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(o) p3stlenNNUsHINANI s UUNSAIUANYITLILAIA (Stringent Regulatory Authorities)

e fouthidhen  ldasiedasgiiondnegne Tngasiansananenans fi
- Certificate of analysis of Raw material/Finished Product
- Cerfiticate of GMP
- Prescribe Information
- Certificate of free sale (81%)
- Summary stability study (973)
e NAWNIIT BIANISNFVNTIUILFUATID wailmnlalaunsanenans Method of
Analysis (in case of in-house method) wag Method Validation or Method verification & T#iin 15499
Uszusiufuseningesdninndunssy oo, au. vihieeuannsenas nuas nsy Mieades il
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(o) psfiII819INYsEnNANT YU sEmaNilssuuNIsAIUANE17LYLNIA (Non — Stringent

Regulatory Authorities)

[

fouthiden Rersananenans il
Certificate of analysis of Raw material/Finished Product
Specification Raw material/Finished Product
Cerfiticate of GMP
Prescribe Information
Certificate of free sale @3
Summary stability study @)

WNANSNLTUTENaUNSTUNZ DUl uUsEIMATY (213)

mnaedelvinsiadiasiginoutnig lnevelenansiiuliy As Method of Analysis (in

case of in-house method) waz Method Validation or Method verification “1nld@iusanienans

10 TATin133nUseuniure909ANIsNdnTsy o8, au. MIBIUIINNTENTII NUN NI NAEITDY

® yanhd a9AnSNAYNTINILAUATIY Mnldau1san1enas Method of Analysis (in

case of in-house method) was Method Validation or Method verification 16 1#dn153ad eEARL

FAUAUTETNINBDIANITLAFUNTTY 98, dU. MUIYITUIINNTENTII MU ASYU N899 Nai)

NSUINYIMERTNITLNNE TUATITIATIIGININBIANITNFVNTITUATIVEINALINTFIU

UsgimAndssuunseuaueiidunn laud Usswaaundn v3e fdananisel ve fildiusiu

Y99 the International Conference on Harmonization of Technical Requirements for Registration

of Pharmaceuticals for Human Use (ICH) 95518 38UseneAndmni$14

Uszim eFeussmeiiilszuunisaruauedinn

MEMBER « European Union member States (Austria, Belgium, Bulgaria, Cyprus, Czech Republic,
Denmark, Estonia, Finland, France, Germany, Greece, Hungary, Ireland, Italy, Latvia, Lithuania,
Luxembourg, Malta, Poland, Portugal, Romania, Slovak Republic, Slovenia, Spain, Sweden, The
Netherlands, and United Kingdom
* Japan
« United States

OBSERVER the European Free Trade Association (EFTA)

1 List of countries considered as Stringent Regulatory Authorities (SRA) from 1st July 2009. www.ich.org,

-S199UMTNRIU TZUUEIAIAUTZITT WA, o P om




- currently represented by Swissmedic (Swiss Agency for Therapeutic Products),

Health Canada and World Health Organization (WHO) (as may be updated from time to time)

ASSOCIATE through mutual recognition agreements: Australia, Norway, Iceland and Liechtenstein (as may

be updated from time to time)
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1. Dimercaprol Inj. 1. * Methylene blue Inj. agsrnvtiunziau 1. Physostigminelnj
2. Calcium sodium edetate Inj 2. * Sodium nitrite Inj. 1. * Procarbazine oral form 2. Somatorelin Inj.
3. Esmolol Inj 3. * Sodium thiosulfate 25% Inj. 2. * Lomustine (CCNU) cap 3. Metyrapone oral form
4, Dacarbazine Inj. 4. Diphtheria antitoxin Inj. 3. *Carmustine (BCNU) Inj 4. Oxandrolone oral form
5. Hydralazine HCL Inj. 5. Botulinum antitoxin Inj. 4. * Verapamil injection 5. Corticorelin Inj.
6. Lidocaine HCL (preservative-free) | 6. Succimer cap 6. Ethanol Inj
Inj. 7. Digoxin-specific Antibody ALFEUIIURUAIIUUNL 7. Sotalol HCL oral form
7. Ivermectin tab,oral form Fragments Inj. 1. Ibutilide Inj. 8. Phentolamine mesilate
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FUAVDIEN U ne¢et-bedo U ne¢do-beee
E.Coli (1 Jn vi) Sovazuaanshos
Amoxicillin 67.5 83.8
Amoxicillin/Clavulanic acid 20.0 0.0
Ampicillin 71.2 86.1
Ceftiofur 16.7 2.7
Cephalothin 41.9 50.0
Colistin 8.3 7.7
Doxycycline 67.3 41.0
Enrofloxacin 58.6 47.2
Gentamicin 153 289
Kanamycin 26.7 259
Norfloxacin 50.0 42.1
Streptomycin 74.4 515
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Tetracycline 86.0 62.5
Trimethoprim/Sulfamethoxazole 65.9 458
Salmonella (1A a un)

Amoxicillin 33.8 63.3
Amoxicillin/Clavulanic acid 7.1 8.9
Ampicillin 28.4 524
Ceftiofur 0.0 4.0
Cephalothin 119 14.6
Colistin 20.7 8.3
Doxycycline 31.6 26.0
Enrofloxacin 14.9 4.2
Gentamicin 6.6 22.0
Kanamycin 59 11.6
Norfloxacin 5.0 0.0
Streptomycin 39.0 41.0
Tetracycline 429 a1.7
Trimethoprim/Sulfamethoxazole 35.0 34.1

luduttouuntie Staphylococcus aureus NADE1Ma18UUIU (Methicillin resistant
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®00 19819 WUIHNLTD MRSA 38882 « d@2ULTB Vancomycin resistant Staphylococcus aureus (VRSA)
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WUHLT MRSA $988% .o (multiplex PCR) (NIAH; Department.of Livestock Development)
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W15UENT MU 0,0&0 UaY b MBI MUAIGU (Department.of Livestock Development; DLD) $in13
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- Doxycycline, tetracycline, sulfa, sulfamedoxazole, trimetroprim $888% se.cm-lo.me

- Streptomycin, amoxycillin, sulfamethoxazole-trimetroprim, ampicillin,

neomycin $98a% mm.ca-o&.c&

kanamycin,

- Enrofloxacin, ciprofloxacin, norfloxacin, gentamycin, cepha, colistin $98a% a.alo-ob.¢e
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AMX CEP CHL DOX GEN KAN ENR OXY TCY SXT
(Animal disease diagnostic unit, Fact. Of Vet. Science, £ hulalongkorn Univ.)
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