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ENATSLUU
Full-CSDT:
[ concise evaluation
Reference agency
[ us FDA [] Health Canada
L] eu [] TGA Australia
] Japan [ HsA

[ Reliance Program Device Registration
[ Full-cSDT madsznietanie
[ Full-csDT laifiussneanig

= v

Anwdayamiui: vilsdanwinenisiawssuenarsdmsuinsesounndnlilinIadownnddmiunis
Aladunieuensane (Eunsaduaulamaivlednesniunuasediownnd
https://medical.fda.moph.go.th/)
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Checklist LUIN19N15NANSUNDNEISANVBTUNZ LB ULATDINBLWNE (FDIN19 Full-CSDT)

YUIANYD: STUU E-Submission

91 3 970 12

No. Wiade Yoyaluvhdve (fuszneunisszy) g | uily seazBean1suily

1 | femwnlne 0O | O
syyfemadniinssfiudionmdangu

2 | fomwdangu 0| O
danmapanuluaain, IFU, s78n15 item, Declaration of
conformity (DOC), Letter of Authorization (LOA)

3 | Yeanoyedosfiounnd (mundsngw) O | O
a9nARBINUAY GMDN

4 | 1ay GMDN 0| O
duAulaanniuled www.emdnagency.org

5 | Houasfinadrvaswd@nsiaust (Product Owner) O | d
aannaasnululenans DOC waz LOA

6 Fausld (Indication) O | O
aenpdesiuluenatsiifuedasdiownmdduatiu (Original
IFU)

7 | mwanBuanIesiiounnd O O
swazBoadasiounndaonadenssiu IFU w3 Device
Description

8 | veurieinIesiiounmd O O

9 | dléiATestiounndinaglungy O | O

10 | sUuuunsdnnga (Grouping) 0| O

11 | Ussuamanudes (Risk Classification) Rule O O

Class | ]

318119 Items
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78015 items (FUM........... 578n19)

AANUAZLINEISNINULATRIHBLNNE (AUUTZNIAT 281NLAZLENEISAINULAIDINBLNNE W.A. 2563)

No.

L v
nIUD

a

Yl

Wil

=
swazBeansuily

1

aanA3sdiannng (Device Labeling)

o davhlindulumuusznmansensisasisagy 5es vaninael 3513 way
Reulunisuanmainuazionansiiuniadiownmnd w.ea. 2563

o Mimsldftanimsinguinsedydnwaliduunudeniny fesesuns
ANNMNeTasmgasadyanvaltudumwinevsenwsnguliluaain
W30LONAIMAULATOILDUNER

O

(n) VawanHa

(@) swazdeaieanurseslownndfiandu wu dwudsznaudifey wanns
191U Uszm vila

() InguszasAvsadausld
ynldaunsavanavuaainla Mkandbiluenansiniuiesesilawnnenu

(© 39U YSuuussnieUsinauiaunsaussy uiudnsel

(@) 3BmslY sntunsdinasesiouwnndiinudaulunisldeuegudn
ynldanunsasansuuaainte Wikansiluenansiidunsasiawnmduwny

(@) Youaziinsvasanuiingn wioaarufiundt udaudinsdl Tunsdilug
o w % = a a - a4 a v ' =
wdn Tuansvesauinga wee uazUssmanndndae winliuanaye
anuiuaziliosvasdndn Tiuanstaidnvewandue Was UseinaAdnvas
HEANY wazUsEInARNEAUNLY

O oo g O

O oo g O

() wailuaygyin Tufuudesienisaziden vselusuanuda
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(%) Yo MeguaznuneiavInsfni viiatamenisinde nsnidesnisdeya
WNULANYS 395U
ynldaunsasanavuaainla Mwandbiluenansinnuinsasllawnneknu

() 1INV ANYIUANIATININERN WIDTUNHER I TNEUTLINATON (serial

number)

(s) Wwau U viseU oy NnGavisevunany TnsuansUaqesiay 4 nsal
insasilaunndiinisimuaagnisidaulivansnou U wiel wou
NUADIYA Y

(g Bmsnuinw
ynldaunsawanavuaainla kandbiluenansinnuinsasllawnnenu

(@) Andau daviuld wiadanasszde walinisldiaTasiiaunnd iaadu
Uaaady (Tunsaind)
ynldanunsasansuuaainte Wikandiluenansiidunsasiawnmduwny

lenasinfuAesilounme (IFU)
o dnvilrIulumudsznmansenssansisugy Sos wdninas 38013 uas
foulvnsuansamnuazienansiiuiniasiiounme . 2563
o Homiluandluonansiitueiasiownndasfosaenadostuiissyluaain

F1UN3ILBNEITLLUU

No.

U
hIUD

| & | udle

s1eazideanisunly

1

unaguiieaiuinsasiiounnd (Executive Summary)

N1595UNEATUNNIINVBILATRIRUNNY (overview)

5’mqﬂisaﬂﬁﬂ’lﬂ%’LLaziﬁJU\ﬂ% (intended use and indications)

Uszinnislasuaydiansvunsidsunseayginlinedminelufismann uay
UszaanisamingTuuszinasige (list of regulatory approval or Marketing

clearance obtained and commercial marketing history)

L]
[
U

L]
[
U
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L wuvdnunlususemsenidenannissuiunzifounioayginlinedmiig
in3oslounnglulszinasigeg

518a2138AY2INIPNLINNABY (withdrawal) N1sayInvIatunzileululssna
7199

A01UNTNVRIRNYRTUNITUWERR Y INLND NI e NN 9 luna1ANdeAng
o300 usznineANilunis (status of any pending request for market

clearance)

Hoyadifgyiieafuarulasnsouazaussausnsineuveuaiasilauwnmd
(important safety and performance related information)

L agussnumanisalsulidfisdszasdannsld

(summary of reportable adverse events)

L field safety corrective action (FSCAs)
mnlsifisesnumgnisaisulifsszadannisiiiniosfiounmedvio FSCAs daudofin
ufialagu Wvewdniueidesiusesirlifinenumgnisaidulidnisszasdainnis
Hindoaflounmevio FSCAs dausodmaufisdagiu

a o A ¢ P o &
LLﬁﬂﬁiﬂﬂasLaﬂﬂ%aQLﬂim&laLL‘W‘VIﬂﬂﬂizﬂ@um%ﬂiﬁﬂﬂﬂiﬂm@lﬂu

¢ & A = v ¢ ¢ A q ° PPN
* gad \alevioayiusveyudviednifignyililaiidin (rendered non-

viable)
s & A A v & a a6 . . & a 6w |
® YA LUDLYD NIDDUNUBVDIFAUNTY (microbial) NIDYAUNTUAALAN
WUgNI5u (recombinant origin)

® duUsvneuuane$ad (iradiating component) wilaunndududosu

NaNNITAIAYNLINUANUUSDANBKETANTIAULNITTNNUVBIATD N BUNNILAZIENTUENIAIIUEDAARBY (Essential Principles of Safety and Performance of Medical

Devices and Method Used to Demonstrate Conformity)

71514 Essential Principles 38 Essential Requirement

4849 method of conformity
f?faﬂisu version U84 standard
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494 Identity of Specific Documents
Fosszytenansvdnguildlunisuansrwaenndesiu standard, guideline,
guidance KU test reports / records, validation reports, etc. Iﬂaﬁadixqwmma‘u
318971 I IULABUUVDY reports

Yordnvin uazdunlun1sdavin

O

O

= A o ¢ . S
T18asuARIBINaNNeg (Device description)

3.1

Device description and features (@nwaznluuaznannisnngu)

A complete description of medical device, Primary Packaging and Secondary

Packaging

Principles of operation or mode of action

Risk class and applicable classification rule for the medical device

according to the Thai Regulations

A description of the accessories, other medical devices and other products
that are not medical devices, which are intended to be used in combination

with the medical device

O oo O

O oo O

A description or complete list of the various configurations of the medical

device to be registered

O

A complete description of the key functional elements (e.g. its parts or

components), its formulation, its composition and its functionality.

X

An explanation of any novel features (if any)

3.2

[

IngUseaann1sty (Intended use)

3.3

Yausld (Indication)

3.4

ANy (Instructions of use)

3.5

A5AuShE (Storage condition)

3.6

21gn13ldeu (Shelf life)

Oooooo ap d

OO0 o|O|d
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No. Wl g | wily FeazBeanIsuily
3.7 | devinuld (Contraindications) O O
3.8 | Adau (Warnings) O O
3.9 | 49A739239 (Precautions) O O
3.10 | waduliiieUszasn (Potential adverse effects) O d
311 | ms¥nundeniadandu (Alternative therapy) O O
312 | swazBeaaudua Yagilinanniosiouwnmd (Materials) O O
msnnansingAuitldlunisudn (raw materials) fillunsudn O O
Certificate of Analysis (COA) ¥4 raw materials #il#lun15wan O O
Fowsznaudetoya dueluid
1. supplier’s name, address and telephone number
2. material reference
3.13 | Other Relevant Specifications (faruunanizau 4 Mieadas) O O
Specification vauAesounndiitudue O O
oSunesIeazBeaterivuaREIfiu Product specification FsliitoyaiReiiudnuas
Yosudnsiua 919fin13IEyNInIgIY wagdinsnadeuveusazdaiivun Taeilu
Formualanzfndiuaudnuansinularassaugmamaiaveuaiasle
wnne
Jovhdumsauanadaya product specifications vewdnsiusivsatoyaves
dutsznou Insazdosiiifemiai]
1. ¥hden1sveaay
2. nusinavagey (nnsgiumuitensisly EP wag DOC)
Other specifications e.g sterility, stability, storage and transport, and | |
packaging
4 Lﬂﬂﬁﬂiﬁ@ﬂnﬂiwquaauu,aszmaa‘ummgnéiawaamiaammu (Summary of design verification and validation documents)

Design Verification (ﬂ’li‘l/l':uuaa‘um’l&lgﬂéfawmmiaammu) %358 pre-clinical study
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No. Wl g | wily FeazBeanIsuily
Summary of design verification and validation documents O O
(tNE1TETUNIINIUFDULAZATIAFIUAIUYNADIVIINITIDNWUU)
QmamﬁaﬂaqﬂmimuaauLLasmiaﬁ]aaummgﬂﬁaaﬂummiaaﬂLLUULﬂ%@ﬂﬁ@LLWMéﬁ?ju
AU
TUsndnvinansUgylaeisesiadoniu Full test report Ainge
Full Test Report #14 ¢ m‘ﬁl,‘flu%a;gaﬁwﬁwaﬂ Summary of design verification 0O O

and validation documents TagagdoaiinsnageUnUANLINZALRAYANIADS
Guaam%"aaﬁauwws? Cipl]
O Software Verification and Validation Studies
Devices Containing Biological Material
Biocompatibility (fi@s3n¥n Biological Evaluation Report)
Stability and Shelf-life
Performance and Safety
Sterilization Validation

Packaging Validation Report

O O O O O O O

Transportation test

UBLNA
o dasusiildnedeu foafuedessiounmdiituiive wasndnanaaud

wAnnuTiszylude

o0 mnuAnduTiildnaseuldnseiuiitusive sxdadavi
Declaration letter [ioTUaTIHANNUTATUAVOUALHAN AU
tanneaeuilundadoeidiesiu (dentical Product) i gns
AuUsEnau, NSEUIUNSHER, NsrUILNSTIRUsSIRaNEe

(Sterilization Process)

o wmnlildveaauiuyn model fosguannaualunisidondiumily

NISNAABY %39 worst - case assumption
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® Full Test Report Fuwuuan ﬁlzé’fmﬂizﬂauﬁ’m%@u“a Protocol, Method,
Result, Conclusion, wazanmsguilléensdsunsmaaeudus

®  AsAILUU Test reports i Certificate of Analysis 9z#99uU SOP/Work
Instruction 7iuans Method 7ildlunisnaaey, wisslefldlunsnaaey
way Criteria AildlunseensunanIsnaae UL isfis

e nsaldu in-house method 19wy method validation unwsLRAL

d1 1SO 17025 certificate %39 GLP ¥as#asufjuinsnasay

O

Design Validation (msmwaavmmgné’awaemsaanu:uu) %39 Clinical Evaluation

Clinical Data

Full reports of all studies referenced in the clinical evaluation report
L Investigation Report (Full paper) of Subjected Device
L \iterature of equivalent device

[ clinical experiences

O

Clinical Evaluation Report (CER)
s1eazdenuay CER
(1) 52y guideline Ail#lunsdavia CER
1 MEDDEV 2.7/1 rev.4 [] GHTF/IMDRF
(2) Scope of medical device 'ﬁz‘q%a product figurve LLazsﬁ’aﬁx‘lwmmﬁizﬂu

2ANWAZLNAIIANY
(3) Literature search protocol
(4) Literature search report
(5) Curriculum vitae (CV) of Clinical Evaluator

(6) Declaration of interest W94 evaluator

A5AIIZIAULES (Risk analysis)

WAUNITIANTITAIUELS (Risk Management Plan)
foslsznaumedeya Aasaluil
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Scope s¥U¥BLATBHBUNTNE

Product description and Intended use
Product Life cycle

Risk Management Team

Overall residual Risk Evaluation

® Production and post-production information

31897UN15IANTITAULEBS (Risk Analysis Report)
foslsznaumedeya Aasaluil
® FMEA

® (Conclusion

[

Fouly nsdansenuidssoneiesiownndiosfiRnu 150 14971 Fail
[ @onadaaniy 1SO 14971:2019 / EN ISO 14971:2019
L1 @ennd@ema 1SO 14971:2007 / DIN EN 1SO 14971:2013

Manufacturing Information (ﬁagaé’wﬁm)

= a4 A ¢l o
YDLAIDIUDLNNENYUATIUD

Flow chart 98n3UUNMINER N15AUAN MIUTENDU N1TNAGBUNERSAMI N3
U339 M3AnaaIn nsiiusnw msvihliusiaainide waznszuiumsiietas

YouasNnvasEnanLATasaunng

Yauarfinsvasaaruniinlviusiaainie (@ wdu Sterile Products)

Ol oo

Ol oo

nilsFefusasszuuaNIWNITHER (ISO 13485/GMP)

ISO 13485 Certificate veinaniATadauNNENBUAIYD 30 GMP %38 PIC/S
UazLdYnvad Certificate

o eaa o

® Scope 7lAiN153UTD FosaARADINUNARANTBUAIVD

o dsegluognisldnu

O

O

ISO 13485 Certificate vosaauiiviiliusiaaInids (nsdl outsource)
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a o °o g v o da £ o Y Y a
9N1IN1818 ﬂ’]i‘l/l’ﬂ‘nauan'lw LL’s'lSﬂ‘]i‘llﬁlﬂ‘llENLﬁEWlLﬂﬂ‘uuﬂ’]&l‘wadmﬂﬂl (a1q)

syIsn1sivseriane W Masdwesinige (Jusiu

Declaration of conformity (DOC)

ond15 Declaration of conformity (DOC)
o guuunesuy vy, Muun

®  SyyTaLATOIaLNENEUAIUE

10

Letter of Authorization (LOA)

1an&15 Letter of Authorization (LOA)
o Tduuunesud ow. fvium

®  syyTaLATOIRLNENEUAIUE

11

= Y a
5180198U 9 (113)

nilsdaiusasingUszasdanisld dausld n1sussy wilsdeiusesaanuazisnisly
NUYVBINANVTILI VI AN

Tkuunsel concise evaluation/reliance program

nilsdasusauansuszifinisdvineiaTasliounndvasinannsaiinvesnaniue

Tiikuunsel concise evaluation/reliance program

wilsdesusesuansanulaenfevasduanvsaidnvesnansio

Tiikuunsel concise evaluation/reliance program

wangun1seugInANMileuintiiuazdwnaiiuguainsastiounndly
AeUszmAN ae.5uses

Change Notification
n3alU159ulA39N15 Regulatory Reliance Program

Response to IR
n3alU159ulA39N15 Regulatory Reliance Program

O o o o O

O o o o O

NON-IVD-C-GMD-01 Rev.1-11.7.2566



