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1. BEYHEERZOESLEE - 78 - BiRES

1. 1 EEFOER

Drug Act B.E. 2510 (1967) @ section 4 12 X % &, BIWHEZEGEL X 4 DEFHESITATICHH X

nas,

1) KEMEALZEFHCI>TRDLNZDD

2) ANHECEPI O[S HEE OB, AR, B Bl X Pz MR I NS o

3) BEFEASTER AR OPERTH B D D

4) ANXZEOBRICE T 2 HE, #iE, IKEICEER* 525 AN LED O

fHL, UFDA) . B) . O @FEiEo1) ., 2) . 4) ci3&EIhnihn,

A) KESEML 72 EENZTETCOMAZHNE L2d D

B) AHDfS. A& = i, ERER. IR, XIZERCERITAICHV 28R L 02 0
e LT3 2AMELEZDD

C) BIFEEBECTOMIE. T IZABRICEREH L 2AwEEOMIECliT 2 L 2HINE L
72H D

1. 2 EEmong
BYREES 224 0EERKE, HEREZES (modern drug) | MU [MEHEEZE
(traditional/herbal drug) | IZ4 24 %,
- LGEREES ] iz, aREEIKCEEOEELCEHYORAOBEICHEH I Lz HIN
ELEELEERT 5,
- MEMmESES | Lk, EHREXZEY ORI T2 L 2 HIW & L ZBEH& T,
KEZBH L 72 cMEEROER T ICHEI N T2 S0, [BHRESREMSE L CREEHL
EHE, 32 W PMeERMBOD DL L THEHRIN TV IEENLEEKT 5,

¥R RESESD [t EZRN (chemicaldrug) | & [4EWEEA] (biological drug) | XKD
Lo ICEHE N5,

" Drugs Act B.E. 2510 (1967), FDA ® % 4 7% 4 F X 0 (20214 8 H 9 (%) |
https://www.fda.moph.go.th/sites/drug/LawDrug/drug2510-krisdika-v2020.pdf

2 Bureau of Drug Control, FDA® v = 7% 4 +F X b (2021 4£ 11 A 10 HEH%)
https://www.fda.moph.go.th/sites/fda_en/SitePages/Drug.aspx?IDitem=Introduction

3 wmemsinsanvgdsus i unuiagiuidudrvadunsidoudsueniaaignesidansafing (eCTD), MOPH o ¥
= 7% 4 kY (202148 A 15 HREE)

https://bit.ly/3Fz]JvTm_ectd_fda_moph_division_of_innovative_health_products_and_services
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- LRI,

(LSS IR AR IR S R O R E RS 2 A D,

- BREEFRS L, 24 FTECHICERINTHE 0L &0, EEYE A 2 &l
FORRINT7 7 v FHOBERELS (ZHAEES) LtR—0bol LTOlbNEE
oD L EEKT S,

- FRFEEIREMEIZ, 24 FETHICERINTOLBEEGNZLE, 24 EECTEHRINT
WA OESRG L IZEL B b i E&”ﬁ%é\%f@%a@l: D &R EKRT B,

- AR LA
EYEREF L X, B TROEY» LEA SN, T oM. sh)i. MEEMEEN 7213
HALZ IO CE R WERLAER TS, o X)) RERMT. MEYE 2 3EZEMED
BfRIC X RS, v by B, PR (Tv s y) 2EaT AR>S o E = x
A% b b, A Z DNA Ik rDNA Hifff, ~A4 7V ¥ —~ik, BT 2 38ics T 28ED D
BEOE, M OIS o ofli . B ERICER S WfERIcEo w2z oo 7k %
HwTwa,

1. 3 EEROMEART
2 A4 EEIC B W CEE S Z FICHH3 2 o 3R IE#E (Mlmstry of Public Health) T®» Y., Zo®
A T ICfZE $ % Food and Drug Administration (FDA) . I FDA NICERE X N 5305
(Bureau of Drug) 2 FEEMHMEE L 225, 2oz, @J%fﬁ EHEICH - > Tix, EERE
A4 (Ministry of Agriculture and Cooperative) X U8 % @O 4x F @ Department of Livestock
Development (DLD) 23B85-3 %,

1. 3. 1 Foodand Drug Administration (FDA)

2 A FEOEZE % FICHH3 2% Food and Drug Administration (FDA) %, fR{HE T O ARE
EY—e 2P K= FNICEDST O Tw Y, 2 AENTAFTE 2 &dh, [EEM, RT3
OERES. EREEYE. R, AEVEZEEL, zhoocett, WEH. GOtz iER ST
b-oic, B, FUE, LG &R, BE. EEL w55,

* Organization Structure of Thai FDA, FDA ® 7 = 7% 4 b X b (2021 4£ 8 A 18 HHE),
https://www.fda.moph.go.th/sites/FDA_EN/SitePages/Organization.aspx

5 The Roles and Responsibilities of Thai FDA, FDA ® v = 7% 4 + X b (2021 4£ 8 A 18 HFHE) ,
https://www.fda.moph.go.th/sites/FDA_EN/SitePages/Roles.aspx
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(Ministry of Public Health)

ERY—EXRR ARBEY—EZXYR— | DREERRE

(Cluster of Medical (Cluster of Public Health (Cluster of Public Health

Services Development) Services Support) Development)

® Dept. of Medical ® Dept. of Medical ® Dept. of Disease
Services Science Control
® Dept. of Mental Health ® Dept. of Health ® Dept. of Health
® Dept. of Thai Services Support
Traditional and ® Thai Food and Drug
Alternative Medicine Administration (FDA)

Development

FDA OAfLiED

FDA o##1X, TLo 5 2IcHHI 50,

) Fv-~—r74vrEH
Bl AT ICAT 210, B, WHhoME, RPLE0EESEEN2, wTho
&b, BT 2 RG0S A ko Twv B,

2) RRAb - ~—FTT4vIEH
FUEFME LS O ME 2 FE L, LUATICHGE S Wz BIGih R - HH~ o HEMLZ HERF L T»
5L DEREFEMT 5,

3) WEEOREDEDOEH T T L
B2 S OaERICBE T 2198 T — 2 ST — 2 2 IR, 2K, M. & L. HE
Ho"BMEHIC X3 AERwECTHERMR LRI T2 L2 HIWE LTWw3, APRMC
(Adverse Product Reaction Monitoring Center) % IPCS (International Program on Chemical
Safety) 2 8 DEM Y 2 —% b b, EHIZENILO MR & 2T T 2,

4) HEEHE
HEHNEYICH LA BRI LR TE L LI, FOCIFEARTEREMLEY, TL Y., FU4.
AV =39 VEDRARTF ¥+ A NVTITI,

5) Hedfischz & AE & ot

% The Roles and Responsibilities of Thai FDA, FDA ® v = 7% 4 + X b (2021 4£8 A 18 HFHE) ,
https://www.fda.moph.go.th/sites/FDA_EN/SitePages/Roles.aspx
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FDA 1. Eﬁﬂﬁﬁaﬁm%%gb I F—RV -7 ay TEEMT B3, EWND
I F—PEEICHBEDIGEL T35, GMP (Good Manufacturing Practice) 7’0 277 L%,
ﬁ%%iﬂAﬁ&%ﬁbfﬁ%é&tﬂ$%kﬁéo

FDAﬁ\1)7&-7—7?4V7mﬁmﬁ5lim‘GMP@E%AU?4%VXME%E%
L. EREAoRLE, WA, FE 7. AR TR TEFRIGEGL TV 2 2EHT 5,
X bz FDA %, Department of Livestock Development (DLD) MU' Department of Fisheries
(DOF) oB#EE I, BPABEERORA L « v =7 7 4 v 7B S 2 A lsF & ¢ 5 1
Rx52 T3

¥ 7= FDA @Hﬂc,\\ PRI K O R A A (Ministry of Agriculture and Cooperative) O35
ETRO O NTME L, FEYoRE, A, e, NRERERPEDON S i EREL, bV 7
NI L TN EIT) 2B TE D,

<FDAT O E#ES> R o s s i
* EERFHER : f%ﬁ%'é ; <ERLRILOEES>
o EoTEL ( / of Public Health ® EREESHETNS

l :
i :
e LERATES ® EREX/RLTFES i
| o FREEEEEES o ERCLEYEAEEES :
1o EFEHEEES Food and Drug Administration B S e i i e i e z
: o EFERFEES (FDA)
\ O EREHHEILBHLEGEEES ' '

EmR
(Bureau of Drug)

FDA A D8 RE

" Veterinary Medicinal Product Control in Thailand, Sasi Jaroenpoj, AFVC (Animal Feed and Veterinary Product Control) ® %7 = 7
HA4 &Y (202148 H 12 HEIE) , https://afvc.dld.go.th/webnew/images/stories/Document/vichakan/24-3-64/0007.pdf

8 Organization Structure of Thai FDA, FDA ® v = 7% 4 F X 9 (2021 48 A 18 HHE) ,
https://www.fda.moph.go.th/sites/FDA_EN/SitePages/Organization.aspx
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1. 3. 2 ¥E&F (Bureau of Drug)

FDA Tk o=, 4 B OoEMKCBGRE L 213 L a0 o, Lk
k. KL ESER. Wb, EREEMARI V-7 WEE V-7 B R G T fih o BE R S BUY
FEOMRRE BEIGEEE L A0, fim A EITL TWw B,

# 5 E (Bureau of Drug) D EZREHIZLLT DD 10,

- EESEEROFA]

- BRICKER - IRGERF R 245 T\ B 8L O 28 B — T8 B D KGR e OV AR
- TG OBEREMER

- EENAEOFEE K VER

- EES O GMP EAPIRIL OB & OB

- RIS O REAER D & GE K O A

- AT D BUKHEHL D B AR

- WA - BRFEDFFA] & B

- WHO 7+ —~ v [ O HERESEEHE O 51T
- ERERMBEROKE & Fi

- PR R 0 K E

EREESIM

3K i Jra B AR AR

1. 3. 3 %#H#&ES (Committees)
HERICEL Y, —EOHEBRHEICOWTE, REFERKEICK > TEMm S N2E 0O HEMR TR
BMENZBFERETHREIND ZLITR->T 53, RESREIZ., 2FBIEMIN, EENDOE

® Medicines Regulation Division Introduction, MOPH ® v = 7% 4 + X v (2021 4 8 A 20 HE) ,
https://www.fda.moph.go.th/sites/drug/SitePages/%E0%B8%9IB%E0%B8%A3%E0%B8%B0%E0%B8%A7%E0%B8%B1%E0%B
8%95%E0%B8%B4%E0%B9%81%E0%B8%A5%E0%B8%B0%E0%B8%84%E0%B8%A7%E0%B8%B2%E0%B8%A1%E0%B9
%80%E0%B8%9IB%E0%B9%87%E0%B8%99%E0%B8%A1%E0%B8%B2.aspx

10 Roles and Responsibilities, Bureau of Drug Control, FDA ® v = 7% 4 b X b (2021 48 A 20 HEE) ,
https://www.fda.moph.go.th/sites/FDA_EN/SitePages/Drug.aspx?IDitem=RoleAndResponsibilities

1 Bureau of Drug Control, FDA ® 7 = 744 b X b (202148 A 22 HRHE) ,
https://www.fda.moph.go.th/sites/fda_en/SitePages/Drug.aspx?IDitem=Structure
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PR, BRHEMLAR. FEME. A N T A v oKEIIHRIEL, BE, EA. FoE. BRI A & v ADFEIEXR
e 21T 5 R 2 3 512,

WIE FDA o e p i, [EEHE (Drug) | . T&& (Food) | . [MEkEs: (Cosmetic) | .
[RIEE PR (Narcotics Control) | . [FIkEf#Z3E (Psychotropic Substances) | . [[EE e
(Medical Devices) | RUMBAIT A b0 I N=REBS EA T [HFETEWEELRIP L5
(Prevention of Abuse of Volatile Substance) | (TLZEE K OREY) kO [HEYE (Hazardous

Substance) | (fRIEE. LA, R¥EH) D8 OOFRAIVREINT WD,

F-MREEET cCoOERL LT, [EREZFEFHBEK®FEHXS (Natonal Drug Policy
Committee) | . [EFREBMLLFAS (National Food Safety Committee) | . [EFIFYEH
R EE (Natlonal Coordlnatlng Committee on Chemicals management) | @ 3 DAFKE X LT
%, ERFEERS L Bhh, EEN, kMo Re T a T AR OCVEBRE ORI - RiED -0

Eﬁ(%%’ﬁﬁ%#\ﬁﬁ\ ﬂﬁa&k%‘é EDLFEEE ZHY LT 513,

EHEMFRRICIT, M ADOEEREZEVHEL CTEY., 2095 b 5 HITHHEREERAD Qlﬁi Iz
WCTHEMINMEREOZETH Y. Z OffIFHY - E%@ﬁﬁﬁﬁaﬁ INTW3, Fik
X, FBEAZHIET 2720 D 19 D/NFi#HS (subcommittee) HHEI N T3

1) GBHEIRS RO — 738 OEFE - AKRICB T 2 /N #2 (Subcommittee on review and

approval for registration of traditional and herbal medicines)

2) ANFLEREZRES B3k oFREs - B89 % /N84 (Subcommittee on review and
approval for registration of modern medicines (new drugs) for human use)
3) ANAHEREHES (REEES) OFRELS - B3 %5 /NS (Subcommittee on

review and approval for registration of modern medicines (generic drugs) for human use)

4)  NFEEREFES CEVENEE) oBREE - KRBT 2/ F#H2 (Subcommittee on
review and approval for registration of modern medicines (biological products) for human use)

5 EhHLERRIEE S O B HRER - KRICE T 2 /N Ei#E S (Subcommittee on review and
approval for registration of modern medicines for veterinary use)

6) ANHEFRERMOBFFTMICE T 2 /N4 (Subcommittee on the re-evaluation of
registered medicines for human use)

7)  BEIESFHOREWERICE T 2 /0% #S (Subcommittee on surveillance of the safety of

drug utilization)
8) [EHEMAEDOEFL - KRBT 2/ E#S (Subcommittee on review and approval of drug

advertisements)

12 Bureau of Drug Control, FDA ® v = 7% 4 + XY (2021 4 8 A 22 HEI%E)
https://www.fda.moph.go.th/sites/FDA_EN/SitePages/Drug.aspx?IDitem=LawsAndRegulations
3 The Roles and Responsibilities of Thai FDA, FDA v = 7% 4 F X9 (202148 H 18 HHHE) ,
https://www.fda.moph.go.th/sites/fda_en/SitePages/Roles.aspx



1.
B RSB NICHIE DT 55 DLD Ii, FDA OEESA Vv A A—ThdH Y. 1) AR D

9) GMP ZRHIEHOGIEICH T 2 /NFik%e (Subcommittee on the establishment of good
manufacturing practices (GMP) requirements)

10) EERFHER D 72 0 o R §h o 8liE F 72 13l A 0 KGRI 2 /N ik 4 (Subcommittee on
approval of manufacturing or importing medicines for clinical studies)

1D AYFEEERBROERBHOREICH T 2 /h%F# S (Subcommittee on the
establishment of requirements for bioequivalence studies)

12) KA GCP &I 3 2 /N &Ei#E S (Subcommittee on GCP inspection of clinical
studies)

13) B ESE S ER - B OMERRD -0 DH A ¥ 74 v HE/NF#S (Subcommittee
on the establishment of guidelines on problem-solving of pharmaceutical raw materials and
products for veterinary use)

14) PRI S O GBI - AT R OE RIS ~ 0B A B ICBE 3 5 /NVE a2 (Subcommittee
on evaluation and approval of pharmaceutical quality and testing for compliance with quality
standards)

15) BLESE, A, Wl EREMBETEOF A ICB T 2/ E#2 (Subcommittee on
licensing approval of manufacturers, importers, distributors, and drugstores)

16) FiE OEICE 3 2/ #E e (Subcommittees on specific assignments)

a BV FHA OBE LR - #HEICBH T 2 /0% HE S (Subcommittee on policy
development and promotion of biological products)

b. AV FHHF O EREFEHOKREICEH T 5 /N& B4 (Subcommittee on the
establishment of requirements for biological products)

cHREDH MO ERICE T 2 REEEHRIEWNEO RIRICHEHT 2/ hNEHEE

(Subcommittee on the exemption of certificates of free sale in the registration of

certain products )

d. i E v ' v BE O &KL ICE 3 5 %4 (Subcommittee on approval for

registration of growth hormone products)

3. 4 Department of Livestock Development (DLD)

#h&, 2) BECoER. vy, ERHEROfEMH. 3) BYHERS /72 F v DRA o=
— T T4V IHE. 4) BWAEMTFNEFIOR A - ~v—F T 4 v 7ER (FDA 200 DEERH
S 7256 BHYE L w3, BIPAERGOBERICH 2 o Tk, DLD A& T ofikl - B &5 E
# (Animal Feed and Veterinary Products Control Division ,/AFVC) | HEVNEE RN OENY)

FH =355 (Veterinary drug assay division in Bureau of Quality Control of Livestock Products) .
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L TR A ESREEH LN (National Institute of Animal Health) D@14 494 ke EB
(Veterinary biologic assay division) 23, FDA &1L T 314,

1. 4 EE/OBEEES

2 4 FENC BT 5 EEGBEEOEHIZILIICHE % 23, Pitaknitinun®O#fic X 3 &, OEZHEMNE
BUCBE T 2 ik, QEBEEE R Y — v R BT 2568, OHEHREICET 25, @i ic
B 25, @20t 5250024 T2 R TE S, Zodhc, BYHEIRS ICEES
ZiEA T, OERMEHICET 2 BRI 23EE (DrugAct) & 7425,

1) BEESERICBEST 2 EHE - Drug Act (B.E. 2510)

- Narcotic Act (B.E. 2522)

- Psychotropic Substance Act (B.E. 2559)
- Herbal Product Act (B.E. 2562)

2) EHEREEEMNTY—E R - Healing Arts Practices Act (B.E. 2542)
EHEICEH T 5k - Medical Facilities Act (B.E. 2541)
- Primary Healthcare System Act (B.E. 2562)
3) HEBEHERECET 2k - Consumer Protection Act (B.E. 2522)

- Consumer Case Procedure Act (B.E. 2551)

- Liability for Damages arising from Unsafe Product Act (B.E.
2551)

- Manifesto of Patient Rights and Guideline for Receiver of
Healthcare Service (B.E. 2558)

4) JERGICBET 5 ik - Patent Act (B.E. 2522)

- Trade Secrets Act (B.E. 2545)

- Trade Competition Act (B.E. 2542)

- Protection and Promotion of Knowledge on Thai Traditional
Medicine Act (B.E. 2542)

- Plant Variety Protection Act (B.E. 2542)

5) % ofth

14 Veterinary Medicinal Product Control in Thailand, Sasi jaroenpoj, AFVC (Animal Feed and Veterinary Product Control) ® 7 =
THA P Xb (202148 A 12 HBE) |, https://afvc.dld.go.th/webnew/images/stories/Document/vichakan/24-3-64/0007.pdf
15 Thailand’s Legal Framework Concerning Drugs, Kitti Pitaknitinun (2020), Journal of Health Science, S17,
https://thaidj.org/index.php/JHS/issue/view/721
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1. 4. 1 3HEPEBE. 2510 (1967) K UWESEHIR

FREIT 1967 FicHlE I N, BHESAMTHL LI NTw5, LaL, HlER»H—HDIEIHE
AT O BRECERMOEY) - EEOIKFICLY ., BRICAZIZVWARLRoTWE, ZD7
O, EELER T oL X, BIRRE T w2 BRHEORENSESR 25 (1975 4F) | H 35
(1979 %) | %45 (1984 4F) . HB555 (1987 ) itbn, HEDHKEHTIL 20194F4 H 16 HiC
FeR I Nt TEEFRSCERHIRGE 6 5 B.E. 2562 (2019) | T» 3, ULORHMIE. T FDA ©
7 x 7% A b CHER D ATRE,
https://www.fda.moph.go.th/sites/drug/LawDrug/drug2510-krisdika-v2020.pdf

(1) EHKicEo BELHH

LT, 24 EEICB T S EELORE, WA, WO AICH T 2 BEHIPISE LI h T
Wb, iz, ACEWICH WO 2 EEMPEERNZSE. A, “elrii v 2 &R
AE. RUEES oG, A, #k, fE. REomIkpikoEE, B, EHEikokoon
W3, BELECTHHINE FARA Vv PR TF LR3I,

DT ONWT

Wi, EREEML L EHREERO 2 7 v—TIcpHEns, I oIGEREHEMIT, T
CRET NS,

1) 74 &y ALECHGE S N5 FKEEHEE,

2) FiERIEOERMEEE D EH TR T 5 BERLE S &,

3)  fabREEHE,

4) FERI B A BT 2 EEE

AR ERICE E B RIS TR B 2 IR, BRGE IR L 7 2 [F
7B A RS 5 EEN] CEHEEND, EMREENIIUTER L CHARTREZZ 28, FEAIAN X
FEREERT D L < 3B ER T ORAE S FHA L 20 i b e,

=
=

- REERED BEHEKY A PICOWnT
RIEE 1T, B REESEINZERN Y X b, GRESRS) 2 b REMT <1 (B3
fR, 45 NPERREERLY X P2 ERICERT 2HEREZET 3,

- ESmBosLE. AL BGEIBET 294 2y AR T A v A REE - EHAIETOFZF IO N

d

74 v ARG L. BHTED b NLHAL HE. Skt TiTb s,

16 Bureau of Drug Control, FDA 7 = 7% 4 b X b (2021 4 8 H 22 HEIE)
https://www.fda.moph.go.th/sites/fda_en/SitePages/Drug.aspx?IDitem=Introduction
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T4 kv ZARSE R, BUEN WA ORNICHE S A SR L R NiE R e, I ns85 s
Z DT DFEMIE. FrEROFRIKENIIF ] R LICEEFT L L IFTE R,

- ESEREDOT Ay AELE - BUEICOWT
RIEEKEIX, EHERT 2742 ZIREED 7 4 & v 22 1E I OHER % #5o

(2) EFRCBTZ 74 v RHE
LTI, 24 FECEESZRE, #E MAL XY LT IE. A4 v v A2 T4
vV AERB LT NEEb RV EEDTWD, #EiE (Bureau of Drug) (. ~Yv a2 7 EHEIC
BIFsEELROELE, WA, WED T4 v ZABEETH Y, 2o Tk, FDA »EEES 2 &M
DI A ELE, A, ERAOWFICET 274 v 2L %, 74V RIE, 74V R
FEBRICHEEH 2 IR, BYCHROMENEMR I L, BMEOMR, HEELP LY LR LTI It
NN R, 200 oY) ikt NBEERTERTE 2 2 L3RI NZBRIC, T4 VAR
Hzbohd,

FEREIHKSLD T 4 & v 2133 FHE (Sectionl5) TLATNICH 2N, 6) IERERFOEAT A v R
DEfFOINICOVTIE, 2. 1 EERBEAT A2y RO TOHRTHAT 2,

D EREHGZOREES [ 2 2

2) EREELOIGET 4 £ v %

3) ERIEHLOHIEE T 4 v R

4)  fEPREZES-CR R BB A BT 2 EEAICEEY L s WA EREMORTE T 4 £ v R

5 EYHOBELERERZDOIRTE T 4 € v R

6) EREFFHOEMAT A £ R

1. 4. 2 BEEReLTHEING 2 LFRGNZWEICBIT 344 (No34BE.
2560)
2017 FICHHEB 2 HBE I iz [EERSE LCHMEINS S L2 RS s WE T 244%
(No.34 B.E.2560) | Tick 2 &, ATV I v 2 2% 72 13 EEM 0 HIYCHA 2 RA L 7 i
BHa, BHEh e L OIS Ia v, X 0o, TR DLD 28 L, SMFkHc 3t n
REEGOBPBEH TIN5,

VEHEGE LTINS e Rk s WEICET 524 (No.34 B.E. 2560) ,
https://www.fda.moph.go.th/sites/drug/Shared%20Documents/Law03-TheMinistryOfHealth/Law03-25-10.pdf
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2. = 3K KGR HI

2. 1 FEREERKEAT A&V RITOWT

EE M ORGTHHROHE 79%IC L 3 &, 24 FENCERMOENE, BEE. b LI1ds4 EH
~DOERT EHYRED) OMAZITIEEE. ITIA VR 2ELERH L, 74V A%
UG U 7= s O AZER (2. EESEA 2 RE IR LEELERPHEZ L 20 i b v,
EEMPBEFRES KGRI ND &, 20K LA FEN oG X 4 EE~OB AR AEEICR %,
7o Uy WAESESICOWTE, EREMEREIZAMN I N2%, 2 5k L CERMOEATD
Nigd o 7861, BEIMICKRIE 25,

AR ERS osLE, IRFeA 7 4 & v ZBEFICH 72 o Tld, FHHE (Sectionld) Ifitvs, LT D
FMEERM - THELRD 5, I ELRES RO L,

1) FHEA—F—ThY, BELERT - EHET 20 oA CHIZAELTWwE L

2) $%ﬁ2mﬁutﬁ%5:k

3) AifEfELTwB T L

4) 74%/X$ H2 5 2 ERTICHRE N T W 256 %2R E, LEDOH 20T, MK
U, R ERYE B3 2 &, EEMIRTEICB T 2 /. & L 3SR EICHREERGE
YD HRFEICBE 3 2 B IS 2 J05R T BCHIFT O KRR ST BTN AL S AT R
¢

5) MR 7 K. ERENFE ITHEMRENH L ES I N TwhnC

6) KEERCTEHINTWARAZED> TV RN &

7) EIREGSoHLE, BEE, WA, RE O o, RUOERMSoHE, BEE, IIHEE. KO
BHTIEDONFFE L BOEER O WEEH XTI T 2 -00%x BT L

8) TAXVAR—IHEIEXIIWMVEINT2L 1ERBOTA v AEEESNFEHL T3
HEEENIIEN R AVES AT

(1) BHELHE
FRERMLOWAT A v AFEH L, FiEL2ETITIHERZAT 2H. £2I3REMTETT S
WIREZHET2ECARTNERL T, MMiizido, HAa23HICEZR LB TE, FEFEELKET 2
BT oW COEMPLHFMERZRIMET 2 2 BT T NiTh b v, FEMllCRREEFRS T,
FDADY = 7% A4 F b XY vu— F2a[gETH 5,
https://www.fda.moph.go.th/sites/drug/SitePages/Approval DrugFormPage.aspx

HEEEOREERUATO 2 Y Tdh 2,

1) BERLINvazichbdBEE1Z. FDA €D License office ICHEH
fE£PT : The License office, Drug Office, Room number 318, 3rd Floor, Building 4, FDA
Building (Bangkok)
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2) FEEFHNV a7 GHRBENOINCS 25E1E, UMD FDA 4 7 4 R

Tk, BERICH T - ToOfAERED T FDA © Medicine Regulation Division & 72 %,

(2)

HEED Tt 2 1022 2 HEUZ, AFEWRD O 13RS TE d o7 b DD, FDA ~Df&E Tl

Medicine Regulation Division

(G : Building 4, Floor 3, Room 318, License office
a5 © 02-590-7200

G © H~% (BLHZFR<) 8:30~16:30 (BfkAH D D)

Fhiz AE L HE

0 HEHBRELMEEZZ T2 (X) , SETTORBMICEE I N0,

g ES TEIAEN HE G
SHRER
HiEH X, FDA o v =794 220 [AANT 4 & v AHGEHEHMERE 7 +
— . (Document Verification Form for Individual License Application)
1) | Section 2.1] X [HEAN T A & v AHGEHEMMEZR 7 + — 24 (Document | 1E¥H
Verification Form for the Juristic Person License Application) Section 2.2 |
Xy va—FL, FHF v 7 VA Mo CHEELERT 2, 20,
YA MICito CEHEE L, SEH2HM L 725 2 CFDAICHFHET %,
EEEE
Licence Office DfHYIRE X, R TE® b 1HR. BIE. &M 5T,
2) |BREEBRAEL. 20T —X%&ava—K—YRATLAICANT 2, 2D | 26 H¥EH
%, BEREEZRATCIA VY ADF 7 7 F2{EK L. FDA OFEREDR
fEE L - EEEREOHE YA ICRET 5,
B2 EHEONH -
3) | FDA o R R b L & R AIRE BRI L, BAEb 55, | SO
(3) »EHEH
BEER AR
BHTROOLNEFHIIFDADOY = 7% 4 b A1
(https://www.fda.moph.go.th/sites/drug/SitePages/Approval DrugFormPage.aspx :;\15 1

) @ [ 9@uuninasealuaugnainudadoenunuilaaiiug | # 20H,
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(4) HER1S

BE E&H
1) HR SR 500THB
2) SAvev R 10,000THB

2. 2 BYRAEREERZEFRICONT

T Z Tk, FDA 2% 2019 FFic R L B HAERERESLERHEE/F I &
(@fio/maninausinadunaidoushsuouautaaduondad) | K& O T B9 T AR R 3K 5 8 8 A s
(manun Msdunadoussusunulaaiudmsudnt) | OFHRZ T ICSHE - 5L 28 53T 3,
W~ =2 TV RUORBEEEOFERIMAD Y 2 7H 4 b b Xy va— F2A[RETH %,
https://www.fda.moph.go.th/sites/drug/SitePages/Approval DrugFormPage.aspx

F. FhE HESLEAIZ. 24BN — XA v 74 A=y avey X —CHERRRLZDD
bEEND, ZABNI—C AL v T4 A= ave v Z—RBUTIV T 72 RA0HETH 5,

https://www.info.go.th/#!/th/search///

(1) B8R&H

REAMERRIC DT> T, TREDFEMZMAL TWE I EPBEL 2D,

1) HEEZRATO HEEE £ B A, "B 2 5l 2 5wz IEfE 2 D e IR T & 1T
WX b\, 72, HEE IR RBEINLFIIREEZR D, NMidid o 72561013
REICELTERTNE R LY, (HEENEEE T ZRREINLEATRVLEAR,
RERDBIBE L 2P IE AR5\, )

2) WEEozo it Eh s 2 CoEHIE, FHEERAACKA Y + — 4 (self-submission of
document verification form) ICfi»> CTREDPDIEMEICF 2 v 73, BLINTLW A TITE
bR\,

3) FEHOFH XX, HYMEPTAFHAOEFHLMR L 2R R O 5, HFEHE AL
FHHICAME2H Y, FEBTE WG, HYURBIIRE T2 E8MEHD ) X 2R L%
AMEFHFHZEL T 5. 2O, HiEE I FEEFHICHEE S W2 HBINICBIEL T/ X
EMFEEZ R L 20, HEEH IHEEBEL AR I NS, S bic, HYKE L

18 WszmadninauamznssumTe Az Hee mideerlueyapaneaiun suawialdInyluszion 3 Sageengniluilszian 3 wierszian 4 uazndadmaimIng eldhidl wa 2565.
MOPH DY = 7% 4 b X b (2021411 H 1 HB%) https://www.fda.moph.go.th/sites/drug/Shared%20Documents/Law04-
Notification-ThFDA/FDA-20210831.pdf

BrABRH— R4 v 74 A—vaveyZ2—v 794 F XY (202149 H 23 HHE)
https://www.info.go.th/#!/th/search/75474/%E0%B8%A2%E0%B8%B2%E0%B8%AA%E0%B8%B1%E0%B8%95%E0%B8%A7
%E0%B9%3C/
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HEEE IR D & 2 A AMHRIHEFHICEL L, Z OB MifIEEHD 2 v —255EL &
L CHIGEE MR D & 2 Nicifit s,

m¥B. EERMSEERICE T 2 HEEEACAMTE R OGN S D AL 2 Hl L. PRIEEE FRHE I LS
60

(2) BEREBEHROFIH
AR MEEIC X o TR ZICET HBCEMICHEID 2 b0, FIHIIMAUTOL S ITE
EHHLND,

1) FDA FHHRIc T, HEAUTEROXh V2T 5,

2) WEEHE LI WCFOIN CEEAEEZ FDADY Y A by 7 —E R L v X —
(one stop service center ; OSSC)IC2H 3 %, FHENICEFHERRH SR EhE ) EHEA N <
IEMEICHiT > T 22, IATEHE, SAE3HE, 7—~0 YV 22 HOHS TRRL THL Z
&

3) HUBIIHFEZIN, MR ZHET IO ¢ 5, BECEMOFRRNAS - 72
e, BIEDSTET Licte, HYEXHEZMATRRLEHML 26, HEE ICET O %
TH 5,

4) STH L 72REL S EEE %, FDA 225 @ HIGEEHE A R A5 A IR0 G ATIc TR S
%,

5) KB RE/FHEZ KA b, B REZ O € 5, Z OBERTFERIHAE,
ik, OSSC @ Finance Department 12 C,

Finance Department

One Stop Service Center, Food and Drug Administration Building 88/24,
Ministry of Public Health, Tiwanon Road, Nonthaburi 11000

SSHEHE © H~&EH (BLHZFR<) 8:30~15:30 (BikAH 1Y)

i, BERICH T - CoOfAEREN T FDA © Medicine Regulation Division & 72 %,

Medicine Regulation Division

i : Building 4, Floor 3, Room 318, License office
BEahid s+ 02-590-7200

HERRH : A~& BH%ZFR<) 8:30~16:30 (BkAH D)

2. 2. 1 ®BHEERKER EPENEHIZERL) K005 B - LEEE - BH
- BEEREET A v 2ABEEOES
LB IIU T D 2 o0 Fuvw XN s,

17



D TEESERHGEO 720 0F v I A EEEZFA KR (Pho.Yo.8 BX) | it 29 v 7 u
SLGEFFA G2, LEEHARZTCFDADY7 Y A b v 79— X%~ X —(one stop service
center) TIT 9 o

2) EIEGESEHFEEY, [ERLERPHEE Yol &) | 2#HL., yv 7, 2 L C#ElFlD
an B B, KRR OEMI T — X 2R3 EHE, BWMRPED 5 Z oftoFH L Hic,
FDA 7 v X } v 7% —1t X+t v % —(one stop service center) TIT 9 ,

- BEBEMMAIBELANT 4 & 2AEE OGS

A EREFRIUT O3 20T uk 2PN D,

D ITHEEFEMEEEHE O GMP & (GMP Clearance of Overseas Pharmaceutical
Manufacturers) OF5|% | #ZMWH L, LEEFA FDA 7V A by 7% —¥E 2+ ¥ X — (one
stop service center) IC CHFET 5,

2) [EFEKEBHEFFEO OOV v TN E 72 13 FHEEANFF T HRFHKEX (No.Yo.8 ) |
e 2 72 % v TAEASIIE AN HFGE 2, DEFHZRATCFDAY Y2 by 7H9 —E X
+ v % — (one stop service center) TfT 9

3) EHENEHFHEY, EENERRHEE (Yol KX 2#FHL., v 71, RUPEENOWE.
AME. RETER QLM T — 2 2n 33, ERREIED 5 ZzofioFR L Lic, FDA 7
VA by 7Y —¥ A% v X% —(one stop service center) TIT I,

(1) FHEHNAELHK

HEH DO FH X 1h 5 5 HEUZ, FEHOBIEXR WG 85 E¥EHZH T 5, XHFEZBIEL AT
EabhWEAER, BEFEEZITOLEXH D, 110 HEH, IAEFHEZ/NEESCREL CER
T 25 A . 120 E¥EH22 5 (FHERAMZIR), MA T, T ClREEEIHFH LR
ET 270 EARRIEEEINTEL T, WER2RZEATT) CiETE o, 1HHOH
TR Z —FHEIE 3 21t 50 HEHZBA i o3, ROEIAMZE S 25461F 40 H¥EH%
AT b v, —RHEIEHM2EEH 2 # 2 254613, FDA I RER RO A CHELH
. BETd 5,
EF FhEAA HAR
EEmERE
1) | #HUERE I [FHEEZEHE KA 7 + — 4 (self-submission of document —
verification form) | IZf€> CHBELZMEL . ZHFZE2FHITT 5,
EHFEE
2) | HAERE RO IFHMRKIE, 1 EHORBICE T 2 BRSO ME, AR 50 H3¥H
e, ZeticBs 2 WEE R 5,
3) | BEEE 25 E¥H
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JER FERNE HAM
HYERE L/ XEHEMRIT, 2 HHOBMERICE T 2 ERGMORE, A
e, KathicB s 2 HE 2T 5,

2 Bh/BERRDRE 10 A
INERR SR S MBS, NERSCTHAR I HEEPLE L 2550,
= A®\ =
5) BYBREDRE 35 B

HYRBFFHER Rz L O, HRODDHICELEZIRET 5,

(2) VEERH
DUT, BEfEHRoMIR. T2, 2. 4 LEEHECROONZT—2] CCHERET 52 L,

S— k NERELR &=L/ U R b ERER
—iRIER & ERNBLEER
ane.1 JEA 1
1) (ADMINISTRATIVE DATA AND PRODUCT

(Kor Tor Yor 1) ar—2
INFORMATION)

581, 2 JFEAR 1

s A=A = g %
2) | BEEROMET— 2 2RI iEE (QUALITY) (Ror Yor 2) g —1

(3) &H
HB EH

D) | H@EEORT AN, BHOFAMMMER I 2B 1,000THB
2NERIER ICr» 5 EH 49,000

2 ) EIEREHEI TR AMER SRR L HFITIC X AN 2 B & S hT THB
FEEMBHL T GE, $2ni0 L=y a v EFEHLTWS
B, FTCE DI E 1L 1 £Fic> % 39,000THB & 7% 3%,

3) | EREESEHILE 2,000THB

2. 2. 2 FEROCHEBRAERLDESR (EPENEFZERL) chd 2 B - HEH
- BH
YL A RIS QR L ZUA T 2 ERT 2,
1) #¥#tEY) (New Chemical Entities: NCE), X{3#T L WiREY) (% 4 EEN CEIPYHESE
i L CHFIERA R SN L3 v b 0ED)
2) #LWIHEEDEH M (New Indication: NI)
3) NCE TR X 7z, 2 L ¢/ X% 2 AL A pk o B8 Sk A E R 0 72 23, S &
FHOGHBA L BEE L 2w (X Iy, 3470, BREEEERV) HTLuEREE
(New combination : NCO) o &
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4) #0 Bioavailability 25K & BB AT TEVABBEH LV E Ty 77 Y — %8572
3 (New Delivery System: ND)

5 EYAOFE CHFIZROF AT 0 7257 L WisfE 03 (New Strength: NS)

6) BT OFHECRANGHROF AT Y 728 L WAIE D% (New Dosage form: NDOS)

7) B OFECRAIEROF T Y 728 L W OB CIIRED H 5 3 (New Species:
NSP)

(1) FhHhEHNAELHEK

HFED TR E 120 2 B, BHEOBES R WEAIT 130 HEA2E T2, CHEZBIEL AT
NI L WA, BEREZITOLELH Y, 190 EEH, -FHZ/NEFERSCREL CEF
HEEKET 25613, 220 EEH» 225 (FEEERPBZER), A<, CZcikFEErIEEHZ
WES 2 0B akHIEEEh o, WEF2HZEBATITIZLIETE R, 1HHD
T % —BHEIE T 21213, 50 HEHZBA TR LT, ROEEHMZ S 285461 40 HEH
A TIE AR DR, —RHEIARAEE H 28 2 7285613, FDA BAIH R ERO & cEHH %
T, BT 5,

)52 FREAR HAR
EHnER
1) | HMEE I [FHEMEFEHECEA 7 + — 24 (self-submission of document —
verification form) | ICfif > CEIALXMHA L, ZAFESERITT 5.
EHEE
2) | HLEE KO FEHMFIZ, 1 EHORERICE T B EESOME., A% 95 H¥H
M. ReticBd 2 BE RT3,
EHEL
3) | HLBBE KRV IFEMFIZ, 2EHORBRICH T B EERLONE, B 60 H%H
., e IcBT 2 EE 2T 5,

" B4/ ERRDRE 30 BT
INERS RN S MBS, NERACHL I HFEAPLE L 550,
5) BY/BREORE 35 B

HURBBFHER Rz L O, HRODH 2HICELZIRET 5,

(2) LEEHR
DIN., HEEFROFEMIE. (2. 2. 4 HEEFTROLNLET—X] ICTHERETS L,

s$—k HNEIER B’/ U X b EREL
—RER & EELEEER
ane. 1 JEA 1
1) (ADMINISTRATIVE DATA AND PRODUCT
(Kor TorYor1l) | 2a¥—5
INFORMATION)
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/8= DENER e S WA S EREL
. s ‘ 381, 2 JEAR1
2) | BERBOMET — & 2R TEEE (QUALITY) .
(Ror Yor 2) apr—1
3) B VBRSO EE NS 2 RO0RENT -2 % JRA1
RIEEML (ANIMAL AND HUMAN SAFETY) ar—1
EERHBOEET — X &R AL EE
LU offfge 7 — & & 4hicii ,
A study ) New Animal A 1
- t t t TN
" stu yfn a targe spec1fes Drugs #4-5
- A study in laboratory animal N ar—1
- o (fFfE&EH 11)
- Any field investigation
- Anin vitro study (Molecular Mechanism Study)
5 oA L BRI OhIRET s EERAMTT -2 % JAA1
T TE—1

E) Bk ZetEoESMIZ, Impact Factor D d 2 FHEN Y ¥ —F ricigi I B RO
W bwvw, 2 L TiEar 4 32EBR=EILZ GLP (Good Laboratories Practice; : GLP) DX:#E#%
W72 L CWwR i e b,

(3) &H

BH = {ac!

D) | BFEOZIT AN, SHOAMMRER C 2 2B 2,500THB
NCE & L CoHFEDEMERERICH DI 2 EH

) FELAY (NCE) ©& Y. ASEAN HulscFe4: L T\ 2 0K o & I
TS % 720 I RIS % 4 CTHI® TEEE W2 B0 BA OHINEEE RS | 182,500

2 1% 395,000THB & 75 3, THB
NCE T Wi o & piE o a. FIrEREE O E M I1X 155,000THB & 7«
%,

3) | ERERSGRILE 2,000THB

2. 2. 3 EBEWHEYENEFISRIC»» 5B - LESE - B

(1) FHzHELHEK

HEEO T E 1225 HEUTZ, FHOBIER TR 160 HEHZET 2, CEEAEBIEL 2
NERSRWEAER, BEEEZTHOLERH Y, BT 130 HEH, I EBHZ/NFRaCRE
L CHEBZREAT 2 5A410BMT 160 HEH2 23 (FHEERAM 2R, MA T, 22 TikHEE
HEVEHARET 2 -0 ICHEARRIEZEINTEL T, WMERF2MEZBATITS 2L FTE R,
1 HOFAEMM % —FRE1Ed 213, 50 EEHZMx Tl a b3, RoEILAR2 5 2 5413 40
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HEHZHBEZ TR ok, —RHZILIIF2EEH 22 7285613, FDA BAHAEEREHRDO 2T
THeEE, Wi 2,

NER FhEAA HAME
1) | M5 E T EEEFHE A 7 4+ — 4 (self-submission of document 1E%EH
verification form) (Cff> CHEHMZ MR L . ZHHFESEHITT 5,
EEEE

2) | HUBEB KRG,/ XIFFEMEKIR, 1EHORKICEH T 3 ERGOMNE, B3 65 =3 H
. ZeMWIcBET 2 EE 2R 5,
EHEL

3) | HEMERE RO FHEMRIE, 2EHORERICE T 2 EELOME, AR 30 E¥H
P, RethicBT 2 EYE R BT 3,

o

5 EBh/ BERDRE 64 B
INEHES IR I NEEHS, NS THELRIEEILEL 1556,
BEDRE \
| Emaonn o

HUR B FFHERE Rz L L O, HRODH 2 HICELZIRET 2,

(2) RESBE
PEEFRICH 72 o Tid, LTRSS (Kor Tor Yor3) i 2 U 2+ (b L IZEHMEZABCRK
A7 #+ — L (self-submission of document verification form) ) X V{43 2 &, T —&IC
B3 257 2 FHE I ARIER TR T oz d DD, EiJE~Df &4 Tl Kor Tor
Yor 3 OEN A EY)FHIEIFE 8% TR & LT % Potency Studies (18.1) . Efficacy Studies
(18.2) . Safety Studies (18.3) I DWW T, BWHLIEREZRRLEHIE/FH & CHAI LT 1L
FEEGHOFHASID L CIFACTD FRUcHE L CEHZ MR T2 2 EAEFE LW I L,
MAT, b LEZOMICEETIMEDNSETE 27 — X035 256121, Kor Tor Yor3 @ [18.4
Z ofth ] BT — 2B s EHE o B R s 2k,
B, UTHEEROFMIE. (2. 2. 4 REHFHoOROOLNLZT—X] K THRT2C
Eo

DENFER 5 W AU EB%x

1. 3 JEA1
(Kor TorYor3) | op—2

D) | EYFRRFISREE 00 5 RAE

(3) &H
OREEKROLA
EHH BH
D | HEEORTI AN, BEHEORIERERICH 2 2 B 1,000THB
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JHH B

ERERERICI > 2 EH
#) Fl—8LER ol X 7 REFER A V v Fic X 3 EHLEHFOES. % 123,000

2 i & D&M I1x 9,000THB, %7 % ®liEfT ¢l X /- REFER XV v FiC THB
X 3 EHESOBFOLGE X, AT o 2 1k 19,000THB
3) | ERERSSHRILE 2,000THB
O E OGS
HH EH
) | HEHEORII AN, EHOEMUERICr» 2 EH 2,500THB

2) | FIEREEIZ»H»DEA (NCE b L < IX NBE OHA)
F) FiHALAY (NCE) & L 3#HAEYZYE (NBE) TH b,

ASEAN Hifsk CHFA4: L T\ 2 R ORI LT 2 72 D Ik B &£ 4 TRl

CBRE N BB D B A 0 B E A12 395,000THB & 74 5., 182,500
NBE T W OERBF O LA, FiMiEREAE D EM X 155,000THB & THB
b,
7 7 F v DG OEMTERIE R X 182,500THB & 7% 5,

3) | ERERESBEILE 2,000THB

2. 2. 4 REFBFHCRODOLNEZT—X
(1) —fEEm e ERREEFRICOWT
Y RAEFEEELESRBETE / Fil o [9—F 1 —BRIERE EZELNEEERPART
I :ADMINISTRATIVE DATA AND PRODUCT INFORMATION) | %, UTICEBHI NS,
320Dk 7vavhrbififiing,
Section A : #]® 12 (Introduction)
Section B : H:X (Table of Contents)
Section C @ [EHFHEFRHEEEHD 5 b —MEH & E3H M HEE R (Section C: Documents Required
for Registration)
* FEF L, BYAEREELERFEHCHTESECTF = v 7 LilllERE % A3 % (Kor Thr
Yorl), 27> av CoEHEL T
1. BYALERERSSRPFEHOEBEMEHR T, 2EEICGHIA RN R EEHINhTwE C
&
2. BEFEMSTEEHRGCHDOEN 7 + — 4
o M AN A SRR L. Yol il A& 25 C L,
o FExE R ohro@EIRTEL, b LERKOFICRL» o720 Z0MoIHH ICHK
DI ZHEE T 5 T &,
3. Th.2 £k
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M ERFFEE Yol k(2 oMz iRing {iLA)
1 HEEE & 8hEE o
a0 KA, ERELE/ A F 72 X EEE AN EOE Y )
e B i D Bl o 4 & T eI
3T CEED 2 H o BLEE O K4, e
B, Wk, Pk EFEZE S WEE KA. Fifci
2 B OFE
HOHM, D LEAABOIELD W72 7 XNVE 7 3FEOHHAFLDH 55613, X458
HEREHL TN RS R0,
FITE (ESE L B SR IEMAC S E R 7 + — L 56 2 THICHE - 72 5 dk)
SR GE RS © 1 BALIC 35 T 2 8O HEEH)
HerORE S, WEHRFOWMET — 2 It - =R EHORE S LEHs ST 5
HoWRE 2 AGELRFECRHET oL, (LATOEYIEZES C) fMH, IR,
B . BRI, B2 P2 wIBo B Wi RicEoicaid 2MaH 0 b 5 R
HIFFEoRETH D, L, FEBETOHDMIRIZ Finish Product Specification (FPS) &
Certificate of Analysis(COA) & &E x5 CZ &,
o HFHN DGR K ORI D4 F5 L &, Part Quality & A€ -db 02 HEMT 5 Z
&,
® RRAC X VS EMEIOSE, HH L -HUEYE O A L 8E T T/ 72 by product
rHILbEBZ L,
® JUCYIE 2 DF 7l 2 A 1o &4 U7 iG TR 3 R 3 G U 72856, % DIETER S
DIICHE OFM b5 T L,
® Yo.l Bk DFELF ITRE/ M 72 IR T ANGFAIBITIROIGE TR I hid e bk
W,
EIRGESRHE T 2 EEROGTHE, HARRICAF v v I NzEEFORY - o - KE S E2RT
b OEA - h T - IO B)
Part Quality (CA4E(L 7= Finished Product Specification (Release specification & shelf life
specification 22 ® % &1, 2 DD specification % jll 4 DI/ T CHliT L DiRfIT 252 L
ZFHHE (Certificates)
7.1 EESPEINTREE I N XII0 T CED b G E
7.1.1 GEREFESBETFAIFEBITRO 2 ¢ — 2 B ELHO 2 TOFH & ki,
7.1.2 FDA » b F{T & 72 PIC/S ICHEL 7= GMP G E © 2 v —
WO HRFERBEE Z 3L# 3 2 56, BRI IHFDO 2 v —
7.2 EAFEEMANDERER O
7.2.1 GEREFESEAE 72 FFEEEANGFAIEBRITIRD 2 ¥ — %2 2 T OB IEZE O FHl
& i,
7.2.2 HMEBLEEETEHE 2R 5
® FDA 23FE1T U 7= HIEIEE 38 ot B S BL e o BREHG SR &5 03 X1

P

e =~ 6 6 o o

24




® FDA 23517 L 7= A E 38 5 LG 2 FEHE D BIF Il
7.2.3 BLE L 72 E O NERE S FAT L 72 Bl FHEGEBE o 2 v — (CFS/CPP i GMP
DFLHED T WA
7.2.4 HRFEEFAHZE (Certificate of Free Sales: CFS) ¥ 7= |3 [ 3% 5 #5& 5IFBH = (Certificate of
Pharmaceutical Product: CPP) DJEARTH U L Tz ), 2 v — DI NS X
WEPEEEL 7- REZEE. TA2RESFILAZ I ONEZITHAL Th btk
D7\,
7241 #EPEEFOETHIEIN TS
o HEEDOETERNEZEET 2B ICL > TRITE N/ CFS %7212 CPP. #Hil
=SV WNPGR))
BCFS %7212 CPP o ®#{TH GETHZ2 5 2 FLUN)
| BT i)
WGV D& PR & B (REEIC X 0SB EEMNE, REBCHE-H L 2MED
HOLMEMbE L L)
WELEE o K4 L ATfEi
B (EEEDOETCHGFELTL W] LEHINAZAERD S D
7.2.4.2 SEEGEZR OETIRFE I N TR
o e E DEDNMERE A FAT L 72 CFS £ 7213 CPP o EME, Fll 23 & fii- T v
52k
® CFSE/AIFCPPZRITLAETHEIN T AHFLFE L L v fE%ZFo
BFHHETH L L # R TilHE@SOEE TH Z)A*_IL_ AQUELHD)
7~ v (Labeling) KURGBEEE LD T _RNVDOHNER, &7 —RICHELE 25 £B) £ 7~
F5 27 5£2) L Q)ITBEBEL T 22 % T 2
8.1 AWODETDIRNEFEDONELTORE
e SoENN
Ao Tn3EHoE
RS04 E 1 BAYS 20 of
Reg.no. & 7z 13 &85
Lot no.
Mfg. date
2% 38 it D i FH A RR
RIETT i
2% 35 5 D PRSI
fE B8 /R I B / SV S JHI PR R E 3 75 & — R ITIG U TRFIC T 5
) 1= 35 5
RIEEOERIC X 2EE, BHTMR(D L o)
FrEo 7 —~2 B oBa. UTOoNAZGEEHT 5L, [Zo3ITE 1H#E
EDOALDOME L EHOD LEHTZ L]
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e 060 0 0 . o

ENELEDLA, SEEORL L RLZALE 5T &

AE oL, AEoBLER LE, BT zAoE sl

7 v RicllER, BoeRBEYE, "G ofAE R o TWw i 5A, HiEFoFoKE
IHRRFERHEE 2 F RO AEL VPR LD 2f5RE T L
TRVROTRXNVERLEICH 2 XFLERDOE

7 XV OHIED 3 T4 v F Kl D5 &

=3 5 D 44 7R

Lot no.

Exp. date /ZE O FH AR

REFTT i

fe B /R B/ AV R /I IR E 3K 7 & — RS U CRFAIC T % (R 2/ 3 0
GHEm Ll Td Lw)

A 7 <~ (b LeNE) HWEIZFE255£Q)0Ey . X4 EToL4FRD

7 L BRI OFHE DR CHICH 556

7OV ONE EEOFHEFIZAIC L TR SN i s wn

D FIHFE DG 7 < ORI D70 K £ 72 13RO =00 —KimiTH > Tl
PR

PR SR

9.1

£ A GEDOIEDOFIHE / KE Y DT — £ (Product information) . Summary of Product

Characteristics RO EIHMFHEZEIC T — 2 5|HE NG E Y O T —~, 21 bH i

B4
AN & SRy o &
A e IR & AT
B RHEE
Ot DB O FEHH
O%hte
O H&E & %
Ot 1-HIH
O2 & ZWER
OX R OB EFE I 3 2 Rl By
OFDfEHICF T 2 FEpliFEEHE
- BRI 3 RO R R R
- B HEE S 2 5 A~ DR EREE
O, BALFH 2 W IZFESIAR F o B~ o ffi
OHEA— " —DHDEIL
Oz oftho ¥ & oA
OREE AR
R 7 EE
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OF Yk =y=]
OFY B e LI 7 B E
® IR
O Dt AFH
O {F IR
ORI E 7 IFHDRIFCRICTFERE T 5 2 L
ORZRDIER & Bsr
OFKOMHHBE 72 135K o 72 HEFEFEUS T 2 BROFlFE RS, BE~0pEx
Ez2 T
o RHEBOERICIE->7-ZEH(L LN
9.2 HKFE/Z Do SFEOHOFHE(D LH i) WERRXAFBRLEARLAZTNIEARD

A

10. BIFIEFRFE D -0 v 70 & 8 3l A X3 FiE T 2 #F0 % H 35 (Pho.Yo.8 £
X% No.Yo.8 #:0) Frnlix OSSC 2352 %

11. B & o {RaEE

11.1  EPHEEE O fR5EE (Applicant Declaration)
11.2 EEROHI & SfFICfE - 7= Ehg o fRAEE (F-D2-121)
11.3  FLERAK AR O BFIE St o fRGEE (F-D2-113)
11.4  PEPEERZES L ARKERY 7o BR3E 5 0 BE S CEIN IS A F 72 (33 ANGF Al 2 IS L 72
HOHY 2 — VREEREM O fREEE (F-D2-110)
11.5 gt FH oo BF S S D fRAEE (SO.0.1)
11.6  Hith FHEE D 2 H5 o 155013 (i 2R © M 23 E N ERGE D £ 85 & 5 51Y)
117 SGRE SRR % 3 2 HEEE ORAFE ©. EoH AL 2 LE AWk OWME LT T
7 F /IO WT
11.8 %z OffREEEH (b L H i)
12. BUNY ZEREAR, ZERZEE AL 1 DOMRAETHIMK 30 N —Y 2o 72 %
D, BEH L ZEED ID S — FRPEHROEARTDH 2 FEHFE D A
13. Gtk ety — 3 5FH
® HERHIGHT 2O Z i3 2T, AIY L L ICO T (available dosage
form/available strength)
o T 28D MRLs fH % 7R 3 HH
® Summary of Product Characteristics (SPC)EH DI D FHBHE I 7 — X 51 L 7= 5£#l
o [EHF oRE%E T v T v X (Product interchangeability equivalence evidence) (%
Lanig)

EEmBABER DG # GEMl I TEER 6 & Kh.Th.Yo.l fkz S 2 &)
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ZAGBOFHAFE LRI NIET R bR\, b LEFEOHHELS X, BEHICEDLDE CRET 2
H, ZoMhoFEOMAFIL, kS 24 GERE FE—DfERETH L Z & BREET S 2 L,
W HICZ DO SEEOFHHFELH 2 5613 T 5L, 2L THBHDO ZDFHHETSH 5
ERREET B &,

7N ERGHRAFTCERE IR ZLEEZ VR — 38R

7 L L BRI EIIEE IR & W2 B e o BRI B 1 B 5K (active ingredient) DR A
RN owvy, 20

1.

B HFEEEMOAI (dosage form) & 58S (strength) % ¥ K — + 33 FHH (available dosage
form/available strength) . % #LIZIRNNIA & GRS D & (compositions) & K — + 32 7 — X
' %0 BE (indications) . ¥ @ F & & H % (dosage and route of administration) . A& 3& # [
(withdrawal period) O 7 —ZIC X VR E N T W5, ZNIZENKY/ 73 EOE#HRIC X
5,
o b LIEODT —xThHiLL, B TE 2 WAIGERFM > X 7 L 2 R o E O BLEE 2> b {7
AEE N7 E R FH RSB T -2 ThRITNIER S v,
o LLENDOT—2ThHIHVINEDT —21%0EgE, ., WmE. Wfe. EofE L ik,
WREHRIC O W CTEOHH 2 HiEd 2 7 A MR RZHMA L 2T NiE R bR wv, 24l
GLP 7z 13RIFORMEZ - L= T7K 7 M ) =TI N D TRITNIET R DR,
EReAIHZ T 2 ERICIILAT O 2 FERH %,
XSRS EFELIN OANERECTH o 7256, FERBICHR I W T il e b, ZLTK
FREBAX T EFH T ¥ 2B I X 2 BIRRGERA D 2 1T uid 72 & 72 v,
1.1 FEE 75| 3R (Principal References) BifT/ii (current updated version) LU T3 »

1) Code of Federal Regulation 21 (CFR 21) & NADA/ANADA » ¥ % 1* U.S. Food
and Drug Administration (USFDA) 7> & 7 7] % 54 7- 8L} ® Freedom of Information
Summaries (b L »1iT)

2) European Public Assessment Reports (EPARs) 7 —~ (% European Medicines
Agency (EMA) 2> & #Fr] % 15 7- 815, ® Product Information

3) Veterinary Mutual Recognition Index (VMRI) 2> & #F A % £3 72 # 5 © Summary of
Product Characteristics (SPC)

4) Veterinary Medicines Directorate (VMD) %» & #F 1] % 15 72 8§ Summary of
Product Characteristics (SPC)

1.2 FIERE | FHSCHR (Supporting References) BIfTHR (current updated version) L4~ @il b
1) EfETE 3% DMlmoE~% D Summary of Product Characteristics (SPC) % 7z 1%
Product Information , 5]z | Ireland, Spain, Canada, New Zealand, Australia 7 &
2) peer review ® % % International Publication % (X[ 3£ # i @ pharmacokinetic,
metabolism, efficacy test ¥ 7z | potency test ZFK 3 i #E % target species TIT 5,
2\ T ELEE IR O E SRR 21T 0 . ZAIIEHE T % 2 BLERH Xk
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HYEOEESGMCTH Y, GLP BRH¥ERZHE L7 F8 7 M) —F k2N FEEFED
Ychbsol,
2. HHEE 7213 CBE T 5 Eo R REEE ¥ (E(Maximum Residue Limits: MRLs) HE D 72
DOREE,. HWETIHWIHEYDH 27 —RicT, BITIR
2.1. CODEX Veterinary Drugs MRLs: Codex Alimentarius Commission 2> 5 3Z 1} 7z Status of
Maximum Residue Limits (MRLs) for Veterinary Drug Residues in Food
2.2. European Public MRL Assessment Reports (EPMARs) ¥ 7z (X European Medicines
Agency (EMA) ® Summary Reports (Status of MRLs)
2.3. National MRLs: B D N ICFREE T 2 KD 3 KPR HAEAE Maximum Residue Limits;
MRLs) % RS O BUE L 2 FH, ZhidfboE % 0BEHENFER L2 DT, 2%
USFDA tolerance, Canada MRLs, Japan MRLs, Australia MRLs, New Zealand MRLs
2.3 THIIHIERSIACERcH v, HilZ LC/E 2 RMEHEEZEEL 2T RS kv, Bilo
MRLs iz BIE 3 5 72
FRRICH T2 T v EEOFIHFICEH M I AN L e VR — 3 5 72 0 O BF SR
iE, FEZZGIHERCH 2 FIE LB IO W T ORI ER2 DR L b 1 DIklRft I iz il
AR AN
HHET 28I RED B 2 HOGG, BRAFOFVMICEEL 72 MRLs fE% 51 L 72 &8 2570
N b, Z L CTRBICHAT 2 720 0@l L ko 3 < Cx2io S THiz 20k o
(A, P, #. 90,

(2) BEERERBORKET —Z 2R TaHLEFICO\WT
B R VEEEESE S BRELE TRl & o [o8—1F 20 EIHESOME
[ : QUALITY) | &, UTICEHZ L%,

77 — & &3 EFERE (PART

200% 7y avrbElEng,
Section A : HZX (Table of Contents)
Section B : FHEE 2% RoYo.2 BREUCHE W HEf L 72 AEBLEF DB & 7 N
ZDo¥— bt OFLHEEFHIFLAT D b
1. RoYo.2 B, Mz CREA
2. RoYo.l £k, iz <REA
3. HX (Table of Content)
4. BHIOFHN (RoYo.1,2 £k30)
5. #& (Manufacture) (fFTJEEHH 9 2 2 M)
5.1 #LER &L (Batch Formula) 1 847 (32— D Yo.1 k) 0 &lE—&E R K 1 batch
DR, WEoZYE O H &4, batch formula T — % overage 3% % 45,
overage D& & overage D ¥X—-+ ' + % overage DJF[K & overage DFIMEFK & HLICHI L 5,
5.2 #3773 (Method of Manufacture) & #L&FIEF + — F (Flow Chart)
5.3 #liE T & & (Manufacturing Process and Process Control)
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54 BERRT v 7OEM L ELEERECA U 29E (Control of Critical Steps and
Intermediates)
55 HLETEOBERIEOEEZ LT/ 7713 E DM (Process Validation and/or Evaluation)
(b Ldnip)
TGRS D JE A EHE i
6.1 HJFGITICE T B official DIEYEMS (active ingredient raw material) D54 (fFEE4E 10.1
RS E )
® Raw material specification Z %D, Test, Requirement % L T Method ® 3 2D 7 —~
TR I N REER T2 L
® G5 D Monograph H k|
o HLEFOHERTEOFM & Monograph ({4 2 (¥ HPLC Chromatogram, UV/IR Spectrum,
TLC chromatogram) IZfi - 72 7 —~ D RER 7 — £
o S EDHEH O Certificate of Analysis, JMEDEEZ OHIAHEICI LT b D, %
L TR OEA R OTERESE M EEE OG0 D MR ER R cRUEICih o 7227
— <o TWw 39,
6.2 #EJFJTICHB T 5 non-official DIEWR T OEH IHERS DT — 2 Z LT 0@ Y B3 2
CE(HEEE 102 2BHL 23 )
6.2.1 &R O AR X AT 0 )
Chemical structure, Chemical name (INN K U % O fth D 445y, CAS number
Molecular structure, Molecular weight
Physicochemical properties L2571k O3 & HE
Impurity 2% 23 &, 013 %HEC L 72 Impurity profile X % 3 & Impurity @ %
DAhFEZ w35 2 &,
6.2.2. Raw material specification 122> T Test, Requirement % L 'C Method ® 3 2D 7 —
I e R B AR
6.2.3. SRER /5 2 D #E4l I OF Raw material specification IZih > 72 2T D 7 —~ Dkl T — % (6.3
Hz 200)
6.2.4. iEVER 5> D Method validation & UF Related substances / impurities (6.4 J8 & {8 E4H
103 2ZHL T T W)
6.2.5. 4ME D Bi&EE O Certificate of Analysis, AME O BER O I IC I T2 D
D, % L CTHEMIEHE DES KU Raw material specification 1ZfiE o 7z 58 ik [ 32 i BLiE
DG D JFEM BRI
6.3 /I ICH] o 7275 S (official) DA, 72133 F5 1] - Twrvs (non-
official) JEEK T DLE. WA OLE L bIEEK PO T — 2 2HfF 2L
6.3.1 BLEH O BT O FEM
6.3.2 Monograph % 7 (% Raw material specification iZify > 72 7 —~ DB 7 — &
o HEE/5E2 HPLC, IR, UV spectrum @354, TLC chromatogram, IR, UV absorption
spectrum ZiRATS 2 2 &, B4 aoitiE ORI EEH 10 OFFlicHE S Z &,
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o B#J77572Y APLs/related substances/impurities ® HPLC D054, HPLC
chromatogram ZiffI 32 2 &, B4 otriE oI EEE 10 OFEICHE S
&
® Water, Heavy metal ® 7 —~ 235 5354, Method I % 7213 MethodIl, 7213 % D
iz &M 5 L
6.4 FFITICH] 5 T WIEES (non-official) D&, UTOTF—X2%#HKf4+ 52 &,
6.4.1. 3547 for assay/for related substances/impurities ® Method validation, 77—~
X FECDE Y
Precision: Repeatability, Intermediate precision
Specificity: {&EPER 7 D peak purity Z 7R3, stress test study Z /NS
Accuracy
Linearity
Robustness (b L & #Li%)
Z DA
LOD, LOQ
Precision at LOQ level, 100%
Accuracy LOQ ->150%
® Linearity LOQ -> 150%
7. iEMEESY (inert ingredients/excipients) D&
7.1. Efﬂi@xunﬁqﬁ%@ excipients @ specification % 75 f)
AT E 7213 monograph &
7.3. %.@%J\_%‘O) Certificate of Analysis, #MEDOHELEER OFHIZHBIC I N TS H D, Z L
TE{%%@%%&UEWE%%@L%@(E@W > D JFE A R AL 4% 5 © Raw material specification
o7 —<hfiio T\ 5,
8. Inprocess control DFEFH, 7 R b © 7 —~= & HHE (Limit) Z i (FEEHH 104 22 E X W)
9. Finished product control DEHH, TRlOWAETHKEI LT w5 2 & (fEEH 10 % TEICH
TLREE W)
9.1 )y J7acH 0 #HAl (official product) DA & FF{TTITHE > 7= b /7iEDEIH
9.1.1 ¥ & ® 723 finished product specification(fJEE$H 10.5 % =H4)
9.1.2 #lH| D monograph &FEIN L 7258585 L DR
9.1.3 #BR =D FHM & Monograph 1Zify - 7227 —~ OB H (9.3 THEZ SH)
9.1.4 Certificate of analysis
2 37 ICEEH D 72 WEIF] (non-official product) D&
9.2.1 ¥ & ® /-3 finished product specification(fJ&E%E 10.5 % =)
9.2.2 BT L DM & FPS 1cit o 72 227 — < O3B R (9.3 HE Z)
9.2.3 Method validation for assay & for related substances / impurities (9.4 T8 % £:[#)
9.2.4 Certificate of analysis
IR - 7= 8] (official) & /T ICH] - Ty (non-official) #H| O G D5
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9.3.1 #BR =DM & Monograph 16 © 72 £ 7213 FPS 1t o 72 & 7 — ~ D 3Bk 51

& /5752 IR % 7213 UV Spectrum O 54, IR £ 7z1% UV absorption Spectrum % s
it k4% otk ofe I EES 10 OFE 0@ Y,

B /728 HPLC @54, HPLC chromatogram % 4sff Ll # &M T2 2 &, B4
o ORI EES 10 D@ Y,

7 —~ Microbial Limits Test 28% % &, f1EE4H 10 ® Microbial Limits Test O 7 —
~IHE o T B R & AT

7 — = Sterility test 23® 2 56, HEELE 10 @ Sterility test O 7 — < ICHE - 72 &k &
NN

7 —~ Bacterial endotoxin 3% % 54, f1EESE 10 © Bacterial endotoxin O 7 —~
WHE o 7= B & AT

9.3.2 77— Related substance IZLA T D7 —~ D i3 H 5 Z &,

Known Impurity ( L &%)
Any individual impurity
Total Impurity

9.4 non-official product D&, LT O %E R T 5 2 &
9.4.1 Method validation for assay LA T @ 7 —< 272 1 F i & 7\,

Specificity : stress test {79, FIREETOHEZ R T X &L 0D, EMENS D peak
O peak purity fH% R 3

Precision : Repeatability, Intermediate precision

Accuracy

Linearity

Robustness (d L H i)

% DAt

9.4.2 Method validation for related substances/impurities {ZEA T D 7 — <2372 1F 17 & 7n o,

Specificity : stress test 1T 9, FIKETORELZ R T T L O DK, IEEHI D peak
@ peak purity fE% 7~ 3

Precision : Repeatability, Intermediate precision

LOD, LOQ

Precision at LOQ level, 100%

Accuracy LOQ ->150%

Linearity LOQ -> 150%

Robustness

Z Dt

10. Packaging OEHH
o FErEOMELLT
o HMOFMERHM. primary packaging DEEIMEL/ S v 7 — ¥ v S RUE ST

3

[ I

P

e
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11.
12.

sterile @ preparation |35 72 745 @ specification & COA ZiffI 325 2 &

7 N— a7 @ specification EfEHF 5 7 v—a, 27D COA

B Multiple dose DEZRTZ N— a7 BEBEIF T OO 5E, HHT2 7 5—an
7 DFAT O 5 HeH D BRI E L BB R R T iR 5 v,

Labeling & Storage DFHMH, {RE DR b HicHH T 2

=

S ELE SO LE M OMFEAE R E S (Stability), EEkHFE D2 T DA ENIL bracketing 1

X 1% matrixing design(ffJE8EFE 10.7 2 S 2 &)

g oM gk o BIfE % AR (pilot batch ¥ 7z I production batch)
DUTFowFnsrosr —2ick\ T, Stability Protocol (& H. Type of batch, Batch size %
BHGC) & Stability Report DA RIT 5 2 &
FEWIRE CRE 2 EEZER S OGH&
B Accelerate Study, =im40+2°C, 75+5 %RH T 6 2> A LA L O AR K& U Long term study
S 30+2°C, 7545 %RH T 12 2 AU LA A7 &b 38 Xk
M Accelerate Study., % 40+2°C, 75+£5 %RH (HAR1% 6 2> H LI L) X U Long term
study X 30 £2°C, 755 %RH TR 3 2 (ARG TR c2 bR e d 3
LRCOARBELISMICIBINT 2 Z Dt DIRED B - 72856, T 7213 LRCDIREED HIFFEA VI RETS
> 728G, FRMIC R E R ARET 5 2 &, Kum-°C. WBE--%RH, #AR--~ A, %
(D L dNid) %5l #
WEJE CIRE L 2 BRSO 5
B Accelerate Study, %z 25+2°C, 605 %RH T 6 2> H LA LD AR S U Long term study
i 5+3°CTI2 AU EZD7R < &b 38, KT
M Accelerate Study, % 25+2°C,60+5 %RH < 6 2> H LA _E O AR K& O Long term
study 5l 5+ 3°CCHR 3 2 IR TR E c2 P &b 3 M
FREME R /F G R OBERBIRSERM S -8 nog 6, Kk °C. AE---%RH, -
A BB LEND ZRLHET 5 2 &,
IREEH O AIARR £ 72 (I AREH O IR O £ & o GRS SE ) o EEEL T RFIREE & 3

IZs

(3) New Animal Drugs K 5N 3 FHHBEHICOWT
B TR 3R B Bk T B ESH D [New Animal Drugs E5—& (EWH 0 FrEE 085480 L TR
) ] iZ. UTo ks> icsilHEI NS,

1. Part Admin ££z{ KhoThoYo.1

2. 3oV 2R R (B RoYo.2 i€ v HE(f)

3. Pharmacology (Target Animal Species D+ D)

FERE T DR

O

EHeD GLP 235 %

COOGLP 2372 \»

3.1 Pharmacokinetics
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@ Absorption : C max, T max, AUC, onset

@ Distribution : Protein binding, Vd

@ Metabolism: phase I, I

@ Lxcretion : urine, feces ,milk

3.2 Pharmacodynamics

4. Toxicology (Risk Assessment Data)

4.1 Hazard Identification (or Assessment)

4.1.1 General Properties

4.1.2 General Systemic Toxicity Testing

@ Acute Exposure tests : LD 50

@ Sub-chronic Exposure tests (90 days) : NOEL , ADI

@® Long Term Chronic Exposure Test (b L & #L1%)

4.1.3 Special Toxicity Testing

@ Reproductive toxicity Testing

B Developmental Toxicology and Teratology

@ Genetic Toxicity Testing

B Gene Mutation Assay

B Chromosomal Effect Testing

@ Hepatotoxicity Testing

@ Nephrotoxicity Testing

@ Other Toxicity Testing(B# 4 2 4)

4.2 Dose-Response Assessment (%3 2 B#)) (NOAEL or NOEL -- >"ADI"DfE % #3°)

4.3 Exposure Assessment (%3~ 2 B)#¥)) ("MRL"fili % #17E)

@ Target species IC¥1F 5 Al ® MRL X U/ % 7z 1% Metabolite D % fiffse 54 & ficRn 3, &
FRHEE L 723 o MRL i & (REEBIE 2 RE S 5 2D 1c,

@ EEHB E - IZEOEMED 25E. 2% » CODEX, EMA, National MRLs ic X Y &K X
7= ATl ® MRL K ¥/ ¥ 72 1 Metabolite Dfi % 773

4.4 Risk Characterization(j4 & 5 2 814))

@ Human food safety (Margin of Safety D % #£3)

@ Target animal safety

5. Safety

@ Environmental safety

@ User safety

6.Efficacy

@ A study in target species

@ A study in laboratory animal

@ Any field investigation
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@® An in vitro study (Molecular Mechanism Study)

7. The analytical method to determine the drug in edible tissue (GH%Z 3 % Eh#)
(fRE 1% Quality FH L HICEFEED-0ICKL T &)

E) Yy —F o7 —2 %5 HDEE. Impact Factor DH 37T I N7V ¥ —F A THRINIERS
AR

(4) EREYFNRFSRFFE ORILFICOWT
Kho Tho Yo3 A:W)#RBIAIC & 2 BUREESE i 0 SAN S ERARFEE R HIE OREEE 13, AT ICHil] &
hs,

FIFE S FEER N (B8 tho.yo.l) ICFRTFHALEZD D

BIAERPHET 2 EEMOBIRR VOO 23 - & VIR ER

1
2
3. #£44 Finished Product Specification and Control Method
4 Certificate of Free Sale JiiA (fii ADEE)

URAR T AN Z A 5 5 IS

RBDOREIZTLDTRTOET L

XA FEIC X B HOFIE
SEEIC X B HoFME (b LdHhiT)
D FFHIC X 2 HOFHIE K ORIALE £ 72 13BER (b L b i)
£k pho.yo.8 (BRRIEZRFEFEEK D 72 0 OEZEN Y v 7 VELEF A HEEE) £ 72136
no.yo.8 (BUREZFBAIEFRD 72 0 D EHE Y v 7V AGFFTHGEE) OJRA
10.  HBHIT— 2587 + — LT RCHALEZDD
11, AR E R REIEEIC T X TRALZ b D
12.  complete formula per unit %/~ 3 #iEH 2> H O ESH
13.  Master Formula %/~ 3 8#&EE 5 & O FHIA
14.  Manufacturing Process %/~ 3 85&EE 2> b O HHH
15.  #LEE 31T L 7= finished product ® Certificate of Analysis / Lot Release
16. PR SEUKHEE BRI

(NADFvE v M OTRERIZERYER OFFREZ L IcBa T hiE e b k)
16.1. PR3t i EUK R BRI W &
16.2. R O FHH
16.3. fWE & # Quality Control

16.3.1. Raw Material Specification and Control Method

||

16.3.2. In-process Specification and Control Method
16.3.3. Finished Product Specification and Control Method
(shelf-life % O} storage condition % & b THET %)

16.4. Packing
16.5. Labelling
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16.6. Storage
16.7. Stability Studies of Finished Product
17. BERFER S A A BRI X 2 54 A BRI R
ANADAAABGICR 2, HL, mrE v ROBEREEZRL
(B2 HERH b ATRE 72 3 A B GREE T LART C 722 4L 72 H 72 )

18, BEHREOMAER T/ ¥ 7 TR b2 RS A

[ A DA AL, [ 1B Do~ 4 A HLi,
18.1. MM T — & 18.1. Potency Studies
18.2. ERENY) C D ML) T — & 18.2. Efficacy Studies
18.3. 1Rk T — % 18.3. Safety Studies
18.4. Z D fth 18.4. Z D fth

19.  Eo®REHEEEEE 23717 L 72 Certificate of Lot Release

20. AREESVPBICERINZESLOY X P ROEZENZENOEICE T 2FEDFM2nE=H, I
CICAREHRE DD BLUEE > b 0) SRR chsEHD Y X b

21, BEESOULE /AL I3RE O 2R 74 2y v —DFFAEEDE L

22.  BEHESURGCHAGEEOE L (RGeHE2S. $GEE /WAL 2 3RETE L IINOETH 2 2 L 2lE

T 2858)

23.  GMP Certificate D5 L (HHN <& 2854

24. £ A HftoZfEko [ A [ ]5L

25. HEHEHRHEORKS - EMELALZZEHEIZAE K

26. [EHEHV I BE) DWW, HFEERHE I RAEF ICE VWS v 7L DiR
MEZF7-

2. 3 REFER AV v Fic Xk 3&k iconT

REFER XV v } &k, BEEBELEZERSOBA T A & v ARGEER, EELEHFHRHEICH L
T, B AL T A EEMICOE, BUCH A 2 G- EEMOBREE LT 2 HikEz T
BRHEET 52 & TH D, REFER XV v FORIL, 8L, 700, BEEMEGIIE, EERTERME
HE D 43 H1ik & BUE (finished product specification), SWVEEBEE, Z ofthziiliod, 51H3 3 B0
BHER L FFETARTREESL RV DD, UTORICOWTEEESED LN TWE I L TH D,

SEHZ 1
- Hon

- EEosE (B2 AEER. ABEERIE) [ h T erot BREED RV AA— VYT
FUHATRALDH)

- BRFERIEE F 72 13 IRFE RIS O

- ENREE (MbANoBLEEFRBFAIEROTIH] o5&)

- wLE T (T ANoBLEEEREFOTIH] 0%H)

- EWAEEREEEANLENICEE R ZRHIACE (T A3FFaIIUS L 72 B3 S A %
T FEEANEAR bIAS GO H] o5&
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2.

3.

1 REFER * YV v Fic kX 2 Ff xfEJE

I OMEIZL Ty on s,

1)
2)

1y

2)

3)

1)

2)

G323 ERADEFRFTH

H & oflLEEE RO 5 H

it \oBLUEEHE G EFOGIH (BGSHEEREL - b0 CHBOMEE TH 5 Z & ZFEH
T 2L B 5 35E)

WA 72 IREAAN L TEHNICR AL ERROBRHE

B B8 o EEGEA F 72 3R FANENFE AL SO G ((EH 3 2 8LES T
A& L)

B B & o EELAEA T 72 1 3R FEEANENFEBIALESROFIH (EH 3 2 8LE850 T
ARG & 7 2 28, LAET o 8LES AT & BIRIES B 2 P (] 2 (X LART o BLE T o Sk T8 70
&)

fh N2SEFRTENAS L 72 R SR SR & 72 3R AN E N biIA A ESRO5H (FH T 2 8
BT AR & [F L)

2 REFER 2V v FTR® b TwinWLEENER

BUD i & 7z RS B i

O I N T A v ZAREH OBEEGEE

GA Y ZMEEEVPEERZK T LTH- S REFER XV v FCOHFE2T3HETIC L%
Bz TV BEE

REFER XV v FCEHMBERML 722 LI X Y UG L ZEHRLER. H 5 IdEEBERE
B LA OESEMLER

REFER X v v FHIGEH & CICEIFERD 5 F % 2 72 S8
REFER % ¥V v FCOEFRICE W THIH I NFAH 2 EIHR N E 5

3 REFER XV vy FEAWZEWAEEROEROTN
Yo.l fiAEIBF SR EELZH2 vy b eic, FDAFEHR 7V Ay 77— R
+ ¥ % — (one stop service center) IC CHIFET 5, U EHBHGEE ICZERS 2 FKITT 2,
HME. BrviEEMFEOY =2 794+ (http://drug.fda.moph.go.th) 1 TR & H
HOBRBERRE 740 =T v 7525,

(1) FHEEzABRLHEK

OEH mBELERT I LIET & R U5E
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HEE D FH X 1Ch 5 5 HEUE, FEHOBIEL 2 WGHIX 5 E¥(H2H T 5, XHFEZEBEL AT
EhohWEAIR., BESEXTHOSLERD Y, 55 HXH24 25 (EHEERBRMZR), Mz T,
CCCIHFEEPFHEREST 2720 LB LRI EENLTEL T, WERX2HZEZ TS C
LixcEhy, 1MHOFEMMZ —ElT 21k, 50 BEHAEZ IR, XRoEIEIAR
BHBGEE 40 HEHEZBA IR LR, —REIIHEEH 2B A 7285613, FDA (381
AIREZRIE D A CHBE 2 EFE, MET3 2,
=152 ES TEIAEN AR
e
1) | LR E I EEMEEH A CREA 7 + — 4 (self-submission of document —
verification form) 1Cff > CEHEAMRE L. ZHFESERITT 2,
EEER
2) | HEUBE KT/ XIFEMZKIE, 1 RHORBIcE T 2ERLOME, A% | 35 HEH
e, ZeticBd 2 HE 2R 5,
EHEE
3) | HYUBE KT/ XIFEMZKIE, 2HHORBICE T 2EESOME, A% | 10 HZEH
e, ZetEcBs 2 WEE R 5,
B/ BEROWIE 10 2%
HURBIIFHMER R 2 £ LD, HEROD 2 HICEXLZRET 2,

1 &4

4

4)

O E XK RELERTH AR & R 5 5&

HEOTHE T2 2 HEIZ, EHOBER R WEAIX80 HEH 2T 23, XEEZEILELATHN
o nGaid, BEFELZITILERD D, 100 HXHH, XELFESCRED L CFEELKHE
L7561 110 HEH 205 (FHEERMMM LR ), AT, S CIEEEIEHLRET 27
DICHELRRHIIEENTEL T, MBI 2RHEZEA T 2 LidTE v, 1HHEHOEENME
—WFEIEF 21ciE, 50 BEXHAZHE2 Ci3h b T, ROFIEMBAS 25613 40 HX¥EHz# A Tk
b\, —RHFIEAB MR E H 2 # 2 7254 13, FDA (I RER RO A CHEBE 2 HE., Mt
35,
5= FHrEAR HAE
EEmEE
1) | LR E I EEMEE A A CRCA 7 4+ — 4 (self-submission of document —
verification form) 1Cff > CHEZ MR L, ZMHFESE2RKITT 5,
EHEE
2) | HEBE KT/ XIFEMRKIE, 1 HHoRBICE T 2EESONE, A5 | 456 HZEH
T, ZeticBs 2 WEE MR 5,
3) | EEERE 20 E¥H

38



&R FrEAR HAM
AR E KO/ NI3HEMFAKIZ, 2RHOREICE T 2 ERELOME., AR
P, RRMICBET 2 HE R T 5,
B4 /BB OPRE s
4) o . . 10 E%H
HU B IR T2 O, HROD 2 FHICEXLZRET 5,
5) BY/ BEROPE 3580
HYERB IR Z L O, HROD 2 HICEXRERET 5,
(2) VEESE
O =N ELERTRLAT & F UHBE
=k HNEIER S WAV BREL
—iiEHR & B GELEER ane.2/1 ik 1
1) | (ADMINISTRATIVE DATA AND PRODUCT (Kor Tor Yor | _ .
INFORMATION) 2/1)
2) | BRRORET — % & FTENEE (QUALITY) (ij'ér ) f‘j_l 1
@ E X FELERT ARG & B 556
78—k NEER S WAD S BREL
—iER & EELEEER ane.2/2 ok 1
1) | (ADMINISTRATIVE DATA AND PRODUCT (Kor TorYor | o
INFORMATION) 2/2)
2) | ERROSET — % %FHEMEE (QUALITY) (R;”'Yir ” ff_ll
(3) &H
O EENELERT B URT E F UE&
BB = {az!
1) | HEFEORIF AN, EHOEMEREZRICr» 2B 1,000 THB
2 PR H A ENEF WA DENBERER IC 12 2 B 9,000 THE
F) FEH I F Y A O 5E o FfrE Rl E R A 1E 19,000THB
3) | EREERAEFRGEEE 2,000THB
O EHESFLERT LR & B 5156
IHH ZH
1) | HEFEORIF AN, EHOEMEREZRICr» 2B 1,000 THB
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HH ¢!

2) FE X IFEYFNEH TR WIEE O EMEREERICr» 2 EH 19,000
H) P IV EA 056 o FiiE A E A 1 39,000THB THB

3) | EREERJESRLE 2,000THB

2. 4 ERFTEDLNLEERKICOWT
2 A FECTHEIE I N EEGCIA I N EREMNIT, AR L TE 72 X5 i cikE T B RiIC
FDA IC X 288k AR EZZ T R TR o v, Lo L, EREESofICix, REEAHRERL -
%%7’7‘ ISR - R IN T2 Db H 2720, FraD XV Al ORRN L EHEGER T 0 &
AR L T o T\ B, 7272 LEJFITICRLH S L2 BTG O FRICH 72 o TiE, R LK A OH
By DFEHE R O WTE R REE CEZE I NFE[ T >Tnwb 2L, £ ToNy Fr—vH
ARy 7=V 24 TOEYLEWTEROR R LR L Tnwd 2 EIRDOLNDS,
WIGHICFH - BRI N TR ERMOETICH 72 > T, Flma 3 F T O FHE R b 5k
It o CHR L. BTS2, BIAEEMOFEIRIBIC O Tk, [Manual for modern veterinary
drug ] ICH K HERPLEFEFICHE VL, BT 2 MESCE., SEEHE  (Certificate of
Analysis : COA) . KOERED DOMFIEIC O WCiE, ERFOFMATHI N TV I LERD
%,
FDA 25389 2 )55 IZUT 0 ) TH 5,
- 3 ~}%ﬁ (328 : Volumel, Part1 KU EH
- XA ~—=73JFF : Volume I, Volume II, Volume III, Volume IV & OB ffi
- ZA=TEFTT (2017 i) K UGB
- EBEERT GBS0 K UNEH
- CREERT GE39KGETHD - REIEREEMSE GF 34 0 K UNER
- EEEEFA (2016 FRR)  : Volume 1~5
- REFEFET @A) (2016 4iR)
- WNEERTT (B 8 R M UNETH
- 17 SUE HAE R TT K OhEH
FROFERFCEHRBMIN TV IEEGOEREAFLT 2561, ARCEYHOIRREZRES TXIF
WX oz, UToOEEBIEETN R,
- Narrow therapeutic 3£,
- Bt — 7 4 v 78 R B R FR S A
- REEERSTORES TSI AV VORI ST T
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3. BYHAERMOSLE - mEEHEICE Y 5 Al

3. 1 Good Manufacturing Practice (GMP) 22T
2016 £ 5 H 18 HiclAI X L= A4 [HEH R ICHE D GERERF OBUEIAE R L, LGB
=35 o BLE I B3 2 BRI R O FE O RIEDFEM  (Prescribing the Details on Criteria and Methods
for Producing Modern Medicines and Amendments of the Rules and Procedures for Producing
Traditional Medicines in accordance with the Drug Act, B.E. 2559 2ic X v | B{¥E % 4 EETOER
R o BliEfak (3. PICS/S @5 12 it GMP S IcHEfll3 2 Z e ko b T b
[# 4 F£E <D GMP #iliE D f%4]
£ A EETHID COERMBOELE - WEEBICBST 274 F 74 v w25 Dld, 1967 £
Fk (BE.2510) % 3 mCiillah s DERERRLZRD 74 v 2REHOKE (Duties of a
Licencee Concerning Modern Drugs) | & Wz %, Z D%k 1984 4Eic, FDA 2HEEEZEE I GMP
HAEZ T 2 X 5 BB ICE & 2010, 1987 4E1C FDA X ¥ D GMP SCEZER L7z, & I,
BSRPEE OIFHEL % Hi5 L. FDA 13RHEZ 72 L 72 BEFEH 1< GMP GEHEFE % IEIC 5 Lo
726
2001 4EiciZ, HHEFREBERT (WHO) oJt#tici o< [GMP #4 K74 v ] »% A4 EETHE
M, BN A4 EEICESRL Z @ 2 EAVREEZEFR ITH A P74 vofHlzke 7,
Z D%, 2003 4 3 H 7 H. fREE X, 1992 4k WHO-GMP EHEICih o 7 [EAESRE M EGE D
7o DFHE Jiik Ik O (Prescribing Criteria, Methods and Conditions for the Production of
Modern Drugs B.E. 2546) | ##UE L 7284 KO [3E5E (B.E.2546) 1c 50 CRESE MG
D720 DILUE N FNEICEH 3 2 344l (Prescribing the details regardngithe criteria and procedures
for the manufacture of modern drugs under the Drug Act B.E. 2546) | % 4 C @ [ENRIKIEEZ 230
INEFEFAE L CGEAIL 7,
—J 2 &ilfifT LT ASEAN <, IMEE<To GMP E#EME{LOB & 235 - 72, % 4 EHEIZ
2009 4£ 4 A 10 HIic#Hifks & 2172 ASEAN Sectorial Mutual Recognition Arrangement (MRA) |
#l9- % 7- % 1C, Pharmaceutical Inspection Co-operation Scheme (PIC/S) & GMP & L < iZ% 1
EAEHRHAED GMP #4 F 74 v%, ASEAN fEE LCHlET 2 2 e hkd b, 27
»., 2011 4, FDA % PIC/S @ 2009 4£ilk GMP ##% 4 L1 GMP 74 F 74 v %HllEL. ZD
FIF % N O AR5 S LS S I O K ht R 38 0 &S Ionf L Tk 72,
2016 ., x4 E£E (FDA) ¥ PIC/S o IERXMBE A vox—birodz, L7z2do T, RIEA IZEN
DEGEEFE BB L 724 P4 v ik - gL, RLUAmCEEIT 2 2 &z HIIC, 2016 4F
5 H 18 Hic [FEFFICE D CGRRERES O RLERAE K T, M OMEHESRE S 08L& B3 2 81
A% O FME D K IE D FFA (Prescribing the Details on Criteria and Methods for Producing Modern

Medicines and Amendments of the Rules and Procedures for Producing Traditional Medicines in

20 gerikic B R O BLE IR Uk DR, R ORHEEER O8I BT 3 B K CFIHOWIER 4, FDA ¥ = 7%
4+ X Y https://www.fda.moph.go.th/sites/drug/Shared%20Documents/Law03-TheMinistryOfHealth/Law03-23-06.pdf
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accordance with the Drug Act, B.E. 2559] #&4 L L GHAIL 7z, Znic kY., BIfE, ﬁﬁ@%‘g
O BLERIZ I, PIC/S O 12 il GMP HECHEILT 5 C L kD bR B LI ICmo T b, |

3. 2 GMPiEFBHZE (GMP Certificate) 12T
BUE FDA 1T X o CTES - AR I N2 2 TOEREMIT, EEMPFENZNEZ S bHEEOXK
BRIET 3720, EPANcoilE 2D, GMP E.EHH (GMP Certificate) ODEEBHE L 72 5,
HL. 2019 FR & 0 MFRANCHLR L 72878 2 v FIEYE DB X 0 HLE S 8GR o Bt &
70 & —HR GMP GEWIREREIC H 72 > TOFHL E PHEESWE R Z L 225, 2021 £ 1 A 22 HIic i
Bx A0 E E 3G ELE AT 3 2 R IE 35 o 8LGE L HEGEBIE #6417 (Regarding issuance of a
certificate of modern medicinal production standards for drug manufacturing sites abroad) | 1B L
TOMAP %, MOFE< 2 A 18 HIC FDA A3 [ A4 5 i S 5E P o 3 A 25 38 iy B FLHE R I 35 o Ff
i FITROEFT BT B R, ik, KOS (Criteria, methods and conditions to apply for, the
issuance and renewal of modern drug manufacturing standards certificate of overseas pharmaceutical
manufacturers) | ICBA$ 3 EM22%2FIT L 7=, FDA 25 O@HAI DTl
o BEEFOWACBH o> TL GMP AEHENLE L 25 T L

fTH (2021 £ 5 H 1 H) BEICRITEIN S GMP itHEIEHO AR E cHE#hTHh 3

e
o JfTH (202145 H 1 H) X YETICEIFX 7= GMP ZFHE X 2022 4 H 30 HE CH% &
AR

GMPEHEOHEFITAZNMRD 6 ~HATE Ticansd &
DFEF - BRI N T D
¥ 7-. FDA 12 X 2% % (On-site GMP Inspection) X, LT OEAICEMEINL LD F
KEnctns
o R IN/LEEE - GRS REEA X Yk b EEGEGEREME L FETE RV, HDH
XS L EHE S 2 C L 3T E R WIGA
o Z Ol FDA 23, JEERENELETOFEETNZ T2 On %Y TH 5 LHW L 725G

< HhE o EEE LS R O EEIC DO WT >

EHE A O @R CHME o BIERT O Bl A5 #Mﬁaﬂﬁéht #13. FDA oY EIC
LBIME R FET 5, FDA BHEDOHIEMRICK 2 L, BRI EEZRIT Tk
Wik PIC/S o#LERTICOWTIE, Z DEHIAE @ﬂmkﬁé LASBEE LD L TH B,
72, HEEMD S ORI D HITHIEL T b

21 S b B I IR 2 AR IS 0 B S 8 54T IC B S 2 84, FDA ¥ = 79 4 b kD,
https://www.fda.moph.go.th/sites/drug/Shared%20Documents/Law03-TheMinistryOfHealth/Law03-28-01.PDF

22 B R S BGE T o I RS S LS SRS R E o R, FATRER B T B JRALL iE. RO ICBET 2 &5 A, FDA ¥ = 7Y
4+ XY, https://www.fda.moph.go.th/sites/drug/Shared%20Documents/Law04-Notification-ThFDA/FDA-20210218.pdf
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3. FDA 7o @ [HHE B 5 ELERT 0 A5 5 ELE L ETEE O igE, BITROHERHiB T 5
JEAL, ik, UGt (Criteria, methods and conditions to apply for, the issuance and renewal of
modern drug manufacturing standards certificate of overseas pharmaceutical manufacturers) | Dff
JBEIC LB L, GMP GEMEHOHFF, N REEN (PFEFHEE) 106 U TOASEAN Listed
Inspection Service, @PIC/S Member, 3Certified by PIC/S Member % L £ i Certified by WHO
Prequalification Team@Non PIC/S Member ® 4 »¥ % — v ic Kl & 5,

(DASEAN Listed ASEAN F&E £ L ASEAN Mutual Recognition Arrangement (MRA)

Inspection Service on GMP Inspection of Manufactures of Medical Products D #§E T I
% IR ELEZEH ©, ASEAN Listed inspection Service (3%) D% uiE’Ll’
ZNF T R BRI X 0 T S N R LG TR ERE I E 2 X T T
W5
(@PIC/S Member PIC/S A voN—TH ZEICHIEL. % OE D EEMNEEEIC X FRIT
X N7z EHE L BLEFAERE A E & R o E 3 R ELERT (D HEE)
®-1 Certified by PIC/S | E3RSEHERE 25 PIC/S A v S —Tld i WENCHTE S 5 3 5 &L T
Member 7205, PIC/S A v N—TH % RSB BRERE 5> © R 38 i B B HERIE A &
R
®-2 Certified by WHO | WHO D &£ 5l % 52 \F2EE Y 2 M icfgi S - Wi 2 HlhiE 3 234
Prequalification Team
@®Non-PIC/S Member | Fi2 ASEAN Listed inspection Service, PIC/S Member, Certified by
PIC/S Member, X U Certified by WHO Prequalification Team @ #illz

ICA > T WEESIEHC, U T 280,

@-1 Certified by WHO -Listed Authority (WLA)

WHO 2338381k L 72856 i< & 2 #E&E1HlH % 32 1 WHO DFEEEY R b g #
I e G S 5¥H

@-2 5) Gap analysis-based comparability with PIC/S

AR i D LG EHE S TR IR 2 B Ic D E R I 7z i R ESE
enE D JF A, J7iE . SR ICiR 2 IRIEEE O HHNCHE W FEEFN S 2
FDA R OEMEFEDHTA F 74 vHd by, EEMEEDFH] &
TriEoFHl 2 F 3 2 EIHEMEBEE S 5 d GMP FEFHEERMIC X 2
FEAT R % 32\ 7z 5 3 L &

¥ ASEAN Listed Inspection Service & (X, ASEAN MRA TE® b N 7-5&F 2w L &R EHIERE
42 (Joint Sectoral Committee) ICTHEEINZMEY — AL TH 5 , HED ASEAN MRA T
FEWIHEE SIS R & 7r o Twirwveod, NHESES CEYEREL BURTEESRE S, (SRS

K OFGRRAER A H & L 72RBER IR <) o L CofBREEIX, > v # A — (Heath and Sciences
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Authority) . ~ L — ¥ 7 (National Pharmaceutical Regulatory Authority) . 4 ¥ F 2 ¥ 7
(National Agency of Drug and Food Control) . 24 (FDA) . 74V vyv (FDA) &% 3%

(ASEAN O @j[fIc DWW T i3 4 ESH)

T, GMPIEAEDOHIRICH 72 o CORIFEEDOTN L., FEEICH - ) LE L 7o 2 HHOFEM
THx,  AEERESEERT O O GMPAE OGS, FT. BB 3 2 A, FIE, &ffoF
51 % (Manual for rules, procedures and conditions for requesting, issuance and renewal of the GMP
clearance for overseas pharmaceutical manufacturers) | % FEICHMH - 5IHL 22 HEtHT 5, 4
EY =2 T AV ROBEEHORRIIADOY 2 79 4 b b X7 v — FRARETH 5,

https://www.fda.moph.go.th/sites/drug/Post/Shared%20Documents/DOC_GMP_Clear
ance2564.pdf
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2. 1 GMPFZIEBFEEDTFHE OIN

T YRRy T —E Rk v & — (0SSC)FilH

Fhe 2 HEOH L AR

FHESE# 13 0SSC IC CEIEMERE D\~
GRITEDOD L REE I N HiEICT)
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3. 2. 2 FHEFAFLAK

HEEDFHE & IC02 2 HEUL, 7 —RACIGL CEFT 325, Tadz S, k. Tl
FHHDBIEPEAMNH - M ANA Z S O ICHIEIC T 2 L EDBH 250 0NIGHIR IFE Eh kv,
72, MNEERICECONEOREN 2 BERE T 2 L4E ) H 5 LK I NG EOMICHE S &
AN

WS E o FHf
HRLH ST
ASEAN Listed Inspection Service 30 H¥H 15 H3¥H
PIC/S Member 30 H¥EH 15 H¥H
Certified by PIC/S Member 45 =¥ H 15 H¥H
Certified by WHO Prequalification Team
Non PIC/S Member 90 =ZEH 90 H¥H
WEHEE O FHil
HRLHRGE TGS
ASEAN Listed Inspection Service 5H%H 3HXEH
PIC/S Member 5 H%¥H 3E¥H
Certified by PIC/S Member 10 E%H 3E¥EH
Certified by WHO Prequalification Team
Non PIC/S Member 30 H¥EH 30 H¥EH

<HE o EE RGO 'L ICDOW»T >

HHEA OEIE CHE O RGN O B A 0 B LW I 85413, FDA o4 EIC X 2 8
HEBHAET S, FDARO L O NEMERICK 2 &, BEIC—EFLEZLZZT T wIEPIC/SD
BELEFTICOWTIE, COBMBROHNT L k2 ol ot ThHd, £z, HFEEHL S
DHIHAE R DA D HIEHIEL T B

3. 2. 3 HEEME

GMP Gk Cc B & 7x 2 FHIE,  [HHEBEEGELERTR T O GM PR OGS, F&17. BHHICB T
LR FME, F&FOF5I& ] 1c k2 LHEEZ—VHIICUA TRk b T2

- »¥% — (@ : ASEAN Listed Inspection Service (ASEAN LIS)

- & — (@2 : PIC/S Member

- 2 — (3 1 Certified by PIC/S Member & % > i Certified by WHO Prequalification Team

(WHO PT)
- %% — @ : Non PIC/S Member
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7, TadEHOIE

. BERFEOBINEF LI RDOONIGEDH 2,

@ @) (©) @
ASEAN LIS PIC/S Certified by Non PIC/S
Member PIC/S - Member
‘WHO PT
B | BEET | BT | BERT | T | BEET =
1) AL EEH L ELERT O GMP ZEFEEHEE O
O|lO |1 OO OO0 O
MR/FHE/ L e 2 —F = v 7 ) X+ (F-D3-32)
2 y %ﬁm 'J\t:'f}?ﬁ‘@ GMP uquE 7 EEE%: F'
JRANESISE it P T HFEE( olololololo o
D3-34)
3) AhEESE EHT D GMP GREEHRE % G L X
) IS s olololo|ol|o O
S LI BEHRMLY X+ (F-D3-33)
4) EIHHD X2 A4 EEA~DE A T 72 3R FHE AN
) PR L ekt ololololo|lo]| o
FAXV/RADI L —
5) 91‘.@7&!3!3%3‘@"_:?}?@ GMP [F10 uE%ﬁE‘anﬁ = %TNE
o4 3 B X o i 2 FE (Declaration of | O | O | O | O | O | O O
Understanding) (F-D3-80)
6) B3 LG ELMETFAE (GMP GERAZE S L < 1X
CPP) DR, T 77 I3 BEM ST 2 5EF
1T U 7= 25 2 S A s S o 2
¥ CPP ( Certificate of a Pharmaceutical
Product) [Z[E3E 5 DT % KGR T 5 EHE A EEH X
roduct) PR FE 72 " ololo|o|o O
zpz b 1
¥GMP GERHEOEHICH 2> TiE, iR a v
— R EE RS, MPHRAEETC2rLD
HHoLGAEIZ (HL, 6 2% B2 RWVIR
D) . HHECRHDLE L7 D
7) GMP GEBHZE & 5303 %2 GMP Fffffish & & ¥
) % VA o o o o
(GMP Inspection Report) 1
8) aHilli & SE it 9~ 2 [E o HE A & FR ] & 1572 K »
& 1E &t W] ( Corrective Action and Preventive O O 1 O
Action)
9) LG TROZE, 8GR, K OEIE N O &M
B R - eI E Y R T WMERIEIC D o o o
WT o, BIEEE L 24 FEA~DA 72135
FHEANGTITRES & OBl EFEEE
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10) EHRFELGEHRY 4 <=2 & —7 7 4 4 (Site
Master File) 23558EZ1CHio T\ 3 2D SR
= (F-D3-35)

11) ESMELEFRY 4 F~2 &% —7 7 4 A (Site
Master File) F{ThK

12) fE~==2 7/ (Quality Manual) F 7z Z[A]

LZoEHM

13) 24 TEICEAE 7 3RERANT 5 3
o #E 77 ik © §F #l (Manufacturing Process
Flow), Zh 38LE TR EZER T 257 X — X
—. BT TE. ELEORMOBERIHD
RErbs L, 2L CTEEREEICHENT 2
i, EE, LFToFMbEt L

14) % A EEICHAE 72 3R EMANERLET
= 352 5 8L o 4 i 5 B A0 8% (Batch Analysis
Record ) % & ¥ & # & 8 & 5 & ( Batch
Processing Record: BPR)

15) 24 FEICEAL X 5 &3 285 oo
Jiti 5 iR #E(SOP)

16) WA MFHE~ R £ — 7 F v (Validation
Master Plan: VMP)

17) 24 EEICEAL X5 & F 285D 7 m+ R
WAEMEFEMRYE (Process Validation Report)

18) ¥ o8BS L gk, EE. Gz L il
T AEFEREEO T —RICB T 5, R,
K534 (Control of Cross-Contamination in Shared
Facilities: CCCSF) % &M 3 2 g% /R 3 HH &
AEE EAOE &

19) Y% S ELERTICH L CHEA T 2 EN D&
HmELERE R G (GMP) B3 2 BE £
72 138 %2 7R 3= 48 (Local GMP Standard)

20) 24 FEA~DOWAE 72 IR FEEANEHE T
285 EE oL v 2 — FE (Product Quality
Review: PQR ) 5#Thi

X2

21) WE DYV R 7~ A A b (Quality Risk
Management) ., Z1{tL ® < % ¥ £ v b} (Change

X2
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Fo v 9k A& % # ( Non-
Conforming) DEHIC 35 1) % FEhE /5 i/ B EHIE

Management) .

22) Mkt L 2 REW DB T 7 v, Ta b a—
N, B2 A4 EEA~DAE 72 13FEFEANT
% 8 o ke U 72 % 0E T 0 B IS SR & (On-
going Stability)

X2

23) #715 (Complaint) & # 5o Y =2 — 4 (Product
Recall) 1CBE3 % FEjit/BHE F e

X2

24) &% 5 RO BLETIC BT 5 2T D GMP &
ZrAFfH U & b (Regulatory action details for five

years before the date of submission).

X2

25) = 38 L L& AT 23 FTPE 9 5 [ o 5 38 A R
X5, EERLELERNICE ST 5% 5 EM Ok
E"J%ﬁﬂz@ﬁf—ﬁ?ﬁﬂ (b LdHhiL)

details for five years prior to the date of

(Regulatory action

submission)

X2

26) 2 A4 EENCEA F 72 1 3FEEMANT 2 B
DELGESTE DM, R ERGEE CHEH T 5
axfi. EE, Loz T HEHE2SELEH
& dtic (F-D3-81)

X2

¥ 1) Certified by PIC/S Member % % \» (% Certified by WHO Prequalification Team ® GMP FERAE

BH OB
. PIC/S}//“—‘}: L/VCDLH.[EL/f;
F G & A U

PGS L 2 CH U H
*  WHP Prequalification Team
CLES (D~0) zighdas L

% 2) Non PIC/S Member ic X
UTos5o0h73Y —
TI3Y—ZHTIEE LRV

PDEDRD B,
1) FDA i X o THUE -
2) DT oZfFicd i E 2 A REFREY

CHTITE 25
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HHED,
FH (O~0©) z#RliTzcL
e PIC/S A v =& L CRlAEL 72 HBZEE D,
EHriRET s L
IC X o CRRAE X 7255

ARG o A 2R & 7 UA . O~k o
DIRTOEEME B 2 GrLv) Baid.

Hix. ©. O~ D FrElHGEE &

328EF D GMP EFEHO B S
Hliz. O~9oE
. O~ TnE

MR35 2 D H 5 3,
2 HHL - oW o HEE

LT 7
RFICTEH S %

EH X N7/ AEIEN Y X b oEHEN,



2-1) ENHHOFEECHLARLTCWIEERE AR 7Fvol LT, AEOHE
¥Rt ErE I AREBENP R VEENT IV 2 F v
2-2) JEERE L IIBARICHERERLTEFT77F v, FFELRVD S WIERN
FHOFEEICRHLAEL TS H oD

3)  EVIHRIELH

4) PIC/S £ D ¥ % v 7'M CO LIRS & 2 BLi&E T
GEREFRSELEDJFA, ik, FFEOBE IR LA ICE I ERR I naREER
BLED AL, Jik. SR ICiR 2 RIS O SN HE WEERHE T 2 AMERNEESEE
JRDOEMEREDHNA F T4 vHHY, EELREGEOFA L TEOFMZ AT 5 EHEM
EILEE B % 13 GMP F &R IC X 2 ATl 2 52 1 72 75 38 5 B )

5) WHO 2383k L 72#% (WHO-Listed Authority (WLA) ) I X % F A3l % 52 17 WHO
DFRFEY & Mgk & nm B % Sl 5 2 JERT

* IR mELEEHEGIAE IC DT
PR L ELE IS E DM IC B /- o Tld, UFICET 3 2 ko bh s,

BEXT 2 -0 EEMEEEEAET 2 RS 2 FIEE L, EEFEEE S RYNICHERA L 20 h

B o ERHEHEFUTOMY .

o [CH. fHAT. RITH. AMMIIRHPIERE TS 2 2 L 2T 52 &,

o [EHENELESLHEGEIE IC UM I N2 EHER Y R b B S IFEESRE S T2 — A, GREEHE
DEEZHET 2/ EEEGEEFEE O GMP D) 2 b L —H T 52 &,

o [EIGELESMEIIAE CRAE I N2 BET 0 2 4 TR R T 5 2 b, Hl X, AHoERESE
iy B oERESEN, IREREE S (IMP) 7 &

o [FHGELERHEGFIHE O 4 il Az ofttoFEH LR L 2w &, iz, EHELERT O 3
A +<=AZX—7 741 (Site Master File) . GMP FHlifa&HREE %4 &,

o [ERGHELBEFUEZIIHE (GMP ZFHE 3 L < 1% Certificate of Pharmaceutical Product : CPP) 13537

fRC. HEEZELH 2 D B A T AR B RAAAR A3 AL IS 2202 2 I 2 T Il o TidZe & 7\,

& 48 i LG FLHERE B 23 R FE C I 2 K AVERE 72 o 72 5. AIBRBI D 88 £ 72 1358AE % Z T 7=l

FHEB I X 2 FER 2179 < & PlZE, AMEEESCERIERIIEIT, 7 -7 v 4y - Tr—Nh—v

ﬂféﬁﬁjdfﬁﬁ (Devawongse Varopakarn Institute of Foreign Affairs) 72 &', Z L C{EHHTE 2 b D
EMET 2720, WIRZAT - 2HE ORERGEAZE (Certificate) D a2 v —%, HEFECH2N

Emuniiﬁ%@ﬁﬁﬂg@ A - BDLETHEEDLEDICHM LA TNIE RS R0,

ARREHGEE A E . Al 2 HEE S 2 BRic. GMP GEIE (GMP Certificate) O J5A % A E ICf2H

TE WG, GMP GEHEO a v — 2RI T 528 HBTE 5, 27X Lav—0fitziTH 720

iy AT D2 BREDOFIEZEE 2 T nide b2,

2 Manual for GMP Clearance of Overseas Pharmaceutical Manufacturer (2020), FDA 7 = 7% 4 F L b,
https://www.fda.moph.go.th/sites/drug/Post/Shared%20Documents/Manual%20for%20GMP%20Clearance.pdf
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[ 35 (3 USE T A3 FTE 3 2 E O ANIEEE I X 0 . GMP #FBHE 085S A (CERTIFIED TRUE COPY) %
FITLTH B H (B.E. 2539 4 1996 4F) FHIHFLALICHR 2 INEARE) o RAFFHe & 1Cix, AL av—
12 7 T e & v, 2 B B R E BUE ORRICHE W HIEEFAe & & L. S ELERT O Ft
TEHCH 2 EDONREBICRINT 2 2 Lick Y a[RETH %,

WEHBLEFT O ITE ST 2 E O 2 4 FEKRMEEIC K Y, BHOFEEE Ble LT 7 7 v AHAEOE Y 24
FEAEHEY = 794 P 22O L) 2 LT b5, BHICELLEELEEOBEL O L 13, K
o BLEFT O TTE 3 5 E DAV E OMERR B 2 U E. & 2 WIZNGEKYS (Notary Public) . & 2 W I3HER
BRI N E 2 M I N ENEGENCEEZRR R L, B4 LATEE, KEMHSEIET 5 L
Thd, Falx T 2L, HlaF, PSR E. FEMGIHE, #i%EKkE (Invoice) . &4
DEEAIR, bk~ R EREER R L TH 5, k@%#mﬁ?5®i%%@&f%@\iﬁ:ﬁﬁén
EHHEICOWTWALRINAEZ LRI T 20 TlEARw, FdEEHoavr —@RilFRZiconT
b, EARFIEIFEKRTH 2, ZELEICK > CTFRZ OFME ISV ELEDL e RH 0D Lk
Vo, BlEH L RAPEE L. FEO 24 FEKMHEEICE T 2 BFEHE (LEGALIZATION
APPLICATION) /Fik% &0 - & MFFEOEBRFHARETRETH S, HD5 0T

FE3E HEFBHZE (Certificate of Pharmaceutical Product : CPP) ®JEARZ b 0 ICFRAFHFE L TH L,
7272l b LEENIEHFOFAZREH TZ 2vwihE, HEEHFEH X GMP itiHHEo a2 v —%2 M L
THELZGG RO FRE 2T 2L, 27 LERMBEERETFHEDRAORD W ICHEAL 72
FHED . HEEZEH > OB AN R A IC 20 2 A 2 Tl > Tld e b e,

* GMP -l &= (GMP Inspection Report) . K UFHl % i3 3 EDFE 2> b AR 2B 7= K&
IEEHHE (Corrective Action and Preventive Action) D VyT2

GMP FHifi#R &% (GMP Inspection Report) . S UFHf % FE a3 2 [E D H8E 2> & F80] % 15 72 K I
BIEEHHE] (Corrective Action and Preventive Action) DERRICH 72> TIILATICEET 3 Z & 33K
HHb,

BHEMOFH & L RN ELE R ETH T ol H L O R E TR 2 ¥Eff 3 2 icH 72 v, FFAfH

HEVETHE L AT WER SR WORUTORTH 5,

o GHlFHEMREESETHio TV ABITRCTATNIER LR, BEHLAZbOREMLZbD, &
VR ONEZREL72bDTH o> TIk b\,

o [CH. AT, FHMFHEATTHh N BN, GMP i A#E (GMP Inspection Report) ICEt#iE
7Rt A O #iPH 12, @B 2> GMP FEHE (GMP Certificate) 7x &% O HEFHDFEHM &
HEL T ARTNIERDL Ry,

® JGATEHARVWZOMOFESE A, UTOFICX2FIREZITS

24 Manual for GMP Clearance of Overseas Pharmaceutical Manufacturer (2020), FDA 7 = 7% 4 F L b,
https://www.fda.moph.go.th/sites/drug/Post/Shared%20Documents/Manual%20for%20GMP%20Clearance.pdf
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- R SLE SR E ST A A R A LS IS RAT L. RIRIE IR % 5258 U 72 M54 E o R 4R
EEEE, i

- HEFRBESCHRZ T 5, 205G, ERARGEEETMBAEREG S 2 BWEF ICRITL, K
B fE T %2 258 L 72 4% E o R mEHEE I X 2 FGERE 2 /A0 nid e o kv, 7
s

- bR T MBI X 2 BIER 21T O T & Bl E. SERESCGERIEIE T, T— T U 4
Vo7 a =0 — v HRHFERT (Devawongse Varopakarn Institute of Foreign Affairs) 7z
e ZLTUEHETZ 2000 %2ilET 2720, BER% 1T o 72850F OFIERGEAE (Certificate)
D 2 ¥ — R OHMEGE T EF 27 R GBS B ER AL A A R E L O R B IR 0 2 v — %
ALETCEEDLDICHM L TN R bR,

3. 2. 4 EH
== EH
1| & 1,000 THB
2@ a.:&%ﬁacﬁﬁﬁ‘éﬁﬁﬂ | | | 5000 THB
r— 2@ [PIC/S or is listed as ASEAN Listed Inspection] 23 2 323
2@ RAEEICET 2B 10,000
r — A2 [Certified by PIC/S or WHO PQ] X3 % 7%; THB
2@ RALFE I T 2B 150,000
7 — 23 [NON-PIC/S] x5 %383 THB
5 Hib GMP &% 200,000
THB

KEBEMIE 1 BOHFFICO %
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AN EBRHERLE O Rk o T Atk

4,
4. 1 PIC/S t BRI U4 D GMP EHEEHT D AIREME
4. 1. 1 PIC/SHIHicH 7= > TOEHNDRIE

WE2 A EE<TIE, 3. 1 GoodManufacturing Practice (GMP) IZ2WT ] Tih7zX 5
IC PIC/S @ GMP EL#EpSEH S T 5, EINEERMRZEICH LTk, 2011 £ X Y PIC/S o BLHENIH
SFARD LN TELN, BAYYNL, T TRDLNARD o FEHETHE OB % OFLHEITH A
L7 DOPHBERBLEICRL e h D, BNREORFELH 03[ v X2 —TIRERI
iz, —H<, ENELERTOME A RO PIC/S ME%HIEL, FDA & L Th BB EA ZEE
fHepa E, PIC/S T GMP &% 2012~2015 FED 4 £ FTEfL 722 &, FDA I X
% PIC/S H:HeMmE o MER} Ffit, £ - RIS E LCTd PIC/SHHEDEAIC X 2 2 ) v FEED G
Fozz T, HEREERELPKON TS Z & MEZ T,

. Initially, the local manufacturers were against having PIC/S. [*1#%] because they think that the standard is

way too high and they have to change many things. But when we [FDA] first inspected them, we were not

that strict because we needed to give them time to adapt and improve for 2-3 years. But later the local

manufacturer finds that having PIC/S is beneficial for them because if they export the drugs overseas then

they will not get a second inspection since they are already using the PIC/S standard. Or even in some
cases, I mean before we became a member and used PIC/S law, some local manufacturers hired the PIC/S
inspector [from abroad] to inspect their facility to get the certification so that it’s easier to export, but then

the inspection cost was very expensive. [FFl] and at that time the Thai FDA did a free inspection for

them. So, when we finally became a member, such manufacturers were very happy because they could save
cost. (TH-2 DFS X )
e They [local manufacturers] have to adjust a lot because once [PIC/S standard has] been legalized there are

also punishment laws but before allowing the manufacturer to fully adopt, time was given for the

manufacturers to improve and adapt the manufacturing process to be up to the standard. Also, there will be

inspections for 1-2 times and so on and see what else that should be improved [therefore, the local

manufacturers are not against the standard]. (TH-1 DS X Y)

4, 1. 2 PIC/SE¥EDEFICOWT

BIFE PIC/S GMP 55 12 itk W T 5 % 4 EED, PIC/S 2AFATL T 2 iIRFTEHEDE 15 it~
HEE T 2 alEetEicowTid, R LCidd 3 b oo, BERNAREHICOWTIZf va e a—%
WU CIBECTE o7z, £72. BIE FDA IC X 2 BRFIIK & o lWHGEE S Th T w2 iF Tk b
2H00, “IROMHENPKE L ZWGEIE, A S L L COREEEHNICIIZR S 2 WATREME D ff] 2
2o — /T, TH2DHS XV, BHTHEHH L SN TWEE 12X Y &H D PIC/S 5 15 i T
HEED B - 2561k, 24 EED PIC/SMBETH 2720, A4 L 138k 2035 15 liico R
EZTFANTWE I EBbholz, b, H 15 MCTHEET 256121, FDA 1355 15 i F s H
STHEREL, HEZH LI R VALE 25 ICIIEEKELRETICRTCLAB 200, Bk
24 FEOFREHEIH ETEH 12 E R D720, %O FDA OEIEMKEIIEN a1 23 Eb v &
DT ETHoT,
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¢ Right now, the FDA is doing the gap analysis to see if there are many differences between the 2 versions but

normally when we do the inspection, we mainly based it on version 12 but will automatically adopt version

15 because we are PIC/S members. But the difference is that, for instance, if we found any flaws that are

based on version 15 then we will inform the facilities that they must change or fix the flaws but the FDA has
no right to charge them for the punishment/mistake fees because version 15 is not officially announced in

Thailand. Even if there is version 16, 17, or 18, the FDA inspectors will automatically adapt to these versions

and usually, the local manufacturers are willing to change because if they didn’t fix the flaws today, they will
still have to do so in the future after Thailand announced the PIC/S latest version. (TH-2 DFE X »)

¢ we need time to translate, to get approval from the committees and let the Ministry sign, and so on and this
takes a long time. Maybe after translating, version 15 it will suddenly change to version 16. [FFfi§] Time has

to be given to let the manufacturer be able to adapt and change. Also, sometimes between each version,

there are only minor differences and so we may be accumulating the differences and will change it at one
time. (TH-2 %5 X V)

e If they already have version 12 then it’s possible that they will update to the latest version but I think it will

probably just be minor changes and not have a whole drastic change. They may have done more research and

so it will probably be minor modifications and not exactly made as a new whole law. (TH-1 D%ZF X V)

4., 1. 3 GMP EEDIEMAREETICOWT

GMP icBd 2k, 2O 10 FE0arThREI»EF N TEHY, PIC/SIMBEEE LCT—EM
HuhErd 2 X oPBErERON T2 b0, fIGELCT 7 /7 vy — BnkEdi o g% X
b, BEEOEHETH 7% GMP HHATE 2 A2 HEAICE. FHUTE U 2 ZELHBIA RS 1
ZHBEMED Z 2 OoNB 2 e[ VYA 2 —TlRRB I N,

e Since we are a member of PIC/S, there must be guidelines to follow and the current laws that we have are

not 100% perfect. I mean right now the current law may be the most suitable for today’s situation but in the

next 5 years, we do not know if the same law will still be suitable or not. This is because there may be more

supply change, better technology, better transportation so the current law may not be suitable for the GMP

controls in the next 5 years. It must be modified later. (TH-2 ¥ S X 1)

4. 1. 4 GMPEHHICE T 28 o v FBRYEDOFE ICOWT

HEE, Pilan FRIYEOHEIC L), BHEO 7o A TORENHL WEBAICIE, THo@EY
AR 7 a v AR EHEL, R REHAEZRITL w2 b X5, HEMSLE 2720, SHOEN
COWTIIEEALE L Bbh 525,

1) sl RAEEONIC GRS AT 5 EH0 2 4 FEH) A5 GMP AHEOR;
R13B LT D BB, KEEATEL T3 L b5y, FHEE LT, AW b 0l

#2021 4F 10 AC FDA & b TFifl = v FERYiE (COVID-19) 0 REMELERT O UM K MIGERHET IR O B B3 2
EREZ (Provisional Measures Regarding requesting of Modern Drug Manufacturing Standards Certificate of Drug Manufacturing
Sites during the pandemic situation of Coronavirus 2019 (COVID-19)) | 2SEEZINTH Y, 14EMOEEHEBEL 5,
https://www.fda.moph.go.th/sites/drug/Shared%20Documents/Law04-Notification-ThFDA/FDA-20211007.pdf
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NERTOMEEZRAL Twb, (GMP iFHEORAEEA(CERTIFIED TRUE COPY)#éH 180
HizE cic, KflifiFo & OFZR ZiEHE IR TE T L vwe 725 H D)

2) BihERAHEREGELEFTICE VW CH, BUE TR, WE, MREETERE ORI %2k
H5ZLT, PCECHHADATOEETHIGT 5 LAA[EL INTWD,

e there are changes in which the FDA provided several leniencies for the corporations. For example, normally
the GMP certificate is a very important document and must be authorized by the embassy before sending it
to us for inspection. The problem is these days the embassies are closed and so the FDA allows the

corporations to make the copy of the GMP certificate and authorize or verify by themselves before sending

the copy of GMP certificate to us.

. In another case [is] where drug manufacturers already have their drug registered already. [##%] When
COVID-19 hit in 2021, we made [the rule that manufacturers that didn’t get their GMP inspected in the
past have to do the GMP clearance within the span of 3 years (otherwise they can’t import the drugs)] more

benign in which if we can’t fly to inspect, especially [for] the non-PIC/S category. We allowed the desk-top

inspection or paper audit instead of on-site inspection. So, we asked them to send the manufacturing

process, quality, and product control process, etc., for us to initially inspect then we will issue them a
temporary certificate that you already have the GMP inspected and the drugs registered but due to the
COVID pandemic, the onsite inspection is not possible. After the paper audit, the FDA is confident to some
extent and still allows such manufacturers to import the drugs. This temporary permit is extended up to
December 2022, so we give them 1 year because the FDA is still uncertain about the COVID situation. (TH-
20%ELY)

4. 2 ZOMEREEE~DHERICOWT

4. 2. 1 ACTD ogWHEER~DEH

BE AHBEESTH» O Tw 5 ACTD % B/WHI SRS IR 2 "TREME 13 M 70 < . BURIEE
PITONTHE T bR nI b, BB 728 LTHEERELCINIRARE L WS T &
B, AVEC2a—pbldbhror, (ACTD 0FfflicowTit, 43 4. 2 ACTD (ASEAN
mEHERFEHEN) ACTR (ASEAN HSEEMTEM) icowT ] 2o L, )

. (% 4 £E ACTD % B BESE &SRB 3 2 W HeME L) It is likely but they are not going to do it now.
[FRM%] T am not working in the registration department so I do not know, but in my opinion, they are not
going to change yet. Right now, it’s only for human drugs as they first agreed on that. [#li%] If [Thailand is]
really going to change [ACTD to use for animal drugs] then it will take about 2-3 years because the
processes would need to involve setting up and assigning the committees and subcommittees, submitting to
the Ministries, and requesting hearings by those who are involved or concerned with animal drugs, etc.

(TH-2 %5 X Y)

4. 2. 2 VICH ¢ oBRIcDWT
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Ll A4 v £ a—7Ti, VICH (Veterinary International Conference on Harmonization) % £l
AL 2EKREEY 2 A FETED 2T X IR ol T2 WHREFD VICH i3 %8
Ao B EL L, WENAREREID 72000, BEOIEEVWHIRTS - 77,

. (ACTD <7 < VICH #H Y At 3 HJHEMEICTDT) It's possible because I think it’s easier and more
direct. [#'1#%] Also in animal drugs, the authorities or the FDAs in various countries do not really come
together globally unlike human drugs that have this and that meetings and so this makes each country follow
their local guidelines. It’s quite difficult to harmonize together. [H7#%] this is just what I think but if in detail
I will probably have to confirm again because I am not in the registration department. This is what I have
heard from them though. (TH-2 %5 X 0)

e VICH is mostly followed in European countries, right? [Ffi§] Well, I think if there are European
standards...umm...I think it should be step by step first like starting with ASEAN countries first. [FFl#] we
should directly start with Asia first as a bigger picture before we can go to VICH standard or the European
standard. (TH-1 DHE L V)
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5. 1 BWRAEXoF@E HMA (AL oK)

AvEELa—%BLT, 24 EEICE T 28YHEEKROTEAOMTMHA L. BB AHAKL R
L CE A, HL, 24 EECIRERENREEEPERICGEEDHOHERH Y, ZOHTHA
ERBEDEBDH D, Fo, KEHEEG LKL Ty FHEEROTHEI NI W LB,
~ v b AEZESOBRGEREE 1307  BEEE OBERIRGER L WX S 7,
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U In Thailand, the overseas manufacturer will import and then distribute. [##%] It’s similar to human drugs.

For example, Pfizer manufactures the drugs and they will set the centers in Thailand and directly sell the

drugs. [*11] they have centers here and have direct sales teams to the doctors or veterinarians. Mostly, the
top 5 drug companies in Thailand directly sell the drugs themselves except those small companies they will
then sell the drugs to the small local distributors, for example, Bestagro, T] animal, are small distributors.
Also, Betagro, PetX, and these have their teams and would buy the drugs from various manufacturers. [ 1]

so this is the part that is different in which there are 2 types of distributors, local distributors and the

distributors belonging to the manufacturer. [{#%] if we rank the top 10 animal ranks in the world, all the top

10 would sell the drugs themselves because they can set up their price and can control the price at the end-
user. But if they give the product to the distributors, there are times in which the price will fluctuate in which
if the distributors cannot sell according to the target, they will dump the price at the market. (TH-3 O %5
xv)
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5. 2 FhEANRFZEEICONT

Avzva—TRoni, BEeBEEE I TLOM Y, Taldid, G b XIS L Twa e

DI &,
SR RTEEE EEmIRTEEE
- xEH ~v M
Zoetis Siam Bioscience O-Square
Boehringer Ingelheim Vet Products Group PetX
Elanco Smart Vet Group BEC
MSD Animal health Huvepharma Smart Vet Group
Virbac Betagro Group U-Vet

b, v PRS2 BOTHEE 13 20 R U MR L SKE S o L T3 b e, 2E
TEEICH 2o TiE, BB LHRHI L 2w L 2#lE - 522 e RUIe oz e,

e Actually, the distributors for pets are very few compared to livestock distributors because there are much

)

lesser proportions in sales. Livestock is economical animals, right? So, they have to use lots of drugs

compared to pets. In pets, the owners' capabilities to spend is also much less than farming which would

spend up to a hundred thousand million. (TH-4 F= X b)
. (BR7E2EE D FIZ 2\ T) For pets it’s not more than 20 but a lot in livestock. (TH-4 FE X 0)

. if other overseas manufacturers [ ] will need to find the distributors in Thailand, they must see that the

distributors' products which do not conflict with the existing products that they have. (TH-4 D ¥ 5 X

B INFEEH L DFEMICE VW TIE, A VA2 —TEREINEZUTO L) AL EH V2 &

BEMEEZEZLND,
1) 77
2) N7 T LV RH
3) + I J— (Chulalongkorn University Bif)

4) BYIREESE G O - WG HEICBE % 2 3
5) B o> P HRE L 72 A% ]

*hy 77 Ly AR ER

2=7 4 (ffl : VPAT, Alpha)

£ A FETIE, BREATO GFF2MERE - HH 9 251, 5 FEBT 100 R4~ F D CE 227 Dl
JapEtozl, TOCERATIE, I F—Ch V7 7LV RAOHF e 7—=v 7 DHE
fiti - BFFCRRSC O NBIC X W ESAHEE, 2 I F—h v 7 7Ly R, BEAERRR Y H—
o THEEI N T w3 A, SN X - Td BHES ORM% T 2 20 %h A1

TE5LDI L,
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*  Other supports could be like having seminars or conferences that the drug manufacturers usually set up
because in the veterinarian society there is a collection of CE (Certification Earning) scores within 5
years to earn 100 points. [ %] the drug manufacturers would inform us if you attend this seminar or

conference, then you will get 3 certificates points and so on. So, the veterinarians will join and at the

same time, they will become aware of the product. For example, the Thai Society of Veterinary

Dermatology will join with the manufacturer to be the sponsors in setting up the conference and they
will give the quotas for [our clinic] to attend, let’s say [our clinic] has 3 quotas to attend and we will
earn 3 scores. So, the products related to dermatology will be presented there and the veterinarian will
become aware of it. So, I think this is good support because it’s a win-win for both sides. (TH-3 D=

£0)

5. 3 EWAERLIURICE T 2 REEE & NRIERPE~ DI

5. 3. 1 EWAEEREFKNICET 5 EEE

Avaea—Tlid, FICUTOFEBEEN ZIMAT 2EOFEEL LTHITHbNT,

o %4 FDA OBEHFEHICIET ICKE 225 5
(RFHIHEPETINIT Y T =3 H 2 -0 EFRICr» 2L E L TE 32, (FDA &
D) AR avEdHis L b—HERK)

o JEPIC/S MBE DA THi & S EMIC 2 5

o HnX-CBIBICBE T % R

o BREENCHE S PR E 0V L W

o BIEFEMOFERAADIHL, F2O 24 I v cBMER I N AW b B L
(77 F VIZIMER T o T b 720, REDH 5 L FEMD OB TE )

e First, there is a problem with drug registration with the Thai FDA in which is very slow. Second, there are

problems with supply because there are delays with the shipping despite sometimes, we sent by air freight.

After all, it was really late and there was no choice but to do so. Then we will have to pay for the

transportation and fly them here straight away. Sometimes there are problems with the customs. [H1#]

Sometimes it’s slow because the volume or amount was not the same as ordered and sometimes the drugs

are retained in different countries. But from what [ know drug registration is very important because even

if the drug lot is changed, you have to contact the FDA, so if this is not smooth then there will be issues.
(TH-4 DF= L Y)
. the registration process speed would be fast or slow depending on the staff who has to deal with the FDA.

[FFE%] If I say this in a totally Thai working style, for example, company A deals with the FDA, they might
get the drug approval in 2 years but if it's company B, from like the lists of [major] drug manufacturers
that I previously mentioned, they might only take 6 months. [#l%] Partly because company B is a large

organization with all the completed data available. [FFl%] [ mean it’s a bit involved with the internal power

and connections (laughed) [F8%] The rest depends on the internal power when dealing with the

registration process. Like if they provide food and water to the staff or not. (TH-3 DFF X V)
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. The problem is the difference in the currency rate and so it is difficult for us to set the budget and costs.

For example, if I set up the budget at 1,000 Baht but in the next month, it has to change to 1,200 Baht.
(TH-30¥F X Y)

. The product is out of stock and had a wrong forecast. For example, the vaccines, if these are out of stock

then it will be very bad because they need to have 1st, 2nd, and 3rd shots and so on and so the customers
are quite unhappy because it has to continue in the same dose. So, if we did the wrong forecast then it’s
not good atall. (TH-3 ®FFLb)

¢ I think to be PIC/S or non-PIC/S is also a kind of small barrier in importing the drugs. It’s easy for

European countries to import because they are PIC/S members (TH-2 ¥ =S X 1)

5. 3. 2 HIEME~OHE

B OREICH 72> CTiE, FmoME L ic, 7L I T ABMERVIRS 2V = v 7 T3,
filiks & 0 BELDHIZ DS, KRBT IS 2 R B E O —FEIKIC 2 5 L 972, T/, 24 EHAT
DEFHE L BN COERGFL L B> THBE I L RHL WK A Z7OEHFMERBIREL TR
ey HY, BRESWEYICE ARG Z AT 2 20 0HERSEL L LTh b IFbhiz, W
LB I O E R E R B D = — 3 — 1GEYNICIRBE L T 2 e A 22— — D BL B IE A,
~—T T4 VvITREMEELILND,

e It's the quality of the drug as the number one. [FFli] the price is not an issue because I can charge double

or triple for pet drugs. [FF%] Then it would be the market acceptance like if I mention the name of the
drug and the customer will not doubt it. (TH-3 DFF X Y)

. I think to have support paper or documents. Right now, I have 10 veterinarians working for me and if there

is supporting paper to show then it will be good. If I say that now I have LPS from Japan and will be used

instead of other drugs, so we need to have support papers. I will also need to do my research and send it to

other veterinarians working with me. You see, because we don’t have the training and not all veterinarians

are present on the same day, you know they come on different days. So, what I have to do is show them the
support papers and if they also trust the product then they will prescribe them and so the drugs will be
used more. (TH-3D¥E L V)

. I have to say that the drugs trend in Thailand is very slow compared to the world trend. For example, the

Atenolol is used a lot in Thailand but it’s still the first generation but in foreign countries, they are already
using the second generation and so I will bring in the second generation. (TH-3 DFF X V)

. I think veterinary medicine in Japan is very advanced and is like 10 years more advanced than in Thailand.
[Fhig] (HAS O ESHELEAZBICDWT) If possible then yes but then it depends on the committee's

approval whether they think it’s reasonable to order Japanese drugs, or is it necessary to replace the drugs

that we are currently using or not. [{l#] That means there must be something different like lower prices

so that the pet owners will have to pay less. [7%] We are not against Japanese drugs as long as they have

good quality and have reasonable prices then it’s ok. Usually, the committees will discuss each drug from

the leaflets and pamphlets, and other information and decide which drugs to buy. (TH-1 DFZF X »)

*  If you search Atinol Rapid in Thailand you will not find it and will have to search using MOD VPN to be
able to find them. I don’t know how they did it but this is what happened here. Also, this limits the dogs in

Thailand to not being able to get good drugs. So, if it’s the general veterinarians that have never studied

abroad then they will not know this drug. Also, some doctors who came back from studying abroad may not

61



think that the Atinol in Thailand is very outdated already, so they will keep using the same old drug and

will not find out about the new Atinol and how to bring in the new drug. (TH-3 = X V)

5.
5.

4 ENBYIREZERTS OB)A

1 <=y rHBEo#EicoWT

~y PREOEIIC LY. <y PHBRELAIERL TS 2 B[ v a—CRfAAT, <Y
FDEEXRNTEY, EEGH=—XDOEE V2o B/EREMbIMAONE XS ICEoTnE LD
o, . R-METTHL, XV F v 78 E~y P LTHI 2—F—bHx>0dH
V. 2D X nEYECA T ZIEERORMPAFLL WIF b H o7z, KEO—BE LTy b %
MWz BZehb, KVEEOBT WA —I—T7 v FERiFCEmb H Y, HRMEFEICL o T
I D ATREVE MR 2 72

I think it comes to the pet owners because these days people prefer to have pets and give more importance

to them. [H%] The owners are putting in the efforts to feed the drugs to their animals every morning and

evening, and are willing to do so. So, the drug trends in pets can still go high. (TH-1 D%F X V)

For pets, it grows every year and they have double digits every year because more people have pets and

there are more cats and dog populations about 16% more if I am not wrong. [F1li§] Before people used to

have dogs just to guard the house but today because of the LGBT community as well as couples who do not

have children, and so people have pets and take care of them just like their own children. Therefore, the

spending per cat and dog is a lot more compared to the past where dogs were just kept to guard the house.
(TH-3DF%EXY)

now everyone talks about [drugs for pets] and also the veterinarian mention that the pets have to take one

pill every month and so the drug volume increases. So, in the end, the drug manufacturer can negotiate
with the larger manufacturer, to reduce the transportation costs and the currency value comes down like
from 40 to 30 Baht. So, the prices become cheaper and it’s more affordable. (TH-3 OFF X »)

Now, the trend is more people have pets than before and the amount of money for the treatment is much

higher than in the past. Also, now the owners are more knowledgeable and they can feed the drugs to their

pets so there is no need to come to the clinics except getting the vaccines. (TH-4 DFZ X V)

I think the Thai veterinarians have this perception that they prefer the overseas brands, and for cats and

dogs, they probably do not dare to use other kinds of vaccines that do not have research papers to support.
(TH-4 D¥E L)

another trend is that now we don’t only have cats and dogs but have more exotic pets as well. The problem

is the drugs used in such animals are limited because of species-specific issues. [ 1] Also, specially made
drugs for exotic pets are not available so we have to adapt by using dogs and cats’ drugs for them instead.
Since these animals are very small in size so the doses will be extremely little and it becomes very difficult
to calculate the exact volume for each small exotic pet. Also, some species may not be able to use this or

that cats' or dogs’ drugs because they have adverse reactions to them. So, to provide the treatment to exotic

pets there are still lots of limitations so there is still a lot of room for improvement. (TH-1 %5 X 0)

5.

4. 2 FEMHOENNE
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e for livestock, I think the trend is similar because our corporation is one of the leaders in vaccine

innovations and there are only a few manufacturers who are competing with each other in this regard. I

think there are 3 manufacturers who are tightly competing. (TH-4 D¥5 X 9)

. For livestock, it can be separated into pigs, chickens, and cows. The pig drugs are declining because there

is lesser consumption as well as the outbreak of disease which is African Swine Fever. So, the pigs are

about 50% depopulated and only large drug companies are remaining. (TH-3 OFF X V)

. I think it will still grow for both cases [for pets and livestock] if the economy is good. Since I was the sales

representative for livestock drugs, I know that all drug manufacturers see the growth in all kinds of animals
like pigs and chickens and cows because there are more consumptions and so there are more products. [

%] Actually, the aquatic animals also have a big growth as well and it’s one of the businesses that many

organizations now focus on like shrimps and fish. (TH-3 O¥&5 & Y)

®  The thing is there are very few locally made animal drugs and all most all the ones that we used are

imported from overseas. [The locally manufactured drugs are] mostly for livestock. [FFl] it’s because of

animal life values. [##%] For example, if we used overseas drugs for livestock then the animal values will

be higher, there will be more costly in the treatment process, in the routine management work, etc. (TH-1

DS L)

5. 4. 3 EANBEMPEOSBRORBEL

~y PHAEEFICOWTIE, Edo X5 e b ol AERE N IC=—XRER L TE Y, BN
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. In livestock, if we only include the drugs and do not count in the innovative product like vaccines then
there are more domestic drugs but for pets, they will mostly choose the good product and so they would
choose the overseas drugs. (TH-3 DFF L 9)

. I think many manufacturers are interested in manufacturing OEM drugs and this is much easier done than

in the past. Before it was difficult to find the manufacturer who would produce the OEM drugs but today
it’s a lot easier to find them especially those that already manufacture human drugs. You see such
companies wanted to branch out to animal drugs as well. It’s a way of expanding their market and that

their factory would have continuous work. These days there are a lot. [{F#%] I don’t think the Thai

[manufacturers] would develop new drugs by themselves and will only manufacturer those that patents are

already expired because to do so, you need a lot of research investment. (TH-4 ¥ = X V)

. To be honest, no one in Thailand dares to develop vaccines because the world-class corporations already

guarantee their vaccines qualities. [F1#%] So, veterinarians, are willing to pay higher for overseas vaccines
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because there will be people (distributors) who can take responsibility instead of them. There will be cases
where veterinarians cannot clear the issues and would push them to the companies and their research
work. (TH-4 DFZ X V)

There may be some that are manufactured and then export outside but it’s very little and only for chemical

drugs. For Biological drugs, we have to depend on imported product. (TH-2 DFZ X b)

Vaccines are 100% imported and are not yet manufactured in Thailand. (TH-3 ®FE X »)

In livestock, if we only include the drugs and do not count in the innovative product like vaccines then
there are more domestic drugs but for pets, they will mostly choose the good product and so they would
choose the overseas drugs. (TH-3 DFF &L »)
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1. BYHERRZOMEST - BEES
1. 1 BYREELOMEAT
B E SR G O BN R E RN A B LSS (The Department of Animal Health, Ministry of
Agriculture and Rural Development) 23FTE L C\» %, EWWT4 R o BiY) A ESR M ICBE T 2 FrE S5
FERDEBEYTHS, (2021 4F 11 A 6 HURE, KAEBYICHET X 2 L2 E IZKERR 238 H
LTw3)

1. 1. 1 BYEERORESE
(1) BYHEELOEHICBET 2 HM s E 2461 - 2t L. 83L&, @, WA, ke %k

kBT 2 B EEER S o sV E R O FE e

(2) BPAEEGZEEEE - MAEEORTEHRFORE L AE, GeEH T (&) YE
S FhE)

(3) RBROEMEFT A HEE O BA L FFAlEE O A

(4) BYYHBESES O RTEE ST HEE O H A & FFal ko FAT

(5) B ESR DO BIED 7= O/ 1 ER D S i f OB P [ 35 5 0 BRI B9 2 A2 F o ML
KUOHTT () BRE YR O ETET & ERITH 0L, W ICIRGE S T\ 23 B AEERRL O
rnE AR ICBE S 2 AEE R O HE

(6) BWIHEESOELED 20 I A S W2 PUAEYE R OFHE - BB B 2 hil & /54 5 E
L. EERNEREOKRES S

(7) BYWIFRESE S DA &N O B I OA S N REEEAE 0 242
B 12 2 F IS S T SHE, U TV AR BT KB L DM DESR
BIEREG. HYE L Nz e —, #r > FlLa—K%— Ergdla—x—ELINFDMHDEN
PR IC1G B & 41 S BRI E i | DINEIC D TR 2 (7T 8 b 0 & 93,

26 Circular No. 13/2016/TT-BNNPTNT on Veterinary drug management Chapter VIIL. Responsibilities of relevant parties Article 44.
Department of Animal Health
27 Circular No. 13/2016/TT-BNNPTNT on Veterinary drug management Chapter VIII. Responsibilities of relevant parties Article 42.

Department of Animal Health
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1. 1. 2 BWEERET OMBOFESEE
(1) BWAB IO, BOEE T 3B AHERS O E R

(2) RERNPRAESYE LR OB IS E | BER D EE AR IO G
(3)  FFAIEEICHE o 7o iR BR 0 Bl I O SR 3 o Wik

BEENEFYE (Ministry of Agriculture and Rural Development)

RFEIERF

RN R BOREEIZEAT (The Institute of Policy and Strategy for Agriculture and
Rural Development)

TEHEAM - #il+ ~ %2 — (The Information Technology and Statistics Center)

B - BABIREHE R T (The College for Administrators of Agriculture and Rural
Development I)

B - BNBHREEE K I (The College for Administrators of Agriculture and Rural
Development I1)

~ b LR (The Vietnam Agriculture Newspaper)

B - BABEIF Y ¥ —F v (The Agriculture and Rural Development Journal)
ExREH

|5

Kk pE#RJE) (The Directorate of Fisheries)

k& E)E (The Water Resources Directorate)

HARKEER1FE S (The Directorate of Natural Disaster Prevention and Control)

~ b F LMER (Vietnam Administration of Forestry)

HE

HHT

M (The Planning Department)

HHA% - A5 (The Organization and Personnel Department)

153 (The Finance Department)

B - Hiffr - BREEEE (The Science, Technology and Environment Department)
[Elf%17% /1356 (The International Cooperation Department)

FER (The Legal Affairs Department)

#4925 (The Inspectorate)

DFEEMHE (The Enterprise Management Department)

28 Circular No. 13/2016/TT-BNNPTNT on Veterinary drug management Chapter VIII. Responsibilities of relevant parties Article 45.
Agencies affiliated to the DAH
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TEV A SR (Department of Crop Production)

WY& (The Plant Protection Department)

HEEER (Department of Livestock Husbandry)

Wt (The Department of Animal Health)

YN T %A (Department of Agricultural Product Processing and Market

Development)

MK PE B E BT (National Agro-Forestry-Fisheries Quality Assurance

Department)

EMOKE B E S (National Agro-Forestry-Fisheries Quality Assurance
Department)

tmlEH A R BIFESEE (The Department of Cooperatives and Rural Development)

TR A (The Department of Work Construction Management)

X 1. MARD #H#E

BEEMNBFYE (Ministry of Agriculture and Rural Development)

&4 (The Department of Animal Health)
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2 EhPpiEd R ORI

1. 2 BYAERROBRES
1. 2. 1
(1) @54k (Law on Veterinary medicine) (No.79/2015/QH13)
o JifTH : 201647 H 1H
o EMWHEIRESOBGI DM, BERE, BV OEGYR O TR - 1R - SEp ik, B
ViokukE, &EaEE LR, A ERE. BYHESRSOEHICOWTH
iEo
o N LHN CEREREATGENICHEE T 2 ENSL oM - AN ICET T 5,

(2) #lfhs X OO SE B3 2358 (88 05/2007/QH12 )
o fEfTH 1200847 H1H
o HEWNTHLE. » 2\t AT 2 BB O SEE IO MR % B3 ENFXA
MARD {5, #@A 02 BPHEZRSOREICO W THIE

1. 2. 2 B&$
(1) BPEEREOHNA VT4 v &ED ZBAH 35/2016/ND-CP %5 (Decree No. 35/2016/ND-
CP on guidelines for the Law of Veterinary medicine 2015)
o MifTH 1201647 H 1H
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3. BLEL O HEEICE T 2 BUE. BhE, ke, @A KR ORI O S 2 B
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(2) BYHAEEZOEHICET 3244 13/2016/TT-BNNPTNT  (Circular No. 13/2016/TT-
BNNPTNT on Veterinary drug management)
o MifTH :2016 47 H 19 H
o BRSO B IS 2 IERNE N ICEERFE O F 4 v
ZIED DB EICHE O R BIYHERES oS, 5B - i, BhE oe. i
AL EBRE. BN, EE. LHICOWTHEI N TY S,

(3) BIYHEHRSOEHICET 244 (13/2016/TT-BNNPTNT) © —# 4% KIET 344
18/2018/TT-BNNPTNT
o MEfTH 1201942 A 14 H
o 13/2016/TT-BNNPTNT o# 201, 21, 22, 30, 31, 32, 34, 35, 36, 45,
49, 51 £ ORI D UIE

(4) WEL % OFiRAZ &Y HERLOEH, SYHERG O, A4 18/2018/TT-
BNNPTNT o —#BEIEICB S 244 12/2020/TT-BNNPTNT
o MEfTH 20204 12 H 25 H
o KEM U Z OFiEkiAE ETEYAELRESOMAZFICEL . BHEEMOEM
ICB4 %44 13/2016/TT-BNNPTNT OENMESZ 2 ED T3,

(5) BEAMoKES L CHETHCHT IFEOBSOBES X OB CHET 2 K558
123/2018/ND-CP =
o JEfTH : 201849 H 17 H
o EWIEREIEDHA N T4 v EED ZEAE 35/2016/ND-CP 5 ICED & =811
MABEESOHE (12 %) - Ik5e (17 §) -#@A (18 &) - &bt (19 %) - &
B (205%) 070Dl EHMEIEE LT3,
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2. EVYHERELBEREHE
2. 1 BWHEERKZOELEEE. WEkEE. MAEFTORLEICOWT
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d) HlLi#H O GMP FEIHE

e) LG T

f) BT FEHE & T T i

g) BEE DMERL L 72 85 8 O S HTAEIAE (COA) 5 X NN+ F A D5 E B FH I 38 5 iR B
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DEER=YINTORTNIERES RV, A=Y INLEHMEAFRI R TNE RS T,
BT 2EHRGOFEHEI LI —Y LTI R bR\,
GMP GEHE, ISO GEMAE. B RS BLE SRR E ., B B8 St A\ B A& AR &
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DL/ 3 EZKER L, HiFICFE T 2 FHIZ, AL 21X, FEEVIEHLZEF L Tk
FE 7 S v,

QiR EFRALHERITFH X

(1) B

Boe &k ias i3, B Ik, BEXENARADYE LR S L, BIYHERLEES

(veterinary drug council) OEE - FH AR T, IFeEHFIEHE GIREAIX) oRfr. BEEN
FAFEREICN 3 2 AKGREGE &~ b AERRATE I ESE S Y 2 b ~ GBS 21T 5 . B HESE
mEma L. BYHAERESREL. 3»rHEBEICHES L. AR oz HAE L. BEE
FRICIRFEERHEDORTEER TS LI T

# Circular No. 13/2016/TT-BNNPTNT Article 6. Languages and format of the application (clause 1)
5 Circular No. 13/2016/TT-BNNPTNT Article 6. Languages and format of the application (clause 1)
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o HE. VIV, ViEEREEORFOLA. KM THEEXHELZHLD 6
r HLAH,

(3) MRoEE kAt O AT
YA, BHEERER 6 AN, FEZTOBCEERGENE 2 RT3 5, HESHIT X
nWeGé, SHZEE L 25 X 2 RIE 21T,

@ IRFEEEAIE OH R
BV ES S O WGE S BGEHE O GZIIMIZ 5 £ TH B, 72 L. T/ 3iE & n 7B =

ICD W TN/ IR AR B S o BRI Z M2 721 & L. 5 FZ2@BAZ b DL I T
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GHRFEE BT

NE BAf 14 (VND)

HRoE S Bk aS 2 HT 72 IS fEH 3 2 RO B I B3R & 72
KA ERE S O FE B X RGeS IRES D5
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Hit
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—_—
o
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2. 3 BYRERERSTTICONT
BT S AL I, ARFE B SR O IS BY Y R 48k 0 BT IR HE D AT & 5210, it
BELTVS T EAMRI MBI NIEARLRVEIRT VS, &

D im'E FHEIC

X

51 Law on Veterinary Medicine (No. 79/2015/QH13) Article 80. Registration for sale of veterinary drugs (clause 4)
52 Law on Veterinary Medicine (No. 79/2015/QH13) Article 101. Analysis of veterinary drugs (clause 1)
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@EEH T R URE R
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A oM A ARG E (MRA) Wi L 2 BEEMRIC X 0 EE® O N0 E o B M
HoRIcEI oL T3,

(3) Fhis X IR

HHEICOWTHNT S N2 B A EZES . BEER, EEES B X YA R O KT,
PIERE ., AL 70 SR RS SR, A VEREMIE 5 B3 H AR R AR T, B RS , RER
fh AL AR o FEM RO W, B ORAS X CEEEOF = v 713 14 H
Mo 727 F v eYUAOERMEE 72 3MiE L et F = v 713 21 HE, AshEREDF = v
k. v I AoZaEH 60 HRELANICHE R 2@ A3 5,

(4) FHcpt
&5 Wz B K& (VND)
L R TR ) .
1 F5E S VND 17,000,000
D 57!

2. 4 BWHEERROBERICOWT
B ARSI, IR B ERAT I B R R O Al 2 B IR A M L. 2 ORFE. SR, Raet
RHERT 5L L INT VB, LRERMBICHEL CHEI NAERGS, Y=Y v 2 EERGS, ¥

5 Circular No. 15/2016/TT-BNNPTNT Article 31. Application of methods for testing veterinary drugs; and amended by Circular No.
18/2018/TT-BNNPTNT Clause 9 Article 1

%4 In accordance with No. 4 of the testing procedure
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RO S A ABE . KE, HR, A= 707, 27X WHThErZD o7 75 v, $I
2R B ESRE S IZRRARlrI s, %

OwBr% £ 3 5 o B
BT TS 2 AMO ZIF IR DMWY & I NT 5,

(1)
(2)
(3)

(4)

(5)
(6)

FFICEAL T2, BREZEM S 2 M OFTA £ 7213 fliik & R L Tnd 2 L,

YA O BANI 2 H Y 3 2 F 13, WL ZBERMRTFZEL w5 &,
BEMBOMEEB L, Y 2HMNEZFF D, RR2FEET 2720 0Fl 2% T w5 2
&

MM, Btto LB CTHPAEERORFTEEHRZIToTdRbd, £, XL F LT
B R 2 e & ik 2 HER 2 5 > Tl e 5 7,

B, RO DOtz iiATws e, >

WA OKEY BRI, LT OBz L Tnws T b, ¥

a) Mo FHAFEHEICE L 25t s b, $RREELRHOHFT2S TS C
b

b) ANREWIBIEED SIERICAZ DRS00 7 2 v AREABOEERH 5 C &

o) HREKENRD DL L

d) MEMREARIET 27201C, BYEERET 20 AREDO -V, ., 2 v 7
BHBH L

d) WAL AEHEOBY L tHhBoBEFAEL Wb L, KRV EHET
2720 DR DL H B T &, BRIEFIEA & BREHEE 2 R T 5 720 IcFEE
V1. K. B OBk L EREEM RIS 20 AT L5 HLTWwb T e

e) fikloBLE - L - REGINE. BEFPEIREI N T 25T L 308 L.
HERBRLCEHVORAZI S -0 DBELZHEL R TNIT AL LV

g =V, ith, BLXUOxvzicENoBRRELSTAS Y RESEEHZT LD
CEkEtEhTns &

(7) BPHEERORERZRZAET 2L, TLAREMKEENT 22/ L R

Hhtisxld. UT oSzl s LEr:H 5, 8

GipridEEe A EE L LT Tw 5,

% Law on Veterinary Medicine (No. 79/2015/QH13) Article 84. Testing of veterinary drugs (clause 1); and guided by Circular No.
13/2016/TT-BNNPTNT Article 11. Veterinary drugs exempt from testing)
% Law on Veterinary Medicine (No. 79/2015/QH13) Article 88. Requirements for organizations conducting the testing of veterinary

drugs

57 Decree No. 35/2016/ND-CP Article 20. Requirements for establishments performing evaluation of veterinary drugs; and
amended by Decree No. 123/2018/ND-CP Clause 5 Article 2
%8 Circular No. 13/2016/TT-BNNPTNT Article 19
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WAV O SEE T 2 720 O OHTREE EZH > Tw 3,

OftRE; D&t E X IBBRDIER
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3.

Yo, R Fn, FESEZRSOBEICIEICES L TWw 5,
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g oy
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D
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AN DM % E ) YT o N=EYICE X N B 5 E

o RBEZEOEY) OMHREE © Z OEYNICERIRINICERORERS /L O 1L 5 51 2
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Z DAt OEARTHIHEEHE CEERARESICHHEC L 2 T e 5 72)
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(3) V75 v /ditk
- JREBROALHE
1. Hefiraiskic o w CER oA %ZE 0 4 <o Nz 8cEH < h b ek,
2. FEFOMFRHEZE Y YT ONEYICET S W DR
o HH I/t PifHKEDOTUAMMG OV REZ FFoB 0 E &
o fR#EDEIE
3. ZofthoFAHELEE B ICHEL L 20 ik b )
- RERDHIE
. REFE Db 300, BK: e eb 40k, v, ¥¥, ey, K
Ry J A7 &b 20 P8, 21000 PT
2. Bl — 2B T, BETR & R 2B O ORE X, RERFFAEEIC IR &
ns
3. PURRERD 72 0 IR T 2 MEROVE X, AV AN T 2 5T & 2453
ZREEL 2 TN W
- BB FEoEEOV 2T v - iR owTHRES RS,
(4) BWCRHVONBEASAF8E (FR 2y 1)
- BB
REFEERIC L > CTEE I NERICE S e L, U E&EENS,
o BELHT

o FrEM
- IREROAIE
RRIIFEBRECT )b L, ®HRoEILichied &d 30 HOEREELTS D
&¥ 5,

OO 7= DER - FHe™
RERZAT 9 13, RERZAT O AR B 2R BRE MRS & D fek o b B R E S D iR BREF
HEH 21T ) 2D 5,

(1) BESE

a) HIEEH (HREAX V)

b) Bk % FbE S B AR 5 SRR~ 0 A & S 5 S0
1 RS O BT Y 5 A5 L 7 MR T T % TS

% Law on Veterinary Medicine (No. 79/2015/QH13) Article 85. Granting of the License to conduct the testing of veterinary drugs
(clause 2)
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2. PEEEITEYIAFHMWERKRERI > TE Y, BPAERLREDIEZZ T Tw 3,

3. N FLNTEYHERSZEEERLCu RV, $23EROFIE2Z T LA
RS

c) BYWIFHESR S oW T ol CE

1. #EofRE (B4 13/2016 OBl VI

2. ®E o MEICBET 2 HATE R

3. #EF oM LR ICE T 2 BTG R

4. BLEEFEDZFATL 28O 0NEEHE A, £ 72 13 B85 oMK R L 72
HL)

5. R+ F OBV HEZES IR FAT L 2 8BS o B EE S IREAE (AR,
F 7 EGRHRE TP OMBERAL 225 L)

6. IBBROME

7. HEETH oMM L KR L o 0RERENE (EA. T 2 I3 EERHEE T o MR
L7 L)

(2) BWRAEERRORELERT 2008253 20 0Mma L FIE

a) Mikes LM AN, BYHERG OB EMS 2720 DRF2RITT 2 -0 o0& ERE
YRR %,

b) BMEHEEEZZ TN -7 HA 5 25 HUWIC, BIWEERITHRES 2L L. HEEE " m e
DV D DTH B GEIBYIERNZERERMOFF 25250035, HGINLY
Ak, BHZHE L 2FHIC X 2 BIZ RS,

o) IRBRFEMERIC B\ TIRERE FEE L. BB FEhE 2 HES L 22 S, mBIcB S 5
HE (R v 2B R IOERT L, IBREE B OREE 2 Z T 2 TR b kv,

(3) WBERFEMET AR
B AEIE S & RS 5 720 DR E 5 FERARD,

(4) F55
%5 A Bifip ¥4 (VND)
1 BERa 2 b BEREE I L W R B,
B ESH S B X OOKAE 49 EH 5 .
2 P 1 5 VND 940,000
DEEY
B ES N B X KA EY FESE R
3 CeE . - B 1 VND 1,350,000
DIBFRIZ DN T DEHEDFEAR!

% For the agency supervising the testing process

%1 Tn accordance with No. 3 of the testing procedure
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BE A Bifr ¥l (VND)

B R ES N 5 X 0K YR ESR »
4 . . - A1 5 VND 1,350,000
D IR BRGS0

2. 5 EWHRAEESROBWA GFrllBWARORE) iconT
Ol A OBEE
(1) BREHD D 2B HEE,
IRFE B SRET A D B 2 SR ESE S AT 2 C LN TE 248, 7 2 F v L BAEMRFNL, A
FFERMBEL ST WD, 6

(2) BFEBEHFD R VEIAERR
LT OBE 25 CiATE I LATELLEINT NS, o
1. BAPIENIG AR KENIGD 72 0 O A
2. BIEERSOT. BB, IRFEE R, ERa. WA, BERITTE O 72 0 oA
3. —EICEA S NEHIRH SN 28, 7237 v Yy b OB OIRED 720 Dl
A
4. AL DFFNICED E . —HREICEA S N, BN S % 72 0 DA
B OZMI. WA, 2T D72 ® DA
FEI B BERE 2> & D3R B %= D i IERE 3 H i oA

(3) ByYIRERMEE
LT OGEICEHA 211G CIMAT 22 LATE2LINT WSS
1. WRFeESAEAE D H 2 BIY I EEH 5 O 3LE D 72 0 DA
2. REERNAGAFEEBUE ICHE - 72 MR O ZH, RESER. 2T o720 oA

OEAFFIHEEE - Fhi g

(1) =HFEEH
7 7 F v RO, BPAERS DN - B - IRGeER O 2o DAL AR oA D
7o OFFAIHGFICL R AEHIILTOEY & I T3,

%2 In accordance with No. 5 of the testing procedure

% Law on Veterinary Medicine (No. 79/2015/QH13) Article 100. Import, export of veterinary drugs, veterinary drug ingredients
(clause 1)

% Law on Veterinary Medicine (No. 79/2015/QH13) Article 100. Import, export of veterinary drugs, veterinary drug ingredients
(clause 2)

% Law on Veterinary Medicine (No. 79/2015/QH13) Article 100. Import, export of veterinary drugs, veterinary drug ingredients
(clause 3)
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7. RN LATCHAINTVAIFWEEEROY R MNCH BT 7 F v X UBEY oM AL T O H®
. RSB ORE S IEIIUTO®@Y

1.

7 7 F v /EY E RN T % TR I AGEE O fHERXXXITIC > TER L. &
F7 74N (word, excel) DELDIXT B &,

77 F v /EVORAGTI 29O CHEET 285613, BIRERSRSRETL
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— R AL E DA, GMP GEE. 1SO GEBHE . Z DR DL
BUEE O BHEEREBI 235617 L 72 Roe B kGAEHE (CFS. CPP, MA)

BLEF I X 5 9 hrEEHE (COA)

fex VI o FEX2#FERHL 72, HEFEEOME (SmPC: Summary of Product

Characteristics)

7. BYRERRERZBAT 558
B ERE SR 2 AT 27 2155 720 OHEEEHIZ. LT X5 icHEREn

2o
1.

SR

HERXXXUOFEXEZFEHL 2. BIWAEEROMATIHGEE, BT 77/ 105 L
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B RS EOR O B AGFT &2 Hlo CHIET 2 Mo 5 E . Bifid R Rt o8y
FH 125 38 gy A\ G EERHE= O 5 L

200 H AR o BT A E Ol AFFRTHEE 054, HERXXXIVOFEXZHEH L7, §iEY
HoRg e HW, AilofiEmE Ny 72 o 9UEME 2 A L 72 ik O fEFTIcB 3
s E
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T, JBERE 72 RERGEE RO -0 OBYHAERLOBMA T 35S
B 72 13RO -0 B ERL AT 2580 215 5 720 OHEEFEHIZ. UT
DX LTINS,
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2TV, BRI, EY) R REEE L2 H2 5 5 EEHMMNIC, BETo L AFFA]
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% Law on Veterinary Medicine (No. 79/2015/QH13) Article 100. Import, export of veterinary drugs, veterinary drug ingredients
(clause 4)
67 Circular No. 13/2016/TT-BNNPTNT Article 22. Application for permission to import veterinary drugs and materials for the

manufacture thereof (clause 10)
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FOZFHORRIC, MEFEEIIIANE & I HAT X 7z T8k XXX VI ICHE 8 72 Bk HE - CToMEL
ZHREL, WEREY Y AR 2B ER A S,
B ESR S O R, G, HRHF AYEELTIcowTid, 5 EEH ORI 5 SR I3
. REWDOIEOMEELZ T 27 7 F v, filkicowTit, 14 EHEHOHRUN : FHED
OB L2 R T 37 2 F v, YUKERRZIZY v A 2% - 7-H25 60 HELAPIC, Bk
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PR LB A & 7 P D R RE A SR A AE I & IS R T & 7 R XXXIX IE » 72k
fiE-> Tl A, BBICGBEAML, Zhickog, zovy F 0BEFRE %175,

ARG RN O & 72 o e B, A IZ A F ICRER R 2 WA 3 5, @AIFEOZHEH
b5 EEHUMNIC, AF D OREMEICH L CGEES R WIGE, MAEKBEIITE BT ICRE
LT, Mflicie s 3,

(4) . JEFHH
NA Hifiy ¥l (VND)
BRI D 720 O, BASS X OB B O S
" 1 VND 250,000
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2. 6 BPHEZEMZ S IiconT
FE N HR7E 38 A & 3 B ESR NI, BREHBIHEE LN TS

Q7 RNVDEBAE

(1) BPHERER 7 XVICRRT 2RI T o8 b o8
DEZE D4
QFEME oMK L & (AR 2 IZRE)
O IR S

@IFN OWISAE, B GREMG. S, RENRE 22 BERN O, W, FLofifA+
1EIE G4 3 254
O, &iFEs. Ny FHF5. BEFEHH, AR,  [Chi dung trong thd y]
(EIEE O HICfER) L vwoXE
OHVOET R A OFEEZFFOBYHERRICOVWTIE, UMToXE (Bf)
ZBINd %2 &, [khong dung qud litu quy dinh] GEEIES Law &) 5 R
B ofFHAEYHERNOLEIX. UTOXE Ofta) %#BMT 252k, [khong
dung qud litu quy dinh|  GHEEKSG L 7xw2 &)
D% DEIHEFITH L CET 2 Fro MRk 8 A o £ 1T & F
@EHEMOER, 72720, ENCT-E - IGE W -BPHEES T, Tt
ICHELERAHGEE I T3 b D EERL,
O ks X OMRE
- FRHROTRCOEREHYEERTO I RNVICKIRT LB TERVEATH, O, @,
@, ®, ®. @, @THESNEZERIZZRLATNIE RS AV, £ Oftho LARFRIT,
BT _AVEREACECERL 2T AL, ZOBA, BAEELD 7 <1iTid
WBHHFHRP E IR IN TV E 202 RIS RITNIER S R0,
- WHANEK LN, TRAVICIIWERE s - PR ofttoElR iR TSI LB TE S, Y
FERITEEIOIEHE TR TNIE R DT, TRAVICRRIN T o lFR L Ffkic, E3E
MOTEE SR E B> TI AR bRy, ©

(2) BWIHEERMED Z <70

YIHERSMEID 7 ~nicid, UT OEHZRCE L & e o7,
L. MEoHH
2. BRBRELIRE GRNT50)

3. MEOHIE

% Circular No. 13/2016/TT-BNNPTNT Article 27. Contents of labels of veterinary drugs (clause 1)
% Circular No. 13/2016/TT-BNNPTNT Article 27. Contents of labels of veterinary drugs (clause 2)
7 Circular No. 13/2016/TT-BNNPTNT Article 27. Contents of labels of veterinary drugs (clause 3)
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IERER T 2 IZIERE R

SNy FHL BEFHH

EATHARR, PRE S

s G4 256)

BLERE OB L MR

WRlo i E (ENCEUEIRE S N T L A MET, 7 X ICBLEER OEFT T T
ICEHHENTVL 2D DEEL)

10. BAEE DAVR &R (WA S nRhcEf s 1 2)

11. HIL>FEmR

e R A A

(3) BWHEERFOT I A X =3y 70T 0T
- BRERG T Y R 2=y 7D TNt AR EDUToBHRATRL 2T ER S
2\,
1. EELDHM
2. BRG. WEY, 3HEEUT OIS 2 &CEBYHEIRELOEE, 71viciic
NoHDEMES &% DHNEWZ TXTERLARTNIER S R,
3. Ny T ARR, SEkES
4. HLEEZ DLW, BEE L Th Xt SEEFHOHAACTE 2482 H 5,
- BEEANy 2, BEINERE TN TCRRLEZ IRV ER > RuZEIC AN TN %
57w,

(4) NENED T L7
ININEED T L DR
1. BYWIRESREGS 7 SV ICERERZ TRICERR T E R WRR LR o /NP 3L I i
DNT-EPHERS 7 ~vicit, 2 b ROEREZFLEHML 2T NI RS
D/, AR, WAV, 3O T ORME Z & U EELDOLEIX. 81
%E%W7Nw;uh6@ﬁﬁﬁﬁk%@Wﬁ%%?«f%mtﬁﬁhﬁ&%&
W, AEFARER, Ny TR BOHIR, EEES. EETo4 (BKELL <
b Kwvps, BLEZEE 2 TE 2 0ELRD 5,
2. Zho oBPHEFEGONEIL, f5E I NERz 2 IcER L Y E
RNVDHBHEDOHIC AN T NILTR S TR,

™ Circular No. 13/2016/TT-BNNPTNT Article 27. Contents of labels of veterinary drugs (clause 4)
72 Circular No. 13/2016/TT-BNNPTNT Article 27. Contents of labels of veterinary drugs (clause 5)
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QEMWMIRAEER 7 VORI iE
(1) FRfriE
FYIHESRG 7 i3, REEINAERIEEEE DT 5 L RS ICRERTE 20 ICKR
INDZRERDY Ny r—viIcKn (HEL MY, 223856 Ladhdaszwn,
FIYIHAERT 7 SV ICBAERIE, TR T IRAVHCERRIN T 0E T2, Bofto
LGHETCHE T 225, 7277 LYEERIZ. WAV rR Mo d0fEd s enl, HIRTEI I
RikT L eBTELD DL TS, ZOX HHERIE, BED I RAVDARR R TH 5,
P I N L AN DT 28 B B By
a) DD Y, NERD 2R O/NE 2 BAL 2 REANCGE L 2 Wil ori i, S 7 <z i
WL ARTNIE RS R,
b) AMED H Y, NEH D 2R O/NE BN 2 ERNCIRGES 2 TG ORIk, FHEE L NEE DT I
TN EREEHL R TNIE R D R,
NEDERLRFEMTTETEY, FICA> TV REFO IRV DIERIPRZ 2 HEEIX. T30 %
11T 2 E T 7,
WNEE A RN CBE 3 2 2 L AV LK v, 2 ARG AR, SAEERZ LK
L7z 7RV 3T b7y,

(2) #4x™

EHEGHD T NARRICEEZFHEOE R, 7V 0HFA X2 HLRELATNIE AL RV, 727
L. $RTORANEPRIEEY iIcHrTH ), AIRTEZICRMTE 2 2 L 2R L AT IE
%57\,

(3) @®

EHEG D 7 NNVMCRB S NGO, B Ml iz, fls. Y YR A0, 5o b o TRIT
NER LRV, BHANFICOVTE, FPHTOEL T AOFRELIMETRITNE RO R
Vo

(4) Sag™
Y HEEGZD T XA DMBBERNRFIEN P FLEBTHRTINITEO WA, UTOWNAIZT 7 v EEik
HOMDSETERTEILNTE B,

1. EESOBNL, — ML, ER—ML

7 Circular No. 13/2016/TT-BNNPTNT Article 25. Location, size, color of letters, symbols and images on the label (clause 1); and be
guided by Decree No. 43/2017/ND-CP On good labels Article 4. Location; and be guided by Circular No. 05/2019/TT-BKHCN
Article 4. Location

™ Circular No. 13/2016/TT-BNNPTNT Article 25. Location, size, color of letters, symbols and images on the label (clause 2)

"5 Circular No. 13/2016/TT-BNNPTNT Article 25. Location, size, color of letters, symbols and images on the label (clause 3)

" Circular No. 13/2016/TT-BNNPTNT Article 26. Language used on labels of drugs
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2. RMFFLEBICHRTCEZRVEA, R M FLEOHREER A -2 0WIES
. B DOEBRAR. F4 T - IS,
3. NEOEIENEF/-I1ZT7 7 v F v 4 ANEDLHT EAFT,

CEFMABERRD 7 (R7) iKxf3 2 BHE”

- EWNTHGET 2 -0 IcENTRE I N BPHERERICOWTIE, BEEERZ DO TN VEK
Tﬂﬁﬁ%ﬁbﬁﬁﬂiﬁgﬁmo

- BUEE Y P HEERO 7 XV ERRICELEZFFOE L., thothic 7 KR o FEhE % {KH
L7-35 m\m%@ﬁ%/MAim%ﬁ%%@%F CEEEREDRTRIER L RV,

- RPFFLALCEAINEZEFYHEERD 7 VI, R P FLETORHANEREETN TR
BE. FRRACEIN TV ARVEAIL. R FLETOMNABTRERLZHE T <L e
BT 2, AV FADTRAVEFEELTIEARDL R,

- BEEREUGET 2 HIE. MNMEICET 2 EBOEZESF L, 7 VISR N RO
HIMPE DR EL A Ab R TR 5 R0,

2. 7 HEE
YA EER

TR, R, B, Ve ) T - a v B X ERIIEE - EIERREE O UGE O 7 o I B fH
MT 2 epdraInERN, 727 F v EVFENRAL BEEMRFISEOYHE % 72 13L&Y.
By =3 5 o SE RS (Finished veterinary drugs)™®
A E A IS A L iRk i - RRFOL T OELERI /R <. BROCE ICRE S o mEE
E%ﬁtbtﬁ%ﬁEﬁmo
¥ 7 7 F v (Veterinary vaccines)?
Y E 2 G- 3 2 PR 2 & A B0 BR THIICH W b3 B YR A,
B A 22 BUH| (Veterinary bio-preparations)®
B OIERO T, BE. S OEER - BNERE O T ICH V- b B Y R0 8L,
BRI YIBIA Veterinary microorganisms) 8
Y opE O, THI. IR, BIHERESOIE. BhE . BRBRICHw o A HllE, v
AN FAEEREMEEY., He. BE. Z ofoEY,
B (L2814 (Veterinary chemicals)$?

77 Circular No. 13/2016/TT-BNNPTNT Article 24. Responsibilities for labeling of veterinary drugs (clause 1, 4, 5, 6)

8 Law on Veterinary Medicine (No. 79/2015/QH13) Chapter 1. General provisions Article 3. Interpretation of terms (clause 23)
™ Law on Veterinary Medicine (No. 79/2015/QH13) Chapter 1. General provisions Article 3. Interpretation of terms (clause 24)
80 Law on Veterinary Medicine (No. 79/2015/QH13) Chapter 1. General provisions Article 3. Interpretation of terms (clause 25)
81 Law on Veterinary Medicine (No. 79/2015/QH13) Chapter 1. General provisions Article 3. Interpretation of terms (clause 26)
82 Law on Veterinary Medicine (No. 79/2015/QH13) Chapter I. General provisions Article 3. Interpretation of terms (clause 27)
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Y OPIRO TR, a2 bRk BE/ L ERE/ BERLE S0 HEICH W b B LEY
B sk 8L,
HE (New drug)®
L WA & &OHEOERSS. AT OH L willaGbd oEREM, # L WA O ESE
iy BT L WIBEJGAE D EEHE L, F 72 138 L WSRO BE T,
SeFEF i (Innovator drug)®
B L, SLE L L T CTHIRGEAZF ] S Twn B[R,
Yz A Y v 7 EFG(Generic drug)®
(YA )y 7EHES] &3, FFE 2 3G 4 & v 20 GRS YI N 7 e EE R L R
Ui, AE. H@&, SIGEE. %58, W2 RoERS 2155,
BRI EZES T (Veterinary drug analysis)
BV R it D BUKFEHE D I 47 & F8E
1B (Veterinary drug testing)
YRR 5 DR RE N S N & ek 2 R 3 % 7= D fitiax 1T 5 BaliR
EE5HN T~ (Drug label)
EE ORI O ICEEZAR S Nz, 23T onk, vvikdInz, £kl oh
h EHLY fF T‘Bﬂt\ HEATNAZFE, (R E 23 nda, mEgR, 23R -%2HT
7 _NFR (Labeling)
Lid, 2—F—2HHIL, BIRL., HET S 0ic, EEMCBET 2 EAN TLERERE 7 X
NMCERRT 22 L THY, WEEEBEIC X 2MES X CEHOERL 2 b0 TH S,
A Y Y F 1T (Original label)
g = —volE I Nk, ERLnOTRHEEICRYICHB N, vt onsz, vv
THO LN, TR TTFon, 7 &/I/%E[EE?'Z)O
ffifd 7 = (Supplementary label)
SHEGED & X+ F LFBICEER S - B EZ RN L, RO ERICE WA Y Y T it
BENTORVLAERE R P FLFETHET 5 7 Vv EiET,
IR E% (Commercial packaging)
E*nn%é\&\ ML EDICHGEI N TEEZERL, 220024 T b5,
o WEEL T, AL EEEML, ERErEREDUELEKRT S,
o 571~ L. WEICEENS 1 DR 3EROEREMORN 2 TS 5720 IcffilIns
FSLUNCRRA

8 Circular No. 13/2016/TT-BNNPTNT Article 2. Interpretation of terms (clause 2)
8 Circular No. 13/2016/TT-BNNPTNT Article 2. Interpretation of terms (clause 4)
8 Circular No. 13/2016/TT-BNNPTNT Article 2. Interpretation of terms (clause 5)
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3. MR ERRHEILSF O TR D 5 At

3. 1 PIC/S - VICH ZE¥E~DRRILEEIZDOWT

SRlDA4 v 2 2—05I, PIC/SHEEDEALD 572 LThH, T TIZARHERS~DHEH
HoTHhbLbTRAEVDLEV) AEEH > 7b oo, BRIy PIC/S HHE~DLET AT 728 & 13 A4
b otz, —FH., —HOMEHET, PIC/SHEOMELZHRD 57-0I1C, PL—=v 7 Z&EITT»
5L bhY ., EAERSZIK S BESTE T 2T PIC/S ORFREIIRI O LT b L
Nz,

%72 VICH O HEHEIC B WTH, BHER P F A THE I N T BT 13 A 2 e d2 o 72,

. PIC/S has not been applied by the veterinary side, the pharmaceutical side of the person may have applied
the PIC/S. [#Fl%] Speaking of the entire pharmacy system, it might be the pharmacy side that [PIC/S]

comes first. Because veterinary medicine is vertical, it is not as big as human medicine and the technical
requirements and cleanliness requirements are the same--- [Ffli%] There has not been any discussion yet.
(VN-10o%E X 9)

e Talready know this [PIC/S]. In general, they are training to Vietnam. [FF#] My company have a lecturer

candidate training us for one week of tutoring, the other one is from the Department of Agriculture. [Hl]

Now I still see it going to the edge. For example,--- it's just going outside, but not going into depth because
we're also new to the form. (VN-2 DFF X V)

e Department of Veterinary Medicine has not had any new orientation on this [VICH]. I went to a meeting,

but the Department has not mentioned this or the Ministry mentioned this new orientation. (VN-1 ® %5 X

9)

3. 2 ZotENRGDOERICONWT
Z o, BMHERG O AICEL T, SRl A4 v & v o —CldlmHciEsMIcwE T 3 K
HEHKTEIC O WTDOERIT D - 7,

. Up to now, my department has not changed anything. In 2018, Circular No. 18 was issued to slightly amend

Circular 13 on regulations for imported goods on circulation registration. (VN-1 D= X v)
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4, FBEDOMAAAITDONT

4. 1 BPAEXoFEOMMA (AARL OLEK)
AVvEAEa—%BL T, RMFLICET2HYHEENOTEOEMAAIE, L RHAK LA

LHfRCcE 7z, HL, ENCcTHREINZEEL2EA I NZEERML»ICX > T, HEERTOED
FinRA S 5T, ENTHES W ERRICOWTIE, % 0MEES OIS T — L ASRELR %
PELCHISEH LT 2. AR 0T IR HIEE SR B LR ORI b5 © & S E R A
Nio %72, CP /7 A—7D L5 BERFEEHL 2 AT OREE, AHEERHIC. MAZLL T
WCEEMANIG L TWwWEZ b H b X577,

&5

NEREEE ERNREEE
| —
ﬁﬁfﬂ?\v v o —

3% WERFEHE
Lo
b - — *
" RELS -
HE ~Ry FEWE
- Ry E ‘
EA

e Their foreign manufacturers have to go through an intermediary channel, they have to go through import, they

have to go through a partner in Vietnam to bring their products to the farmers. (VN-4 OF = X V)

. For domestically produced goods, the sales team of the production company will assist in finding farm owners

for distributors to sell. For imported goods, the distributor's sales team will work with the farm owners. (VN-3

DHSLY)

. For example, a large company like CP can import products by themselves or through other companies' import

channels. They import goods for their farms. Or companies that import will distribute them to livestock farms

or shops and retailers. (VN-1 ¥ X 9)

E/. R b F LR RLE 2 Y 2 B ANEREEE O A ESEMIC O WTIE, ALIC XD IS &
HEEL TS Z Edfilzx7, AR E mbm i 5, HEFREEELZ D > TIE bR W0WED AL

s 5 X7,
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. [foreign companies with offices in Vietnam] import and then let the distributors bid. They are divided

into many areas; each distributor holds at most 3 provinces. [{li%] the conditions for the distributors to

bid are not only a lot of money; the distributor with a veterinary license must not have a veterinary drug

store or a seafood store to be allowed to participate in the bidding. (VN-3 D5 X b)

4. 2 FEARFEEFITOWT

AvarEa—THbNi, R FLNOERRFTEEEH I TRLOMEY . HEEMNICIE, 300~
400 DEGAEEDPFET DD L, AICH Tz > TE, HERGEEE DX+ F LICHFEA 7 4 A
BRI, WAL AR R ENEFES CHTEA D BT, MAEDOAZIEEZINIEL,
NOHIZEEF ICO R CHEAEC, AP OIRGEETE B L TG T IR M FLEED DD L7,
B L. BEEADHRILEERML 5252 b 00, Bk 2 ~ 3 HE . MARL» S HZE ICH
ZMNDBRIT M E o 2 b, HEBELERZED LA L, ERNEHITFEStHIC—XEIT 2021, i
e th AR ICB Y 2 ENEITEStE & O & AL EELEMNZE L T 2 15%EH b R 2T,

T/, HFEREIKHZoTH, AV ITAVF X ANDATIHIGT 272 L, BEEEUEHmIciR S 7
Vi,

BEREAMIRGEEE WA HITEREE e 2y
Zeotis Hong Ha Cuong Loc Phat
Hipra Thanh Nhan Hong Tuot
Virbac Marphavet Tien Phat Gia
Elanco Hoang Kim Khanh Lien
Bayer Greenvet (Green Bio

Veterinary Medicine)
Green Pharma Tien Thanh
Boehringer Vietvet
Ceva Tigervet
MSD Avac

<BYEREBBAFLICOVWT>
. Currently, the Department of Veterinary Medicine has about 300-400 import companies. (VN-1 DFF X

h)

. nowadays there is a tendency to import directly, and a few years ago it was entrusted import or asking

someone else to import or combining application to import, which some companies will combine. [H1]

Entrusted import is still a lot, accounting for 70%, direct import is only 20 to 30%. (VN-4 55 X v)

»  Hong Hais strong in importing all kinds of finished products (veterinary, aquatic products), from

European countries such as Spain, Korea, Japan. [FFl] Thanh Nhan: imported from Korea a lot,

Thailand. [*FE%] The group's scale is larger than Hong Ha's because it operates in both productions,
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import, and export. Import activities include both raw materials and finished products, and exports have

gone to more than 70 countries. [ ] Marphavet. mainly imported from Spain, India, China, and

Indonesia. It's a family company, but it's big in scale and operates in production, import, and export (VN-3
DFEELY)
*  Regarding products and prices, Vietvet works with a Spanish company and [F1l#] because Vietvet imports,

Vietvet must be responsible to the Spanish company. [##%] My company will choose the type of product,

about the price; Vietvet company will work with the Spanish company and report back to my company. [

%] The Spanish company gives Vietvet the product catalog and Vietvet shows it to me. (VN-3 O %5 X
v)

<BWEERHATEEE ICOWT>
e Asfar as I know, the quantity is also small, not much, about 2-3 distribution companies such as Cuong Loc

Phat, Hong Tuoi, Tien Phat Gia, Khanh Lien. [1li§] Tien Phat Gi4's distribution system is mainly on

online channels and does not sell directly, because of the policy of minimizing staff and investing in prices.

Selling online from agents to wholesalers and retailers, no sales team, the future is similar to Mobile World.

[1%] [ Khang Lien does not have] sales team, but the delivery driver himself will bring the price list and

send it to the dealers to meet on the way, if the dealer finds it suitable, he will contact the company. (VN-3
DFEELY)

4. 3 BMAEEROBRERUEIHEIC I T 2 EEE - SERME~ DR
4. 3. 1 EWAERSOLR
REFFLEIICHENT, MAEER~OKFEIZERESEHIC LT RS, V7 F Vv EREETD
ENPERIIRO N 2 b, V27 FVIicBWTIRIAL IE %2 5 328, (LEESRS DA
ISEIREIcE st E, BATLE L TR, HE, 4V F, 24 AV FARY T, wL—
T v EDE2N, FRCHEE OE K 20 0R G At 0B e, hELE oA B
EHEGTH - CTHiHFAR X 57,

. Imports are much larger than domestic production. [Fl%] Vaccines: imports account for 90% because only

3-4 companies are producing domestically produced vaccines and the quantity of domestically produced
vaccines is not trusted by consumers, most of the vaccines are imported. [F1] Chemicals: imported and
domestically produced about 50:50 (VN-1 DFE X 9)

. China is the highest, India this time also many, Turkey (VN-1 %5 X 9)

. For example, it's very easy for me to import from China, Indo,---[FI%] That has been customary since

ancient times since it is common, it is simply because it requires Vietnamese goods, and Chinese goods are

simple to trade, do, traverse, and transport. (VN-4 OFF X v)

4. 3. 2 ﬁk@%ﬁm&mmxﬁéﬁ

%Ah@h Tix & LT, F i ARE o BHE 2 BIHI 2 2 NIT IS 3 2 FHEERICB 3 2 FHR
NE 2 5 %%§m®xm R 2005 2 8, RIKMARBSSHEL FoRicAh s &, Bl
Em%ﬁﬂ?%%%%#bﬁ%hto
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[t is difficult first in terms of mechanism, each country has different binding mechanisms, so there are legal

regulations, there are regulations, there are difficult documents; the second is that the document changes

frequently, so if shoppers can't access it in time, it won't change in time, but when the regulatory document
is out, it's imperative that shoppers comply. (VN-4 DFE X 9)

The current difficulty is customs clearance take a long time and we have to wait. (VN-4 ¥ S X D)

Direct import is very profitable, but many other costs are quite high, I do not want to spend. The first is to

transfer money to foreign companies first, then these companies will take the initiative more than you. The

second is that the minimum quantity for each import is too large. For imported products, it takes time to

research. If you try this area, you will accept it, but others will not. There's also customs, ports,
warehousing... a lot of problems. (VN-3 FE X v)
There are some goods you have to contact to confirm information. Because when you work for a company,

you can contact anything, but in fact, they are a "ghost" company [FFl#] when we start to transfer the

deposit... our orders won't go through the bank to do... like we try to import, we had suffered cheating
immediately. When we returned, they went around and couldn't be contacted. We suffered a lot in the

Middle East, so now Vietnam is very afraid of India, there are many on that side. (VN-2 DFS X v)

4. 3.

3 BEMR~OHIRF

HISR A ELBIT IO 2 Y - WifF L LCid, “ShVE7 L L bic, BERMFE OIS IC BT 3 5l
FZR D DUHMELRIMIMERER D D e &b T onl, $7-. EOR 2 2H51 %2175 720, %
HET L2, GERIED - DD~—T T4 VI FR—1+ 2R TOoNEZ I NT,

Quality is the top priority [for products], the disease is terminated, no side effects, use to the end of the

bottle (end of medicine) still have good performance. The results must be obtained within 3 days after the
animals are put in. For seafood, after 30-45 minutes, there must be a change. (VN-3 DS X »)

For partners, I choose quality products first. In addition, to ensure market reputation, commitment to

product quality, price fluctuations must also follow the market, not increase prices for unknown reasons.

[FFM%] For the companies that choose to be partners, I have to know what company they are, how many

subsidiaries they have, how they do business, etc. I have to find out first. And seeing the person in charge

come to talk directly with me is also appreciated. (VN-3 DFF X 9)

The first is market fit; partners have products that meet my needs; customs clearance, simple tariffs;

support between people from this company to other companies, as well as between foreign companies and
my company, if it is convenient, I will do it. [Hl%] I also ask partners to have certain limits: first, the

product must be of good quality, the price must be suitable; after-sales, incentives after having a brand and

when not having a brand, they have to do marketing, product advertising, conferences, seminars, leaflets to

promote products faster; If it's still difficult, we can directly take the breeder, the agent to visit to see the

products of that company directly, must have direct visits, a direct reference to make it easy. Those are the

things that need the following incentives to make good products. (VN-4 %= X v )

4. 3.

2 HAKEIES - BN 25HE - R

K#E@FAE%Wbomf@m&i&@ﬂﬁﬁﬁg%mt#Oto%@E$E£mﬁﬁﬁb
W, kg 25E K R PP ATGIGEY TRV &, F R EERAZEM S 0 HY - 5054
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. BIHARBREERH LW 3BT oz, HLET—ERLELRSE, T ot - 18
HERLEANEERDONBZZLERR ALY Z7ICbhoT w3 L5 T, ELL e bz#
RLTCT7 7u—F LWL BERRD LN B,

As for Japanese products, the price is also a bit high [Fl#] because of the tastes of the Vietnamese people,

especially in this field of veterinary medicine, there are not many [Japanese products] in Vietnam, so
people or customers have not been able to access the Japanese brand, and there are too many other

products of other industries in Vietnam in general, our tradition has been imported from the past to now in

China, Thailand, Indonesia, Malaysia, so they are used to it, they hear such brands and are easy to access

and trade. Third, it is likely that the veterinary development industry in Japan is not equal, not flexible, not
diverse polymorphic, and may not be as developed as some countries that are currently importing or have
the capacity that is the product frame or the product level is average. Normally we are importing at an
average level or just good but Japanese products are at a higher level, for example, good or above good, so

it is not suitable, at some point in time, if the Vietnamese market can adapt and requires a high level of

product, it will certainly import the US, Japan or Spain, Italy or other more modern countries, Europe.
(VN-4 DFE X Y)

They [Japan] manage my side... [FFl§&] when it is imported, we are the one who decides the selling price.

[FM%] But Japan will follow that product very closely and then train,... it's very difficult. [{7#%] Japanese
demand is very high. [Fl§] Its cost is also relatively high compared to other lines. (VN-2 5 X 0)

If the translator is stable, I won't say but Japan only uses their interpreter, rarely uses Vietnamese
interpreters. (VN-2 DFE X V)

I think if they [Japan] want to sell themselves to make a brand, they should sell to a distributor in each

province, it's best, it's better than importing through a big company and then selling to a distributor in

each province. (VN-3 DFE X 1)

4. 4
4. 4.

ENSYIAERS TS OBEIM
1 ERN=—XoZ{ticownwT

N FLTIE, SRVVEVE ORGSR L, 727 F v BRI A 7 VEORG AL T
CEVIERPFE Nz, KEOFFICELTHAEMEOHMMZHIR L, WHEI Y b Pz ER
TR D B0 D X 57,

In general, yeasts, minerals, additives, modifiers and vaccines are increasing and antibiotics are decreasing.

[FRM%] The first is due to breeding practices and regulations in Vietnam, it will change to limit the use of
antibiotics; biotechnology breeding, environmental safety, human health protection; The third direction is

through biotechnology farming, which is better for prevention than cure. (VN-4 %5 X 1)

o, BB TR L, Ry TG OILRAEE T, BESETC2HEONHICERLZL D
Lo Ny MREEEIE, 2y Mo (LR Sffitg 28 2 FIA L. ARG IO 2 5 51h e
DT b, FRMPEEOS AL HKNES L EZ LN,

Veterinary drugs are in reduced demand due to the breeding mechanism, breeding practices and some

other factors in livestock production but pets and aquaculture are increasing. (VN-4 DF S X V)
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I see that the market is also hot, especially pets [FFl#] In the last 3 years, the pet's growth has also doubled.
[*FI%] With the epidemic situation like this, only pets can develop, while veterinary and aquaculture are
not. (VN-3D%5XkY)

20% of [my pet medicines] are domestic products, the rest are imported goods. Because people having

money feeding pets, then they use high-priced goods. (VN-3 DFE X V)

4. 4. 2 BHAEEROSHBORELICOWT

N AECE T AR SOBIFICOWTIE, KR EFLTER DN, #Ld 2ERA L

LTiE, MACTHRCENRECHZA 2 X ik dvtirond, —/7, EINEEDOEIREMICE W
TIRHAEA S ITKIF L TE Y. 5% Z ORI AL GMP FHEZ il 7z L 2 i~ E L T < X

UM

RO OTERMEMA LBIET 3 TAPAHENTH L L) bR ERETHEL H o

7eo L, BIfTEOR F 20EER TS IE, BLchfiz7 7 (FEL 4 v P, 24%) 22508
ECRIAREEICH O . WM 2 b o REVE (e d Eiffiks) A8amigcy = TIkKE HiES
CEEEHLWAD LNV E W) AL H Y, HAD2 ol 3 212, fthoflie oEjkz 5 £
CiE2h, BEfoAY y PEHBELCH L) ZLAERL L2259,

I think imported goods will decrease slowly, not quickly. In fact, when I have been doing business for more

than 10 years, [ have been able to track a number of imported items until now, customers still claim, there is
no substitute product. Imported nutritional products are almost unchanged, must be the same product that
customers use such as Catosal of Bayer, Multibio of Virbac,...(VN-3)

In my opinion, due to the open market, imports are gradually saturated. The domestic production is relatively

large, but in my opinion European products are better than Asian ones. But now the market is full of Asian

imports because of the low price. [{l%] Vietnam's domestic production is the raw materials that depend on

foreign countries and are also imported, the cost is high. For example, it will be easier for companies to import

finished products, but for domestic production, a huge investment is required such as building a factory that
meets high GMP standards, etc. You have nothing then you can import to sell, but for production will be more
difficult. (VN-1D%E X b)

Will shift to importing more because domestic production will be more difficult, although there are still

factories that expand, production is dependent on people, labor, capital, etc. As for imports, only one is
needed. If the warehouse is small, it is eligible for import and the capital expenditure is not much, so imports
tend to grow stronger. (VN-1 ¥ 5 X V)

In fact, Vietnamese drugs, partly because of user tastes, they will use imported products, they will find that

product better. And another part is, sometimes imported drugs are cheaper, some drugs will be cheaper, it can

support the needs of farmers more than domestic products. (VN-2 D¥5 X 9)
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# 42 ASEAN O#EjH

RKETIE, TRAZ VY —F KN, v R a2—T5 kI ASEAN o #Ejaic o<, ASEAN
Pharmaceutical Harmonization Z ISR 2 F & 0 5,

1.  PPWG-ACCSQ ico\C

ACCSQ (. ASEAN Consultative Committee for Standards and Quality (ASEAN fE#E{l - S &
HEAMETRES) 0 L %/R L. ASEAN JiEE o ESEEHE(L BB (National Standards Body :
NSB) K UHIHIYSE% A o8 =12, 1992 4F X b ASEAN 0 R7x 5 24 - Bl % i (o~ —F A
X—vav) LT EZHMICMYHEAEZITo T3, HiFEHME L, —FETHERI N
MBS . GEE. HESEE . hECH @M T 5 L 5 ICHAAERE (MRA : Mutual
Recognition Arrangement) DFfFEICHITA =T 74 7% L > TE 08, ZDERICIE ASEAN H
HE 5 s < D& i /1 DIRtED B 5

ACCSQ @iz, W< 225D Working Groups (WG) 2FHELTED, 2D 5 HD—Dh,
Pharmaceutical Product Working Group (PPWG) T®H» %, PPWG X, 1999 FIcFHE L., Fid
ZHPE L TEHIL T35,

To develop harmonization schemes of pharmaceutical regulations of the ASEAN member countries

to complement and facilitate the objective of AFTA, particularly the elimination of technical

barriers to trade posed by regulations without compromising product quality, efficacy and safety.

PPFG Dih#)ix, AT OHFHTH 5,
® Exchange of information on existing requirements and regulations
Review requirements and regulations
Conduct comparative studies
Study other harmonized procedures and regulatory system

Develop technical requirements

Establish common technical documents towards achieving MRA

# 20 FicH 720, ASEAN HusiN coEMEE 2 PR L. AEOESE N % (EE T 25 729,
PPWG LA T DY — i A RiEBE IC B\ CEERYE| 2 B 7 LT\ 488,

8 ACCSQ (ASEAN #2iefl - B BHHEENF#S) B9 2% (JETRO, 2017)
https://www.jetro.go.jp/ext_images/world/asia/asean/standards/accsq.pdf

87 REGULATORY CONTROL OF GENERIC MEDICINES IN MALAYSIA (Ministry of Health Malaysia, #1377 B A & 32 5 58
PEAR A TERE S — L~ — V1B & k], https://www.pmda.go.jp/files/000204339.pdf

8 DIA Global Forum, Volume 13 Issue9 (DIA, 2021), https://globalforum.diaglobal.org/issue/september-2021/#jointassessment
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® ASEAN Common Technical Dossier (ACTD)

® ASEAN Common Technical Requirements (ACTR)

® ASEAN Sectoral Mutual Recognition Arrangement for GMP Inspection of Manufacturers of
Medicinal Products (GMP MRA)

® ASEAN Post-Marketing Alert System (PMAS)

® ASEAN Mutual Recognition Arrangement for Bioequivalence Study Reports of Generic
Medicinal Products (BE MRA)

® ASEAN Guidelines on stability study, bioequivalence and bioavailability studies,
manufacturing process validation, validation of analytical procedures, and variations

® ASEAN Joint Assessments Coordinating Group (JACG) to pilot the implementation of joint

assessment of marketing authorization applications.

2. ACTD KW ACTR iZ2WT

PPWG i X 2 ACTD (ASEAN @3 iiE#H ) KU ACTR (ASEAN HEHAMEMF) 13,
ICH o B2 HL ) A 2003 FEIGEHA BB S Lz, v v AR —)L HSA oFHR®IC L 5 &, ACTD
SO ACTR ORERIZA T D@ v

ASEAN Common Technical Dossier (ACTD)
Organisation of the Dossier
Glossary used for the ACTD and ACTR
Part II: Quality
Part I[II: Nonclinical Document
Part IV: Clinical Document
ACTD Clinical Check List for Product Classification

ASEAN Common Technical Requirements (ACTR)
ASEAN Guideline on Submission of Manufacturing Process Validation Data for Drug
Registration
Annex Al Guidance on Process Validation Scheme for Solid Oral Dosage Products
Annex A2 Guidance on Process Validation Scheme for Aseptically Processed Products
Annex A3 Guidance on Process Validation Scheme for Terminally Scheme for Terminally
Sterilised Products
Annex B Table of Content of Process Validation Documentation

Annex D Glossary

8 Health Science Authority (HAS), Singapore ® 7 = 7= —’ X b, https://www.hsa.gov.sg/therapeutic-products/guidance-

documents
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ASEAN Guidelines for Validation of Analytical Procedures

ASEAN Guideline on Stability Study of Drug Product 2013 (20th ACCSQ PPWG)
ASEAN 1st Q & A to the ASEAN Stability Guideline R1 (21st ACCSQ PPWG)
ASEAN Guidelines for the Conduct of Bioavailability and Bioequivalence Studies
ASEAN Guideline on Process Validation Q&A

BL., B cEPHERMS N L TACTD EH TN TE L3, SEROBYERLICH L To
BEHEPILR D ATREMEIC DWW CTld, AE A v 22 —CHERTE ad o7,

e (ACTD o@/WRESRSL~DWA I 22 % HARIZ 2> T)Many years. It’s difficult to say and maybe up to 2-3 ‘
years. Even for human ACTD, it took a long time. (TH-2 DFE X v)

3. ASEAN GMP MRA T2\ T

ASEAN Sectoral Mutual Recognition Arrangement for GMP Inspection of Manufacturers of
Medicinal Products (ASEAN GMP MRA) %, GMP Bt J OGIEIHE o A1 7284 & GEGE %58 U
T, ASEAN Itk 1J 2 EHERmoudEZEES 2 2 L 2 HI & L7, ASEAN ##FHIC X - T 2009 4F

CEHLINZHEDZ & TH D, ASEAN GMP MRA 1%, BIfE. AFDUTIHE K OIEULT DT
BEEN D, VAR BRI S, SRR M R By & L 2RI E X
N7z,

7s3. ASEAN GMP MRA i FH#ipH - NZAFEIC oW Tk, LAY ASEAN 07 = 7% 4 b2 b
EFEASIRECTH 5
https://asean.org/wp-content/uploads/2021/08/Agreement-on-MRA-for-GMP-
Pharmaceutical.pdf

HlH#EA v 22—, MRA 2 BUEEMHEIAL & 72 o T 3 _ERd ARAY AR S 5 120
FIER S 28 2 135 K I N7, BARR R 1SR C© & e o 72, BIWHIESE S DWW T
13, L 72 5 ASEAN M ER D 17E b B A CTIIFAEL 7z, 51& ASEAN JI#HERNTD
R ZHICT 28 E PN TELL LTH, D2 S DIHERMEK L 20 FEDFZEIC b KFH
ZET LI L0 CICEMING ZLIIBWVEDRETH 5 72,

Now we are trying to expand the MRA’s scope so that it also covers [ A F ® ]Biological, radioactive, and API

substances as well but this discussion has been taking place for years but it’s still not done. For this case, we already |
1

have the initial MRAs and only just want to expand them. I think this also depends on each country because they |

wanted to get the best benefits for their people. To revise the law or make a new one will involve many parties like |

% Frequently Asked Questions on the ASEAN Mutual Recognition Arrangement (MRA) on GMP Inspection of Manufacturers of
Medicinal Products (The ASEAN Secretariat, Jakarta, 2015), https://asean.org/wp-content/uploads/2016/06/31.-October-2015-
FAQ-on-the-ASEAN-MRA-on-GMP-Inspection-of-Manufacturers-of-Medicinal-Products.pdf
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manufacturers, overseas members, and administrators within the country so it takes time. Sometimes in the ASEAN
meeting, on certain topics, this country member agrees but that member does not, and so on.

[ ]

So, for animal drugs, to have the Harmonization between ASEAN countries would take a long time because there was
no first guideline yet. Also, we need someone to initiate, like for ASEAN MRA’s GMP, the leader who initiated was
Singapore who drafted and wrote to have this system. If we want to have a drug policy, other countries must agree
with it as well so that it can go together. For me, I am working in more academic settings and do not have the power
in the policymaking so we have to wait for the administrators to develop and agree on this matter first. After they are
ok with it, they will transfer the issue to us, and then the academic department will study the possibilities and what

should be the scope or other details we will have to discuss later on. (TH-2 DFE X v)
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