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. . Product
Licensing Clinical trial registration
approval regulation approval &
& renewal (R&D) renewal

NHUUY LASVANLNUN/LUININAINA
1. wezsnaUyaiden w.A. 2510 uazatuudlytiuiiy
2. ASEAN Pharmaceutical Harmonization (ACTD and ACTR)

&
Post-marketing
surveillance &
Law
enforcement

i,

3. International Council for Harmonization of Technical Bequirements for Pharmaceuticals for

Human Use (ICH)
Pharmaceutical Inspection Co-operation Scheme (PIC/S)

. WHO Global Benchmarking Tool (GBT) and WHO Listed Authority (WLA)
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Thailand Drug Regulatory System

Timeline Clinical development phase Drug registration phase Post approval phase

Current GMP guidelines BMP (Epoetin, Biosimilars, Botulinum toxin)

A regulatory ey ieas

. Full review/ Approval Ad-hoc
submission/ - —

abrideed review condition re-evaluation

systern Manufacturing/lmporting
permit for IND

E-submission

before 2024

SMP SMP release

Adverse event/Adverse drug reaction and Infection reporting

Mew MRD Oreanization structure for clearer roles and responsibilities

Electronically available SmPC/PI/PIL
Updated GMP guidelines

A current o Reexamination after 2 years

regulatory for new drug/vaccine

Clinical trial application o Designated review and Approval
E-submission —* ™ .

system + GCP enforcement assessment types condition Ad-hoc
Approval renewal every T years -2

re-evaluation

RMP implementation for modern medicines
|

Adverse event/Adverse drug reaction and Infection reporting

MRD: Medicines Regulation Division, RMP: Risk management plan, SMP: Safety monitoring program, SmPC: Summary of product characteristic, Pl: Product information, PIL: Patient information leaflet
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Drug Registration
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Usztiiuann Collaborative
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Ugnnni1sgumvedunstigumi1susn (Application types)

elneivm' (new medicinal product)
(©INTNISTFIIUWRIUIYON WA A UN AULON)

LLUU%’%’EJL%JJQULLUU (stand alone application)

LUUNSUNEIU (Mixed application)

Huugmasway (fixed combination)

wuURe8nedy (hybrid medicinal product)

WUUYIBITRAaIEARN (biosimilar)

wuugiwmutannadoudy (extension of marketing authorization)

EJ’]mﬁcy (generic medicinal product)
(©1NDINBITIYNIUIYUASUANFIUIFINSF)

1. wuvenheeudunaly (well-established medicine)
2. LLUUSJ']a’]fI'QﬂmJ (new generic medicinal product)

3. wuuyIAULEYNE (low risk medicinal product)

w
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stand alone application

g1MINISIA8 Lﬁmgﬂuuwmwﬁﬂﬁmﬂﬁﬂmaa

He a1 mixed application

I
0s

g1l ayan1sAnunAaln Laz/150
WIRAUNUDA HANAUFIAULDS (limited non
clinical and/or clinical studies) 'ﬁauﬁ’uﬁaga

115615391715 (bibliographical references)

w
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gasey fixed combination

Tl wﬁwﬁm“;anﬂ’iwwﬁa%ﬁﬂ
Iﬂﬂa’mag'l.ugﬂmaaa’ﬁﬁlm AU NSeaENSHEY
(mixture) ¥i5ea15UsEnaU (chemical
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extension of marketing authorisation
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M3 MPNASY L o PR
(8112719899189 TUIYUATRANFIUIYING)

ﬂﬂﬁﬂ@ﬁ%ﬂﬁ?lﬂ Well-established medicine

=i = e =i as 1 as [ =i wr [~ wr 1 e 1
EJ']“I-‘]JJH’]‘E’MEJLl,azllﬂ']‘a'uL“fJ’rJEJ'Nﬂ’J'N“U’J'IWULUUWEJ 23U Lﬂmﬂﬁl‘a’g'luﬂ'ﬁ‘éﬂ‘lﬂ'l HIUNTIBUNADTN SRA IMUBEJ

APPROVED

71 10 U 71 98 L'ﬁmjaU"L%'{l'ayaﬂ'ﬁﬁﬂmmm’rimﬁﬁﬂﬂ'ﬁ

-

s LL‘lJ‘UEl']ﬁ“lS:I’aJﬂ‘HSJ new generic medicinal product
g+l

B
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ggnsiaey/man Mvlawazysinamesiienddny suwuue lleundningionds drauyaiundnfue

1999 swienilidesdnuiauya

g1A21ULEYIAT low risk medicinal product

| gnituszliulagdiuusznaulusniu (Ingredient-based evaluation) unumsusziiy s1egasandu uaz
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SIKYNET Drug Registration E-Submission
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® © Full assessment Abbreviated assessment Expedited Approval

'm (wp) Abridged Review WHO SRACRP Priority Review
(WD) (WD*) (wD*) (WD**)

New Biologics/ATMP
Generics
Low-Risk Medicines
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ICH guideline §1%5UNTIALNIBULINEITANVIVUNSLUEUAITUYN

\(\/ ICH Common Technical Dossier

/" administrative
information
Module 1

: \, Not part ICH
— \, oftheCTD ‘

Non-clinical

i overview
Module2 /

Quality overall Non-clinical
summary summary

Non-clinical Clinical study
study reports reports

Module 4 Module 5

Image source: ICH M4: The Common Technical Document.
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SULUUNISIALATYULONEATS UAIYONIUSEUY Skynet

ULONAISUANTIUNIU eCTD
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WwJs:naunis

R 2D

*  IARTYULENAISUSENOUAIYO
IUNLLUYUAISUYIAIY eCTD
(Electronic Common
Technical Dosier)

Administrative documents
o wuURYeTuUNLTyURSULN (Wwuvu 9.1)

Quality Safety Efficacy of
product documents

[ ]
Y

ICH ’

CTD °

o  JouaaTUALLAIUAUNINYOISHO B 1 * Tuausyrpwdneunulaatu wielueusyimiinieds
FIYNEIALY  AISTWNINLNFVNTSY LA sudunlusivernning
NARSH N ® GMP certificate

*  JUAFUUAUUAIUUSZENTNIN * Product information (@ann, t@nasnanuenlu

e  Jouaatiuauud uAI LUaDaSY sukuutenansiInuendusuussygu (PIL) uasg

o @ o U €
LANATIININUYIAINIUYAIINTNINNITUNWNY (SmPCQC)
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OTC Monograph

* A “rule book” for each therapeutic category
establishing conditions, such as active
ingredients, uses (indications), doses, route
of administration, labeling, and testing under
which an OTC drug is generally recognized as
safe and effective (GRASE)

» OTC monographs cover ~ 800 active
ingredients for over 1,400 different uses,
authorizing over 100,000 drugs

e

NISAINUAKAYINILAIMULEY

Health
I*I Canada

What are self-care products?

Cosmetics Natural health products
Used for cleaning, improving or Various uses including
altering the complexion, skin, general health maintenance
hair or teeth (e.g., moisturizing (e.g., mineral supplements,
creams, deodorants, probictics, traditional
shampoos) medicines)

Non-prescription drugs
Commonly referred to as
"over-the-counter drugs” (e.g.,
pain relief, cold & flu
symptoms, allergy relief)

+ Canadians use self-care products every day to maintain health, treat minor
ailments and improve appearance.

+ Self-care products are generally lower risk than other health products regulated
by Health Canada, such as prescription drugs.

+ However, they are not completely without risk as they can cause negative
effects if combined with other medications or if not used as directed.

w

A1UNIIUAUSNITUNITOINISUAZY)

I D : 2 -
@ Ay Vo &
TS A ] =F

Australian Government

Department of Health
Therapeutic Goods Administration

Most complementary medicines fall under the listed medicine requlatory framework.

LISTED MEDICINES REGISTERED MEDICINES
@K
&g Sunscreens Over-the-counter e.g. High dose
medicines iron supplements
Prescription
medicines
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TrguszavAnisdunsiivu

P AUANYUSYIAINULAYIAN
YIAIVULFYIH)

) ]

. o v A " H2y1dIAYULASANSYIWLAULEYNH
ANUALAADARHDNAIUAINULFYNYDN &

AR S U " yansuniddivaiuiasnsisning
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US8919ULASIZUUEITITUFY (1) avasuaunaw (health enhancement)
ANaSUNIUIYLIIGRan (2) §nw1gunIw (health maintenance)

(3) U94N1s91md81999%99 M0 U LNADUS

(prevention of dietary deficiency)
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Tduim snw1 uaz/n3e Joeriu lsAsiouse (serious disease) AalsATABIDIABNITINYININYAGINTNIINISUNNE niBa 1YW
FMsugas nia anvdisuaeidianinlalaviinisinwnmanzas

o —

~
>

© _.vﬁx

13Uia Shw niadesnu lsadAty (Major disease) A lsAanannizilassssngidlaiannse
melaias nIanindassnamslilaglilasunissneimanzas eansezragniautas
IdanAnauidesrelsasaouss (serious disease)

1d5hwamstaiuainmairlumsiniedeindulsadiouse nie lsnddAny
mslasunissheilsregrenadududidrAysedinauld
dinldasdAaaingussadisjonane

5.1 figannlasansiuay (narrow safety range )

5.2 gnatayamuNarInemIaa I luiy

5.3 HUAT AL IBLIININEINITOVANITAINLE S

5.4 HANIUUREA LA INIS09ANSAINLESY

e
J'\

NANAIHLHBIFY
(high level of risk)

w
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Medicines used for health maintenance
or minor conditions.




C oim p le men t d ry M c d felin= e 9148949910 Natural Health Products (CANADA), Listed medicines (TGA)

Medicated soap 13. Activated charcoal

o o 11

Lozenges for soothing sore throats, with or without antiseptics

Topical skin protectant drug products -

AI98INLYY -

Oral digestive enzymes

Topical acne therapy (exclude antibacterial)
Anti-Dandruff Products

Menthol-based inhalers & chest rubs 3mﬁuua$u'§8’wg

First aid antiseptics for minor cuts & abrasions

1.
2.
3.
a.
3
6.
7.
8.
9.

nsmezily

Rubefacient preparations for minor aches and pains of muscles

10. Oral rehydration salts products for therapeutic purpose YgIAUU Q(,'gl,‘v]f]@qnqgﬁﬂqyﬂ
VU
11. Oral vitamin and mineral products

gINI Q UM UNUIA

12. Laxative Drug Products

w
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Non-complementary Medicines 91984937 OTC Monographs (US)

1. Lozenges for soothing sore throats, with or without 11. Antiemetic Drug Products

antiseptics
. Anti-Dandruff Products g ﬂ')@ﬂ']\‘ilfdu : J

Antacid Products
Antiflatulent Products SJ'WJUﬂlI

First Aid Antiseptic Drug Products 133U
First Aid Antibiotic Drug Products (Topical) \ o
Topical Antifungal Drug Products SJ’]ﬂijll‘Vi’Jﬂ-\[@

Topical Acne Drug Products (exclude antibacterial) 8J’1‘V]'1§ﬂ§ﬂ’)\‘]‘l’]')’]ﬁ‘;’

Laxative Drug Products

10. Antidiarrheal Drug Products

2
3.
4.
5.
6.
1.
8.
9.

gauipauld 913gu w1so
g1U¥rus ¥limnIniguen

g120NPFOIT YUANINIYUDN
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LUIMINNISUHURRIL PIC/S GMP Guide

U

dmsuRSuauIandngIunudaaTuntlugianiyuuueiaiuldessn

11 The technical GMP guidance for listed and complementary medicines manufacturing

Ya999daLnsLas (TGA) m’l,%'ﬁ]ml,mmaﬂﬁﬁ'ﬁ Usenaunae 5 %o Laua

-

1. Ongoing stability testing for listed and complementary medicines @‘ﬁ

\. GMP Regulation in Australia

p
Overview

2 . P rocess va Lid atio n fo r Listed a n d C Om p Le m e nta ry m ed ici n es @ + TGA Guidance documents provide explanations to the industry on how to apply GMP requirements - considering

that listed medicines are of lower risk profile. The guidance explains GMP concessions that may be allowed for

\.

3. Product Quality Reviews (PQRs) for listed and complementary medicines (%

A

-

4. Sampling and testing for listed and complementary medicines %ig General Guidance  GVP Requirements  GMP Intetpretafion

\. Guidance

-

5. Supplier assessment, approval and qualification for listed and complementary medicines (ﬁ

g

w
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JUADUNITTUANYDYUNSLUYUYIAMULFYNAIUSSLON Complementary Medicines

Uszrliuavadunsiaunisuen
SVEVENTCT B augu1s >> 9an ludrAgun1sdunsileuniiven
Tdayeyn >> uaAnEinny

Process of Low-risk medicine submission

A o X a o w a & a «
e esion S{uﬂlmamumwaumsumgﬂl,wuaLagmaulna
HIUAIUBIZUU Skynet WAZLONEITUANTIUHIUTZUY
eCTD LaLfs19aaUAIvD LA8LaINLNT

Santuusvadunzideusifugnaiade s nsgﬁﬁiu‘iunsm/SmPCUszmﬂ
v iuladnesen Isawdauenansusznaumvatunzdeousiugnanude s
AU AN ILAMZATINNITENNSIAZEN 309 wWUIMINIsRansannzdau
Mfuenansiyuuuenamdesin

el e asaseulalunsil/SmPC vnlkill/biseandas TWduwiiidedne.nagen
vuaualulunsnlug wisvauilulalunsw

\ Pre-submission

F5VADUANTLLAZNANN N ANHULLUINIINITUVUNSLUYUNTITUYIAIULF YN
i . . N 1A Y v ” o 1
Consultation Consultation: nsmwlumaadamuu,mmw ThvasuA1UsnENIU

w

A7UNNIUAUSNITUNITOIVISUALY) 30 Ww¥guU 2569 42




n1s9antuluns W (Monograph)

drvualviiinisiaue monograph ?Ja\wﬂmflmamm“ﬁ%’@ﬁgaﬁﬂuqmmw Uszandniwuaz
AruUasnsioudn eldsnedelunistiunzifousSuen

JULUU monograph ¥9387L@3UN153NYN flovAUsznousal

1. 043

2. 999N19N15lY (route of administration)

3. nssuAsniswamnansdrAty (G1d) sndudevszylawizununsd wWu atsadaivy 98unse
Twsluledng (Judu

sUuuuen (dosage forms)

asswAn/Iouly

uauasiIslgen

s18n1suasUsSuIuYevan s nuusunlile (615)

oo NSO

Auuzinlunsdndevnisvindusigaswan @180) wu arursanaudruduarenlaladng
n3e Lilinausiuiualenla
9. ALAoUKALYOAITIEIN
10.99vinuld (absolute contraindications)
11.09015ldWeUssa9A (adverse drug reactions)
12.9901MUALINIFIULRWIE (Specification) (H11)
[ U Y o
13.978uagn15iusnen (1)

References:

14.991a914984 (references)
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[.-.] AMNUTEAAFINNGIY 1599 LUINIINITHAI SN T

1. Administrative information s
o whidetadduienmIng Critical

« Owverview of the aoplicgtion

|2 Genen mbstnce nformaton | Yayannadlgusznaunisaudatauslulunsw

Name/nomenclature & name {or proposed name) | Critical

Y
(Bl of st S — ® Administrative information

Route of | xwsed to contain the | Critical
administration

Dewspe * $93lulunNs N 81AUELIA
e . “ ® General substance information

"3. information roquir—eé to demonstrate the gquality of:substance forvuse in lowrisk () Information required tO demonstrate the quality Of

medicines (lwwiznidivssduiy)
Chemical Vi Critical

e substance for use in listed medicines

ey o] | ® Information required to demonstrate safety of a
Ty — substance for use in listed medicines

nd | Critical

* dayalulunsmansdslusnadszma (913)
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wnmsﬁ‘lﬂ’aﬁ'vaquﬁm 817879N19 HUNTN

Levels of Clinical i’ractice
Guidelines Secondary, pre-

Evidence —_— appraised, or

Meta-Analysi ;
1 Wst:maticn?licyws'ifews filtered Studies

Randomized
Controlled Trial Experimental ‘
Prospectlve. tests treatment Pl'imal'y

Cohort Studies | Studies

Prospective: cohort has been exposed to
a risk. Observe for outcome of interest

Case Control Studies
Retrospective: subjects have the outcome of interest; l

Medium ﬂSk looking for risk factor
Case Report or Case Series No design
Narrative Reviews, Expert Opinions, Editorials

Well-designed is preferred

“For the low and medium categories, Not involved
Animal and Laboratory Studies w/ humans

methodologically weak efficacy evidence

should be supplemented to demonstrate Pathway for Licensing Natural Health Products Making Modern Health Claims (version 1.0)
December 2012

consistency in results and plausibility.”
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YONIIUALONFITNITTUAIYOIUNSL T

dud 1 Joyanaluuazdoyavedsndnsiunien (Part I: Administrative Data and Product)

1. LUUAIYIUNSLUYUAISUYT (WUU .1)
I (< (<]
2. sunigyn (awisgnldn waUga wasgwniiv)

3. WUNA9SUSeN (Certificates)
* nsqnanluUszine: GMP certificate
* pstlgntviSeautdiunlusivennuans: |
- Certificate of Pharmaceutical Product/ Certificate of Free Sale/ WiN#99U ¢ AW
YaNINIUA B,
- GMP Clearance

4. a7

5. 1@na1snInuen
* SmMPC NIY199NY
* PIL aqwlng
®* Reference monograph #IUUSENIANDNYI

6. AsusevvaaRsSuayyIngiuwulagiulunisdunsifsumiSuen
7. UWWUNISIANISAINULEYN (Risk management plan)
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C_ 3 [ v
E YONIVIUALONFAITNITYUAIYDIUNSLUYU (FD)

. o . _ P4 msmummsﬂs\um\i (Control of ex0|p|ents)
8IUN 2 YoYAUFANAUNIWYDNYN (Part II: Quality) 6z1amwummmsquszla\‘lmutl'swnaumluﬁiﬁdmmmﬁfm

-7

(SpeC|f| cations)
* 359 Lﬂ?’]”ﬂﬁ’lﬂﬂ?”ﬂ@U‘Vflﬂﬂ"U ADYIFIALY

-7

S4 nsmuRLiRgRuIednfty (Control of Drug Substance) (Analytical Procedures) | PR
o JorvLALNINTIILYNEENdIR (Specification) * yilvdesuseunansitAsIzy YevdauUszneunililyfaendnAny
* wivAesUIaINANTISILASIEYE (Certificate of Analysis) (certificate of analysis)

* 38AAs1evidaendnfty (Analytical Procedures) o ansUsauATuvasiniinnnuyvdvdednd

(exc:lplents of Human or Anlmal Origin)

P. WamHausien (Drug Product) P5 nsmuaLrAmsiuidsagu (Control of Finished Product)

o : o - ¢ ?Jamwummmsqummmsu (Specification)
P1 anwtusgiuasaauussnau (Description and Composition) " ’JS’)Lﬂ?’]”‘ViEﬂa’]L%SU (Analytlcal S oS

P3 n1swam (Manufacture) ° wu\iaaausa\mam%Lmﬁwwzla\‘lmmﬁqgﬂ (certificate of

* ARTYINOIUNISHAR (Batch Formula) analysis)

* ASSUIUNISHER LAY ’JSﬂ"ﬁﬂ’JUﬂﬁJﬂﬁ'uU’JUﬂ’ﬁNﬂﬁl b ﬂﬂ%ﬁ]ﬁ')@ﬁ@Uﬂ')‘]ﬂJQﬂﬁ@\‘l?l@\ﬁgﬂﬁﬁal,ﬂﬁ']%ﬁ
(Manufacturlng Process and Process Control) (Validation of Analytical Procedures)

® m%mmmumaumiwammmﬂmuawmmsaum ¢ maﬁmsqgﬁiumswﬁm (Batch analyses)

(Control of Critical Steps and Intermediates)

P8 A umanIw (Stability)

@ 11NN IUANUZNSSUNITOIVISUAZY 30 u¥guU 2569 47



YONIVUALONFITNISTUAIVOIUNSLTYIU (619)

lawrznsdansdrfyiluaisadnanniveayulng
duf 2 YayauansAuNIWYeNeg (Part Il: Quality)

S. IYAUMENdIAty (Drug Substance)
S2 n1sWam (Manufacture)

* AN95UNYNTTUIUNISHAALASITNIS AIUANNTSUIUNISWNER (Description of Manufacturing Process
and Process Controls)

* mINazany (Solvents)
* a15Ug9umN (Excipients)
S4 N1SAIUALINGAUAIBNEIAYY (Control of Drug Substance)
* YNINUALINSFIUYINAYIEIAYY (Specification)
* MivAosUIIINANISALASIY (Certificate of Analysis)
* A83imszvicaundnAty (Analytical Procedures)
* N19ASINADUAIIUYNFHONYONITNIS ALASIV (Validation of Analytical Procedures)

¥
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YONIVUALONFITNISTUAIVOIUNSLTYIU (619)

douf 3 YayanumuUaennunazUssa@nsnaw (Part Ill: Safety and Efficacy)

Monograph %38 SmPC fHIUNISWAISUIYOIAULIUNTTUNISWINTUIYIAINULEYNAN

@ 11NN IUANUZNSSUNITOIVISUAZY 30 u¥guU 2569

49



YINIVUALONAITNISTUAIYVDIUNSLTYU (619)

19Na1SNanas LaLn

* 31 651’6)3361715')10 (General Information)

* S2 N1SWaR (Manufacture)

* 33 N1SASAIANYNUSLANWIE (Characterization)

* S5 ANSUINTFIUNTINQUINTSIU (Reference Standards of Materials)
* S7 ANUANANTIW (Stability)

Not Required

P. WAmsituven (Drug Product)

* P2 ISWRIUIMNINGINSSU (Pharmaceutical Development)

* P6 mammgmw%a%’a@mmgﬁu (Reference Standards or Materials)

* P7 Szuuﬂﬂ%a\‘mﬂ%ugUi?’ﬂ (Container Closure System)

* P9 ‘Vié’ﬂgﬁum’mauga%aﬁwﬁmﬁm*’flﬂﬂ (Product Interchangeability €quivalence Evidence)
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399N15 Monograph INIUNISWANTOU

15udon | Gadais1 | Seoeu | Mmufiwudos . .

fnoven
MEDICINES REGULATION DIVISION

HUsn (Home) nNHWUEYT (Laws&Regulations) Waasitunen (Products) v Twueunen (Ads) 5991 (Investigational Drug)

amuus:naunisdiuen (Drug Facilities) v mstihs:3oua:uoAvidnnrune (Monitoring&Enforcement) v LaWNIHOA

o s o

Jayan s1wmsn:10gu

Jayalguand 3AGu (Vaccine) el msnunau n:10euchsuen
Ref PIL/Ref. SmMPC dhsuenfgnian

5 . 4 B &

. n1sJams - N . [SERLEBIINERHIECH]
msdoag luaurin z _ A3VAE wwuwasuy N
msaoeIuYatw uen

F’ W Flng i
- =

4 . ’ .
2DVIASDY Docubridge fu

docuBridge nAnuEsodh
DESS

@ Thairims
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Bifidobacterium animalis TISTR 2591
® Lactobacillus paracasei TISTR 2593
® Lacticaseibacillus rhamnosus SD11

® Lacticaseibacilus paracasei SD1

* Lacticaseibacillus paracasei SD1 $9uAU Lacticaseibacillus rhamnosus SD11
® Limosilactobacillus reuteri TISTR 2736 wag Lacticaseibacillus zeae TISTR2529
® Limosilactobacillus reuteri DSM 17938
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@& pertento.fda.moph.go.th/FDA_SEARCH_DRUG/SEARCH_DRUG/pop-up_drug_ex.aspx?Newcode=U1DR1D1022660000111C

ouTube Z2® Maps

v gRzLAgaaNanNnalvien [Details of Medicinal Product]
taanziidauciduun [Marketing Authorization Number] : 1D 1/66
Suiiausié [Approval Date] : 10 AuATWUTS 2566
Q tdonus:nnmssumn S R —— 9 numWusg 2573
Aanrvnrisa vy [Tradename in Thail : 1amaiian 150
HaoRAToHI @ AUdutensenaaAnR HAanreniseaadvnau [Tradename in English] : HITAMOX 150

NHS @ 0 Héﬂﬁmﬁauu{ws mn‘a‘umsw U aun [Basic Dose Form] : gauZIUaZNau

suUuuusn [Pharmaceutical Dose Form in Thai] :

Wi o | ASaodaung
suduuusn [Pharmaceutical Dose Form in English] : SUSPENSION FOR INJECTION

qufuamuin  duduamuiowns | duduamuiinsoodonng  duduamuiionduosys O S N

Uszinavaavanaluaueaunguuna [Category by grdueasiy
legislation class] :

AUnATBUEN AN AueEUEN : amoxidillin
suadan : QI01CANM

\,% swmsIaGURHSUULS 59 AaNE1SLE [ATC likes Classification] : aeiui < 1 %1 QO1CAN

(List of Vaccine for Human use)

afaislal [Indication] : HITAMOX 150 flangaini Fauuaviidulavioutaunsumn (Gram-positive) Uay unsuall (Gram-negative) Wlasauil amoxicillin
silA Actinobacillus equuti, Actinobacillus lignieresi, Actinomyces bovis, Bacillus anthrocis, Bordetello bronchiseptica,
Clostridium species, Corynebacterium species, Erysipelothrix rhusiopathiae, Escherichic coli, Fusiformis species, Haemophilus
species, Moraxella species, Pasteurella species, Proteus mirabilis , Salmonella species, Staphylococci uay Streptococci #linda
1av'lan] beta-lactamase ifasnneilalilanasudanyaiizudusoiaula beta-lactamase

: . ; dunsznaumsadrdeusiaiivig [Formular : Shown only dulszaauuasen ludrdueni@wldana/misn)
Ussinnwaaiou luhdrurluaunna tondariou lng-donnu GofSuaunna Ne Code Active Ingradients]
ansadud 1/1 1 wian a 1 milliliter
1. AMOXICILLIN TRIHYDRATE  1fweu/niioa 172.1 milligram
s loendn 150/ HITAMOX 50 Ustn ngwlon:whdingioanio - UIDRIDIOZ2660000TIC vy eqto 1.1.AMOXICILLIN - usineu/miag 150 mg
2 METHYLPARABEN  1ffuau/viiaa 1.8 milligram

ndisasy Di66IE) - ALFANOR20 U6 ninas vhsin o UIDRIDIO326600001C  fode sanatda [Information for Veterinary use only] - dssiamdon: 1

afiadad: Ta-vhl

sl davinania

duuslng : i/ wiaelu (Fu-10)

SEUTHEAET : 18 U

uauarign1sla : 0.25 ml/datwmiingdnd 5 an./5u

sy 1DV/66(8) (Pevhe: e HEUGU /DLUENTFORVACCNE. UBEn U anuastoas i UIDRIDIO4Z6600001C  oae

w
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usyn 1asuUA

Q 1danus:1anmsAum

WaaAuNNHUQ JuAulgns1IeWdasitun

(8) duAuamufien duAuanunoHs duAuanuntasovbouwng duAuamuninnduasie

sywwmspduaHsuuyud s e
) ) AUN:zlgugIMUaeIaIny
(List of Vaccine for Human use)
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THANK YOU FOR YOUR ATTENTION

Contact Us

NANYIFANUEYUATYNTIUNITINET NDIEN

@ 0 2590 7000 ¢1@ 97147-49

https://drug.fda.moph.go.th/

@ chemdrug.317@gmail.com
Medicines Regulation Division
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