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B BRI DETOREICE > TEDEEREZRER T HIENBRHHTON TS, T, HFE
EE 37205 DE 21 &£ (e)EIE. AEFTEDONTVSIEERDERZN. BIMAEERICHLERS
NBHIEZHARBLTWD . LGB EXGDBRERLTHIFEXREIL. T FXFFAIGE(LTO: License
to Operate) #ER15 9 5 EMNEFFIFTOEN TS, LTO DEEDFMICDOLNTIEL, 3.3 BRFEEHE |
FSRLTULVZELY,

211 IRFEBHREEE

BYRAEERZECEERTLERICERIIER. FXEFXTOEERITH I SR B ELRL
(CPR:Certificate of Product Registration) Z B 5L . BiG T A EMNEH T ITONTULVS, BIIETH
i =L, BEBHBICBWVT.CPROBEEFLTIEEXEL. Hoh L LTO ZEIFLTL
BITNIFESENLTO [TDWTIXN3.3 BiFE%EE 125 H) . CPRIFEERTLICHE -GSNA
FhFEoT . EEMRIEITHBELY CPROBFETEIN, T(JEVICETHEFESMIEEIN S,
BED CPROBFFHRICDELGEFCEPLFHRODBIEICOVTUTICFHRT 50, BEDHE
UM REEDIRZLELTHRAN 2D2H5,

1RBIE. FERROBMAEERDL. RHO—BTHINTERMETHINEMHT . BART
HEMNESIHTHD, BREADFEHO—BRIITEEEINEARTHLIHE. CPR DBEIZEIL
L, HFRESLNHERICEVOTEYG GMP BEE(CERL THRHESN TS L%, R RUER
BFBARELEIND, COFHIEL GMP VTSV REFEENTNS, GMP 2750 DI,
3.2.3 24)EVENDREE |ISFEEHLT=,

2RBEIE.CPROBBICEVTEREEREEZF LT OINEINTHS, MRBE(L, BFETRDOE
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VHAEEREWATHH . RIFFEMTRET M hM 0T BHRBYAEERKNMBEICENT
BYAEERELTHRICERRBEINTVSGEE. JrEVICETABEHMNEESNDEVIHET
HbH, DERBEOFME. 12.1.1.3 TREE JITEHL =,

13



RRFE

Bra#i-snwgiar
WMEFEICUVER

J4VEVOEMAEELARFTEZEIO—

BEEE IZLTOX EUS
LTwah?

NAY-S

(=R

~

BN ROBYBE P

ERWARN?

(=g

GMPZ U T Z >R

3

BEBREEHLT S

mn? LV E

Z OB AEZESRILFOA
DY R FIIHBMHERIC
BWTHEINhATWS
7

y A

1HE 2HERLE

£ Rk | BAEE

14



2111 REEE

CPR OHFEICWHEREFIZDOLNTIX, FDA CDRR B RAEE AW EIEFHHT AR FDA
Citizen’s Charter CDRR 2022 3rd edition ({fR[%#& FDA TiREZE CDRR2022 % 3 fjR) 'TE®H S
NTHY. ZIUTRBE SN TODEBRIERICABRINTVSERTHS, — A FDA[FAHKDT
HAMIBWTBMARERUBYMAEERORA . BHERUVOTREAEICETHERETHIRS4
VI TBETAARZAU1EWN) ERRL, RAARSAUITA T Z/NT )y oA RE 2021 £ 3
A 31 BETHEELTW =, AHBETAMFSIUDERIT. EFDHAFSAVOHRERELLRT S
ERBDVHIERELZ LMD, SEBRMET HENTES, RBETHARFFAUICBALTIE.
Superiorvet AN A AE 1 —[ZENVTUTDREIZEEZHBT=.

O FEDHARSAVIEELEREICKDBRARUVAAALEIN TGN, LI=A > THEIKRLY
[FIRARELTHEFORELGEIZEYITHON TS, FDA 1L, 2O (HBET) HARSAUIZDNT
(X, FEEABAMLTLEL,

ZOEIBERMNS REATIEH, ERXICAFASNTODERICINA . HETHIFSI DIFEHRLEEH
ERE

R ABEKRRTHBICKYERICARSNTVLHFS

EXGFRLoTRHSINI-IHEBRFEE | (KILFAEHE)

HEE BEHEE. OAXE. REXEEROADLGEZNE (RLTH5EE)

BB EELEN\YFI+—3al—ay

LR H O

B xR % (Active Raw Material) D 72 #TSEBAE
1. EZEGEZE (API: Active Pharmaceutical Ingredient) Dft#a A5 DEHD
2. TREDEETHLEDED

6. SERLMODBTEEE

7. RESUTILOR— /1 F MR LIzREE R DD HTEEBAE (CA: Certificate of

Ok w0

Analysis)
8. HEHE EE.JRE. YOIV Y  IRRNEE., YTRI—OEFIE(BRHRHAE AT L
DEHREET)

9. E—MEER. MERR. T BMZECHRFIREZIIIEE).
10. REMEHAER
M. INLVEM(T7IIIIINIL)

9 J4EL H£FIE FDA, “Initial Registration of Veterinary Drugs” (https://www.fda.gov.ph/wp-
content/uploads/2021/05/Initial-Registration-of-Veterinary-Drugs.pdf, &#& 7+ A H:2022 £ 9 A 23 A)
04 EV £ FE FDA, “CITIZEN’'S CHARTER CENTER FOR DRUG REGULATION AND RESEARCH
(CDRR) 2022 (3rd Edition)” (https://www.fda.gov.ph/wp-content/uploads/2022/04/FDA-Citizen_s-Charter-
CDRR_Revised-28Mar2022.pdf. &x# 7Y+ AH:2022 49 A 23 A)
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12. KRG VTV GHEETROLNHIHE)

ZTODMOEH
1. TIRAFVIRFICAS-ERDGE BITHEMECAHEHRBO S TEIAE
2. MARDIGE:
a. EZ R 8K|SEAZE (CPP: Certificate of Pharmaceutical Product) (WHO M\#&E3 %
CPP [ZDL\TIEI6.1 WHO Dt EE#E T KD EEMBEFIZIEAE (CPP) 1%58)
b. 84} GMP E{§FEEBAE (GMP V1) 752 R)
3. BYMRAEXEROFEDEE:
a. BIERREER
b. E=&2UL I ))—RICET HARBRERTEE
4. BEIEAEEREFIDSEE HEEDEN
B LTOGMAER T/ REXE/RFTEE/IN—F—)

FRBETHARSAVIZRBINTWSEHREFEELHE"

318 EET ARV SIER
toiav ABR
9230 BEBT—RICEATEHIAMFI R
1. MERESE. ENE

2. EARBEZETHESE)

3. FIERE#

4. HWEEZ BHEXE-REEE WAZE QHEEROFDLGENE

5. B LTO

6. #BY GMP EVSKiIAE

7. MIARDIGE:
a. BESH/EMAZEF/ENFTEEOIAE(E5)
b. WHO QBRITHAICE DT EEDOMEETHARITL-ERRRFIG

BAZ (CPP: Certificate of Pharmaceutical Product)
c. BHIRFTIIAE
03> C HaDFH

1. ER4

2. EOHSRUBEROLFREES

3. Flw

4. HEBE

5. FEBEEM

6. EWMERE

7. RIEHH

8. {KZFEHAM

9. RAKBEEME(MRL)

o av D EEXE

1120214 3 A 31 BET/ATYy s MEFEEL TV, AAARFA2 (& FDA YA b TRRENTEHYFIFAEE
HHM FEABHTEOAKEH TEERTATUAL,
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SNIVEH

BERBR)—TLb(—EBRAEER) RURMIXERAFAESER)
TIRFVIRB/CAEHGDIGE BITHEMECAHERBRO D HEIAE
fEREY BREMEE S (DDB)MLDY 75 XEEHE

b=

FEINEmE
A BRI 5 &/ \yFEH
B £FE#M H DTtk
C AMEMB DA HEEAE
1. EZFEREZE (API:Active Pharmaceutical Ingredient) D THADDHD
2. EHAOEETNMODLD
D SERL G D Ttk
1. EXLGHARVRBRO-ODAERVIMER
ERRYUTILDORE—/\yF OSBRI D 52 #rEEBAE (CA: Certificate of

Analysis)
FRERE EE.ERE. YOTIVJ  IBRNEE, TR —AEFIB(BRREAHI AT
LOEHREED)

G R—MHER. MERR. T BN EEC A MRUHRFIEGZHTH5R)
H RE L8R

FBREERVEDERES
o3 ABER
a3y B REUBREEOHE
U3y CREMRESE
1. EBEER
2. EYEE

a. kI

b. 7%

c. R FERILLER)

d. HEitt

e. TDDEYERERER
3. &M

a. AR EEM

b. REHREG =M

c. BHIEMMICE 1T 5L -FHBMD T £MH

d. &JEEtE

e. £IEICRIFT HEICHT HHER

fEFME. EEREZECHESHRESLE. EVAL (LEGESR)
4. ZOMDZEICEHTIHR

a. FrEREAER (1 siE 1t BAFIERE)

b. AW FHIEAER

c. REY. THY. TDMDYELHAIZE T HEER.
5. BRENREM

a. AFDEMEX T ZDMOFEEIER
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b. RERBRUREZEDREE
c. VARUEBHEE
6. RIRURITERAAVMRERSE)
a. AEDRE~DRZEHEFE
b. @E. UTOEAKMWLHAE LEPTOHERUVDE. KERUXRKFTD
ERERUES. KEEM~DEE. ZOMDEENEN~DEE
c. EEXGR
7. BRBYREE
a. HEMHREBRTHEASNSEA
b. B 1R
i EYENRE
i. EEY
iii. MRL (R KX BB E %)
v.  IREHAR
c. A A (EHED)
. WA EDEHA
i. HEOQN)T—3v
iii. HEME
iv. RREFEMEM%
v. fRE
vi. FRHEESR
vii. TEETRE
vii. BEOERFHTCOEAMRUERME
ix. FHIIHITEERME
X. REXEMH
923> D BMURES
1. SREOWE (tolerance)
2. Tt (resistance)
3. AERTE -AERZRHBRRVEBRRFRBROEROBZE LU FIMETH
4, $RTCOBRFERRUAROREXTORT
5, RLEETEZHLIARDOERNDEED
6. ERRRELMNEYN

b
ARHTET R BHBOBBICELTUTOERYET B,
1. WAFERX).OTCHYMAEERRVIIFEANYRAERDIGEE F I BRUE I BOH
2. MR(EZAYLHTYY—R)DIBE 5 1 EHDE I E
3. MR XI[¥ MRE(E=4Y H ) )—RER) OYERE
a. F | EHSE &
b. YRV EEFEZE (RMP)
c. EHiR £ ERHFEE (PSUR)
B LENDEHEEHIZMA, TRTHOREHS A XDRERY U TILRURET B2 HEEEAE (CoA)
FRETDHILDET S,
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C FDA %1% 55 (1997 &) (BC No.5 S 1997 : B ETIREH#F vV U AN R UV EE LK EHFZRAA A
KS4> 1997 &) ., VICH (International Cooperation on Harmonisation of Technical
Requirements for Registration of Veterinary Medicinal Products) & U BRI EZE & FF (EMA) %

AL R1&,

® FDA CDRR #IMAEXESMVEZEHH /N PRIEE FDATREE CORR [CELTARKS
NTWSHEZEO—EE BETHIRSAVDHREZHENO—E2LERT L. ARIFERIC
HAEREBBTCRBETHIRSAOOE | BRUVE I HEFE—THD. LhL. HETHAKFS
AVTRHENBIZENT, RERRUVENMEOREEICOVTEEHLNTILVD, 72120,
T EE, MR(EZAY2F 1)) —R) XL MRE(E=42) 5 1))—RER) DHEIBREDS
BOHBEAINDLOTHY ., —BHGEBYMAEERICITBRAINGL, E=2)0 T —
A RIFEZRIT))—RERDHIEIZDULVTIX, Superiorvet t~D A AE 2 —TUTF
DEEEFT =,

(E=AYUTV)—ARFEZAY ) —RERED)FE. EXLKOFHLWMESE ., XL
EXROHLIMERAARERFALTWSIGEICERINIFETHD, £T(EE=42)2T)
)—RZETV, SHICHEOERNMBELGZRICEEZLID TV —RERICKET 5. —
RREIEE=R) ) —ZADHARIZ DUV T, Superiorvet #t(XBFEZLI=ZEMNLELD THN
REBLTLVAL,

o MEDGEIX. REEDDHEEHAZE (CoA) & cGMP (Current Good Manufacturing
Practice: RITEXEMBEREEE)LEHIDELNHLILE. FIN\VTr—SDHE
CGMP WA ETHHILE T IECDEYMAEERHRICHERETH S,
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2.1.1.2 CPR DB

CPR OHFEFHDFHMIUTDELYTHD,

WHEES AIEN—EESMHE,

HiEFIE 1. MEBRBEONHE
HEHREBEZDEFI7MILE FDADYAISAHUO—KLTEEAT
%,

MEBRBEDEFI7MILDA Y A—RYLY:
https://www.fda.gov.ph/wp-content/uploads/2021/04/Integrated-
Application-Form-XLSX-Format.xlsx

2. MEBRFEDERK

A A—RL-HRREICRERIREZIEHEICEEAT . BFESE. 1)—
RIEER. 2) RRIER. 3) WAFER. 4) Y R—MER. S BIETR VYIS
A7k, 6) HEEEFERD 6 MTHASN TS, BEFRAEYIE
AEhd e, HFEBDOIPROCEED |[¥—IM RSN, EANBEL T«
—ILEDIRRF RSN S,

3. FRIBEDREE

fdac@fda.gov.ph SETICA—ILEEIET S, MEBRFZDIEmailld—
MZ. fdac@fda.gov.ph SETITIEIET HEFA—ILDHELERAXERA
L. ZFD#%. ZUTDI4—IILREIE—LTA—ILIZBEFE, REIZHL
TCCHLEHAIL,

MEBRBEZED XLS XIE XLSX Z7AILIE, A—=ILIZHAMALTIEWLT
WA, IREBICLETH D, R I77MLH5E, BREREDEEN
HMTFENDEDTEENDE A HDA—ILT 10 HETOILEITTHE,

4. BRIEEOBEEM
FDAWLERIBFEDHFEDBENBEHNINDS, ZOMR. FDANL. F
HIZEED-HDRHO BENRBEHIN-EHEHDS (DTL:
Document Tracking Log) h&Eff&hn 3,

FDA [%. Bt 2—DEEIEMICHE>THREBEZ I TS, 1 BIC
BRERENARELBRFZDRRICIIBYLH D=0, 1 BDA—ILT
BHOBRBBENEEINGE. ALAOBICHENRESNDGED
Hbd. BEDOEREICET AL EREZITFTON TG, 21
X, BEA—ILDZMHER. 10 BZALAESATINS,

5 EBRIEE

FDANWERIBEEZERT 5. BRIBEICERLIZIHE . FDA (XH5E
(2. FEHOZIETILSEMT 5, BRIBEICEEKLEMN 015
& .FDA [XHEHRIZZDEXEMT S, FEKRDIGE. BESILMRE
BRI SL=LET. BE. [BIOFIBIZKYETIEEDHEEEFTI.

6. FHH DX
FDA OZEAXIIERIT (S RN HFA 2 a—)LRA AR XL Bancnet)
TIEESNE-FEHEIZIS, TDR . ZILGEAE% FDA [TERT
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%o XIGEEAEZHERR. FDA [IREEITAD,

7. XEE

FDA DEEEICKIYBENTHNS (BEHREIELH 180 B) . COFE,
INSTERFREIZ DN TIX, FDA Do BEFHRHR A THFEEZE LD PYRY
PIEESNBENH D, TNLUNDIZE(F, TEFFHERME ] (E-
NOD) W EftShd, HEFEENCNERBELEGE . EBOMNIHELA
(FHIFIESIE0N,

8. tEREAN

EEOHRE. BFENEEFF L TVVENMES ., FHFRIELI(LOD:
Letter of Disapproval) WEHEEE (X SN 5,
HENREFZFHLTVIEE. BEORBRBERBEENERIN.
FNERAFYULI=HDMA CPR EELICHEBEIEFESNS,

R

AEVHRORSIRUEEZEDAEICL>TEL D,
(#1[E]]
o HEHY:3,000 RY/E+500 RY (FIEREE) +1% LRF
o  EIE/L:2,000 RY/E+1% LRF
BEEIL. 2EXIZ5 50 CPREVLMERFETIZENT
x5,
(2 £H%#]
o EIEHY:6,000 NV/FE+500 NV (EIEREER) +1% LRF
o  EIE/EL:4,000 RY/E+1% LRF
(5 £H%]
o HIEHY: 15,000 RY/E+500 XY (F1EFESR) +1% LRF
e  FE1E/EL:10,000 RY/EFE+1% LRF

B

HEFEEDHERNRICES.

BET BBAOH RS
e

-FDA CDRR B/ AERE R EIEHFH K
-FDA Citizen’s Charter CDRR 2022 3rd edition ({£f&#4 FDATHEE
Z CDRR2022 % 3 ki) . pp. 103-110
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2113 AEEE

HRBEEEG, BERROBYVAEESRTRATINXIT M TRIET ENIHMDOLT | Bk
BYAEEANMEICEVCEMAEERELTRIZKRESNATWSGEA. JVEVIZEITAEER
BN ERINDELSFIETH S,

fTBER Y 2020-0045(2020 £ 9 A 22 H)"?TlE, ERMEDEREE MO ESICHVEERLE
BAEL TR ED D, EEDITRUBERHAT I LIZLYBEDHRILERSFzH. T4VEVIZE
WCRRGEFEFMOTREHEILTHENATEDHON TS, BEARMIZIE, H5 1 HhETERSN
TLWOEERERICEET H-ODIEHLE 21— (abridged review) . $ 5 2 MEX [FZh UL
DETERINTVWSIEERZRRICEET 5D DMEIEL E 21— | (verification review) . R R
BEEAEERENEE (WHO-PQP) G E LD HRIBEIZKY FDA AFRRT A R FHi
(collaborative procedure) ® 3 N H 5,

RTERGSIE. FHEOHMICOVTITARBMICEYEDIELTLEHL, RAEDEAT. EH
LE21—SRREILE 21— D E#ll%E E 1= FDA @41 2022-004 (2022 4 6 A 16 B) BAHIN TN
DHT, XFEFHI OV TED-BAIHERIN TG,

HRBFBEDHMEIUTOESYTHS,

K LREEDEHRUVHRFESR

=2

1. FDAIZ&Y LTO ARITEIN TSI L,
2. BB LTOEHITESGLTVSIE,
a. BEYLEL—DGEE.EESIDHDS 1 MEDOTHRABICKIYER
SINTULT, BARBELAHSNIZBNE 3FEUNDBHBFTHDHE,
b. BRIELE2A—DIGE. EELN 2 MEULOITHEBICEKY KR
SNTULT, ARZELAHESNI-AME IFLUNDBHFTHDH L,
c. BEBEERIVLWIMADN—DDORRBEELTESIENTES, HERNE
NEHZEEZLTOVEWNES. BEDEENM THOND,
A HMERARZIE. METEEIN-HRLRHMRTHLIIE,
4. ZZEARRVFERRAELNAVTIOTERARBICENTE, RE. &2
. BNMEERELTH T, BTIF., B, BHESN TGS,
5. RFEZHICHIRNIXEICHLERIE. METEESN-HEAXED
FHER—THY. FINIVICET SR D FDA DEHITRESN-EM
HORHRLEMINTNSIE,
6. EHITT R THEBTHERIN TS, EEICHIRRSN TSI L,

1. FROERM. VI0FV . £ HEF
a. BFECIPERGEEICIOPFES MEBEOFERVULHK

1274 E £ F1E FDA, Administrative Order 2020-0045 (https://www.fda.gov.ph/wp-
content/uploads/2020/10/Administrative-Order-2020-0045.pdf, fx#& 7o+ X H:2022 £ 9 A 25 H)

3 241)E2HFNE FDA, FDA Circular 2022-004 (https://www.fda.gov.ph/wp-content/uploads/2022/06/F DA-
Circular-No.2022-004.pdf, #7497t XH:2022 £ 9 A 25 H)
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HRFERRBLTVSMEOTHREBEHE.
. HEZERERZELTOSMEOTHRYBENRITLIHOHREE

c. WHO DOERFFIEXERFENMEDITHRERICLIBUNLEEE
B EIEAE (CPP) . A M AN RREZ (T thE DT H
BOEEIE TIRFTINTLEWNGE. FIIZEDHBVRNMIH S
DITHRYB/ENSD CPP XIIRHDXETHAHEE,

. ICH-CTD XI% ACTD IZ##iLf=T—%—=,

e. RUEES IVB TEESNTIZABOREMHRES . REBHICT—42
NF-TRERERM., R/ \vF . MERBRRUOEHRBED
ODREFHENMBRINATNSILE,

f. tMETERBINZRAXEDFRER—THY. INILICETS
=HD FDA DEHICHESN-EHREDFERDEMEIN TS
REXEDE

LE 21 —& 5

1. BEHLE 21— FOIZOHED RS 23t L TR E 73R 3L 5Tl (< &Y
Thnd, TR T. ZERET—FZELF IR EDFHEREE —RK
MNLEaA—RUFHESN S, tHEDITERAEBICKYEBFIEHMEEZFALDOD.
HITDOREICEVTHERAORESERVRFIEHSALEL—SND, BERIC
HzY. . BEOREE. B, REEHERTLH-H. BWEIZIGLCTFDA
(FEMDERERODIETED,

2.FDA (&, BFEEICKVIRE SN -FIRARGELRT —2CEDE, J4JEY
IZBITEFNREVRIEEET 5.

3. FDA (X BEICIEL T ABOEMRODERERDDIIENTES,

BRI

BEHLEL— 45 EZAUT
BIILE21— 30 EX¥HLUT

FDA @40 2022-004
DRE A IZEREINT
L5 FDADNEEET S
BYMRAEEROIT
LEGE

1. European Commission - European Union

2. European Medicines Agency (EMA) - European Union

3. International Federation for Animal Health - Europe
(AnimalhealthEurope)

4. EMKES (BX)

5. AXBYMAEEAH R (BX)

6. US Department of Agriculture (USDA) - Center for Veterinary
Biologics (CVB) - United States of America

7. US Food and Drug Administration (USFDA) - Center for Veterinary
Medicine (CVM) - United States of America

VICH DX ZEAVN—RURHKDEE A N—EREFEHLLTLD,
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2.2 B AEERDABERIZDINT

—HRAIC. EEMDAERIZDOLVTIE, GCP(Good Clinical Practice : EZE A DEGR SRR DR HEE
#)PNERINEH., T1UEDTIE, ITRES 47-a(2001 £) IZHE LT, ICH(EE RRH A ERE
REB)D GCPEERATAIENEHONTINVD, D GCP W EMAEERDARRICLERINSC
EIZDUVTIE, Superiorvet #t~ADA U AEA—TUT D ESIHEIEEZHB THERETHD.

(TEESDARRITOVNT, I14EDTIXITEE S 47-a(2021 F)IZELY. ICH O GCP 17
1JEL D GCP EELLTHRASA TS, AEEFHYAEERISHERAINTHEHE
ELTELD? 1EVLSERITHLT)ICH @ GCP AEIMMRAEZRE A D GCP L TERAEN
TW%,

221 BREREIT HHEBOERN

ITEER T 2014-0034 [2EWVT, EEMOELE, F@E. @A @i, T, BEZMYKSHABA
AOERE. WL AET-EE T HEAN. FFBAFER. BFES. ZFEMFHEI (CRO: Contract
Research Organization) . ZFEH#RE (R7IRH—) (X, FDA &Y LTO 24 5N ELELH SN
EHLNTWND, DFY ., RREEET HMBIINT LTOZRGITIVENH S,

2.3 VICH [Zxt9 5 Efj[A]

VICH O;EEE. BMEERREFRDIR—LR—CMILHMEHELTERIBHIN TS,
TR 20 EE~SH 2 FEOREICEFNTWD I UEVICET AR HERERLIZESA. T1UEY
(X 2013 £ EIZBA#E SN 1= VOF (VICH Outreach Forum) £ & 120D & BAI DR FBEAHELTLY
%, CNDREIZIL ASEAN DHRKREFBBLHFEL Tz, Byl a D#ERIEIUTOERYTHS:
FTASEAN (&, ZDMBEIZH TS VICH-GL DA EEZEHLHELELITERBEROLIFHNVLET
HY.ASEAN OEMMAEEICETHIRELTF ALV ER Rz, 2 FXIOT7TO—FEZHFL.
ASEAN D EIMEEFAFIL—ILHY, VICH-GL LB S MFF DOIENEETH L LB T, F=.
ASEAN DHTAURRI T I4VEV B4 (X. BE. BRI /T OFMESE) —FL TS
& REID VOF K& TEIIFUDORMBRVAEMZHRFHICEATHEEERY LITHILEHE
L1=175

14 FYEZE BB AR E R (https://www.maff.go.jp/nval/kouhou/index.html, =#& 74+ XA :2023 4% 1 A 30
H)
5 B EEIRERERE 51 5 (Fk 25 £#) |(URL XA L)
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EERUSNZTAIEDEVICH EDOMDDOY FHERTETULVEWLA, 74UEE ASEAN IIEBEEL
T.ASEAN OFMBEZEDFFIIL—ILN VICH DHARSA U EBEUEF DIENEETHIE
EZZTWAIENFAZS, L, ZA4VEVIEFDED T IR )—FIA—SLIZS ML TV,

2.4 BFIEFMOIER

REEO FDANLDITHG S PLEMZRTH, BMAEERICEHT HRFNESh TS E
WS EM SRR TEGA o=, 1120 B EELDOH—. EF VAT LDERICLSBETOLAD
S P—1E. BROELITH - TITHSA T LBMEHRET I SRR (TR SN,
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3. YMAEEROEERVRHEEE

31 BMAEERDRE

HYAEEREESCEEMREF I(EVTEETHIEITDONTIE, HFEGESE 3720 BICHES
NTW3, BEEE. KEEFESE 175 85 (1987 F) [CKYKIBIZBEESA TSN, EELZOHEIZD
WTIXRKR#MBERE 15 FITKY., BEEICLUTDE 21-B £AEMENT=,

F21-BE EERXFIEER. TORERXRE WAFXEXIREEESRERICEDE
RENAHTHRAUEVREIMH-TERLGWVRY ., BLE, Br5c. REEDOHRL, @A @
H B X (FERL TIXED0Y, 58 21 & (b) A, (DIERV () HORE T, EASN DR
VICEWT, SZEEGRUHBZOERISEASNIILDET B,

ORI TMEVTRYREEREECEERMOREERLEIIEE. HELIIETEHERE
EBIX BRI IEFTOREICSHSOTHAZIIGT AIENEHB A ToNTNS, Tz HMEESE
3720 5D 21 () HIF. RAEDREN . BIYRAERRICLBERSNHIEEZHEL TV S, F=.
HEZHELEIIHVRAERMDBRILELSND (BYREERO BRI ONTIE, 12.1.1 BR5E
BHRBAFBIZSR) LT EXBFETHED-ODHAAZIGL. TDE, HEZHEY

SUREERTILENDHS.

311 REEE

HIEDESY. JVEVENTEMRAEESZRIET 5-012F, REXEE L LB SHFAIEEE
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30



3.21 fFASHh TLVS GMP &%

BIIEDESY. BE. 714JEVTIL. ASEAN O GMP L TRASN TLVS PIC/S GMP 2B E D
GMP EL TS, F=. TNEEDHITHA S 2012-0008 5 IV £ 5 1 BIZEW T, EER LB
[CHEASNIEERIEENDILEETRL TSI EMNS, PIC/S GMP (EEMMAEERICHERS
nad,

S5, RAEE 3BITHELT, RITEES TLYS PIC/S GMP (X, IR1TD PIC/S GMP D% 1 &,
F 28, MM THLHIZ LN BTSN TS,

322 J4JEVERDOEEE

fTE A4S 2012-0008 35 IV £E S IETIE. EERBEELL . EXROHUEEE BRE.EX
MEMAZE EEXERRBEE EXERHTESE. EXROWMBES RUKMERE 9711 5TE
OTWDERICKLUTIBERTHILEEDON TS, LEzD > T I(VEVERNDSYMRAERES
DHREZIFTT(IEVDEZESR GMP DFY, PIC/S GMP ZIESFLA T IFRSAY,

323 qJEVENDHEEE

ITHE SR 2013-0022 [TEWT MIAEEN D1 JEVEN TRESh-EESE T4 EVERIC
BIATDEE. TOAEEENZTOEICENVT GMP ZIBL TSI EEFIBHTAIEAKRHLN
TWb, COEANEEINDE. GMP 71 752 X (GMP B &%) SEBAE A FDA h o RITSN D,

ETHARE VIIEB2(2&bHE. GMP BSFDIEALL TEROHON DL DL, HEED L HH
50 GMP iEBAE. WHO EERIHAE. XIFHFEDEER FIFIcxt ¥ 2 RS AliE X 8 &
BTHD. 71VELOBYAEERHRICHVNELELIH HEDBE. REEO D HEIHAE
(CoA) & cGMP LW ETHAHZENHERTET,

GMP V) 7352 RIZEWT, PIC/S MBEICELS GMP sEFAEMNRE SN LI5E . EEHMESF
DNIIEBEVNSIA) D H D, BADGE . ENAEERZEETIEEFBEL PIC/S TMBLT
WBH ., BMAEEREEET SRMKES T PIC/S IZHMBLTLVEW =0, BMAEERIZEL
TIL PIC/S MBEEEALGEINEN, TN T, EMKEEANFEITLI- GMP FEEBAELZERAL T, 7149
ELTOEN GMP VU750 R%ZHEL. £TEHEBEBERTOLENH D, EHEET.PIC/S
GMP OEEFH L TVDEVNSI+RHEHA LN LIS -IBE | #EXEIL FDAI1UEY
D GMP ERMHICKHHMAELZ(TILENHY . TOHEICHKLETIERATRNEXENEET
BZHENHDH(13.5.2 F5 GMP BIFFIIBAE (GMP V7S R) BHEELFHIZSH) . C0m
[ZBIL TIZL. Superiorvet AN AU 2E 2 —TUT DO RIEEZHBT=,

31



EMKES EMBHEETIIRLDOT, GMP U732 XIZHEWLTIE PIC/S B E LMK
HonHERERELGTNIEESAEL,

BNARENFEENTODDEHETERENFATELEA SO THL =0 KR
BEINNIE, EVFR BAENBRAINS LB DN 5, BN RAENEHEINIE
WS —REBWCEEH I, BROY TS/ VY —THER R LGS —X (&, B
KRIZHRMFAETIToI2ELITr—RIFENFSEMNGL, F22L, BEIZITof2ELVD—R
[ZREW=2ED BB,

3.3 RFEEHE

PYRERREECEEMET(VEVTRFET S EITDONTIE, HMELSE 3720 SIHRES
NTWS, BEEIF. KIEERE 175 5 (1987 ) ICLYKIBITEBESNTLSA, EERADRFEICD
WTIEEKXHBERE 156 FITKY. REEICLAT O 21-B FABMSh =,

E21BEEERRFIEERL. TOREXE MAXEXIRTEEENRERICEDE
RENOHTIRAEVREICH-TEERLGWVRY . BLE. Br5t. lRETO R, @A, @
H. B XIEBEEL TIEESHL, £ 21 &£ O)E, (EBEERV()EDNREIL. BRSNS E
DIZEWT, 4ZEEARUHBZDOERISERASNSGLDET S,

D& TIEVTHYREEREZECERRDBRTEFLETHIHAE. RITLEIIETHER
HIX. BRI DEFTOREICROTHAZMGT A ENEB A ToN TS, Ff=. AMEESE
3720 5D 21 K () HIE. AEDREN. BYAERRICHLERASNDIIEEHREL TV D, F=.
BREEZHRELIIHVRAEEROBHRIVLELSND (IIVAERROZFHICONTIE. 12.1.1 Br5E
FHRAFIZER) REFBOEZITOVT, REEAMSHRITLTLSIEEESE 9711 5 (2009

F FDA R) EHERF 1L DE ULTDEBY T EIND,

FE 1R 1858 5 £&Y (AEDOT7ILI7RYNR)

RREE WAZE-BE | EHH. BOBSXIEERREFEOOFE AT hES I ESHIZEH
*&) FTHRFTTA-O. MARIIHMEHTH2EEE, MEEE BAXE W
(Distributor/Importer HEE) DN —RICSILTERT T H5E . /NTEE (retailer) EA TSN
Exporter) %,

FEEE (ETER) FE#E. AYRS RIEERAEERATHSERT T 5=H12. BRAD
(Distributor/Wholesaler) | BEEMNSIZETHEESE,

32




INEEE REFAR(EELHZESD)Z—RICEERTITHIEESE,
(Retailer)

F—5— RERR(ERRZEC)NDERETEETHOIERET. EMHOD
(Trader) FE BREROBIT. BHADE/VIF7. REEEOEERUVFIE

DIRBEITIN, BB RO ELHFAIRMEGEONEXEEICRTT
BEEE N —F—FLZUROTBEIIRFTEERET HENT
E5,

GEE)

M&i& %2 (manufacturer) IO ERICIE, FL—F —(FREEXHLLT
PNEIND, EEHONTWNS, T, (L—F—DEETIX. FL—F
—IEBHERDORFTLAEETH S, LTO DBRETIE. FL—F—FHD
LTO OBFEFHEAHDIM . FL—F—0D LTO ZEFT 571211 TKL
DM, HANIEIE R (FERFTGLE D LTO OBRFELHETHLHH
(R TEHH T,

331 EH4
ARDERY . T4VEVENTEMAEREMZRTT 5-0O12F, REXEF S LB/ SHFAIEE
RGTILENHLIN. EERICEELTEEER I EEINDEFAIEEL. FHEHAEE(LTO:
License to Operate) EFFIEN TS, LTO (&, EEZDIRFEZITTHEL ZOEELTE. B2
DAIFEXRBITLR/ARDONTNT EXHNLREFTO LR EHBLTNS,
BYMAEERORFTEFLETIEEEL. REBICHB T SFIBIR>TROONIBFEPOEH
FURICRHEL. BEEZTETAELELLD, BEICEKTHE LTO WM ESIEIEITLES,
F LTO N ESNF-ETL LTOBEOEEARDOND,
o EERDHEIERA(GDP)RUEEMDHEYIRE (GSP)HARZAVIBSFIZDOVNTOEHAM
RE
o NYI—a  (EEBE)NAFELELIZEESDEBADROHERE

3.3.2 BIEiIAE
HYAEELERTT L0600 LTO DBREFHEIILTOESYTHS,

3.3.2.1 EFK—4/JL (eServices Portal) 7HH rOEE
BRFFEEMNLTO ZHETA-HDEF X T L (eServices Portal) Tlk. 7hHoU bDERIEEG
[FIHRELEIN TV,

33




3.3.2.2LTO O
REZEENLTOZHFBETAE-ODFHEDHEMIILLTOELSY THS,

LEER 1. MERFES

2. EXRTREIAESE
3. IR AGEBAE$E

4. ZIFEEAESE

5. /T R2—T7MIL
6. JRVEEEHH

7. BEREDIRAESE

8. LTO(#E) BEFERA I IFv I — (BERICIREOMHEIILGN
M. CDV—HMIP>THEZHEEZERTHIEADELEINTIND)

REEEIE 1. A AR ORI

EERW=FIRZHREAT 5.

MEBRFETHRETIHEL 21EEHD, —DIEEFHRFEVATLAIC
ATAU L AUFA0T+—LIZRBATEHE. E5—DEHMER
DNDEFI71IV%E FDA DT A-MEAHO—KRLTEEATBHETH
5, LTI, BFI7MILOMERFEDF O—K) 0%
M LURBRIEEFHRFEVRTLIZEWTA U SAVIA—LIZEEAT R A

HEHRBZEDEF I7MILDA Y O—RYLY:
https://www.fda.gov.ph/wp-content/uploads/2021/04/Integrated-

Application-Form-XLSX-Format.xlsx

2. BFHHELRATLADT IR

BEFHES X T LleServices Portal | (https://eservices.fda.gov.ph) IZ

3. BEET B LTO Z&IR

USAITA—LICLERIEEEEAT S,

T7HOtAL,. AEDA=a—h ST Applications ] (BEE) Z5BIRCGE: 2D
YA, 31 ETHRLTWSEEEERA LTO OBEAYfE
ZE7%45),

AUTHORIZATION eSERVICES
A

lLicense to Operate ] (LTO) . IDrug) (EZ &) &kl T:EIRT 5, B
FEFLIHEXEDNTBAICAOETEULLDERIRL, KRS DA

34



EHNEDABRNRTINSDT, TNDAREILHH . BFELI-LTH
BIHDTHNIE, A—CORERICHHERAZ1—NORBEERY
3 (RBLGHNILHRAREETTA),

5 WEEHDRT
UTOHEEFEE, 150dpi UL DORGE TRFy> LTz PDF 771/l
EFTBUN IT7AIIZDESMBEBALINIE),

() BXZHRAAESE
EEEDRMMNBEINTNDIEEIRAT S0, L TOEHD
TIDEIRET D, 56, AAEEDEEHFIEL. MERFEEDELE
EEIBEENENTWETFNIEESELY,

o BEABXTNBEIE.BEHEXEEL DT RTOEEZIRIH
E(R¥vUiF PDF 774U 1 £8)

o EANHE. ZOMDZEANDIGEIL. S5 IZEES (SEC)
RITOEFKIMASELEER(RFr2iF PDF 774)L 1 &)

o BEIMEAEDIGEX. HEMERRTOEFZIMHER VKR
BEER(ARF¥Y2FEPDF 774U 1 &B)

o BFAMMANXIEIBEEZEANDGEIL. FRILE(FFROREANHD
5E) . EEWM5I R84 (SEC) HITOEIZIHAE. ER(ER
DEARNGENGE) (RF¥2F PDF 774)L 1 )

EXFOEMAEXRETORMEBROEIMERLLIGEIL. BEHA
SEDEL (- HEMNSDIFAIEH ZRE T 2LELH D,

(2)IRAGEAZHE (FL—F —DHFE
EENBERAMELE-RFTOEEFUBRERXILFNRELRE
[CEY S EH/EIAE,

B BT RE—T7A)L

MEEER)S— B TOER. CHSNSFICETHEEDNE
fEo. BEER CERBOBRICE T HRBERLE-EBTOLEEEER
VREEEICEHTIRENEHRZEHI-E5, PIC/S GMP [ZZEHL
TR NS,

(VAR EEEE
EXRENHELTVAHAICEELEVRIDRER . LSO,
Fih. &IMET DA EDFHMEESO-EH. TRERDARFHOUX
DEHIHT B-ODRERELEEND,

(5) BRI HhETEE

WERROBHICE TEEMEE DR YTF, FBLIURT—I%
GPS EEfFt 285,

(6) BEEREDIIAESE

6. FHMHIILZEDZH
T4 T4 —LETNTRAL. REGEFEERMLTERET DL

35




FHMIILENRTESNSDT, TNEFX I O—RLTHIRIT %,

7. FHHD X
FDA OEBOXIFERIT (TURN DA a—)LRA AR X (E Bancnet)
THEESNEZFHHEIID BB R FLE AoF7M0T+— L4
[ZZDFHRMNBEIN., BEELHED FDA IZBIT5FHAIRED, ik
NoBFREVATLANDIILERD RIRICETHEFEITLUTOES
Y&EIhTinrg,

e FDAMZEO:2 %

e SURNUY:5R%

e Bancnet:2 H#%

8. iz IR th F| 75T (RFO: Regional Field Office) Ik A HBRIBE
HEDF-HD LTO HEEDIZE . RFO [ZKAIRMITIAYEESNLTE
EEhd,

9. FDA IZ&BAEE
EEXHEIT4EEZRESN TS,

10. FDA [Z &5 H#EREEN

FDA [FEER TR, 3EXBHLURICEDRFICHT HREHTHIMNE
115, BEICEBLEGE. BHIEADUIMNEMSH, BEEEBDL
AERITED, BEICFERTHo-1HE . BENTOXENA—ILT
EftEhd,

=45t

IRFEXEEDEFBI3DHIXICHITEESR) LEAEDEICLH>TE
5%,
(rL—%5—]
e 2000 F74VEVRYLLIT:3,000 XY
2,000 5 1 74)E>RYLLE 5000 Hki#:5000 XY
5,000 F7«4JE>URYLLE 7,000 Ry

o MAEE WMHFEHE. HEERE 7,000V
Q52|
o ER(RHNER. ZAERESY) FREXRMNAER
) DINEIETFHD A 1,000 XY

B

#E 2 &
B3 4F

EEY HBECHAES
A

-FDA Citizen’s Charter 2021 1st edition ({&f& % FDA T REZE 2021
% 1hR) . pp. 13-17

-LTO(#MED) BERAEILIFIVvIT—h

-{TEE 4 2020-0017

18 %0 2014-025

36




3.3.3 EGRUVRFTREDT=H D

TR S 2011-0101 % 1 fHEE VI #B%E 8 £ TIE. CORR ABMAEERZ S EE R D IR
PERICOVTHREITEIIEATEH N TS, B R URFEREF ATREFROFMIILTOL
HYTHS,

WEESE (E{néFd]

1. BEEE

2. LIFIMD CPR RUE#R AR ERIAENEL

. INIVEH(T7IVI)INIL)

4. XFIZKBEIEDIFGE U TLyh0a—R) ) BBRLE G

NEL (PDF #x)

5 BFRICKDEERNGE (TLE. SV MEITOERLE)  BHiRE
EEDELRMHA(MP4 O AVIEED—RMNGBIBEFEFE 771 ILEER)

EXDYTH

T ]
%

3. fﬁffé"l‘ﬁ#&&—h—zt&UﬂJi%E1EiE7¢—A®1ﬂﬁﬁa+

4. HREE(ERICEFINNDOLUEIEN . BEDHKRRX (T/EILT
7AI)

5. CPR, CPN. RSV iEFAZE D EFIE—

6. INILEHIZEILTz, FASNDIFEDLAT IO ATATDTYH
A2, AFTII. BEf=tHE

=95 (Efz=EFHT]
e 25001V
(AR5EiR#]
e 500~V
B2 =KR1%E

BETHBMOCHARS | -[BARRRUVBYAERRORA. BHREVHRERAEICET
v BHETHARS A

A

3.4 MIAFRE

HIMAEEREZECEESODI(IEDADE AL, £FEESE 3720 SICEESh TS, BliE
(X, K#BERE 17585 (1987 &) IZEYKIBITEESATLSA, EERZOBAIZ DL TIXREXHK
PESE 15 FIZKY., BEEICUTOE 21-B £hAEMEINT=,

37



B21-BEREERXIEER. TORERXRE  WAXEXIREEESKERICEDE
RENOHTHRAMEVREIH-TEELGWVRY ., BLE. Br5T. fRETORE, @A &
. B X IEHEL TIEGELEN, 5 21 FO)EH, (ERU(e) BOREL. BRSNS
DIZEWT, 4ZEEARUHBZOERISERASNSGLDET D,

ORI TMIVEDADHYRAEERZECERROBAZHEZTIEE. BALLIETHE
EEE. BRIDETOREISH>THAZIME T DIENRFH M ToN TS, Tz, HMEESE
3720 5 M5 21 K (e) T, AEDHREA . BYAEERICLERSNAZEEHLL TS, BR5E
FEEDEBITOWVWT, REENRITLTLSIHMELSE 9711 5 (2009 £ FDA X) R AR H
[CLDEUTDEBY TSNS,

b b

FTA1IRE 18158

5&KYREDT7ILI7RYNIE)

TBRE MAEE W
HERA)

ER . BT RIFSTERREE O DA X I MRE XILESHIZE
FERTIT B=H  MARTME T 2ERE, MEXRE WAXE -@H

(Distributor/Importer EE)DN—RICHLTIRT T D5 . /NEEFE (retailer) EAEIND,
Exporter)
TEEE (HREE) FE##. BORS RIETERREERNTEHSERSE T 57202, ENOE

(Distributor/Wholesaler

)

EEDLHETIERE,

INEEE REAS(EERETESU)Z—RICEERTIIEESE,

(Retailer)

fL—%— REAR(EELZEL)DEZEHTEETHIBZEET. EMHE®D
(Trader) HE.BRERORE. AADE/JTZ7. RBEEEOEERUVFIE

DIRBETIN, YEBRBOBEFHFTREFORELEERTS
FEE, L —F—(FURWEORERLRFERET HoEATE
3.

LEDERIZHDELY.

WMARZBQINREREFIDESH, RMBEREELLTO LTO DEIGA D

BEShd

341 EH

ARDERY . TVEVABYMAEERZTRATH-OICIE. REEXZHTL/ISHAMEZIG
FTEALENHIN EERICEHELTEEEIMFEEIN DAL, FHEFHFFAIEE(LTO:  License to
Operate) EFE[ENTULVD, LTO (£, EER DAL (T THL, ZOEEORE. ML ICEHLLIEEE
[CERENROONTNT, BEARWGRFETORETHEBEL TS,
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BYRAEEROBMAZRLTHIEFREL RAICHERIDFIRICH-OTROONLHBFESOEE
ZHBICRHL. BEEZTRTNELGLLN, BEICEKRTHE. LTO BT EESN D,
F LTOBMFESN-ETH, U TOZFEDEREARDOND,
o EERDBIEE(GDP)RUVEERDERE (GSP)HARSAVIESFITONTHOELHH
BRE
o N)I—IaV(REFRE)AELELLEEDHBADELCHGHRE

3.4.2 BRI
WMAXRENDYAERERD LTOZMBIAODFHRIILUTDESYTHS,

3.4.2.1 EFHR—4/JL (eServices Portal) 7Hho U rORIG
BMAZENLTOZHFETB-0ONDEFL AT L(eServices Portal) Tld. ZHOU DO ERIEREG
[FHBEESNTLVEL,

3.4.22LTO ORE
BAZEIL. RBELE DO LTOZMBTAENNETHAN. FLTO DEHEFEIIREEE
D LTO OBEFELEILTHS1=6. FHDEFMIK. 13.3.2.2 LTO OHEF IZFEEHLT=.

35 BMAEERDWMAFRIEHMARDIRE

3.5.1 AT

AR DESY . BYMRAERMDBAILHO>TIX. MAZHET SHMEEH L. CPRERBFLE
FRIFEoBN (M2 BIYAEELORTERIZSR) SoIC. BYAERRZEBALIIETS
FEEL.IYAEEROBADT-HD LTO ZRFLATNIEESENT34 BAXE 125
B

ITEER S 2013-0022 [TEN(E AETHESN-BYRAEERZBMAT 570 CPREZHEE
255 TORFEHICTBS GMP BRIGHFIEAZE (GMP V732 ) ERMALRITNIEELE,

3.5.2 ;85 GMP G FEFAZ (GMP V7S5V R) BEEE LT
#B5 GMP IS FEBAZE (GMP YU 7S5V R) DBEBICHELEHEFHEILTOERYTH S,

DEEH 1. HEEREE
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2. A02013-0022 7ll#f B(GMP FEHLVE#EETli R s 4R =) (16.2 17 EaR
4 2013-0022 D 4K 1%SH8)

3. A02013-0022 All#f C(GMP L E SR T, PIC/S MBEDIGFE
FRELD. BRDIGEIHMAEEREZEE T IEMKEEAN
PIC/S MR #RE Tl ARV =6, PIC/S SEMBEEL THRHONEZDT
REDNDBETHS, F-. 7EDSEEEREE D 7 HTEEAE (CoA) &
CGMP £ D2V ENH S, CORIFETIVTIZE-THREETHS)
(6.2 1T EL& % 2013-0022 D Bk 1% S HR)

3. A02013-0022 HI#f E (Z#E) (16.2 {TEA S 2013-0022 D FI £ |
ZSH)

4. GMP FEFAE (RF+v ™))

GMP SEBAZ(X. GMP SEBAZ D FH . WHO EEREIAE. XIIHE
DEFER-FRIIHT SR EHFAIFER TR SRR,

FHEEFIE

1. A HEEOME
HERFEOBFI7 L% FDA DY A h5E 9L A—FLTRAT
%.

HEHRBEDEF I7MILDA Y O—KLY:
https://www.fda.gov.ph/wp-content/uploads/2021/04/Integrated-
Application-Form-XLSX-Format.xlsx

2. HERFEDER
FooO—RL-HREEICRERREZIEHEICEEAT S, BFESE. 1)—
RIEHR. 2) EEFR. 3) BARIFR. 4) R—MER. 5) BT RV
A7 b 6) HEEEIFHRD 6 MTHBMIN TS, REFIRAEY)IZEE
AShd e, HEBDIPROCEED [N —YMRTRSN ., SEANBEL T«
—ILEDIERFREND,

3. ZRIEEDHE
fdac.letters.cdrr@fda.qov.ph SECIZEHFEEZELEEA—IL TEIET S,

4. BHIBE

FDANERIBEEZERT 5. BRIBEEICEKLIZIGE. FDA (XH5E
(2. FHHEOXIETILSEMT 5, BAIEERICEKLEL 115
& .FDAXHFEHIZZDEFXEMT S, FEKRDIGE . BESILMRE
BRTICHEL=LET. BE. [BIOFIBIZKYETIEEDHEETI,

5 FHHDXI

FDA OEBOXIFERIT(TURN DA a—)LRA AR [E Bancnet)
THEESN-FHHEZID, TDE., ZILFIAEZ FDA ITEEFT
%, XILFEEREZF R, FDA IIAREEIZA S,

6. AEE

FDA DEEEICKYBENTHhN S (BELMIE. PIC/S mMBEXI
BAD GMP Z25E0HE%60 B, Zh L5 E 120 B) , ZOFE, /h&
HRIREICDWTIE, FDADNLEFHGRA TREE LD OYIRY AL
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NEZENHD, TNLUNDIZEE. TEFAmEENE ] (E-NOD) H'iE
fend, BEENNEZELIZIGE . BOMNIIHIGLEITRIEES
A AW

BEIFIEHEELNERINS, EHITTHEILENGE . TORR
M FROO (iR FBREHFF) IT@MESh 5, E3FEE T, PIC/S
GMP QEEZERB LTS EVSTREIIIN GO EHIET SN ZI5E .
FROO (X FDA Z4JE>® GMP ERFHIZK5HABTEZRMYRD D,
HiAEDFER. BELZTNIE, FROO [LHEDEFE CDRR I
A5, — A HHBAEDOHER. MENHLELHEESNIZEIZIE.
EEDHEMN FROO Hi5 CDRR [ZEfFEh 3,

7. fERBE

BEEOHKR. BFEINEEFF L TVVENMES . FHFRLELI(LOD:
Letter of Disapproval) WEHEEE (X SN 3,
HENEELHLTLSIGE. BEORRERBREEINMERSN.
FhEAX YU LELOAES GMP BGFEAZE (GMP Y750 R)
LELICHEFICEMSNS,

BEICENIE, FDA (LB DR B ERIGEERT HENTE. £
DEDOERIERHFEENAIET S,

ZH (#0[=1]

e 5000RY(18#AZXE -18ERG)+1% LRF+5,000 XY

(FGC A=ykLEa—)+1% LRF
[E#)

e 2,000RY+1% LRF
B hEAR @5 GMP B&ZEBAE (GMP V)75 R) IZEEE
BEHET HEANCHARS | 1T 5 2013-0022
4> -FDA i#%0 2014-016

-FDA Citizen’s Charter CDRR 2022 3rd edition ({£f&# FDA Hi R &
% CDRR2022 % 3 k) . pp. 12-27
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3.6 BIYMAEEMINIL

HYREERBATE~AORENYRAECHEELI-ECA, FDA BBMAERERICEHYTHH /R
FAVERLTEST . BMAERERDIANLICOVT, RXFEMNADEERDIANIILICEALTHRE
LTS REEITEA T 2012-0008TEFAEE LD — RS NIILVEHICET HRADOHRETIIZEL
TWHEDIETHT=,

FITHESSTIX. F4ETAENERIOE 13D ST, ATHSRICETIEEMIZTEYMA
EXRLEFNDELTVDLDOD, 5 6 FTEKEEE IO%E CIEIMISM ICEWT. BMRAEEA
[CIFXETRGTORENBRASNGENELTNS, LML, FIIEDESY  RELLTIIRITHREG RIS
HATNILDBRENBYAERERICHERASN TS,

BERMBEHELTIE. FE S5 RITBVLWT—MRIGESNTEDLN, 55 6 KIEKMIEEH IDFE AR
T.BS5XE1HTEDONTVWAREAFEDFHMATHASNA TS,

B

WIARCHEIR LT
Bl R U A
REPHNE
SUH - MK
BLIAEES
REERUVIREAE
ES ERALOIE.EEGHTHEE)
HEERGET 5155)
EMBEERIG GRETH5H)
BERSENE (RETH5R)
RESH
EREXFHEEDKES
. MAH (BR5EEF R R ¥ ) DR FRE(ERT
BLEEDRMEER
RxVURILBRUEREEEWAZESTHIEEMDER)
ADR #&EE
EHES
NYFESRUP/XEOVNES GRHTH5HE)
ERHARKRVEEFAE

® @DV O3 T FXTTSQ N0 Q0T

anh
O

REXIET1IE/EBERITZDHE

i

REBE BEDRET CHRBENERSNTORTAEESEN, BPERIC
DT, HEBENERSNTODRY . FRIGRF LG,

19241 ELHEFNE FDA, “Revised Rules and Regulations Governing the Generic Labeling Requirements of Drug
Products for Human Use” (https://www.fda.gov.ph/wp-content/uploads/2021/08/Administrative-Order-No.-2016-
0008.pdf, &x#& 7V AH:20234 1 H 12 H)
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RESH

IERE
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RXVURILBRUVEIEEE LAZETIERRDES)
. ADR#EE (EEFEALEE)

. BERES

N\ FBESRO/IX(FAVGES (BZAETH5E)
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HARRE. AIESN 1 DOGHEEETNENOEEIC. AR
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DDHEEFZTNZTNOEELEIC. EIEADERDBZE(E 2
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4. RxIURILE. BYES N 1 DDEEFFNEFNOMEEIZ,
ARSI ERDIEEIF 2 EED
5. TYRB—N\YIRIETILID—tDGEE. \vFEBES LA
REZNZTNOEEIZ, 2L, TOEELN—RIGET IR
B—I\YYRIFTIEL—rDEFYDENIEIT DN TOHIR
MNEVMES . Ny FBEEXRIFOVIES LEDRIREFNEFL
DIEZEIFEH
INEDEZNIL 1. HR4%
2. FHEERUHA
AR—R([ZKYFEMNE 3. EKE
EBENndIEdbdHd 4. WRFEHAIRBFEOLHEOT
5. RxPURIL(GRE9T55E)
6. EHRES
7. REEH
8. NyFBEEXFOVLES GZLTSHHE)
9. AMHIRRUEER
BENRITXE 1. HR4%
2. FEERUHA
MO ELZERBDIG 3. EIEHSLE
A XEBDORAEHE 4., B ERER
FRT LD TIEEL % 5. HAIRERL
HAELGHERES 6. EhF-EWERE-REFH
HBHIELTRE 7. #HEe-HR
8. BREERUESEAE
9. ER FRLOIE.ZEGLUTIER)
10. FIRECZZ M S OFERIZRET 55RHA
1. HEEH
12. EMEERE
13. BEREGLLE
14. REEHG
15. FIRRUF ARG EAE (BEOKED)
16. EURWLNEREZEICET HRARVHEEIE (BRET5158)
17. BRFEFRAIREBEDORMEER
18. HEEDAFREIERT
19. FEES
20. ADR $R&5E
21. BRES
22. AROYEIARHE -EHA
23. BREAXEDHETH
BEABRI—TILYE 1. HR4%
2. HSERHA
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3. EDOMH

4. EDOHMA

5 (HERAMA®

6. EWICIR5IHEIMEHEE

7. ERATIZWFRELNEE

8. EMICIRELTIXLFRLESE
9. ENEFhABWER-BIEA
10. BYISBETHEEITBTIREHOELEY
1. BICRET50EENLE
12. BEZS5OIIE

13. RS EL EICTERLILE
14. ROREAE

15. EKEEI~N DRI DLELRLEE
16. BRFEEFAIREFEDAMEERT
17. BIEEDBMEER

18. ADR &2

19. BHRES

20. AROMEARER-EFH B

21. BERER)—ILYLDOHRETH

3.7 PIC/S IZE89 S EN[A]

3.2 GMP1DIEIZHHDHEEY . ASEAN HY 2004 £ (Z PIC/S (Pharmaceutical Inspection
Convention and Pharmaceutical Inspection Co-operation Scheme: EE BRI ERVEZE R
BERHLRRF—L)D GMP & ASEAN HiED GMP ELTEATHIEITEELIZTEITHEL. T4Y)
EVBAFE 2012 £ 6 A 25 BFO T &S 2012-0008 IZ&Y. PIC/S GMP #71EV D EE SR
GMP &9 5 EF@ENLT=,

PIC/IS D97 HAMIBEHINTWAIMBERIZT4VEC D AFITEWN =8, 714)EVIX PIC/S
[TIBELTWVENIEAD MDA, T1JEVBEDITHERTIZELY PIC/S GMP 274 EV DEE &
GMP L3 B2LLEEH TS, FDADIIITHALTIE. EEGOBEEEEFOHFBFFHKICOLT
HRBALTNAR—U T, SEEHELTPIC/S GMP AMENSNTHY. R GMP O£ XA PDF TH
DAO—KTES,

F=.LTO ORERIC, BEEBLARBENRZHER I SENTRHESNTLWSEILIFIVvIY
—bERLHEHED LTO ORFERICIRHE T NEHHYRE2—T7 1)L (Site Master File) [ZEHEL
T.RD2D2DFyVIBEENFET S,

® PIC/SGMP DEAET (I avh, IRESNATMIAI—T7(ILIZEENTLNEM?
o RHINARMTIE—T7A)LIE. PIC/S GMP [ZHEHLL TLVEH ?
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3.8 ASEAN O E R UMb D EFREE(Zxt T SENH

3.2 GMP1&RUT3.7 PIC/S ICBEY 2BIA 1ICH8HHEEY . 2004 &2 ASEAN A' PIC/S GMP %
ASEAN B GMP £ BT EICHERBLIZEITHL. T0UEV BT 2012 (2 ASEAN E35ER%E
EL2IZEHE. BEDEZESR GMP % PIC/S GMP &Lz, 20 GMP [$EBMAEERICEERSh
W%,

ZOMICEH EERDEFTD ASEAN LDHBIALLT. EXERD 7 E TIE ASEAN H@HfiFo T
(ACTD:ASEAN Common Technical Dossier) 4> ASEAN k3@ £ fif 244 (ACTR: Common
Technical Requirements) M 74JEV TERAIN TS, LHLAEA L, ACTD 3 ACTR HBEFHEE
RISEASNSGLOT. IYAERRKICETBEASNG L, LA >T BMRAEERORFICENT
ARAETHEZESINT- ASEAN DB (L. GMP D& TH D,

T4JE & 2012 £IZ PIC/S GMP #E A9 5% Tld. WHO ® GMP #BEDEZE S GMP &L
THRALTW =, RETL. FDADVITHAMIF EXEROREXEM(TOSBIFEREL T WHO
@ GMP H¥E#EH I TL S, PCIIS GMP 1L E1F WHO GMP WioiRELIzED THAZ LD B,
THEVBRIIEERDOAFICENT, BFtRESHAEzaLE TELEHEEIND,
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4. RBEDLHEA

4.1 HYREERDRBO LA

TAJECTOEYMAEESD—RMEREDRNIEL. LTOESYTHS, CPRERGFLI-E@HA
EEN. ERICEERZWMAL. TTEEICRE T 5. TDOR. MAEENEFTEEICIRGEL, H#5E
E£ENEEOREBEICRIZET, 20O AIZDULVTIE., Superiorvet AN A2 2 —TUTD[E

BE/I=

(Z4VECTOEYRITERMO—RUGRBEDRNICEL O FT BYRERRICHH
3T RTDEEEXZHT S LTO(License to Operate) ZEVFLA TN IXEDALY,
HOIILBMARELNMAT SIHE. TOEELKD GMP V)75 A% T, CPRZHF
FTEABLENHD, CPRIGETINITHMAZDLDNTELL, TOE. ERICEEREBMA
L.FTREICHRT S, TL T, HFEEXEICHKREL. HEEEN2EORBEICRHSTH
LTL,

E 4

AEREEE EAREES

\/ ®A

\/ &% N4
It 2
\/ &7 \/ 8% \/ 87
[ INGEEEE ] [ INGEEEE ] [ INGEEEE ]

E3[
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4.2 ELEERNERE

2022 £ 12 B 1 HIRTE. FDA DA USAVBER—2)L2O12(X, 1,920 H B OFYWAEE LI E
RSN TEY ., BIR—2ILICEFINTOSTIEEEDOHIL 100 HIFETHD, BHEM LMD 10 1
ELTDESYTH S,

1. Zoetis Philippines

2. Boehringer Ingelheim Animal Health Philippines
3. MSD Animal Health (Phils.)

4. Hipra Philippines

5. P & D Medivet Distribution

6. Ceva Animal Health (Philippines)

7. Vet Specialists

8. Jickstar Pharm

9. Prime Veterinary Phils

10. Asvet

INEDSEDEE. BYMEEREROKRFEI/O—NILEEN T IEVENTEERT 5720IC
BRILI-2HTHD, OLE-2HE. BHEROBYAERERZESO-BNEREZHMAL, RES
ETW%. LR 10HDIET(VEVEROBYRERREEICHK-OTLDADIF. LM 24
(PrimeVeterinary Phils XU Asvet) DA T, ZNZTNHFEDREEEDOHZZEICH/K->TLS, L
SEDTFREEDZIHEYMAEERIHS (PVDA: Philippine Veterinary Drug Association) (/083
LTW, F-. FBRAOHEZO. ARRMYEE  FEDDBFIHIEL TV ORBEELFET
%

4.3 ENBMAERMDTIE

4.3.1 ENBYAEEROTIHHRE
TAVECDEBMAERRBEDT—52LDE, T4VEVIZEITEBYRAEEMER OISR
BIEIUTDEEYTHS,

20 hitps://verification.fda.gov.ph/veterinary productslist.php

2 KAHPA R2ybT—F 25 I+ —S5 LDIREE
(https://www.kati.net/file/down.do?path=/animal/2021/10/&fileName=PT_Phillippines Revised+2%281%29.pdf.
pdf, EF7HUELRXHE:2022F 12 A 16 H)
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JAVEVIZEITABMAERREXROERT LT O#RE

w 60 30%
s 28.10% 52,724,983,566

3 50 259

b 40 20%
3 33,605,225,967 £
= 30 15% E
3 o
= C)

< 20 10%

10 349

0%

FY2014 FY 2015 FY 2016 FY 2017 FY 2018 FY 2019
*I4)EVTIE1BA1B~12A31 BETZ FY(RHEE) ETH2ON—BHTHD
2019 EDEHYMAER RO EMFE L IFIEH 530 EXRY (#7 1,300 M) THY . BEEMLTLY
%,2019 EDEMFELIFIE 2014 FELLEEL T 57% ML TS,

BYMAEERONHFRD 5 FTHHREL 2019 FEOERERICHT IR LIFLEIIUTOE
BYTHS,

R I4VEVICE T 2BMAEER DDA QTR

Therapeutic Class S5-year CAGR 2019 Mix
Poultry BIOLOGICALS 12.03% 17.87%
FEED PREMIXES / ADDITIVES 193% 2565%
'COMPANION ANIMAL PRODUCTS 118% 422%
'COMPANION ANIMAL BIOLOGICALS 964% 200%
MISCELLANEQUS PRODUCTS 9.49% 115%
ORAL PREPARATION Tab/Susp/Cap 9.35% 418%
SOLUBLE PREPARATIONS 7.58% 8.74%
PARENTERAL PREPARATIONS 9.35% 10.53%
SWINE AND OTHER BIOLOGICALS 5.11% 12.38%
LIQUID PREPARTIONS FOR DRINKING WATER 142% 328%
OVERALL 9.43% 100.00%

ERLARDFT LT OMT (X, TLIvo R ARERF AN (Feed premixes/Additives) THY . &
1AM 25%% H5HTVD, ChERCE. REREWMEH (Poultry biologicals) . B ZE R4 MEH|
(Swine and other biologicals) A KE735E L (FEHHTLVS,
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S5FEFEHHRELRDE. REAEYFHNERROTLIVIRGEAR/FARBMYO R RENS

LY,
432 ER=—X
TVEVDIETRDR—VITHEEBINTOSFER?ICELSE. T(VECERORERUVREDLR
HIILLTDOERYTH S,
£ IVEVICBITAREBRUVREDIERIRE
_Animal Type 2016 2017 2018 2019 2020

Carabao 2,877,091 2,881,894 2,882,655 2,873,561 2,865,715
Cattle 2,553,747 2,547 614 2,553,937 2535414 2,541,959
Goat 3,663,060 3,710,348 3,724,808 3,755,879 3,813,454
Swine 12,478,711 12,427,790 12,604 441 12,709,248 12,795,721
Chicken 178,792,807 175,316,918 175,771,740 186,370,297 178,264,951
Duck 10,518,539 10,841,959 11,220,127 11,576,895 11,794,398

* carabao: 74 JEV DR/ ¥

FROL . FAEHARLZVEYTIETHY. Ch(F T JELTIREBIAERMAEF Y TILT
HBEEL—RHDESTHD, RWTHBEHLDZVIHMIIETHY . Superiorvet fEAD A 2E 21—
[ZEWTHLEYEZERZO-—XICEALTUTOREZEET -,

(T24JE>TIX. EOBWICHLTHYAEERD——XAHEM IEVSERICRLT) L
SIIEER (swine) £8 (poultry) . $EULNT, W, 7EJL (duck) . F-EBIEA GB/KA., TE. %
KB)D=——XEtH5, 1L BEBD——XIFETIEALY,

F- EFE, VRETELDOFABRAKIBIZEZ TS, TVEVDHETEEEEXEEATILVG
WRETEVXFERLEAVTHEO TSI EA KL H D, Ft=. [/\OVIEFENSSMEERIOTEL
DIRZEIMTEREBFIT1IELZYTH D, BE. VX ETENICH T IEYMEER D =—XLHEP
BIZHUIEIZH I, FEINLDZ— XL RELGDHAREMELH D, UTICVXFETELDREEE
HEZTDERAREETRT

24PV NDREERBDH#ET. 2016-2020 (https://psa.gov.ph/content/livestock-and-poultry-statistics-
philippines. &#& 77+ X H:2022 & 12 A 16 H)
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TAEVIZE TRV X OREAFTHEZDERARE
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4AMAERMOTIGRELSROREEL

FDA [Z&HIN TV 1,900 L EDEWMRAEERDSS, 70 JEVERNTHEEINTLNSELD
(X. #9513 THD. MAIZBELTIE, FAUHEZEEEIZ, 50 (FEDEMNSHASN TS,

BYREEGODEEEDOAR

s 74w TFAYD w75V R s ARAY adiF s R bFL
aF SR mFAY a7 mA K n T O

IAIVEVIZETHRENENEEEREMAEEROHEBELETILUTDOEEYTHS.

PVAERRICE T 5ERE & BHNEDLLER
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ST TMEVDEMAERERICBVWTAADZWNT 5 hE(TA)H, TIURARSY,
FE. AN L) TORE S FRDERZEHHRDOERBZLUTIZRT . TAID ARAV TFVX,
FEOD 4 MEIZDONTIE, 2022 EOEFREBIHLZYDEMARONDEH RF LIZKEGEL
(F7Ehot=,

TRANEOEYAERREFRDHER
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e T A S T TR e ARA PE  e—bkFL

UEDT—4Mm5, Ja—nNLEIcfN, SRET(VECOBYRAERERRTSICENT, BAR
MAEZ DT ENTFRININ. MR RUVFEDSLRLEENFESIND,

4.5 HMAERREFRDRE

BYAEERERDEELZFAITHLILT. EEERTOILONDRELFATHLEFTARTH
%, BE. T1VEVIZEWT, EEERDEROREFERATHD. BEERICELTH., FHACH
HOMAEZ T THECT RTOYBA LA > TSN T, BEXEFOMENEBIN TS, I,
FEZ EELZBVTEANSERL TSSO, BEXFENREEZRITOIENHE LILOTLS, CO
FUREZEADLE. EXEREXLEREDLOZEME TR T IVENRELELEFHIND,
ZDRIZTDLNTIE, Superiorvet AN AU AE 2 —IZENWTEHUTOEZEEF -,

BEFERIABOBHROLOICEEZLTVADOT, IWAERRERLILRLTIKER
T, RREFERTHS, TXNTOYEN EAS>TLSDTEERRICENTE, BHN

SRLEZY., M OMIEA LASYULT, EERXRBOFRNEBINTLVD, FIiEE LED
BLTEANSRLTLS®O ., BEXENREERHRITILHNHLILL TS,
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4.6 BAREMICH T LHFHE-BER

— 2. BROHERBIIRENEL EETEILEVSIEWVTHEE B TS, zZL. LD DR &
TRiERSMMEEORMIYVEE. CORFTEAXRBEZDRBEENZD, VIFUGEFEENERS
NEEXRMTEMELIBETLZITFANLNEN, TOMDERZIZDONTIF. v—7VMIZIT AN
bNB=HIZ1F, BV LRVMEE TIRELA TS, 2D EIZDLNVTIL, Superiorvet A~
DAVRAEA—ITBEVNTEU T OEEEH T,

BADHGRITMENEL AZHETESD, 2L, LOADH G TIHEEAENE ALY
B DIFUREEEEAERSNDIERATRHMEHNE{THLRITANONEN, £D
OHEIZDONTIE, BILULERLSR TN EL 20T — 7 UbTRITANONDERS,

5. H&E

o FMAEERLL. BYOKRBEDODH. AR, BN, AR FHICERTHILEBME
L. S0 B RS REDEEICEEE 5L LEERILELD (BRERO THY., 714UEY
[CHEWVWTIE FDA ICKEEEBIRLETHD, 2

EXGEEELL. EEGOUEEE BRE . EXRBAXE EERRNEXE. . EX
MEFGEEE EXROBEEE RUANEEE 711 S TEHO TV IERICKETHE
E I N

IRFEEE LT, RFEICHIDIEELZIEL. RBESE. NTEXEE L2802
B % #E (Distributor) (. &5(ZE#IA %% (Importer) & E155 % & (Wholesaler) (24 $8&
N5 MAEELE, BHHE. BPES XIETERARETBOO AN (it E XL FEEHIZE
FTRFTT SO AT HEEETHY. HFEEELQREMH. BUHS XETEAAEERN
THIFERTT 501 ENDEEXENSRAETIEEELET . 2

INTEEE (Retailer) (X, REARK (EXERZEV) T —RICEERTIOEEEEET. Y

2 HMEESE 9711 55 9 & (hitps://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711. &7 It X
H:2022 4% 12 A 23 H)

24 ITEAER Sy 2012-0008 5 IV &3 5 18 (hitps://www.fda.gov.ph/wp-content/uploads/2021/04/Administrative-
Order-No.-2012-0008.pdf. &x#& 7 X H:2022 &£ 12 B 23 H)

25 HFNEEEE 9711 5 (2009 £ FDA L) EMEERFIE 1 /BB 1 8E 5%
(https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711., &7V X B :2022 &£ 12 A 23 H)

26 HFNEEAEE 9711 B (2009 £ FDA ) EFEERFIE 1 wE 1 81HE 5%
(https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711. &x¥& 74U+ XH:2022 &£ 12 A 23 H)

27 HANEREE 9711 5 (2009 £ FDA ) EHEERHIE 1#RE 1 E1E 55
(https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711. iR F7HI+XH:2022 &£ 12 A 23 H)
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o k—&—(Trader)&ld RERARK(EXREZESL)DERFREETHIEEET. EM
HORE. BRERORT. HEDE/JI7. REEEOEERUVFIEORBEEITIH.
LRAROHEIHFTIGSEOREEXEICRRATIEEETHY. FL—F— L HRER

DFRBEXFRFERET HENTESD, 2

o EEMEEXE (Drug Manufacturer) &, RIEMICEEREZRFTEXIITTESEDIELD
BrZRIEA-FAE. MI. &6, B, TFTA. QL. BEE. . TH, £, £ LIF. SR
WFTZEEC  EXEGOBEICEHE T IH0WIEHBITHETIEEEZET.

o MEEELT. URBYWAERESMNMEEICEVWTEHYMRAERRELTERICKESA TS
BE.IMVEVICETABEEHMMNERINDIEVSHETHY ., BEHNLE— RILEa
—. XRAFHED IFELH D, 2°

o EHLEa1—(abridged review) &l EERHNHS 1 AEDTHRABICKYEEINATL
T.RABIESN-BHL 3ELHDRFETHAEEITITIEDTELRREED AL
THY. FOIOHEDER T L TRE MG FEEATTHN S,

o IREILE1—(verification review) &1&. %5 2 MEXIEZTNULDETEREINTLSE
ERITHLTITICEDTELRRBEDHETH D,

e H[FEF#E (collaborative procedure) & (. EBED—DDHETHY . tHAREHEE
EMEBAIEE (WHO-PQP)RE LD HRBEIZLY FDANEET HF i THhd, 2

e GMPYUT7IUAREIF, Y4B MMNEEEICH O TEYE GMP E#E(THEHL TEEIN T
WA LEHERRUVEAR T OF M THD, 3

o FEEITIFE(LTO:License to Operate) &(d,. EERICEELTHRKIYEEEIZMNHS5SH
LHEFRIGETHD,

]

28 HFNEEASE 9711 5 (2009 £ FDA ) EEERFIE 1 BE 185 5%
(https://www.officialgazette.gov.ph/2009/08/18/republic-act-no-9711. &x#& 74U+ XH:2022 &£ 12 A 23 H)
29 1TIAR 4§y 2020-0045 (https://www.fda.gov.ph/wp-content/uploads/2020/10/Administrative-Order-2020-
0045.pdf, RIETHIERAB:2022F 12 A 23 B)

30 FDA i@ %0 2022-004 (https://www.fda.gov.ph/fda-circular-no-2022-004-implementing-guidelines-on-the-
abridged-and-verification-review-pathways-for-new-drug-registration-applications-in-accordance-with-
administrative-order-no-2020-0045/, s&x#& 79+ AH:2022 £ 12 A 23 H)

31 FDA 1840 2022-004 (https://www.fda.gov.ph/fda-circular-no-2022-004-implementing-quidelines-on-the-
abridged-and-verification-review-pathways-for-new-drug-registration-applications-in-accordance-with-
administrative-order-no-2020-0045/, =¥ 77+XB:2022 £ 12 A 23 B)

32 17IAR 4§y 2020-0045 (https://www.fda.gov.ph/wp-content/uploads/2020/10/Administrative-Order-2020-
0045.pdf, RIETHIH2RAB 2022 F 12 A 23 B)

33 4TEAER 4§y 2013-0022 (https://www.fda.gov.ph/wp-content/uploads/2021/08/Administrative-Order-No.-2013-
0022.pdf, XTI RAB:2022F 12 A 23 A)

34 1TEAR S 2014-0034 (hitps://www.fda.gov.ph/wp-content/uploads/2021/08/Administrative-Order-No.-2014-
0034.pdf, 7V RAB:2022 F 12 A 23 H)
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6. 2FEH

6.1 WHO MHfER#E(IZKSEEFKHEAFIZIEAE (CPP)

WHO DR #E (- KB EE FHKISEBAZE (CPP: Certificate of Pharmaceutical Product) M s2&k
ARIZIE. LTOEENEENS,

Certificate of a pharmaceutical product3®
This certificate conforms to the format recommended by the World Health Organization

No. of certificate

Exporting (certifying country):

Importing (requesting country):

1. Name and dosage form of the product:

1.1. Active ingredient(s) and amount(s) per unit dose:

For complete composition including excipients, see attached:

1.2. Is this product licensed to be placed on the market for use in the exporting country?

(yes/no)

1.3 Is this product actually on the market in the exporting country?

If the answer to 1.2. is yes, continue with section 2A and omit section 2B.
If the answer to 1.2 is no, omit section 2A and continue with section 2B:

2.A.1. Number of product licence and date of issue:

2.A.2. Product licence holder (name and address):

2.A.3. Status of product licence holder8: (Key in appropriate category as defined in note)
2.A.3.1. For categories b and ¢ the name and address of the manufacturer producing the
dosage form is:

2.A.4. |Is a summary basis for approval appended? (yes/no)

2.A.5. Is the attached, officially approved product information complete and consonant with

the licence? (yes/no/not provided)

2.A.6. Applicant for certificate, if different from licence holder (name and address):

2.B.1. Applicant for certificate (name and address):

2.B.2. Status of applicant: (Key in appropriate category as defined in footnote 8)
2.B.2.1. For categories (b) and (c) the name and address of the manufacturer producing
the dosage form is:

2.B.3. Why is marketing authorization lacking? (not required/not requested/under

consideration/refused)
2.B.4. Remarks:
3. Does the certifying authority arrange for periodic inspection of the manufacturing plant in
which the dosage form is produced? (yes/no/not applicable)
If not or not applicable, proceed to question.

3.1. Periodicity of routine inspections (years):

3.2. Has the manufacture of this type of dosage form been inspected? (yes/no)

35 WHO A \HEE T 5 =3 5 & K| SEBAE (CPP: Certificate of Pharmaceutical Product)
(https://www.who.int/teams/requlation-prequalification/regulation-and-safety/rss/certification-scheme/model-
certificate-of-a-pharmaceutical-product, &#& 72+ X H:2022 &£ 10 A 12 H)
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3.3 Do the facilities and operations conform to GMP as recommended by the World Health
Organization? (yes/no/not applicable)

4. Does the information submitted by the applicant satisfy the certifying authority on all aspects

of the manufacture of the product: (yes/no)

If no, explain:

Address of certifying authority:

Telephone:

Fax:

Name of authorized person:

Signature

Stamp and dat

58



6.2 TR S 2013-0022 D 5ll#k

(4>7JL)Annex B

Annex B.

FOR OFFICIAL USE ONLY
J Application No. .

Registration Code

REQUEST FOR GMP EVIDENCE EVALUATION FORM

*Delete where upplicable

Tick where applicable
|A] APPLICANT INFORMATION
Al. Name of cormpany:

(Enclose photocopy of certificaic’
A2. Person authorised to submit the application on behalf of the company

Name (*Mr/Ms/Mrs/Mdm/Dr);

(IN BLOCK L ETTERS) ;
r——
‘CERTFFIED TRUE COPY

22013
HMAYVEEN V] acu Eeds/ ’
Chief, Recards Secti%nRF#MS

Denartmant ~f Uaaie
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#PRC No./Passport No./TIN No./Driver’s License No.:

Preferred contact mode: Email / Fax *

{Please ensure that the relevant delails above is entered for vour preferred contact mode)

| CERTIFIED TRUE COPY
|
|

MAYKEEN Y. AGUIRRE
Chief, Records Section - Iﬁs'/
Department of Health

i
AUG. 1 2 2013 I’
|

60



|B] FOREIGN MANUFACTURER INFORMATION
B1. Name of Company:

B2. Manufacturing Sitz (If there is more than one manufacturing site, please specify all the
sites, and provide all the relevant tletails as required below in a separate sheet.): .

Address:

CERTIFIED TRUE COPY

@E iii'l 2013
MavieEntl. aG

p UIRRE
Chief, Records Section - iﬁg
Department of Hedlth
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|C] PHARMACEUTICAL DOSAGE FORM OF PRODUCTS MANUFACTURED /
ASSEMBLED

Product Type Manufacture Primary Secondary
. ’ Assembly  Assembly

Injection M 1!
Admixtures for intravenous infusion i1
Reconstituted cytotoxic preparations |
Total parenteral nutrition preparations s 5 U
Implants ' [ O
Sterile powder for injection
. Sterile non injectables liquid preparation
I Liquid preparations for inhalation
| Sterile semi-solid preparations
Sterile powder for irrigations 1 I
Sterile powder for topical application ! |
Intraocular drug delivery systems C S B Ll
Sterile strips ;
Oral liquid preparations
Tablets for oral admiristratio.: 0 } :
Soft Capsuies ] u [
Hard Capsules ] |
Pills : . : ]
i*  Powders and granules for oral liquid ]
preparations
Oral powder and granules 1 7 >
Pastille & ]
External iiquid preparations
Ear drops : 3
Nasal solution ] 1
Foams . ]
Hemodialysis solution
Non-sterile sem:-solid preparations
‘1 Non sterile powders for topical applications !
Powder for hemodialysis
Powder Preparations tor inhaiation 3 . Y 1
. Suppositories i
Pessaries
Medicated svap bars i 5 ]
Transdermal vatches !
Medicated guins L £ o
Tablet for external administration
Beads ; ]
Solution for contact lens [
Dry powider inhalers L
Medicinal gases . ! |
Others (please specify): ®

=

'CERTIFIED TRUE COPY

|
I
; AUG_ 1 2013
]
|

12
AY@. JIRR
c ie_f, gCoIOL ::uc:i;n . Fﬁi‘s"
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iD| GMP EVIDENCE

D1. Tvpe of GMP evidence:
GMP Certificale (Certificat: of GMP Compliance)
! WHO Certificaie of a Pharinaceutical Product
Manufacturer’s License oi Manufacturing Authorization, incorporating the specific
medicinal product(sj‘dosage form(s)

D2. GMP evidency issued by:

Aulhorirleegulatory_Agencies . Country
D5. CertificatelLicense refBreee RO v i tuin s soneiicaimiiondion v vsiiaivn i s Sammisains
D4. Validity oF certificaie/liz@nse: .. ovr i e eie e

|E] APPLICANT DECLARATION

I. [am heret.: authorized by the company to make this application.

2. [ underlake 1o pay all service charges related to the GMP evidence <valuation. |

understand that service charges are payable upfront to Food and Drug Administration

(FDA) Philippines and are nen-refundable.

| undertake to =nsure that the medicinal products are manufaciured in accordance with

Administrat,ve Order 43 5. 1989, PIC S Guide to Good Manufacturing Practlce for

Medicinal Produats or equivalent.

4. | declare that the particulars viven in this application are true and that the documents
enclosed iire authentic or true copies and undertake to notify the licensing authority
within one week of any change in the particulars submitted in this application.

[P

BInabire: 1 o o v cmsen o S R S S sy o
ENVIUETIN 5. s s v e N e 0 50 S W S S0 0 A o S e
COMPANY SIAITIP © ..ottt ettt e ettt et eee o

B £ e e S L LR R I S

CERTIFIED TRUE COPY

éy 5 2013
-\\;ulﬁR
ecords Section -

Deparlment of Health
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LI{ST OF ANNEXES

Annex No. | ' Nature of Annex | For Official Use Only

T SO0 P (S [

CERTIFIED _TRU'E COPY

A o
AY%MEKREMJ
CHfief, Racards Section - IMS

Department of Health
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FOR OFFICIAL USE ONLY

APPLIEAtIONING: 5 v vas vaiiin v iamisammam 56 pios o e e e R Tl i e s

| L R

GMP eviden.e received : || Yes =" No (if no. pleasc reject the application)

Payment for GNP cvidence evaluation received : @ Cheque 7 Cash

Manie SEB Sk At BRANGEY w s mvtheminmes ittt shasi A s s e

Bank’'s Address:

Amount pavable: Php

Name and signawure of FDA officer receiving the application

Remarks : To be routea 1o GMP Clearance Unit ~ Regulation Division II for Assessment
ANNEX C.

CERTIFIED TRUE COPY
Al 17 2013

a4y Lé??AGUiRREW I3
Chief. Records Section - IMS
= 5 Nanartment of Health
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(> FJL)Annex C

| Risk Assessment used to

Anoey. -‘;ﬁ_

GMP EVIDENCE DOSSIER

Documents Reqguii=d

Manufactuting Steps

Full ‘
Manufucture

Bulk
. Manufacture

|

Testing l Labeling

Release
for

supply

Packaging

l An original or notarized copy

v v v

v v

A copy of the last |n'-pea.ln W
report and the
manttacturer’s response o

|
|
| ol a GMP certificate i
any deficiencies noted |

v v v

v

A copy of the GMP contract
between the manufacturer
and the Importer. including a
list of the specific products
for supply in the Philippines

v

File or equivalent

A copy of the Validaticn
Master Plan (covering
process, media fill (if
relevant). cleaning,
computerized svsiems. etcas |
| applicable and including a

delen'nme the scope and
| extent of validation)

A copy of the Site Master -|_ >

i___

| Rationale for test methed

[ validation. procedure fur

| method transfer etc. |
. - T I

- Copies of the procedures for |

| |

handling deviations and out
| of specification test results

Note:

A ¥ :neans 'hat ihe docurient is required

66

CERTIFIED TRUE COPY

1352013
Aad e ) nGUIRREA/
Ghief, ‘Racords’ Section - IMS

Department of Health

Sterilization




(>FJL)Annex E

ANNEX F.

AFFI{DAVIT OF UNDERTAKING

REPUBLIC OF THE PHILIPPINES

PROVINCE OF
MUNICIPALITY OF _ _ -
L. — g _ } of legal age, single/married
residing at o =
. and authorized representative of
: . a registered drug establishment of
The Food and Drug Administration Philippines located at
) ) B . with
LTO Number and LTO validity o . having been

Swom in accordance with law, hereby declare:
1) that T have communicated with the foreign drug mianufacturer with the business

name

located at

. and the said foreign drug manufai.wurer allows the FDA Philippines to conduct inspection on
their site prior to issuance of GMP clearance.

2) that | am are fully aware of the provisions thast 1 shall arrange and pay the cost of
foreign drug manuofacturer GMP audit including relevant audit fee travel and accommodation
costs within |5 days from the receipt of notice from FDA but net later than three (3) months
before the scheduled aucit date.

3) that 1 shall pay services of translator during the conduvct of inspeciion, as needed:;

4) that I shall notify FDA in case of any change(s) in the circumstances of the
scheduled foreign drug manufacturer inspection not later than two weeks from the scheduled
inspection.

5) and that | iully understand that the FDA may disapprove the issuance of the GMP
clearance forcign drug manufactursr where evidence exist that the foreizn drug manufacturer
does not meet the acceptabie stand:eds.

‘CERTIF!ED TRUE COPY

.Alig 152013
«ﬁ\m@éah . AGUIRRE &/ &8
Cnief, Records Section - IMS

Plamavbeank nf Uanlkh
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1 execute this Aifidavit of Undertaking to confirm the truth of our declaration and my
awareness ol the foregoing duties and responsibilities among others.

IN WITNESS WHEREOQOF, I hereunto affix my Silt,;-:nalure this

_ dayof
20 in the Municipality of
B . Province of . Philippines.

(Signature of Owner/ Authorized Representative)
Res. Cert. No.
[ssued on _
at -

Subscribed and sworn o beforeme this _ dayof at

Notary Public

Until December 31,

icenmzn TRUE COPY]

A w 2013
AYZEEN Y AGUIRREM

Chief, Records Section - IMS
! Department of Health .

29
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3. AV kR T HE
1. BYAEEROMELT BRES

11 BYMRAEERORESET

AVRRITHNEOEMAEERE. A1VFRI7HIE R E4E (Kementerian Pertanian
Republik Indonesia) M & B 411714 #2 /5 (Ditien PKH : Direktorat Jenderal Peternakan dan
Kesehatan Hewan) B fi#EL T\, PErHEER(E. /VFRIT7HNMERBEADEERRUVE
BEHBREMNFTEL TV, BIMAEEREIBARICER ., BEIhTWS, Lz >T, KAE
. BMAEERDOAERRELT,

1.1.1 BEESYMEELSE (Ditjen PKH) DFFEEH

2015 EA VR R T HMEKHERE 45 S IEDE, KRENSNBAF LB TSI Lawit
THEOIC BREFIEEDPBFORBEERRT H5-DIZFKIToNnT- 16 DEEEZREL TS, £D
ED—DOTHLIBEDVEERBIX. BVOERERVEEADORERIZEICET IBERIEDE R
BRURRD=HIZ, L TOEHEE>TD,

BYAEERDEERFICHITOBRIEDER
FYAEEMODEERFICRITOIBEDRER
HYRERROEEICHITHRE, £, FIRRVHIMEEDEKTE
PYAEEROERFICRITARMEELEE
BYAEERERICEHT IR VERE

ok b=

112 BMRAEXE L RERERRI 42— (BBPMSOH) DFrEEH

Ditien PKH D fii Rt Th LA ER MR E R Rt~ 42— (BBPMSOH: Balai
Besar Pengujian Mutu dan Sertifikasi Obat Hewan)¥ D £ (7% (&, BIMAEER D REHER.
R BERUVE=S)TET52ETH D, BBPMSOH (&, CNODEFEERT 57201, LT
DEFFE-TS,

1. BYAEERICETIEEITOISL EEHE. FTEOER, HABGROBE, i/ HREE
DYERKL

BYRAEEROREHROER

BMAEERDRE

BYMRAEERDEER

BYMRAEERORBERFOE=2)0YT

BEYMAEZESOSERRICETIRMRUAEDRER

ook whN

36 HBEERIA S (https://ditienpkh.pertanian.go.id/pages/15-direktorat-kesehatan-hewan. &#& 77+ X 8
2022% 7B 8 H)

Y Y AEZERDSRE SRR 2— (https://bbpmsoh.ditienpkh.pertanian.go.id/profil/tugas-fungsi/ . F¥& 7%
+XB:2022F 7824 H)
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7. EERASWMERORANC/RR

8. EERIMDEE

9. BMAEERORERRICETIEENDOERE

10. MAEEROREHRERORIL

M. REARRUVSYAEREREFCETLEMIEEDERE

12. N\ (A T/ —BEDNAF2—TT/DFHERUVEE

13. FAMICEFENLBYMAEEROBIMERUVR L DHER

14. BMAEEROBRBHABRRUVE=FULY

15. AEERORIERICET5E=42)>T

16. BYAER MO R A KB EEBEOTE

17. MAEERDORRICET S RATLHAK RV E RIEE

18. BIMAEERD) I7LURATRIMN) —H—EZXAR VY IT7LU R T XD EE
10. BIMAEELZORERR., i, S HERVEZA) VT EEHT 50D MU —E XD
20. EBRIYDOEERUVIVAEERD R EHRICE TOREYMDERE

21. BYMAEERORERBRERDORL. BEREUVRE

22. BBPMSOH NEEEE

11.3 BIYWAEFRMHZZFER S (PPOH)

B AES G &43% B4 (PPOH: Panitia Pendaftaran Obat Hewan) [&. ZE D DA ii41E
D—DOTHY . EEXRBRZEALTCREREICHMECRESTI. SLIC. ARERIBVAEES
DEMARTEASNATEY . BIYAEELKORE. AU, REEIOWT, BREHEOEEET
5. FDE. AR TENTHEE - #iG - RENAEENESHEHIETT B,

1.1.4 BYAEEREZR/ S (KOH)

Y AEZRE HZE B4 (KOH:Komisi Obat Hewan) £, PPOH R4k, BEKB DO MEBEED—D
ThHY. BERBEZELTHMAREE 78 BICE D*HYWAERRICHTIBERTEICEALTE
FREICHECREZTI. AZERL. HYAEEROEFEMRTEREINTHEY. BVAEESR
DHREBEFDEELITI.

115 BEFHREARAZELERR(GMO HARELERR

BiEEFHERZELRE2EB S (KKH PRG: Komisi Keamanan Hayati Produk Rekayasa
Genetik) [, IREMELZTORETHY . ECFHBANAOREICETIBROILE. IR
VEEBAEDRITICEAL T AU R O T HANMBE D KERVERZE I HIFBUTFHES (LPND:

,—~

Lembaga Pemerintah Non Departemen) D &IZ#)&5%1T75,

1.1.6 BIMAEZRE R OB IE M ERE LT E & £ (Panitia Penilai Cara Pembuatan Obat Hwan
Yang Baik)

1992 F (2, RRAREREICKYIBYAER K OB IE RER 1l £ & = (CPOHB i Z &
) INKRESNT=, ®CPOHB FHli Z AR (3. ROFEHBZESILITL > TEEREBRREMIELT
W5,

S EYFAEE R OB IE SE R E (CPOHB) fHi R E SR EICE T SR EKRERESFE 302/Kpts/KP.150/6/2003 &
(https://idihn.go.id/files/609/SK-302-03.pdf, &7~ A H:2022 4% 8 A 16 A)
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1. BREEXRENGREENS CPOHB EIBAE D HFEE /NI R TEALO TSN EINFERR
Do

2. EREEFRAICHLT CPOHB OERAKRZTEY 5. ES HiEFKE (LT CPOHB Mi#
RIKRERET S,

3. ER&EERE~D CPOHB FIBAZ D HITICEL T, CPOHB Mi#E A< ¥ 2T M5 R R
ERA

4. ENHEREBIIHTDHEBRORITICEAL T, CPOHB OERICET 2RERREHER T 5.

12 VRERROBERES

AVRRI T TIE, 2020 FICTERABIEICBET HiE# 2020 F 11 & (F L=/NA\RE) INETSH
fzo REEDFIEZE Z (T THAF &, 2021 FIZTYRIR—XDEEFFAEAICET HBAFRAI 2021
FESFIZHDL. FLOEXHAHELRIBLIZ, KRR TE. 4 BREOVRILANIILHRESN
THEY LN EICEGABXFANOMBEGNEDHON TS, BXRFAIRBEO-HDEHR®
SHIE. EBERBELEETLIZESFOURIVESGVICLYELGS BIWAEERSXE. 5VRY
[ZHEESNh 5,

BURVICHFEINTZEBEIL VRIR—ADA T4V E—RHE T X7 L (0SS: Online Single
Submission System) Z 8L TEEE#FI&ES (NIB:Nomor Induk Berusaha) ZEW#§9 52 &0
A BERBANC. BEHAITR-ERETH-TRENDHD,

LT, AVRR TIZHE FE % 5 #8 (KBLI : Klasifikasi Baku Lapangan Usaha Indonesia) BN & A &
NTEY., EEIFHKAET S KBLI I—FIZH ST E5FXRI— AT IVENH D, KBLI [F. 1K
FOT CROLNTWAERENLGEESHFEZHLEL-LOTHY. 5 DO XEBHFEI—FTRIND,
RO 2020 FA VR R TIZHEE E S FEIZTKBLI 20201 TH B, 1R R T OB AESRE &R
EFEEIFIKBLI 21013, BN AEXE MEE % (Industri Produk Farmasi Untuk Hewan) 1, 41> R4
DT THYRAEEROEMEARVRBETOIEEILIKBLI 46444, SMAER R KREE X
(Perdagangan Besar Obat Farmasi Untuk Hewan) | &LV O—RERGTE2LENH D,

NSDIA—FOWMBICHMHEERBEICOVWTIL,. [RESFHICEITEAVRAIR—RNDEELR
AIEEICEITAEERTHRERVREGEEICEHTII VIR THMEREKRERTE 2021 F£5
15 ZJITRENTHY . AREETIE. 5. SZFER IO HIYAEERBEEZERUVMAESE
DEIGT RNEEESFI—F ITH#BLT-,

1.21 %4
AVRRITICEWTEHYRAEERICRLEEST 5EZZFILUTD 2 DTH5.

o FERUIMEEICETIAURRITHIMER 2009 F£5 18 5
o FERUSYEAERREICEHT DAV NRITHMEL 1967 £E 65

122549
FYAEELICEERIIELHRS - BSELUTIZRY,

o BFDERRUHI BBALLTOMDIERIZET S 2000 FHFFRHIE 25 5

o HYMAERRDAFICHT I ERITHANERRKERES
14/PERMENTAN/PK.350/5/2017 &

o BYAERRFERHFTOEMHRUHEFIRICETIRXIXERES
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8Permentan0T.14042009 &

BYAEESOEMPBABERVEEICETI IR TRHIMEREKRERE 2021 £FE 16 5

CPOHB A RSAVIZET 2B EKEIREFE 466KptsTN.260V99 &

BYHAEERERPEFRICEATIZTERERTESFE 02/Kpts/LB.450/F/03/06 &

BMAEEROERRVGERRCEAITIZEHRUFIBICETIEERERES

695/Kpts/TN.260/8/96 &

o EMAEERICETAIA IR THMEBRMARE 1992 F£5E 78 5

o ERENHICETIIRIR—RADOEBXRAERICETAIEXRTHREERVE RELEICEHT HC
VERITHMEREKRERTE 2021 £E 155

o ERFHEBAEROREICEATIAVERITHIMEBAFRE 2005 F£5F 21 5

o JRUR—ZRDBEXHFAERICEATIHMARE 2021 £E 55

1.23 E&-788

AVRRL T B DRRE 3940 M2k pL . BYMAEER (Obat Hewan) &1, £ ¥E B
(Sediaan Biologik) . EEZE & (Farmasetik) . L2y X &L (Sediaan Premiks) & U 4 # (Obat
Alami) Z&# . B DRE. EKOBNXIEARNDOILENTOEREEEFT T 51-HIFERT LA
DZETHS,

BMAEEROFEALE. IPMORENORL FRROFHRUEE. BMOREIEE., BED
BO-ODOEETAERLTVNS, SHIC. BIYORBRERUVBEZEET -0 BMAEERE
BIE|IDIERER UV FEIZHE>TEF . SREKISHEML., AFEELTRIEN A, EROMICNAT BT
ABDILETHS,

BYMAERR T BMAERREZERAITIBORBKREICEOVTHEINTEY. ROEEY 4
DIHFESND,

R B
EES
TLEyH R
3

Ao b=

1. EYZHRANEE. REFHEERCIYERROZECREZENEL T, B MBR
FRAVWTEESNEBVAERGD_ETH D, 7T, IFHRlE)  EEFlkz S
m EVFRBEMHELEENETND,

2. BEEMEF. FEDFHRKICIVRESN-BMRAEELKDLTHS EF4IV HRILE
V.BR NEYEGEDILEERER. MEXFIDH, BREF RMEFIGE . TOEBEER
[CEDVWTHEAShAIRFLGENEEND,

P EYAEERDDEICET IR THMERERERESE 14/PERMENTAN / PK.350 /5/2017 &
(https://simrek.ditienpkh.pertanian.go.id/fileinfo/Requlasi-3-Permentan142017.pdf, &x#& 74U+ XH:2023 %€ 1 A
4 H)

O EBERVUEMFEEICETHARRSTEIEL 2009 £5 18 5
(https://peraturan.bpk.go.id/Home/Details/38634/uu-no-18-tahun-2009. & 7oA H:2023 51 A 4 B)
NERESBTOEREICET IR TRIERFRE 2021 £5 26 5
(https://peraturan.go.id/common/dokumen/In/2021/pp26-2021bt.pdf, I F7V+XH:2022 £ 11 A 10 B)
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3. TLIVIRBE|LIL. SAEERD LS E 8 AR MY (Feed Additive) X EIMI Y1)
A2k (Feed Supplement) ISIIZL=EEIDZETH S, SO EFPERFIKISREE THE
RAT530THY. ZORE/AEIERETREN DAMTHAIENKRDLNTINS,

4. HELF.PYAEELELTEASNIEYRS . BIMRS . SRS RITThO/
DEEVDOHRELEREMERITRAEMDETH S,

ERDHENS, KRETIE EMFRRFBRVEERDOAZRAERRET B,
SHIZ, BYRERRF. FRLOBREEEZOEZEDESVIZKY ., ROEEYDESNS.

a. ElZE (Obat Keras)
b. HIR{TEEZES (Obat Bebas Terbatas)
c. ™HRZE (Obat Bebas)

a. BIREF REICKDOLTITRESAGE. ChoDBYRGEZERLEBYRV/XIETA
MICEZL=0F AIRREDHIBMAERRDETHS.

KEIRIE. BYOEBTFHRV/XILEREEMELTERTHENTED KEMDONFE
ARETNIEAFTEGN BIEOFERIT, BT HEMXTEEMDERDL LB MERK
EENTI FROMICKRESNLIBYRAERRIBEICHESNSD,

b. HIRMFE=EEREIE. BE. RAERE. Blfz, L5 AEMNHBASI, FHETEEELHD
BIEDZELETHD,

KEIRFEEERL. BEMOUAZENZTNIEAFTELGL, FIRGEEZRDFERII.
LI EEMXTEEMDERDLEBMERMEENIT.

K BEERUVFIRMEEERIE. BMAEEROREXE . MAZEE. REREE. BWAE
EROREEXENSRBESNS, LROBEEXE . WAXE,. REREE. BMAEE
MOREEEE . BYMAEREMEBE AL (Izin usaha obat hewan) #HG T 52 ENVE
BfFohTNS,

c. MRELIF. BPHHDOEITRTOANBHICHERATELIBWRAERSDCETHD,

ML, ADREICEERFT TEEOHIBNBELSR L. BAORE~OEAHEL
SMTLB,

KEMATREL. IYAEEROREXE WMAXE. KEREE. BMAEERORE
EXE. REENSRBEING, EROREEE  MAXE. REREE. IPREELZD
GREEFEE. REEEIL. BMAEREREFEEFFAIEL (1zin usaha obat hewan) ZER{§ 9 52 &
NEHMFTEN TS,
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2. BMAERMERTIE

21 BYAEEROEE, HRBRURAIZDNT

[SMAEERICEATIARRITEMERMFRE 1992 £5 78 B 1R U HWAEER®
EFAERVEEICETIIURR O TEMEREXRERE 2021 F£5 16 519 TIX. HIWAEE
mOHE HERURBEBICELT. UTOIEAEDHLNTILNS,

1. BIYAEEKOUEICE. EMH. FEBREP/XETEERETCICERATELEBMAEE
BIZMIT3IENEENS,
2. F1EOBYMAEERROEEL. [RAH. HFT. Y. ERRE. &iE. HERVRETLE
[CEB9 2 BEHERmI=TELEDTHEITNILESELY,
3. HHARV/RIERELNAIEELEYMRAERERL. EHREFOHMAEERICELSNS, LIzH>T.
EMAERSRETRE. REITHIEMTRE, #6905 8. EREFSTIFEITILELNH S,
4. BEHRBFBLZIFRIAEOIC. INTOEYMAEERE. BR. BE. AREZZ2 LR TLIELES
T.EBE.AHRICERE. RERAENIREINS,
5, ARV/IXITREFTOHMAERRIL. SNILEHFEAEFEDRR/RU/XIEFEICAN, [E)
ME RO EZE R (obat hanya untuk hewan) |EBRFEIZER DD LS RRLEFNIEESELY,
6. FE5BEDRTIL. TNITMBET B/ TLyMIERBE LB TNIELRSAL,
EEXERVEANG., FRIESGVEYMAEESRTRBEITRBSE TG,
8. F7THOFEAICEILGLWIMAERRIZF. LTOLONH S,
a. BHEEXXIEIFEN. RETFOVWTIICENWTE, RN ESO-REREEICEI(RERE
ZEELTULVELY,
b. HEICEDVWTEMRT INEREREBREITOTLVRLY,
c. MEMLGELEZITTNS,
d. BHENTIN TS,
9. IRTODBRFLUTOHMHEERORE., #HERV/XIERBETIENEILEIND,
a. AVRRITTHREDGEWNEYZRIEE],
b. BEHEBEZDLELELD,
c. INLRURTMNEESNTLVEVNED,
d. MEREEE-LTOVEVLED,
10. BMAEEROEBIE. UL TORRICHLTITHND,
a. EREECHYAEER
b. HMADEMAEEM
M. F10EOHYAEERIRDEBEZ2ET,
a. [R#
b. FTH M
c. EHF/LEDHYAEEMDS (peralatan kesehatan hewan) 2 &L SER M X T EF4HL
STRk &R

~

CEHYRAEERICETIIVRRITEIEBRMARE 1992 £5E 78 5
(https://peraturan.bpk.go.id/Home/Details/57944/pp-no-78-tahun-1992. Jx#& 7+ X H:2022 £ 8 A 27 A)
CYHYRAEELROEMFAERVEREICETIIUNROTHMERERERTE 2021 £5 16 &
(https://www.regulasip.id/book/18615/read. =& 77X H:2022 %7 A 8 B)
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d. BYMRAERKSE

BE ARV THEMERRKRERTE 2021 £ 16 SICLdE BYRERRO MG, BR
AENERSND, RAREICE. EREQRANEESAGN., RIEZERDBEER=T =HIZ+
DGENEESNEVGEEDH  NERGICKYBEEZFH =T ENTEDENS LM RSN TN
%o

BEERIZOLNT:
1. BEEXRER. IYREERORE. #ic. RERVERZERT S,
2. BEXRER . F1IEOHYMAEERDERETLH-0IC. BYMAEERDOERE (pejabat
pengawas obat hewan) #$§& TZ %,
3. E2HEDEBYAEERROERE L. BEXENBERUERZITI,
4. BYMAEERROERZT IR BMAEEROEREIL. LTOEREET S,
a. BYRAEXEROREE. HIG. RBO-ODOEXRHFOHREETICETIREBREERET 5,
b. BIYRAEERDBEEREREICDOVTERET S,
c. MEFERLAEZED. HERURESELIBMAEER. TORE. REGMERET
%o
d BYREXRSOFERICETIEREEZT D,
e. ANMRULRELMDORBOI-HIZ. EMHRUBMAEERO YT ILERRT 5,
5. BABEDERPICFEAH-I-5E. EEXEXIHYVAEEROERE RO LERR
TED,
a. BIYHEERROEEZ—FMIZELT S,
b. BMRAEXERORBEEZZILT D,
c. MBHROEMAEESZZEINEE D,
d. RAEICKOLLGVEYMRAEERSOERZFLESES,
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2.1.1 BRFEBGREGE
BANCEMAERGEA R TICEEL, lRTT AROBHERFNIO—ELUTITRY,

AR TAQOHOTOEYMREERBMED-HDOD—r70—

@O R E W7 F=(NIB)
MAEEL, 0SS ZALTEEFTRNBZSNB)ZHEE
v

QA EEZMA R ENTTIE
BAYXEL. 0SSHEBLT PPVTPP IZEI WA EESMAS LN
¥

‘v"

OMMAEER SR
MAXEL, OSSEBL THNAEERDERESH

1POH (&5 E4EHREL

2PPOH/KOH [Z LA BHEER

3BBPMSOH 2L @mERE (VT ILERE)
ABMAEERERBESRTE

'v'

OMMEXER AN
MAEEIZ. 0SSEFELTPPVTPP LB REHDBMEELZD
WARIEEZ RIS S
THROBE. GAEFIREEEZBE
(1) BVEERIEHNLHH THA
(2 HFEAZDOHMA
DIFERE
1. EHEE
2. CPOHB EEAE-EN TLVEWMGE (IR HFE
3. R EOEFEITMEEL LD
‘v’

O AEESMA N IEERT
PKH QB EOTBELEKRENKT
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22 BYRAERGEFRHFA

2.21 BIYWRAEEMREZET (Izin usaha obat hewan) [ZDULVT

AR 7 THYREERICERIIFREFL. DYAEERERHFAZNGEIOILELND
B, FAIEMEET DERE L AIED N EEFICEHIDIFEREUTICEED D,

1. BYAEESREZXICEI.UTOBENEEND,

BYMRAEERORE/ £ E

EMAEEROHLES

BYMAERMORE

SNEISDEYRAERERDEH A

HNE~NDEYMAEEMOR L

2. 1IE®§J]%FHE7?<HHG)§EL HERW/RIEIRBICEARTIEELFTITRTOEIL., EIR
EICHWD. BYMAEERBXHUMMTINET ILENH D, 444

3. HYHAERRSBEHAMMOBFEL. LTOENTI,
a. BENK
b. EA

4. DYAEERBRHFUMEZMBIIVELNHLIZEEL. LUTDEEYTHS,

ﬁ%mginnwiﬂuli%

BYMRAEEROBLE XS

BEMAEEROMEEE

BYREERORBREE

(BVRIEA D) B R ER & EB (apotek veteriner)

FEYMRAEERORE/ITREXSE

Rykiayd

REIE

&) F EZE S BR 5T & (toko obat hewan)

5. iL%% MAEXE MEEXRE~OHYHAERERRBEHMADMHEF. BEXEXKEDLZDLE
ICBEREMNTI,

6. MBEXE~NDHYAEERBXFAEDOMSIE., MAEHLITI,

7. REEZXE. . REE~NOBYMAEEREFRHFALD ML, A B (B/MH) AT,

o

foocoo

P Feroacoe

2211 TSYAERSBXHAEIONBITLELEHE

PYRAERRERHF UL (BAXREOSR X BYMAEERMAZEIAIED ZHRFEI S0
[S.UTOEERGRUENEGERB-TLENHD,

“EERUVHVMEEIZETIIUORRIT7EIMEL 2009 £5 18 5
(https://peraturan.bpk.go.id/Home/Download/27909/UU%20Nomor%2018%20Tahun%202009.pdf, =¥ 7t
AHB:20234F1H58)

B RENFICBILEEHTOFHREICETS 2019 FEA/ VRO T7THMEREELRAUNES B
(http://www.bpdp.or.id/wp-content/uploads/2019/05/2019pmtani005.pdf, &7V XH:2023 % 1 A 5 H)
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BFEEH:

1. BMAEEROREXET. UTEZMEITILENHD,
EEEHRZFS (NIB:Nomor Induk Berusaha)

i E EARE S (NPWP:Nomor Pokok Wajib Pajak)

¥ A4 (HGB:Hak Guna Bangunan)
HERAT B EFRIEE (H.O)

B EN 5| =55 AT AF (SIUP: Surat Izin Usaha Perdagangan)
SHAREREOHHEAE (KTP)
RETERUVE=Z2)2T OBRYMAAIZET HREFATE (UKL-UPL)
MEVE/MOY—EREZHRENODHEEIR
AVRROTEYMRAEERBH N LDHERERK

o

“S@ ™ e ao0T

2. BAREIL UTERETOIDENHD,
a. EEFHEBAES (NIB:Nomor Induk Berusaha)
MmEES (NPWP)
EY{EFAE (HGB)
R AT AFFRIEE(H.O)
PEER 5 | EF |I A (SIUP)
KHORKEBDODESAE
AHEMNOBEZF AT IMAZEIIHLTIE, MERTR/FOY—EREHEFMEN
SDHEBIK
h. A1VFRIT7EMAEERBEILDOHERBERK

@m0 ao00

tROLEEROBESE
e OSSDT7HIUMER:

1. 2021 8 A 9 HIZAV R 7 HIMEXRMBICKY. [ERRIHERTIRIR—
ADFEFEZBEEMEICET S 2021 FBAFRAIE 5 5 IOEREELTIRIRN—RD
AUTAVE—RH (0OSS) VAT LAFERBLIZZ LT, BIEE R,
https://0ss.go.id/Z &L THEET %,

o EEEHAZES (NIB:Nomor Induk Berusaha) :

1. BYRAERERBENFTIEHRET SHIIZ. 0SS Mo, FIBICHLINIBIZERGT
5.NIB [FEFELAEZHIREH 13HDOBET. BEFLLBEHERE OSSOT
—RAR—RZEFTHIETREFTES, NIB (FFE=, LIFTRITIN T EXE
§XSIBAZE (TDP: Tanda Daftar Perusahaan) . i A #& &5 (API: Angka Pengenal
Importin) [T AFEAZEELL TERASN . MIAXEBICRET VLR EEZFET S,
FHLWLWFIBEICDULTIL, OSS S RTLFIAA AR https://oss.go.id/panduan &5
BBLTULMV &Ly, 6

o ENAMBEES (NPWP):
1. WEEH:
a. IVFRITEEEDES SHRREDSHIIAZE (KTP) RUEAD
NPWP

46 0SS U X TF LFIAH 4K (https://oss.go.id/panduan. 75 +EAH:2022 7 829 H)
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b. NEFEDZE I RR—FRUHNITHTEEES (NPWP)

c. SHONREBRETHLI—AD., HIEFEDORAE

d. BEREEBETOEHCOFMNETEZLEL-KRAE

2. BFEFIE:

1. DJP Online e-Reg DIz THAbDoOT AV RIETHhOUMEERT 5o
BBBE (DGT) A 54 R—2 (http://ereq.pajak.go.id/daftar) N7 9+
AT %, BMEBFA—NTRLURATERT S, ¥ T1a—F/FvTFv
—ZANT 5,

2. BRFHEMNATTIHE MBMEBEBOTHIUIR=USEHMARTSN. fF
EORBRBTOURT LTI NEGEROE — BB REEALI-IL%E
TEXENRTIND,

3. RUIDATYTDHR. MBEBIZIXTHIOUNEENET H=HD@EMA—)L
HE<

4. FTHYOUMMER L. #FiE (L Tax e-Reg DI+ —LTHEREANT 5. EA
FINPWP Z#IRL. K& BHEEAE. A—ILT7FLA NRT—F, B
BELGEDT—ARAEMEDHRICANT 5, T—2AHE., X2 )T4a—F/
X TFo—FANT D, RIC. [BERIRIED)VIT B,

5. B TH. MBEEISEARBNPWP EREMIDBMAEL BYILE-&
BREE. MRBOMERBZICEBNISEEIND, MRE LIERICHE-
TEHBN—JFZHRIL. B2 5. W EEFODIE—ZFTHA T, EHEIDS
14 BURNIZ, FREEDMBEBICEIET 5, TDE. EIRISNT=iEZ AR NPWP
A—FRIE 3~14 ZEHURNIZEHETRES

6. BHEMNOH—FZMETOEAH . ZHK20E%EH

7. #EEH

MREVER/MFOH—EREEAENSDHEBRK (F V0 O—FA]EE) :

1. BMBAEX FoyvIIAMNEIoO—Ra8E) EEICEYMAEE RSB EFIFE
[CHELGEFERUVBELETANTEAZTRET S, NMad T nISHEBKRI T 5
hbd,

2. FhERME:7 E%A8

3. #HE EH

AVRR L TEYMRAEERBENODHBERY (Ao O—Ra§E)
1. AVRROTHYREERBRITHBRERTLTLLI-OIZIF. BRIICRAIC
BAVELNHD, NEENDREERERVERENDVE)
2. HEEM:
1. SRHRRBOSHEAE (KTP)
=N NPWP
FEEHAIFES (NIB:Nomor Induk Berusaha)
AUNGEARWMEEAE
BRI
EFERUVEARICEATHIE
BEEE/TTSAV—HOEREE~DEHIK

No ok b

7 B HAEZESHE (http://www.asohi.org/. &7+ AB:2022 4 8 B 8 H)
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8. BCHTENEEXRPAE FMBEHEILHAZEZRND/EEEEENE

9. IH/BEDLAT It

10. TH/EENEARUVRTNDEE

M. WAREEE/ EESNDIERZD) X

12. EMEEE O MAERVBERERE

13. RINEEEDEEXIE

14. RN BEREENSHOERREETHAHLETT EEE (FIKAE)
3. FrERM:&KX7E%H
4. P& EH

o PEHYS|EZEEF AL (SIUP: Surat Izin Usaha Perdagangan) : 48
1. BFEAZE.OSS VRTLTHEEZIRE TS,
2. WEEHE:
1. BFEAKF Y O—RHEE)
SHRERED KTP
BUAERVIANTOERINE
E AN NPWP
EREEICET S REBETBRFEE (¥ 0—RAHE)
BLEHF D O—REE)
7. RUARKREOFE(FRFK. F1X 3x4)
3. FTERM:1EXH
4. P& 8N

SIS I SN

BT E S
1. IYAEEROBEEEEL. UTEFRELTLSZREN DS,
a. BEEBEITI-OOBYAEFER LS. EERRUVEE
b. mERABRMRVSMAEERORESGH
c. IYRAEZRERBEHIMEEE (PJTOH: penanggung jawab teknis obat hewan) EL TEET
% BREAD & U ZEH Eh
KELHYRAEERIHEEMALTUVVRWEEEXE (L. CPOHB iIRAELXMFI HE =Y
—EXRWRIEIERICRAZZT-E=ENEFET 8 WAEERAERBIEFATE
%
2. BYMAERROBMAEEE. UTEHRALTWDIRELHD,
a. BERHEITILODEHRRVERE

b. MEZMIFCELBYAERRORESGH

c. PJTOH &L TEHY HEER X ZRFIED

d. HEEER

e. HMEFEDIEERVUREHERZET . AMBERTOT S L
f. JHEHEMEBEO

g. &f&

48 S )LAEERE RN T2 R by TH—E X (hitps://pelayanan.jakarta.go.id/site/detailperizinan/590 .. |/ 7 o+
AH:2022F 8 A 8H)
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- AR

- ERERREE

- BEITVT. A (rejected) TV 7. A& (released) T 7
- f@@b\b\éﬂz%*ﬁl'ff’

- RGBSR RO EREA

- EERREREICHOETRAEREAR—X

- OBERESTTRECTETIHYWAEERREE

- HYRERRERETSOD/LINTVY

- JHAEE

- REREREE

- HEOHAEHEFIR

- BYRAERKOFZEBAOFIE

- EEEBEOFIE

- BYRERLOARFIE

- DYREERSOREFIE

- DYRERLOLFEFIE

- BERUVERINEZOERKOFIE

- FERREHESRATLIZEATSFIE

- mEBEHROFIE

- FHRERRY—EREERT H-HDOFIE

- BYAEEROER()I—IL)FE

- BYRAERREYTSAV—ITRAT H-HDFIE

BMAEEROREFIE
ﬁ%%&l)\@]%ﬁﬁ%%li LUTZEMALTVWARELHD,

BRFHEITI-ODMHEHRE RV E R
REZHEFTELIBYAEERORES
MBEEDIZE.PJTOH LLTEET HEERN X L ZEHIED
EYRAERDZE . PJTOH ELTEEIT SHENERR R U ZEAIRD

Flfl'

oo oo

: ﬁ%ﬁﬁ[%nnﬁ:“’é‘/hﬁﬁ%%ﬂ/\JI~/E|J7°~ REE. BYAERARTIEX. UTERAL

TWARELNHD,

a. BEIHETILODERRVERME

b. MEBEZHBFCETLIHYMAEERDORESA

c. PJTOH &L TIEEEDENERH X (& ZEH|ET

d. REv7
1. BEMOEBETCTEHI8aHL, Xk
2. REMOEBETCTEHTIEFHOTIREUE

. DBYMAEERFRAGLL. RESHICEIERTINDG,

81



MYMAEEMBFRTIHFORY

BMAERGSERAEERA

BYRAEERMASRTALHR

TEEMN

EEFAFIZFS (NIB:Nomor Induk

Berusaha)

iR B EETES (NPWP: Nomor Pokok
Wajib Pajak)

47 {# A4 (HGB :Hak Guna Bangunan)
H AT ASFAIEE(H.0)

B S| B ZE 55 AT AF (SIUP : Surat Izin
Usaha Perdagangan)

SHRKREBDOH D EHE KTP)

BEEERUE=R) L TOBRYEHRC
B9 S B AT |(UKL-UPL)

MEVR/HDY—EXZBHRENMD
i TN

AV VT EMRER BN DOH
7N

I E RIS (NIB:Nomor Induk

Berusaha)

MinE&E = (NPWP)
Y% A (HGB)
HRATAFFAIEE(H.0)

B EY S |57 AT AL (SIUP)
SARREOFNILHE

FHFEMNDOEEZF BT LIHAESE
[THLTIE, METE/HMDY—ERAEFH
FEMCDHEBIX

AR THYREERBENSDHE
227N

B RS (UTERALGTHIEELE)

EEFBEITOIOOBYVRAEERT
15, R R U ERR

REABREUDYMAEERZ2RETS
= B

DY AERES R EEE (PJTOH:
penangung jawab teknis obat hewan) &L

TEHY SEE B U EHFIER

FEBYAEERIBERALTIVEGD
TEEEL, CPOHB SIFABA T 2
F=FBH—EARV/XIFERICEATZE
Z-E=ENRTSBMAEES
mEHBRIERATES,

EEZTBETIOOBRRUVFRR

REEMETEIDMAEERZRET
DIEFT

PJTOH &L TEENT SENERR X ILZEH AR

TEFEORERUERITBEREZIT.
AMBRTOTS L

HEBHHMEODRE
% fm (GFMIEA XS ER)
FIE (FHIZEXSR)
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2.21.2 HEFIERUTN
HYAEEREEHALORBFFIERVRENERNIIUTOESY THS,

1. BEEEL. OSS THHEEHELIRHT S,

WY RIERE - BEHR 24— (PPVTPP) [L. Diten PKH ROl F—L&EELT 2 A

LINIZHREEEEZNET S,

Bt F—LlE, 14 BLRIZEHET 5.

B F— LISFHERERICEDOE BEEZRRITINENTIEINERET D,

ABEXFHTEINT-5HE . PPVTPP [£ 0SS VAT LIZEET 5,

0SS VAT LADFHIEFER DB L. BLEEH 2 BUAIZTTh IS,

HMTDHZE. UTOLWThADERLARTIND,

a. BHFEEHIIFENHL-HDOHT,

b. STEEHT, RA/KTERNHRZALOND,

8. HBEEHIITELHLI-OOHATIX. BREEHDT—INFELTVAXIIIGFTOEEED
FHEERIHIBEICH TSNS,

9. E2HTIL. FHEBH-LTLEWEEIZE TIN5,

10. NMENHA-ODHNTOBEMEZ(T-15E. REEILRFEHELBETIEDREETSHIL
nTcES,

M. TELHNTINGE. BEEELHERETAIENTES,

12. ZABEINBE PPVTPP &L T2 HURIZ 0SS S AT LMD B BAEE KB LTI
RiTIN5,

N

No gk w

HEMNLETETORELAM 18 EXRAY
FEEH€:2,000,000 JLE 7%

49 13 FEAE T (BKPM) 0SS & R T L (https://oss.go.id/informasi/kbli-kode ?kode=G&kbli=46444 . &7+ A R
2022% 78 12H)

50 B A CTHEMGIERHREERADEERVHEICETEAIURR7HIMEBRFREH 2016 £5 355
(https://peraturan.bpk.go.id/Home/Details/5756. &£ 749t XH:2023 % 1 B 10 H)

83



BYMAEERERI AT (BMEERMABEFFAL

—BREEDRN, FTERRE., &H
1B L FERS H# #H
DEHEM 0SS EZBLTHE
e
(@PPVTPP ¥ PKH N D E i F— L &S
BYRERE- - 2R F5— 2EEHURA
g

QPKH RO BT F—LIZ KB

Ditjen PKH N D HflgF—L 14 HRA

(i

@0SS Z@E L CERM D @ 4n
PPVTPP 2 AR
. .
GFRE., FAEIRT 2HLHUA BxE£H T >BIRHETEE

OF BT HCLHHT >EIERTAE

BAEE ¥4 2,000,000 JLET
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2213 BMRERSEXFAERIZREROER

BB YRAERERERTAIGIENGER. EXERBIIFRERL. ROEHEED.

- 0o a0

SMAI—E. EXEFPHREZEEHMICRET S,

EREICE DERITINLFEH DT —RIEENHoI5E . ERARHRSE
RUBRGFEERLEY 5.

mEZHERTELRSR/ER. RUBMAEELROREBHEHRE. RITEET D,
BHICa-BYRAERRENEAEOERZHERT 5.
RMESNE-EHRUVEEICRVEREIT.

BHREOBMRAERMREZERT D,

EEBYEELRBE. BiRH#4E (mekanisme pengawasan/post-audit) IZ&> T EEEHEHFDEIT
BEZET,

23 BYRERR B &

231 BYMAERREGH T (FREGIBER)
BYMRAERREEHR T OODEHEZUTIIRY,

1. —REH

a.

ENEEEROBYAEEREBXNMZAT 0% RISBYMAEERSXICETS
[RAIMLGEREZT TSR XE. BMAEEROBRZRBLITOIENTED BAD
BYAEERETERTEIRFEX. WAXERIREROLEEENEGL-BIMAE
ERMAZEFOILSZAETIREBEATHY ., BEIFAURROTHMEATRHRISATL
ZHENHD,

BYMAEERTERIIMAZFE L. BRILIESOERBESOMBEENBHTHSS
LEBREL- A EEENCDIERELFE T IDLENDHD,
ERILMMAEE AL TEHEINTLAELIE,

BYRAEEREREZS . IMAEEROTRSR. FTHE. RHEICHLTRITSA
%,

BYAEERERESOAEMIHRI. IYAEXERERESOMNEENS 10 EHTH
%

BEBERRRTESE 54/TN.260/Kpts/DJIP/2001 &R U RS 55/TN.260/Kpts/DJP/2001
BICRHEINTWS IR EERBEECAZBIRV SYAEREREZZRESER
AZBIHVBBEEICEAL. BRI IBYWAEEROT —RERMITEHIL, (BER
ADETI2TZ&BESE 55/TN.260/Kpts/DJP/2001 B ILIREAFFA])
ER3HYAEEMEEEEB TEERFEEH (Toll Manufacturing) IZKYEEIN D E)
MABEERITOVTIE. ERXEBLZAXEROREEZRETIVLENHD,
BYAEERERESOEVHMD . EXEIROBRBETILELHD,

512021 £FEKXKERBIZE 15 5 (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021, & 7O AH:2022 F 12 A 19 H)
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- RBTAHYAEESNERBSOENRREBALNKIIZTS,
- MBT52MAEERSREREITEEL TSI LXTERT S,

- BT AHYAEEANEREFICKBINBEYLEINLOI—IMFEIATIND

CEEHERET Do
- &fﬁ%ﬂlq@ LEWBIYMAEERDEYR (recal) 173,
- R (return) Sh=EEAITH L TERF RO BGELEZ LS,
- umﬁﬁ'éiﬂw}fﬁl’i—%unb‘ﬁﬁm’élw YORBRIEHS THAHETHERT B,
- FIT-E.YAEERERESORRICETIREEZRET D,

2. BMALEYFHNRFRVEEZOBFRFONRE?
a. BERK

b.
C.

EA
DY —E XHEES

3. ENHERHICIIHBYAERMDEER, ROFGEITLYITHND, >

a. BftAEE
b. SAEURIZEIKEE
c. BIEFRFEIEMIZKDHEE (Toll Manufacturing)
4. BERAE
a. HBFEHEIL. OSS THET S,
b. EHEFEE(L.OSS TUTOREEH-L TSI LEFRLI-ENEZIRET S,

5. RHETIVEDHDEIT—4:

a.

xT T Sa@ ™0 ao00

RMIEH A BMRAERRDHS

AMTEN B BMAEEANTR T 2FETORANMES X
RTEM CHYRAERMATA T SETHOEEMRRE
RTEH D EMHORE

AMTEH E-REMDOERE
ATEHF.-BYAEERROREMRR

AEH G FNRKRFBROEN (BN TORKABREHDIRHTEL)
ATEHH. BRIV EEMICET SR

NMTEN | BREROEIZET S

NTER J:SNIVIZEET HEREA

AMTEH K AT ILRCIRERMR S

NMITEH L ZDMhD1ER

6. BYAERRERENDOTITIEE (BIMAERROFREHK)

RERENFICETAEXRBUADFHREICET IR THIEREERE 2019FE 55

(https://peraturan.bpk.go.id/Home/Details/201248/permentan-no-05-tahun-2019. &7t XH:2022 £ 8 A 2

/)

S EENFHTOEARIEICET 5 2020 FiE#E5E 11 SETHREICDOLTO 2020 FAURRI 7 HINEBAFRA
& = (https://uu-ciptakerja.go.id/wp-content/uploads/2020/11/RPP-Pelaksanaan-Undang-Undang-tentang-Cipta-

Kerja-Sektor-Pertanian-2.pdf, ¥ 77+XH:2022 £ 11 B 10 B)

4K 5420 L-H T3y 32 (0SS) R T L (https://oss.go.id/informasi/kbli-kode ?kode=G&kbli=46444

=ETUERAB:20224F 7 A 14 H)

86



1.

i

anj

o o

d.

c

BEAHORMT—2ITMATIRET AV EDHIELE:

EMAERESB XA

BYAERROEMNXE (dossien) IZx T 2BMAEREREHZREESR (PPOH) S
DEZBRVIXIIEBYMAEFERZER (KOH) o DHERIIAE
BEFHBARSOGE . ECTFHBRZEY (GMO) BXROEMAEERICETS
NEEFHRREZHNGRRLEES (KKH PRG) 1N DNDIRER £ EIBAE (Sertifikat
Keamanan Lingkungan) (#IZ DT, 5.3 B FHAEZA £ (GMO) FHED
BYAEERICEIIMECTFHIBEZA RS ETELFEE R (KKH PRG) INLDIRIER
£ EIBAE (Sertifikat Keamanan Lingkungan) |%$H8)

BYAEELRE ARt 42— (BBPMSOH) oM BB KRS RIIAE

ERREXREDGS:

a.
b.

C.

2439 % By P B 3.5 O A 5 U 7 IE A& 3045 (CPOHB) ST 2
BMAEERBRESANBYICRTINTHDEES 1 £ LUAIZ CPOHB %3
L CPOHB (BB RN D HHLERBLEARE

IBOEHE

ENHEXEDGS F4EDORTEN ANLGRGEN FETORMT—2EETHZ25H
EIZAMARERICOVWT, FMEEM LICKETIUTORNGEREBESEMNE

=RHT B,
a. REEDOAZRBMEENRITLULREMIRAE (CoO). RIZFEEDNEMAER

mERIODEBERN T ETHLSLEELI-AIRE
[REEOARBAFHENFKTLI- B BIRFAIEAE (Certificate of Free Sale) . X%
FEEOSHYAEERLBHAREITLU . EEE SN (Dt 2 MEIL) TERE]
SNTWAIEERTIIE, BEAEREE 455/KPTS/TN.260/9/2000 £1<R85E
THREKERTESE 695/Kpts/TN.260/8/96 SIZEHIN TV D HLLBIMAERE
mIZHESNIEBYRAEERE 2 HNEL LTRSS, 2055 1 MEILEER
(BRAFXVR ASUE TSR RAY ARL A RZ) T TA)H A —RS)
T hFE . 2a—C—FUR) THILENH D, FAlEIK R CERASNIFHLLE
REERICEILIZRAPAEDELL, SERILISRESNLFE
FREE DN DBAFEEINFITLT- GMP E#:FBAE (Certificate of Good
Manufacturing Practices) . X IEREZEDIIAE
FREEOARBMFHEANRTLLZIONAF TR BR. TI/BRUEDEA]
@ GMO/non-GMO (Certificate of GMO/nonGMO) MEFEAE (A VKRR 7 TERS
NTWBRELMAEDERIER CDOLTIL, 5.3 B FHHEZ &% (GMO) XD
BYMAEERICHYIECTFHBAMNRLTLEZE SR (KKH PRG)INLDRIER
£ AAE (Sertifikat Keamanan Lingkungan) |5 8)

[REE O RBATFHEH FEITLUI- 2 5X5E 3 E (Certificate of Registration)
ERMAENREE QAR BFHENSRKTINTUOVEWNMESIL., (5 418 a~d
DREEQOADBFHENFKTL . HREORFIE I En0nE. ot
EUREMICET EBETo> TSI LA REH N EEMEEZHE/REFNX
E)VERTEOAVRRL7HMEORKRENEEELTHRMA

IHNEER

AVRRIT DEIRE S DA E (registration holder) EL T, REBED £ EE X I
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ZDOREAMSDEIK (Letter of Appointment)

o EMAERMDEEFFEEH (Toll Manufacturing) DIHE :
a. REL-EESEFIELC. TREXFOHYAEEREERE CPOHB iIHE
b. HERARNE

o HYAEERTAELUREEDIGE:
a. AtV — (AN EEER) RUSA o —(EREEEE)BOSA U A2
==

b. SAEVRILSN-EBMAEEROREFZELT, S —rBREL. B¥WA
EERHUEXEELLTCOAEEERVREETEICET 5. A%7% GMP SIEAE

c. FAEVRIESN-BMAEEROEKICIELT, 21— BREL-. $1%A
EERAEEELLTOENY CPOHB iIAE

BYRAERGETERIILTREGEEZUTIZEED S,
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BYMREELEROLESH

1. BHESEHT—45)

RTEBADYRERRO A
RITITH B BYRERRATRTHETD
WHIWETTE

BN COVMAEERNTERTSFET

DEERZRE

RATER D:RMBOBRE
RTEMEREEORE
REESF.DYRAEEROEEER

RTEH G BARKAROER

RS H.BERUSEMCET 5H
RTEH L BROBEICETHHRS

AR JRRICET 558

ATER K RESYOTIETEER A
.5]\

RIER L £ 0o R

2. FIRBHZDGEDEMER

. B REEABEFEEL

. B AERE RO M E (dossien) [CHTLEMMAEERBEEESR (PPOH) Mo DER
BRU/RIGEBMEEEREE S (KOH) MO RITFEH
CEEFHEZEM(GMO) BEOBYAERERICET I aEFHRANGEZEEZEES N

LDIRFRSAHE

. BMAEERICET SR EHBRELE L 2— (BBPMSOH) 1o D S A B HEEDIA®

3a. EREEEDIHEEDEMELE

3. BNEEEDIEZEDEMESE

. TEIESER$6 (CPOHB) AL #

. BMAEESEGESARYICRITSN
THHIECED 1 FLIAIC CPOHB @ AL
CPOHB FIFAZZWMBI IRENERLHL:
RE#

. IIBNER

. REEOARBAARESETURER
AEBAE (CoO) F (FHMITAX S HR)

. REEOARBAHENSRITUHBEK

5tAEBAE (Certificate of Free Sale) % (3£
LA SR

. REE®XRBEATHERENARITLI GMP
H T BH W (Certificate of Good
Manufacturing Practices) , R IXEF D FE
BRE

. REEORRBAAEEANAFTLLTON
1A T10A BEHR, TE/BRULMBHE
@ GMO/non-GMO (Certificate of
GMO/nonGMO) D EE B

. REE®QARBBAAHEANRITLULBERT
B & (Certificate of Registration)

. BRIAAEHNRERD 2 DEAFHENS

RS TOGOB ST GERIZ
AXER)

g ITHEOER

. REEOEEBXIITORBANGDA
YERUTOERESOMEE
(registration holder) (2% 3 &{Fdpik

(Letter of Appointment)
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AVERVTITETLBMAERMBHRO TN, FTEE. ER

18 L3 R B #E
DEAEBENPEE
0SS ZELT
g
QERIBHEEE
POH(#&EF—L4) | 10 BE¥HUAN
v
QE #8551
PPOH:50 HLELA
PPOH/KOH
KOH:120 H A
v
@ERERER (YT ILEER)
-2 BHEOBAEHEEERRF
RBUTLEyoyRAEA RX 35
BEA
BBPMSOH EMEAREA-EX 75 BXEAH
(BEBICKYEBMBHEDHY)
CHEBERUTONAATF 4 RE
Fl:-mAk35EEA
v
OBYEERBZESORE T5
el SEUS-[BUS - o b
6,000,000 JLEF
PKH 10 B%HMURA

EES, TUIVvIANE R U EEE:
HIF|= &1Z 5,000,000 JLETF
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2311 FHEHDOREALE

AR TEMAEERBSE (ASOH) ADETIU T 12&5E. 12.3.1 SYAEE MEFFEFA
DNESBIZHAMBHITRNERMT—2 A~KIOARICBELT. THRATHFEDO=HIZERIZERSN
TWARLIRELRHNIE. TOABREFHMICHI-YRE T ILOoMNELRT—I5BETHIENTE
B1EDERER/z. SHIC. BERANDETIVTIZ&DE. MFRAEICELT, MEEOMEEFER
LEYVagEL-YLTLWTH, BARTERLE-ERZHHTS5E(E. BAROEKFIAHEE LT+
PTHH. LHML.GMO EmDiFE . E-FHBAESTLEEER (KKH PRG) DR L MHERIC
BRI IVLELHD, IEDEEEFT=.

BERIUAL TBYMAEERERPFETCAZBEINENTZTEGFLERRRESE
55/TN.260/Kpts/DJP/2001 & |Z#{# L TL =AY, BBPMSOH ~ADET7 LT I2&bE ., BEIFAF
FTEHIENTELGL, LWL, BABICELT. BEDOEREMBERERBDR—LR—UTRREINT
WBAURRI7EEABER (MINISTRY OF AGRICULTURE OF REPUBLIC OF INDONESIA
DIRECTORATE GENERAL OF LIVESTOCK SERVICE) &3 T#HMAEE R B RHAFEELAE
%8 (GUIDANCE ON APPLICATION OF VETERINARY DRUG) |%° #8835 eMNTE S, 3% L<
(%.75.4 B AESEREIRFAZETLAEZE (GUIDANCE ON APPLICATION OF VETERINARY
DRUG) IZSBBL TV ===y,

F- TERAERICEHTIEFEHFEETLATEINESN - EERERRRAESE
54/TN.260/Kpts/DJP/2001 & JIFIREHLAF A RETHY. BBPMSOH ~DET )T I1ZkDE. &Y
FHEEK, EEROBEICBVWTESBILIIENTES HI. 55 ZEGERERES
54/TN.260/Kpts/DJP/2001 & 1 &L ==& 1=y,

232 BEHRERBESENITONT

RITSN-BYVAEERERESIZET 10 FOFEDHARLHY . MRS UIN-ERITES
BODETHD, BERORICRHEIRET 2L UTOEEYTH D,

1. BERIIIMAEERICEETNLZIMES. BRHTAEHEMT—4:
a. R™MIEHABMAEERKOKS
b. HTEH C HMAEERNTERTIETOEERRE
c. ARFER JSRIVIZETEIHRBLYTILISNILEIRU/RU Tk (insert leaflet) . @ %
15 (B 451 : gram/ml X [F kg/L) R U RN D ERER)

o EAHEXENEZS:
a. CPOHBitHAE
b. ZEEFFAIEE
c. BIYRAERGBHEBESRAERINE
d. BEEIIPMAERRIE. K5, 2hEe. THma. RiETE, KEFHE. RA

FERREYRV/RFBEMBIDOWTEEAGRNIEERTENFRFE DA
=

e. BBPMSOH W& 1TL-MERABRIERIIAE
f. ZxIHEYWAEERZDEFHIZIGCT- CPOHB JIBAE

S EBEEMSEREAD, S229A4E SEXE(HAIE) GUIDANCE ON APPLICATION OF VETERINARY
DRUG (B3[E:E. X2 & H) . 2013(https://www.gia.go.kr/viewwebQiaCom.do?id=34312&type=2 14dwyp. &
B7HEZRA:2022 £ 9 B 30 H)
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g IENEE

ENREEXEEDHRE:
a. REEOADRBFHEENRKITULREMIIHZ (CoO)
b. REEOARBAFHENNFKITLUI-EBRTIAE (Certificate of Free Sale)
c. FREEODARBMAMENFKEITLUI-ZEREIAE (Certificate of Registration)
d. REEOAZHAEENFEITLI- GMP E#5F8HZ (Certificate of Good

Manufacturing Practices) /A& D FFBHE

e. MAEBYMAEERDIGE : REEDEEEILOEHIK (Letter of Appointment)

f. IHNDEERE

g IYAEERERBESRTCEME

h. BffERVEEBECTOERTLN DA

i. BBPMSOH A F1TLI-mERERFERIAE

j. BEEFHEBIAESOEE. 1 FRIOKRIERXR£IIHE (sertifikat keamanan hayati)
BMREERTAEADGE:

a. M Y—(ENHEEER) LS/ —(AREEEER) DROSM 2 REZH

=

b. SAEVALSNE-BMRAEERDFIHIZELT. SAEto—0BYMAESRE G S
EEHLLTOEEEERVREETEICET 5. %1% GMP SIEAE

c. SAEVARLESN-BWREERDFIFIZIGLT, S1tri—(BERRUEEZE)DE
%%z CPOHB SEBAZE

. BERIIDVAEERICEENHIEE: FHTEH ADGRATEN KETORMT —4%

RET 2. TRAVELRIEIRDEEYTH S,

a.

7 NEERUVARICEEAH>GE . ARIVAERRE. H-LBYWRAEEREL
TERITDIVENHD,

ZFHRESOAVHAMANICKRMTNLGEE (RERTOERELE) NELSE. BHEESD
AR BIYEERICBRERN T AN EREEZRTLEAREZFILELHD,

. EERROERIBBOEEENGERNHDES BATRBOAH TRESNS, BEED

BRISEEADELGRIIRDESYTHS,

a.

BEREEE 11 8ERYT S BREOBERAN/N—ICAN,PPOH X(F KOH £#THE
BESNDHEHREHE—MICTIRET S,

ZHRAFEIL. BERIIDYAEERRFICEELNHINENELHLEAXFA
XWBETHD,

BHRPFETHIEEDKNRZHEICTIDEAHY . EEEXTWAZEROBYAE
RMBENAGL. RUOBYAERSBAZEOBAHIES (APHDELNLETHD,
B RUZDMOERIM T —RIEELNZ TN, BEBETRELGHBIEMELTHLL
TAERMILT. EVWXEEZBERICERT LN TES,

BERBEREE. BEL PPOH ATo TS,
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233 BYMRAERABRESDREOEHR
PYRAERRERBRSEEEIIEA. UTOEREERBLULTHAETIVLENHD,

HYRAERRERBSRERINE

BRBESOMAETHLIRFEN. BRESEREIIERNHHIELETTAHRE
BRESZHRESNIRUAN, EREBESDREEEZZ(TIEELNHAHLETRTRAE
ZHRBESOMAELERBSEHRESNIZHED, BRFSHFREZNICEITIQELSE
BRBESECHFESNIZHOBYAEERICHT 5. BBPMSOH N HATL-MmE HERFEREL
BRE

® o 0 T o

ST RESNIEENEARENMRABRENEY, UTOEENLETHD,

e ENAERDEHRBESEENSE:
f. BMAEERDITRAE2—T74)L(Drug master file/DMF)
g IRTCOIYMAERRIRI—T7MILRUVRETIENEETINTHLT . BELEZHL
HIZELTWSEFRELI-. ERBEEZRESNIEENCDEELEE

o MAHNGBREBESDEREENISS:
h. BREBESEFEIDIEELOMEIERTL. BERBSERESNDIEEICHHEREBRT
$55%kLl-. REEDEEENCDEEZS
i. BREBESETHRESNIZHAD. REEOEEENSDERIK

o MAHGROERBSZENNEXEICEETLIHE:

i. BMAEZERDIRIZ—IT 74l (Drug master file/DMF)

k. TRTCOBYMAEERIRI—T7MILRUVEEIENERINATEST . RELEHFL
HIZELTWSEZRL-. ERBELRESNIRUICOEEE (RETRE. LA K
ARUVBREEBICEEND B E . FRRELTEETINELDHD)

. BRBESETHATILELORGIZRTL. IYAEESOLETIRENERESEEES
NBLEIBITIHLETT . REEOEEENCDEEE

234 REFIERATLIHYVAEEROEHREN
RERIERITIIYAEEADERERL. UTDEREYTHS.

1. BERREXEETHHL
2. ROBEEZESTHIHFENONDEEZEE

a. BREIDHYVAERMIL. LWOM DB THYDRTCDRERAELDIEREFHT 510
[CRRICBEESNTEY. BUBRERRENETLLL,
FYRAEERDOREICHTEIERAZES,
EVMERVREMEHERT S0, EMRAEZERT 5.
PYRAEEROBEMERE=42)Y (MESOH) ZEEY %,
RAERAAZHNOBMAEEANEERVRBNERRERVBMAEEMORERT
R8T DREREBEDMEERRICRET S,
3. RtIREDNREE
4. BYRAEEZOEMXE (dossier) I T HEMAEERFHZREERS (PPOH) RU/XILEY

© oo o
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AEERZER (KOH)MLDEBRUE 2D c RU d DADHER

5. BEFHEBANKDIGESE. E-TFHRBZAEY(GMO) BRDEYMAERRICEYTSHEETH
BAHMGREZER INODRERTSIAE GHAIC OV TIE. 5.3 B FHHBZ A
(GMO)HBXDEWMAEERICHT [ ERFHBRZIERZRTELEE SR (KKHPRG) INSDRE
R £ EIBAE (Sertifikat Keamanan Lingkungan) |15 8)

6. BERITILIHYMAEEROEHRHEICIELT- CPOHB iEFAE

235 HIMAEERDEREELTEDEH

UTOEEARELIES. IYAERREREESELTIOILENH D, TORICBELEH
F UTDEEYTHD,

1. Bo. WSS, ETRE. RFHHE. RAFZ. KBV RP/XTTEMOER
a. EBMAEZERORIMXE (dossier) [ZxF % PPOH hb>DEBHER
b. BMAEERERBEBTREE
c. BMAEERMEREREI 22— (BBPMSOH) oM & & ARG RIIAE
2. KEOEERVRIIEERFEAPLEFOLEL
a. BMAEZEROIMXE (dossier) [CxF % PPOH MDD EBHER
b. BMAEERERBEBTREE
3. HRA A—HIT—R . BRIAEFTAIARV/IRIIBERENER
a. BYAEEROEMNXE (dossier) [Tx T HH&BIER
b. BMAEERERBEZRTEE
4. SRVILITILDTHAODER
a. BMAEERERBESRTEESE
b. INNILYTILDTHAUEEDIE H7EH

KEBYAERMDBFRFREIZDOLNT®
1. AEYEREH T, BFOEE &2 6,000,000 LET
2. EER.TLIVIRABRIRVEEE, WEIDFEFET LIZ 5,000,000 LET

23.6 BMAERRERBHFEDORNY

FYRAERREZRICOVTIE. 1231 BYMAERRSHET A FRSTHEXIIBEER) IOET,
AORRITICBEITHBMAERRBHFORN. TERME. BRIZRRLz, 4FZRTRLEES
Y. BRICH--T. [ERIEHEE ). [EHTE. TRERRGUTLER | [IVEERER
BESOREFEHL EVD 4 DDBRMBERDIVBENH D, LTI, ENENDERIEICOVTOIERE
Y

2.3.6.1 FHEHEE
EZBHFBICHBTIEMEEBRTDORNIIUTOESY THD,

1. BIYEEROBMAERREE (POH) ROBRIAF—LANEMBEERZITI. FHEHEEIE.

5 B L CAEMLIERREESAOEERVHEICEATIIVRR 7 HIMEBRMFEH 2016 £5 355
(https://peraturan.bpk.go.id/Home/Details/5756 ., &¥& 7~ X H:2023F 1 A 10 )

T EYRAEERERBFEFREICHTLIEERRATESE 02/Kpts/LB.450/F/03/06 =
(https://dokumen.tips/documents/peraturan-direktur-jenderal-peternakan-nomor-02kptslb450f0306-
tentang.html?page=11. &#& 7YX B:2023 %1 H 10 H)
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w

BILEME R EEA. BE. 0 XITFEEN R L THLEY A EZE M (me-too drug) BA|(ZD
WCTEHBYAEERZHREZE R (PPOH) RETEEINS, FIEICODVWTEIBMAEESE
EX(KOH)REBTEEIND, ERBFEINHRENLGLDOTH LMD EFHESN ., BN DEEMN
HEEINHRFIND,

BEIF—LIL. BBE4ER . PPOH XU BBPMSOH MoifRiESN AV N—THER SN 5,
BERBFEEICTHEIHLILLIESNIZE L. BEEICBIIND,

PPOH R U/XIE KOH OEZEDT=HIZ, BEREBFET 11 BIERT 5. BB LR D POH 3§
[CIREL. B RPFEZSHOREZAMATIEEL 2HHRTIT 5,

XERRFEEORHEIBERBICITON. FREEEEORRIBYVAEEREHERFS
DIRHEAD 10 ERBLURIZHIEAYT S,

2.3.6.2 SEFTM

1.

EEHERBEICHEVTRET REERE. UTOLEY THS.

PPOH X [J KOH O &%
me-too drug EFIZ DU\ TIX. BEIZ PPOH X KOH TRBSNEEERTHS=0.
PPOH LRI THDEETTHRTHHESN TS,

T I FESNSEMAESE R EAFL., FHEITHL KOH LA TRE X (FEHESN S, B
£ KERTE 695/Kpts/TN.260/8/96 BI-H D=, LTOEHYMAEEREFINFEIZHESH
%

(1) FLLEYENZED

(2) HWEMERESTH., FHLOSEEEZED

(3) HLWEMRA N OHESEST

(4) FMYPEECHLLVLAETHS

PPOH X% KOH M EF{fi#E 8

EMBERBRE. PPOH XL KOH Ao D EFEERREZREMRFAMBLLT, FHEBRHFEERX

DEBYRRTENESHEIET B,

(1) T=ABNITRTEL>THEYEZRFNE TS, KBTS

(2) EHFTHERBTD

(3) T—AMNELEAL>TWVEVRIENFENREE TH AT . XIF KOH DREZF=LHITh
(FESHEW-OEL . BREHTS

(4) BB RIEEERFICRTE2EMEADNEENTVS=OF KR LT H, PPOH/KOH
MNoDEHEIE. SEDEFZBET. FERRANDRE/MEEFAMBLIND

S EBFMAEEEDOHERER
FHRELFOEEBETHEEINDELHISNTZES . PPOH XX KOH (X, BiMAEEA
EREFEOZTEHOTEME. EREMICOVT, BRBFEICERER T HEMTES,

4. ZHEFHROLAME

a. BHFHOUMEL L. BEPFEEHNRIIF—LICK>T PPOH RU/X (X KOH &5&(<
BT 2EENHILEE SN B EANSETEIND, PPOH £ENOREE R B (5T
) (BT 2MBERRETCOLAI—%BETHETICET H2AKOKMIE. BIMAE
EREEZELI-PPOH REDEHEBAMNSRA S0 EXHTHS,
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— A RAEF—LHNFHEL-SMAEEREFIZ DOV TIE KOH KETESZIN LTI
BERELA BMAEERZEEZLI- KOH RKEOERANSRK 120 EEHIVLETH
%, PPOH SR DHER . KOH LA TELIZEBENVELTIZEEIE. RO KOH KET
BEICHED,

b. PPOH X[& KOH OREMNRESN-EARANIZRAE TETLVLGE . REHRZBEZEL
L7 EXALAIC. BMELERIE. BREZAA-BYVAEESRERBAFOEEARELELH
[CET 2 BHMELZRITT S,

c. PPOHMWEMT—HREHEEHLELTPPOH REBRENKIESNI-BE, BEEL.
PPOH £ RBMEDRITEILECES 40 EELHLURNISEMT —42Z2RELEITA
(FE5H0, BEEEMN 40 EXHLUAITEMT —2ZRHETHIEMNTELRGE . BHF
BIZBEMIZF o ZILESND,

PPOH RE(X. N\ TIvIh AUSAVTERINTIVS, 2022 &, PPOH 3 11 [EI5#E
. Bt 421 OFMAEEMRNBEINT-, TOHEREX 201 EEAEEE, 151 @A EBMNT—
SDIRETHRIE. S8 HENBEZRLEH. 10 2 HEM KOH TOEMBEICIER. 1 BLEATKE
hit=, %8

2.3.6.3 U7 LD FER UV AERS

PPOH/KOH [k % FHEIH#E IS > TERBBENRKRBIN-FMAEERIL. £D% BBPMSOH
[CEBMEHBREZ TR TNEESE0, MERHBOEOIC FITEIBELGTNEESEDRIERD
EBYTHD,

1. YUTILDAE
O—NIVE R THMADEMAERERZICKL. BBPMSOH TREREBREITIH. XIEMIIL
F=BENLEE=ZENERT HRMAREITIO. KRV T LI, SRBRHRUVNMNIEEE
(small scale production) X [XEi A TiRZESTHEMNTED,

2. YT D&
HERDT-8 (2 BBPMSOH [CEM SN AEMAERERD T TILIE, BEETHLEEDO I
184 (B EED/ZEHFIE) A, LT OBMSEEL CEMFXITEXT S,
a. BBPMSOH IZ#EfF 9 2R TILICIE. BIMBERENCOBMKRUEZRFEICEL
LHFEEFRMFLEFNIEESELY,
b. BBPMSOH IZi {49 58TV, BEMRAICE DI WELGHUTILEIZDONTIE,
BBPMSOH M7 44 0% S E8)

3. HUTILEHER
BMAEESORERRIE. BIMAES mE. Bt REHEOREFE-LTLDEINE

B AR THYAEERIFS
(https://www.asohi.org/index.php?option=com_content&view=article&id=1925:asohi-hadiri-sosialisasi-dan-
workshop-sistem-pendaftaran-obat-hewan-online&catid=1:latest-news&ltemid=11., R#& 7Vt X B :2022 £F 12
H 26 H)

59 2021 EFEKXERLIE 15 B (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021, =¥ T7UEAH:2022 F 12 A 19 8)

60 B FAEE 22 B D @B RERFREI 22— (BBPMSOH) (https://bbpmsohgunungsindur.com/pelayanan/jumlah-

sampel-uji/. JR¥ET7HIEAH:2023 4% 1 H 10 H)
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IMERT H-DICEESND,
BYMAEERORERBERIIAE(E. BBPMSOH o HKiTESNns, BIMAEERORKER
BREELI AV THYREERERA (FOHN X ZREDMEOSHMAEERERAS
[ZEITHR/NBROERBIEEFIET
RETLIBMAERRYUTIL:
BMAEERDOYUTIVICIESNILES, EERAEEH AL\ FESEHL. &Y
FREFNTIOMNALUL EEGRUTLIVIREEIL 6 DA U LDOBENEREE T 51
EhHb,
F—ERd. A—HROBEYA ANELGLIHYMAEERE. REHRAAECTE
A XEHETINELNH D,
BMAEEROYUTILEIT, REBROBHEICET D, (WELGHUTILEITONTIEL,
BBPMSOH Oz 7 ¥ A &S M]R)
FRERDBEE. BRIV ECREOFRENLTIREME R T/ TIEMENEEZRM L
LTIRETHIVENH D,

4. #ERBEH

1) YU TILERERIZERLIIGEILERE (MS) . FERDIHFE XA EK (TMS) DB LESN
%, Wi LSz T ILIZIE BBPMSOH hio B RBRERIIAENE S SN, F#Eg s
SNFH 2T ILIZIE BBPMSOH Ao L HEFICARXNETEMSINS,

2) EECFHBAEMRUVIEEGFHEBRZ EYMOIRES S (GMO Derrivative Prosuct) D
EMAEERY T ILT, N (F—TT4L )L (BSL:Bio Safety Level) 3 DRERIELZ
SUERRER/MEBICHIRLHY . RBERNROEBYERFIZERHDOAFHATELZZDH
[CHBTEQWLHUTILIZONTIE. K 10 EXBURICHEEICEmTRMNSNS, X
EERES (L. BBPMSOH oD BHED BN LELES 35 EXBHLURNICEERENS
EiTSNh5d,

5. FrERRE
CORBREME S BMAEEROTLEY T ILEZEE . BBPMSOH Mo mEBERBRIER (GE
BAEXITEMNEZ) BN ETINIFETOHRDIETH D AHBRBREDOMERFIILUTDESY
THdo

1) RR2EHEDVHEETHIEERAFRVTILIVIRBEID T IL—TIE. RK B EE
BeT 5. HEEDEMAL A 1 1BEEZ DL, BMORARERRRN T, 2 BEOMHE
B ORERICET HHBRBHEERLLET S,

2) EYFEMER(DoFY . R, —ERE) O IL—T &, 32— (Coryza) 7UF >+
RAX10E#B. REaL S (Fowl Cholera) 79F > +&w& K45 E£BERNT. %K 75
EXBHLTH MHEEOPICHEDEELECTHE. RAHRBEHE—EOHRTE
THERERICLET B,

3) AERUVTANAFTAIRBENDT I —T (RR2IEHEDADES DHEEE) X, &KX
BDEXALTE MECOEYNRSIN1IEEEZ LT LIC, BMORKHERFHE L. 218
HOHMEEDHRICET HHRBRIFHLECET S,

23.64 IVMAERRERBESRE (REERT)
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mEFRRICERIIE. DYAEEMDZRBSHRESN, EEBSREENS RTINS O
DERFEICET HEBELUTICEED D,

BYAEERERBSORERVUMAS

1) BHRBBERUEHFESI—NRTERME(E., BiEE D BBPMSOH M >0 & & i ERE R T
BHENDELZIMEELRBICIRELTHS. BIMAEERZZRESOMFSICELTEHYME
EHRBEILREENRKITINSIETDEREIET,

2) BRBEBZDORMMWEHREH-L. BBPMSOH NoD RERBRERIIBAELEITI8YWA
EERICOVTIE. BERRREZELT. BEL-ERBS DM SEFHETOIENTE
%,

3) R&EERFESIL. PPOH/KOH THfIHIZEZEIN ., BBPMSOH o DEZEMN KT IN
%, HRE SN TELRVILERHIC. HEBSHEY A TONDFNRE T HI LN
ATEETH D,

4) BYMBEERENSOFMICEDETERESZMEL-BYAEERIIOVLTIE, BHRE
B OMAEEIZK IS E (SPP: Surat Perintah Pembayaran) A %17ah %, #iE &% -
BERLLIC. XWEEIE 10 F2ET D, BiRFHE BE < TER4T (Bank Mandiri
(Persero) ) Jakarta Ragunan 3 & D % E #2545 5| E E (Bendahara Khusus) £ #& 0 O
[CA£T 3,

5) BERRREICEHIN-BYWAEEROHEEERES IREFESOXFIE. XA
MFRELZMEL-E, BERFSOMBEICRAINDS,

6) BYMAEERERBESOMNEICEATLIEERRDIREIL. BBPMSOH M5 i B i EREE
RIBAZDELEZWMoTH S, ECEE 10 BEERURAIZHKITIND,

BEHREFSI—FRUER
FYAEEMRERBESDRHL. KABZKEESDISSICIXTDEPTAN R, REFEBS DS
BIZIZTDPSITIEFES. IYAEEREREFS L. 1BHOEBF THEREIN D, LTORIE
BMBEERDITARTVIICH ELNTLNDLDTHS,

Bagaimana cara mengidentifikasi

nomor pendaftaran obat hewan? /7 ?
Contoh: D. 1401 PKS.3
4

Nomor Urut Pendaftaran

(

¥ Nomor Urut
Pendaftaran 1288

I{.‘-) Obat Hewan Sudah didaftar Ulang 3 kalil

V Vaksin
F Premiks

Nomor Pendaftaran Berlaku 10 Tahun
(Pada Contoh berlaku s/d Januari 2024)

NoDBHEEBELT. RRICETIUTOEREBHIENTES,
1) 1#EIX. LTOEREHF OXNFI—FTHERINS,
EWNE &IE3—F D(Domestik) . # A & (E3—F [(Impor) Mt 55,
2) 2HTEBERU 3HTEIF. BRBEBORTELZTTHFI—FTHERINDS,
3) 4B RU 5B IX. BRBEBDORITAZTTHFI—FTHERINS,
4) 6.7.8 RU IHTH X, BEDOIITINESERTHFI—RTHERIND,
5) 10, 11 RU 12 #TE X BIMAEEROBREE I XFI1—FTHERIN S,
10 HFTEDXFIE. U TOEKREF OBMAEERDISANTEIND,
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1) PIX.EXR

2) Fl&, FLvoR &

3) VIX.79F>

4) GI&. SREKENLI-BRRES]

5) AlX. EFREE

6) JIE.EEXRAEE

7) MHK (. BMMAEESRZ SO VAR

8) OHK I&. 4§37 Eh ) FAEZE & (customix &#IF)
9) BOH (&, BMAEERKDFEM

10) PRG [F. B FHBA KNS OEBYMAESEM

1M HTEOXFIE. BMAEERO P EIEHIND,
1) K&, BIZE
2) TIE. HIRMNEERSR
3) BIl&, mERE

12 it B DXFIL. FlfHREHINnD,
1) CIl&. ®&iE
2) Sl%.#H=X
3) MIE. tDFIF (EF. f&Fl. R—3R  ATLYNRE)

6)13 B, BEH( EAB.2@BRE)ENEETTHFI—FAEHEINSD,

23.7 BiRROFMR

UEDTOtRZEL>T. BYAEEMDBRRFERT 5. UTICBRRICREMTEINE
1EHREFLDHD,

1. BRI DEHHESICONT
BEICBRESZAL TV BIYAEERAOERESOMAENEH (BER ZTHT.
EDHRE 3 FRBLSE . EOBVRAERLRDERESLEMNELD,

2. BHEFOEEZSEESORAEICIONT
WADBYMAERRIOVTIE. BIYRAEERERESHNEVTHIRY . BVAERLE
BESHTAEORENHLIEEERE. IVAERREBRBESOMBEERET HLIETE
B BRESOMAEZRELZEE. EOROBEFHRE. ITNTHLLWEZESORE
BEDEETTO.
LEZBMAERRZTEMATIENT, BRESOMEEDRRER T MMOBMAREIEE
TE%

3. BRB\FSOMEEIIONT
ENEENHYRAERRDEZES L. EEENAAEITHLDLT S RARETEREES
NTLWOHYRAEEADES S, BREBESOMBEIZAREZNERETIEHITHS.
WAL-BYAERROERESOMEES. IVAEERROWMAXE XIIFEERE,EH
SNEBYRAEEROBAREOMUEZRE T HIREANCHY., ARSHEA VRO THNE
NTHRILSNTLIRELAHD.
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BYMAEEROSENRAEOEDHMICONT
EZHRO-HOHYMAERELOGENRZEL. 1 ROEFETENTHIERESIN TS, Y%
BMAEERAH. BBPMSOH [Z&BE=42Y2T RISRE DA CTHREREIN TN
BRI -RENAELZEERO-ONDTLELBBFELLTHERTHIENTES,

[REEO A RHKEAFITUT- B HERFEALAE (Certificate of Free Sale) . [REHEIFAE

(CoO) . GMP iEBAE (Certificate of GMP) ., E##. TR E RO WBAER V. REHHART

—SDEHHRIZDONT

a. BMAEEREREHELMATIHIRMTEN (REROLREENFRITL-BHIRSEIEA
. [REMIIEAE. GMP iEAE) O BMHARIE. FTH5 5 FREATIN TS,

b. BIMAEEREREHLZMTITIRMIEN CRUD K. &FOLOMNERIND,

c. BIYAEEREREHLZMWTIAIRTEN C.D RV E(T—2) OFEMEARIE. FTHDS
5 FMERESIN TN,

BYAERREREROAMERIZONT

BYAEEGOAMEERFZZIRHTIIZE. BRBEORAEIIUTOEELZEKTS

BENDHD,

a. [BEMOERRUVHAMOEBDODITIAE. SNILKRVTAL 27—

b. B, $hEE. ARICEENGLWENDELZE

c. BMAEEROBMERRFBICTTHIERBE. TDOELIL. BBPMSOH &R U B EHE/
RRITEMNSIND,

BEfRIZDLTe!

1.

o

PYAEEROBOERIL. BIYVAEERDOER. =2V T RUBEREVSIB AN,
Ao RW/RER/MAOEMAEEMERE RS BBPMSOH AN Zh TN DIERICEDEME
FF1T3,

ERL UTZ2CHMAERROGE. AMERUVREMHICEHLTRRESIN S,

a. BIVAERGERBSLHELSL. M. M6t dRBY. RERERVRESHELDE
B,

b. BRICEHBSATSINRBSIN TV IBMAERRICAHAL., RFAEDHR PP
MOERICEY. B, A REOREMICHEECHENEETNTVDIEAHIBALE
B.BBRESRITRTH>TH. RELPEUELET 52N TES,

BERE, DKL 1 FIT1 ERHAMICTHOALY BMAERRORBICETHREN IR
L TW IS5 R IXERTHh NS,

HYRAERRERE (L. EMBIICILMER . ERERRSELHEFRBAAORITIRET S,
REMHEIRFTIZF->T. IMAEEREREDRNRVEEEZS DD,
NHEDOEHREOZRHEKRT D,

RE(BERSHY) OABRLBRRPER VIEABRKLBRRE FIHICERASN LAY FHRF CEE

BUFREEDIFU)TURENFELAVRROTIZHFEELGVNE S RERFBRANROHLN TG
W IVRRIVTTRE (BRASY) ORFOFEEHIMT 5213, FTERKR. EFH. R (R

612021 EEEKXERAIE 15 & (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021 . wRx¥ET7OEAH:2022%E 12 A 19H)
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EMEDSBMEVEEESY) ISEIAShILENH S,
NYPDANBRELBREETFHICEASNIEYFHIRA CFEERVREEDIFY) T RELNF
EAVRRITICEELBWNER . AVFRO 7 TOEER VBANFAISNATLVEN, AVFRITT
RYbDEYERFEDEHREZHIM T HIZE. FTERKRM. EFH. KRN RFORRDED B EDV

BEZEV)ISEATIBELSHD.

NUbDFABRKLBRRETFHICEASNIRFLTIFUOT RENFTLAVRRUTIZERL
BUWMER AR T TOEEX TWA FEFRISNTULVEND AV R RO T TR O EYERFEDE
BT B2 RRDERMEERET 5L, BUFHE© REMBEDEEMA R E L=
RIRE. R/ EHFERE ., RV/XFMERE. RP/RTEPRETHRASNGTNIEGRSH
LYo

24 HYREEROHERVREEHE

241 FERAETN TS GMP E#E

AR T TR IYAEEROREIRELARVAEEERELTEYICELGRFIL. T2 TE M
BLEYAEEROREREGZFHETEDELS. 1999 F£(ZICPOHB iM1FSAVICHT SR EXEXKE
FRBIEE 466/Kpts/TN.260/V/99 B 1A FESEINT=, FFRA| D FFFHEFR TICPOHB HARS1>
(Pedoman Cara Pembuatan Obat Hewan yang Baik) 1A BV R& 5> -, CPOHB D BMIIE. &
ESNIHYAEESROMERVREN. RESN-EHXTHEEEICESLTVSILETMHER
TEHZLETHD, LIzh T BYMAEESOEEITHIHEITATOEREL. 20D CPOHBAAF
FAVICENST ZBLENH D,

CPOHB iM/RS AR d R % KEHAIE 466KptsTN.260V99 B DR T ER THESATLY
BABEREMNIRT O UTICKEEZRY . REEOFMGABICEALTE. ERDSEE
#475.6 CPOHB HAFSA VIS DR E AR TE 5 466KptsTN.260V99 & 1D HEFEER (R IF A
VRRITEB)DEEYTHD,

CPOHB MRS/ ICET 2B EKERE S 466KptsTN.260V99 &
XKIEH

— iR E
MM

A R U'EY
ENDORHE
Hag

AE

BmEEHE

&E

mE R
NERE
BEER - SEONCRURET SHMAERRZOEIR
2

O O|([N|[O|O|HAR|W[IN| -~

-
o

-—
-

-
N
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2.41.1 CPOHB Ziml=¢ =O DEH

1999 F£DICPOHB HARSA Y 1N | EmEB I THAHIEIEET VY THREF THS, LHL.
2021 EDIMJROR—ZADEEHFAEAIZET S 2021 EHFFRANE 5 5 IR"RFIN=Z&2E
W 12021 FBEKXKERENE 15 SI8FE TSIz, KIRBIDOF(Z, 1999 FDICPOHB HARSA
2 1%HEICLT CPOHB =9 DEHNRDESYRESNT=,

1. BMAEEMROBRAINESEICETLIENS

a. EYMFENEA: ABREBREETIVFURVIFEABRLBREETIFY . DAILARUIE
DAINREDIFY (NITIT  RBGE) . BMEEZ TN TN ORERBRTHET S
&

b. EER: BARUVIEERA. RA—25VFALRUVENSIVALRILEY. RILEVE] BRE
FlzzhTnilOREZFETHET HIL,

c. TLIVIRBEMARVEADTLIVIRBEIEZN TN DR ESRHETHET S
&,

2. CPOHBIZf>TEERZHELTWDILEIRATE-HDREHIRSAUVIEAEDXE (F
BY=a7)L. REFIE. FERTRUEETH—L) F. EBEFIEEZTLIHBALZEDEL.
UTORABZEDILENHD.

. DYRAEEROREV AT L

P

B iR

R

4

CEEEREGOREAERVHEAZE

.mEEHE

E¥=Y

9. HERUERI—)L

10. ERMER

1. NEBRFEIEE

12, B R U Z S EORER

13. MERF| DG

14. YA EMZIMHRVEFZOEE
15. MRAE B/ FHBEICLYEESN-BYMRAEEROMFHE
16. IR EF| DR IE

17. AV Ea—3EShizo AT 4

18. LYV TILRUVEB YT

19. YT ILAA LISNZARBINGAR) Y8R
20. MEVRIIRI AR

3. BEYOBRERERUEHAL AT LEET2V 2T (KDSTU: Konsep Desain Sistem Tata
Udara) [& CPOHB A/ RS AU IZE DTS L,

4. PAEZTERFIMICDELGTRTOEEEFE 5,

5 AEZEICEHINTVWIHEIR->THESNIERERET S-OICBLELT N TORERE

® N oA LN

62 2021 EEEXERAIE 15 & (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021. xEF7UEAH:2022 £ 12 A 19RH)
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BE—&,

FTRTDEERBRUVEREEOERICETLIFEIENESRUEMML—E,

DIKELE 1 RE DO MREER 4T M ERFEE THOEELGUIRMER . KLE D T LD ERMEET

MR EEDEMN,

HYRAERGROFERMMERAZERFIT HEE L. RETRORNXEFr—,

mBRAZHELSTIEREMASD, UTOEENEMINTNDHILZBRARLI-FHAX,

a. MEVATLRUXELVRAT L HAMMRUTERGED L. BIEEFR (RAD) MhoE
EANDORIMBEICETSFIR. REShSFBIHEET HNE, HERVHARICETSF
g

b. MBBEICRHRESNTOIBBRVERICELIRAZEIIEEGAM—E

c. RA—N—NAHP—LR)LETOBHBERNE

d. EERBRUVHBRRBORER CERICEY HEKETMXE. FICHaERMzad
BERICETSLD

e. BEANFNBENICEESNSEEX. BEIEOZILMHERFIESE

f. ST, RIGMER/ TEERMER VAR Z S EHEFIRE

10. FeERI<RE 9 &M

a. AT OEERRIT. DO RKERUTE. A7 RAERE) LTI DISFTIZHY ., £ETIE
[TFHELEIER THAIDEL DD,

b. BERMA(N—ESVELZHAENE) DBYMAERRSLERRT. LOBYMAEEREE
TEEREMIBERIC D BT DB EL DD,

c. BYAERGEERRT. BMAERGEERRANLREETIREY (BRY. FER
PR OBRAEY ENETI-HDRERZEDLERRERTT I EZBLHNTEHL
PBETHD,

242 /R FEIREEFEDORE I OER

1.

AVRRITERNEFERECKD CPOHB BHEETOERICET H1ERIE. LTDESYTHS,

BYAEEMOBEIEHEREE(CPOHB) (. ENOHYAERE KB EXERUVBMATOEY
FAEXERESEXEIERAIND, 5

CPOHB O E#Zm-L-BMAEEROREXRE L. BERBRMS 5 FMAF XL CPOHB
SIEAEMN (T 5SS, SIBAZFZMEL-AERIZIE. IWAEERZDSAILIZ CPOHB ¥—%
Rt T HIEFID T E SN D,

HEMGICETLBMAEERRORER. BFICENOSHYAEERZRETLBMAEEMRR
# D & & {REE (quality assurance) &R 214 (safety) . B34 (efficacy) (BT B5%E HDF £
FRIEAD-O  AREEEOEENLACERLEETSIRE. BE. 10772 RT LM
ZEHE T AL AICE>THITINS CPOHB SEFAENLETH S,
MATOESYMAEERNEXEEICOVWTI. EETIRE. R AV IZEEEZTOEENSRT
EREETLHEHEAICKY. BYMAEERORNEEERVAEEEIZEAYT S GMP ££E -
TEHEEENODMATHAILEHRTIVLENHD,

TRICEELT. YAEEROAEEE S EZDEENHEBICERINDILIICKIET S
. 1992 F |z, BEKXKEREIZKYICPOHB §HifiZ & & (Panitia Penilai Cara Pembuatan
Obat Hwan Yang Baik) 155X B St 1=,

63 EFAEE R @ IE BE % (CPOHB) fHi R E SR E LT 2R EKERESFE 302/Kpts/KP.150/6/2003 &
(https://idihn.go.id/files/609/SK-302-03.pdf, &7Vt A H:2022 4% 8 A 16 A)
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5. BHEZETIHDIL CPOHB iR ERICEENHY . AERKICEI IMESERXFER
RICRELETNIEESEL,

6. WELYIEINT-HEES.CPOHBFHEZESNDEZERIL. CPOHB R FHNOEMREBETHC
EMTED,

7. CPOHBEMHiZEESDMBHEEZXIET S0 FERIIVEIZELTERERD TV REY
hEEdidHIENTEDS,

8. CPOHBEIHiZESNEHFICEAET IR TCOLEREL. FTERERBOFTHETHON
%,

CPOHB REBAE D ER#G 544 &
1. BEFEHE:
a. BERK
b. EA
2. WEEH:
a. HEFEROBYMAEEMEXHL
b. ENAEZRGOEEFHEZE (master design) R UV EE T 2EMAERE R A

FIRBIEDIGE . ROEFEISITIRE TS,

a. CPOHBHARSAUITRO-ERV AT LRUVKLEL R T LZHA-THEOEYTER
(L4777 )

b. CPOHB DGMEBEY=a7IILXIIEZFIELTEITEF L= AT RE—T74)L (SMF:
site master file) X (AEE DX E

c. CPOHB ZEZ& & (PCOHB:Penilai Cara Pembuatan Obat Hewan yang Baik) H 5> D &2

d. BFENE GEREREERA (PNBP)) DX ILGERAE

BHBEEHFOGE. ROEZEHFLFSLITIRET S,

a. HIED CPOHB RELUBRDEELEE A RAL

b. HIEID CPOHB #&& LIfE D R IEALE R UFFHLE (CAPA: corrective action and
preventive action) fERBHMERUVRE X

c. BEERINIAEERE/SC /s ERE & O Tl 35S £% (BAP :berita acara penilaian)
nN—%

d. LAENZH{TSNiz- CPOHB SEBAZENEL

CPOHB iIBAZE%#EF§ 556 . ROEHEEILITIRET S,
a. RIFEZEE—E

b. EEEEXE

c. EEICHETIREMRIAXE

3. BEFIERUFA:
1| BMAEERELNTIONNRER. LEOHRHEEEE 0SS VRTLATRET 5.
2. LE0 CPOHB IMENHHEBEEHICHL\T, PVTPP (&, BEDWR LGS SEHT
5.

64 2021 EEEKXERAIE 15 & (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021. xEF7UEAH:2022 £ 12 A 19RH)
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3. BEFIVMFELBIX. BEEN TR TR ERLTHEZHLZIRHL-%&.E<LH 308
LIRIZEHEEERT B,

4. BAMETMIL. CPOHB HEEEEE (ondesk review) R U A EE R 2SR (< xt
9 HELf/BEE (onsite review) Z &L TEESN B, 6°

5. RAEZEHOHERRICE DT EEIVHLERBE., RFEEHEERENIEHNTIT S,

6. AFARIFHTENI-HE.PVPPP £ 42—I% OSS VAT LIZEET 5,

7. BEEHICEHTLHIHMEREROEH. RKEITH T OERL. RV OSS VAT LAD B
(X.B<&3H 2 HURICERESN S,

8. MTDOHFE. UTOVWTNHADEAMNK RTINS,
a. BEEHICTHELAHLI-OLDOHAT,
b. TEHT, RFA/MTEBANRKALND,

8. HFEEHITFEIHL-ODETIL, BFEEOT —AINTELTLS=HIZIThNS,

9. ERHTIIBRFZTHOEEZBLTVVGVWEERITHLTITI,

10. NMEhH 50D TDEMEZ(T1-I5E6. BXBIIRFEEHEOBENTES,

1. ELEANTINHE. EXBIHFZHLHERETESL,

12. ABDREIMEZ (11358 . OSS TH#: CPOHB SEBAEARITSND,

CPOHB GEEAE D HEEH & :
1. FREBE. 1 "WFICDOEF 1 MOFEHAET 12 10,000,000 LE T,
2. EEFHH
a. XA, .1 8HZDOE 1 MOFEBAE T LIZ 300,000 LET .
b. BAFDIFBEEERM. 1 HAIZDE 1 MOFBAE T &I 3,000,000 ILET o
c. BIFDORERERR. 1 WHIZDOE 1 KOFEBAET &I 3,500,000 LET .
3. HAMBROERARE(ER, LA BIYMAEREREEALER) 1 ®HZOE 1 KDL
££123,000,000 ILE T,
4. CPOHB FEFAE D EFHFH#tE 7,500,000 JLET o

CPOHB FEEAE D HIGHR D&
1. APCHYMAERROD CPOHB AIAZZMGR. EXEHETOLTRORELZETISE
BHH5,
a. CPOHBZ—ELTEMI S &,
b. EITFDEDMEYMAEREMAD CPOHB AEAZICEEH SN TS EER K. ERAETR
UHR— T —RICEEAHSEE . EEAZRFEZRHETHE,

HERIFORE. £ERBOER/IGR. £EXFEOEMRUHAMEEE I OEEOLEES:

67

1. EERRBERET DS

652021 £&EE KERAIE 15 5 (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021, & T7HOERXH:2022 £ 12 A 19 H)

6 XL THVLIERREEZSADOEERUVHRICEAT IR 7HIMBATFRE] 2016 £5 355
(https://peraturan.bpk.go.id/Home/Details/5756 ., & 75t AH:2023 4% 1 A 10 B)

67 2021 EZFEKXERLIE 15 B (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021, =¥ 7O AH:2022 F 12 B 19 H)
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a. BRIFEEE—ZE
b. ZEEENE
c. ERICEHTIRE/MRIAXE
2. EEREEIEBERMLET H5E
a. BFich-AEEEOHMAEERSBEHTIL
b. EEZRMOERMEAEOFER/ILAT I
c. HERMRICHEVWVEHFIN-RELATLBEENOXE
d. CPOHB IZf-TRHELINBZZFDMDHEELE
3. HEXRECEIITHRLOEEAHHE
a. TRELOEHICEHTIHEEE

BEAR:

1. BEERUMABMICKPERICIE, ELEDFESEHH CPOHB DEFEHICEALTLVDENES
MORBREE=A) VT RRIENEEND,

2. EEfRHEAE (post-audit) [CE-TALKES 2 FIZ—FE., EHMICEZRYV T RIINERSND,

243 ENEFEOREOER
ARV TENEEEICLS CPOHB HETOERIZEAT AIEHRELUTIZRY .

GMP £Z&:

1. AVRROT7TREBETIHMABYAEERORE. ENMRUVREHZRIATEH-OIC. BE
BYMELERBLIED-BYAERSDBEERERE (CPOHB) DEEIIXL., SAEDEYA
EXEGREEEED GMP E#AH CPOHB H£E(SEALTW OO EFHET SR ELH D,

2. GMP EB&(F. EAERIO ST (M LEE) . E1FAE (onsite review/Kajian Lapang) .
EREEROESHTMD 3 RBERTEREIND, 08

HMANYRAEEREEEED GMP BEICET ST

1. ROGE. HYAEELOBAIZHLT GMP BEFITOLELNH S,
a. BVAEERIBHISUDTHATIES
b. BIMRAEELOFHHURZHAT LGS
c. IYHAERERREEEXMAPANFRIITEMOAESEBHTHLHE
d REEOCEBEYMAEEROTLME. AoE. RENRELTVSRIDHDIEE

2. GMPEZEF. REEOHYAEERAEEZRKRIIDYAEESMAXENSDETEIC
EOEERIND MAXEL. GMP BEERFELTEIYELERB D SIMREK (HE1HR
2 AT L) (https://simrek.ditienpkh.pertanian.go.id/) TZ 9V bR T 5., TDE . BEL
EFHETYI T FUSAUBET S,

SHE SR
1. GMP BEDA VSV HEICIK. ROBFERTT D,

B AR TEMAEERGSR
(http://www.asohi.org/index.php?option=com_content&view=article&id=1330:produsen-obat-hewan-asal-impor-
wajib-audit-gmp&catid=1:latest-news&ltemid=11., & 7I+AH:2022 £ 7 A 22 H)
OFHYMAEEROEMFERVEREICEATII ORI THIMERERERE 2021 £F 16 5

( https://peraturan.bpk.go.id/Home/Details/175307/permentan-no-16-tahun-2021., & 7Y+ A B :2022 £7 A
17 B)
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2.

GMP BEEHEE

B R B 32 80 A S5 55 AT L (izin usaha impotir Obat Hewan)
FEEOBYMAEEREEEMSDEEEHIK (etter of appointment)
[REEOMEE T XIEE SN -#EN KT, A7 GMP FEEAE (certificate of
good manufacturing practices) X [EEZENDXE

e. ERIIIVAEERDFE—E

f. HEOBHICIGC-BMAEERD CPOHB NA (checklist) —EDHMEE

g. GMP ZZHE+. REECEYAERSROLEENIM BRSNS LETTENE

h. BMAEEREEEOREREBRMANSD GMP BEERICETHRDE
i.
j.
G

oo oo

EHEEOLEODOFRBEERADIILERAE
RHESh-EBENTEENDERTHA_EETTHRASDENE
MP BEERFEXRUVERMBAEDRHERIT. (VR TERVREBETRELGTNEESK
LY.

EHAERNOEEESR:

1.

11.

12.

13.
14.

PPVTPP OEFH(L. HEEZZMER. B 1 EXBUNRIC. GMP EEHEZHEOTEM

BRUEREMHIZOVTEEEZIT,

EHEBBEDERN.

a. TEMNDEHELTIEE.GMP BERFEEL. HMTZEHEOBEZTHLOICERICIRESN
%

b. FEEXIFEHLGIZE.GMP BEERFEEL. MAEXFICELRESI., EHEE S,
MAZEL. ZEEBOHEZZITTHS 2 MNALIANIZ, GMP EEBEZHDO R HEH-
BT NIEESAELY,

MAZEENPBNICEEETRIE-15E.GMP BEEBHFEZ IR XEEREZ(T5E0IC
BRIZREEINSG, EHEICTHELIHLHEEE. GMP BERBZELA TSNS,
HTESNT5ZE.PPVTPP OEXE L. A TEBZRA TMAXEICEIETET,

GMP BERFENTEN DEHTHAILEEIN-E. PPVTPP DEFEE L BLELL1EXE

ABURICHBEICIRET S, BRIE. BFEEE2ZELRELD 4 EEXAURNICHMTEZEEREE
1715,

BEF. R EEEEET5-OITRINEEEEF—LEEST 5,

BMiEEEETF—LIX. BENESRT S,

B#fiEEOBETIX. ROAEHERT 5,

a. CPOHB#EIZ&% CPOHB XEZENEAME®EI-LTL\SIE,

b. CPOHBREIZLS GMP BEDRABEZH LTSI,

EREBDHER.

a. CPOHB MEEZFHE LTS, RP/XIFAVERLTIVEWBIYMAEEREEZEF ST
Wi5E. BMAEESRBADOHBRGENRESND,

b. CPOHB QOE#EZFHE-LTHELT . EMABTLZLLETNIEHSEMES . REETOEME
ENREEINS,

BMEEEETF L. SESVALERBEORBICEYMAREROBAICETIHEBRMATE

REETIRET D,

EEIVELERBORAEE. IMAEELROBAICET HEBREREICIRET S,
BiTEHEEET L. SETVEFELBROBET AL CHYREERREHRBIA L2
—(BBPMSOH) OB B I AEDIREEFIRET 5,
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EihEE

1. BBPMSOH M &L, EFAEDRKRBIREELZTEBVRFLERBRICIEHT 5,

2. BEIYMEELBERIL.
a. PPVTPP Ot 4—RZBLTMAEXEICEMBFAETORDBEIRET 5.
b. XEFMHERE. REEDERDH L LUBIIEBAISNI-HEANRHT 5,

3. MAXEL. REECEMAEDOLODOIEFEREERAZZILS,

4, EHABF—LHAEHREAEEZITD,

5. EMAEF—LIE. FEBMEELBREN MMERT D,

6. EMFAEF—LIF. ERBREEFZAOIILBANS 12 M AURICEMBAEZIT.

7. EIREEIL. 7T EEXBURNICETIEE0DET S,

EHRAEER:

1. EABERTIE. ROIENEEIND,
a. EXUGMENHLGEE. BMAEEROWMAFHTINS
b. ERXXIIBMLFRNHDIHEE. BIEFEE (corrective action) BMEEIN D
c. RGLOGEF. BMAEESBAKBRNMTEEND

2. LROMRE. BMAEEROEMFERVEEICHATEIIRRITHINEREXRKERE
2021 FE 16 51D 43 - 63 X—UIHAHRMFER | . EMAERRFTMEE. FEEOE
EMREICEITH GMP BRADES M ICZBIT AR EIZRS>TEHET 5 GREFER 1 [2DUVT
(. 75.2 EtFEERTMELE I ZSH),

3. EMFEF—LEF. EMFAERREZEETVEHELELBOBEICIRET 4,

4., BEIPHLELBOBER. IYRAEXRSBAKBRI. SIYWAERROWMAESEZXE
[CHET B,

5. EHRICOVNTIX. EBEHEARZTPPVIPP DU A—REZELTCEEBVEELBRENOH
AEEITRESINS,

6. EHFEF L. HNiEEEETF Lz BLTEMRAERRZIETYHELRBRICIEE
EER

EIEHEE:

1. BEBYELELRBRIE,
a. PPVTPP Ot 43—REBELT. WMAXEICIRET 5,
b. REEOMEETXIIERTHEIIZREE (corrective action) &L 5 KIITEHT 5,

2. MAXEX REEEDHRRZITM I A-ODERREERAZZILD,

3. FEEOMEETXIFZE#E. EFEZRSH-AH S 6 NALIAIZ CPOHB fREIC
EOF BREREBEZHELS.

4. ZEFYHELBRIE. EEHREOHKREZZ(TER-AMNS 14 EXALRNIZZEREDE
REFHET 5,

A IEFEE DT :

1. BEIPHELRBERIE. REREOHKREZTM T 5-OIFHEF—LZIRET S,

DEHYAEREROEMABTRVERICEAT I/ RROTEANMEREKRERTE 2021 F£5F 16 SORFTER 43 -
63 R— ( https://peraturan.bpk.go.id/Home/Details/175307/permentan-no-16-tahun-2021. & 79t X8 :
2022F7 A 18H)
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2. FHMBEF—LIF. SEBMEELRENMERT S,
3. EMEFERIEL. RIZEIKHLDET S,
a. CPOHB OIRFEICEDE, REHETE RSNHERNICIRHESNIIGE (. BIWRAEE
READHBRTENRESNS,
b. CPOHB MRFEIZH-TLVEL, RIZBIEHEE TERSNIHARAICIRESINGES.
BEYMAEERROBMAZH TIHIENREIND,
4. FEF—LIF. SEBDEELREOBEICHYAEERBADOHBERIZHEFRET S,
5. EEFVELERBEOBE. IPAEESBMADHBROREELZXREIZIRET 5,
6. FHMBEF—LIZ. SEDVEELRBOBEXEL CEETYRLERBERICATOREZREET
%
7. EEIMEFLERBERIZ.PPVIPP Dt A—REZRBELT. BMMAEESWMARNTZ. A1 TEH
ERATWMAEEICIRET D,
HAIEEDFAT:

1. BEFYHFELBEOBENSOBYMAEERBAKBERICE DS, RKEXIMAEERD
# A ZF Al EE (Izin Pemasukan Obat Hewan) 12 %179 %,

g7
RD IEETH GMP BEDXILF. EFRFEEMAEDEREICR>TITHON S,
a. EHFERIOEZLHEEITE (W LBE)  HFIOFEFELHET L2 7,500,000 ILE T2,
b. EHFAEDER BEEAN 1 AH-YEFIDFELET &I 15,000,000 JLET
c. mIEREDOFERTE: MFDFEEHEI LIZ 4,000,000 /LET,
KN TOFBIHLTRESNS, ERBGEERAOEEICHATIHEICIE. 2AKREEE
FNTLVEWL, 2RAREDOREIL. BEOREICHTIUBERANIPEZSROIL, 2HAKE
X, XIFBICERSNh, BEICFEITONS,

FEREIE:

1. FAMARVIRIEAF140 GMP BERF Y —EAREEICO AT LEENELEE. B
AEEREEEIL. 75140 TGCMP BEERFEEXIZETES,

2. KENERKELLTCEETIEARAKERVEEBARKENRLELI-GE ., EHAEF. AV
FAVRIETLERBTITICENTES,

S ABMAEESD GMP EAMICEIT 5 CPOHB FHliF — LI kB BEKEIL. BHRIYA
EXROHNBEOBEREERBTEISOHYRELREREES PPOH) DEELHMHE
MEAENIRIZ. BAZEN DI T SN TED,

*BBPMSOH TOEMMAEE LD RKEHERIL. CPOHB i F —LALICKLVEEEFOHYAEER
mEEEEICGMP BAMEAHLHLEESNFHERBRRITRICIRE T H52EMNTES,

NAURRLTEYMREER TGS
(http://www.asohi.org/index.php?option=com_content&view=article&id=1330:produsen-obat-hewan-asal-impor-
waijib-audit-gmp&catid=1:latest-news&ltemid=11., & 7YX HB:2023 F£1 H 10 B)

2 R R TEMGERREERADEERVHEICETEIAURR 7HIMEBRFREH 2016 £5 355
(https://peraturan.bpk.go.id/Home/Details/5756 ., &£ 7Yt AH:2023 4% 1 A 10 B)

2023 FEOEEDOELEICEHT HITFERAIE 83/PMK.02/2022 &
(https://peraturan.bpk.go.id/Home/Details/215945/pmk-no-83pmk022022. &7 +XH:2023 %1 A 10 B)
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REERANDETIVTI2&DE BEXRRICEHAENTHONERAH O EDFEWAFONT =,
So(2, MEHBRMNOEHET HLIETES . KOH X (& PPOH THOEHEBEZET GMP EAEA
BHHNT-R. BBPMSOH TOH VT ILIREDIEE TIHNHEDEIEERFT,

25 HYAEEROBMAGF AT LHMABRORE

2.5.1 BARFTl

HYAEERERESNMTESN-BYMRAEEREBMAT DRI, (SR ERE RS A AT
(Izin Pemasukan Obat Hewan) |% OSS THETAVENH D, TORILEBELZERIIUTDE
HEYTHD. ™

TN % S o

HIEE/ZENE

EEEHREFS (NIB:Nomor Induk Berusaha)

AVRARITAITA = - AVRARIBAFKTE

BN R EZE M52 HTEEEAE (CoA: Certificate of Analysis)

[REHEEBAE (CoO: Certificate of Origin) (REEMNEEEEELHIBE)
BEMAEERERBESARTES

BMAEEROERESHEENCDARE BVAEERERBZSOMEBEENBYAEE
REATITDOENEES)

9. RZEEIBAE (VHC: Veterinary Health Certificate) (£ ¥ HIBLEIDI5E)

© N ORWDhd =

FrEmRR .7 E%H
BYRAEERBMAGIRGERE -
1. EMEOMAIRHE. 1 &8&T&(2100,000 LET
2. CPOHBBAE. 1 ®HT&IZ 100,000 LET

AR MICEEINSERICONTIE, 12022 FREEPEIRATLORTEICEAT HMBRERENE
26/PMK.010/2022 B 15D A F L 7EEFiZF & (BTK: Buku Tarif Kepabeanan Indonesia) JIZ&
YIRFEIN TS,

26 BYAEFERINIL

SRILZDNWTIE. 154 BIYMAEEREZHFHAFETLAZFE (GUIDANCE ON APPLICATION
OF VETERINARY DRUG) IQTRAMELE J :SNIVIZEATAHRBAIRVISS EEGERERES
54/TN.260/Kpts/DJP/2001 & 1D HFEH G: RRICETHHAIZSHBL TV ==&,

74 2021 EHFEKXERLIE 15 B (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021, =¥ T7HOEAH:2022 F£12 B 19 H)

52022 FESRSEVATLOREICET HMBRERAIE 26/PMK.010/2022 &
(https://jdih.kemenkeu.go.id/download/04d90736-33d5-4b72-92a3-0d2b7c6bb8bd/26~PMK.010~2022Per.pdf.
=7 AB:2023% 1A 108)
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2.7 BYRERGHEEDHSHEIR

2.7.1 VICH =19 2B

BERANDETIUTIZELABHEVICH IZFSMTESH LM, EEEZL-THY . SmIZmIi+TERY
HATWSEDIEHRERT-,

2.7.2 PIC/S [ZP89 % &

BFERANDETITI12&BE, PIC/S ICIEMBTITH LA, EifETLoTHY . MAICA I+ THY
HATWSLEDIRHRZERT=.

2.7.3 ASEAN OB 5 R UMb ERREEICX T 58RI

2020 % 5 A 20 B. MAEEMMBE AR > 2— (BBPMSOH) (&, 5 29 EIASEAN &
ENFRIEEES (ASWGL: Asean Sectoral Working Group on Livestock) 1[0V T, ASEAN 3=
B ® Pham Quang Minh &M 5 ASEAN IZE 15800 F U HBROSBRERATELTHEREE
SEEERGLT-. SRV F U RBR TOR A FHlEN TORRREIG LG o1, AFREEIL ASEAN /N
BEIDORREHRTHY. 2020 £ 10 AIESN -5 43 [@ ASEAN BEERE (AMAF) TIERITEK
mEInt=,

CDEICEELT, BESYEELD (Ditien PKH) @ Nasrullah B& (&, TS RIOBREE L.
ASEAN thigi D BB ERIEDE R HDE AVRROTORELEMEIIBET 22D THY. 1K
FOTDEHEEENEROEMBFELBRLEDEREHmI-THDEERESHDHILITHED,
SBIT.AVRRO T DBEFH R NETHHEHTES, ASEAN MBI TAUR R T DI I F UG
FRFTITOIHENEZHIETHFL TS JERBRRTINS, &5(2, BBPMSOH M Maidaswar 24
—R(X. TASEAN INBEDOSEBRERFTEL T, ASEAN [2HTDTIF L DMK OERIEDFAFMERS
CERBFITHBEDS LR BEE D Kasdi Subagyono £ /B & (&, TASEAN SEDE A
7%9F % BBPMSOH THER Y B IKSITEUMIFTTINVD, 7®

AVRRITIE. IMEBRSFTOEFTUENRDHLN. ASWGL DEMTIF U RERVNT—H
[CEATAEBEZEDERTAURRIOTHAETEERLELTERSIN TS, Tz, AXE(F 2022 £FNDH
1258 (key deliverables) &% 5 FETH D, Fi=. ASEAN [ZH(TH=2—hvRILIRIZEET Hithig
FEHARAED ) —F —EAURR I TIZRESh TS, 77

76 4704 KL+ —)LA2=(https://tabloidsinartani.com/detail/indeks/ternak/16736-BBPMSOH-Raih-Sertifikat-Re-
Akreditasi-Laboratorium-Referensi-ASEAN. &#& 7YX H:2022 £ 8 A 9 H)

7 54 —)LR 7S (https://www.radarsuara.com/berita/1635441795/syl-dan-menteri-pertanian-se-asean-bahas-
kerjasama-bidang-kesehatan-hewan-di-forum-amaf-ke-43. &#& 74~ X H:2022 £ 8 A 9 H)
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2.7.4 NS—ILREEHEICDONT

/\7—)1«.“..: HIEICRAT BRI /NT— LR SRRIEDERKICEET HBUAFREAI 2021 £E 39 510
FIZIH TRAELT AR RO TREIAICHRET 5T R TORGKZE/NT—ILRADORRET
%)J&Z?S"J NT— )LD EREMICRBEIE SN, 121ZL. IENT—IILOMELLEESNIZIEND
—JLEGIZ OL\—CH:/\7_)bnunﬁﬁz§§®*j%%—cﬁu TNT—LTIEZEL  EVLSEREAZF HE% & M
[CEEBTIVELNH D, NT—ILRADEFBLICET A ISEAR S, HMmICKIYELY . 2026 FhH
5 2034 FETOHRMNEESNTLND, 8
BERANDETIV TS REF. NF—ILRAZMELTWVEVEMAEER T RBESE ST
LIEABETH DD NT—IILEGEZOENZNEVSEREB 2. SOIS. AVRROTEYMRAEE
BBRITHTEIET I TIZ&DE NT—IILRIALIBFLTLVEWNSEES ., TiGAFIRIN S ATREM
NHY. ARTLBDREHEEDDA VR TIZEVWTIE NT—IILRIERRICHRETH0H
ZFELL BRFICHNTHLLEDEHREF=.

BNS—)LHGRIEDOEREIZETSHAREAI 2021 £FE 395
(https://idih.setkab.go.id/PUUdoc/176351/PP_Nomor 39 Tahun 2021.pdf. & 7o XH:2022 £ 12 B 6 )
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3. BN LHEH

31 HYRHEERDRADILHEA (BARED L)

BEYMAERRORBEDEHEAIL. BETHLAARLEHRTHDIEWNZ D, AVFRITTIE, KELH
(T TRBEIRTEIL—EDY 2 DHY . 2RI TH S ENMREERT (PUSKESWAN: Pusat Kesehatan
Hewan)Z#H 9 5156 L. REDERBLCEMRIEERERT HH5ELHD, "MAFZE~DET)Y
FI2&DéE BHBERNTHNIERL—XGRBE AT LANEILIN TS, HAHHOERBDIS
B BHOREEELXFEFRTLI-0. BENKET I ENHS,

DMAEERORBEDTEA

FEHEEEANSMER ZMARESEDANSHAT ERBEMARESBALSMAT SRS
SNE

3. B {REEAR

(PUSKESWAN:Pus
at Kesehatan
Hewan)

4. B R GERR
(PUSKESWAN :Pus
at Kesehatan

PEMHERR 2018 EEBYAEERMEAEEZDERE(
https://drive.google.com/file/d/19u6iF 1ILnjV57ANig9mDTdRquL TjiWxr/view?usp=share link. &#& 7ot X8 :
2022 F 11 B 15 H)
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32 FEEINRERE . MARERVERS
IUENRERE . RALERURELEEUTISRT,

Zoetis Animal Health Indonesia
Elanco Animal Health Indonesia
Sumber Bima Makmur(SBM)
MSD Animal Health

MKVet

Sistar Indonesia

Nestle Purina Petcare

Virbac

Boehringer Ingelheim

Sanbe Farma

Romindo

Tunas Daya Vetama

ERNREEE MAXERURBEEORFVAMI AORRTHMREER > TYIR
(IOHI:Indeks Obat Hewan Inodonesia) https://www.indeksobathewanindonesia.com #£ 8
LTLMfZE 2Ly,

AR TEYMRAEERBE (ASOHD ADETI T I2LbE. S ERERIL 2021 ERHFRATH
400 #THD, NERIL, BEEZEEMN 113 £ (2015 F D 77 3 h5 42%1E. Z D55 CPOHB FEEA
EIIIGHF 6241, REN1G: 18 #1, BAEEH:26 #1) . BAAFREAN 272 4t B K E M 44 #1 (2015 &
D 16 #H5 126%18) THY . B A EERIEMDO—FEI-LE->TLDEDIEHREF =, 8081

SHIC.HMAZREOETEICEALTI. HEDREZHRE I HILFILZ EHLV O, LB
TYIRESBLTWEELWEOREEEBT-,

3.3 ENEMAERE MO THIGHE

AVRRITEYMAERERBEN 2020 FITHRRLIZEHIZLDE. 2019 FA/VRRI T OEWA
EEL(REE. K. LAOEERRVILIVIR) DHISHEEIL, 10,9 KILET (#1936 M. £
6 18 9,725 75 USD) THo1=h . /AU TIVIDEE T 2020 FILATFELLT AT R 15%D 9,28 JKIL
E7 (#1793 f&M. $3 5 1% 9,339 /5 USD) T#H o1z, LM L. 2021 F(TFIELL 5-6%. 2022 F(LF]
FL5%DEMENRAFENTLV =, 2019 D 2021 EQOFEHBELTIZRT, 82

80agrina-online(http://www.agrina-online.com/detail-berita/2022/01/05/7/8031/2022-industri-obat-hewan-optimis-
tumbuh-5, & 7I+XH:2022 F 12 A 26 B)

81 B AERGREEEDE|A (https:/drive.google.com/file/d/1vgcuHfRh4NGFLfJ6yolmkZhU7NO-
TaxF/view?usp=sharing. &x#& 7 +AH:2022 &£ 11 A 15 H)

82 2020 ENEYWRAERERE DR AKR B U 2021 F£0D B (https://www.agropustaka.id/wp-
content/uploads/2021/01/agropustaka.id Asohi Situasi-Bisnis-Obat-Hewan-2020-dan-Prospek-2021-
ASOHI.pdf, &x#& 7Vt XH:2022 €11 A 15 H)
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A 2 R T7 OB EIE S TR
12

10 e——

Jk OveT)

2019 2020 2021

— S EFAD LT & [E L e I+ 2 D A W) L) & R HE ST
T3y s A HH| —_—

2018 FETHERBFSIFFOEMAEREMIE 6,987 WA THo1A, EHITZFDHE 2020 F
11 AETIC 614 HADFHEEEIA LTSN 8

BRERE. BYWAERESTISEORESLAEEICOIN. BMAEERE DRRIZRET HKL3IC
TY. BYMAERESOFAAEMLTINS, 2020 . BYAEERELIE 200 HEELINEEL
TLVEWBD D, 300 U ENBEHFIN TS, CHIE AVFRITICEVWTEYAEERE D RX
NELEFLEBANTHAZEEZRLTNS AVRRITOBREOHYAEERSHI. BARZF
DELEBE#APILT, BRHERZRELTNSECAHEFFREDGN BLEA>T, BIYAERST
BIXMKRELTHARDVERETHS,

3.3.1 ER=—X

BYAEEGRERDI—T YNNI ARRELTHIB V7O T THIRE (BRABR) AITTH
%, L. REFELSOBREYW(GE. ¥, ) IOV TIE KREEEEDEMITHEL. TI9F .
EER. ILIVIRGEDBYRERERDEDRAF YU ANSGRBILALTIKEZEZ NS,

EBITARYMADTIFUORVEREGD - —ILEMERIZHY . TIHEADS AL FEN T
%)o 85

SER.MEVEORBR Bl N—T BR. TONATTAORX, TUNAF T4 X FFil HE
REVIF) DFRENEFEINTEY, HWEZERS - TLHHER (B ASF, AN ICEEEY SEMAE
R (Bl HEH, RERER. JI0FV)DAFNEEINTND,

BUFIE. LT D 3 20A#HZEBRFELTBIF TS,

1. BREOREOHAENERVHAEYEHROEILEE
2. BIYAEELOBMARUVERTE
3. Eit 3 f&EtE

83 B A = 5 5 0D B SR B D 1248 K U'FE #8 (https://drive.google.com/file/d/1gWRmINZkeD6zA11NWINGO5v T -
MdTflzF/view?usp=sharing. &x#& 77t XA H:2022 &£ 11 B 15 H)

84 BEE S RAAT 4T AKX (http://troboslivestock.com/detail-berita/2020/10/01/68/13506/budi-tangendjaja-
peluang-menjanjikan-di-industri-obat-hewan—. &#75tXH:2022 &£ 11 A 15 H)

85 MR SRAATAT AT E YA 54 (hitps://www.swadayaonline.com/artikel/4672/Tahun-2020-Industri-
Obat-Hewan-Harus-Survive-Optimis-dan-Realistis/, &x¥$ 72+ AH:2022 &£ 11 B 15 H)
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3.4 MAERMOMISHEERUTHIERERE

2021 EDENY FIES S AKEEIL. 2.63 18 USD (4 350 {8F) ThH-1-. BE 5 ERIDHEE
ISR . (RER OB AZEIZAREN TUVELER)
A v R T OBV B S S A KR EA

@ 25 /
2 /

1.5
1
0.5
0
2017 2018 2019 2020 2021
— DHERES (A7) —_—sF
e (0042 1) FH SHE O [ 350, — DM (LI 7R D)

HYAEEROBMAITELT, 2018 EFEATLUT® 39 MEEESINHT=:

E7IVA ANEY  TAA T B TILELFY BB, A —ANSUT7  IL—V 7 F—R+
P AFXSa ASUF /D= RILF— TSR TSV HR—FUR, TNLAYT7. B
T HE, DUAR—IL. OAVET . RAANXT  FIa AR(U TIUI—D AL R T405
R.BE.NA)= A AR FamOT AFXFVRARRIXIS (2T . AN+ LACH
A FYv FAY,

2021 FOEBYAEER#EHFLEEIE, 1.73 8 USD (£ 231 {E8F) THY. 2020 FLkR5E
26.8%NEMMN R 5ht=, 86

HEMRVA VR TEHMAEERBE~DETIUTI2LSE. BESTICH T2EER (3
CREB. BRERA) IEREETHN—TETWE=0. BAZFHRIIHENELN TSN, 1]
KTIERYENADIFUORVEESZZFHAICE>TLS,

86 2022 FRERUEBIMB £ DG
(https://ditienpkh.pertanian.go.id/storage/photos/shares/konten/publikasi/files/Buku%20Statistik%202022%20IS
SN.pdf, &x#& 7YX H:2022 F 12 A 26 B)
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341 MAEERDSEDREL

AR TEHYREERBER (ASOHD ADET) U TI2LbE, BFEDRRICEYNVMIFAE
ABIENFEEND, B MEASHSOTOTAUEMMNHEEINTNE0 . EEER OB
HEICHLTSR. EXRGOFERVBMIIIEAFESIND ULEDIEND, TRTOEYITHL
MAEEROFTENETAIREEAH LS EDFERMFTOoNT=,

ST, MERIANDET YT 2&bE RYNADIFY | RBFEXIZIFEMARICEOTLST=0H,
SRUNVINFELLDITHRNRAFEND,

BMOT HMAXEADETITIZEHE RYMABREDANEZPDITFENTYTL T
Bo LWL, BIARZEHRL. WHZEIEOTLEOSBEKRE, (VR TICRAZHME T HEICESTR
BEGEDAREMENB L YSOIC MADEICERRDOL—IEET 1=t BRITliHE LR HE
TOIBENHY, MRRENRELLGH>TVDEDERLEI N,

342 BIMAEEARFORE
RETHM AR TERIZETL2BYMAEERERDREE. LITIZ6 2EIT5,

1. BYMAEEGAENRAEERLYSIMIZE>TNS,
ZT0=H. FMAERRORBELTCENRAERRZHERAT ST —ANBIL>TLVS,
2. BEUGEHYMAEER. BERERROA I/ VRE, RENSELTLS,
3. ENEERHOHMEE. RRARER. BENFTERoNTND,
4. EREMOEMBIE RRELTHARICFE O TLS,
5. MIARMBDAFTBWAFADOHKIAHY . T MO BRIGREICHEERIIL TG, ®
6. MARE. MBFRENEEXRE MHEEZEZ LR->TLS,

3.5 BAREMITH T A E-ER

AR T THRMEANFLL EIT, /B AEELTOWSEARDORESH (LI YAEE RO
AZEIEEV, LML, BANSEE#BASN TOWSEYMRAEERTEEDENV-OMAEITEL, E
TV, BARRIZHTAEBEEFSON, BEELVISHETHIMNRIEONEDFRES
T=o

87 B FAERR G S E SHER ST 2 42— (http://bbpmsoh-ppid.pertanian.go.id/index.php/news/view/965 ., J#& 7Vt
AH:2022%8H3A8)

B EHYAEEREZOERRUEEADATEEHE
(http://www.asohi.org/index.php?option=com_phocadownload&view=category&download=17:presentasi-
dirkeswan&id=4:materi-seminar, &#&7-7+XH:2023 4 1 A 10 H)
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4. FzE

UTOREIZOVWTHEEENZVBDETEEDHFOERICET 1R 7 HINEBATREA
2021 FE 26 5 1M L5 ALI-LDTH S,

o EMILIE.BEL. KD ERTEFEI LM OCEEYDLT. AFETXITERMTERET
PEMELES P
o BYAERRBMARELL. BANLAURRITHANERNICEYRAERERZWATLE

REMOIVRAEEROBEERRERT

o BMAERAMERXRELL. IYRAERRTEEZ WAL, RBSELBMA
ERXRGOEEREERET.

o HYRAEEABMRMESE (PIJTOH) LXK, (VR TEETHREFHBEEZ (T2 KT A
iE(SIP)ZH T 51kiTE . FEEFRIEE (SIK) ZH T HEEFIER., /A5AT4hILH—E RFFRIEE
(SIPP)ZH Y 2BMHEBERLT. EXEGEMFEF AL (SIKTTK 8T 2XFIMBF%
ELTRY. IMAEERERICBVTERSNARE TR TEBMRAERE RO RS/ /
BWAB/IRFEICEREER D,

o BYAEXMDBEIERERE (CPOHB)LIX. BIVMAEESOEEITENT, BEHRUME
AEMICEIE-BELTEESN. R, FUNE. RUSKEZHR T 5202, ZEREA
EOON=FIBRVEHICHSTERINIEESEDILETHD,

o HLULEBIYMAESRM G &L HLOREZFOME. AL IREICMA THLL RS R

DYE. HVMEEEF OVEOHLWVEE 2 ECEMAEER. AMYESTHLOE
BIRPIRIEFHLWMEE A ELEE  AVRR T TR BINCEDBVWEEREET .

o FREBRLI. AUFRITTHUOTEFINIBYRAEERICEREISEHETHILT
Hd.

o BERLI.I0FEOAVMHPHIRT L-EBMAEERDEBZESEEHISHLTHD,

o BMAEEROERES L. IVAEESTHINTI-ODOXFRUVHMFEELHERD
CETHY. REBFRELGEBYMAERRZODBENEERT 5.

o BMAEERROERESREELI. EXXEDELDOTICEERRICL >TEXIZRAE
Nz RITAHLS 10 FROFDHREZH OERFOBMAERRICKHLTRERELNH
TTEREEDLETHD.

o SMEVRIZEIKHYRAEERDHE (Produksi Obat Hewan dengan Lisensi) &[4,

8 BENTFOREICET 2V RRITEMERAFRE 2021 F£5 26 5
(https://peraturan.go.id/common/dokumen/In/2021/pp26-2021bt.pdf. 7oA H:2022 £ 11 A 10 H)
VEYRAERERODBICET I VRROTHINERERERES

14/PERMENTAN / PK.350 /5/2017 & (https://simrek.ditienpkh.pertanian.go.id/fileinfo/Requlasi-3-
Permentan142017.pdf. &#&74V+XB:202247 A 18)
EMAEELROEMBAERVEEICETIAIVRROTHEIMEREXRERTE 2021 £5F 16 &5

( https://peraturan.bpk.go.id/Home/Details/175307/permentan-no-16-tahun-2021., & 7Y+ A B :2022 £7 A
17 B)
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ENREEENODIA U RICEDNT, ENREEENBETRO—HXIITATE
T22ETH B,

o EIMAEZESNDZFEE (Pembuatan Obat Hewan Berdasarkan Kontrak/Toll
Manufacturing) &(3, ZEFRELZABMOZNICEIEZ, EOON-HRRNICZRAELS
MAEERERETDHIETHD.

o ENMAEZESM AR (Izin Pemasukan Obat Hewan) &1, BIRAEESNEAD
FHEBIEZLTWAIELEBARLIEIRAEDCLETHY. 3N ARBEBERT 1 ERYFERAMNTEE
THd,

o E{RE@AT (PUSKESWAN:Pusat Kesehatan Hewan) & (3. S1{REZICEE T AR £ KE
RURAHEKREDHFEESE 690/Kpts/TN.510/10/1993 E R UVE 88 S TE RSN TS
BHEBMREISFOU—ERZRETIBMRBEROETHY., it E~DHY—E
A RERDZE. AR, KE. MEMOBEOR LICEELGFREZIES>TNS, @

o AVERIVTEHYAEERATYIX(OHI:Indeks Obat Hewan Inodonesia) &%, &
FEDEEIVRERBIIERIN TV SBYAEERD T —2BNJRMEESNTIEE N
TWSHE— DR, =R 2021 FhRT. EDRIRIE. 2 FIZ 1 EHREN S AU TFA 2R
(https://www.indeksobathewanindonesia.com/) [T F & @AM ZEFEIN BT LR TERYHS
NHTEICEH NG, ERESEZH OBWAEELRO—E. BWAEESRE WA -
SEEOEFM—E. BIYAEEROREHRME—E. EXEOTBHBAGEEMAEER
[CBEET ST 2D BEHIN TS, KEEZSRBIHLETHRIN TV IEMAERSN
EHROEFEUINEINEHERTHIENTES

92 2021 £ZEKERAIE 15 & (https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-
2021, &7 H+ERAE 2022 £ 12 A 19 B)

93 NFLTHEFAEMEEEZE (https:/distankp.batam.go.id/pusat-kesehatan-hewan-puskeswan-kota-
batam/#:~:text=Pusat%20Kesehatan%20Hewan%20(Puskeswan)%20sebagai,veteriner%20di%20wilayah%20
Kota%20Batam.., f&x#& 7Y+ XA H:2022 £ 12 A 29 A)

U M AEZERA T IIZADBANH A (hitp://www.majalahinfovet.com/2018/03/indeks-obat-hewan-versi-
online.html, L7 AXAB:2022 %12 56 A)
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5. 5F&H

51 BMAEEREEXRERVBMAEZEEZENRNEI RNESEESFFI—F
5.1.1 KBLI 21013, Bi¥ A EE S 5E&E % (Industri Produk Farmasi Untuk Hewan) ()55 3 5 #£95

TKBLI 21013, Bt A EZE S 8% % (Industri Produk Farmasi Untuk Hewan) (D3 £ % |

No KBLI 21013
BMAERREER

1 | HREE | AEEICE R, &H TRV EEBR. BER. IT—ILEEDR
RELE-ERBECSMAEREM (HF) OEE. MIRUVBREDEXICH
TORANEEND BMADOFHMAARBER. ERDUTLBER. B
MERROBAERCMAREER. \(AT0/00—HREX ERALE
AF7¥ RUEBHLEEDEREZET.

2 | —HREXK o EXEWMEEFRMAE KA AHY—ERHKE

EIH o HNDBYAEEMBERSRITR 1 £LIAIC CPOHB XML .
CPOHB iIAZEZHIS T DRENDHH_EERBAT D,

MBS EEFT 5.

HEEHRBOZHRET 5.
HYVRAEELRSTOESEEZREAET S,

0SS NREL TL\HHM. EHZEITL TS,

3 | HEFEEXR o HWAEEIRKIMTEEH (PJTOH: Penanggung Jawab Teknis Obat

=HIF Hewan) ZE2i&E Y %,

o FYMRAEERDEESBHEMA/IEET S,

o HYAEERZHERVRETHODEULEMRUVRBEDOLAT
IMNEEEAH D,

o HREWEBEEIRATLDHKRIRINDHS.

4 B o ENUWGEKENHD,
o EXFOFEMMAEEMTIIGL,

952021 FEEKERAIE 155 2229~2308 R—
(https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-2021. &#& 79t X H:2022 &£ 12 A
19 H)
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AMD#
WiIBER
UA#

HBEEEXELLTHY. SXEEBANOIH. BEERUTIERDO S E
LTINS,

ZANFITECAFLEHL EBIVRVZERBLIZAMERET
%,
BYRAEERUESFICETIENRVHNEEET IAMERET
%

FBAFOEFICEIE, FHREFELERTIENEETIAH
ZERET S,

EHETINIALHEDOLER 1 4. EXIEN1 2D 240
PJTOHZFRET 5,

PJTOH [FERAFE TIIL. SHARBEFRELELY,

PJTOH (. BLNBBERVEIZERL. TEHAIMRITER1EL
HIZ. ZOHRBHOFHEIZSINT 552 HERT 5,

HY—EX

EESN-HEDOFERERBT D,
HEEHRBOZEHRET 5.

s/ hnT/
3l Sk
5EH

SETIHHERICETIEHS

-BYMRAEERERESETEIT .

-AUME. RE.REMERIT S,
-AVRRSTOEYMRAEERERAXIIEFEDSE CHIENT
%

- BRSNSRH o T=v—0%F1T5,

MIICEATHEN

CPOHB HARSAVICEIKHYREERDEE

REFED
AT L

RESOMBHTXELSIN-FIBEHEIL. EHET S,

- T

- MIE

-BEEMIZ A= —13ay

- ENER L Y—EXDEEDORLICHEFERYHEA

FIZIE BRFEOT IR BEELERMARONY. ThELED LIS
WETIFELDOIERBAT S,

-REHRE HEOERRUVZTOHER

- PR VRIRUEIYSDEZZROFR

MR TXE SN E=R)2T  FHER UV I7+0—TvTE2EEYT
%

-—BRERBERVEEERBEDET

- RUMIICET2EHOET
-RBRESESATLOMELER

WMEZEDIERK

AEITHREELTHNICIRET S,
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BATET
BRUE
i

B A T

-BYAEERAEEDEEIRILNIL B

- RIS HEE L. ERBEOSHEEERUVEMAERICEK

>2TiThhd,

-HEFIvII)RNRUERBA

- EHEHE MR UVR/MOEELLLICEEEANER

- B E B EALATT

- FHEERREE

- EEHEFHEOINIE. BEELNBASNFEFRET/HENSERL

A AR T A=OICFERASNS,

BEfR

- RESUCRENFB SN TNENESHDERIITTHND,
— R ERBERVEEDEREEDRET
B RUVIRRICETIEHDORET

- EHIRIEHEICIEC THEBE R 1TTHND,

- BERIE. BEEN. BEMICITHhNS,
CEENGERIL. BEMTOREBLEVSIAETITODNS,
-FEENGERIE. BEINOSTEHMNICIRHINDMEE S,
AHOBEHEABROTITDONS,

- AR Fy )RR UERBA

- EREEE h R R/ AR EESRERE

- ERERREE

-EREOENRUES RITOREICED

- AHOBEBRED
-EEMIXREERIC 0SS O —E XA TRt SN S,
-BRAFT/HEOBRFOMRK AT LIZEHNT B,
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5.1.2 KBLI 46444, BV A EZ & KR IER % (Perdagangan Besar Obat Farmasi Untuk
Hewan) D& FE#%

TKBLI 46444, 8)#) A EZE & KiR1E % % (Perdagangan Besar Obat Farmasi Untuk Hewan) |

No

KBLI 46444
BYMRAEERKRRER

AEECK WA BMERVRBERZSC . IYAERROKREREXDOS
EICET RN ETND,

o FYAEEMOBMHEBRZTI BVAERLBMEES
o FYAEEMOBMAEBRZTI BVAEERLBAEE]
o ERNTHMAEEMOABEDZTIPVAEERMRTERE

o EXWE:
-DYRAERSEHAEE DERK EA RUAHY—E X
-HYAEERTRES DEFREARUVEA

o HBEBEZTALTLS,

o SHEFHMEROZFRELTLS,

o BVMAEERNFOESEERBLTLS,
OSS MHELTLAHiHE. EHEEITL TS,

FEER
EIH

PJTOH ZEE T 5.
EEFHEITOILODOER/BRBENARITIEET D,
MEZHERTELIBYRERRORESHEMARITEEY S,
REXBFIEEZ (SOP)AH D,
HHE—_—XDBBFRUVERBHEEZET . AMBRTOTSLMHS.

s

BiREELHD

RARAUFO—=ILNATRETH D,

BE. FERRUESKIITIHS,
BODDDIGFICRERIUTHHS,
TREBRRRUVRANH D,
EEROREREICH>I-BEULREAR—ZADH S,
BYMAEERREAR—RIIMOBEREIERIZEKRET S,
BYMRAEREREFRETHODNLINTYILHS,
HRBNDHD,

FEEODREEREENHD,

962021 FEEKERAIFE 155 2342~2359 R—
(https://peraturan.bpk.go.id/Home/Details/224954/permentan-no-15-tahun-2021. &7t XH:2022 &£ 12 A

19 H)
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AMD#
WiIBER
UA#

HBEEEXEELTEY. BEABNOERE. BEERUVIERD 518
LTS,

DHITGCERAEILEEL EHEOVRIZBBLIZAMERET 5.
BMAERERASFICE ITARENCHEEE T 2AMERET S,
FHBLBFOEFICEOIE, FRREFEEERT IREHEEFETHAM
ZERET S,

F#HBTIINESALEIEOEER 1 & X IEEHFIER 1 B(2k5 PJTOH
140D,

PJTOH [ZFERAHEE TIFE SHARBEFELEL,

PJTOH %, BoNEBRUEIEEML, TELHTRITE 1 ELURN
2. ZDRFOHEICSMT HIEEHNET S,

HEFERAREBEON NS S,
BT SHMICEET DIFRHERMT S,
MBISBYAEEROEMNE. RERUREMERLET D,

SE/MNT
1 7512B
TEHEH

SETHIERICETIEHS

-BMAEESRERESETRHOTLS,

-BYE. RERUVREMERIET 5.
-AVRRLTEYMAERRERARIEIRAFEDSEXBIZENT S,
- BRASNAAHI RS- —0% T3,

- BT AE G, MEICHDOETNRIELESALY,
MIICEATHEHN

-ERERUVUSHNMRET HFIBIZHES,
-HEOAREUVHEEIE. PITOH QEBTTTI,

REEE
VAT L

RESOMBRATXELSIN-FIBEHEILL. EET S,
- i

-EE

-EREDIAZA=H—ay

- AR L Y —EXPEEDME LIZRE (F-BY A
BIZIE. EFEOT 2T BEELHREENROINY. ThELEDKSIC
WETDIFELDMERBAT B,

-REHE REOERERUVZTDHERE

-FER URIRVEIYSEIEZRDFR
RDFIEHH B

-L—LD)—= T DFIE
-BMAEREROFE/EADFIE

- EFRBEOFIE

-EBYMAEESDOARFIE

-BMAEEROREFIE

-BYMAEESOEFFIE

- R R UEAR I & & OBk FIE
-KI(FBREFE) VAT LICEATSFIE
-REESROFIE

- RZtavkO—)ILY—ERDERFIE
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- B AEZRE GO BN (Recall) FE
-BYRAEEROY TSIV —~DRRFIE
-BMAEESOREEFIE

PRMUTXE RSN E=R) VY FHE RV T7AO0—T Yy T 5 ERT
%,

-—REBERBERVHFEEREBEORET
-HAERUNIICET2E4DOET

- RBREEBEVATLADMRNEER

WESIER
EHNICEXIHREEZRET S,
10 | EEMHETE b=y ki
i B RBE -BYMAEEROKRBBEBRREDIRILAIL 5
= -BEICHTHEAMERE. EREEOEHREERUREMEEICK

2TiIThnd,

- FEFTVV ARV

- R -
"BYRAEEROBHAREE RRXELX.MEVR/MOBALE
EHICRRENERT D,
"BYRAEEGRERE  ROBEELLITNOBAENERY
%o

- B ERENERERHRIET HHT

- e FHERE R RS E

- WA OFERL(T FREEN BTSN -BERAET/HENSERL

HRGEEMIF Y H=OIZERSND,

E1R

- ReBOEENFB SN TOEINESIMDERNITTHN S,
—ROGERBERVEEDEREEDET
HERUVIRICEYLIEHDET

- EHIMX I EICISCTHREER A THNS,

- BERIE, B, BEMICTHOND,
-EEMGERIL. FEMTORELVNIFETITONS.
EHEMGERIL. ERENLSEHRMITIRESNSMEE .
AHOBHEOTITONSD,

- HEFTVV ARV

- EhEHE -
-BYRAEEROBHAZEE PREVAERLKESRE. XU
IRIFMN, ROBR/MOBYRAEERERE
"BYAEELRERE NERVR/MOBMAEEMER
B.TORBRREHRPYAEEREREICRET 5.

- X ERERREE

- BEREOEFRUES BITOREITE DL,

- NHEOEHED
- BRI X (EFEEMIZ OSS DY —EXATIRtEN S,
BRAE T AREOBRFORK AT LITENT B,
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5.2 R EERFMEE
FREEOEERRICEITS GMP EANESH

FHMEARA

FHEATT)—

B3

OK

Mi MJ

CR

TA

5/

TH/AEERSICETSEEEE

a. TH/EERSNBERINIRERTHFRS
NIEEDRREEMFICHEL TS,

b. LiH/ £ ERBITELHERIFEN S X
[FKBYAHD, AXETOYILGE THES
NTOEL FRENBRZGHKENRESH
TLVELY,

c.ILB/AERSEDRFEIITET, IIHILHE
LTW%,

d. TG/ EERSNE KX ILZ KO B
1ZH 5,

e LB/AERIGHNBRIIERDE M
Hdo

fTIH/AEERSENAHOITIEE . BEY. X
L. BREBTEDFRREGYFHIG
[SIEELTLS,

9. LG/ EERSODENCEEFHICFIALT
W5,

TII5DEY

2.1

BERULATIE

THAEERSORBRUL AT IDRETA
BYRERROBAREEE-LTELT,
HYRAEEGOGRERUVREREEN BRSO
TLVELY,

FAREVHEENR#ETHY ., BEBETRE
FHRERIETELLY,

2.2

EANDHEIE

ERBEIWMAKDOLGVEMNERSATS
Y, AT RARVER. RITHENRHT

H5. BYMAEEROEENTHONLTIED

NEBEICEFNIR. B EBIR.F7. R
[ EXEARUVASARMOEEIRDESY
THbo

2.21
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ROBEIL. MAELHY ., BEKNEZ T, K
NEBET . ERRVCEENBEZ THLILE

DEYREERELTOBELGHERESR

f=LTL\%,

a. HEEDKRDMKE, MG, MiEEME.
M ERE R N E Db D R A PEAMELY, REA
FELTIRHEGBYRT V=0, BRI RHETH
%o

b.BLEEDKERFT MR, HIKERHIZT D
BER. HEKE. HKAISRN S+ ERA
B0 KBYPLERSELET D,

C.IREEDIFEE (T, KAOBFNAEEY LT LV
PHENHY . REETIZE=O, BHKEMN
20N,

d.BAEDRK. FEWLG, ML DRIKICTKE
[CHRNDTRERAENGE 0, KBYASE
RARET D,

222

}_EE

BX(IRELUIYDOBER. FREATHEENS
5T, HEBREOREFREHILTHLED
BYRAEERELTOBEELGBAEREELE-
LTWL%,

a. WEEDERIC. FEVEZECHEMHIER
ShTWLD,

b.ELEEDRNEEA T, KB TIEGU, i
AN RN OT U0, RS RES
RMBERSA TS,

CEEZEDNEDTEIAKRMNG 2m LU TFTHS,
KAZERIL T L, MG, MR, WEk
R VZDMOMREREHIEN,

dREEDBRLEOESHD T, KPFIAN
BEYPLTVAELSDHY. RIEETIIEL:
&b, BFRHIEHETHD,

eBE, FHLE. ML DEDEEINERMNS
2m YT THD. KAERIRL LT BXILH
BTHRWNEIIVIESMIILEFERLTLS,

223

EREUVXH

BREUXHFIT. ERNERETHEEITL-
T, BITHEREESIERIT EFEL, T
MAERRELTOBEELFERELELH-LT
W3,
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a. BRI, it AtE, MKEAMEL FRYLA®
TVRMTHELONTID,

b.RFHIE. HANPI L BELOTVEMA
FERSN TV, FRISEHET, VUEINLY®
EXAR

CRHFIZEARPVUENAHY . R XIPRE
EDBRAPLTHRYALPLTLY,

d.ERMNORHJFTOESHA 3Mm LT THST=-
H.EZLRTRICHENT WETIETHERET
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VEBEN. EPRGDENEEBEMICRAETHAI L,
e. BESNEBEGEFINIA—FTEIVNIENTLILTUTHINE,
f. BREELI-BZEDWEARE.

@ 0 ao00C

FREEFIE:

1. HTHENDS PRGZHATEHEIL. BEXEXIEIEBRAFHET (LPND) RICHEES
RHLEFNIEESAEL,
2. PRGOEMARBICE. RERLE. BRTEHRV/RXIIFAHTLEOREELEH LT
BHILEHAT B LEDOXEEZRTLETNIEESLL,
3. E2EDRELZHETIEN. BHHSD PRG DHMAIZIE, LTOLOERGLATAIEL
B,
a. PRG 0 BHHRFEAEAE (certificate of free trade) ,

T BIEFHBRZAGOREMEICEAT I IIURR T EIIEBRMAEE 2005 £5 215
( https://jdih.kemenkeu.go.id/fulltext/2005/21 TAHUN2005PP.htm. &#& 772X H:2022 £ 10 B 11 B)
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4.

b. YRVFHMERMLI-AREEILDIYRVHHE RV ERICET HXE,
FE1IEORFEEZMELER. BEXREX(E LPND OKIE. L TOERETI.

a. BE2HERUVEIBRDELRVERFENTEEMEEET S,

b. PRGEIAISERASNDERICEDE, REENG T REEHLPEHITONT, |

FERER 1S BLURICHBEEISENT 5.

F2IERVEIHOEHERUVERNESO>TVSGE. BEXREX(E LPND O KIE. IRiE
REICRERZEAAZOHEBEEFIT 5.
BEKRKEXIELPND OR(E, REXREXIF KKH DRANMRETIRIELTLAHAEDERE
RICEDWTREZET,

@S IE -

1.

10.

11.

12.

13.

14.

BELEKREXIZLPND OEKIX 14 HURIZ, PRGIREREIMAZEDHFEEFREREX(IE
KKH O EICIRHT %,

KKH A% 14 BULARIZEE@EERET 5,

TG EERICETSI5E . KKH [FEGFEBRAZSORLEICET M F—L4

( TTKH:Tim Teknis Keamanan Hayati PRG ) IZEffiiXEDBEEEL . HEIZIELTELIZT
ArEERSE D,

FEREOBEMXEOFmLMIE. KKH Mo DRBKREFZFELTHS 56 HLIAIZITS,

TTKH 5 1T>7z PRG QR £ IR 55HE/B B E DK R (L. ST/ M EER TR 7
ALRIZ, PRG DR E£MIZEATLEEREEMTA-HODENELTKKH [TREESNT
NIFESEL,

KKH 2R S =5l R VT EEDFERICHML T, KKH OEE#E THLEE FHEH
Z 8 i D& 2 45Tl RS (BKKH : Balai Kliring Keamanan Hayati Produk Rekayasa
Genetik) (. BBFEZ B 15 HLIAIZ, 60 BEIERMN 7Vt A TE5EAIZFHEDBIER
UHEROMEZERL. ERNCOERZRESEESZIRETILDLET S,

£ 13 EHDRE AR RICIE. TEMEFREFROLEUVEIR B EE (HKI) ICRET 5B %M
HERIETEENLGL,

F13EOLARYMBANICERNSOERNLZMES . BRIE KKH O#EBEICKHLTER
BRABEVWEDEREEIND,

F13EOAKRIAME T &, BKKH (&, B<EH 7 BURNIZ KKH IZHL T, aFKSNF-ER
(LT HMEEZIRET S,

KKH & RIEZ 2 HICBTH#BREZREXREICIREL, SOITBRRREURUANR S
HICRE T 2 EKE . BKKH A S DIMEZEEXZ(TH-THDELEDS 14 BHUAIZ, BEXE
XL LPND O RIZIRHET 5,

PRG IZET2Z &M DHBRZREXRE. BEXKEXIL LPND ORICIRE T 5. KKH
DRIZTTKH DHBERRVERINSDOERISEEFISIDLDET S,

PRG MIREBEFICHHINSERTHHHEE . KKH Mo DEBIKREZ(TTHLELEEL 14 B
LRI, REXKEIX. BEXKEXIELPND ORICRERZREHBRZRZETIE0DET S,
PRG OZ£ICEHI HHBRZREXRE. BEXKEXIL LPND ORICIRE T 5. KKH
DRI TTKH M SOHBREERNMSDERITEEFLS,

PRG AIREFICHESINIER THDEE . RIEREMHICEATIHERE . KKH hoDH#E
BEREZTER-OTHDECES 14 BURIZ, BEKRKEXIE LPND O RICIRHET 5,
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SHEEE:

1.

10.

11.

12.

13.

14.

EFEEIL. LLTICHLTITS,
a. BEHOZEMH
b. EEMLIHER
c. REEUHBRIREICEATHEMER
. HEROEANLZEMRUZTOSGH. £8H, £ER,
i. PRGOEERE.ERFIE. E=2U2T . T2, BolEREEDRHA,
d. BFEEDEHIIAE GRIMEEARIIAE. MREES (INPWP)ZET),
HEEIL. YO THREDICHRERV/XITFESNS PRG DHEFEIZONT, RBRE. RE
HERERRV/IEBREARZ ISV TREREUHAREEET LN ERIND,
BEEZL YO TRASNDIBEEED PRGIIDOVWT. ERETHERLERBEEHT S
EHELNDHD,
LRROTEMHRIE. FTET HHENERET S,
FATEOREIL. ROBEHEB-TLDTHEIFINIEESEL,
a. PRGOEEZEME. BRZEUHRV/XIIFAHREHDORBEEETELAME
ALTWS,
b. BREINHAEBRAIRVRERBRERBEFRAT S,
% 518 b DR R URERERE ML, RDEBYET S,
a. THLEERUERIHD.
b. REMHBRA ARSI UIZHL. PRG DEEREHE. BRREURV/RILEHZ
EHICONT, BHORELHBRFAZEERT S,
c. TAMERDEWHHEERIET S,
KKH [&. TTKH WEHEL Tz PRG iHIEi#E R OB ELE . TTKH h oD il = 55% 60 B
RS, ENRIER ., EFEARY KKH DARX =1 —RAT—ICAKRTHIEE BKKH IZRET
%
F7EOARPMP. BRIX. KKHICHLTEBTERZIREI HENHS,
F7EOHERBARICIRESIN-ESENERIF. REAEHELTZFFFEHILIETER
LYo
TTKH OFAERERRVERNCDERIZEDE . KKH (FHEBRERET S,
a. PRGAREIZREMNELN. REXEIZHRET 5.
b. PRGOBRETEMRV/XIFEARLLERITIFELREHEICONT, BEXKERT/X
(& LPND O RIZHET 5,
BEICAEKLIEZPRG [Z.KKH M SIREZEME. BREEHE. AHRE M ORERERIIHNA
ENREIN. F 10 HOHBKRELLICEEXREICIRHESNS,
PRG WEEICEHKLENS-IHE . KKH FIREXE. BEXKERU/XI(E LPND OEIZ.
FERDEBRELLIITERDEEEIRET S,
F10ENRERZEHE. BRREMHRV/IIFAHREMICET S KKH MO HEEIRIZE
DE.
a. REXERK RERESUICHTIHEEBEREZ RERLIMAELLLIC. EEREX
(& LPND O RIZIRHE T %,
b. BEEXEXIZLPND DEIE. BRTREMRV/RIFFAHZEMEICET HIHES
179 %,
COBAFRADOERIZHDELRTRXTOERIE. BERMBODFIZHFTHRITOEERUVUR
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BB DV TRESN D,

54 g EEREIFHREEEAZESTE (GUIDANCE ON APPLICATION
OF VETERINARY DRUG)

RTEH A DIVEAEERORS
| EEGAEFBRVTLIVIRIZDOVNTIH UL TOFREFZH LT IEGES40

1. BRAERE&RERY)

2. MERIE—MRABTREHIT S

3. AMHDDILFEX, SEREXMICERICEEH SN TNDIGRIL, HBZREHTHE

4. EZXSNTHAGERMBIZOVTIE, +AGERAET S &, 6l RBEE A, BB/ ZDHmO
£ o DY

Il Y2 H|

1. MENZE. L TOERERHLLZTNEELE,
- IEZEEEL-BY
-REITOTIUICEFNSRENLGHEDENNS
- M EDIEX AT
-AMEDEME
-ThBHEETDERE

2. D9FUIOVTIE, UTOEEEEE LG FNIELSEL,
21 URMEESER S & LT ORELETEHIENTED
-HE. VMIILR . BER, TOMOEYENYME
- b ERVAR, RIEEE.ETOTFY
-MBEMOAATESTE4T . RUZNLDERGER
-BEYM-FER(VMNILRA)DEFE. HEOH. FERO. ZOMOEAXRYE

2.2. LT D#EED B A
2.2.1. BRIEH
2.2.2. RIRFH|
2.2.3. @Bl (adjuvant)
2.2.4. REH
2.2.5. ZDih

MERIT—RBTRTTHENTED

3. EMFEMZMEICOVWTIE, BMEHEZEDTIF O DEELRLEEEZERMICEEEH T S
EAHD
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BRTEH B #ERE
| EZERHFNBEUVTILIVIRIZDONTIE, L TOFEEZRH LG ITAIEL S

1. BYRAERROBERYICEFNCVRBFESOLE/N\VTFIROEMHMDE, T, TEE
KORMBDE

2. TIHLAT o0 AM . EDMALELBEAN TS D3R

3. WEGER

4. BLETFE

5. e, . MEDREHEZ(WLEGEHS)

6. WEBTRAVCHIRICEITIRMH. R, FRISFDOEE
. £ HFRIRF

A MEITOVWTIE, UTORIBZREBLLFNEESL,
1. FALE-WEZE0 . HETECHEROEEFEIEDEM
2. RED-ODHERIR
. RBHRAZZTECENAE
4. BEEDRERE
5 8LERT. HEP WERDEMH., Fi. BELGEDOEE

B. DUF U RUAYFHIFZMEICOVNTIE, UTOREEZRHE LG TAILHESEL,
1. HETRRVRELDEZFIEDFH
2. VAR, FER, ME. TOMOENFEHIMEDK. 54T . T84T
3. BEAKR. ME-EFHNGARFRILLGEDRKRS A
4 BEEDRERE
5. ETROMRICETIEMH, ik, BELEDEE

AEN C.HYAEELRRREADOEE
| EERRUVTLIVIRFEFZOWNTIE, LTFOFEEZEH LG NIEESEN

1. ZYAEERANFORAZERVHEERECE, HEIDOHE, RE. 8. GVLRUKEEDHS,
BIELT. LITDEBYTH S
-R - EEDH—ME HNSEE, SRR RERE
- SEFl- LR KES. EEOH 1, THEE. FIRERE. BE-ERE. BHEE. HilLXR
RRE
-HTRIVKES EEOY . FHES. BHEERE. BIGRELTE
-BR-RE BEE.HME.RE LB . pHGE
-REAR—RAME)—-V)—LEF . EEDY 1, HEME KIEREBRD pHRE
- T OB KR RE

2. HYRAERROAEMRSDRELT VA (ZFEIRS DABAECENICETLSRENE
a2e)

147



3. IVAEREMDERIEHER. RRMHR., AUEHER. RUZDOHmOKER
4. FEEENODRFTOAHAAZ (DEIAZXZREEMMIDETHY . nBEEERTEED
ZA-IREGE Y (R @AV p g (AE ALY AR

1. ¥R SLE

A MFEISONTIE, UTOEEELHLETNIEESHEL,
1. REREI DIV DREERETvEAE
2. BRI DOOBEE. RAEERVT VA&
3. BEMHER. AUMHHER. EESMHHR. ReUHR. T 0O EGTHERGE
4. EEEBNODOREFONIEAE (DITEAEEXERLENNALETHY. AEEEEHR
EDARLEESNTORTAIEGESEL)

B. DUF U RUAYFHIFZMEICOVNTIE, UTOREEZRE LG TAIEHESEL,
1. RERROREEET vEAE
2. MEHIONBEE. BEERVTvEAE
3. RAATSRXY. TN DHERIEMEZRE T 5= DHESHE
4. BEMHER. RESHER, BEMNFERCORRGE. TOMOBEGTHERG X
5. BEEENLDRFDAMAAE (DIAZXZRLLEMALETHY. REEEER
EDRALEEHESN TORITNIEESAEL)

ARHAEH D:-EMHHOKRE
| ERRRVTILIVIRHEIDGE . UTOREZEHELEFTNIEESLE

1. I RTOEMHDORA LA

2. FRTHOEMHDEERVT VA

3. IRTOEMHOMERVEFEICEHTHIEREFR., LUICEMHOIFELAE

4. RMHOEEE. RREME. AL, TOf

5. FRTOEMHBDOEHONAE (DITAZFERLEMALETHY ., REEEREE
DABFBEBESN TG T NIFESAY)

. £YF eI EF

A MEDFZE. UTOREELRHLLZTNIELEEE,
1. REREZERTIRENROREEET v EAE
2. MFREITHERAT IBMRMGORE (RERRABMDORR. BE. AFHERE)
3. R OLHEH DORE
4. TRTOEMB DR OSITELAE (SITIAZEXZR LN ETHY ., mEEER
& DABLEHESNA TR FNIEESELY)

B. DUF U RUAYZEHFZMERICOVNTIE, UTOREZREHLLGTNIEESEL,
1. RRE—V—R . T—F T —F DML R ME. FERRUVZOMDEYFEHYEIZD
WT., ZDHRDEBERERE
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2. 9MILA E. FERRUVEMFMNDEDERIFEALEHHEOREERVTVE
1% (ERBYOBERVER. HBEERVZOMOEZEST)

B VANA MME. FERARVUZDOMDENEHNMEDIRI——RRUVT—F T —F
DREERVTVvEAE

4. VMR HE. FERRVZOMDOEYMEHIMEDIREI—L—FRUT—F T —
F.iEICBEI 5mEEREE

5. ¥ ICEMENBIEIIODVLTIE, FRASNDIVMILA HE. FERRUZTOMOEYFE
MY EICET SERIZEDERT

6. R E ORI DDA EZ (DHTIAZFERLEMALETHY . REEEHEFE O
ZETLEH I TOETAIEESEL)

ATEH E.RERORE
FTARTOEADEFNDONT, UTOFIREZLHLLTNITESMELN

1. —EHRICBYRAEERDOVONDNYFITH L TRESN R ERREDHELER

2. REMREOEEN:
- B EZRE. pH REREDEHRADEE
-BHEAVEOEYS
- REICEDEELAI

3. RRICEIHYAEEL DR E MR

4 EFRAMRRERSA2OVTISREEMA L OEE  BEMSIY HENF-REIDORE MR
BERERUVHER

5. REMICHEERITIETF

6. REMBRBEDORFRET (BRI F-REEEHEEEOLALRHSNTLRITAIEE
AV=YANAY

BREHEHF-IYWAEERDOEE/EA
| EERHEFBEUVTLIVIRIZDONTIE. LTOEEZRH LG ITAIELESEL,
1. UTZELEREBEAS
a. IR, 2. EERATIERUEDEHICEATIHMAEEROENRS RURKEKDE

YEhRE
b. EMERAN=X L, /A, BIER/FHICEIBYRAERROEVR S RUEKRE R

DEAZF
- EY IR (T1/2)

- S EIK, (LD50)
- BRMEEM. EMERICH T HIEEEN
-HREN ERRE. TR LLHNE BRAK
- BIEA OB EH
2. BYREICISCIEINE. tLHNE BRERVZOHRA, RE5HE KREE
3. NEMERUVZDMDIEFFER: MENRUVFERDOME. BORAEMEIH T B ZEM
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i3
4. EXBMORELRM (LITHEE)
- REHBORE R E
- BHTERL TGS L SRLE-EHOREH
5. thDHEELDHEEER
6. BIYMAERRDEE
7. 5 EREDEARMGEC R (BFIESHIDOMEA)
8. BH|LLERLEBRIDERTE(TATOEHIZONT)

Il £ E(MF. DOF> . EYMFHBEE) 2OV TE, UTOFRRZEHELZTNIEES
A AN

CME.DOF U EMERZHEORER S DEMERAND=X L
EBE.TULEF— BERRIEORROBEEXRVEIERADAEE
CRER:-FIE. BRE BR. T A0

CPRAEREORR. fEHAR(—@. Z@EEST)

. PHETHASh ST ELE

a b~ WODN -

BRTEM G- BHBRKRHROEN

A TRTOREOHAFIZONT, UTOREREZLHLZTHIEESEL
1. PELEBUT OERZECHRRNTRTAXICH O TSN IR BRR R E S
-REBEOFER. MHEETEERALEBMOR. 1. BT, EOMBELRHLNLHIL) . F
I&. #ER. B, #5im
2. BIEAICRE T o8&
-EEROFERAEFELLLGNEIR
3. tLdpn(E, BRIEICEHTHBERREVEDAR
B. BRIZH R ENMMNEHHIHFZDVTIE, TATORMWERERFLGTRITESLEN

BRTEH HBRRUBEMICET 5508
FTARTOEFOHFNCDONT, UTOFEEZRHLETNIEESEE

1. RFER. TEOLIMAEEMREEEEMTIBTROHRA (REMHOBELLERVED
HERAE. BROKRESKRY, AIRETHNIERHZORAIIOVTOHRA) . ZEARBFDEMHL
HERTE. R ORI, EMERROMBEEROAIREM

2. 3LHNEHYAEERORGDEAEMICHET LB, AEMOBELARE. REA XK. 8%
MDY A X AL

B.ASR . TSRAFVY . ERDEHEZEH T, LEFE 1 REE 25OMBOEELMAEICETS
B2l

4. REDYAX(EE-RE-FHEK) OHH
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RTEHLBBROEICEYHHHA

FTRTOBEHEOHFZODNT, BHRICEZIILENHDHEET. UTOFEZEHLZ TR
BIELY,

EOREMHOEE. RERUVRRAE. EORESRULHKICET HEH
.AReTHNIE. EORAIZES HERHA

B BRRRHBRRUVEREEDHEFRADE RS
CREMICET 5 BIAIE, EERBROBFECOVNTERE)

A WODN -

ARAEH J:SNIVICET S

BMAEERDOINIVE, AVFRITEEO—TFTRRLETNIEGST BEITSHRGUVERIE
L nEasian,
FTARTOEBORFNCDONT, UTOFREZEHLGTNITESELN,

1. SRILPTYRE— ARV T PIUIZHOL/EOT7UREDNEMIZRTEINS, ZFOMODEE
w2 TIL

2. BMABEESDYUTIVIZHET B/ Tk

3. N\YFEENDI—KFIZET SR

4. BYRAEERTFHEZESNRZELLZINLRUNDILIRDTHAU(E, BELEXEBMRAE
ERTBEERNZNEICERLIE. NEETHILDETS

RMTEM K HEAY TR CRER RS

HEY T BEEDEASRVENRSOEMH (BRBFEVLHBLILID)EZRELAE T
FAYA AN

RTEH L 20 OHER

BHIC. BMABYAEESRHEFRVSA LU RIEEN-BMAEERDOGZE. U TOREZLT LA
LA FhIEEsian,

1. [REMEIBAE O LAREBMHREFREICIYRITSNERNES (£EAHE. BHGIAE. £
MREZEMODBHRFTERAZICNAT. BIYAERGENRER R U/ ITithoE THRE (XL
BHERSE) S TSI E, RURAIIRTTHMIAE NGBS -H#E IR, GMP iEAE (ChoDiE
BREII AT AZRE DAV 7 HIME A FEE/ARIPICE > TERBXILEEASLZITIE
AV=YANAY

2. BEEBNDAVERL T TORFERASN-BMATREADERK

3. HERUBEEDSIMURAZRET HBNEEE DA
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55 BEBGERRRTESE 54/TN.260/Kpts/DJP/2001 &

RTEH A SMRAEERKDORS
[T 1ZREEHTHEMNIE. RETHEMWCEERTHAHLERRLTREEE TS, SoI2. FiE
EREFITD-HTHD.

a.

REDRIFIHRN., FRSNDIIT N TORS DB, AR S R EHB/ BRSO TH
FEL. K, 8% M (BTLYNATEIVIERILGE) BREICEFNSERDPDELEEX A
B.HDHVIREEICHT 5/ —t2 (%) TREHT D,
BB EERCED DRI DN REINGENEII, STURATENER—TIVELD
%, Y. B, EMICHET EMEDRZIHE, AUFRITERA . AVRRIOTERAT
FARNSREAVRR O TERMBIZEISGTUEDBIIA VRO TSR EFAT
RLT D MARMHDEE L. REERDERARIAEECEL-BMLEEHT HT
&
. B, SICHERLGVEIYIE. AVRROTERARVAER O TERALF
ARSICRBEEINTVBRFIRIEI—T AV TIVIADEAMILIZEDERHSN TS,
HBETERASNDRINYEED . FASNDIFZNDIE, EEXRENHFALEZFNY DR
EITHIDENH D,
BENEERYLIEE. FRTLIECHIE. EEFBRENHFALLFIMAOREIH-
TWRITNIEGSHEN, BRI, HEE—RBRVHI—A0TYIRES (No.Cl) TR
#;9 5

R EH B ®EFE

BERZEE MHORE(EMHOEFEZED) NI, A REEHEZEHA. MBXITIRFEIC
BLEERBICESETO., —EDFHLARDILEET,

B AR IDERELHITSIEMNE. EESN-EGNERETHEELLDTHAILEEFRTIT S
=6 Thd,

a.

MEIOEETERIZEATSIENIE., FRTIEBORMOEENICELETEEELRE
L.BII—EOHBNFONDLIITTEHIETHD,
1EDEFEDTERMBIE. FEDEMTRILT 5. fil:

#¥17K:1,000 2@79

$2%1:10,000 $% @ 300mg

HF+IL:10,000 HF£/L@300mg

$A#I: %% 1009
MEOREIFERATIEMPOEIZEHRTIBENIE. EERIIAEBOEMICEWOTERRK
DRSO THEASNLEFEMHOEN —FICHELITT 50 THL, FREIX. FHIND
EMHOEE R (TATE (kg RII L) DB TREHET S,
e RTCOEXRER I ZREBTIEME. EMBEOEFEIOERRNTELETOREEERE
BL—EDNLDIZF 5=HTHY. FREMEZETFIEE (POS:Prosedur Operasional yang
Standan) #H D2 &IZ&Y . BBV O ABNIS—Z8 T EMNTES,
EELI-ERXOLBRFEEAREC, FMICHRATIVENH L TENDELGIOIDEEE
LTFITRY,

[EHE DRI AL

EMEOKRAE:
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d.

o EEMFE
o EHFICERIRIMDOMPLGE)EFERTIEEE. FRALEERLERVREZLH
5,
[RM ARSI EHHAEICODVT HIRIE KB, BIEE. A—T 2V ENTREZHTTE
BIELLE BRERUZIGHRMEREHT D,
MARDHEEHEZRVMERDBIMIEEESL, §l EEMRIIEREMEIL T T7DIKE
THEBMNITONEZONERET S,
FEIHRNBICGCI=So58E A%
o it
HHE L GEAMXIEEREMEI TV T ORETITONEDOMNERE T S,
FERSNZMEAZRPHERICOWNT, MR, B ROEIEA EE08ET
%,
HIREIZERYTSBE. TOLETRHT 5.
Fr . MHLTEBONMEI X ROKREMREZITOVTHLRE TS,
o EH/ER
o IEHEUATL YN RIEATRIVBBRDIETA
o A
HRETETOREEE (Bl KPEFE. WEE. EEYN— M. MEYEFRE. E€RE
&)
MEAT ORI I ZREEHTIEME. ERETOHRRICERT HEELRE. MEM.
LM RVEET IRGDEICE > TEEDE RMNFHEIN TSI LETRTZOTH
%
HEBRDBF, TSR MBOREKZM B FILSZH L $14HE) FRIIEBOBTEFT
#HI 5

BRITEH C.RHMHORERE

1.

[R#MFEDAFE
EMPDAFEIZRETHIEMET. FRTIEMHO. REOY— M RUBGEZHET
5= THY . EMFHIR — g AL AFTEDHNEFELLY,
[FEMFEILTHLOAFTES:
a. EN:
MBEENIODGEIE. REXEL. MIEHMETREMHEOAFTEZLET 5,
b. #Af:
MAZEEL. FEH. EMECUOTIOT7RIEIFR) DEZESETLHT S,
FEMHEORERE
RMHEOREREIZHREITIENET. EEROBEICHWVT, HEIZHFEAINSITRTORE
MHEDBR—THY. SEETOIHA TR 2D THAZEERIIT H-HTHD, TN, [BH
FO—RHGHER VRGBT HNT OB ELH D,
E#MHEOSREFMICFERASN SRR EFREEFSEEEHT 5,
a. EMELLUTISTORIKDIEE . — ARG R USSBAS .
EYRUEDOSTUA
FRBR: BV KR, BLREDERERE
BRI KR UVRESEZREH TS, DTV T7HE R, BE. BROMIK
THAHEE. UNBEOHERVZOMDIFHELET 5,
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MR HOEBGR TRENSMBRIGIFIECE, —RGH A RUTREDH AAE
FNnd,
EBRLZESCELFHARBRORE
b. E#MHMNMIHF(THX, FoF)DEHE
B TEEL TOVEWL NI R®HANC DOV TIE, — MBS R R 14E:
- 8
- XA EUYEETTYELEHTHRERDOREE
- BRFIEEZBA-T2ET—A—XITEFEMEDLANIVRTE
- REXEMCOIMAAZERTIT D,
c. FoNf-—MRIFERVERTIFER. BEE AR TERA AVERITER
ALXRNS ITVT A TAN AR T)ESRT 5, FRALERBEITOVTEHT
%o
d. ERNBREEICEB SN TOEVEMBIZOVTE, XARBETEMHOREEREHR
EYHIENTES,
e. EUMNUEDHREETERSNTODEMBITOVTIE, ARHIXEREL. EA. R
H.RTEERHT D,

RAEH D EHADKERE

1. IEREOGREREIZEHEITLIENL. ERRDEEN. UTOEEIZR>TEESNTIVS
CEEHERRT A TH S IELL FR T, BYRFETIHMSN TS, 3l A&, FIfIS
BHETHEL. AUFROTRBARIZDMDAEEICEEHIN AR >TERESN
®o
BREHFBRICERDEDAEENSD,

a. ErBH
BRERETE. V. K. ERUBERET S,
b. EHD#EF

- AVTISTMRENSHEIRSDERRDIGE
BAREELTHEATEIMRN G EDRE (DFT AV MDD ZEEHT S,
- MIRF(IFR FoX)ILLELIESDTERMDIGE:
BN RMELTHERATETIRTEDNYE (BRI FT74— (KLT:Kromatografi
lapisan tipis) X (&% 4 FE') X (dinamolisa) #E R X (FF DD F %) ZiLHT 5,
EEN—MHORIE
KA EDHIE
MEMFHRE (ALT, mEMHE. E&. 7E)
B R OIRIRERORIE
BAREIDIGE ERER (pH. LLE) THTT S
FEc.d e fLgEICDWTIE, HiE. R OLHK. ERBRRUVERERLHT D,
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DEREMAELZHIETIBELNHD, I5IZ. RERUVLRLMEHRRT 5012, BUHARER
ET5:=HTEH5.
a. HMEER
1. EPREUMNAZELE2NAZE.INAIZERE) . REDEFEIL. LTOELYSE
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BREDREREISR LD THHIENEELL:
B EEY . KOS E. BIERRRE. MEYEE.
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Do
c. AUMHIRERLHT S
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1. heE/A&
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X FRE T D, XDAARIL, EEL . RITEELEHT 5.
b. REBHITIEEMDYEE/REE. EFTHEMBOYMEE/ARIZE>TEMITON TS

ENDHS,
MEREFCAET HIEVNSIEETRETEDSN, AT IRIITEYBRIEWSI T EIXE
AL E,

MEE/REIE. DUTILTEEM. D OBRELPTVIDICTSIL,
YR ¥ 4 B8 (P3T: pengelola produksi Perikanan Tangkap) 22— TxhAE
NHERSN-BEZERE EFRAFEEERALGIE,
- FEYLBEERV/IE—EEMATED, A OIMEBHAEEZFERALENIE,
2. EREAE
MERAZIZLHITSENIE. BRAZHCOHTHY ., FRENICEC-RZAE25THEHA
HEERATIVELHD,
a. EXROFERAERVRAZ/AEOFEREZLET S,
b. Ff=-.EEH. IR HIR/HEFE. IBFI NERALEZLEHKT 5.
3. AEI—FES
EEI—FES IZRHITIEME. REEXENERICETITRTEEMTEDLLIICT S
HTHS,
FRTIEEI—FOHIEREL. TOEKREHRHAT S,

RMTEHF-E. ABRUBEIHICET 55
1. &
o EFHAR :D—IEFEATIEE. FIXEEEMTELEHEENBLONIMETES
&>,
o TUIR RMLFYYTEHEAR
2. BFEPHEANS-HODILDOT. BFZED. PHICEEBRIIEITDILTHD,
o TEIOWAK Hl. B ARELGEE
o FMIBBOMEG I #. 7ILZTSRAFYILRE
3. BEOEM A% ARRUKXRTICHTIRITERICH-TERLELGRTIESN:. RIDDE
HENILTHS,
a. EXEGN18EDOADEE. BEHBAEILUTOEEYTHD,
o MR NIF—DEENTLRIGEENEETH : E2@T79
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o M FAHIMNEENTLRIBZANEES :E@100g
o EE|ARMILDFIZEFIEZAN, HORIZRESNDBENDEEH F. KL, 30
f£E@300mg
o N7t AN)yTAEDDIZATEILEAN. BODIZRETIBENDEESH:
F8.10 ARy TBEX10 h7/)L@500mg
b. EXGMN2DOULDAETHESNDIGE. RFEELMEMAEOCREEILEEIEE
SBAT D,

BRHEH G: ®RRICEIT HEHEA
1. RRIE, ELLVMEBAEENRTLDIBLELHY.
a. RTOXFIEEHATHRARMYPLTLAAEOTERN AVISAMDLBNBLREDERZDT®H
[CARBEBRIZAR> TIEADALY,
b. ERROXRTICAHATIHRBIE. STUOXFDAVRRLTETRHATIVENH D, S5
2. AV RROT7ETREINZERCHRPFLEKCERARILTHIIGEICRY., 5TV
EBOSTUXFTHERCHBAZEMTHILELTED,
2. IR
SRNIZIET . ROBHRETLET D,
a. A THAEI#YAEZESR (Obat untuk Hewan) |OXF
EECEELDEZE . ATHALIBMAEER I OXFEERAO LIZERET S, (819
FAEERIDOXFIE., [E-FYEHEAOTL BALTH VAT &E 5mm LLE, XE 0.5mm
UL, BHICEXIEHNRWGRTHRIT2LELH D,
b. EERDAF
EERDOALAMIE.
— B (ORI R—L)
- AR  TERASN TEEEROFECRRICIE =R TR,
[EETE
- @Al TEF (kimia) IERZDEFHO. BEEICERINTVSMOEERZD A
FREBMLTHLTIFESELY,
EERDEMITLT.
- HEAHDZE,
- RBEEEMITOENBITUF (anti) IEWSEEOETNIZETIEELXFALLEL
s
BHREORRNGUVRY, ERLGEMEFERLLGNIE,
BPMSOH THMMEN R INI-IZEERE . REM TRITNITZ M TELRVES

RECHREZEALLGLIE,
- TAVMARIE DT A X EYRELT HIL,
c. BEHAX
EAEYAXE. EREE, ERNBE. RITBELVOHBXTRET 5.
EREEIXNgITERTT S,

EHABERIMITRTT 5.
BF. AT BT NU A EYRGEDERFIDSE L. FEEMDEEH
ZHFTREE T S, fil:30 FE@300mg
d. BRES
BHRBSFMNFRATEHIN., XFERVHFOKRESE, &S 5mm UL, K& 0.5mm
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ULETDRLELHD,

RRICEDHDIENTELHERES L. AHLEHRESICRONS,

=14 RUFTEH

SHAIE. BEHFIAICHREINTOIEHBE—HBLTVWDIRLELNH D, S DFTEH
(T, DIKELETERVEREZRETILENH D,

BASNEEERDIGSIE. /20— OEH L RUMEMERLRSH T IHELH D,
By

RETIEAE. BEREFICEOON-LDT. MEEDOHIA D RV ZDEXELMIZEEE
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i. EEYMU(HBHEE)
. ERFER®SEE)
k. BHR(BHDIHE)
4. ERORTICEATIRELUNC. RBLEERFERBOSBANGHAZIIGTILELDS.
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[REHZIAE . BHIRFEIAE. GMP SIBAZ (L. REEOFEE TAKTL. RitEO/U R
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5.6 CPOHB A FZA/ VI HRFEKRERESE 466KptsTN.260V99 &

APPENDIX: DECREE OF THE MINISTER OF AGRICULTURE
Number: 466/Kpts/TN.260/V/99 Date: May 7, 99

Guidelines for Good Veterinary Medicine Manufacturing Practices

1. General Conditions

The Good Manufacturing Practice of Veterinary Medicine (CPOHB) involves all aspects of
production and quality control and aims to ensure that the veterinary medicinal products made
always meet the predetermined quality requirements in accordance with their intended use.

1.1.Common Foundation

1.1.1.

In the manufacture of veterinary medicines, thorough supervision is essential to
ensure that consumers only use high-quality veterinary medicines.
Indiscriminate manufacture cannot be justified for veterinary medicines used to
save or restore or maintain animal health.

It is not enough for a veterinary drug to pass a series of tests, but it is very
important that the quality of the veterinary drug should be molded into the
product. The quality of veterinary medicines depends on the starting materials,
the manufacturing and quality control processes, the premises, the equipment
used and the personnel involved in the manufacture of veterinary medicines.
To ensure the quality of a veterinary drug, it is not acceptable to rely on a single
test alone. All veterinary medicines made should be made under carefully
controlled and monitored conditions.

This CPOHB is a guideline that aims to ensure that the nature and quality of the
veterinary drugs produced are as desired, if necessary adjustments can be
made provided that the predetermined quality standards of veterinary drugs are
still achieved.

1.2. Definition
In these guidelines the following definitions are used:

1.2.1.

1.2.2.

1.2.3.

1.2.4.

1.2.5.

1.2.6.

Starting Material

All raw materials and packaging materials used in veterinary drug production.
Raw Materials

All ingredients, both efficacious and inefficacious, altered and unaltered, used in
the processing of veterinary medicines even if not all of these ingredients are
still present in the finished product.

Packaging Materials

All materials used in the packaging process of the finished product.

Batch

A number of veterinary drugs originating from a production process at the same
time.

Brochure

A sheet made of paper or other material containing the complete marking of an
animal medicine that is included in the container or outer wrapper or circulated
separately.

Representative Sample

A sample that describes exactly a lot or batch or a number of materials sampled.
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1.2.7.

1.2.8.

1.2.9.

1.2.10.

1.2.11.

1.2.12.

1.2.13.

1.2.14.

1.2.15.

Passed / Eligible

The status of materials or products authorized for use in processing, packaging
or distribution.

Rejected/Ineligible

The status of materials or products that are not authorized for use in processing,
packaging or distribution.

Documentation

All written procedures, instructions and records relating to the manufacture of
veterinary medicines.

Etiquette

Writing directly on the container or package containing the veterinary drug
marking and affixed directly to the container or outer package of the veterinary
drug.

Real Production Outcomes

The amount actually produced at each stage of production of a particular
veterinary medicinal product from a given amount of starting material used.
Standardized Production Yield

The amount standardized by the manufacturer that should be achieved at each
stage of production of a particular veterinary medicinal product.

Theoretical results of production

The quantity produced at each stage of manufacturing a particular product,
calculated based on the number of components used, if no losses or errors
occur during manufacturing.

Factory Quarantine

The status of materials or products that are separated physically or by a certain
system pending the decision of the inspection results whether a material or
product can or cannot be used for processing, packaging or distribution.

Lot

A specific part of a batch that has uniform properties and quality within specified
limits. When a veterinary medicinal product is produced by a continuous
process, lot means a certain part produced in a unit of time or unit of quantity in
such a way as to ensure that this part has uniform properties and quality within
specified limits.

1.2.16. Batch number

1.2.17.

1.2.18.

1.2.19.

1.2.20.

A marking consisting of numbers or letters or a combination of both, which
identifies a number of veterinary drugs originating from the same production at
the same time, enabling the complete history of the veterinary drug to be traced,
including the stages of production, control and distribution.

Lot Number

A marking consisting of specific letters or numbers or a combination of both that
identifies a lot, allowing tracing back the complete history of the lot's
manufacture including the stages of production, control and distribution.
Veterinary Medicine

Veterinary medicine that is specifically used for animals.

Finished Veterinary Medicine

A veterinary drug product that has gone through all stages of the veterinary drug
manufacturing process.

Creation

Processing, mixing and converting activities for veterinary medicine raw
materials.
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1.2.21.

1.2.22.

1.2.23.

1.2.24.

1.2.25.

1.2.26.

1.2.27.

1.2.28.

1.2.29.

1.2.30.

1.2.31.

1.2.32.

1.2.33.

1.2.34.

In-process Supervision

Inspection and testing instituted and carried out during the veterinary drug
manufacturing process, including inspection and testing of the environment and
equipment.

Quality Control

All monitoring efforts are conducted during manufacture and are designed to
ensure that veterinary medicinal products continue to meet specified
specifications, identity, purity, safety and potency and other characteristics.
Packaging}

The part of the production cycle that is performed on the finished product to
produce the finished veterinary medicine.

Processing

A section of the production cycle starting from the receipt of raw materials to the
production of finished products.

Production

All manufacturing activities from receiving initial materials, processing to
packaging to produce finished veterinary drugs.

Intermediate Products

Any material or mixture of materials that still requires one or more stages of
further processing to become a finished product.

Bulk Products

Each ingredient has been processed and only requires packaging to become
finished veterinary medicine.

Sterile Room or Sterile Room

A room or space that has certain environmental conditions, where dust and
microbial pollution are controlled. The room or space is constructed, equipped
and used in such a way as to reduce the entry, growth or retention of microbial
contamination.

Sanitation

All efforts made to ensure the realization of conditions that meet health
requirements.

Material Specifications

The provision of a starting material, intermediate product, finished product or
veterinary drug regarding chemical, physical and biological properties. The
specification states standards and allowable tolerances which are usually
expressed descriptively and numerically.

Sterilization

Inactivation or reduction of live microorganisms to acceptable limits, carried out
in an appropriate manner.

Expiration Date

A date stating that prior to that date a particular batch or lot still met the required
quality standard specifications.

Date of Manufacture

The date that indicates the completion of the manufacturing process of a
particular batch.

Validation

An act of proving by appropriate means that any material, process, procedure,
activity, system, equipment or mechanism used in production and control will
always achieve the desired results.
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2. Starting Material

2.1. All incoming, outgoing and remaining materials should be recorded. The record should
include a description of the inventory, batch or lot number, date of receipt or release,
date of inspection and expiry date.

2.2. Each starting material, before being qualified for use, shall meet the established starting
material specifications and be labeled with the name stated in the specifications.
Unauthorized abbreviations, codes or names should not be used.

2.3. For each consignment or batch of starting material, a reference number should be
assigned that will indicate the identity of the consignment or batch during storage or
processing. This number shall be clearly indicated on the container etiquette to enable
immediate retrieval of records for inspection, including analytical reports. For sampling,
testing and declaration of eligibility purposes different batches originating from a single
consignment shall be considered as separate batches.

2.4. On receipt of each consignment, a visual inspection of the general condition, integrity of
packaging, leaks and damage shall be made, and samples for testing shall be taken by
personnel using methods approved by the quality control manager. Such samples shall
be tested against specifications that can be recognized by a certificate of analysis of the
starting material concerned, corroborated by self-assessment of identity.

2.5. Measures should be taken to ensure that all packages in a consignment contain the
correct starting material, and safeguards against possible mislabeling of containers by
suppliers.

2.6. Shipments of starting materials should be held in plant quarantine, until approved and
qualified for use by the quality control manager.

2.7. The etiquette indicating the status of the starting material should only be posted by
personnel appointed by the person in charge of the quality control section to prevent
confusion, the etiquette should be different from the label used by the supplier, for
example by including the company name or logo. If the status of the material changes,
then the status indicating etiquette must also be changed.

2.8. Supplies of starting materials shall be inspected at regular intervals to ensure that the
containers are tightly closed, properly marked and in good condition. The material
should be resampled and retested at regular intervals as specified in the starting
material specification. Re- sampling should be preceded by re-labeling and/or using
other equally effective systems.

2.9. Starting materials that can be damaged by temperature should be stored in a room
where the air temperature is regulated.

2.10.Starting materials that tend to deteriorate or decrease in potency or activity during a
certain period of storage, especially antibiotics, anthelmintics, sulfa preparations, some
vitamins, enzymes, hormones and biologic materials should have a shelf life stated.

2.11.The initial release of materials for use should be carried out by authorized personnel in
accordance with approved procedures. Inventory records should be maintained so that
inventory referrals can be made.

2.12.There should be a separate handing room that is well equipped to prevent cross
contamination. A specially equipped area may be required, for weighing sensitizing or
highly toxic materials or materials such as cytotoxin hormones and certain antibiotics.

2.13.Weighing and measuring instruments shall be regularly marked and checked to prove
that their capacity, accuracy and precision meet the requirements in accordance with
the amount of substance to be weighed or measured.

2.14 All unqualified starting materials should be clearly marked and should not be used in
production.
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3. Location and Building
The location and building should be adequate, so that any risk of errors, cross-contamination
and other errors that could reduce the quality of veterinary medicines, can be avoided.
Buildings for the manufacture of veterinary medicines shall be of adequate size, design,
construction and location to facilitate proper working, cleaning and maintenance.

3.1.

3.2.

3.3.

3.4.

3.5.

3.6.

3.7.

3.8.

3.9.

3.10.

The location of the building should be such as to prevent pollution from the
surrounding environment, such as pollution from air, soil and water as well as from
nearby activities. If the building is located in an unsuitable place, effective measures
should be taken to prevent pollution.
Buildings should be constructed and maintained so that they are protected from the
effects of weather, flooding, seepage through the ground and the entry and harboring
of nuisance animals.
In determining the design and arrangement of the building, the following points should
be considered:
(a) Compatibility with other activities, which may be conducted in the same facility
or in adjoining facilities;
(b) The size of the workspace, which allows the placement of equipment and
materials in an organized and logical manner and allows for the implementation of
activities, smooth flow of work, effective communication and supervision as well as
to prevent crowding and disorganization;
(c) Prevent the use of production areas as general traffic for employees or materials
or as storage areas except for materials in process.
The interior surfaces of the room (walls, floor and ceiling)should be smooth, free of
cracks and open joints and easy to clean, and if necessary easy to disinfect. Floors in
processing rooms should be made of impermeable materials, have a flat surface and
allow for quick and efficient cleaning. Walls should also be watertight and have easily
washable surfaces. Corners between walls, floors and ceilings in specialized rooms
should be curved.
Sewers should be large enough to have control basins and good ventilation. Open
drains should be avoided as much as possible but if necessary should be shallow
enough to facilitate cleaning and disinfection.
Air intake and exhaust ports, pipes and ducts should be installed in such a way as to
prevent contamination of the product.
Buildings should be effectively lit and ventilated with air control facilities (including
temperature, humidity and filters) appropriate for the activities within the building and
the surrounding environment.
Pipes and other installations in the manufacturing room should be installed in such a
way as to avoid the formation of grooves that cannot be cleaned. Such installations
should be installed outside the processing room as much as possible.
Electrical power should be sufficient to ensure the smooth functioning of production
and laboratory equipment.
All buildings, including production rooms, laboratories, warehouse aisles and
surrounding areas, should be maintained in a clean and tidy condition at all times. The
condition of the building should be checked regularly and repairs made where
necessary. Special care should be taken to ensure that building repairs or
maintenance activities do not negatively affect the product.
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3.11. The material storage room should be spacious, well-lit and arranged and equipped in
such a way as to allow the storage of materials and products in a dry, clean and
organized state.

3.11.1.

3.11.2.

3.11.3.

3.11.4.
3.11.5.

4. Room Setup

Storage rooms should be suitable for the effective segregation of quarantined
materials and products in the factory. Special and separate rooms should be
provided for the storage of flammable, explosive and highly toxic materials,
and other hazardous veterinary drugs as well as for rejected products and
materials;

If necessary, storage facilities with special conditions, such as temperature,
humidity and security, should be provided;

The storage room should be organized in such a way as to allow effective
and orderly segregation of the various groups of materials stored and to
facilitate inventory turnover;

Separate storage should be provided for rejected or recalled items;

Storage should be organized in such a way that individual labels, as well as
other printed matter, are kept separate to prevent mixing.

4.1. The design and arrangement of the building should meet the requirements.

4.1.1.

4.1.5.
4.1.6.

Prevent the risk of mixing of different veterinary drugs or components, the
possibility of cross-contamination by veterinary drugs or other ingredients and
the risk of

Missing a step in the production process. Suitable room dividers, air curtains
and other means can be used to achieve this goal. Special attention should
be given to the processing of highly toxic or sensitizing materials such as
hormones, cytotoxic materials, certain antibiotics and germ and virus seeds.
The production of biologic animal drugs (vaccines, antigens or antisera)
should be separated from the production of other animal drugs. This
requirement can be met by providing a separate warehouse for activities
related to biologic products or by providing effective isolation of activities
involving bacteria or viruses in one building. For both alternatives a separate
air management system should be provided.

Materials processing activities for non-animal medicine products are
separated from the animal medicine production room.

There is a separate room for cleaning moveable equipment and a room for
storing cleaning materials.

Changing rooms and clothing storage are directly related to the processing
room but are located separately.

Toilets do not open directly to the production room and are well ventilated.
Animals are housed in separate buildings, or at least in well-isolated rooms.

4.2. Certain rooms are required for the following activities.

4.2.1.
4.2.2.
4.23.
424,
4.2.5.
4.2.6.
4.2.7.

Receiving materials
Quarantine of incoming goods
Storage of starting materials
Weighing and delivery
Processing

Storage of finished products
Packaging
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4.2.8.
4.2.9.
4.2.10.
4.2.11.
4.2.12.

Quarantine of finished veterinary drugs while awaiting final inspection results
Storage of finished veterinary drugs

Delivery of goods

Laboratory

Equipment washing

4.3. Sterile product processing rooms should be separated from other production rooms
and specially designed and constructed. Separate spaces are required for the
following activities:

4.3.1.
4.3.2.
4.3.3.
4.3.4.
4.3.5.
4.3.6.

5. Equipment

Component packaging opening

Washing of equipment and containers

Processing

Direct container filling and closing

Air buffer space connecting the changing room with the charging room
Change into sterile clothing before entering the sterile room.

Equipment used in the manufacture of veterinary drugs should be of proper design and
construction, of adequate size and properly located, so that the quality designed for each
veterinary drug product is guaranteed uniformly from batch to batch, and to facilitate
cleaning and maintenance.

5.1. Design and construction

5.1.1.

5.1.4.
5.1.5.

Equipment surfaces that come into contact with materials, intermediates,
finished products or finished veterinary medicines must not react, adsorb or
absorb, which may alter their identity, quality or purity, beyond specified
limits.

Equipment must not cause adverse effects on the product, for example due
to leaking valves, dripping lubricating substances and other similar causes, or
due to incorrect repair, maintenance modification or adaptation.

materials required for a special purpose, such as lubricants or coolants, must
not come into direct contact with the material being treated as this may
change the identity, quality or purity of the raw material, intermediate
material, finished product or veterinary drug.

Equipment should be easy to clean, both inside and out.

All equipment used in the processing of flammable chemicals, placed in
rooms where flammable materials are used, should be equipped with
electrical equipment that is explosion-proof and completely destroyed.
Equipment used for weighing, measuring, testing and recording shall be
regularly checked for accuracy and tested according to an appropriate
program and procedure. The results of inspection and testing shall be
recorded and the records kept properly.

Filters for liquids must not release fibers into the product. Asbestos-
containing filters should not be used even if special filters that do not release
fibers are used afterwards.

5.2. Installation and Placement

5.2.1

Equipment should be placed so as to minimize the possibility of cross-
contamination between materials in the same room.
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5.2.2
5.2.3
524

5.2.5

5.2.6

5.2.7

5.2.8

Equipment should be placed at a sufficient distance from other equipment to
provide working freedom and ensure that there is no mix-up or confusion.

All open mechanical tires and hoists should be equipped with safety guards.
Water, steam, compressed air or vacuum lines should be installed in such a
way that they are easily accessible during the activity. These ducts should be
clearly labeled or marked for easy identification.

Each major piece of equipment should be given a clearly identifiable number.
This identifying number will be used on all batch orders and records to
indicate the specific unit or tool used in the specific manufacturing process for
the batch, unless the tool is only used for one type of product.

All pipes, tanks, steam pipe casings or cooling pipes should be well insulated
to prevent possible defects and minimize energy loss.

Pipelines to equipment using pressurized steam should be equipped with a
vapor trap and a functioning drain.

Support systems such as heating, ventilation, air conditioning, drinking water,
water purification, water, steam, compressed air and gas distillation systems
should be validated to ensure that they continue to function as intended.

5.3. Maintenance

5.3.1

5.3.2

5.3.3

6. Personnel

Equipment should be maintained according to an appropriate schedule to
keep it in good working order and prevent contamination that could alter the
identity, quality and purity of the product.

Written procedures for equipment maintenance should be developed and
followed.

Records of the maintenance and use of major equipment should be included
in a logbook showing the date, time, product, strength and number of each
batch or lot processed with the equipment concerned. Records for equipment
used specifically for one product only may be included in the production
record of the specific product batch.

The number of Experts and Employees at all levels should be sufficient and have the
knowledge, skills and abilities appropriate to their duties. They should also be of sound
mental and physical health.

so that they are able to carry out their duties professionally and properly. They should have a
high attitude and awareness to realize the goals of CPOHB.

6.1. Organization, Qualifications and Responsibilities

6.1.1.

The organizational structure of the company should be such that the
production and quality control departments are headed by different experts
who are not responsible for each other. Each should be given full authority
and the means necessary to carry out their duties effectively. Neither should
have any other interests outside the factory organization, which may hinder
or limit his/her responsibilities or which may lead to conflicts of personal or
financial interest.

The production manager shall be a qualified Veterinarian or Pharmacist with
sufficient practical experience in the veterinary drug industry and leadership
skills to enable him/her to perform his/her duties in a professional manner.
The production manager shall have full authority and responsibility for
managing the production of veterinary medicines. The production manager
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6.1.5.

should have joint responsibility for veterinary drug quality with both the quality
control manager and the engineering manager.

The quality control manager shall be a qualified Veterinarian or Pharmacist
with sufficient practical experience and training to enable him/her to perform
his/her duties professionally. The quality control manager shall have full
authority and responsibility for all quality control tasks, namely the
development, verification and implementation of all quality control
procedures. The quality control manager is the only one who has the
authority to decide to approve or reject starting materials, intermediate
products, finished products and finished veterinary medicines if they conform
to the specifications, or if they are not made in accordance with approved
procedures and specified conditions.

The production manager and quality control manager are jointly responsible
or co-responsible for the development and approval of written procedures,
monitoring and supervision of the veterinary drug manufacturing
environment, plant hygiene and validation of production processes;
calibration of measuring instruments, personnel training, approval of material
suppliers and contractors; safeguarding of products and materials against
damage and deterioration of quality in record keeping.

To support and assist the core personnel mentioned above, a suitable
number of skilled personnel may be appointed.

to exercise direct supervision in production and quality control. Each
supervisor should be adequately trained and have sufficient technical skills
and practical experience in the field related to their duties. They report to the
production manager or quality control manager.

In addition to the above staff, a sufficient number of technically trained
personnel should be available to carry out production or quality control
activities in accordance with predetermined procedures and specifications.
They should be familiar with written work instructions. At the time of
appointment, they should be given adequate training.

The responsibilities assigned to each employee should not be so excessive
as to pose a risk to the quality of veterinary medicines.

Duties and responsibilities should be given clearly and be well understood by
each employee.

6.2. Exercise

6.2.1.

6.2.2.

6.2.3.

6.2.4.

6.2.5.

All employees who directly participate in veterinary drug manufacturing
activities and whose duties require them to enter the veterinary drug
manufacturing room should be trained on specific activities relevant to their
duties as well as on CPOHB principles.

Training should be provided by a qualified person. Special attention should
be given to training for those who work in sterile and clean rooms or those
who work with high-risk, toxic or sensitizing materials.

Training on the CPOHB should be conducted on an ongoing basis and with
sufficient frequency to ensure that employees are familiar with the CPOHB
requirements relevant to their duties.

Training on CPOHB should be conducted according to a written program
approved by the production manager and quality control manager.

Records of employee training on the CPOHB should be maintained and the
effectiveness of the training program should be assessed regularly.
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6.2.6.

After training, employees' performance should be assessed. To determine
whether they are adequately qualified to carry out the tasks they have been
assigned.

7. Sanitation and Hygiene
A high level of sanitation and hygiene should be established in every aspect of veterinary
drug manufacturing. The scope of sanitation and hygiene includes personnel, premises,
tools and equipment, production materials as well as
containers, and anything that may be a source of product contamination. Sources of
contamination should be eliminated through a comprehensive and integrated sanitation and
hygiene program.

7.1. Personnel

7.1.1.

7.1.10.

7.1.11.

All employees should undergo medical examinations, both prior to
employment and during employment. Employees who serve as visual
inspectors should undergo regular eye examinations.

All employees should practice good personal hygiene and should be trained
in personal hygiene. All employees in contact with the manufacturing process
should observe a high level of personal hygiene.

Any employee who at any time contracts an illness or suffers from an open
wound, which could be detrimental to the quality of the product, shall be
prohibited from handling raw materials, packaging materials, in-process
materials and finished veterinary drugs until he/she has recovered.

All employees should be instructed and encouraged to report to their
immediate supervisor any situation (plant, equipment or personnel) that in
their judgment could be detrimental to the product.

Direct contact between hands and raw materials, intermediates and finished
products should be avoided.

For their own safety and to ensure the protection of products from
contamination, employees should wear clean protective clothing including
clean hair coverings, soiled uniforms should be kept in a closed container
until washing. Soiled cleaning rags, which can be reused, should be keptin a
closed container until washing.

Only authorized personnel are allowed to enter buildings and facilities
declared as confined spaces.

Employees should be instructed to wash their hands before entering the
production room. Appropriate posters should be displayed for this purpose.
Smoking, eating, drinking, chewing, placing plants or storing food, beverages,
smoking materials and personal medication are only allowed in certain rooms
and are prohibited in production rooms, laboratories, storage rooms and
other rooms that may be detrimental to quality.

Personal hygiene procedures, including the requirement to wear protective
clothing, should apply to all persons entering the production room, whether
they are permanent or temporary employees or non-employees who are on
company premises, e.g.

contractor employees, visitors, company leadership staff and inspectors.
Specific requirements for the manufacture of sterile veterinary medicines are
covered in items 8.7.8 and 8.7.9.

7.2. Building
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7.21.

7.2.2.

7.2.3.

7.2.4.

7.2.5.

7.2.6.

7.2.7.

7.2.8.

7.2.9.

Buildings used for veterinary drug manufacturing are appropriately designed
and constructed to facilitate the implementation of good sanitation.

There should be a sufficient number of well-ventilated toilets and
handwashing stations for employees within easy reach of the workspace.
Adequate facilities should be provided for the proper storage of work clothes
and personal clothing.

The sink should be located outside the sterile room. If installed in a sterile
room, it should be of proper quality and equipped with a system that prevents
overflow and the water supplied to the sink should at least meet drinking
water quality standards.

The preparation, storage and consumption of food and beverages should be
restricted to a dedicated room, such as a dining room. These facilities should
meet hygiene standards.

Waste should not be allowed to accumulate. Rubbish should be collected in
suitable containers for transfer to a storage area outside the building and
disposed of frequently in a safe and sanitary manner.

Rodenticides, insecticides, fumigation agents and cleaning agents must not
contaminate equipment, raw materials, packaging materials, in-process
materials or finished veterinary drugs.

There should be a written procedure that identifies the person in charge of
sanitation and outlines in detail the schedule, methods, equipment and
cleaning materials to be used and the facilities to be cleaned. These written
procedures should be followed.

Specific requirements for the manufacture of sterile veterinary medicines are
covered in point 8.7.1.1.

7.3. Equipment

7.3.1.

7.3.2.

7.3.3.

7.3.4.

7.3.5.

After use, equipment should be cleaned both inside and out in accordance
with established procedures, and maintained and stored in a clean
condition. Before use its cleanliness is checked again to ensure that all
products or materials from the previous batch have been removed.
Vacuum or wet cleaning is recommended. Compressed air and brushes
should be used with caution and avoided wherever possible as they
increase the risk of product contamination.

Cleaning and storage of moveable equipment and storage of cleaning
materials should be done in a room separate from the processing room.
Sufficiently detailed written procedures for cleaning and sanitizing
equipment and containers used in veterinary drug manufacturing should be
developed and adhered to. These procedures should be designed
appropriately to prevent contamination of equipment by cleaning and
sanitizing agents. The procedure should include at least the person
responsible for cleaning, the schedule, methods, equipment and materials
used in cleaning and methods of disassembling and reassembling
equipment as may be necessary to ensure thorough cleaning. If necessary
the procedure also includes sterilization of equipment, de-identification of
previous batches and protection of clean equipment against contamination
before use.

Records of cleaning, sanitizing, sterilizing and inspecting equipment before
use should be kept.
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7.4. Validation and Reliability of Procedures
Sanitation and hygiene procedures should be validated and evaluated periodically to
ensure that they are effective and continue to meet requirements.

8. Production

Production should be carried out following established procedures that can ensure the
continuous production of veterinary drugs that meet the specified specifications.

8.1. Process Validation

8.1.1.

All procedures should be validated appropriately. Validation should be carried
out according to a predetermined procedure and a record of the results
should be kept. The extent and level of validation undertaken depends on the
nature and complexity of the products and processes concerned. The
validation program and documentation should attest to the suitability of the
materials used, the reliability of the equipment and systems and the capability
of the personnel.

Before a Master Processing Procedure is established, steps should be taken
to prove that the procedure is suitable for routine production, and that the
established process using the specified materials and equipment will always
produce products that meet the specified specifications.

Significant changes in processes, equipment or materials should be
accompanied by a revalidation action, in order to

guarantee that the changes will still produce a product that meets the
predetermined specifications.

Processes and Procedures should be regularly and critically re- evaluated to
ensure that they continue to deliver the desired results.

8.2. Pollution
Chemical or microbial contamination of a veterinary drug that is detrimental to
animal health or reduces the therapeutic power or affects the quality of a product is
not acceptable. Particular attention should be paid to the issue of cross
contamination, as even if its nature and extent does not directly affect animal
health, it is indicative of veterinary drug manufacturing practices that do not comply
with the CPOHB.

8.3. Batch and Lot Numbering System

8.3.1.

8.3.2.

8.3.3.

8.3.4.

A system that details how batches and lots are numbered is required to
ensure that the intermediate product, finished product or finished veterinary
drug of a batch or lot can be identified by a specific batch or lot number.

The batch and lot numbering systems used at the processing level and the
subsequent packaging level should be interrelated.

The batch and lot numbering system should ensure that the same batch or lot
number is not used repeatedly.

Allocated batch or lot numbers should be recorded immediately in a logbook.
The record should include the date of numbering, the identity of the product
and the size of the batch or lot concerned.

8.4. Weighing and Delivery

8.4.1.

The weighing, or counting and delivery of raw materials, packaging materials,
intermediate products and finished products is considered a part of the
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8.4.2.

8.4.3.

8.44.

8.4.5.

8.4.6.

8.4.7.

8.4.8.

8.4.9.

8.4.10.

8.4.11.
8.4.12.

production cycle and requires complete documentation and reconciliation.
Control of the release of the aforementioned materials and products into
production is critical.

Methods for handling, weighing, counting and handing over raw materials,
packaging materials, intermediates and finished products shall be covered in
written procedures.

All releases of raw materials, packaging materials, intermediate products and
finished products, including additional materials beyond those originally
delivered, should be documented.

Only raw materials, packaging materials, intermediate products and finished
products that have been approved by the quality control department may be
submitted.

After weighing, handing and marking, raw materials, finished products and
intermediate products should be transported and stored appropriately so that
their integrity is maintained until the next processing.

To avoid mixing, only one specific type of printed matter may be placed in the
marking area at a time. Between the marking areas, there should be
adequate separation barriers.

Prior to weighing, checks should be made on the correctness of the marking
of raw materials including the graduation label from the quality control
section.

The capacity, accuracy and precision of the weighing and measuring
instruments used should be in accordance with the amount of material being
weighed and measured.

For each weighing or measurement, it is necessary to prove the correctness,
accuracy of the identity and amount of the material weighed and measured
by two separate officers.

The success of weighing and handing places should be maintained. Sterile
raw materials should be weighed and delivered in a sterile room.

Weighing and handing should be done using suitable and clean equipment.
Raw materials, intermediate products and finished products that are delivered
should be double-checked for correctness and signed off by the production
supervisor before being handed over to the production department.

8.5. Returns
8.5.1. All raw materials, packaging materials, intermediates and finished products

returned to storage should be properly documented and referenced.

8.5.2 Raw materials, packaging materials, intermediate products and finished products

shall not be returned to the warehouse unless they meet the specifications.

8.6. Processing

8.6.1.
8.6.2.

8.6.3.

All materials used in processing should be checked before use.

The condition of the processing room should be monitored and restored to
the level required for the activity to be performed. Before processing begins,
measures should be taken to ensure that the processing room and
equipment are free of materials, products or documents that are not required
for the processing in question.

All equipment used in processing shall be inspected before use. Equipment
should be declared clean in writing before use.
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8.6.4.

8.6.5.

8.6.6.

8.6.7.

8.6.8.

8.6.9.

All processing activities should be carried out following the prescribed written
procedures. Any retention should be reported with reasons and explanations.
Containers and covers used for materials to be processed, for intermediates
and finished products, should be clean, of an appropriate nature and type to
protect products and materials against contamination or damage.

All containers and equipment containing intermediate products should be
appropriately labeled stating the stage of processing. Before these labels are
applied, all previous inappropriate labels or markings should be removed or
completely removed. Before these labels are applied, all previous
inappropriate labels or markings should be removed or completely removed.
All intermediates or finished products must be appropriately labeled and
quarantined within the factory, until approved by the quality control
department.

All in-process controls, as required, must be carefully recorded at the time of
processing.

The actual and standard results of each batch made should be recorded and
matched against the theoretical results. If there is any significant deviation,
action shall be taken to prevent the release or further processing of the batch
until a definite explanation is obtained, which will permit release for further
processing.

8.6.10.In all stages of processing, primary attention should be paid to the issue of

cross-contamination.

8.6.11.Dry materials and products.

8.6.12

8.6.11.1.  The handling of dry materials and products poses problems of
dust control and cross-contamination, which require special
attention in the design, maintenance and use of facilities and
equipment. To handle dusty materials wherever possible, a
closed manufacturing system that prevents the spread of dust or
other suitable methods should be applied.

8.6.11.2.  Effective air suction systems should be installed with properly
located exhaust openings to prevent contamination of other
products or processes. A filtration system or other suitable
system should be installed to contain dust. The use of dust
removal devices on tablets and capsules is highly recommended.

8.6.11.3.  Special care should be taken to protect the product against
contamination by metal, glass or wood fragments. The use of
glassware should be avoided wherever possible. Sieves, sieves,
tablet pestles and tablet mortar should always be checked for
wear or damage before and after use.

8.6.11.4. Care should be taken not to leave any tablets or capsules in the
equipment, counting device or container of the finished product.

Powder and Granule Manufacturing.

8.6.12.1.  Mixing, sieving and stirring machines should be equipped with
dust control systems, except when working with closed systems.

8.6.12.2.  Critical operational parameters (e.g. time, speed, temperature)
for each mixing, agitating and drying process shall be listed in the
Master Production Document, and monitored throughout the
process, and recorded in batch records.

8.6.12.3.  The filter bags installed in the belly-belly dryer should not be
used for different products without prior washing. For some high-
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8.6.13.

8.6.14.

8.6.15.

8.6.16.

8.6.12.4.

risk or sensitizing products, special filter bags should be used for
each product. Air entering the dryer should be filtered. Safety
measures are required to prevent cross contamination by dust
escaping from the dryer.

The preparation and use of solutions and suspensions should be
carried out in such a way that the risk of contamination or growth
of microorganisms is prevented.

Tablet Printing.

8.6.13.1.

8.6.13.2.

8.6.13.3.

8.6.13.4.

8.6.13.5.

8.6.13.6.

Shrouding.

8.6.14.1

8.6.14.2

Tablet presses should be equipped with effective dust control
facilities and located so as to avoid mixing of products. Each
machine should be located in a separate room, unless they are
making the same product. Machines equipped with a closed air
control system may be placed in an unseparated room.

To prevent mixing between granules and tablets, it is necessary
to control both physically, procedurally and marking.

Care should be taken to keep a precise and calibrated weighing
instrument available for use in monitoring the weight of tablets
in process.

Tablets taken from the tableting room for testing or other
purposes must not be returned to the bacth.

Rejected or discarded tablets should be placed in a container
clearly marked as to their status and the quantity recorded on
the Batch Processing Record.

Each time before use, all such tablet pestles and tablet mortars
shall be inspected for wear and conformity to specifications. A
record of their use should be kept.

The air delivered into the dressing container for drying should
be filtered and of the right quality.

Dressing solutions are prepared and used in a manner that
minimizes the risk of microorganism growth. Preparation and
use must be documented.

Hard Capsule Filling.

8.6.15.1

8.6.15.2

Empty capsules should be considered and treated as starting
material. Empty capsules should be stored in conditions that
prevent them from drying out, getting wet or being exposed to
moisture.

Requirements in points 8.6.13.1. to 8.6.13.6. also apply to the
filling of hard capsules.

Marking of Coated Tablets and Capsules.

8.6.16.1

8.6.16.2

8.6.16.3

Special measures should be taken to avoid product mix-up
during the marking process of coated tablets and capsules.
When marking different products at the same time, or in
different batches, or in different batches, the work should be
separated.

If ink is used in marking, the coloring material should meet the
requirements for feed auxiliaries.

Special care should be taken to avoid mix-ups during the
inspection, sorting and polishing of capsules and coated
tablets.
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8.6.17. Liquids, Cremes and Ointments.

8.6.17.1. Liquid, cream and ointment products should be made in such a

way that they are protected from microorganism and other
contamination. Closed manufacturing and transfer systems are
highly recommended.

8.6.17.2. The chemical and microbiological quality of the water used

should always be monitored. The water used must meet
drinking water quality standards.

8.6.17.3. Where pipelines are used to convey raw materials or finished

products, care should be taken to make the system easy to
clean. Pipelines should be properly designed and installed so
that they can be easily dismantled and cleaned.

8.6.17.4. The accuracy of a measuring system should be verified.

Measuring sticks shall only be used for specific containers and
have been marked for the container concerned. They should be
made of non-reacting and non-absorbent materials.

8.7. Sterile Products

8.7.1.

8.7.2.

8.7.3.

8.7.4.

8.7.5.

Sterile products should be made with special supervision and attention to
detail in order to eliminate the contamination of microorganisms and
foreign particles. Supervision in the manufacturing process of sterile
products is very important.

According to the production method, sterile products can be classified into
two main categories: those that must be processed in an aseptic manner
at all stages, and those that are sterilized in the final container, also called
final sterilization.

All sterile products should be made under controlled conditions and
carefully monitored.

To gain confidence in the sterility of sterile products made aseptically
without final sterilization, special measures are required, including sterility
testing.

To manufacture sterile products, a separate, specially designed room is
required. Entry to this room should be through an air buffer chamber or
other suitable passageway. The room should always be dust-free and
supplied with air that passes through a bacteria filter. The air pressure in
the room should be higher than in the adjacent room. The filters used
should be checked at the time of installation and periodically. All surfaces
in the processing room should be properly designed to facilitate cleaning
and sanitizing. Routine counts of indoor microorganisms should be carried
out before and during processing. The results of the count should be
compared with the standardized

Determined. Microbial count data should be documented.

8.7.6. Manufacturing sterile products requires three different room qualities:

8.7.6.1 The changing room is a room for taking off factory work clothes
and the next room is a room for putting on sterile protective
clothing.

8.7.6.2 The clean room for carrying out clean activities does not have

to be sterile, it is also used for component preparation and
solution preparation. Products to be final sterilized can be
worked on in this room. The room must not contain more than
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8.7.6.3

3,500,000 particles of 0.5 microns or larger and no more than
500 microorganisms per cubic meter of air.

Sterile rooms are used for sterile activities. Employees enter
this room through an air conditioning room or other suitable
means. The sterile room must not contain more than 350,000
particles measuring 0.5 microns or larger and not more than
100 microorganisms per cubic meter of air. The room under the
laminaer airflow in a sterile room must not contain more than
3,500 particles of 0.5 million or larger and not more than 5
microorganisms per cubic meter of air.

8.7.7. It is important that microbial contamination in clean rooms and sterile rooms
does not exceed the specified limit values. These rooms should be
monitored for microbial contamination.

8.7.8. Personnel.
8.7.8.1

8.7.8.2

8.7.8.3

8.7.8.4

8.7.9. Clothing.
8.7.9.1

8.7.9.2

Employees working exclusively in clean rooms and sterile
rooms should be carefully selected to ensure that they can be
relied upon to work with discipline and are not suffering from a
disease or health condition that could cause microbiological
contamination of the product.

High standards of personal hygiene and cleanliness are
essential. Employees should be instructed to report any health
conditions (e.g. diarrhea, cough, influenza, skin or hair
infections, wounds, etc.) that may lead to contamination with
abnormal numbers and types of microorganisms. In addition,
periodic health checks should be conducted.

Only a limited and necessary number of employees are allowed
in clean rooms and sterile rooms when there is activity.
Examination and supervision should be carried out from the
outside as much as possible.

All employees, including those from maintenance, who work in
clean rooms or sterile rooms, should receive training in areas
related to the manufacture of sterile products, including hygiene
and basic microbiology.

Employees entering a clean room or sterile room should
change into special clothing including headwear and footwear.
These garments should not shed fibers or particles and should
be comfortable to wear and loose enough to prevent friction.
These garments should only be worn in the clean room or
sterile room for which they are intended.

In the sterile room, employees should wear sterile overalls or
pants that can be put together with the neck, tied at the wrists
and ankles. Head coverings should cover all hair and chin and
be tucked into the neck of the shirt. Foot coverings should
cover the entire foot. Sterile clothing should be worn every time
you enter a sterile room. Plastic or rubber gloves are to be worn
with the sterile garment, either overalls or trousers, which can
be attached to the neck and fastened at the wrists and ankles.
Head coverings should cover all hair and chin and be tucked
into the neck of the garment. Foot coverings should cover the
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8.7.9.3

8.7.94

8.7.9.5

8.7.10. Building.

8.7.10.1.

8.7.10.2.

8.7.10.3.

8.7.10.4.

8.7.10.5.

entire foot. Sterile clothing should be worn every time you enter
a sterile room. Plastic or rubber gloves should be shaped. The
ends of the sleeves are tucked into the gloves. The face
coverings used prevent contamination from the face and are
comfortable to wear. When leaving the sterile room, the face
cover should be taken off.

Ordinary clothing from outside should not be brought into the
changing rooms associated with clean rooms or sterile rooms.
Employees entering the changing room should wear standard
work clothes. Dressing and laundering should follow written
procedures.

Watches, jewelry and cosmetics should not be worn in clean
rooms and sterile rooms.

Clothing for the sterile room and sterile room should be
washed, ironed, sterilized and handled appropriately to avoid
contamination, and washing facilities should be separate.

Sterile products are processed in specially designed and
constructed production rooms, separate from other production
rooms. Space for each different type of work such as
preparation of starting materials and other components,
solution preparation, solution filling and sterilization should be
separate.

Processing rooms should be effectively supplied with positive
pressure air through filters that have the desired efficiency. This
airflow should realize positive pressure differences relative to
the surroundings and also between different rooms or activity
spaces. The final air filter should be installed directly or as close
as possible to the air inlet to the room. A warning system is
required for high-risk rooms where the air is in direct contact
with the product. Special care should be taken to ensure that
airflow does not spread particles from employees' bodies,
machinery (ampoule cutters, vial closures, etc.)and activities
that could spread particles into a space with a high risk to the
product.

Non-sterile products should not be with sterile products in the
same space and at the same time. If a sterile room is used for
the processing of non- sterile products, it should be
appropriately fumigated and air-filtered before being used for
the manufacture of sterile products and verified against sterile
room requirements.

Wall, floor and ceiling surfaces should be smooth, watertight
and not cracked to reduce the spread or accumulation of
particles and to allow repeated use of cleaning and pest-
repellent agents. Uncoated wood should not be used.

To reduce dust fertilization and facilitate cleaning, there should
be no hidden and difficult-to-clean parts. Protruding corners,
shelves, cabinets, equipment, inventory items and electric light
fixtures should be as few as possible. Angles between walls,
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8.7.10.6.

8.7.10.7.

8.7.10.8.

8.7.10.9.

8.7.10.10.

8.7.10.11.

8.7.10.12.

8.7.10.13.

8.7.10.14.

floors and ceilings in spaces

Sterile and clean rooms should be curved.

The ceiling should be properly sealed to prevent pollution from
the room above.

Pipes and ducts should be properly installed so that there are
no hidden parts that are difficult to clean. Pipes and ducts
should be embedded into the wall through which they pass.
Drains should be avoided in sterile rooms unless absolutely
necessary. If installed, they should be fitted with effective and
easily cleaned traps containing buffer air to prevent backflow.
All floor drains should be open, sufficiently shallow and easy to
clean and connected to external drains appropriately to prevent
possible microbial contamination.

Sinks in the clean room should be eliminated as much as
possible. All sinks installed in the clean room should be
stainless steel, non-overflowing and meet drinking water quality
standards.

Room temperature and humidity should be kept at a level that
does not cause employees to sweat excessively and does not
wet their work clothes.

Entry for personnel to the sterile and clean rooms can only be
through the changing rooms. Changing rooms should be
equipped with an air buffer chamber, effectively supplied with
filtered air at a positive pressure lower than that in the clean
room and sterile room. Changing rooms should be
appropriately designed and used to avoid microbial and
particulate contamination of protective clothing and allow
separation of the various stages of changing clothes and
washing limbs.

The changing room is for staff use only and should not be used
for traffic of materials, containers and equipment.

The intermediate space or air buffer space for the traffic of
materials, equipment and other items into the clean room and
sterile room is properly arranged so that only one door on one
side can be opened at a time. Push doors are avoided because
push teeth are difficult to clean. If such a door opening
mechanism is not possible, there should be an appropriate
procedure or system in place that allows the door to be opened
at any one time.

can prevent the outer door and inner door from being opened
simultaneously. The conveyor belt must not penetrate the
barrier wall of the sterile room. The conveyor belt ends at the
wall and further product transportation only passes through the
static surface. Special care is needed to avoid contamination of
the sterile room when goods are passed through an air buffer
space or an intermediate space.

Mechanical or electrical systems for oral communication to and
from the sterile room should be properly designed and installed
so that they can be easily cleaned and effectively disinfected.
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8.7.10.15.

Clean rooms and sterile rooms should not be used to carry out
sterility testing or other microbiological testing.

8.7.11. Cleanliness and hygiene.

8.7.11.1.

8.7.11.2.

8.7.11.3.

Clean rooms, sterile rooms and other related rooms should be
cleaned frequently and carefully according to a written program.
If cleaning is carried out using disinfectants, the type should be
exchanged in rotation to prevent resistance of microorganisms.
Disinfectants and detergents used should be monitored for
microbial contamination. Dilutions should be placed in
thoroughly washed containers and should not be stored unless
sterilized. Partially empty containers should not be refilled.
Clean rooms and sterile rooms should be frequently
microbiologically monitored by placing petri dishes, taking
surface samples, air samples or other appropriate means.
Records of monitoring results should be documented and
corrective actions taken as soon as deviations are observed.

8.7.12. Equipment.

8.7.12.1.

8.7.12.2.

8.7.12.3.

8.7.12.4.

Equipment should be designed and installed appropriately so
that it is easy to clean, disinfect or sterilize.

Electrical outlets and other equipment should be designed and
placed appropriately so that personnel performing maintenance
and repairs do not need to enter the clean room or sterile room
as far as possible.

The recording device should be carefully measured at the time
of installation and possibly checked at regular intervals.
Validation of the results of installation, periodic maintenance
and checks on the capability of critical equipment such as
sterilizers, air filter systems and distillers is essential. Validation
results should be documented.

8.7.13. Processing.

8.7.13.1.

8.7.13.2.

8.7.13.3.

8.7.13.4.

8.7.13.5.

Starting materials should not contain significant levels of
microorganisms or pyrogens. Particular attention should be
paid to starting materials used for large volumes of parenteral
preparations. Starting material specifications should include
requirements for monitoring the content of microorganisms, if
necessary with specific limits.

Measures should be taken to prevent contamination of products
by microorganisms at all stages of processing both before and
after sterilization.

To prevent the spread of particles and microorganisms,
activities in clean rooms and sterile rooms are limited as much
as possible, as is the movement of personnel.

Containers and materials that may release particles or fibers
should not be brought into the clean room or sterile room.
After final cleaning of containers and other components, they
should be handled appropriately to prevent re-contamination.
Final rinsing should be done with distilled water or water of
suitable quality.

178



8.7.13.6.

8.7.13.7.

8.7.13.8.

8.7.13.9.

8.7.13.10.

8.7.13.11.

8.7.13.12.

8.7.13.13.

8.7.13.14.

The time between washing and sterilization of equipment,
containers and other components should be as short as
possible.

The time between sterilization of equipment, containers and
other components and their use in the aseptic process should
be as short as possible.

The time between the start of solution preparation and
sterilization should be as short as possible with a certain time
limit found The volume of the homemade solution should be
made no larger than the filling capacity of a day and should be
filled into the final container and sterilized on the same day.
Residual solution whose filling and sterilization cannot be
completed on the same day should be specially stored.

Water sources, water treatment equipment and treatment water
should be monitored regularly.

for chemical and microbial contamination and if necessary for
pyrogens. Monitoring results and countermeasures taken
should be documented.

Water treatment plants should be properly designed,
constructed and maintained to ensure that the water produced
meets the specified drinking water quality requirements. Water
treatment, storage and distribution should be appropriate so
that the growth of microorganisms is prevented.

To prevent bacterial growth and the emergence of pyrogens,
distilled water that will be used for processing or sterilization
should not be left for more than 24 hours except under special
conditions such as by storing at temperatures above 650 c.
Where water and solutions are stored in hermetically sealed
containers, all safety valves should be protected with
hydrophobic bacterial screens.

Items that are used in the sterile room and require sterilization
should be sterilized and put through a two-door sterilizer unit or
other means that can provide the same results.

The effectiveness of aseptic procedures should be validated
when a new aseptic process is introduced and continued
periodically. Validation is also done when there are significant
changes in the process or equipment, or when personnel are
being trained.

8.7.14. Sterilization.

8.7.14 1.

8.7.14.2.

8.7.14.3.

Sterilization can be carried out by heat sterilization (by wet
heating and dry heating), by ethylene oxide gas, by filtration
recommended by aseptic filling into sterile final containers, or
by ionizing radiation. Each sterilization method has limitations
and is used for specific applications. Heat sterilization is the first
choice.

When biological indicators are used, strict safeguards should
be taken to prevent microbial contamination of the indicator.

A clear way to distinguish between products that have and have
not been sterilized is required. All containers for products or
other components should be clearly labeled with the name,
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batch number and an indication of whether they have been
sterilized or not.

8.7.15. Heat Sterilization.

8.7.15.1.

8.7.15.2.

All heat sterilization cycles shall be recorded on a time-
temperature chart or by other suitable means. Time-
temperature records should be part of the batch record.
Chemical and biological indicators may be used in addition to
but not in place of physical monitoring.

In the cooling period after reaching the highest temperature
phase, the possibility of contamination by non-sterile air
entering the autoclave or sterilizer during cooling should be
prevented.

8.7.16. Wet Heat Sterilization.

8.7.16.1.

8.7.16.2.

8.7.16.3.

8.7.16.4.

This method is suitable for aqueous solutions and wettable
materials. Other types of materials should be sterilized by other
methods.

Wet heat sterilization is achieved by using pressurized
saturated water vapor in a suitable container. In this situation
there is a definite relationship between temperature and water
vapor pressure, but the pressure is used only to achieve the
desired temperature and does not play a role in sterilization,
time, temperature and pressure are used to supervise and
monitor the sterilization process.

Sterilized items, other than aqueous products in hermetically
sealed containers, should be wrapped in a material that allows
the penetration of moisture, which under normal circumstances
will not cause back contamination by microorganisms after
sterilization.

Care should be taken that the water vapor used in sterilization
is of the right quality and does not contain additives in levels
that could contaminate the product or equipment.

8.7.17. Dry Heat Sterilization.

8.7.17.1.

8.7.17.2.

Dry heating is suitable for sterilization of equipment, non-
aqueous solutions and other materials that are resistant to the
desired sterilization temperature.

Heating should be carried out in a sterilization cabinet or other
equipment that can achieve sterilization conditions for the entire
load. The air delivery and air suction system of the sterilization
cabinet should be equipped with appropriate filters.

8.7.18. Filter Method Sterilization.

8.7.18.1.

8.7.18.2.

8.7.18.3.

Sterilization by filtration should not be used if heat sterilization
is still possible.

Solutions or liquids can be sterilized by filtration with a nominal
pore size of 0.22 microns or the same ability to withstand
microorganisms. The filter results are collected in a sterilized
container.

The integrity of the filter device should be checked by
appropriate methods such as the point-bubble pressure test or
the forward-flow pressure test carried out immediately before
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8.7.18.4.

8.7.18.5.

8.7.18.6.

and after use of the filter. The inspection results are recorded in
the batch record.

The filter must not have an adverse effect on the solution, such
as absorbing efficacious ingredients from the solution or
releasing substances into the solution.

Because filter sterilization carries a greater risk than other
sterilization methods, it is recommended to re- filter through a
sterile bacterial filter immediately before filling.

The lifetime of the sterile filter should be limited to ensure that
there is no growth of microorganisms in the filter.

8.7.19. Sterilization with Ethylene Oxide Gas.

8.7.19.1

8.7.19.2

8.7.19.3

8.7.19.4

The effectiveness of ethylene oxide gas as a sterilizing agent
depends on the concentration, temperature, humidity, duration
of contact with the material and the level of microbial
contamination. Where possible, other sterilization methods
should be used as an option to sterilization with ethylene oxide
gas.

The entire sterilization cycle should be monitored with
appropriate biological indicators placed throughout the load.
Monitoring results are recorded in the batch record.

After sterilization is complete, the material should be placed in a
well-ventilated room to remove residual ethylene oxide and its
reaction products. Steps should be taken to prevent back
contamination of the sterilized material. Records should be kept
to check that all biological indicators have been removed from
the product.

During the sterilization cycle, records shall be kept of the length
of time to complete one cycle, pressure, temperature, gas
concentration and humidity in the sterilization cavity. The
pressure, temperature and relative humidity during the cycle
should be monitored and recorded in a graph.

or by other appropriate means. This record forms part of the
batch record.

8.7.20. Sterilization by Radiation.

8.7.20.1.

8.7.20.2.

8.7.20.3.

8.7.20.4.

8.7.20.5.

Radiation sterilization is used primarily to sterilize heat-sensitive
materials and products. This method is only used when it has
been proven that there is no detrimental effect on the product.
The radiation used can be either gamma rays from radio
isotopes (e.g. cobalt-60)or high-energy electrons from an
electron accelerator.

The usual minimum sterilization dose is 2.5 mega rad.

During sterilization the radiation dose should be monitored. For
this purpose there should be a dose measurement procedure
that determines the amount or size of the dose received by the
product Biological indicators should be used only as an adjunct.
Monitoring results are recorded in the batch record.

Clear markings should be provided to distinguish between
irradiated and non-irradiated materials. The design of radiation
facilities and the use of radiation- sensitive plates can help
provide this assurance.
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8.7.21. Water.

8.7.21.1.

8.7.21.2.

8.7.21.3.

8.7.21.4.

8.7.21.5.

8.7.21.6.

The water used to make sterile products, including the storage
and distribution system, should be monitored according to the
specifications set for each activity.

Water for injection is made by distillation or other suitable
means.

Water for injection is stored and circulated continuously at a
temperature of at least 650 C. Water that is not stored and
circulated should only be used for no more than 24 hours.
Water for injection used in the formulation is considered and
applied as starting material.

A logging device should be used to monitor the storage
temperature.

Water for injection is stored in clean, sterile, non-reactive, non-
absorptive, non-additive containers and protected from
contamination.

8.7.22. Sterile Product Finishing.

8.7.221.1.

8.7.22.1.2.

8.7.22.1.3.

8.7.22.1.4.

8.7.22.1.5.

When detergents or similar materials are used in the final
container rinsing sequence, procedures should be in place to
ensure that no residue remains in the container. Final rinsing
distilled water or water that meets water quality standards
should be used.

Staff should not handle containers with bare hands. The final
washed, dried and sterilized containers should be used within
the specified time limit.

The final container of sterile product must be sealed in an
appropriate manner. Closure ability is checked by appropriate
procedures.

Containers filled with injection solution should be checked
individually for visible particles. If this is an eye examination, it
should be carried out with appropriate lighting and background.
Examiners should be given adequate rest periods during the
examination and receive regular eye examinations.

If the examination is performed electronically or photo-
electrically, the effectiveness of the device should be validated
and its sensitivity monitored.

8.7.23. Biological and Chemical Indicators.

8.7.23.1.

8.7.23.2.

8.7.23.3.

8.7.23.4.

Biological and chemical indicators cannot be used as evidence
that sterilization has been effective.

Monitoring using biological indicators is less reliable than
physical monitoring except for sterilization with ethylene oxide
gas.

Strict safety measures should be taken in handling biological
indicators, to prevent contamination of an otherwise
microbiologically clean room. Biological indicators should be
stored according to the manufacturer's specifications.
Chemical indicators for heat sterilization, ethylene oxide gas
and radiation sterilization are usually available in the form of
tapes, adhesive sheets, color dot cards, small tubes, small
bags or plastic dosimeters. These indicators will change color
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8.8. Packaging

8.8.1.

8.8.2.

8.8.3.

8.8.4.

8.8.5.

as a result of the chemical reactions that occur due to the
sterilization process. This color change may occur before the
sterilization time is completed. Therefore such indicators are
not sufficient as evidence of sterilization, except for plastic
dosimeters used in the radiation sterilization process.

The packaging activity functions to divide and package the processed products

into finished veterinary medicines. Packaging process should be carried out

under strict supervision to maintain the identity, integrity and quality of the

packaged goods.

For packaging activities, there should be a written procedure outlining the

receipt and identification of finished products and packaging materials, controls

to ensure that the correct finished products and packaging materials (printed or

unprinted)are used, in-process controls during packaging, reconciliation of

finished products and printed packaging materials, and final inspection of

packaging results. All packaging activities shall be carried out in accordance

with the instructions given and using the packaging materials listed in the Master

Packaging Procedure. Details of packaging operations should be recorded in the

batch packaging record.

Before packaging activities begin, checks should be made to ensure that the

equipment and workspace are clean and free of product and other product

residues or documents that are not required for the activities being carried out.

Every delivery of finished products and packaging materials shall be checked

and scrutinized for compliance with the Master Packaging Procedure or

packaging order.

Pre-marking on Packaging Materials.

8.8.5.1. Labels, cartons and other components that require pre-marking with
batch or lot numbers, expiry dates and information in accordance with
the packaging order shall be closely monitored at every step of the
process, from receipt from the warehouse until they become part of the
finished or destroyed veterinary drug.

8.8.5.2. Packaging materials that have been determined to be pre-marked
should be stored in tightly closed containers and placed in a separate
room where safety is guaranteed.

8.8.5.3. Pre-marking of packaging materials should be carried out in a room
separate from other packaging activities.

8.8.5.4. All packaging materials that have been pre-marked should be checked
before being moved into the packaging room.

8.8.6. Packaging Line Readiness.

Immediately before placing the packing material on the packing line a readiness
check of the packing line concerned shall be carried out by the designated
personnel, in accordance with the written procedure specified for:

(@) Ensure that all materials and packaged products originating from
previous packaging activities have been completely removed from that
packaging line and the surrounding space.

(b) Examine the cleanliness of the path and surrounding space.

(c) Ensure the cleanliness of the equipment to be used.

8.8.7. In-Process Packaging.
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8.8.7.1. Written procedures for in-process control should be followed. This
procedure should describe the method of sampling, the frequency of
sampling, the number of samples taken for inspection, the
specifications to be inspected and the acceptable limits for each
specification.

8.8.7.2. In-process supervision should also include the following general
procedures:

(a) Products to be packaged should be inspected at the time of
packaging;

(b) Packaged products should be checked during the packaging
process at regular intervals to ensure compliance with the
specifications stated in the Master packaging Procedure.

8.8.7.3. The results of tests and inspections in the process should be recorded
on the bacth packing record.
8.8.8. Packaging Implementation.

8.8.8.1

8.8.8.2.

8.8.8.3.

8.8.8.4.

8.8.8.5.

8.8.8.6.

8.8.8.7.

8.8.8.8.

8.8.8.9.

The occurrence of errors in packaging can be minimized in the
following ways:

(a) label usage;

(b) bacth coding directly on the label installation line;

(c) use of electronic code readers and label counters;

(d) labels and other printed matter are designed so that they have
distinctly different markings for different products;

(e) In addition to visual inspection during packaging, a separate
inspection should be carried out by the quality control
department during and after completion of packaging.

Products that are the same or nearly the same in shape and
appearance should not be packed on adjoining lines, unless there is
a physical separation.

On each packaging line, the name and batch number of the product
being packaged should be clearly visible.

Containers used to store freshly partially packaged or subbatches of
finished products or veterinary medicines shall be labeled or marked
as to indicates the identity, quantity, batch number and status of the
product.

Containers to be filled should be delivered to the packaging
department in a clean state.

All packaging personnel should be trained to appreciate the
importance of monitoring the process and reporting any irregularities
that may be noticed as they perform their duties.

The packaging room should be cleaned at certain times during the
working day and at any time of soiling. Cleaners should be trained
to avoid actions that may cause mixing or cross-contamination.

Any printed packaging materials found during cleaning should be
given to the supervisor, who will place them in a designated area for
reconciliation and destroy them at the end of the packaging process.
Finished and near-finished products found to be outside the
packaging line should be handed over to a supervisor and should
not be immediately returned to the packaging process. If the product
has been checked by a supervisor and found to have the same
identity as the batch being packaged and is in good condition, the
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supervisor may return it to the packaging process in progress. If the
identity is different then the item should be destroyed and the
quantity recorded.

8.8.8.10.Products that have been filled into the final container but have not

been labeled should be separated and marked to avoid mixing with
other products.

8.8.8.11. Packaging equipment whose parts are not in direct contact with the

finished product should be cleaned because it can be a place for
dust, debris of packaging materials or products to accumulate which
can then contaminate the product being packaged or become a
source of pollution.

8.8.8.12.Care should be taken to avoid the spread of dust during the

packaging process of dry products. Separate packing rooms are
required for certain products. For example, low-dose veterinary
drugs that pose a high risk. Toxic products and sensitizing
materials. Compressed air is not used for Clean the equipment in
the packaging room because it may cause cross-contamination.

8.8.8.13.The use of brushes as cleaning tools should be limited as they can

cause contamination from the bristles.

8.8.8.14.Personnel who need medicine for their illness that does not

endanger the product or others around them should be allowed to
leave the packing room to take their medicine. Under no
circumstances should medicine be brought into the packaging room.

8.8.8.15.Staff should be reminded not to put packaging materials or products

in their pockets. Such materials should be carried by hand or in
closed containers that are clearly marked.

8.8.8.16.Materials required for packaging such as lubricants, adhesives, inks,

cleaning fluids should be placed in a separate container within the
product container that is clearly marked with the contents.

8.8.9. Packaging Product Completion.

8.8.9.1.

8.8.9.2.

8.8.9.3.

8.8.9.4.

8.8.9.5.

8.8.9.6.

At the completion of packaging the packaged product should be
carefully checked to ensure that the veterinary medicine complies with
the requirements of the Master Packaging Process.

Only finished veterinary medicines from a single batch should be
placed on a pallet. If a carton is not full, the quantity inside should be
written on the carton.

After the adjustment process is completed. Excess packaging materials
and finished products to be disposed of should be properly monitored
so that only materials that are found to be qualified can be returned to
the warehouse for reuse. Such materials should be clearly marked.
Supervisors should oversee the counting and destruction of packaging
materials and finished products that cannot be returned to the
warehouse. All unused and marked packaging materials should be
destroyed. The amount destroyed is recorded on the batch packing
record.

Supervisors should calculate and record the net usage of all packaging
materials and finished products.

Any packaging deviations that cannot be explained or do not meet
specifications should be thoroughly investigated by consider other
batches or products that may be affected.

185



8.8.9.7. Once the reconciliation has been matched, the finished veterinary drug
should be kept in factory quarantine pending clearance by the quality
control department.

8.9. Selected products, leftover products and finished veterinary medicines returned from
the factory warehouse

8.9.1.

8.9.2.

8.9.3.

8.9.4.

8.9.5.

8.9.6.

8.9.7.

Intermediate products or ruined products can be reprocessed and recovered
provided that the materials are suitable for reprocessing under certain
authorized procedures, and the results still meet the specified specification
requirements.

Reprocessing procedures should be specifically authorized and documented,
after an assessment has concluded that the risk is negligible.

Leftover products and recovered products can only be added into the next batch
if they meet the specified specifications.

Procedures for handling leftover or recovered products and adding them to the
next batch should be specifically authorized and documented.

There should be a limit approved by part of quality control on the amount of
residual recovered product that can be added to the next batch.

Batches containing residual or recovered product are only considered eligible
after all batches from which the residual or recovered product originated have
been assessed and found to meet the prescribed specifications. Consideration
should also be given to the need for additional testing of all finished veterinary
medicines containing by-products.

Finished veterinary medicines that are returned from the factory warehouse, for
example because the label or outer packaging is soiled or damaged, can be
relabeled provided there is no risk to the product and the work is specifically
authorized and documented. When finished veterinary medicines are relabeled,
care must be taken to avoid confusion with other products or mislabeling.

8.10. Quarantine of Finished Veterinary Medicine Factory and Delivery to Finished
Veterinary Medicine Warehouse

8.10.1.

8.10.2.

8.10.3.

8.10.4.

8.10.5.

8.10.6.

The finished animal plant quarantine is the final point of control before the
finished animal medicine is transferred to the warehouse and ready for
distribution. Before finished veterinary medicines are transferred to the
warehouse, strict controls should be in place to ensure that a comprehensive
record of the batch meets the requirements.

Written procedures should include how finished veterinary medicines are
delivered to the quarantine room, how they are stored while in quarantine.
waiting for graduation, the requirements fulfilled to obtain graduation and how to
further transfer to the finished veterinary medicine warehouse.

While awaiting clearance by the quality control department, all packaged
batches or lots should be held in factory quarantine status.

No veterinary medicine may be taken from a batch, as long as the finished
veterinary medicine is still in the quarantine room, except for samples for the
quality control section.

The factory quarantine room is a room restricted to personnel who are strictly
required or authorized.

Any veterinary drug that requires special storage requirements should be clearly
labeled stating the required storage requirements, and the veterinary drug
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8.10.7.

8.10.8.

8.10.9.

should be stored in a suitable storage area within the quarantine room of the

plant under specified conditions.

The approval of finished veterinary drugs by the quality control department must

be preceded by satisfactory completion of the following:

a. The finished product meets the quality requirements in a processing and
packaging specification.

b. The quality control department sets aside and stores a sufficient amount of
the finished veterinary drug as a lagging sample.

c. The final packaging or marking meets the requirements, subject to the
inspection results of the quality control section.

d. Reconcile suitable printed packaging materials.

e. Finished veterinary drugs received at the factory quarantine room are in
accordance with the quantity stated on the goods transfer document.

After the quality control department approves a batch or lot, the finished

veterinary medicine should be transferred from the factory quarantine room to

the finished veterinary medicine warehouse.

When receiving the finished veterinary drugs, the warehouse staff should record

the entry of the batch in the finished veterinary drug inventory card.

8.11. Supervision of Finished Animal Medicine Distribution.

8.11.1.

8.11.2.

8.11.3.

8.11.4.

The distribution system should be designed appropriately to ensure that finished
veterinary medicines that arrive early are distributed first.

The system also includes a way of recording so that the distribution of each
batch can be known immediately to facilitate investigation and recall if
necessary.

Written procedures for the distribution of finished veterinary medicines should be
developed and implemented.

Deviations from the first principle of exit are only permitted for a short period of
time with the approval of the responsible leader.

8.12. Storage of Starting Materials, Intermediate Products. Ruined Products and Finished
Veterinary Medicines.

8.12.1.

8.12.2.

All materials should be stored in a neat and organized manner to prevent the

risk of mixing or contamination and to facilitate inspection and management.

8.12.1.1. All materials should be stored at a sufficient distance from other
materials and walls and not on the floor.

8.12.1.2. Materials should be stored under appropriate environmental
conditions, any special storage conditions required should be
provided in factory quarantine rooms and warehouses.

8.12.1.3. Storage outside the building is allowed for materials packed in
impermeable containers (e.g. metal drums) whose quality is not
affected by temperature, humidity and other factors.

8.12.1.4. Storage activities should be clearly separated from other activities.

8.12.1.5. All deliveries to the storage area including returns should be
properly recorded.

8.12.1.6. Each starting material, intermediate product, finished product and
veterinary drug stored should have an inventory card. The card
should be reconciled at all times and any irregularities noted with an
explanation.

Storage of raw materials and packaging materials.
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8.12.2.1.

8.12.2.2.

8.12.2.3.

8.12.2.4.

8.12.2.5.

8.12.2.6.

All raw materials and packaging materials delivered to the storage
room should be checked for identity, container condition and a pass
mark from the quality control department.

If the identity or condition of the container of a raw material or
packaging material is in doubt or does not match the identity or
condition requirements, the container should be sent to the factory
quarantine room. For further inspection by the quality control
department.

Rejected raw materials and packaging materials should not be
stored together with approved materials but stored in a special room
designated for rejected materials.

Printing-packaging materials should be kept in a specific storage
room and removed under strict supervision.

Certain inventories and approaching expiry dates of approved raw
materials and packaging materials that have been utilized in
advance.

Raw materials and packaging materials should be retested as to the
identity of their quality strength and purity when necessary, for
example after long storage or after exposure to hot air or other
influences that reduce their quality.

8.12.3. Storage of intermediate products, processed products and finished veterinary

drugs.
8.12.3.1.

8.12.3.2.

8.12.3.3.

8.12.3.4.

9. Quality Control

Intermediate products, processed products and finished veterinary
medicines should be kept in the quarantine room of the factory
pending inspection and decision by the quality control department.
Each delivery should be checked to ensure that the material
delivered complies with the delivery document.

Each container of intermediate products, finished products and
veterinary drugs delivered to the storage room should be checked
for identity and the condition of the container.

If the identity or condition of the container of an intermediate
product, processed product and finished veterinary drug is in doubt
or does not meet the identity or condition requirements, the
container should be quarantined for further inspection by the quality
control department.

Quality control is an essential part of good veterinary medicine manufacturing so that every
veterinary medicine made meets the quality requirements for its intended use. A sense of
engagement and responsibility of all elements in all stages of manufacturing is essential to
produce quality veterinary medicines from the time they are made to the distribution of
finished veterinary medicines. For this purpose, there should be a stand-alone quality control

department.

9.1. General Conditions

9.1.1. The quality control system should be designed appropriately to ensure that
each veterinary drug contains ingredients of the correct quality and in the
specified quantity and is made under the right conditions or following standard
procedures. So that the veterinary drug meets the established specifications
regarding physical identity, content, purity, potency and safety.
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9.1.2. Quality control covers all analytical functions performed in the laboratory
including sampling examination and testing of starting materials, intermediate
products, finished products and finished veterinary medicines. Quality control
also includes the stability test program of work environment monitoring,
validation, documentation of a batch, sample storage program and preparation
and storage in accordance with the applicable specifications of each material
and product including the test method.

9.1.3. The documentation system and the quality control procedures and approvals
should ensure that the necessary checks and tests are carried out
appropriately and that starting materials, intermediates and finished products
are not used and finished veterinary medicines are not distributed or sold until
the results of the quality checks and tests are judged to meet the
specifications. The system should also ensure the implementation of any other
matters that require approval from the quality control department.

9.1.4. The quality control section carries out the following main tasks:

a. Develop and refine supervision procedures.

Maintain detailed written instructions for each inspection and test.

Develop a written plan and procedure for sampling for examination.

Keeping the leftover samples for future reference.

Approve or reject each batch of starting materials, intermediate products,

processed products and finished veterinary drugs and other prescribed

matters.

f.  Examine records relating to the processing, packaging and testing of
finished veterinary drugs of the batch in question before approving for
distribution.

g. Evaluate the stability of all finished veterinary drugs on an ongoing basis,
starting materials if necessary, and prepare instructions on how to store
starting materials and finished veterinary drugs in the factory based on the
available stability data.

h. Establish expiration dates and time limits for the use of starting materials
and finished veterinary drugs based on their stability data and storage
conditions.

i. Evaluate and approve product reprocessing procedures.

j- Approve the supply of raw materials and packaging materials that are
known to be capable or reliable of supplying starting materials that meet
the established quality specification materials.

k. Take part or provide assistance in the implementation of the validation
program.

I.  Evaluate all complaints received or deficiencies found in a batch, and if
necessary cooperate with other departments to take necessary corrective
actions.

m. Provide secondary comparison books according to the specifications
contained in the test procedure.

n. Keep records of the examination and testing of all samples taken.

o. Evaluate returned veterinary drugs and determine whether they can be
used directly or reprocessed or destroyed.

p. Participate in the Internal Inspection program with other parts of the
company.

g. Provide recommendations for the manufacture of veterinary drugs by
other parties on a contract basis after an evaluation of the contractor

®oo0oT

189



concerned is considered capable of making veterinary drugs that meet the
established quality standards.

9.2. Testing laboratory
9.2.1. Building
9.2.1.1

9.21.2

9.2.1.3

9.2.14

9.21.5

9.2.1.6

9.21.7

9.2.2. Personnel
9.2.2.1.

9.2.2.2.

9.2.3. Equipment

9.2.3.1.

9.2.3.2.

9.2.3.3.

9.2.3.4.

9.2.3.5.

Testing laboratories should be properly designed, constructed and
equipped to accommodate and carry out the required activities.
Suitable and safe facilities should be provided for waste and
residual materials to be disposed of. Toxic and flammable materials
should be stored in a special and separate place.

The laboratory room should be separate from the production room.
Biology, microbiology and chemistry laboratories should be
separated from each other.

A separate room for the instrument may be required to protect
against electrical noise, vibration, excessive humidity and other
outside disturbances or where the instrument needs to be isolated
from other equipment.

The design of the laboratory should take into account the suitability
of the building materials used, outlets for harmful gases and fumes
and ventilation. Separate air control units should be installed for
each of the biology, microbiology and rodioisotope laboratories.

All pipes and equipment for the distribution of water, gas, air, steam
and so on should be clearly marked. In this regard, it is necessary to
pay attention to the availability of non-interchangeable pipe
connections or adapters for hazardous gases or liquids.

Every employee who is given the task of supervising or directly
performing laboratory work should have the appropriate education,
training or experience to enable them to carry out their duties
properly. The duties and responsibilities of each employee should
be clear, either in writing in their job description or in other
appropriate forms.

Each employee should wear protective clothing and safety
equipment such as respirators or masks, goggles and gloves as
required to perform their duties.

Testing laboratory equipment and instruments should be suitable for
the test procedure being performed.

Standard work procedures for all instruments and equipment should
be available and placed near the instrument or equipment
concerned.

Equipment and instruments should be serviced and tested at set
intervals and documented. Checks to ensure that instruments are in
good working order should be carried out daily or before each use.
The date on which the equipment has been tested and serviced and
the date of the next test and service shall be indicated on each
instrument or by other suitable means.

It should be clearly marked to indicate that the equipment is not
functioning properly or is being serviced so that it is not used.
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9.2.3.6.

Safety showers and eye washes should be available near the
workplace.

9.2.4. Reagents and Breeding Media

9.2.4.1.

9.2.4.2.

9.24.3.

Receipt and manufacture of reagents and culture media should be

recorded.

Reagents made in the laboratory should follow written
manufacturing procedures and be labeled accordingly.

The label includes the concentration, standardization factor, time

limit for use, date of re-standardization, storage conditions, along

with the date of manufacture and signature of the person who made

the reagent.

Both positive and negative controls should be used to ensure the

suitability of the culture medium used. The amount of inoculum in

the positive control should be adjusted to the desired growth

sensitivity.

9.2.5. Standard Comparison

9.2.5.1.

9.2.5.2.

9.2.5.3.

9.2.54.

9.2.5.5.

Benchmarks should be under the responsibility of a designated
person.

Official benchmarks are only used for the purposes described in the
relevant monograph.

Secondary standards of comparison or working standards of
comparison can be made and used after appropriate testing and
periodic and regular checks to correct deviations that occur and to
ensure the accuracy of the results.

All comparator standards should be stored and used appropriately
so that their quality does not deteriorate.

The label of the comparator should include the concentration, date
of manufacture, expiration date, date the container lid was first
opened and if necessary the storage conditions.

9.2.6. Specifications and Test Procedures

9.2.6.1.

9.2.6.2.

9.2.6.3.

9.2.6.4.

9.2.6.5.

Test procedures should be validated with respect to the facilities

and equipment available before they are used in routine testing.

Specifications and test procedures for each raw material,

intermediate product, processed product and finished veterinary

drug shall contain provisions and methods for examination and

testing regarding its identity, purity, content, potency and safety.

The test procedure shall contain:

a) the number of samples required for testing and those that should
be stored for future reference.

b) The amount of each reagent, aqueous solution, etc. required for
the test.

c) Equipment and instruments required for testing

d) Calculations and formulas used.

e) Target value and tolerance of each test.

The test procedure shall include the frequency of re-examination of

each raw material determined by considering its stability.

All tests conducted should follow the instructions contained in the

test procedure for the respective material or product. Test results,

especially those concerning calculations, should be checked by a

supervisor before the material or product is accepted or rejected.
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9.2.7. Testing Notes
Test records should include:
a) name and batch number of the sample.
b) Name of the officer who took the sample.
c) analysis method used.
) All analyzed data such as weight, burret reading, volume and dilution.
) calculations and formulas used.
f) requirements regarding allowable tolerances.
g) requirements whether it meets or does not meet the specification
requirements.

(h) date and signature of the officer conducting the test and the officer
checking the calculation.

(i) A statement on whether to pass or reject and advice on further action
signed and dated by the authorized officer.

(i) Name of supplier, quantity of initial material received.

(k) Total number and quantity of containers, intermediates, finished products
and finished veterinary drugs from the batch or lot of origin being
analyzed.

9.2.8. Leftover Sample
9.2.8.1. Residual samples with other identifiers representing each batch of
received efficacious starting materials shall be retained for a certain
period of time.

9.2.8.2. Clearly identified residual samples representing each batch of

finished veterinary medicines in full package form should be kept for
a certain period of time. These samples of finished veterinary
medicines should be stored under the same conditions as those
indicated on the etiquette.

9.2.8.3. The number of leftover samples should be at least twice the number

of samples required for a complete test.

DO Q

~

(
(
(
(
(
(
(

9.3. Validation

9.3.1 Quality control section validates

9.3.1.1. Level determination procedure
In the validation exercise, the level determination principle is
considered suitable for the procedure. Validation is intended to
determine the accuracy and precision of the determination and not
to determine the cause of the observed deviations. If the accuracy
and precision of the determination is not satisfactory, the procedure
needs to be reviewed, redesigned, improved or replaced.

9.3.1.2. Equipment:
Testing of equipment used in testing shall be carried out periodically
to ensure that that the equipment continues to provide precise
measurement and weighing results.

9.3.2 The quality control department shall provide necessary assistance or take part in
periodic validation by other departments, especially the production
department, to ensure that all veterinary medicinal products produced meet
the minimum requirements.

9.4. Supervision of Starting Materials, Intermediate Products, Ruined Products and Finished
Veterinary Medicines
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9.4.1. Specifications
Each specification should be approved in advance and kept by the quality
control department. Matters covered by the specifications for starting materials,
intermediates, finished products and finished veterinary medicines will be
described separately. Periodic amendments of each specification should be
made in accordance with the latest edition of the Indonesian Veterinary
Pharmacopoeia or other official regulations.

9.4.2. Sampling

9.4.21.

9.4.2.2.

9.4.2.3.

9.4.24.

9.4.25.

9.4.2.6.
9.4.3. Testing
9.4.3.1.

9.4.3.2.

9.4.3.3.

Samples should be representative of the batch of material taken.
Sampling shall be conducted in accordance with approved written
methods.

Sampling should be done properly so that there is no contamination
of or by other product ingredients.

Equipment used to collect samples should be cleaned and if
necessary sterilized, before and after use and stored separately from
other laboratory equipment.

Containers and equipment used for sampling should not affect the
quality of the veterinary drug substance or product from which the
sample is taken.

Each sample container should be labeled to indicate:

a) the product name of the sample taken;

b) batch or lot number;

c) amount packaging products that samples were taken;

d) signature of the officer who took it;

(e) sampling date.

Sampling should be carried out in accordance with established
procedures, the sampling procedures will be explained later.

(
(
(
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Raw Materials

Each raw material should be tested for physical specifications,

identity, purity, quality, strength and other specified requirements.

Packaging Materials

Packaging materials should meet the specified specifications,

especially in terms of the suitability of the type of material for the

product that is contained in the material. Critical physical defects and

the accuracy of material identity markings that may cast doubt on the

veracity and quality of the product should be checked.

Intermediates, Ruined Products and Finished Veterinary Medicines.

(a) To ensure batch uniformity and integrity, in- process control
should be carried out by taking representative samples of each
batch of intermediate products, finished products and finished
veterinary drugs for testing of identity, strength, purity and
potency. Approval from the quality control department is
absolutely necessary after the completion of critical production
steps or if the product has been stored for a long time before the
next production step is carried out.

(b) Rejected intermediate products, processed products and finished
veterinary medicines shall be marked and monitored with a
factory quarantine system designed to prevent their use in further
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production processes or for distribution unless they are deemed
to be reprocessable.
(c) Sterility Test

Sterility tests performed on finished veterinary drugs should be

considered as the last step in a series of control measures to

ensure sterility. Qualified test results do not guarantee the
sterility of the entire batch as it is possible that unsterile
containers were not selected during sampling.

In addition, the breeding method used has limited sensitivity. So

it does not always allow the growth of all microorganisms. Even

so, with the right sampling method and the use of appropriate
media, the results of the sterility test can be used as a guideline
for passing or rejecting a batch in carrying out the sterility test,
the following should be considered:

(1) Guidelines for the minimum number of sample packs to be
tested as well as the standard methods used for testing
different types of preparations for aerobic bacteria,
anaerobic bacteria and fungi, should be stated in the test
procedure.

(2) Samples of a batch should be taken at random, including
from the presumed coolest spot on the heat-sterilized load
and be from the initial and final fills of the batch aseptically.

(3) If the test results of a batch are found to be unqualified, the
cause of this failure should be traced and appropriate
corrections made.

(4) All sterility testing results should be documented.

(d) Pyrogen Test

1) In the manufacture of sterile veterinary drugs, consideration
should be given to testing raw materials, intermediate
products, finished products and finished veterinary drugs for
pyrogens.

2) Water for injection is checked for pyrogenicity, if it is labeled
"pyrogen-free” or if its volume is more than 10 ml in the final
package.

9.4.4. Environmental Monitoring
The work environment supervision carried out is as follows:

a. Regular monitoring of the chemical and microbiological quality of water
used in veterinary medicine processing, especially that leaving the
premises where it will be directly used. Sample sizes and testing
methods should be capable of detecting small concentrations of indicator
organisms (e.g. Pseudomonas).

b. Periodic microbiological monitoring of the production environment.

c. Periodic testing of the environment around the production room to detect
the presence of other animal drugs that will contaminate the product
being processed.

d. Monitoring of pollution in the surrounding air.

9.4.5. In-process Supervision
9.4.5.1. To ensure batch uniformity and integrity of finished veterinary
medicines, written procedures for the supervision and testing or
inspection of in-process products from each batch should be
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9.4.5.2.

9.45.3.

established and followed. Such control procedures are established to
monitor production results and validate production process
capabilities that may be the cause of non-uniformity of in-process
product properties.

In-process specifications should be consistent with finished veterinary
drug specifications. These specifications should be derived from
previously accepted process averages and where possible based on
estimates of process variability and where necessary established
using statistical methods.

In-process products shall be tested for identity, purity and
grade/potency at appropriate stages and declared qualified or
unqualified by the quality control department during the production
process.

9.4.6. Packaging Supervision

9.4.6.1.

9.4.6.2.

9.4.6.3.

The packaging line should be inspected by the quality control
department prior to the packaging activity.

During packaging, samples should be taken at the beginning, middle
and end of packaging.

The final packaged product should be kept in factory quarantine until
a declaration of minimum qualified results is issued by the quality
control department.

9.4.7. Retesting of Approved Veterinary Materials or Drugs

9.4.71.

9.4.7.2.

Appropriate storage time limits should be set for each starting
material, intermediate product, processed product and finished
veterinary medicinal product. After this time, the material or product
must be retested by the quality control department for identity, purity
and potency. Based on the results of the retest, the material or
product is either approved for use or rejected.

If a material is stored under improper conditions, it should be retested
and approved by the quality control department before use.

9.5. Production procedures and changes

The quality control department should participate in the development of the
Master Processing Procedure and Master Packaging Procedure for each
batch size of a product to ensure uniformity from batch to batch produced.
Any changes and adjustments to the Master Packaging must be approved by
the quality control department before use.

The quality control department should approve the procedures for cleaning
and sanitizing production equipment.

9.5.1.

9.5.2.

9.6. Review of Production Batch Records

All production and control records for each batch of finished veterinary
medicine should be scrutinized by the quality control department to determine
whether the batch meets all established procedures before being released for
distribution.

Each batch that deviates or fails to meet specifications shall be thoroughly
investigated by the quality control department. Investigations should be
continued into other batches of the same product and other products that
may be associated with the particular deviation or failure. A written report of
the investigation shall be made with conclusions and follow-up actions.

9.6.1.

9.6.2.
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9.7. Stability Check

9.7.1. A stability testing program should be designed to determine the stability
properties of the finished product to determine suitable storage conditions
and expiry dates.

9.7.2.  The stability testing program shall be adhered to and include:

a. The number of samples and testing schedule are based on statistical
criteria for each trait tested, to ensure correct stability estimates.
b. Storage conditions.

Specific and reliable test methods.

d. Testing in the same packaging as the marketed veterinary drug
packaging.

e. Infinished veterinary drugs for reconstruction, stability testing is
performed both before and after reconstruction.

9.7.3.  Stability checks should be carried out in the following cases:

a. New products (generally done on trial batches).

b. New packaging that differs from the established standard.

c. Changes in formula, processing method or source of raw materials.

d. Batches that have qualified by exception or batches that are
reprocessed.

9.7.4. Against sample left medicine animal so please make follow-up
observations.

o

9.8. Outside Laboratory

9.9.

9.8.1. Some or all aspects of quality testing may be performed by a laboratory
outside the factory for comparison.

The manufacturer should assess that the laboratory is capable of performing
the tests specified by the manufacturer.

9.8.2.  Although quality analysis and testing can be done by outside laboratories, the
responsibility for quality control remains with the manufacturer.

9.8.3. The nature and extent of the analysis performed should be agreed upon and
clearly defined in a contract.

9.8.4. Relevant detailed test methods should be provided to the outside laboratory.

9.8.5. Arrangements should be made for the storage of leftover samples and the
keeping of records of test results.

9.8.6. The external laboratory test report includes the name of the external
laboratory concerned, product name, date of analysis, batch number or lot
number, method of analysis, test results, signature of the officer responsible
for the analysis.

9.8.7.  Approval for graduation is at the discretion of the factory concerned.

Supplier Assessment

9.9.1.  The quality control department should be responsible for determining
suppliers who are capable and trustworthy in providing starting materials that
meet predetermined specifications.

9.9.2.  All candidates should be evaluated before an order is placed. Supplier
inspections should be conducted when the supplier's history, reputation or
assurances are deemed sufficient that inspection is not required.
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9.9.3. Inspections should be conducted jointly by representatives from quality
control, production and purchasing to determine which suppliers can be
trusted.

9.9.4. As prospective buyers, representatives of the quality control, production and
purchasing departments should assess the technical qualifications of the
supplier and try to determine its attitude toward quality.

9.9.5.  All suppliers should be evaluated regularly.

10. Internal Inspection
The purpose of internal inspections is to assess whether all aspects of production and
quality control comply with the CPOHB. The internal inspection program should be
designed to look for weaknesses in the implementation of the CPOHB and to establish
corrective actions. Internal inspections should be conducted on a regular basis.
Suggested corrective actions should be implemented. An inspection team capable of
objectively assessing the implementation of the CPOHB shall be appointed for internal
inspections. Procedures and records of internal inspections should be established.
10.1. Things to Inspect
In order to achieve a minimum and uniform standard of internal inspection, a
checklist should be compiled that is as comprehensive as possible. The checklist
should include questions about the following, among others:
a. Employees
Building including facilities for employees
Storage of ingredients and finished veterinary drugs
Equipment
Production
Quality control
Documentation
Building and equipment maintenance
10.2. Internal Inspection Team
The internal inspection team is appointed by the company and consists of at least 3
experts in different fields who are familiar with CPOHB. Members may come from
within the company or from outside the company. Each member of the team shall
be free to provide an assessment of the inspection results.
10.3. Implementation and Interval of Internal Inspection
Internal inspections can be carried out section by section according to the needs of
the plant concerned. Thorough internal inspections should be carried out at least
once a year.
10.4. Internal Inspection Report
Upon completion of the internal inspection, a report shall be prepared that includes:
a. Inspection-internal Result
b. Assessment and conclusion
c. Proposed corrective action
10.5. Internal inspection follow-up
Based on report internal inspection, leadership the company takes the necessary
corrective actions
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11. Handling of Observations, Complaints and Recalls of Veterinary Drugs in circulation
11.1. Recall of Finished Veterinary Medicine
A finished animal medicine recall can be in the form of a recall of a certain batch or
all finished animal medicines from all distribution links. Recalls are conducted if
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there are products that do not meet quality requirements or on the basis of
unaccounted for side effects that are detrimental to health. The recall of all finished
animal drugs is a follow- up to the cessation of manufacture of a particular type of
finished animal drug.

11.1.1. Finished Animal Medicine Recall Decision

11.1.1.1. Recalls may be made on the manufacturer's own initiative or the
instruction of the competent government.

11.1.1.2. The decision to recall a finished veterinary drug is the
responsibility of the person in charge of the factory and the
company management.

11.1.1.3. The decision to recall a finished veterinary drug may be to recall
one or more batches or all of the finished veterinary drug in
question.

11.1.1.4. The decision to recall a finished veterinary drug may also mean
the cessation of manufacture of the finished veterinary drug in
question.

11.1.2. Recall Implementation

11.1.2.1. Recall actions should be taken as soon as it is known that a
finished veterinary drug does not meet the requirements or has
unaccounted for side effects that endanger health, both animal
health and human health.

11.1.2.2. For finished veterinary medicines that pose a major risk to animal
and human health, in addition to the recall action, special
measures should be taken so that the veterinary medicine
concerned is embargoed from use. In this case, the recall should
also be carried out up to the level of veterinary drug users.

11.1.3.  The factory documentation system should be able to support the
implementation of recalls and embargoes effectively, quickly and
thoroughly.

11.1.4.  Appropriate finished veterinary drug recall guidelines and
procedures should be established so that recalls and embargoes
can be carried out quickly and effectively from all links of the
distribution chain.

11.1.5.  Records and reports should be kept on the implementation,
results of recalls and embargoes of finished veterinary
medicines.

11.2. Complaints and Reports
Complaints and reports may concern quality, residues, adverse side effects or other
veterinary medical issues. All complaints and reports shall be investigated and
evaluated and appropriate follow-up action taken.
11.2.1. Types of complaints and reports can be:
a. Quality complaints concern the physical, chemical and biological state
of the product or its packaging.
b. Complaints or reports of adverse side effects such as allergic reactions,
toxic reactions, fatal or near-fatal reactions and so on.
c. Other medical report complaints such as lack of efficacy or lack of
clinical response.

11.2.2. Complaints and Reports Handling.
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11.2.2.1. A written record should be made of all complaints and reports
received.

11.2.2.2. Complaints and reports should be handled by the relevant
department according to the type of complaint or report
received.

11.2.2.3. Each complaint should be thoroughly researched and evaluated
including:

(a) Review all incoming information about the complaint or
report.

(b) Check or test the samples received and, if necessary, also
check the samples left over from the batch in question.

(c) re-examining all pertinent data and documentation,
including batch records, distribution records, test result
records and so on.

11.2.3. Follow-up
11.2.3.1. Based on the results of the evaluation and investigation, follow-
up actions are carried out in the form of, among others:

(a) corrective actions required

(b) recall of batches of finished veterinary medicines or all
finished veterinary medicines concerned

(c) other appropriate follow-up

11.2.3.2. The results of the handling of complaints and reports including
the results of research evaluation and follow-up actions taken
shall be recorded and reported to the relevant section
submitted to the Minister of Agriculture in this case to the

Director General of Livestock.

12. Documentation

Veterinary drug manufacturing documentation is part of a management information
system that includes specifications; procedures, methods and instructions; records and
reports and other types of documentation required in the planning, implementation,
control and evaluation of all veterinary drug manufacturing activities.

Documentation is essential to ensure that each officer receives detailed and clear
instructions on the tasks to be performed, thereby minimizing the risk of misinterpretation
and errors that usually arise from relying solely on oral communication.

The documentation system should describe the complete history of each batch or lot of a
product to enable investigation and traceability of the batch or lot.

Documentation systems are also used in monitoring and controlling, for example,
environmental conditions, equipment and personnel.

12.1. General Conditions

12.1.1. Documents should be carefully designed and created so that they can be
used easily, correctly and effectively.

12.1.2. Documents should record activities in production, quality control,
equipment maintenance, warehousing, distribution and other specific
matters related to CPOHB.

12.1.3. Documents should include all important data, but not be excessive, and be
kept up to date. Any changes should be officially authorized. It should also
allow for periodic review and revision, if necessary.

12.1.4. A system should be in place to prevent the use of outdated documents.
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12.1.5. If an error occurs or is found on a document, it should be corrected in an
appropriate way so that the original writing or record is not completely lost
and the correction is written or included next to the original writing, then
initialed and signed.

12.1.6. If the document contains instructions, they should be written in a tone of
command organized in sequentially numbered steps. The instructions
should be clear, precise, without double meaning and in a language that
the user can understand.

12.1.7. Each document should be signed and authorized by the production
manager and quality control manager. The department or person receiving
the derivative document should be listed at least on the original document.

12.1.8. Documents should be made available to all relevant parties.

12.1.9. Documents and records relating to a batch as well as reference samples
of finished veterinary drugs and their starting materials shall be retained
by the company for the period specified by the Ministry of Agriculture.

12.2. Specifications
Specifications include raw materials, packaging materials, intermediate products,
processed products and finished veterinary drugs.
12.2.1. Raw Material Specifications
12.2.1.1. Raw material specifications should contain:

a. Product names and codes defined and used by the company.

b. The name and code provided by the supplier.

c. Reference the monograph or test method used for examination

and testing of the specification or pharmacopoeia used.

d. Frequency of retesting of stored materials, if necessary.

e. Specific types of testing required for the reassessment of
expired materials to determine possibility extension its
expiration date.

Conditions storage and other necessary security measures.
Age limit if required.
Name of the approved supplier.
Date the specification was put in order.
12.2. 1 .2. Speciation material raw materials can be separately or
included in the Master Production Document.
12.2.2. Packaging material specifications
12.2.2.1. Packaging material specifications shall include:
a. Product names and codes defined and used by the company.
b. The name and code provided by the supplier.
c. Providing betweentype material, thickness, dimensions color
strength, text.
d. Technical drawings when necessary.
Reference the monograph or test method used for inspection and
testing of the specification and pharmacophore used.
Frequency of re-inspection of stored materials.
Storage conditions and necessary safety measures.
Required age limit.
Name of the approved supplier.
Date of issuance of the specification.
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12.2.2.2. Packaging material specifications may be separate or included
in the master production document.
12.2.3. Specifications of intermediate products, processed products and finished
veterinary drugs
12.2.3.1. Specifications of intermediate products, processed products or
finished veterinary medicinal products, according to the
dosage form and manufacturing stage, should contain:
(a) name and the products that the company puts out.
(b) Dosage form and strength
(c) Feeding, chemical characteristics as well as microbiological
standards, if any.
(d) Reference the monograph or test method used for inspection and
testing of the specification or pharmacopoeia used.
(e) Physical properties, such as standard weight or filling volume
(including limit values), pH, viscosity, density, hardness,
firmness, disintegration time and in-vitro bioavailability, if
necessary.
(f) Specifications for finished veterinary medicines should also
include the type and specifications of packaging materials used.
) Age limit or expiration limit.
) Storage conditions and safety measures.
(i) Packaging and labeling specifications.
12.2.3.2. Intermediate product, finished product or finished veterinary
drug specifications may be separate or included in the Master
Production Document.

(9
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12.3. Documents In Production Documents in production consist of:

a. Master Production Document which is the basic production guideline for
each type of finished veterinary drug with a certain dosage form and
strength regardless of batch size.

b. The Master Production Procedure consists of a Master Packaging
Procedure which is a more detailed processing and packaging guideline
for each finished veterinary drug by dosage form, strength and batch size.
The Master Production Procedures have basically been validated.

c. Batch Production Records consisting of batch processing records and
batch packaging records are basically a continuation of the Master
Production Procedure which already contains data and information on the
implementation of production, processing and packaging. Sometimes the
Batch Production Procedure is included again in detail.

12.3.1. Master Production Document
12.3.1.1. The Master Production Document should contain the product
name, dosage form, strength, naming of constituents and
parts, names of inspectors involved, table of contents and
distribution list.
12.3.1.2. The contents of the Master Production Document should
include:
a. A general section containing the type of packaging or
alternative packaging, a statement on product stability,
safety measures during storage and other safety
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measures that need to be implemented during processing
and packaging.

b. Composition/formula for each unit dose or sample for the
size of one batch used.

c. a complete list of raw materials, both those that are fixed,

those that will not change and those that will undergo

changes in the process.

Raw material specifications.

complete list of packaging materials.

packaging material specifications.

outline processing and packaging procedures.

list of equipment that can be used for processing and

packaging.

in-process controls that must be implemented during

processing and packaging.

j. general product/expiration limits.

12.3.2. Parent Processing Procedure

12.3.2.1. This Master Processing Procedure should also include
procedures and instructions procedures and instructions
regarding processing, including in- process supervision to be
carried out by the production and processing departments.
Section supervision quality control, safety measures and
matters special matters that need to be considered during
processing and during storage of intermediate and finished
products. The Master Processing Procedure shall provide a
room for record data. Document This document should be
created, dated and signed by the production manager.
production manager and checked separately, dated and
signed by the quality control manager.

12.3.1.2. The Master Processing Procedure shall include the following:

(a) name and strength of the product and description of the
dosage form.

(b) A complete list of raw materials, with specific names
and codes to indicate specific quality characteristics
and/or reference monographs.

(c) A statement regarding the use of an excess amount of
raw materials that has been accounted for.

(d) The amount of leftover product that can be added in the
next batch, if needed.

(e) The number of batches of certain active and inactive
raw materials that may be used for each batch of
product.

(f) A statement of the theoretical weight or size obtained at
a particular processing stage.

(g) A statement of the theoretical results obtained including
the maximum and minimum percentage of actual results
to the theoretical results allowed.

(h) Processing location and equipment to be used.

12.3.3. Product Packaging Procedure

sa™o0o

202



12.3.3.1. Master Packaging Procedures shall contain complete and
detailed procedures and instructions on packaging including
supervision of the process.to be performed by the production
department and quality control department, safety measures
and special matters to be considered during packaging. The
master packaging procedure should provide space for
recording data. This document should be created, dated and
signed by the production manager and separately checked,
dated and signed by the quality control manager.

12.3.3.2. The Master Packaging Procedure shall include the following:

(a) name, dosage form and strength and description of the
finished product.

(b) A complete list of containers, lids and other packing
materials including a sample of labels and other markings
signed and dated by an officer authorized to approve
such markings.

(c) A statement of the theoretical results obtained including
the maximum and minimum percentage of actual results
to the theoretical results allowed.

(d) Procedures for reconciliation between finished products
and packaging materials issued.

(e) Packaging location and equipment to be used.

12.3.4. Batch Processing Notes
12.3.4.1. A Batch Processing Record shall be maintained for each
batch of veterinary drugs and shall include complete data on
the processing and supervision of the batch concerned. The
form for the Batch Processing Record is a reproduction of the

Parent Batch Processing Procedure which has been checked

for accuracy, dated and signed by the production manager.

12.3.4.2. Batch Processing Records shall show that each processing
step as listed in the Master Processing Procedure has been
completed and include:

(a) batch number.

(b) Start date and end date of processing.

(c) The identity of each major piece of equipment as well
as the identity of the path or location used.

(d) The actual weight or volume and batch number of each
raw material used during processing as well as the
signature of the person who weighed or measured and
initials of the officer who conducted the countercheck.

(e) Batch number and/or reference approval number and
quantity of recovered material used, if any.

(f) Records on the cleaning of equipment used.

(g) In-process monitoring results and laboratory testing
results.

(h) Real results as well as the percentage of theoretical
results at a certain processing stage.

(i) Sampling carried out in various stages of processing,
including the amount.
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The initials of the personnel who performed and directly
supervised or checked each processing step.

Details of the authorization of each deviation from the
Master Processing Procedure.

A dated and signed approval by authorized personnel
stating that all processing activities have been carried
out according to the Master Processing Procedure and
that process variations and yield variations are
adequately explained.

(m) Investigation of specific failures or deviations.
12.3.5.Batch Packaging Notes

12.3.5.1. A batch packing record shall be maintained for each batch of
veterinary drugs and shall include complete data on the
packing operations and supervision of the batch concerned.
The form for the Batch Packaging Record is a reproduction of
the Parent Packaging Procedure which has been checked for
accuracy and signed by the production manager.

12.3.5.2. On the Batch Processing record it should be addressed that
each packaging step as listed in the Master Packaging
Procedure has been provided and covered:

(a)
(b)
(c)

(d)

Batch number.

Start date and end date of packaging.

The identity of each major piece of equipment and the
path or location used.

The actual quantity and batch number of each
packaging material and finished product used and the
initials of the personnel who used them weighing or
counting and the signature of the officer conducting the
countercheck.

In-process surveillance results.

Records on the cleaning of equipment used.

Pre-use packaging line readiness check by authorized
personnel.

The real results as well as the percentage against the
theoretical results that the packaging turnaround time.
Complete samples of printed-packaging materials and
their inspection records including all printed-packaging
materials that have been assigned a marking code.
Sampling conducted during and after packaging
includes the number of samples.

The signature of the officer who implemented and
directly supervised or checked each step.

Results of reconciliation and implementation of
remaining unused packaging materials.

(m) Product inspection results and packaging residue.

(n)

Investigation of specific failures or deviations.

12.4. Documents in quality control.
Documents in quality control consist of:
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(a) procedures in quality control and testing methods, in addition, the most
important procedure in control is the sampling procedure for testing.

(b) Records and reports of test results, records of stability test results are usually
kept separately. Test result reports can be in the form of analyzed results.

12.4.1. Sampling procedure for testing
The sampling procedure for testing consists of a sampling pattern and method
that is authorized by affixing the signature of the compiler and the date and

includes the following:

(a)

12.4.4.1.

Sampling methods for testing including formulas or standards used.

Tools and containers used.

Packaging measures during sampling, such as the use of special

clothing by the person taking the sample.

The section authorized to take samples.

Sampling location.

Number of samples taken.

Sample distribution pattern if necessary.

12.4.2. Test method.
Test methods are detailed procedures for the examination and testing of
specifications of starting materials - intermediate products, finished
products and finished veterinary medicines. Test procedures should
include reagents required for analysis, identification and determination of
levels and calculation methods for obtaining analytical results.

12.4.3. Sampling notes.
Records should be kept of the sampling of samples to be used for testing
in accordance with the prescribed sampling procedures.

12.4.4. Test result records and reports

Records shall be made of the results of inspection and testing

of the specifications of starting materials, intermediates,
intermediate products, finished products and veterinary drugs,
in accordance with the test method, indicating the pass or
rejection along with the test and supervisor.

12.4.4.2. The test result record shall contain:

(@)
(b)

c)
d)

D
~

(
(
(
(
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the date of the test.

material identification, including product code if
applicable.

the name of the supplier for the starting material.
date of receipt.

batch number of the starting material.

number batch which provided by quality control
department.

the amount received.

sampling date and quantity.

reference to the test method performed with the date
and signature of the examiner and supervision.

a record of the results of the tests carried out with the
date and signature of the examiner and supervision.
a record of the results of the tests carried out with the
date and signature of the carrying out officer and
supervisor.
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() Approval or rejection from the quality control
department with the date and signature of the person in
charge.

(m) The certificate number issued for the decision to pass or
reject.

(n)  Cross-reference or comparison with previous
certificates, if necessary.

12.4.4.3. An analysis certificate is a form of record and report of test
results and should contain the following:
(@) name and address of the manufacturer or issuing
institution.
(b) Certificate number.
(c) Name of ingredients and name of dosage form and
strength of finished veterinary medicine.
(d) Batch number from the manufacturer.
(e) Testresults and standard limit values.
(f) Decisionson graduation or rejection are accompanied by
necessary explanations.
(g) Date and signature of the person conducting the analysis
and the quality control manager.
12.4.4.4. Notes on stability tests in addition to containing the items
mentioned in item 1.2.4.4.2 shall also contain the following
items:
(a) a complete description of the packaging materials used.
(b)  The period of the stability test.
(c) Storage conditions during the stability test such as
temperature and humidity of the finished veterinary drug.
(d) Test results after each specific storage period.
(e) Test results are compared with finished veterinary drug
specifications and preliminary test results.

12.5. Storage and Distribution Documentation.

Records should be kept of the distribution storage documents. The most important

distribution storage documents are inventory cards and distribution records.

12.5.1. Inventory card
An inventory card should be maintained that consists of a record of the
quantities received, issued and available for each starting material,
intermediate material, finished product and finished veterinary medicine.
12.5.1.1.The inventory card should contain :

(@) code number and the name of the material or product.
(b) date of receipt or delivery and inventory.

(c) amount supply or delivery and inventory.
(d) batch number.

(e) storage location.

(

f) status of the material, whether quarantined or passed or
not.
12.5.1.2. For each product group, such as packaging materials, auxiliary
materials, active ingredients; processed products or finished
veterinary drugs, an inventory card should be created using a
different color.
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12.5.1.3. Inventory cards should support the implementation of the first-

in-first-out principle. Deviations from this principle are only
permitted for short periods of time with the approval of the
authorized manager.

12.5.2. Finished Veterinary Medicine Distribution Record.

12.5.2.1. Distribution records are records relating to the distribution of

finished veterinary medicinal products from the factory.
Distribution records of finished veterinary medicines should be
properly established so that complete, actual and progressive
data on each batch of finished veterinary medicines can be
obtained immediately and easily followed and traced and
facilitate the implementation of effective and prompt recall
actions.

12.5.2.2. Distribution notes should contain:

(a) name and address of the recipient.

(b) number and date of the delivery order.

(c) date of submission.

(d) names of dosage forms and strengths of veterinary
drugs.

(e) batch number.

(f) expiration date, if any.

(g) terms storagespecial or

security measures may be required.

12.5.2.3. Inventories of finished veterinary drugs should be recorded in

inventory as mentioned in the item.

12.6. Documents in the Maintenance, Cleaning and Control of Rooms and Equipment.
The maintenance, cleaning and control documents for rooms and equipment are
mainly maintenance and cleaning procedures and records for equipment, rooms
and pest extermination and monitoring of particles and microorganisms.

12.6.1. Equipment Cleaning Maintenance Procedures and Records.

12.6.2.

12.6.3.

12.6.1.1. A maintenance and cleaning procedure should be developed

for each piece of equipment that includes the type of work to
be performed and a maintenance schedule. Maintenance and
cleaning operations should be recorded, including
replacement of parts or repairs.

12.6.1.2. A procedure should be developed for cleaning equipment used

in the production process that describes how to clean each
product change or batch change.The cleaning procedure
should include methods and equipment and cleaning
materials used. Cleaning operations should be recorded and
attached to the relevant batch records.

Procedures and Records for Room and Production Cleaning A cleaning
procedure should be developed for each production room that includes
the room to be cleaned, the method of cleaning the tools and materials
used, and the time and schedule for cleaning. Records should be kept of
cleaning operations.

Pest Extermination Procedures and Records

A pest extermination procedure should be established that includes the
extent and schedule of the extermination, the rooms to be covered, the
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methods, tools and materials to be used, the safety measures, and the
departments or persons involved in carrying out the pest extermination.
Pest extermination should be recorded.

12.6.4. Procedures and Records for Monitoring Particles and Microorganisms A
procedure for monitoring airborne particles and microorganisms in
specific rooms should be developed, covering the methods and rooms to
be monitored, specifications, including alert levels and action levels.
Monitoring results should be recorded.

12.7. Documents in handling complaints, reports and destruction of veterinary materials
and drugs.
12.7.1. Grievance procedures and records
12.7.1.1. A procedure for handling complaints and reports of adverse
reactions from finished veterinary medicines should be
established, including definitions of complaints and adverse
reactions, types of complaints and reports, handling and
evaluation.
12.7.1.2. A record should be made of each complaint and report
containing:
) product name and batch number

Y

(

(b) types of complaints and reports

(c) place of origin of the complaint or report
(d) sample of the product in question

(e) summary of the complaint or report

(f) investigation result

(

g) evaluation

(h) response and follow-up to complaints or reports

12.7.2. Procedures and handling of returned veterinary drugs Procedures for
handling returned veterinary medicines should be established, including
guidelines on finished veterinary medicines that can be salvaged,
reprocessed and destroyed. The handling of returned veterinary
medicines should be recorded.

12.7.3. Finished veterinary medicine return procedures and records
12.7.3.1. Procedures should be established to recall a batch or lot or all

finished veterinary medicines from circulation.
12.7.3.2. Records of recall actions should be made, including:
(a) product name, batch number and batch size.

(b) Date started and completion recall

(c) Reason for withdrawal.

(d) The remaining amount and the amount that has been

distributed from the batch or to the product in question

as of the initial date of the recall.

Number of returned products.

Place of origin of the returned product

Evaluation.

) Follow-up.

Recall handling reports including reports to the
government, if required.

12.7.4. Procedures and Records for Destruction of Rejected Materials and

Products.
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12.7.4.1.  Procedures should be established for the destruction of
rejected materials or products that include precautions,
environmental pollution and the possibility of the product
falling into the hands of unauthorized persons.
12.7.4.2.  Arecord should be made of the destruction of rejected
materials or products containing, among other things:
(a) material name, batch number and quantity of the
material or product.
(b) origin of the material or product.
(c) Destruction method
(d) Name of the officer who carried out and who witnessed
the destruction
(e) Date of destruction

12.8. Documents for Specialized Equipment
Important documents for special equipment are work procedures as well as lighting
procedures and records for special equipment.
12.8.1 Work procedures for specialized equipment
Work procedures should be established for each specific piece of
equipment to avoid errors that could affect the quality of a batch or that
could damage the equipment. Work procedures are generally based on
the equipment manual.
12.8.2. Specialized Equipment Lighting Procedures and Records.
A testing procedure should be developed for each specific piece of
equipment to ensure that it gives the correct weighing or measuring
results. The test procedure should include the schedule, reference
standards, reagents and equipment required, the test method used for
implementation and the test results should be recorded.

12.9. Procedures and Records on Internal Inspection
12.9.1. Procedures for internal inspections should be developed, including
checklists and internal inspection forms, team composition, and internal
inspection schedules.
12.9.2. Arecord should be made of the implementation and results of the self-
inspection that includes evaluation, conclusions and necessary follow-

up.

12.10. Guidelines and Notes on CPOHB Training for Employees
12.10.1. CPOHB training guidelines should be developed for employees in
accordance with their respective fields of work.
12.10.2. A record of the implementation and results of the CPOHB should be
kept which includes:
(a) training date.
(b) Name of the employee who participated in the training.
(c) Name of the instructor, department or institution providing the
training.
(d) Training materials and tools used.
(e) Demonstration performed, if any.
(f) Evaluation of trainees.
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