%H{P‘%T@‘HC%TTﬁ# CEHNYEE L,
1) ERGOBBHFEHES (RBEOMORO B FRBTIEE)
2) EIESOBAABRRN
3Y M ) SR A8
4) BESHOLEURREEEE
5) BEM 5O ABE ARV G SUBR B #1818
6) HEF—ymar . — y MIPHEEE
7) Ao M2 BB BE
8) EHARAREWES
9) {bdE& - LEHKRRERES
K700 27 bOEBIRS L ORESBLBETEREE, 74 ) P HBEEEOBRRBRY A PR
REIN T 2O CERTHEEAONE, ERROREFRABRKBETZL0T, 740
DRHY A MGEMT B LARFLVLO, BLUTREIZ L EHKRIATHE DD I bH
EHFo L THRAE2ET 5 bORROBY TH B,
© BMAFEE L wHS
1) ERERS ( RTERRICHER)
2) BEEI (ARAFoRBRITEA )
3) FEtEETFREEE (FHMoRRICHER)
4) Sy FnarbL.— 8 (EBF-yEBICER)
@ ERIZET LIRS
1) A—brTF 74— (Autn Analyzer ) : F7 =2 HEO O LHEINLH, £HO
REHT >V TH—ORBE TR 5 BAREMTBETAL LY, LB0HE,HET,
higEBRKESGOERIBLALT L, “FTHHEEOhENEHERETCOLD, kil
ERORN, KELLFLTELTHHE20T, HEWHC DOV THBRA THILEND S,
2) BULRA PR U S NEINER Y 2 btho “For Biopharmacy” DD © TR
BaEms ht s, %@A#dﬁ@fmﬁﬁmmmbn5%%($b,%%%H%Wﬁﬁk
V2B L REREE LRI EbOTHB, LW T, ol EH - A0
BR o M4 B CRE S B L & ASRE L, |
B, %uﬁmEMUzbmAinfmém BF A D o5 88 508 Hk s s T
AR THEOT, MELSH BERBRLENT 5 LTI L.
Ao Yy b LEO L2 CRE SN, ﬁﬂ&%ﬁ&mﬁﬁﬁﬁmﬁ@mﬁmbnt%Am,
BFADKEMT%%Q%&Hé?ﬁﬁﬁﬁﬁﬁ&®ﬁ@Téém
ERGORBRICHOL TR, KRERBHNHRBEEHD LTS5, BFADOBEIELEFICLE
HABRAEREEIEL T 5, BafEE N3 EARBANEKXOMBD TS 2.
Hthky ue b 75 7R |
27—



Hroa< 7772548

WA THBN R =7 b o

FRAAMHBIN R <7+ v 4T

AT

A EWE

IR TR B R

I 3 BE il &

235 Il E

5 5

7K 43 il

AL

75 SR

i B

FEHRB

e _

EERAMORBICONWTE, 74 Vit By 2RETANOKE, EHiEIIcLEL R
O HKEREEN B,
g@%@%momfﬁ.ASEANﬁ#@%ﬁ%@%fnvlﬁ{@74ueyﬁmﬁ@mﬁ
WERmBAEEL ALK, 74V EHNRNDEESSITHEESOBEMNHEE T 5,

4—4. 1B
EELOBIEANICIBESTAC LU, A7o v b RBCELLIERTT oV 2o M E
Wits D ERPSSHBLEL CNEHERA LU Feiid s,

1) BB s FIY
D KRERBANFROAREEHA, REEOHE, BHE—(LLABET s L
Lt

@ HEK, HER oMW TE, BiTHHEOBTIRIESY, HEMiKd7 1Y) £ BAHOHE

WEwD 2RI EMINDINETHBo
@ HBRAEOBRABREZERIZEBLYPTOHEROGOLH L5 HERIREL,

@ EBRE~OEEK, & EXFR, ALSORUEERRELELONS,
© HHBEEANRI0L, REAKBS T EPEE L. _
©® HABBFRUHMBALL, AXKEBHEEE TS LT Lv, (LHABERK

FHEHO#E, UBMEAELELT LR, BLIUARHBRB 4T LS IRABLEE

FTBHCEELTHES ) ' :

@ BEMREOEET R R—ZAE DR T Z2LENE S,

il



2) BT Y 2 B

O %ﬁﬁﬁmﬂﬁﬁﬁmd,%BwﬁﬁwbtmﬁU%®¢b;&%ﬁﬂ%@&ﬂhﬁ@%
BREAGEENETH D,

@ BEOFRILR, TANARE L - LEXTIRBHE M2 BLLLIEMHShB L, BLY
= RBIAEEARTEANTVS L ATERT 246 EHH 5,

@ FERMMHEHMET ST L 0BT L SBENE S,

5 EHR, EERUEERRF

5—-1 ® K
1) Inspection and Licensing Division _
COBTR, B KER ERAE CHSSOSEROLSNERERLS D,
BoOEKLUHFA, BHELE, FRLESET-> To b,
(1) &&, BEELFOMROIT
Fald, MEORERHE DEILFERISCLRLIVTOATN S, REGFMBLOVT
i, MR, MALEE, HillEE, ERCEES CORTEESERTHY, AR, L
BRRUZERGRYERRCO VTR, BEXEMLES, BALY. BHESRCE
EEEENFIRRICT > T3, ‘
A R, 2B R BEEN 170006 (> B, <= 5 MK 6000 R, &K
3 OBAGRL 2EIC 100008 ( 55, == 7 HIKiC 3000 HEE) &3 > TV 5,
A, 1EMESC BERUY Y 7Y YL AR ORBREICL - T, BFHsh,
F 4, BEHCRgnF 1 BRETCHFAIESLLEL D,
(2) A& RERKISOHBROHEE
HAMEBREC OO TEHENTHNI, v FHRICODVTE, BFADORENER
HEATHH, oz v T, 22120 7o » 27 IKAEL TZhATNREINT
W5 RHO( Regional Health Office, {FEEOHIFEM) ORENEEELIT» T 5,
75, RHOMT » BEHERUBAY Y 7VEBFADIKELNS,
CBE@, BEHEON O L LELIRREEST S CE EEhn, B B GMP
( Good Manufacturing Practices ) O#ARIEOF » » 7, HHRZBRKITUSERDOE
HENTbN L, _
BEOBOEEE, CMP, BRI K74 vicES0TITAATO S, GMPR, &
S VEESCOVWT —RAT S ONThERIRLED, SOMMNBBEKOVWTE H5HhT
W3, BEFAF 74 vbRBCEEHIN, Foov 24 v rDBEDLNRTH S,
BESEEE, ARRLBcELvoh, LENSMTHESEHITDI S, _
VXfAﬁwm¢Ub%%$nrm5ﬁ,%%ﬁ.ﬁﬁmzt<,%$%ﬁ§$ﬁﬁb

_.29__ . .,



NTWBERTANV. 7, HBOoAROKI, HEMNBEILORKEN, SoMETT
LU T HEPHRATH S,
(3) Zoih
ABFBICOVTR, THO X FLHFREL, BLALTRMEIN TV,
2) Praduct Evaluation Divisien
CORTH, B, BER KEAR IRLOBFARUEELELIEHRTHD, KRS
BEREHLIT T b
(n & &2
A5G, BHXBHAAROAPHMRTHO L TREVSHSETHS, BEEMI, FHH
ﬁﬁ,%m%'m§®%§¥&&6%%%®%Tﬁ%%&én,mm%,ﬁ%%E%ﬁ%
THbo
BRE, 4 N, Gk ROoS2EEdscLicdoivbh s,
1982 ED BRI, EESM 1550 (5%, 1160@TH) #, AEH20004T
b, BESOTHAMIL, 1985F 1 ARIE 7684 &5 - T3,
HESEERSR, 77 F rSoEMmFENRAL, METFonETHd M, BRE, fTbh
Ao
(2) EXLOFE
&ﬁ%m%%u%ﬂ%éﬁbtﬁ4Fﬁ4vﬁ%ﬁénf&50it.IND(Mmr
tigational New Drugs) ®# A F74 ¥ bpREh s, FroBFEMoRR, X
CBUAENERERCEES Bhhd, Ll, BEMNEZDTA | A& - ik
THbo
(3) frak- BAEMEORLE
Bk, REOBHAEMDP LD ETHE, HENFESALGZRCOVT, 0k
EH X R TY 30, HE T L,
(4) Z o
OB hRBERERLRFAMELATEQGCHANT I bOE LT, AEY, BH
%, @EY, BB, K, EHEMS ERWEONRERD 5SS Board of Food and
Drugs Inspection & W5 EELMBBEEATHY, BEFLHIKHIES 5 & &5 Lic
MiEshslnc s ThHb,
3) Administration Division
coFTH, BekoRlaHoitm, FEOFR, AS BREOHE. BSOBARY
MEBBSZoRBAEEFLT » TV 5,
4) ZoOih
{1) B#EBRic > T
i) Regional -Health Office { RHO)



AE%127 0y 7B, FNTNCHEORKE, REF, SEIEDEFRY L RR
HoOMLRENEBEI L TEY, Zhd, RHOTH S, BilLi ks, == 7HIK
B IRUEBUBFADMNT - TWAEY, HADOHRIKOSLTRRHON ChITSH
ToaThd, _

A, ¥V 72200 F Y FITRAET S RHO( Region 3 )AL /oo MAMBR,
BROERAEBPIICRA S hTH D, RARER T2 &V AT, FRILEIE®,
BRicoWTh+ahlBTh b,

i) fthoy BEHLER BE

EEASER hOBBOBRE LN » Tad, fHEHIE Bureau of Fisherly, 5
$ii Bureau of animal industry, 833, Bereau of Agriculture DFTE
THbHo

F 7o, WAFKIE, ltocal healthdepariment 2%, 4K %> Thb,

(2) # Ef
a5, BESHEEZoEREE, HBRAAE, NE4HoRREE T3, 20,
FOHRE, BRHOEHNL S,

5—2 [XRBERUHEBHHIBHFONS
1) Inspection &M
RBRESALI LD, BERCEGERAEZEARE L, ATHEOBEFENER, HE&E VY27
LEEDBEL TS,
KOFBEFINLTH B,
i) APEAE R T A
i EHARR
i) fdh, BRERNYESIZOER
vy BES, (LE&HFOEH
(EREE ST
2) Evaluation 4
WEEA, AANLORRE, HEMNEDe-s VS, BROERERCTA TS,
ROERBEFEIHN T B,
1) A, REENDORE
2) B, WAR, EHABOES
3)§$%mﬁm%zauv¢VXfA
3) Administration 2P
F— & MIBICOWT, BHNDH B,



53 BHOWHEIREE
1) BFADO#{bicONnT

LR it A& EEKOZLMHOHRBAIRTHESLY, hld7 4 )Y
BB chn, 19844k, FDA (Food and .Drug Administrution )/ o B I }\
D ( Burean of Food and Drugs YICHMBMEHTbATE YD, BT ADORILICEENT
H5, BFADZBMLAMATE, ANEBERIDPTVARLTEIIERSRVLITHS
M, FNLOALZDPERILED TR DORM, BHPELELTWE30TREWIRLE
i,

AR, 740 ErhobiB~oBRESGHELRBTHY, BFADDORA, ElEo
FERickn, HEOHBIL, BXKFET25TH5H,

BFADE, RE- RAWHMEER - FEBMArAKEsd 22590 6hd, v = 7HIKD
MR, BFADOEBHEALTED, ¥ » 70X, S8, e, B8, I8P &iisie
EEIGEELZ & 0 EBATOATEY, RiTED, R—0@PAHEL TRESNL 258
RETEFHARTH S 5,

2) BEEHBMMRUEERMcOVT
1) BEficoT
8, BEEXQFAFRKEOWT, GMP ( Good Manufacturing Practices ) 283% 9,

EEOBDOF « o 7 84> b ORESNTO B, £, & IEF 1 Bl 8L KM 1T &HIEH

LT OEEShTHWLEEDbRS, LAL, &M KEKoBEE L, 7 M

T, T OoOMBETERFBCEDLIAL OHERZOMEBERAXTHD, TOHERCHL

ZEYETOHENARECERFLETH D, COV I PETOBRAIRAGETHS I,

{2) dhFIrHO>NT
B, 740t/®ﬁ¢mmﬂmf®md@§< ZowuihE, BEASFT IR TN
%%,%@%émﬁimié,ﬁ$%@ﬁ%-%§9foﬁ%§&ﬁé&®74u
EYlORBRTHY, CORROLWTERNUHTREBbAS,
(3) EFRUTFMc>vT
EEROESEFIRIC, KEERFIED N TEBIMMPEINICERK-> THE3E-BDbNS
P, V7 PEHTHFANEERTSNITORATOEIMEETH 5, POREOFBEEALSL D
i, BEEXBS Y AEMANEZHEE DAY, BUOETUSA D,
{4} BHEAE =) > VYA F 4
TDYVAFALILDVTR, BREBROL LI TH b, COVAFLIIKE, SEHER

0371(1%0)!5”3%5?»&‘9 {LREHH AL V27 E¢TH2ORBLOANSEZ LI CEDN S M,

MBIl VAT ATHDL, £, ABF— %, iﬁ%mﬂﬁmm%mégﬁ o —mihid,

BELEDTH A

M sSEToRE, BRBSLETHOBATETSH S, RB CORE, fim EBHE
a9



REOEHPRELT > T b, 20EOEE SHEREOKREIRES & CAMNKS
Vo CNHORIBNCHI TR, 749 €y MOTEETAERT 5LEHSSY, A
KRCOYRF A, EHEETAMELTOOHI CEIR LD, 7 4 Y [T, BENIE
AE-TbDICENNRBEBODENBEER Bo |
(8 F— MO\ T
ﬁﬂ@%ﬁﬁEﬁmFwihﬁHMﬁthéé®k5pr,&ﬁﬁ&f—&@:ye
2 S {LEAETH A S,
(6) MBIz T
RS BRSO, FCRBEY L OFHISCBINIRARCS 5o 7= (¥
CFEEOROAVADE) AE M TEKIMRE THCRETHD, WEL RN
BiriTrwld, BUOHREISNETHB, £/, BBGHARSEE, v 7V FHESE
LWl Th s,
(V% ol _ _
BFADO#RE, RASEIBOHERMZENEDTHD, 2 8-BK, 5473
Ay, RAMSEMARBLTOTERBE LY, |
3) BHEROZHARIZOLT
FEL 20 THE, DR B0 HEOER2BELTCLL &M, Pkl 5:EX 5,
SWHRKETHHC L, BREBHEH, BEFROELYBRCr3EEA60500. &
FHORBOZOVANC OV CEHELL AN S B,

33—






s






1. THE ON=—GOING ACTIVITIES, FUTUR PLANS AND .
TARGETS OF THE LABORATORY DIVISION |
(3RS bY—OBUK, FRHBRTEE)



. specg Ul Y3aTTad 3¢ ucIavelesq |,
' 3¢y 20dFUYLAl TENTIATRUY CIDTW ‘% R sIsTCr pecF ¢ cnﬂumoawauuwcH g

{(sgd *5'5) PECJ UT SHURUTW __7933Bw ubTRICT ITqR
. ~BIUCD [RIVBUUCITAUZ JC UCTIONIBQ g ,BUCIIDS {GC IBYIC DU YITTJI ICT I$BL *f

. SRvLuTwIUC. Teasw AABSY ICIT 3391 ‘9

SICTCT pCL3 TRIDTITIAY ICT we3sis . { TROT3UIPX : ~fur xo .
USTIRITITIZION 2 FC JUBWYSTTYRIST “% .  — IINITN  pUR [RTDTITIAV) S30Ue] ' SUTXGICTAW ICF 3831 "¢
T : ', — SOng DUTICARYZ PCCcF JC STSATRUY "z, S3TWNT wokixRw payyroads yame arue
syuRUTERIUG,  TElew Laemey Icy , =pICDDEB U SOATITDPPE DCCT ICT 3531 ¢
s3ITUTT TebaT JC uums:wqanwumm . SIURTBJTINDE ICTF Is9r (P SwITTH USTATIROU
| stE3sw Aaevey Icgy A=ssy (o T4 AJTWICIUCY ICT (STRIIUTW DUR
. syonpesd pecy ' - ! : . e cmtss r e .
BATIBU UT YITIE IC3 . STOAST ' fatrens ¢ SUTWRATA 575 S3URTIICM ICT 3SIL g
UCIIDY 32938 IC IUSUWYSYTqERsSz -z vIadcxd pur spise CuTwe JIcy Asal (Y sucTieoTyronds
. I

. - peca yaTEoH , pITpURAS UITM SITWICFUCD ICH 3ISBI °Z

nwouﬁnum . = . o N
bCCy 763 SpeylsH TRoiRATRUY , Terniey, JC stsiTRUR WRTIRON (e 1, stsdTeuYy sanwgxcId T
3¢ TEouew gvag B y¢ juswdo(salg T :SDOYULSN TESTIATRUY I Jusuwwaczdwur T rsrsATRUY TEHNTUDUN-COTSAUG
..wmwmi_. o SNVYId S¥ALAd S SUTITATIOY ONTOD=NO

R i L T T T i

a664d



"5DSPIFIP PUICG-PCCI JC DBUTICITUCW

1cy weashs = 3¢ auswdc 1anag
SUIXC3 puUE

nﬂ@@n;uvm IRTHCIDTW IC UCIROBIND
Icy srcuRau admuu 3¢ swaurds taaaqg

peSg. 3mnmwu(um ICT SPIBPURIS
ﬁ.mnﬂnuuummunuam2£mHﬂnmumm

)

4

e

pcc.g
uT, mcuxnh Amaﬂnu)az J¢ ucT3ndlag

aanoeqge tiAdues

"3 orusbIxXcicIajum

" B2T3TICOCIBRUD RIUTSISR

mnwmcﬂwwuma WOTPTIISCTS

emUTTRACE WATRTIFSCID

(=
v
(o
<
fe

) :susboyaeq
TRTHCIDOTN ISYIO FC UCTIID2ZBQ

Juncr #3214 STUCIATUY

- -

.. x mmﬂu: Jc Lﬂumamaq Hmuﬂwnﬂwduwu 301

Juncr

. roncoc TAydese
e .mcm@nSumm 12TASINTY IC

23274 STAcraY

tEoTDWSCo

mHmuGOEHmm (a

{+}_aseindecr (e

BPCC

. DEUYES JC© UCTIOUTURKY.

1187

g gc

UCTADBYBG

RIS DTN
ucTINIIaAg

uncy pTCH 5 3ISesA

aunecr

WICITTSS

quncr 9327d OTgSISY

TpCC g FC STSATRuV HmUHmwdnﬂuwuvmn

‘S

"
“F
‘e
4
T

— 39—



CEHDTADYL

TeoIDRwW 3¢ Sursess Icy
SOUTTBPTBS JC JUBLYSITHUIST
TSITIFUDC .

Testdezy ur saovpead Sran o
huaaﬂnm;m ay3 Buiassy JC3
UWBISAs © JC JuswlieTTLe3st

"geTIIUNC,

NYHSY €5 2{J2TIRa® 5g 1M
USTYM SSURASODS 2CUSIDTOX
AIRpUCTSS JC IVSWUST THEIET

*gUcTITI
iedInTsoRuwIenyd ot nash
ABcTencyrsw TerysfTrue ue
TBnURY B OXC JusuysiaEal

=pradesn
- zureyd Hmﬁ.ﬁmn Ul PELET]
PSCYI UBYZ ISYUIZC reonpead

ST3vedersys vummcnuq uG
TROURW @ IC JUSay ST iqgelsy

edaxd

(SazuRlsqng aduslagaex Aien
. T UC23s FC UCTIERITEA UC
. 8ucpe buteq sus93 puedky

, Sa3TABGg TRSIEOW UC S35l

. Lruoacd 3¢ UctaeTnoTED

18273513835 puR uctaeycd
,~Ba3%s fgq 2377 IT94ys suTuw
, —I939p €3 as93 AITTIgEIS

, fugsal 80 TRUTSIRSW
. sbpap TegIBH JC STsATSUY

SBTICITS
. <ddns pue swWE2ID ‘F3UW

,maUTC Jc7F #8burz Butueages

SUCTIRTDUICT

nDINOTT ICF 38597 A3TSCOSTA

© BuTys®l UCTINICSSTQ

) 3583 AITTTYETTRARCTL

"6
‘e

posn ST wseg orgeyd
,  —caIpfy gsaTUD IUSIUCH BINISICH G
. aouexeaddy ‘e

R sarressd pue sayicitscddng
. sonpexd
(PIINITISUCSET pUR TETI33BW PATIPD
825313 I¢ apuaieadde sataexedus) *o
. A3TTTOOICE g
. pd -2
. UCTINITISUCIDT ICT
, SSOURISANG /SRONDC I pPOTIP-9299T 3

! ucYIRTHUICY BTOTIIBRI D
' JUIQIUCT ITINRSTSW g
i Agrusbeucy '®
“ WesID - pUR. SUSWIUTY

. SUCTANQTIISTD IZTS aId0Izied "o
. II33%W wumﬂsuAuum& ~q

gd -z
gatqeass [uy pue sprobrq

' A3TTI9RTIE "p
' S5aUpIRY D
. 353I UCTIRILBSIUTSTA "¢
. AJTWICITUN JUSIUCSH "B

"sansdep pue s3@TqRL

i suydeadoucy
Jonpcad uc wmumjavca $35373 pIepuele

-Zpcyleul cnaumuuau pue OTI3DW
, — cacter ‘uﬂsgmumnumsnusUH DTIVBW
~cacydcacnty ‘oradsumcycydeasoads Ag
JAouesed acy ucrzeardead urwRITA pPUR
. Bnip 3¢ srsdTRUe TEOTWeYS —€OTISAyd

- m e s = e o owm e e e Aw e oA o e o e

By
[, ]
0]
21
i
o

e SOTATATIOY BUICH -V

o

suctazaedoag

sUTARITA pue sbnag



- um3sks
Burgssy Tec ﬂmnﬂnﬂa e Amdﬂnmumw QB

-ueasis pIBpUES
wucwnmmmu £Lxepucoas go ucmcnmdﬂnmumm

- pCCF UT SUPTILAA DTICTCTIUD
3¢ TPART SSVEISTCY IC IUSWYSTTARIST

SUCTITRUCD 3HBICTIS UC
souepinl Teadusbh pumR sperled AxtdXe
UcC IpIPpUuBls IO JUBWUSTTURIsH

AbcTepoysw Sesce huava:mwu
Uc TEDURW B ¢ JUDUMSTTNPIST

-7

,S2ETED UDFYM

*DI8 359Y SUTWRISTH
‘huﬂbauﬂmcmm «Aatotusbratre ‘uabexfg
+£3ToIXC) ‘A3 FRS SE UYONS STERqUR
dmucwcnummxw mq.nm.s Burasal .qmu.nm.o.ﬁn.nm

SEAPTHRIE: ARUSIBIPL

wl.;nﬂudunﬂuﬁw_nn.ﬂb«duﬂ*dﬂb 1TB3S CL

speeT

Ut mwn@amwu uﬂunaﬂﬂuam 3¢ sTsiTRuY
.huﬁ TXCT

uT aseEsaout % Apusicd mn aurToap Ayl
rsaDY3c % mﬂequﬁUmuumP uc
au;d@onm aoaumnmummm J¢ UCTIBUTWIBISQ

Aesge ﬂMUﬂmnﬂnas z8
m<cmuam 3¢ d1ay a3 uarm sbnap sracrq
~t3ue .uc sITRTIR L37Trgess Jonpucd ol

Aayand
puR :ll:;uhuaucwﬁd I63 Asay A3ty
- 11®3siar ¥ ucta®icy oyyroade ‘cna ve

 SUBLAUTC OTW

~Tegude ur saTorared TEISW XGF 3ASSL D

sasoy d3rorxcl x A3asyes ‘usbeiadd o
JUSUCD PINISTCH § BUTAIg Us S8 °Q

" {TRSTWAYD). PEYIBW DTIIBWTIR[CI pUR
TTATBWCIIVARCS PUR (fRoIBCICIgCIOTY

Arsse o plyjawl STIIPWTPTGIANE "B
153995 ButmeTTcy 2y adope ol

et e e o e e P . e o

JINN CIZOIFTINY

4

s 393 sty bButarrbaIr sisync pue
SeTaRy
C-oafur ‘sSprolF 36 Sa5ed ATITILAS

suc3ac> ‘s3an3ns TeoTdhans

wwm«wwmcm ® ogIjesuwcicudcrgoads
. Aq -o33 ssynsdes ‘aygesss {ut

. "sappmed 3¢ SS9 UCTIADOTITIVBPRI |

. CINidH pu®
, Axrypucacydeagoads . ‘Ax3awiIinl Ac
, Aesse TECTUSYD PUT poylew 33814
, yopurTAr Hursn Kesge fearbeTe
- CIDTW Aq SOTICTYTIVE 3¢ swxcy
, abescp JIWSIBITITP ' IC A8y Fouancy

- e = e A m e mm em me mp e R AL M e

saT3TATIoY Burch-pn

— 41 —



u3T=aY , PO g
' €3 TnFwIey g LfBW UDTUA ¢« PCUIBW suc2Ty3TP Aq . Y
{ AUER IT) DRIOBIASKD JIIBW .ad )
, IRNPTISHI IC UCIIBSTITIUIPI 2 . :sTe3aW hbmms Jc mﬂmmawcm z

mﬁn._n...nmvﬂnU AN BRI

BurBeyoed pocy Lriserd soT3se1d - aduey [~53UaATCSs smosnbe *q

i UT pasn ag c3 srswircd '

JC sxn3egnURW 3°g pue asdexd ‘ s1qTssTWIad RUsIANA UC ‘ WL (~S3VIATCS vﬂcmmun & ' . . .
ay3 uc savurieprub waeTmuxcy |, aydead TRoTUYDSl ajepdn €I T Y3tk S3sag A3TTIqRYyLPaY T, S orasetd Y

: _ _ ysaBISSY IIT

T m T e e s e e - Ill.-ll-l.!l.l.l|-l|||||||...1.I.l|l.l|l.|.!-l|.l|.!.l|!.l...l.I...‘il-ll'.l
AWBLLC I L AUS : , . . . .
2y3 s® TTam s ucTasencad yivEay . seTpmAg A3TITXCT € .mcngumuAJAmew % EMMMwumﬂmmuMw !
1 -, . . o hd '
URMDY ICT SDUTISENS SNCLILARY : cnﬂunuﬂMHucwvﬂ_u:maammnum z _ pUR 15GeT YITM ASTWICSUCH '

plcyssncy <. .88 syl fcajucs . s3s8l A3rTrqRumeTy T, Uy s3se3 TeRoTwayo —corsdyd T . SnepIrEZEn 1Y
. . S sanTaeaZasaxd Jo UCTIOSIBD ¥
Ll . o +
' . ! suBSID ,
. §3583 UCTIRITAIT 24z *q , ®Baowvg ca Kanszaw yo ueylneldp g
) 1 N L
sas3] AzTo \ © . AuydexBeivu Iy 3adeT ,
g nead | ~tudBISTTE/AATATITSUIS 'R , WYy AY UCTILITITIUEPT ICTED "2
5SBUY JC [CITUC! GATLULINS . . N ‘
pu® prbrx suycw ® devmasn pue 1S@PNTOUT ,  ureTs Tagel ¥ epnuaci xad se |
INgTIZETID ATTeocy ssoomesd yotysm s3topcad -oT3sweeD , BRUSTRSIDUT 2ATIOR IO SATIRY ,

Orzswscr JC ASTTRNS 9yl seassy |, 3 uweraebyyseaur ubnexcyl v, - ﬂunmsv\u>ﬂumuﬂﬂmuw -Aessy T , soTaswser I
EELELY) . suerg sIp3Ing . $5THTATADY Bureh-up , 323 [qns

. (Uu2Td Iear 3ATE) ) . !

NGIINES HOUTHSHE / SnOCEWIYH / & Tigwser



. 1
L] : I
: . s3upbeaz
'rnyuzey ge tescdstp redead '
,Ay3 Ut sexnsesu doyasdp €I "F
. ’ il ]
i . .
. CATA UT ‘popddu aq ABw ,
5B ‘s3uabeax oriscuderp 3¢ . ,
sICIUCD A3TTEnD, ADBPUCD ¢L T, ,
! : . : SUCTIRUTWOXD
. Isy3c pue Aesse ' ,
s3usbeax oysscubletp ,

peInioegouew ATTR5CT, PUE . £3893 Aoeniyze ® _

i

- i

werbcad ,Toasuc: A311BnD, !
[}

) H pa3acdut Yyacq 3¢ Apnas . ‘8T SeDTAISS syushHeay
PATICEIID UT YSTIGRISE CF . PATSUSIXS UT JDMpUCR €L T, »TCIIUCO Aarrenb, SsIspuUsy ‘T, - oryscubeTg tr
. . , . . . . .
L] ] i
: ’ _ ! sSuUCT3edY z7o9dg '
' Jepueie Ypoc g sseuedepr - ,
) . . Sp mﬂi@%ﬁ@o g sseurdep 'y
) : SUCTITRUCD . usTIEDTIIOEMAS ,
se1I3snpUT Bursseocxd pocy ' avyddrirya c3 aygeidepm Xapos STEDTUSYS pecd "B
. " : . og ABW YDIym STRDTWSYD N . ;
YT posT STROTUBYS pocy . / SOATITODE pcc3l Ieylc ' : xsd se steltRue , STESTUDY, pLog
UC  gpaEpuess autddrITya . 232BT359AUT I2YIINI CL T , DATIVITIUING /BATIBITIRND T ./ SRATSTIDDY pCCad "9
TEDCT 3IPE
e = e = = e e e e m_Am e mm em e m i M s e W e e e wm o m mm mm o e e e o om Em  om — e e i = o=

15BTel ; : WBTd 5130 , s5131AT308 BuTeB-up” T “a5s Tang~

* (ue{d Iesx 3aTd) . ! !

—43 -



2. TARGET OF THE ACTIVITIES

(54 FROEEE)

Activities

1086 ¢ 1087 ¢

1988 ' 1989 ¢ 1990

1.

2!

3

4,

S

T

8.

Formulation of
Standard and analytical methodology on

a. Food (1986-1990)

b, Drug biologlicals including tra-
ditional /herbgh/mggigiggf and
gases {1986 - 1990)
Davelopmerit 6{ administrative system
and laboratory sctivities

a. Food (1986-1990}

b, Drug (1986 - 1990)
Establishment of a conirol system
fbr'péckhging

a. Food (1987 - 1989)

b, Drug (1988 -.1989)
Establishment of system on Adverse
Drug Reaction (1986 - 1989) 7
Establishment of* Secondary Reference
Standard Syatem (1988 - 1989)
Establishment of,Biopharmacy Testing
System {1989 - 19%0)

Formulation of Mamual for
a. Food Inspection (1986-1988)
b. Food Analytical Procedures
(1988 - 1989) '
¢, Urug and Quasi-drug Analytical’
Procedures {1988-1589) -

d. Drug inspection (completed)
Establishment of international trade
ingpection system,

a. Food (1986 -.1988)

b, Drug and Quasi-drag(1987-1989)

o3

-

M

F-J

'

v

+

.

L

L

Fa ]
h ra
] L1
= ‘el
- 5
Y Ed
LY
£
& —
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£ 3
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L .
T 7
£ %
) >
A -4
LY e




A c‘t ivities

1986

. 1987

1989

1990

,]0.

11,

12,

13,

Establishment of a System for the
Prevention of Foodborne Discases
(1986 - 1987)

Establishment of a oontrol system for -

Pesiicide Residue and Environmental
Contaminants in Food (1989-1990)

Establishment of a control system
for Food Additives (1988-1990)

Establishment of Analytical Control.
System for ledical device énd House~
hold products with Hazardous
Substances {15088-1530)

_Bstabliéhment of 'a syntem for Drog,

Grasi~drug and medicinal devices

evaluation (1986;19885

C e

¥

N

F o

“~

+

+

w

{'-
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3. TRAINING PROGRAMME

(FHERH )

LABORATORY TRAINING

At least 2 trainess from the laboratories are requested in each year

from 4986 to 1990

No.

ARFEA

Period

Priority " -

1986

1987

[ 1988

1989

1990

10

1

12

13

_clides residues in food

‘Test of medical devices

Detection of food-borne!

diseases

(& acteraoloblcal and .
Serological analysis)

Detection of chemical
food borne diseases -

(including mycotoxin

& natural toxin)

Food and food-additives
analysis

Environmental contami- -

nants ineluding pesti~

Food and drug containers
Analysis of antibioties .
Analysis of drugs inclu-
ding medical zas and
stability testing
Bio-pharmacy including
pharmacokinetics and Bio-
availability

Analysis of quasi dmmg

Brezding and maintenance:
of experimental animals

Maintenance of Equ1p~
ments (mechanical and
electronic engineering)

Preparation o6f refe~
rence materizals and

12 M

12 M

172 M

12 M

12 4

A%
=

12 M

standard,



Ingpection training

At least ) trainee is requesidin each year from

1986. to 1990

Priority

"~ Yo, "AREA Periodf
' : 1 1986 1987 1988 19688 {1980
1 Reporting and epide-- 24 1 3
‘miological investiga-
tion system on food
borne diseases
2 Import and'export. 4 2 1 3
inspection :
3 * Food .and food addi- 12 ¥ 2 1 2 1
tives processing
plant inspection
(Gup)
4 Dr:g and Cosmetic ing- 12 ¥ 3 2 -1 2
pection including
medical Devices (GMP)
4
Evaluation training
At least 1 trainee is requested in each year from 1986 to 1990
Ho. . ARTA Period - Priority
1986 1987 § 1988 1989 1600
1 Food and food addi- 3 M 1 1 '
tives evaluation
2 DPrug. quasi-drug 3 H 1 2 3 1 2
medicinal devices
evalvation
3 Adverse drug reackion |3 N 2 3 2
monitoring systems,

Y- ¥ e



Administration training

At 1eas{'l‘trainee 16 requested each year for 1986 and.1989

Yo,

Area

Period

e

Electronic data prodessing
and other related fields,

— e -

2o

Prigrity

1986

1987 1988.

969 T

1990




4 ANUAL CONSULTATION PROGRAMME
(EREREHRE)

Consultation {1986 {1987 {1988 | 1989 { 1900 { Remarks

1st-sessioﬁ in Haniia

5 _ Director MIHS
(1w) : _ : Director FDSC -
: ' Director, Bu, of Phamm,
. Momd
Director, Bu. of Food,
_ Mot
Director, JICA

2nd session in Tokyo (4d) | - ;5 _ Deputy Minister

(4a) . Director, BFAD
' ' | Chief, Laboratories
Chief, Inspection -
Chief, Evaluation
Chief, Administration

3rd session in Hénila_ ' 5 ' _ Same as 1st session
: : -(ﬁd) - S
4th session in Jokyo (4d) . 6 | same as 2nd session
i . ) (hd) - )
5th gession in Manjila 5 Same as lst session
(1w) B ) o (m) -
k. | R

* {0 discuss plan and evaluate implementation of the project,

_;49_



5 Modification of No. 2 of the Specific objectives and
Project description
(Tadzf MEELENB)

Specific_objedtives desipned to supporﬁ and enhcnce the primary
ohjective are the following

1. To update the Fbéd and Drug Laboratoriss persomnel on the
different technolosical breakthroughs in the aren of food,
drveg, cueai-drugs and other relevant substances;

2. To cope up erith the denmanding need for knowledge and expers
tise in rumning different modern and hishly technical
instrumen%s and eauintmonts including electironic data processing

system; :
S« To effectively provide training of wersomiel of developing

countries as center of Zrd Country Training Program;

b, Toimake the laboratory serve as the Future ASEAH center for
training onn Drug Zvalvation and Control; and

5. To join the WHO¥FAQ Food Contanmination Monitoring Progran
as a collﬁboratory centar, -

PROJECT DESCRIPTIOHN 3

This 2roject involves the training of the personnel of the Food
and Drmg Laboratories in Japan, dispatch of Japanese experts and i3

wrovision and installation of other apuropriate eguviptment for labora-

tory roceduras pnd elsctropdc data processing system.

2.1  Bxpected Activities of Hew Food and Prug Laboratories

A, Laboratory Division

I. Physico Chenical
1, Food Analysis

a) Routine Analysis por standard specifications
and/or label claims snd sensory evalnations

Lk P

b)  Heavy Hetal and Environmental Contaminants



Modification of pages 8 axd 9 of Technical Cooperation to read as

follows 3

-~ 8 -

Consultation with experts.

Review of clinical trial proteoccl and issuance

of permit to conduct trial.

II. Product Approved for Marke£ing”

1.

2.

3.

5.

6-

Te

8,

'9.

Brand Name clearance
Classification end carding of products applied
for marketing, o

Verification of existence of License_to Operate.

Prepare project programé, producf apbrbvéd guide~

lines, rules and regglationé pertaining to the
implementation of laws.

Recommendation qf approval, disapproval or éppto-'
§a1 with .restriction on the products for marketing.

Update and recording of processing od documents.

Record keeping of documents.

Issuance of certificate of importation of antibiotics,

raw or bulk drug materials and finished products.
Issuance of,clearance.for mailing and'handcarrying of

drugs to other countries.

1IT. Evaluation of Clinical Egperiehces on Marketed Drugs, and

bthér Developments_on Marketed Fbod; Drugsl;§osmetics,etc.

l-

Literature review on the development of food, drugs

and other products while in the local and international

marvket.

,;,,51+_



- 9o

2. Product literature and advertisements review for the

public and professional clients.

D. ldministrative_Services

T. Information Dissemination

1. Public information on technical matter concerning_

consvmer products and inter-agency exchange of informa-

'_tion-

2. Staff contimuing education such as literature research,

trainings and group discussion,

3. Collection aqd maintenance of publication and other

clinical evaluation references.

IT. Dati Compilation and Processing )

1, Data Compilation - Collection, consolidation and recording

of data on by-products of laboratory, inspection, product

evaluation and management activities.such as ¢

a) Data on Laboratory Procedures and HMethods;

b)
B
d)
e)

¥

£)

8

" " Research Program and Projects;

1 " CGlinical Trials on Human and Animals;
¥ " Drug Adverse Reaction;

" " Food Poisoning Incidence;

" " International Trade Data (Import and Export);

o " Food and Drug Product Evaluation and Registration

~and its Details;

Pata on Food and Drug Establishments and Detail;

" ¥ Qeneral Statistics on Food and Drugs; AMA

" " Hanpower Resources and educational background amnd

‘exrerience requirements,

_.52._



- 10 -

2, Data Prbgessing-f'Maﬁﬁai éndréiéétr@ﬁic_machineﬁﬁroﬁeésiﬁg
f.'_with recoi’t_i&*d. data. - I

e .Data Dissemina".cid.ﬁ - Dohestic and ‘internaf{-i‘(‘)hél: relay/dis-

éemiﬁi’atioﬁ of r.'ecorde;i data 'or;' f.cibd_“a:nd drﬁg-;._,a-c_':.{;ivities of

the Bureau.

,,_531..



6. PROPOSED EQUIP MENT OF THE FOOD & DRUG LABORATORIES
(B EFEE)

MAJOR EQUIPMENT : TO BE PLACED IN INSTRUMENTATION ROOM

1. (3) - HIGH PERFORMANCE LIQUID CHROMATOGRAPH W/ FLUORESCENT
DETECTOR RECORDER (HIGHER, LOW); COLUMNS;INTEGRATOR;
FILTER APPARATUS W/PRESSURE VACUUM PUMPS

2. (1) - UV/VISIBLE SPECTROPHOTOMETER W/ RECORDER (2 WAVELENGTH
DOUBLE - BEAM)

3. (1) - UV/VISIBLE SPECTROPHOTOMETER W/OUT RECORDER

4. (2) - INFRA RED SPECTROPHOTOMETER W/ RECORDER

5. (2) - FLAME PJOTOMETER SPECTRO

6. (2) - FLUOROPHOTOMETER W/ RECORDER

7. (2) -*GAS CHROMATOGRAPH W/ DATA ANALVZER
DETECTORS _
7.1. (1) - HOT WIRE DETECTOR (HWD)
7.2. (2) - PLAME IONIZATION DETECTOR . (FID)
7.3. (3) - ELECTRON CAPTURE DETECTOR (ECD)
7.4. (1) - FLAME PHOTOMETER DETECTOR (FPD)

8. (1) - *AA FLAMELESS W/ CATHODE LAMPS FOR ;

8.1. CADMIUM SODIUM ARSENIC
LEAD MERCURY ALUMINUM
POTASSIUM ANTIMONY IRON
TIN | CALCIUM MAGNESIUM
2INC COPPER MANGANESE

PHOSPHORUS SILICON

g. (1) - DIFFERENTIAL SCANNING COLORIMETER

10. (1) -~ DIGITAL PHOTOMETER W/ MIDRO FLOW CELLS

11. (1)

~ AUTO ANALYZER

* To be place in sepérate well ventilated room.



12,

13.

14.
15.
16.
17.
18.
19.

20,

(1) -

(2) -
(2) -
(2) -
(2) -
(6) -
(1) -
(1) -

(1) -

MAGNETIC TYPE MASS SPECTROPHOTOMETER W/ DATA
PROCESSING UNIT STRUCTURAL FORMULA

SPECTRONIC 20

DISSOLUTION APPARATUS

POLARIMETER

GLOBE BOX

PH METER DIGITAL

ELECTRON MICROSCOPE SCANNER

-MERCURY ANALYZER

HYDRAULIC PELLET PRESS W/ DIES

GENERAL LABORATORY EQUIPMENT

21.

22,

23,

24,

BALANCE -

21.1.
21.2.

21.3.
21.4.
21.4,

21.5.

(3)

(1)
(2)

(2)
{2)
(1)

OVEN -

22.1.

22.2,

(3)

(4)

(1) - MUFFLE

CENTRIFUGE

24,1,
24,2,

24,3,

(2)
2

(1)

METTLER ANALYTICAL
DIGITAL

TOP LOADING ELECTRONIC W/ TRIPLE RANGE
(0-10 mg; 0-1000 mg.)

TORSION
TORSION

MOISTURE DETERMINATION BALANCE

VACUUM-COMPLETE W/PUMPS
DRYING '

FURNACE

ULTRA HIGH SPEED

REFRIGERATED

HIGH SPEED REFRIGERATED

—5bh —



25,

26,

27.

28,

29,
30.
31.
32.
33.
34,
35.
36.
37.
38.
39.
40,
41,
42,
43.
44,
45,
46.

47.

MICROSCOPE
25.1. (2) - INCLINED BINOCULAR, 40 x (FOE_F:LTH'ANALYSIS)
25.2. (2) - STERIOMICROSCOPE | '
25,3. (1) ~ PHOTOGRAPHIC

25.4. (1) - POLARIZING

POTENIOMETER TITRATOR (3)

(1) -

(6) -

(2) -
(3) -
(4) -
(3) -
(2) -
(2) -
(1) -
(3) -
(4) -
(6) -
(3y -
(2) -
(1) -
a -
(4) -
(3) -
(3) -
(6) -
(8) -

KJELDAHL DIGESTING & DISTILLING APPARATUS W/BLOWER
FUME EXHAUST : . I

THIN LAYER (TCL) APPARATUS W/ UV LAMPS TLC SCANNER
SPRAY GLASS BOTTLE, CHROMATOGRAPHY OVEN, SPOT
COLLECTOR, NACRO ZONE COLLECTOR AND DEVELOPING TANKS
WATER ACTIVITY INSTRUMENT

WATER DEMINERALIZER

KARL FISHER TITRATOR

SOXHLET.CONTINOUS EXTRACTION APPARATUS

STEAM DISTILLATION SET

DISTILLING APPARATUS (ALCOHOL DET.)
DISINTEGRATION TEST APPARATUS

MOLD COUNTER

BUCHNER FUNNELS 4 mm PORASITY

HOT PLATE |

ROTARY EVAPORATOR

VACUUM EVAPORATOR

UV DENSITOMETER

FLUORO DENSITOMETER

MECHANICAL_SHAKER OR WRIST ACTION SHAKER
MULTI MANTLE HEATER |

HOMOGENIZER HIGH SPEED

STEAM BATH THERMOSTATIC

WATER BATH

— 56 —



(2) - SHAKING WATER BATH

48.
49. (4) - ICE BATH
50. (2) - WATER DISTILLATION UNTT
51. (2). - SULFUR ANALYZER
52, (6) - MAGNETIC STIRRER
53. (2) - PRESSURE VACUUM GAUGE
54. REFRACTOMETERS -
54.1 (3) - HAND REFRACTOMETER
54.2 (1) - TABLE REFRACTOMETER
55. MELTING POINT APPARATUS (1)
56. (1) - TON EXCHANGE COLUMS CHROMATOGRAPH
57. (2) - VISCOSIMETER
53. (2) - HARDNESS TESTER
59. FRIABILITY TESTER (L)
60. SIEVES DIFFERENT SIZES
61. (6) - REFRIGERATOR 16 cu. ft.
62. (3) - UPRIGHT FREEZER
63. (2) - ICE MAKER MACHINE
64, (6) - TRANSFORMER VARIABLE
65. (1) - MINI COLD CABINET
66. (5) ~ EARTH-QUAKE PROOF-CHEMICALICABINET,
67. (5) - DRAFT-CHAMBER FOR CHEMICAL VENTILATION
68. (1) - DISINTEGRATOR
FOR ANTIBIOTIC/MICROBIOLOGY UNIT
69. STERILIZER -

69.1. {1) - DRY HEAT STERILIZER

69.2. (1) - INTERMITTENT STERILIZER

BT —



70. (1)
71. (1)
72. (2)
73.  (3)
74, (2}

!

i

LAMINAR FLOW HOOD
LAMINAR FLOW
FUME HOOD
AUTOCLAVE

BLENDOR - 14 SPEED

75. INCUBATOR -

1.

5.

75.2.
76. (2}
7. {2)

{1} - ANAEROBIC
(1) — DIFFERENT TEMPERATURE LEVELS
DIGITAL COLONY COUNTER

AUTOMATIC CYLINDER CAP DISPENSER

78. CLINDER CAPS (25 x 1 gross)

79.  (2)
80. (2)
81. (10)-
82. (2)
83. (1)
84, (10)-
85. (2)
86. (1)
87. (1)
88. (1)
89. (1)
90. (1)

i

FREEZE DRYER

VORTEX MIXER

'PYROGEN TESTING UNIT FOR RABBITS

POLARIMETER

POLARIZING MICROSCOPE
CHROMATQOGRAPHIC COLUMN

PYROGEN FREE OVEN

VACUUM OVEN

DRYING OVEN

DENSITOMEfER FOR MINI COILUMN
DESICCATING PLATE STORAGE CABINET

DIGITAL BALANCE

91. BINOCULAR MICROSCOPE - 30 X MAGNIFICATION

OTHERS—

%2, (1)

COMPUTER SYSTEM



93. LABORATORY TABLES FOR ALL ROOMS
93.1. (30) - CHEMICAL LABORATORY |
93.2. (12) - MICRORIOLOGICAL LABORATORY
94. (14) - LABORATORY CABINETS

95. ADJUSTABLE. LABORATORY CHAIRS (100}

96. (15) - LABORATORY CART

97. (16) - CONFERENCE TABLES & CHAIRS

98. (2) - ELECTRONIC COPYING MACHINE

99. {(10) - ELECTRIC;TxPEWRITERs  |
99.1. (5) - MEMORY TQBEWRITER

100. (1) - SET VIDEO CASSETTE CAMERA
101. (1) - SET VIDEO CASSETTE RECORDER

102. (2) - SET COLORED TV 23 INCHES

FOR BIOPHARMACY -

103. (1) - SPONTANEAUS MOVEMENT MEASURING EQUIPMENT FOR RATS
AND MICE ' '

104. (12) ~ REVOLVING CAGE

105. (2) - ELECTROENCEPHALOGRAPH

106. (2) - ELECTROCARDIGRAPH

107. (2) - PHONO-PHOTO STiMULATok_

108. (2) ~- ELECTRONIC STIMULATOR |

109. (3) - RESPIRATORY PUMP FOR SMALL ANIMALS
110. (3) - STEREOTAXIC APPARATUS

111. (12) - ANIMAL HOLDER FOR PHARMACOLOGICAL TEST -
112. (2) - ANALGESIC MEASURING EQUIPMENT

113. (2) - TSOLATED ORGAN BATH

114. (6) - UNIVERSAL STAND

115, (2) -~ BLOOD FLOWMETER



116. (2) - POLYGRAPH SYSTEMS

117. (1) - ULTRACHNTRIFUGAL MACHINE

118. (1) - ELECTROLYTE AUTOANALYZER

119. (1) - ELECTROPHORESIS EQUIPMENT

120. (2) - EVAPORATOR FOR TEST TUBES

121. (4) - DRAFT CHAMBER

122. (5) - ULTRASONIC CLEANERS

123. (2) - BLECTRONIC BALANCE FOR ANIMAL ORGANS
124. (1) - PHOTEGRAPHING APPARATUS FOR ORGAN SAMPLES
125. (10) ~ ANIMAL HOLDER FOR DISSECTION

126, (50) - DISSECTION PLATE |

127. (1) - AUTOMATIC BLOOD CELL COUNTER

128. (5) - MICROSCOPE

129. (1) - PHOTOGRAPHING APPARATUS FOR MICROSCOPE
130. (L) - PARAFFIN OVEN

131. (2) - PARAFFIN WARMER

132. (2) - MICROTOME

133. (4) -~ MICROTOME knife

134. (1) - MICROTOME KNIFE SHARPNER

135. (1) - AUTOMATIC TISSUE PROCESSOR

136. (1) - AUTOMATIC SLIDE STAINER

137. (2) - SLIDE GLASS BOX

138. (1) - ELECTROLYTE AUTOANALYZER

139. (2) - HOMOGENIZER

140. (1) - EVAPORATOR

141. (1} - MAGNETIC STIRRER

142. (2) - MIXER FOR TEST TUBES

143. (1) P H METER



144,
145,
146.
147.
148,
149.
150.
151,
152,
153.
154,
155.
156,
157,

158.

(1)
(1)
(1)
(1)
(2)

(1)

(1)
(1)
(2)
(4)

(12)
(12)

(2)
(2)
(2)

'ELECTROPHORESIS EQUIPMENT

DENSITOMETER

. MAGNIFYING GLASS WITH LIGHT FOR DISSECTION

SIMPLE MICROSCODE |
PHOTOGRAPHING APPARATUS FOR SIMPLE MICROSCOPE
AUTOMATIC ENCLOSED BONE STAINER

CO., - INCUBATOR

2
CENTRIFUGAL MACHINE (LOW SPEED)
REFRIGERATOR

SUPPLEMENTAL EXPERIMENTAL TABLE WITH CASTER
LOCKER FOR REAGENT

LOCKER FOR EDPERIMENTAL GRASS INSTRUMENT
MEDICAL LOCKER FOR DISSECTION INSTRUMENT
ELECTRONIC PRECISION BALANCES

ANALYTICAL BALANCES

LIST OF REFERENCES BOOK

159,
151,
152,
153,
154,
155,
156,
157.

158,

(2)

(2)

(2)
(2)
(2)
(2)
(2)
(2)

(2)

(2}

(2).

DORLAND'S POCKET MEDICAL DICTIONARY

UNITED STATES PHARMACOPEIA/NATIONAL FORMULARY
JOURNAL OF PHARMACEUTICAL SCIENCES

WORLD HEALTH ORGANIZATION (WHO) INFORMATION BULLETINS
REMINGTON'S PHARMACEUTICAL SCIENCES

THE AMERICAN MEDICAL ASSOCIATION

CODE OF FEDERAL REGULATIONS USA

THE MERCK MANUAL

DRUG AND THERAPEUTICS BﬁLLETIN

WHO EXPERT COMMITTEE ON SPECIFICATIONS FOR
PHARMACEUTICAL PRLPARATIONS

'PHYSICIANS'DESK REFERENCE



161. (2) - THE PHARMACOLOGICAL BASIS OF THERAPEUTICS
162. (2) - INDUSTRIAL PHARMACY BOOK
TRANSPORTATION-

163. (1) - MOBILE MINI LABORATORY

le4. {l) - INFORMATION AND EDUCATION TRANSPORT (MINI BUS)



= 10 - Revised

OTHER EQUIPMENTS:

A. INSPECTION/SAMPLING TOOLS

1.
2.

3.

10.

1.

6 POLAROID CAMERA

2 DOZENS SMALL CALCULATORS

2 DOZENS SETS CONTAINER EVALUATION TOOLS
SPECIAL CAN OPENER
SEAM MICROMETER
NIPPERS
COUNTER SINK

GAUGE

-5 DOZENS HAND MAGNIFYING LENS

3 DOZENS STAINLESS SCOOPS

2 DOZENS SAFETY EYE GOGGLES

10 BIOTESTER FOR AIR SAMPLES (ENVIRONMENTAL MICROBIOLOGY)
30 SETS FOR INSPECTION (GOWNS, STERILE SAMPLING iOOLS)

MICROBIOLOGICAL TEST - PAPER TYPE 5 SPECIES x 5 x 1000
(FOR 5 YRS.)

MICROBIOLOGICAL TEST - STAMP TYPE 5 SPECIES x 100 x 200 SETS
(FOR 5 YRS.)

12 DUD DETECTOR

B. INSPECTION EQUIPMENTS AND TRANSPORTATION

1.

2'

1 PHOTO COPIER MACHINE

1 REFRIGERATOR
2 TYPEWRITERS

1 SET VIDEO CASSETTE CAMERA

1 SET VIDEQ CASSETTE CAMERA

1 SET T.V. COLOR "23" inches

2 FOOD INSPECTION AND SAMPLING TRANSPORT (WAGON TYPE).

2 DRUG AND COSMETIC INSPECTION AND SAMPLING TRANSPORT
(WAGON TYPE)



..ll...
(add’'1. page)

INSPECTION/SAMPLING TOOLS FOR ONE (1) REGIONAL HEALTH OFFICE

1. 1 POLAROID CAMERA
2. 1 SMALL CALCULATOR
3, 2 SETS CONTAINER EVALUATION TOOLS:
SPECIAL CAN OPENER
SEAM MICROMETER
NIPPERS
COUNTER SINK GAUGE
4. 2 HAND MAGNIFYING LENS
5. 2 STAINLESS SCOOPS
6. 2 BIOTESTER FOR AIR SAMPLES (ENVIRONMENTAL MICROBIOLOGY)
7. 2 SETS FOR INSPECTION (GOWNS, STERILE SAMPLING TOOLS)

8. MICROBIGLOGICAL TEST - PAPER TYPE 5 SPECIES x 5 x 200
(FOR 5 YRS.)

9, MICROBIOLOGICAL TEST - STAMP TYPE 5 SPECIES x 100 x 50 SETS
(FOR 5 ¥YRS.)

10. 1 DUD DETECTOR

;64_



“12....

MAJOR EQUIPMENT FOR ANIMAL HOUSE

Washing and Stérilizing'Raom:

1

2
3
4,

»
*
.

Cage washer g

High pressure steam sterlllzer
Freezer for carcas

Incinerator

Pass Room:

1

Air shower

Animal Room:

1
2

-
.

Automatic temperature and humidity recorder
Mouse or rat holding unit (rack)
Rabbit or guineapig holding unit (rack)
Cat holding unit (rack0 -

Mouse cage

Rat cage :

Rabbit or gulnedplg cage

Cat cage

Automatic balance (for mouse)

Automatic balance {for rat)

Automatic balance (for rabblt)

Micro Spray.

Jet Fog

Feeding'Preparing Room:

[« ISy R SV S

.

Crucgher
Bowl meal

. - Mixer

Pellet mill
Dryer
Cold room for keeplng diet

Toxiceclogical Tests Room:

1.
2,

Pyrogen test unit
Dissection table

Quarantine Room 3

Maybe_uséd eQuipments in microbiological section.

— g5 —

e

Lo ot
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1. MAN POWER PROGRAMME
(BFDOFEHE SEHRES)

—— B T Bt At - —

' :
POSITION * TITLE ¢ REQUIRED EDUCATIONAL AT ALINMENT
ﬁétr ebtor ~ ) B3 Phamacy . _
Isbistant. Uirector ~ ) Has undergone training for Career
Executive Service Office (CE3U)
through the Development Acadeny of
the Philippines (DAP) -
Bhirmacolggist - Kedical Doctor uith expertise in
Pharmacology )
iBhprmacy ifdviver ~ S Pharimscy
- MA (Haster's Degree)
L s:zsi.'st"&nt_ Chief Legal Officer - ) fachelor of Low
‘genior Lbgal Cifiger - ) pEehelor Os Law
Els‘t.enograpbe;: i - 2 Completion of Ascociste in Jecretorial
iSecretary: - )} Science, .ecretirial Cource or twe yoors
colege studie. with 2 course in sueno-
tyring

:Hessengez_;.. Completior of a secondsry school course

— T4 —



POSITION TITLE

REQUIRED EDUCATIONAL ATTATNMENT

Food and Drug Regulation Chief

Supervising Food & Drug Inspecter

supervising Food & Drug License
Examiner

3enior Food & Drug Inspector

Seniior Drug Inspector

Food and Drug -nspector
vrug Inspector

Senior Food and Drug License Examiner

Senior Food-Inspector

Food & Drug Licenss Zxaziner

Food Inspector

LEGENDY

* = Managanent by Qbjective
¥ - Junior Executive Training -

BS Pharmacy . ' o
12 Units of Public Adm;nistration

Fair knowledge of MBO and Jet-Stream®™
(optional)

B85 Pharmacy
At leest 10 units in Public Admiﬁistration
Full knowledge of RA 3720 & RA 5921

35 Pharmacy
6 Units in Public Administration .
Fair knowledge of RA 5921 & Regulsetions

- BS Pharmacy
" In-service training on Food and Drug

Supervision

38 Pharmacy :

8 Units in Publie Aﬁhin~stratxon
In=service Tralning in Drug Inspection
and Supervision

Full knowledge of 35 3720 & Ra 5521
and Regulations

)B3 Pharmacy
}knowledge or RA 3720 & RA 5921 and
Regulations

85 Pharmezcy

Fair knowledge or RA 3720 & RA 5921
and Regulaticns -

3S Pharmacy; Food Technology; Nutrition
553 Phafnacy; 38 Feod Tééhnpiogy; or
Yutrition or Graduete of a course which
invoives the Study of Biological Sciences
Fair knowledge of RA 3720 , RA 5921 and
Reguwlations,

25 Phamacy; Food ‘echnology; Nutrition



Po— e e B A e

POSITIC, -TITLE WGUTHOD EDUCATTU AL ATTATRNRNT -

. ae ae

— - i e g A o s o et B b A A fm h mammin e B R ¥ R 1L E—te

Food and Drug Evaluution Chiel - 85 Phannné;
: =~ i3 Pharmacy.
w. 1% tnite in Henopgemont

Supervising Phammaceutical Researcher ~ B5 Pharmacy
' - At lecst 10 wnits in Public Administrciien
- Full knowledpe of 24 3720 and ethex
Regulaticns,

Supervising Statisticion - 2 Faster's Degrec in Statistics; Fathenalics;
Senior Statisticion - } Business Administration; or Induatrie)
S,Engineering ~Or= .
~ )} Dachelor's Degree in Statintics =~ci-
=~ } Bachelorts Degree including or supple-~
mented Ly Z1 undts jn stolistics,
) Matheretics andf/or Jeonomics

Senior Pharmacsutical Resoarcher — BI Pharaacy
Researchi Chemist: ~ B3 Chenistry

Bupervising Food *eclinclogiol - 5 Food and Mubriiien; L3 Food *~echniclopy
b . g =] 3 ] oms
- At lezat 16 unit: of Public fd "ot Lration

Pharmaceutjcal Researcher ~ % Fharnusey
Stotistician - deglw-lorts Degree in stetlistic:

- Zachelor's Defrae including or suplo-
mentec by ME undits of stalisties;
tiathematics arzifor Econoudcs

T Lot . . “ox
Pood Technaglogist - B3 Food and Futrition; or =3 Food
. Tectnology



LA sosaloay DIVI;:HH

POSITION TITLE

Food and Drug Laboratory Chief

$uperv1biﬂg FPharmaceutical
Researcher

Senior Reséarch themist

-§enior Pharmageutliéal Researcher
jleseanch Chigmist

Pharmaceu uticel Rdsedrcher
Sehior Pharmeceubidal Analyst -
Pharmaceutical Analyst

Research Bactériclogist

Resgearch Chemist
Senior Chemist
Bacteriologist

Chemist

Senfor Chenical Laboratory Tachnicia
Chemical Laborafﬁry’Tgchniciag
Bﬁcteriology Lgherﬂtoty Technigiaﬁ
Bacteriology Labdréto}y delper

Chemical LabGorator:

L3
,
H ’I:l;J_(L}b EDJC;“‘M’ i 'l““txl..a.
35 Pharmeacy
- WS Pharmacy
15 Units in sonugnant
. 35 Pharmagy _ . .
At least 1D units in ”ub‘ih sdminisiration

Full knowledse of Ria 3720 &nd 1& 0921
HES Chemistry

2 Units in Graduate Studics.

12 Units in Fanabm\enf

35 Pharmocy

Pharmacy w/ac least 1U Fharmacy Units
in the Greduate Level or its mq“Avﬁ-en‘
in Experionce ’
Very knowledgeable in
wicrobiclogy

Research and

B3 Chemistry Sradeate

Chemistry -or- Food Technology

; Pharaacy -or- 33 celical Technoloy
Sraduzto Course in Chei-

d Technolery

Let or

"

Undergraiuste in 2
Lechnolozy ~or~ High

Pharmacy; redical
School Craduatie

gradiaate
mugject

Hizi: School
with science

or any 2-;;“’.‘81" couroe

sria Medicel
Groguats

Undecgraduete in B ¥
‘echriology -or- Gig:

HATIRACY
schoos.

Hi:h Scnocl feoduate
in Luaorht:., Wori,

—-0r— 2 ¥ rs e

LSenool

Y Lboratory Lo,

=GYe DoveL

Sradunte
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ADWINISTRATIVE DIVIGIGL

 POSTTION TITLE

o8 aa

RESUTHED EDUCATIONAL ATTATINERT

Adaninistrative officer

Personnel Officer

Driver

Clerk

Senior Clerk

Record Qfficer
Administrative Assistant
Cash Clerk

ghief Accotrithnt
Afcountant

Pudget Officeb

Budget Examiingr
Cashier

Bookkeeper
Accounting Clerk

Iaformation Eg:

Sachelorts Degree in Public Adwinistration
or Any Degree

Supplemented by 12 units in Public fdiinis-
tration/Managenent

Zachelor's Degree in Public Adwinistretion or

Bachelort's Degrec incluaing or supplenanlod
by 9 units in Fublic adeinistratior/:gt.

b

Completion of 2 yeors collegc studies

} Bachelor's Degrce in Conuerce or Jusiness

= ) Administration, major in Accounting

Bache lor's Degrec in Commerce, Jus, rdn,, or
Public Adm. or sny othoer d-grec incliniing or
supplencnted by 12 units in fco ol
Finsnce, Economice, or related subjects,

) Completicn of 2 yesrs college siucies

} ineluding or suprlemented by 12 unit: §n
accounting, finance, econonic:, or
reloted subjectis,

g Aszociete in Comzerciol Jcience or .usines .

Adm, or completicn of twe yeer: in oo ore
stugies inclwding or swylemented by 12
wnits in accounting. -

Zachelor's Degree mojcr in Journaliss, ..au
Commuicabicn, Pilipino, English or any
foreign langusge, or other releled courres, or
Rachelorts Degree including: or supilenerted

by 18 vnits in Jowrnalism, Mass Comwmuhicatiicr,
FPilipino, English or any foreign languoge or
other releted courses; or

Lacherlor's Depgree




Reference Libraria

Shop Electrician

Security Clerk
Utility Men

Supply Officer

™

_Pachelor. pf Library Sciences or any

Bachelor's Degree major in Librory
Science; or

Bachelor's Degree including or supple-
mented by 18 units of Library Scicnce

“Completivn of vocational or trade school

course. in. electricity; or
Completior of a secondery school crvtrse

Completion of a secondery schliool course

Must be able to interpret sinple vertal
inztruction

Bachelor's Degree with training in
advance course in Supply Managenent



i12. BUREAU OF
(BFD &)

FOOD AND DRUGS ORGANIZATION

OFFICE OF THE DIRECTOR
ASSISTANT DIRECTOR

CHART

i

ggggggglON REGULATION LABORAGORY ADMINTSTRATIVE
el DIVISION DIVISTON DIVISION
PRODUCT PHYSICO- PLANNING
EVALUATION - INSPECTION| H cupmrcar 1 anD '
BUGET

PRODUCT i
PR OTSTRATION | LICENSING MICROBIOLOGY PERSONNEL
PRODUCT IMPORT
ADVERTISEMENT | 4 anD ToxICOLOGY |H  AccounTINGg

EXPORT
ADVERSE | casH coLLECTION
DRUG AND DISBURSEMENT
REACTION

| PROPERTY AND

GENERAL SERVICES

[

GENERAL RECORDS
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3=01~100

2-01=200
3-01~500
3-01=700
301100
302000
3-03-070
306000
3=07~000
%1 4~000
3-17-020

3~19~000
320000
3-02-000

§ 33020
3-01~-900

14. ACTUAL EXPENDITURE FOR 1984 .
(1984 FED ¥ &EMA)

OBLIGATIONS INCURRED =~ 1984

Salaries and Wages

Hon-Commutable Allowance
vommutable Allowances

‘Consultant's & Specialist Fees & Allowances
(Total)

t
'
}
1
i
¢
i
1
L
I
1
H
i
!
{
1
!
I
i
¥
1
I

Traveling Fxpenses

Commmication Services '

Other Services

Suﬁplies & Materials

Water, Illumination & Power Bervice

Mainienance & Motoy Vehicles uaed for
officlial travels of officials and employees

Representation Expenses

'Extraordiha:y/Coﬁtingegcy/_Emergencjr Expenses

Equipment Outlay

Tem_:inal Leave

'CERTIFIED CORRECT3

. NORMA M. BAYOHGAN

$2,751,907.00
470,166.00
60,000100

- 9,000,00

 $3,291,073.00

P 139,137.07
| 44,835.47
316,060.91
997, 665.55
121,681.10
36,471,68:'
46;265.22_
9 9975500
21,712,093,00

P 147,000.00

P 98,708.71

'?5,2&8,8?4.71

e e

- Chief Accountant }w/'

- 83—
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15. WORK AND FINANCIAL PLAN. FOR C.Y-—1885
(1985 41 B RFi8D)

.Lébdfaﬁdry Division (110).

Balaries

Living Allowance

P 1,133,000.00
1 264,000,00

835,000.,00

Supplieé and Materials

Inspection & Licénsing Division (111)

P 2,232,000.00

Salaries 1,163,000.00
Living Allowance 267,000.00
Transp. Allowance -281;000.00
Supplies & Materials 7 562,000.00
2,273,000.00
Office of the Director, Prod. Evaluation

Registration Division & Adm. Division (63)
Salaries p .531}000;00
Living Allowance '220;000.00
Supplies & Materials 498,000,00
P 1,349,000.00
TOTAL--- P___5,854,000,00
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17. REGIONAL HEALTH OFFICE
(U S qF I ANLAFT 4 R)

Récommended Organizatlom Structure
{pex Executive Order No, 851)

ammm%gmum DIRBG- | ¢ \npoLEOK S NOVENO M.D.D

Assistant Director

[ l

Technical Regional ‘Budget & A
Services Training = ‘Financa dgigi:::ztwe

Division Center ‘Dvision

il

T ) N
Bratingfal : " [Regional ‘Hospitalh
Health . . Medical. Centers.
Officea Sanitaria

sional Health Labovatories |

FUNCTIONAL STATEMENTS OF THE REGIONAL HEALTH
' OFFICES -

© SEUTION 42, The Regionnl Health Offices shall Bé responsible
for the fielid operations of the Ministry in theé region in. providing’
sffectivs health and medical services wutilizing, smong gthers, the
PFrimayy HWealth Care approach, This corcept provides that healih
and mediecal services ahall be responsive to the prioritized needs
of the commwnity os expresmed by its memboers and which mandates
community participatien i1a the dstermination of its own henl2th care
requirocnants, R -

. SECTION 473, The Regional Health Office shall exercise Super-
viajen and control ever the regional. hospitak, over such medical
centers as may axist in the region, and over the Provincial Health
Office within the region. - :

SECTION 4k, The Regional Health bffice may exercisé_diregt

ahpervision and control over any sanitariom located in their res-
pective areas, depending on the situatiomns




SRUTILN 45, Thne line Functions o:r the Fumily Plauning
service, the Malaria Eradication Service, hutrltion service and
tiho Schistosomiasis Research and Control Service shall be integrated
with the corresponding negional licalth Uffices,

SeCTIUN h6. The Line runctions of the Dureau of Food and
Inrugs outside of the Natlonal Capital Region shall be transfarred
to the corresponding Regional Health Office,

SECTION 47, The Regional Health Offices shall also perform
the following functions:

A, Impiement lawa, policies, plans, programs, rules and
regulations of the Ministry in theisxr areas;

B, Coordinate with regional offices of other hinistries,
bureaus and agencies in their respective areasg

C., Coordinate with local government unitsi and
D. Perform such other functions as may be provided by law,

~ SECTION A48, PBach Regional Health Offlice, as graphieally
depicted in the following erganization chart, shall have a Technieal
Services Division, an Admindistrative Divisiom;, a Budget and Finance
Division, & Regional Health Trainimg Center, a Reglonal Hespital
and/or Medieal Center and Provincial Health Offices. ITts organiza-
tional chart also include a sanitarium where this ia placed diroectly
under the Regional Health Uffice for valid rcasor.

FUNCTIONS OF ‘THi TuCrihLCAL SciVICKS DLVISION

SECTION %841 The Technical Services Division shall perform
the following functlons:

As Develop and evaluate plans and programs rclative to.
activities involving promotive, preventive,; curative
mnd rehabilitative aspects of medidine, subject to
tochiiical guidance of the staff buresnus;

B. Assume the function of licensing hospitals; and

'€, Perform such other funétions as may be provided by law.



FUNCTIONS OF THE AoMINIsTRATIVR
DIVISION

HEUGTION 48,2 The Administrative Divislon shall perform
the followlng functions:

A, Frovide the Regional Health Uffice with economical, .
efficient and effective services relating to personnel,
legal assistance, -information, records, supplies, equipment,
collection, disbursements, security, custodial and Jani~-
torial work,

B, Perfohm such other functions as may be provided by laws

FUNCTIONS OF THE BUDGET AND FINANCE DIVISION

SHECTION 48,3 The Dudget and Finance Division shall perform
the following functionst

A, Develop and improve regional budgetary methods,; procedures
and justificationss

B, Provide fund estimates in support af tha regional office
"~ eperations, plans and prograns;

C, Assist in the presentation ol the regional budgetary
estimates before the regionail develepment board and
the Ministry;

L, Provide technical assistance in the application and
utilization of budgetary methods -in the Provinclal
Health Office and subordinate unitsy

By Frepars annual financlal wvork plana for progruns and
projects of the Reglonal Health O0ffice;

i’y  Prepare and recommend the allocation of available funds
to regiona 1 programs and projects om the basis of
approved guidelines and prioerities;

G, Review performance reports. to determine conformity with
set standards;

H. Prepare financial reports for regional management guldance
and as required by higher authorities;



Le

g,

Ko

Maintain basic and subsidiary accounting records and
books of accounts Lo reflect accurate and current
tinancial information required by existing accounting
and auditige rules and regulations for ithe Regional
Health Gffices

Certify to the availability of [unds, process requisi-
tions, vouchers and reports of collections and dis-
bursements; and

Perform auch eother functions as may he provided by lawe

FUNCTIONS OF THE RECGIONAL HEALTH TRAINING CENTER

SEGTION 48,4 The Hegional Health Training Center shall
perform the following functions:

A,

B,

C.

b,

E,

Administer, manage and supervise training programs for

-health and medical personnel in the region;

Conduect surveys and other methods for determining.the
training needs of health offices and hospitalks in the
reglom} )

Prepare training materials and teaching aids for
training purposesy

Coordinate training needs withh Health Education and
Manpower Development Service; and

Perform such other functions as may be provided by law.

FUNCTIUNS oF THir REGIONAL HUSKITAL

SECTIUN 48,5 “The Regicenal Hospital shall pertorm the
following functions:

Ao

Serve as the central referral facility of Provincial
and City Health Offices and the District Hospitals in
the regilon; ' :

Constitute the teaching and tralning armu of the Regional

Health Offico and provide the medical and cther manpower
needs and technical faecilities required by field units;



C. Conduct research worlk and install such [acilitios as
may be necessary ag part ol fts role in sclentiric and
teclmical worl;

Ve Keriowin such other functions as may be provided by law.

SECILGH by, Tlhe Rogional lospital gshall have as part oi its
Integrated facilities .such Regional Laboratories and Regional Men-
tat Hospitak as may exist in the region except as cotherwise provided
in this Letter oi Implementation. ’

SECTION 50, The Regional Laboratory shall be transferred to
and made part of the Regional Hospital or the Medical Center which-
oever is neared in location, including applicable appropriations, re-
cords; eguipment, property and such personne® as may be necessary.

SECTION 51. The Regional Mental Hospital.shall be transferred
to and made part of the Regional Hospital, including applicable
appropriations, records, equipment, property and such personnel asa
may be necessary. ' ‘



18. REFERENCE BOOKS NEEDED
(HHEFER)
1. TUS Pharmacopeia National Tormulary
2, Official Methods of Analysis of the Association.of Offigial
Analytical Chemists
3. Pharmacopeia of Japan
&4, British Pharmacopeia
5. The Merk Index
6. Tood Chemical Codex
7. Martindale The Gxtra Pharmacopeia
8. Bacteriology Analytical Mamal
9, Nemingten's Pharmaceﬁticél Sciences
10. €Code of Federal Regulations
11, laboratory Information Bulletin - FDA USA
12+ Food Analysis by Horris Jacobs
13. Food Microbiology by Frazier
14, Japanese Sj:andards of Foond Afditives

( mcoupLETe )



Reference Books - INGPRCTIOH AMD LICENSING

1. The Extra Pharmacopoeia = Martindalg

. US Pharmacopoeia and Mational Formulary ~ Latest Fdition .

N

3, Chemical Dictionary
: Industrial | S
4, Theory and Practice bf/Pharmacy - Lachman and Batista
5. Pharmacsutical Sciences - Remingtén |
6. Merck Index -~ Latest Edition
7. Code of Fede§51 Regulations
8. Phafmacopdeia of Japan - Latest Editian.
9, British Pharmacopoeia - latest Edition
10. Laboratory Mamial for Food Canners and Processors - National Canners
Association ReseérchrLaborntory - Washingfon, D.C,

- The Food Processors Institute

1950. 6th Street

Berkeley, Ca 97710

(IHCOMPLETE )
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1o0.
11.
12.
13.
14.
15.
l6.
17.
18.
19.
20.
21.

22.

19. LIST OF REFERENCES
(HAERHE)

FOOD ANALYSIS (M. JACOBS)

FOOD ANALYSIS (A. LEACH)}

CHEMICAL ANALISIS OF FOODS - (PERSON)
OFFICIAL METHODS OF ANALYSIS (AOAC)
FOOD CHEMICAL CODEX

JAPANESE STANDARD FOR FOOD ADDITIVES
BACTERIOLOGICAL ANALYTICAL MANUAL

ICMSF VOL. 1 & 11
(INTERNATIONAL COMMISSION ON MICROBIOCLOGICAL SPECIFICATIONS
FOR FOOD)

COMPENDIUM OF METHOD FOR THE MICROBIOLOGICAL EXAMINATION
OF FOODS—AMERICANPUBLIC HEALTH ASSOCIATION

merck INLEX

u.s. DISPENSATORY

U.5. PHARMACOPEIA

BRITISH PHARMACCOPEIA

PHARMACOPEIA OF JAPAN

MARTINDALE EXTRA PHARMACOPEIA

REMINGTON'S PHARMACKUTICAL SCIENCES
PHARMACEUTICAL METHODS OF ANALYSTIS (HIGUCHI)
ISOLATION AND IDENTIFICATION OF DRUGS — (E.G.C.)
COSMETICS - SCIENCE AND TECHNOLOGY ~ VGCL. 1-3
ENCYCLOPEDIA OF SCIENCE AND TECHNOLOGY
CONDENSED CEIMICAL DICTIONARY

CODE OF FEDERAL REGULATIONS (GOOD, DRUGS & COSMETICS)

JOURNALS

JOURNAL OF AOAC

JOURNAL OF AMERICAN CHEMICAL SOCIETY



10.
11.
12.

13,

CHEMICAL AND ENGINERING

JOURNAL OF FOOD TECHNOLOGY

JOURNAL OF FOOD PROTECTION

FOOD AND COSMETIC TOXICOLOGI

FOOD LABORATORY NEWSLETTER

MODERN PLASTICS TECHNOLOGY

JOURNAL OF AMERICAN MEDICAL ASSOCIATION
MEDICAL LETTER

INPHARMA

JOURNAL OF MICROBIOLOGICAL METHODS

APPLIED AND ENVIRONMENTAI MICROBIOLOGY

ADDITICNAL IMPORTANT EQUIPMENTS

AMINO ACID ANALYZER =- TO TEST FOR AMINC ACIDS AND

PROTEIN QUALITY OF A PRODUCT

PHASE SOLUBILITY ANALYSIS EQUIPMENT - TC BE USED IN
THE PRODUCTION AND VALIDATION OF SECONDARY REFERENCE

SUBSTANCES

BAKER 10 SPE SYSTEM A SAMPLE.PREPAHATION DEVICE FOR

SOLID PHASE EXTRACTION FOR FOOD DRUGS AND QUASI-DRUGS.

— 095 —



20. US Pharmacopia XXX (1985) Guide to General

(KRB A —RBRERA)

Chapters

{For complete alphabetic list of all general chapters in this Pharmacopeia, sco under “Gencral chapters” in the index.)

General Tests and Assays

{ N
1)

16}
21}
)
41}

——

o~
O
T gt Yo

VB = — S0 ca o0
Ak e U e s ama Ly
et e N Skt S okt gt et et ot

o~
o

General Requirements {or Tests and Assays

Injections ... 1137
USP Reference Standards ... 1139

Apparatus for Tests and Assays

Automaicd Mcthods of Analysis... 1143
Thesmometers . .. 1149

VYolumetric Apparatus. .. 1150

Weights and Balances ... 1150

Microbiologicnl Tests

Antimicrobial Prescrvatives—-Effectivencss . .. 1151
Microbial Limit Tests ... 1151
Suerility Tests ... 1156

Biological Tests and Assays

Antibigtics-~Microbial Assays... 1160
Baclerial Endotoxins Test ... 1165
Calcium Paniatheaate Assay ... 1167
Depressor Substances Test ... 1168 ool
gcss'gn and Analysis of Biological Assuys ... 1169
cxpanthenol Assay ... 1179 -

Insulin Assay... 1180 Relit

Pressor Substances Test. .. 1180 Rl
Prowcin— Biological Adequacy Test ... 1181 R_nf
“Pyrogen Test. .. 1181 RadGid

Safety Tests—Generat ... 1182 Ptpeead
Transfusion and Inlusion Assemblies... 1183
Yilamin Byz Activity Assay ... 1183

Chemical Tests and Assays.

IDENTIFICATION TESTS

Identification—Orzanic Nitrogenous Bases ... 1185
Identification Tests—General .. 1135
[dentification—Tétracyclines . .. 1187

Thin-layer Chrematographic ldentification Test .. - 1187

LiMIT TESTS
Arsenic, .. 1187

\ Calcium, Potassium., and Sodiun ... 1188

Chloride and Sulfate . . 1ISD
4-Epianhydrotetracycline . 0. 1159

Heavy Metals ... 1189

[ron... 1190

Lead ... 1190 |

Mercury ... 119]

Readily Carbonizable Substances Test ... 1192
Residue on 1gnition .., 1192

Sclenivm .. 1192

(31}
{311
{321)
{331}
{341}
{151}
{161}
{371)
(381}
{391)
{401}
ait)
{421}
(425)
{431}
{441}
{451}
{461)
()
{475)
{as1)
{491}
{501}
{511)
(521}
(531) -
(541)
{ssn)
(561)
{571)
{581}
{591}

{601)
{611}
{621}
{631)
{641)
{651}
{661)
{671)
{691)
{695}
{701}
{7t1)
{721}
{724}
{720}
{731}
{733}
{741}
{151}

OTHER TESTS AND ASSAYS

Acid-neutralizing Capacity .., 1192
Alginates Assay ... 1193 '

Atkaloidal Drug Assays: Proximate Assays... 1193
Amphctamine Assay ... 195 -
Anumicrobial Agents—Content ... 1195
Assay for Steroids ... 1196 o
Barbiturate Assay ... 1197

Cobalamin Radietracer Assay ... 1197
Elastomeric Closures for Injections. .. 1198
Epincphrine Assay ... 1199

Fats and Fixed Qils. .. 1200

Folic Acid Assay ... 1202

Hydroxypropoxy Deicemination .., 1202
ledometric Assay—Antibiotics . .. 1203
Methoxy Determination ... [203

Miacin or Niacinamide Aszay .. 1204
Nitrite Titration ... 1206 -
Nitrogen Determination . .. 1207
QOxygen Flask Combustion . ., 1207
Penicillin G Detefmination ... 1208
Riboflavin Assay ... 1208

Rosin ... 1208

Salts of Orpanie Nitrogenous Bases ... 1208
Single-sieroid Assay ... 1209
Suifonamides . _, 209

Thiamine Assay ... 1210
Titrimetry ... 1211

Alpha Tocopherol Assay ... 1212
Yegetable Drupgs-—Mcethods of Analysis .
Yitamin A Assay ... 1215
Vitamin D Assay ... 1215

Zinc Determination ... 1219

.. 1213

Physical Tests and Determinations

Aergsols ... 1219

Aleohol Detcrmination. . . 1221
Chromatography ... 1221 .
Color and Achromicity . .. 123}

Completencss of Solution . .. 1232
Congealing Temperature . .. 1232
Coniainers . .. 1233 .

Containers~Permeation. . . 1240

Cuolton . .. 1241
Crystatlinity ... 1242
Disintlcgration ... 1242
Dissolution ... 1243

Distilling Range .. . 1244

Drug Release ... 1245

Electropharesis . .. 1246

Losson Drying ... 1249

Loss an Ignition ... 1249

Melting Range or Temperature , .. 1249

Metal Particles in Ophthalmic Citments . . . 1250

1135



21.

Guidelines for New Drug Application
(HERBOHAES4 )

SECTION- A

‘l, Name of drug
2, Nane and address of applicant
3. Active ingredient (s)
a) Official, chemical and other names
b Molecular or chemical formula dnd structure
Hame and address of manufacturer
L, Composxtlon or formulation per adult dasg
5. Form of drug
6, Indication or recammended usefulnpss
7+ Recommended dosage and frequency of dose _
8. Route of administration : : '
g, Status in a) USA o b) Uk o) Canada  d) others
(If so, what is the status?)

10. In addition to the label, what other descriptive materlal
will be used? {Labels, package inserts and all promotional
literature to be attached.)

SECTION- B

1, Pre=slinical trial Studies

A, Pre~clinical Pharmacology
1. Pharmacodynamic Studies
a) Pharmacologic effects
b) Mechanism/s of action

2, Pharmacokinetic Studies
‘ay Absorption
b). Dstribution
¢, Half-life:
d. Biotranformation
e, FExcretion

B, Pre-clinical Toxicology
1., Toxicological Studies
a. Acute
b. Sub-acute
¢. Chronic

2. ecial Toxicological Studies
Sg. Reproduction
1. Fertility and general reproductive
performance
2., Teratogenicity
3. Perinatal and postnatal study
bg. Carcinogenicity
c). Mutagenicity

—97-



2

3

uz Al
Clinfeal Studies
A. Clinical Pharmacology

1. Pharmacokinetic studies

a, Absorption

b. Distribution

c. Half-life

d. Biotrangformation

e, Excretion

f. Drug interaction and corregponding effects
2. Pharmacodynamics

a. Therapeutic effects
b. . Mechanism

3. Phase I (Pharmacology studies)
4. Phase II (Specific disease,; treatment or prevention)

Extensive Clinical Studies

A. Phase ITI (Assessment of the drug's safety, effectiveness
and most desirable dosage)

B. Phase 1V (Adverse drug reacticns)

SECTION- C

1.
2.
3,
i,
5.
6.

Full report of manufacturing methods and quallty aentrol
A) active ingredients B) new drug
Details of specifications, methods and actual results of quality

control test carried out on all starting materials used and on the

final products.
Details of stability testing and predicted shelf life.

Full reports and reprints of svpporting ‘papers discussed in
Section B,

Two- copies of the analytical procedures for determining the drug
in biological fluids and in vitro.

Photocopies of certificate of drw drug approval in other countrles
and details of the conditions used in these countries.

NGEE All these documentary requirements should be complied in a
folder before submitting to the Bureau of Food and Drugs.
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23. Program Plans for 10986
(BFAD 1986 £ TOFE)

A. Situationul .alysis ond Problems Identified

The Sureau of rood and Prugs is a new staflf bursau of the Hinistry
of Health created by virtue of the provisions of Execubtive {rder No, 851
dated December 2, 1982, - It asswned the duties and functions of the avo-
lished Fooq and Dry; Administration including new funciions under the
sane Sxecutive Order, which was tasked then to enforcs the _rovisi:ins
of the Food, Drugz ani Cosmetic &ct (RA 3720} Household Hazardous Subse
tance Decree {P.D.881),5imzlilcati n of Sxport Proccuures Decree (PD 930)
and such other pertinent lsws affecting consuners health and the concern

industries,

The BFAD is responsible for ensuring s:=fe and. good quality supply
of food, drugs including traditional mgdicine; device, céﬂnetic and
household products containing hezardous sabstances uiri for regulating
their production, sale and distribvution to protect the heulth of the

people.

Functionaliyn, it nrovide consult. tive ond soviiory services ond
acts as the executive arn of ths jindster of jie 1th on mztters pertinent
to food, drug including treditional medicine, device, coumezic end house-
hold products containing hezardous substance, It developes and recommend:
‘rules, regulations and stard:srds in -gocordance with H.A. 3720, PD 881
-and sthers pertinent laws ard coordinates wilhi Legsfsnzl ana Provineial

Henlth Gffices in the techrical supervision 25 th. suma,

It ingpects end issues license for the opeoralion of ostablishnents
dealins witn the aforementioned prolucts au well a. the cvaluoticn,

laboratory testing ani rvoginstration of the sam2 ore:racts,
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It also recommends institution of criminal setion and admivdstrative
sanction for vinlstion of toe laws and its implementine rules 5 d

regulations,

In 1966, it iz expected to directly coqulate the cperati-n on

about 10,000 foad, druy;, cosmetic ard household hezsrdous substance

establislments located in Ne-tlonal Cepital Region (Cietrs

ﬁ:ﬁila Aran
out of the nationwide 29,000 establishments nnd to technienlly super-
vise the iZ RO Food an& Dtug Services uhich are-directly envolved in
the regulation of the about 19,500 establishwents locoted in ths diffe-
rent regional areas., To conmplament the seid field activity ond te
prevent the production, s»les and distvibutisn of odvliarated =nd/for
misbramded pr;':éts it's target is to perfor: sbout 103,000 laborobory

examinaticns ~and analysis of  the stme.

Az the national agency concernad to coordinsa’e uil ASEAN Tecimni-

cal Cooperation on Pharmecent.enls in its conlimzing nroo ~r bl
project, Drug Bvalustisg an? Control} will host T tlpoting

in 1905-1986 as it did in Y0, 1992 and 1904, Tris sotiviiy is dlroo-

ted townrd the develppment and ipprovoment of the exizhs

cal policies and guidelines of the Philippines oml to bo adentad by

other ASZAN member countries.

In response to the growing nee’s of the Ineveasing aeoulation
. ° . N . A - .
(55,%10,857 estimated in 1996 and the advancement in nelones and tech-

nology, new rules, requlations an: stondavds shall be dovelopad o adoe

dmataly-protect bhe hotlth of the Filipipe boo

growth ©f the concernc’ i

Shien v widavie dlin Morisdicbivn

of the 3P nn. o ctrongthen and ooordinate ro R AT 3
berotion in tletli X oot el PO R & I S A R
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B, G‘oal':

To support the Ministry of Health's goal "Improvéd Health and

Welfare for-all Filipinos by Year 2000,%

C. Objeétives T

1.

2

Gene:al‘Objectives $

To ensure safe and good quality of food, drug including tradi-

tional medicine, device, cosmetic and household products containing

hazardous smbstances, aixd to regulate the production, sale and

‘traffic of the same to protect the health of the people.

Specific Objectives

=N

To provide consultative ani advisory services to the Minister
of Heéith on matters pertaining to food, drug including tradi-
tional medicine, device, cosmetic and household products contai-
nismg tmzardous substances;

To develop end recommend policies, rules, repulations and
standards in accordance with R.A. 3720 and other pertinent
laws for approval of the Minister;

To coordinate with the Regional Yealth O0f{fices in the technical
sipervisian in the enforcement of the some laws and its imple-
mentil; rules and regulations;

To: ¢dninister and exscute the implementation of the policies,
rules, regulations and standards approved by the Minister in
accordance with Food, Drug and Coshetic Lot IR.AL 3720) and
other pertinent laws;

To conduct the evaluation und registration of products as well
ag the development of a system in drug monitoring adverse

reactions;
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io

k.

1.

Me

n,

-l -

Pa conduct ingpectisnal, investigational, sample collection,
gsurvelllance of misbranded or gounterféeited products;
To lasue licenses for the operation of establishment dealing

with products withia its jurisdiction;
Abur :

To undertakﬁdtesting f products tn determine compliancerwith

‘standards of identity, purity, guality and fill of containers;

To fix the rates of any levis, assesses and collects fees for

licensing of establishments, testing and/or registraticn of

products:

To recommend institution of eriminal action and aéministrative
sanction for violation of the laws and its lamenting rules and
regulafiohé;

To prescribe genera. standards and guidelines uith respect to
the veracity of nﬁtritional and medicinal claims in the adver—
tisement of food, drugs.including traditional medicine and
oosmetic in the varions media, to monitor such advertisement
and to call uvpon any érring manufécturers, distritmtors or
advertiser to desish from such inaccurates nutritioral or
medicinal claims in their advertising;

To conduct and/or stpport research and related activities to

obtain necessary information;

To develop and implement broad program to promote voluntary

compliahce'between the consuming public, the regulated
indusiries, malti-dimensional professional groups through
edicational and informational activitiesg

To develop guidelines on emergeney preporednsss in time of
poison.outbreaks, nationnl reealls, ele,, in crordinatisn

With field personnel;
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0, To conduct continuing manpower development program in coordi-
nation with the Heslth Education and Manpower Development

Saxevice -of the Ministry,

D. Stratemies :

The following strategies are hereby adopted tc obtain the goals
and objectives as defined in the pertinent laws :

1. Food, Drug and Cosmetic Act (R.A. 3720)

a. Eats . ishment of standard of identity, purity a=nd fill of
cuntainers for food, drugs including traditicnal medieine,
cosmetic and device;

b. Inspection and registration of food, drug, cozmetic estoblish-
ment tq assure compliance with technical reiirements and gonad
manifacturing practices;

c. Regular and random collection of product simple for labnratory
testing;

d, PBvaluation =nd rogistration of food, drug including traditiconal
medicine, cosmetic and devies;

e. Levying, assessment and eollection of fess for inspection of
establishments znd znalysis_and exsminatine of nroducts;

f. Researh studies on oroiducts before, and after recistritinn

g, Establishment of system on monitoring drug adverse reacii”n;

h. Dev>lopment of a more effective system for ihe deteclicn of the
presence of mishrariied and/o;-adnlterﬁted products in fhe market;

i. Development of rules and repulations in the advertisement of
food, drug, including traditional medicine, device, cosmelic
and the monitorirng of the same in the verious moass nediaj

J. Development of statisfical data_collecticﬁ systen in the allied
industries to serve as basis for present and future decisicn

making of the Bureaa;
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.
k. Development of manpower skills and potential to mect agency
‘abjectives and target for this law enfercement;
1. 'Strengthen the coordihation with the Regional Health Gffices in

the techpicol supervision of 12 RHO Food ond Drug Services:

Hazardons Substance Decree (PD 671}

a. Establishment of Siandard_in the labelling of household products
containing hézardots substances;

b. -Inspection and registration of establishmenl dealing in the
manufactﬁre and wholesale distribution of householé products

. coﬁtaining hazardous substances;

¢. Evaluation aml registration of household preducts centaining
hazardous substonces;

d. Levying, assessasent and collection of faes fnr'inspecticn of
establishment and analysis znd examination «f products;

e, Development of szles and regulations in the aévertisement of
household products zeontaining hoazardsus subzstonce ol - the mbni;
toring of the svme.in the various mass HE T

f. ‘Dévelopment of statistical data collecti-n system in the
industry to serve as basis for present and future decision
making of.the Burean,

g. Development of manpower skills and‘potentials to meet agency
objectives and target for the enforcement ¢f the laus, rules

and regulaticn.
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g BUDOET RPQUIRED -

| fo TARGET
. E1igible UProgran ~

ACTIVITIES 1 2argat | Ssrride _Natlonal | Foriegw- |h, INDICATORS

"Ipep. | Tarpet Fund Assinted

R O S - N

hzais | Ne. 3 He,
Establishment of Sta- {gFap ! Nﬁl XM Gonselidated ! Nene Ne. of Adm,orders,
r]dardg for operation - laws | Actual |with ne. i olrculara en SOP
of food, drug, device, j A fear establishments
cosmetfics, household f i develsped and rece--
hasardous Subsiance %- i muended fer appre-
establishments. ‘ i val of the Minister
Establishment of stan - AFAD R Aotual O Ne. of adn.orders,
dard for food, drug, |lauws circulars on SOP
device, cosmetic and fer preducts deve-
household hazardous ! leped and recemmen-
substance products. ded for appreval

af the Minlster

Evaluation and regist -: - :

s ' ‘gls. BPAD ; NM Aetual #on None He. ef preducts
ration of food, drug, i ol Q and
cosmetic, device and Llaws i u:te d““
househo!d_hazardous registere
substance products.

General adminisirationiye,, |, KM P 1,748,000 | Rone Effective general
and support services 2émint stratdon
management snd suppert servi-
Reéporting /Evaluation c:s Hee
Manpower Development

administrative

. i
. . R H hd

Inspection an;lllcen31ngpg,ooo zgtggo T 304110,000 2,929,000 ] Hene Ne, of inspactiens
of food, drug, devi ce, pstah,i® ) astabs, i conducted. .
cosmetic and household Ne. ef astablish-
hazardous substance mants registered/
establishment . licensed,
Technical supervision | 12 RHEO 100 € 12 RHO 200,000 Hone Ne. of RHO-FDS
of. RHO* Pood and Drug FIS supervised
service. ’
Laboratory examination 100,600 100% 100,000 |3,131,000 Heno Ne. of laboratory
amalysis of food, diug preduct examinatiens/ani-
device, cosmetic and samples : lysis performed
ttousehold hazadous %

substance products. : _ laboratory
Research si di NH Actuel | CensAlidated! Nome Na, ef/rasearch
esearch studies on with No, 7 ° stuiles completed
products before and | i :
after ‘registration and { i '
marketing. ! ;

Note:
1
- Hen-meaasurable
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24. Performance Report (CY 1972—83)
Plans and Program by Year 2000 _
{(BFAD 19?2ﬂ5b\b83$$t0}$%§c‘: 2000&&(@‘1‘ )

T - paskgrou

)ﬂ.th;t.ha pusnge of ”%op\t e Aot Ho. 3720, otherwliase known as the
¥ood; Drug and Cosmetic Act; %le Food swd Drug Administration now known
- g 4hs Buresn of Food -and Dmm, wes esbablished in 1963 to 3dmi.nister
and “dnforve the said law, -

L he !'DA 1s msponnible {or ansurhmg Bufe snd good q uality supply
ci‘ q‘c)Qd, ‘drug,. cosmetic, devide. and. household products sontaining
MWM‘mbstmnau end fon regulating their production, sals and dis-
aritvtionito pt'ctaot the mmh of the. people. .
The. §gency is also ma.ndlhi;-od to inplement and entorce Preaidential

Dédrea Nop 381 (flasardous Supdtance Decree) and certain provisions of

Republis ‘hot; No, 5921 (Pharsady Law), Presidential Dacree Ho. 930
(Sﬁ,piica Lon pf Export Progjdures Decree) and other pertinent laws
n‘fféétina cmsumrs health qu tha ooncerned induatries.

. Fnhn;ib?:aﬂly, 1t provides: aonsultatim/advisory services and acts
i TH" ptrative and executlye arm of the Office of the iinister 87
Hed1th on|Aebters pertinent ‘bc- food, drug, cosmetic, herbal madicine,
d;aﬂea “pnd hOHEShold produnﬁp enntaining hasardous subatances,

 Withithe issuance of Biscutive’ order MNo. 8b1 dated Décember 2,1982,
a Présidential Order dirscted toward the reorganisation of the Minlstry .
of Hapltl, tho Food and Drug Administration was abolished and a new
officersan oreated to be knowm as the.Bureau of Food and drugs whicih
shall assjs the fupctions wnil duties of the former.

" The present 284 manpowd P’ oomplement of the agency 1s composed
mostly of: phsrmacist, chsmisb, nutritionist, medical technologist, other
alliod professionals and gensral ad.nﬂ.niahration sunport personnel such
as asgountants and clerks, eté, :

II - Brograms wid Frofects ( 1977 - 1963 )

1, Program -~ Food,!DBrug, Gosme o md hounehold Nag ardous
' mbatance Control,
Objec tiws tlves s

To ensure sa_tt- wid pood qunlity suppPly of
food y1drug, cosmetic, dovices and househol:d
rodusts containing Iwznrd Uy’ Puustmces and
for rogulating thelr ‘mductL n, Sale and dis-
tribution to protect the heal®: > tie peorle,
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1,14 Projects -

1. Inspeotlion and lloensing of establishments
and polleotion of samples,

ObJugtives

%0 plan, program, dirwect and provide
tookwiual guidance in the inapection, sample
collmition and registration of establishwents
ang gad in ths nsnufasture, distributton ad
uh of food, drugs, cosmetios, dovice and
hous?»ld productn containing hsserdous subs-
tansgqiy

2, laboritiory Examination/Anslysis of Products,

Ob;ggj {dves 3
2v.plan, w‘ogram, direct and provide tech~
niogdt *kui.dnnm the laboratory testing of

food, fidigs, cosmtis, device and household pro-
du.ct.s idnt alning hasardous subst ances.

3. TI'roducd Evaluation and Registration.

Joot&!ﬁ
Toi. plan, program, dlreoi and provida tech-
nical Eui ence in the evaluation and reglstra-
tion of'ifbod, drug, cosmetic, devics and house-
hold prq'.lﬁct.a oont alning hagardous aubstances,

L. Gensral hdmnistration and Su-port Serviecs.

Ob Jectiveg__:_

To provide general adminlatretive awd
logistic mupport ssrvioces to 41l division of
the ¥DA such &s persomel astions, records and
properiy managovent, spah collection ard dia-
burgement, sccounting and gensral maintenance
sgrvices,

Itk » Accomplishosnt of the Program and Projects

During the paricd 1972*-1983 thy RFAD substantially echleved 1t
objeotives and gosls for consumers motection, Ihis was ands puosibl:
through aptigpm utilization of resuvwiess provided for under Lhe annual
appropriation acts of the government and the implemantalion of aflective
lnd efflclent uystem and processes in the ageney oporastions,

In germrnl, the BFAD haa protectnd the people's health Ly ensuring
that: procsssaed [oods sre safe and ¥Wholssore, drugs avi cosmatics are
nafe md effactive for.its lntended ussgs, nnd thet cormon household
produsts contalning h aardous asubstrnce:s are properly lgbelled,
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e e

Stabistical date on pm#faw’projacts accomplishmnt of the HFAD 1o
attaced ad parked as Anuen K.

Its _:e‘a_jof accomplishments uare; srumorated as follows:

1,

2,

o

8.

N

Established various sndes and regulations for the implemon-
tation of the Fool, Drug and Cosmetic Aot (RA 3720) , Housa-
hold Hasardvus Subtwtance Deoree (PD 881), Export Simplificas-
tion Dscres (PN 930), “raaidantigl Instruetion on Selzures
br #lgbranded and Adulterated Vroducts (Lo 1223) s and ot.her
fovbinent laws,

Pumted. the traﬁ‘d.h/supply of imported ndul‘oeratad and/or
beanded food, dmc, asosmabio and household producta
italning hasardous; gubatances,

. idbquhtaly assisted the export trale program of the govern-

pend thru issuanés’ ufr oomnodity cletrance for good quality
‘Fredudte.

m*ntad the GcodiMenufacturing Fractices (GMP) in the
difbrent plauts/r.aiaums under DFAD jurisdiction,

'-‘"_'IIQ“#si,ﬁed the inspeiobion o£ ostabliahmnts dealing in
'1’ oods, drugs, cosmetisi and household products eontp,ininb

\

subatances'ihf well as sample collection from ti.
tm I gblishmants.

'Pa $bhe labora‘tlw tosting of product.s samplss collected
pdctora and/or {pbmitted by oonswmers and mamufgeturers
i‘o r, qempliance or non-eéwpliance with standard opecificatiom,

Reglathrad and issued llicentus to operate snd certificates
d doipliance with tecimieal requirements to estublishments

inder BFAD Juriadiotions,

Wrelusted: and registered a1l products under BFAL jurisdiction
before’ its regular importstlion, manufacturing and sals to
‘the pudblia,

Canducted ndmnist,ratim hsaring of cases of consumer com-

‘Phdints on mdsbranded ani/or sdulisrated products under HFAD

“Juriediotion and recommejyd for crimingl prosecution some of

R Erave -nffOdeI‘B of tha 1w,

I¥ «iQomparative Workload Accomplishment (GY 1972-198))

Sea attached

¢ Plan by the Year 2000 (1984-2000)

Ay Qensral gbjectivis

.- To insure safe end good quality of fucd, drug inoluding tradi-
Aibngl mediglne, cosmetic, device smd housshold pocducts contatning

hasardous substarioss, ad to repgulgbe the production, sele and traf

!

‘fic of thas: lﬁm t0 protect the heal\'-h of, the paoples
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. Spabific Objsckives

.1

by

d,

6,
s
2d
hy

L

Je-

k.

¥o provide oon.luii stive and aﬂisory services to t-he Idpistsr
pf Health on matiiérs pertaining to food, drug ineluding tradi-

“tipnal medicins, eosmetic, device and household prolusts eom-

talning hasardomi substancen 3

To develop and ‘roaommend policieﬂ, rule_q regulntlons and
&t mdard_-{ in aogurdanca with ,4. 3720 and other pertinent
laws for auproval of the Hinister;

To coordingte wilh the Rogionel tealth Offices in the techniecal
aupervislou of the snforcemsnt oi the sa.o laws and its imple-
sonting rules aml regulattonsy

To administer anl execute the implementution of the policies,
rules, regulailions Bnd standards w;.proved by the tdnister in
sccordance with Yood, Drug and Cosmetic Act (RA 3720) and obher
pertinent lawsj

To oonduct t}é-ij'fal.u'a(t-ibn_ and regist;rﬁtrion a8 well as the dave-
lopment of s aysiwm in monitoring adverse reactionsy

To emﬂﬁc%-insf:ent;imal,' tnvestigationsl, sample collectiom,
aur’re'illanvr, minbranded or countsrfelted

To lasue ligsnueii for the operaticm of eqtqbli‘;hmnt dealing
with products witliln its :}urisdicti.mj

Toiundsrtekes testing of products to dstermine complianca with
-ﬁmdads of 1daq:'t‘.wy, purity, quality and £ill of containers}

"ro-fix the ratesiyf: and levis, sssesses and collects fees for
‘33 domsing of Mhbhshmnta, taetlng and/or registration of
‘productsy

To recommend institution of criminpl sction and Administrative

“dgnetion for violation of the luws and its lamenbilng rules and

rogulationsy

To :prescribe gensral standards and guidelines with respect to

“the veranity of rubritional and medicinal clalms in the alver-

' ‘tigament of food,: Pr’uga including traditiony} medicine ami

1.

£y

Ny

uomtie in thae v ous madie, Lo monltor such sdvertisement
and to call upon any erring manufacturers, distributors or
t vartiser to desist from auch innccurstes autritionsl or medi-

.girjsl claims in thbir advertising;

Fo -conduct and/or Bupport resaarch and related getivities to-

: th.’a_'m necesa ary -Liiformationg

To devalop and impi.emnt. wroad program to promote voluntary
eonzliance balwgpp the consuming public, the regulated induc-
brlvr«, multi-dimnéionnl professionsl groups through adueablo-
nel and Informatiopel acti vitiae}

To davelo' gmdalineb on cmargency ure,'. rodeness. Ln tin-u; ‘off

poison, outbrosks, naliuvpil recslls, sic.; in cua‘1 nation with
field peraoanel); S :
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&

t7¢ To conduot conbidnuing manpower develupmoni programs in

" ooortination with the Mealth Rduomtion and Fenpower new-

lopmnt Servion 'of the hinist.ry;

t. St.nmgiaa .

The following strstegies are hereby adopted to obtain tho

goals and objectives g defined in the pertinent luws:

1.

2,

foed, Urug and Cosmetic her (WA 3720)

Ry

b.

[+

d,

o,

S

Be
he

Js

k.

A

Zstablishment pif standard of idencity, urity :nd Cile
of conbalners for foud, drug, insluding tradivional
madicine, cosmetic and devies;

Inzpection ad reglatration of food, diug, cosmetic
astablishment te assurs compliance with tee nieal reqel-
rements and good manufscturing practives;

Ragular and random collection of product sesple Tor
isboretory tusting;.

Fvgluation and reglstration of foud, dru;-;,-' inelu ilngy bra-
ditionel medicine, cosmablc and devicej

Iavmg, adgsassmwnt and caiiection of feas for inspection
of establishrwnts and analysis and - xanlnation of produeta;

fessarch studies on produnts berore ahd fter registrationg

Y

Betabliishnent of system on moni tor;_np adverse dror rencllon;

Dovelopment of n more eflective Ejﬁt.l—"i'\ vor the detoetion
of the presence of mishrancal m:uo‘ aiurteraied moluchs
in Lhe market :

Jevalopment of rules awl resnlativna :rn tle ylvertiserent
of - food, drig, inelwiing trsiditional melicine, cosmetic
and the monitoring of the gas® in Lhe various nmass mediag

Davelopment of. atat,ist_q.cal datg collov ion systum in the
atlicd industriss Lo serve as basls Fov zresent qud future
deeizion asking of the lureau; '

Developmont of manpower skills nud potentilal to meeh apency
objectives anl target for this law eniurcement

Heasardous Substaxe Docree (7D 881)

By

b,

Establishrant of standard in the letiailing of houv ehold
products contgining aazardous substances;

Inspection and registration of estatlishment desling in S

mamufacture and wholrsale diatribution o household »roducte
contalning hasardous substmmces;
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1.

Evglustion and vejlstrgtion of houwsehold produsts contai-
wing hasardous antubtenoas)

mng, .n'ssassmn{s.md colleotion of fees tor inspection
of establishpent and analysls ad exanlcation of products;

Development of salog and regulations in the advertisemont
of household produrts gentalning havardous suhsbtance and
tha monitoring of the sams in the voarlous mess wmeding
Devalopment of steflstlical data collaction asystem in the
industry to serve as basis for present and future declsion
naking of the Nuredd;

Deyelopwent of manpimar skills and potentials to meet
iﬁg{antzy objsctives atid Sarcet Tor this lew enforcement,

{hibmitted by

CAT+TINA o SANCIEY
Diregbor

—-118—



WEIRs sezeujyey

_ | SRk rY
© eBaIy RITWR oG ATO0 BX0A00 qaodel ST CRel (vuorpdax T eqy .

38007330 QuTeeR TPUOTI0Y JO OITAMUNTICN0IN oY POTHTOR YOW WeOD AT WTRL 130N,

_ TOTTAT] GATIRISTHPRDE-I0
. Togbarig . . (uoyorseyiesy 2ag)
ZHHONYS | O WIT L0, OTILISYS ¥ OYTA0
o x . .v.\m\\‘

A

. ¥ e} Pess TS © ot sareder

529 WSS 55072 o' CRTT 370z £6574T §8T'6T TMR'9T HI9TLIT SEETOT  G9970T  SQNLOETION S.TJHVS J0 afiii IO TLT

MHOT 66872 €98%89 22lT4Y L TTITN TS0°Lt 19L°2¢ 2DSVEE W66 lz LILTlZ 29T°LT . 9eg°St SEL0JUEd SISKTYHY .
_ : /NDTIVNTAYXD "SvI 20 ¥l TVI0L  CIT-

€T HTHE SOT WU ¥R e KA. ek U ®olz LTTW. HEE --e1vivs

90T £29°6 *692°8 Git's .,sm& ¥TE 06w otws oot - = - BoTavedstl 35odxg/HodT 5
80T €TE sm'e S0t @9 s € - - - - - wrsoRdes Tas oI T
- OFT'6  20M°6  96T°Tr Heer W9STY OTE%0T €6 ozT‘e  TSLSL  095°C - uoT30edsar #Inag OTIONIRY  °¢
TN 2SS 02 6L ge'S  apefc  6TR'C  €aNfL  069°L o026 . LT36  TET%6 wioedsa] pooy g
€6 T T’y ITNTC 997's e ©S%e TWOSL  OCVR  SLEOT woztTl  one'é uoyasmaLL a6 T

| USIORUNOD 0Ty o LRULEM T

BeT catT | TR6T URET 6T LL6Y LisT LT LT AT 19731 2T

6T 03 2L8T WOl

5 [ o ~, "o - g
*nmh_ﬂ.uumHH&.HQaU.. AV O Ea LY aVIHOD

ROGLL GEY GO0L VB LYhlLiL
yaTRay Jo LAN3STa
FamEdTTTId ous o oTrgndar

~119-



	表紙
	中表紙
	目次
	Ⅰ　調査の概要
	1. 調査団派遣の経緯と目的
	2. 調査団の構成
	3. 調査日程
	4. 主要面談者名簿

	Ⅱ　総括
	Ⅲ　調査の結果
	1. 微生物試験関係
	1-1 現状
	1-2 要請の内容
	1-3 協力の範囲と到達目標
	1-4 設備・機材等に対する提言

	2. 実験動物を使用する生物学試験関係
	2-1 現状
	2-2 要請の内容
	2-3 協力の範囲と到達目標
	2-4 結論と提言

	3. 食品化学分析関係
	3-1 現状
	3-2 要請の内容
	3-3 問題点，その他

	4. 医薬品理化学分析関係
	4-1 現状
	4-2 要請の内容
	4-3 協力の範囲と到達目標
	4-4 提言

	5. 監視，審査及び管理関係
	5-1 現状
	5-2 将来目標及び技術協力要請の内容
	5-3 協力の範囲と到達目標


	Ⅳ　付属資料
	1. THE ON-GOING ACTIVITIES, FUTUR PLANS AND TARGETS OF THE LABORATORY DIVISION（ラボラトリーの現状，将来計画及び目標）
	2. TARGET OF THE ACTIVITIES（5ケ年間の活動計画）
	3. TRAINING PROGRAMME（研修要請案）
	4. ANUAL CONSULTATION PROGRAMME（年次実施会議案）
	5. Modification of No.2 of the Specific objectives and project description（プロジェクト概要と個別目的）
	6. PROPOSED EQUIPMENT OF THE FOOD & DRUG LABORATORIES（機材要請案）
	7. ANIMAL HOUSE（動物舎施設案）
	8. PROPOSED PROJECT SITE（プロジェクトサイト地図）
	9. BUREAU OF FOOD AND DRUGS BLDG FLOOR PLAN（BFDフロアープラン）
	10. LIST OF EQUIPMENTS（現有機器リスト）
	11. MAN POWER PROGRAMME（BFDの主な職員と資格要件）
	12. BUREAU OF FOOD AND DRUGS ORGANIZATION CHART（BFD組織図）
	13. BUREAU OF FOOD AND DRUGS FUNCTIONAL CHART（BFDの各部の機能）
	14. ACTUAL EXPENDITURE FOR 1984（1984年の支出と収入）
	15. WORK AND FINANCIAL PLAN FOR C.Y-1985（1985年財政計画）
	16. ORGANIZATIONAL MODEL INTEGRATED PROVINCIAL HEALTH OFFICE（プロヴィンシャルオフィス機構モデル）
	17. REGIONAL HEALTH OFFICF（リージョナルヘルスオフィス）
	18. REFERENCE BOOKS NEEDED（図書要請案）
	19. LIST OF REFERENCES（現有図書）
	20. US Pharmacopia XXX (1985) Guicle to genesal Chapters（米国薬局方一般検査項目）
	21. Guidelines for New Drug Application（新薬申請のガイドライン）
	22. Guide to general Chapters USPXX（米国薬局方に従った現在実施中の活動，将来計画及び目標）
	23. Program Plans for 1986（BFAD 1986年までの計画）
	24. Rerformance Peport (CY 1972-83) Plans and Program by Year 2000（BFAD1972年から83年までの実績と2000年までの計画）


