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Certificate of Compliance
3.1
Stainless steel types used for MARTIN instruments
Group Steel Steel type c Cr 5 Special alloy Hardness Lawer
EN-No, &)1 1%] [95) 1%} (DN hardness
£B298:2000- Hmi
o) mit set
by KLS Martin
Lab
Clamps
Needle holder § 4 4051 | x20cr3 016-025 | 120-140 |<0.030 42-50 HRC 44 HRC
Wire cutter
Osteotome
Dressing 1.4024 | %15Cr13 0.08-015 | 115-135 }<0.030 40-48 HRC 43 HRC
Forceps
Scissors 14117 | x38CiMovis | 035-0.40 | 140-150 {<0.030 0.40-D.80Ma 1 oh g HRe 51 HRC
0.10-0.15V
1.4034 | X46Cri3 0.42-050 | 125-145 50-58 HRC 50 HRC
Gouges/Chisel | 1.4021 | X20Cr13 0.16:025 | 12.0-140 [<0030 42-50 HRC 44 HRC
14117 | X38CiMovis | 035-040 | 14.0-15.0 50-58 HRC 50 HRC
. c A min.
Retractors 1.4301 x;cmus-m <0.07 17.0-200 l<0.030 | 85-100Ni TRE HY 10 1B5HV 10

The surgical instruments distributed by KLS Matg '

to!
DIN EN IS0 7153-1: 2016 {replaces DIN 17A4%)
“Surgical instruments - Metallic materia!s’-‘?g)a :

a‘@a
ey

Stainless steel A
ical SUSK
DIN 58298: 2010-09

Medical instruments - Materials, finish and testing

o
[ 113 TR
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Gebriider Martin GmbH & Co. KG
A Company of the KLS Martin Group

Tuttlingen, 11,01,2019:
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X
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Reinhold Blcher
Head of Quality Management

Johg@lde
Director Product Management
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Gebriider Martin GrubH & Co. RG

LS Martin Flatz 1- 78532 Julllingea/Germany
postfach 6 - 78501 Tutlingen/Garmany

el 149 7464 706-D Fax 149 7461 706-193
inlp@Sdsiariin com v klsisarkin com

Geselischafter: Geschilisfohrer:
Kan Lekinger Meduziniechnik,

Sturkenbrocl, Medzinlechnd,

Fersanbch haftende Gesellschafienn.
Minin Verwaltungspeselischadl mbH
Reglster gericht: Sluligail
Handelsrepisies: HRD 456711
WEEE-Rop, - Nt AQAT 375

fegisio geichl: Stuttgars
Handelsiepisten! BRA 450155
Ul -lilis DE 142820377

Karl Leibinger, Christian Leibinger, Donal Sluckenbrock

Deutsche Dank Tultlingen: BLZ 653 700 75 - Ktu. 2 184 000

IBAN DE 25 6537 075 0218 4000 €O RIC NEUT OF 55 653
Xieisspaskasse Tuttlingen: BLZ 643 500 70 - Kio. 10234
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Commerzhank AG, Fillole Tulllingen: RLZ G694 ADL T Kio. 0241215300
18AN DE 88 6944 0007 0241 215300 - BIC COBADEFFBM




Instructions fof Use
Surgical Instruments

32
4.8 Sterilization

4.8.1 Prior to Sterilization

. Prior to sterilization, the instruments must be adequately packaged, e.g. using containers
that meet EN B68-8 requirements,

« The packaging method used must comply with the relevant standards.

. Check the instruments for cleanness and integrity.

« Clean and disinfect the instruments and rinse them with distilled water, then dry them
carefully, see sections 4.2 to 4.5,

4.8.2 Steam Sterilization

AWARNING

Danger of infection due to non-sterile handling!

Improper sterllization and non-sterile handling of the instruments can lead to serious health
hazards for patients.

Sterilization must be carried out according to a validated sterilization process, for example in
a stertlizer satisfying EN 285:2009 and validated in accordance with
1SO 17665-1:2006 requirements.

It Is essential to keep the steam free frong any, b?gg‘}such'ag’msrt‘pa?‘ttdéé"éh‘d’”ét%e?
impuritles, This helps to prevent Instrgmgnt c8 iy or ﬂ; sce damage

The steam used for sterilization musttso :"-__- ' ! SHe Fhe user i petians Bre

by the steam sterilizer manufacturer the d Zhse ¥ Instruments in

vl setchet-set o't efrstnotet

gt E_:" ol "
o7 © '
The following program variants can be used: Cal SUV m%ﬁ }Q eeereee BT

GrEEPEFLUGUTIEET cepkeeraabREORDEE

or ratchets must be sterilized in an open

« Validated steam sterilization process, ®134°C (273°F)/2 bar” program

. Validated steam sterilization process, w{21°C (250°F)/1 bar” program

The sterilization and hoiding tirmes are subject to national provisions and '_- Fathnsy:
therefore cannot be defined in general. It is the operator’s responsibility o
desired results will be achieved with the implemented processing and ’éte
including the equipment and materials used and the staff employed inThe ¢
sterilization department (CSSD). This requires validation and routine m gt
used. ®ical S

Revision 5 \ r 31
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Certificate of Registration

QUALITY MANAGEMENT SYSTEM - IS0 13485:2016 & EN ISO 13485:2016

This is to certify that: FUTURE MEDICAL SUPPLY CO., LTD.
18 S.Liang Mueang Nonthaburi 4,
T.Talat kwan, A.Mueang Nonthaburl,
Nonthaburi
11000
Thailand

Holds Certificate Number: MD 682381

and operates a Quality Management System which complies with the requirements of 150 13485:2016 BLEN 150
13485:2016 far the following scape:

The distribution of surgical devices, surgical tools and Instruments including maintenance
products,

The distribution of sterilization containers and steri]
products.
The distribution of radiation protective clotheg/s

iag,accessories including maintenance
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For and on hehalf of BSL: A
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2018-02-15 Effective Date: 2024-02-15
{atest Revision Date: 2023-12-21 Expiry Date: 2027-02-14
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Thie carificate vas issued electiomically and remains the property o $35] and is bauid by the condbions of centract.
£y elecironie cestificate can ba sulhanticated enling,
Panted copies can be validated at weavbsigroup.comClientduectory

Infermabien snd Contack: BS1, Ritemark Cowrt, Davy iwvenie, Knovidhill, Fien Keynes MKS GPP, Tel: + 44 345 050 2000
B3] Assurance UK Limited, registeied in England under number 7805521 st 569 Chisivieh Hioh Road, London w4 AL, LI,
A Member of Uhe BSE Gronp of Compatres



To whom it may concern KLS tartin SE & Co, KG

Sales International

27. Dezember 2023 ws
Saskia Weggler

Tel.: +49 7461 706-260
Fax: +49 7461 706-204
Saskia.Weggler@klsmartin.com

Letier of Authorization

We, KLS Martin SE & Co. KG., who are an established in 1923 and located at KLS Martin Platz 1, 78532
Tuttlingen - Germany, reputable manufacturer of medical LASER; Surgical instruments and accessories,
represented in Asia by KLS Martin SE Asia Sdn. Bhd. do hereby certify that:

This Letter is valid until December 31, 2024,

Yours sincerely,

. ' 4 Sios
KLS Martin SE & Co. KG. - DS D crenmasnseesrs ’

A company of the KLS Martin Group 3

ppay%&a@ ppa-ﬁ /j( %@
g

Future Medical Supply Co. Ltd., 18 S. Liang Mueang Nonthaburi 4 T. Talat Kwan A. Mueang

Nonthaburi, Nonthaburi 11000 Thailand is our current independent distributor in Kingdome of

Thailand and we have authorized them to submit tenders with our products,

We render full technical and service support whenever required including the supply of repair parts

of Future Medical Supply Co, Ltd. For at least seven (7) years since the deljvery date of the product

to end users. e a ’ ﬁ%g
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Vice President Sales International Vice President Sales Europe @Q'iCa] SUQQ\
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KLS Martin SE & Co. %G Bankverbindungen Kommanditgesellschalt persbnlich hoftende Gesellschailerin
standort Tutllingen Kreissparkasea Tundingen: kS Rdartin 5E & o RG ¥i$ hartin Venvalungs 5€
$LS diartin Flas 1- 78552 Tuitlingen - Germany 1641 DEYS 6435 BO70 GDV0 0102 34 KLs Magin Platz 1 KL Kartin Flatz 3
postiach 60 - 70501 Tunlingen - Germalvy BIC SOLADESLTUT 75522 Tuttlingen » Germany 78532 Tuitlingen - Garmany
Tel +4¢ F4b1 705-0 Deuische Eank: ‘ sitz deot Guselschafl: Tuttlingen itz der Gazsellschaf: Tuttingen
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pQS 35 A MEBER OF

T

GROUP

KLS Martin SE & Co. KG

KLS Martin Platz 1
78532 Tuttlingen
Germany

with the organizational units/sites as listed in the annex

nas implemented and maintains a Quality Management System.

Scope:

Design and Development, manufa

cturing and distribution of surgical instruments and units, nen-

active implants, implantable and non-implantable custom-made devices, patient-matched

medical devices, operation t

heatre light supply units, sterile goods supply systems and

accessories, surgicat RF and laser units and smoke evacuation with sterite and non sterile
applicators and accessories, as well as service and maintenance of surgical RF and laser units,
smoke evacuation, operation theatre light supply units and ceiling-meunted supply systems.

Through an audit, documented in a report,
verifled that the management system fulfilis t

DIN EN ISO }
EN ISO 1348
1SO 13485%,2

Certificate registration no.
Certificate unique 1D
Effective date

Expiry date

Frankfurt am Main

o /

@q’a! Su@Q\

U

210259 MP2016
1000143603
2023-11-01
2025-08-28
2023-11-01

DQS Medizinprodukte GmbH

/s e

Sigrid Uhlermann
#anaging Director

fugust-Schanz-Stralie 21, 60433 Frankfurt am Main,
Tel. +49 (0) 69 95427-308, info-med@das.de

The validlty of this certificate can anly be verlfied by the GR-code.

performed by DQ3 Medizinprodukte GmbH, it was
he requirements of the following standard:

6 + AC : 2017167 PR
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AR TALRN
Szymon Kurdyn U

Product Manager

414_50« Version 3.0



Annex to certificate

Certificate registration No.: 210299 MP2016
Certificate unique ID: 1000143603

Effective date: 2023-11-01

KLS Martin SE & Co. KG

KLS Martin Platz
78532 Tuttlingen

Germany

Location Scope

210259

KLS Martin SE & Co. KG Design and Development, manufacturing and

KLS Martin Platz 1 Distribution of surgical instruments and units,

78532 Tuttlingen non-active implants, implantable and non-

Germany implantable custom-made devices, patient-
matched medical devices, operation theatre
fight supply units, sterile goods supply systems
and aceessories, surgical RF and laser units
with sterile and non sterile appilcators and
accessorles, as well as service and
maintenance of surgical RF and laser units,
smoke evacuation, operation theatre light
supply units and celling-mounted supply
systems.

247860

KLS Martin SEZ£ Design and Revelopment, manufacturing of

Am Flughaferf18 adga..,",..,,&gf.gss.%l RF ?xedlaser units ﬁ%stenle and aon

79108 Frejbufig b oS sterile applicators and acce¥sories, as well as

Germa Aoyt Servj intenance ofsgurgicat RF and

n%.\ X 4 ﬁ?“f‘%“ “““““ T'g"fi“'ri‘*a ke cvs ki,
PN %
B e T PN fedd N
Cal SUP )

071006

KLS Martin SE & Co, KG DAL NS Desrgwand@eve#epmnwﬂmactunng of

Kolbinger StraRe 10 surgical Instruments p{nfs: on-active

78570 Mihihelm implarits, implantaifeand’anmylantable

Germany custom-made deyices, gﬁ satdped
medical devi_gl 5, peratian: eéatre lighsupply
units, sterile goog suppi?ffys ems nd-l
accessories. <'¢‘. g / e

> S
@dloa[ SUQQ

31618694 .

KLS Martin SE & Co. KG Design and Deve]opment manufag ring of

Am Gewerbering 7 non-active impﬁ g Je

78570 Ml‘.]hlhein‘?/ Donau implantabte cf % dé e 4§e§ 5@" Satlent-

Germany matched medlcal dewces

/

This annex is only valid in connection with the above-mentioned certificate. 2{2
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FUTURE MEDICAL SUPPLY CO,LTD
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