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REERERITDET S,

HEEFRELDIHZE. Food and Drug Administration& 753,

AR EEPFFDAKE TH—I %,
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2. RKEICHD2EMAERESRZSOEE -RFHBE | 1) IMAERKSRFICZITE005EH

KETEIKERMEZEMB (Food and Drug Administration : FDA)
EEMRS BAHRERE LY - D ERESRFEEELTNS

B KETER S ERS L#EME (Federal Food, Drug, and Cosmetic Act: FDCA)  (3%XUS CodeDFEIZNZY) HER
BWRREAEHTEERELES>THY KEBRREERE (LR, FDANEEEL T\, FDAOF TEEEMKERDMEH = EEET 550
B [JEEML ST IRFET Y- (Center for Devices and Radiological Health: CDRH) T#%%.,

B EEEER - AIRRETYI-0B L (E, KETHRFEINIEEEIROME, BaRE. BRI BAZITOIBEORHTHD,
CDRHIFF, Y- XIRYAT L, BEEMER. BFLYI A5-TLELGEORETIREMHE T 2B F M (EEEISROLUHE
SR ZARBIL TS,

B FDCADEZICIBYWHAEEEBREEINTVBICEENST, FDCATRESNIN BN Z 3B A EEERFCITERAIN
BW, KEICETZVWITNDETICEEY A EREEESRZFOR T ZEETIERILL BYRERESFFORROIIRIIEE
BiEL135%,

B TICE. B EERUHEMECBIZFYAEEKEREFEDERZLE I B,

HMAEERFICZIISEODOEE

> IEBE| 3 %R BB EE M. 88E8. 1YV RAZKBREZOMINSICZEI YR XIIEETS
¥ (B ERGm. BRmXEMEREE T, ) THOT  ROVWITNMIZYTEIEDE LD,

Federal Food, 7 N i
> (A) A National Formula, KEZBH A XIFIN5OMEXE TEBINTVZED

Drug, and ‘
Cosmgetic Act > (B) ARIZZDDENI DEIRZ D DIRRED S UT X THRDIER. B AEE LI FRHICERTEIL
/FDCA ZERETEZED

B0 EERD. > (O) AXZZOMOENID B AN S X S c e EE RIFIILEERETEIED
(b 25k > ARIZZOMEDEOD S EORNEBX BRI T2 FERICES TZOETELBNEERTEIEDTIEHL Z0
AR TERBNEERTILDICRBSNBILRELEVED, [EE | £WSHEIC[E. US Code® 3V 360j (0) IC
RS THANINBY T NITTHEEEIZ S ENEN,
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Lz, BIC EfSncea A EEER E O L UEBEHELAUN TES, HEBRIEEIRYICRTRINEREFEVRIZOTREGEIENHY,
ZOL5 52 EORFEICEEDHIEEPEAL. ZLLLY, SiE. ZEFLGE, FDCADZOMOE BIDXTREBDZIEN'H B,

MR E I I 2R D ELEEE (F. BSTIREIRREL VY~ (CDRH) (L& THESTIREREEDERD T CZOHREZZRI2NLENHS,
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AR

HAF) CVMOX-)LRZESYNRIERR
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2. RKEICHDEMAERESFZSZORFEE | 3) BMAERBSEFORE REE - ANEFEERIZFEF

FHOREHPEFRFELELLRVEYAERKSESFOMEPREERUB M EEZERLTVSZ
EETRILHIC, BYILRTN, RERFERT —DOOFERTHY, BFINEHAUTHS

B HYAEEROMEEESIVRTEE L. BRINSEESIORHNEHEICEFIIERTZED,

B EYARRE. BYRAEREREOLEME. B RUZOMRFIEZHOETERIEDOTHS,

B FERCVMIBAF UL MBRRUTREBRTROFITHE, BERBINSICEZELEVLIIC, HAZEHRL., EBERPIER
DENDBVNLSICRRETILEN DD,

HERBLUFELBRTOH

NMFEWRETHE, BE. REINLEDOT ERELVTRREBEDTFRINGY REEZETEEZNOHEED

RABITILREERGRR

EE. AEEE RTEEORRNECERN) ORI, ESNN LOTEEGHE (BEE. TE. BEH)

BB EREAENRN

EREYICEALSE. BRICEERIFIAIREMENHS

e, ADEONE
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. REICET2E3MAERBEFORGBE | 3) BIMAEREBFORE T2M AHEFEHERISAES

FDAlI FEAZOEY R EEREIRZICHETIE. Form FDA 1932aZFHWT. AR E
BIERAVR MmO XRIEZFDAICERE T BIEZ RN (‘encourage’) LTS

L [CRAET S

From FDA 1932a (§198)

DEPARTMENT OF HEALTH AND HUMAN SERVICES
Food and Drug Administration
Center for Veterinary Medicine
VETERINARY ADVERSE DRUG REACTION, LACK OF
EFFECTIVENESS, OR PRODUCT DEFECT REPORT
(For VOLUNTARY Reporting)

Form Approved: OMB Mo. 0910-0284
Expiration Date: 08/31/2026
(See mailer page for Burden Statement)

NQOTE: This report is authorized by 21 U.5.C 352 (a) and (f). While you are not required fo report, your cooperation is needed fo
assure comprehensive and fimely assessment of product labeling.

Individual Case Safety Report Number (FDA Assigned Number) Submission Type

[ initial [ Foliow-up

Report Type (Check all that apply)

[] Adverse Event [ Product Problem [ Product Use Error

FCEEETR

MEEOEABR (K4, B, EREF)

HZEmOERER (Hmt, HhH. £RRES)

SVDOHBEFEDER!

5 (EREE. LotESE)

Date of this Report {mm/dd/yyyy)

Momnl:l Day l:l Yearl:l

Date of Initial Report (If this report is a follow-up) (mmydd/iyyyy)

Month l:l Day l:l Year|:|

Sender Information

First Name

Last Name

Sireet Address

City State or Province Postal/ZIP Code
Country Telephane Number Telephone Number (Other)
Fax Number Email Address

Sender Category

[] veterinarian [1 Animal ©wner [1 Physician [] Patient
[ Other Health Care Professional [ other [] unknown
Sender Previously Reported to the Manufacturer? [ ] es [ Mo

If Yes, provide the Manufacturer's Case Number:

No ldentity Disclosure

|:| If you do NOT want your identity disclosed to the manufacturer, mark this box.

Preferred Method of Contact

[] Telephaone

[ Email

Health Care Professienal Information (If different frem Sender Information)

First Name

Last Name

Street Address

City State or Province Postal/ZIP Code
Country Telephone Number Telephone Number (Other)
Fax Number Email Address

FORM FDA 1932a (9/23)

Page 1 P Pubiabing Senccmn T sanera EF

HFAF) FDA(1), FDA(2)

» BLEEEQBER (IR EREE)

» BEEZREBE®R JAILAL, BIEE)

= BHYOEE

» HERENEDODNZLEOEFENLERINE
» FEEROELNN (REBK. HES)
= FHELVBERKIFEE (BE2)

» BEER/HnME/ERLORY G

(B8 R OFDAKERICDONT
- B REEEROBEEELLY FRFRFTGEEGD.

SCH)

AskCVM@fda.hhs.gov [CEF A=) EXBIE T, H@mDINIFRRE

SUBRTEIRERE RN E
HTEd,

E(CHE

o INICIE. BETIRFESN., KEADEADESHICIREINIEIZEER

ns.

Copyright (C)  Nomura Research Institute, Ltd. All rights reserved.
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2. REICEI2EMAEEKBREFORFIBIE | 3) BVAERERSORE Rt -FWESERRTIFES

KETREZoetis[CENFELTWEE =B ICL VY I 2ERLUE, BB ICEINIEFDAY

' HREND
ETUYTRER

CVM. USDAtEI A ERREFEMRF T SEFZHLTLEVENIILTHOLk
B KEDOFHEANDLTUY T EXMELL, HBidSomaDetect, BIHERFZoetis (2010~2021) THFHERDHEANTHS,

B RICENE KRETERHOERKSS

B I ARERESREIBYACEEASNTVSEWND, HERDERVPRERTH

i+

VETERINARY
CARE

R EROBREL

« KRETE. FC\1AEF1UT1 L
DBED5., ERAAHEREZRO
BRICETIRFIBEFELLR
LYo

- MREPERACERERL Z<DEE
[F NI AEF2UT1ORIED R AE
'l‘ih“&Zo@:'ﬁ':E%'Jd)l—*f—ljZ’g”

BIERIBY AT ZRIEET BI8HIC,
ﬁ%ﬁﬂ[%@l&% sDBEREERT
W3,

HAT) KEOBHEANDETIVY

-G-
% CE>

O oo
ot j I AFEREED
N

o TAUBE. ABOEEESEN S
YMRBICEAEINEILN' DB,

o BIZIE PAURTIRIIVAAFY
X=5-DEArH'EN B ICEER
SNTW3,

o AIZAWEEERE#EZREARBICE
BYRICEERINS, BAIC
(T, BYDITENZEHL, /D
Jkf&xZE B D(F3=0CEHNS,

Copyright (C)  Nomura Research Institute, Ltd. All rights reserved. N'{|

ARFEICB I AMABIEFELE S, T/ MALFIVT1OBE SN oBRESNTLARNEWL D,
[CFRBBIERERLCIFI S,

° q YR EREER(IC

XY B FIER

« FDA. CVM. FCC (EFBEZE

£) . ZLTUSDA (FAUNERE
BFE) TSR, BB EERKS
PEMWIREAZHTAEERER
HlT BEFZFTVEL,

« BYAERESSFOREVIRTT

. E2CBESHDEETH S,
nh KE(CENY R EEEIEDY
AMEBEWERTEH D,
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3. EUICEIT2EN A EEKRFOEHRE - RAHBE [ 1) BIVAERRSRFCZEIIEDODEE
EULAILTE., B EE#ES RUE RGN ZHBEEMERFT SR8

B EYAEEEIREICBEITAEULANORAEFELEN,

B EUICBW\TIE, EEMEAR IR SN EEEE LSO TFHEIN., EUDR L., B4, RIEBFREDEHFLRHELTIVNIEHBINEILE
RICEN-YJI[CHEETINENHZ, HADEITEEINEZTHH>TE EUBATIRFE SN HEIECEN-IN B E (LD,
LU, B AEEESRECEVWTL ZOCEN-JDEHICEETIEZHBERVN L AEZBLTUEON TS,

B SEXTIC UTICEULRLTRBISN TV AN B EEEIROFAZ T ERICEE T, ATEEEMISEUATEEE T (Ministry of
Health) | BRMZEE% (European Commission: EC) . B =& FREES (Notified Body: NB) FRIMNEZ AT

(European Medical Agency: EMA) &3,

4 | NE

Regulation (EU) |~ ARABEUD ANFAEEERORASRERTICEIZEOTHY., BIMICHIIEHRBRE
2017/745 SNTWEL,

ERINBSRRRER AR > CEV 7m0 (VUi ks S i (A 3,

Regz‘:)'?;'/‘;r;f”) > A38811E. ABOBABHEEERSLUZ0MBR0. EUBINICHT3 L, TR, 50

(AN Z5 i A [ 5= 2 4 Al FIRICEI T SRANEEHBEDTHY . COMRBCEBYICEITHRE [FEE BN TLEN,

A7) EMA, Regulatory Focus, Your Europe, Regulation (EU) 2017/745, National Authorities Copyright (C) Nomura Research Institute, Ltd. All rights reserved. NRI 17



3. EUCHDI3EMAERESRZSZORFIBE | 1) BIMAERKSRFICXIISTONEH

EUDESRFEISDA-IIRIEICLY. EULATIZENY A EER S RN S A ESE
mDIRF DN L EFERD

B EUDZEFADA-)IRELY, HHTEULANIL TOE B EEE 2 F DR G (EH E SN TWVEWELZSoNT,

##%% © AnimalhealthEurope
(RIF-[CEBHAEEL
EULANIVOZESF)

HH#Z : ZLG
( FHAYDEREE)

HAT) B ADA-IRZEZEEICNRIVERL

EULAIL T, BMRERSFICEIERESEPEANZHAERROERERET 5 EREFEL
A,

I EVDEMREREmEII-(CEVTE, IR ERKEFLIEXFRTEIHYEEA,

ADYIC WenBEOMBENEREEFELTNSEBNET,

%2%!]6@& EULANIL TR, BB ERESE PEIMARGEAZIECRAIRELSINIRHETHYF
LU, BEDENAEEES YO AEERE ("Tierarzneimittelgesetz - TAMG") T#
HEINTVES (TAMGE3ET (3) 58]) .
SO(C. BRGNS RERERE N VB E £ % (Tiergesundheitsgesetz - TierGesG) T#3
INTLET, (*RER)

TAMGOFE3ERR)-11CZHI3E M. TAMGODSE22E (LR KRB RFTEFAIEHETY,
o E3E(3)-5IClF. BYRANZHAERREREINTEY, INGEEYAERMEDNREGYET,

« ZORT. TAMGOFE3IER)CRESNSZINTOHE GG, BYAEEMEEEFLEINERST, INEFEHA
MHCEERINET,

« TAMGOE3E @)L BMRHEADKAEERO— B RIEOEREENSIMRALTNET, INLIEFEICE
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A. Class | Device descriptiont W37V T -+ T3, #E2RICEATIRKIFHREANTS

Class | Device Description®TYFL—FMX-Y H#AEE&:R

To be printed on company letterhead

Device name

1. Device information 1 . 1‘7%%%%1%*&
1.1Device description and feature ao . +
1.1 HEEROFEA L

1.2Intended use

12 FEBE/N

1.3Product List

13 Hm@mUAk
2. Product specifications

2. Hmfths

3. Materials or components

| 3. HZMeEBm

HAT) Medical Device Act, Novatec Healthcare Co.LtdAD1 YT 1— Copyright (C)  Nomura Research Institute, Ltd. All rights reserved. M| 51


https://en.fda.moph.go.th/media.php?id=516856465517060096&name=Medical%20Devices%20Act,%20B.E.2551%20(2008).pdf

6. YM1ICHEIIZEMMAEEEISIZEORFIEE | 2) B1YAHEEEIFOELSIRF T PRBICHT 2R
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LOADT I TU=h A=Y

o De prinied on L-ompany Lefieread of Froauct Cwrner)

Letter of Authorization for Authorized Representatives

IMedical Device Control Division

Thai Food and Drug Administration

Ministry of Public Health

[Date]

Dear SirMadam,

Subject: Letter of Authorization for Applicant (Company name)

We, [name of Product Owner], as the Product Owner, hereby authorize Applicant
(Company name). as the Registrant to prepare and submit applications for the evaluation
and registration of medical devices to the Thai Food and Drug Administration on our behalf.
This authorization shall apply to the following medical devices:

[product names and model number of medical devices]

We also authorize Applicant (Company name). to make declarations and to submit
documents on our behalf, regarding the above medical devices, in support of this
application. These declarations and submissions are made pursuant to the requirements of
the Medical Device Act B.E. 2551 (2008), the amended Medical Device Act B.E. 2562 (2nd
edition) and any other applicable laws that may also be in force.

This authorization shall remain in effect until our notification to the Thai Food and Drug
Administration in writing that the authorization is revoked.

We underiake to provide post-market support and assistance to the Registrant as may be
required in relation to any matter involving the above medical devices.

‘We acknowledge that any non-compliance with any registration condition issued by the Thai
Food and Drug Administration in relation to medical devices registered with the Medical
Device Control Division may result in the suspension or cancellation of the medical device
registration.

We agree to assist the Thai Food and Drug Administration with any request for information
on the above medical devices.

Yours Sincerely,
[Signature]
[Full Name and Title of Semior Company Official]

[Company stamp]
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v
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DECLARATION OF CONFORMITY

We, [name of Product Owner or Physical Manufacturer], as the [FProduct Owner or Physical
Manufacturer], hereby declare that the below mentioned devices have been classified according
to the classification rules and conform to the Essential Principles for Safety and Performance as
laid out in the Medical Device Regulations in Thailand according to the Medical Device Act B.E.
2551 (2008) and the amended Medical Device Act B.E. 2562 (2019), 2nd edition.

Name and Address of Product Owner:

= Product Owner who is responsible for medical device according fo the definition of ASEAN
Agreement on Medical Device Direcfive =

Name and Address of Physical Manufacturer:
= Physical Manufacturer who performs the activity of manufacture =

Name and Address of Authorized Represeniative:
= Authonized representative =

Medical Device(s):
Product code Product name

Please specify |Please specify

Risk Classification: e.g. Class 2, rule 11
THAI FDA non-IVD Risk class 1 (Medical device for animal}

Quality Management System Cerificare: (for Physical Manutaciurer)
<180 e, Certification Body and Certificate Number, issue date, expiry date=

Standards Applied: (for Medical Devices)

= [nternational standards; OR Regional Standard: OR See Aftached Schedule for multiple [
standards =

This declaration of conformity is valid from <Day Month Year=

Authorized Signatory:

Mame, Position Date

£
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