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BENEFITS IN ALL SHAPES AND SIZES
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Thermoplastic Elastomers (TPEs) are the materials used to make progress.
Compounds from KRAIBURG TPE will open up all sorts of new opportunities in 5
product development and processing making production efficient for you as well. o
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The solutions provided by KRAIBURG TPE will enable you to meet the highest 5 © ooo‘?o 0
requirements. Our company not only offers high quality specially custom-engineered @ WY v v 0¥ e 4
products, but also provides a unique level of comprehensive customer service. ? oY o ¢
Y 9 . o
The company'’s motto, “CUSTOM-ENGINEERED TPE AND MORE", is meant to be 0 9%
taken literally. Our goal is to identify with you the challenges you face and support © @
you at all times anywhere in the world. 0
0
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THE MARKET

MAKE THE SAFE CHOICE
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Meeting the highest standards for quality and responsibility is an absolute necessity
in the market for medical and pharmaceutics technology.

That's why KRAIBURG TPE has implemented a quality management system that
ensures compliance with the strictest requirements in the development, production,
and handling of medical-grade plastics (MGP).

The THERMOLAST® M series supplies compounds that have been specially
developed for applications in the medical, pharmaceutical and diagnosis sectors.
They can even be used in direct contact with body fluids and blood. For the
processor and the end customer, the change control management system that

we have implemented and are actively putting into practice ensures that vital
requirements are met.
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APPLICATION AREAS

GETTING THE JOB DONE EVERYWHERE
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MEDICAL ENGINEERING DIAGNQOSIS PHARMACEUTICAL PACKAGING

EFETiE B AmBlik

» Dental technology » IR » Bellows CENE » Lids / Closures  EF/HER
» Hoses RE » Plugs and septums - Sk ANpREEE » Plugs and septums « Sk ANpREER

» Lids / Closures  EF/HAETR » Seals / Gaskets » B/ RE » Seals / Gaskets » B/ 2E

» Membranes  SHRE « Valves « &I » Springs - HE

» Needle shields - STREIP » VValves « RN

» Plunger seals - EEERHMG

« \Valves « [{®]17]



SAFETY AND PURITY

CHOOSE THE PUREST SOLUTION
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Our compounds exemplify the greatest possible
product purity and highest processing safety
standards. TPEs from the THERMOLAST® M series
are produced exclusively at our headquarters in
Waldkraiburg, Germany.

» Free of latex, PVC, phthalates, and heavy metals
» Sterilizable using common methods

* Translucent or transparent

* Vegan products possible

Selected compounds comply with recognized
medical standards:

» DIN ISO 10993-4 “"Haemolysis, indirect
blood contact”

» DIN ISO 10993-5 "Cytotoxicity”

» DIN ISO 10993-10 “Intracutaneous irritation”
» DIN SO 10993-11 "Acute system toxicity”

» USP Class VI Extraction tests

» /DI 2017 Medical Grade Plastics

We'll be happy to advise you right from the start of
your project to ensure the greatest possible safety.
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» DIN ISO 10993-5 "4HpmE 1"

» DIN ISO 10993-10 "Rz 338"

> DIN ISO 10993-11 "&MR%SM"
USP Class VI 2 2GR
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DURABILITY
AND FLEXIBILITY

THE TINIEST DETAILS COUNT
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In addition to the purity of the raw materials used,
THERMOLAST® M compounds also stand out
through their performance characteristics:

= Adhesion to polyolefins and technical
thermoplastics such as ABS/PC/PA by means
of multi-component injection molding

= Durability and flexibility

= Excellent compression set characteristics

= Excellent resealing properties

= High transparency und pre-coloring options
= Injection molding and extruding possible

= Low-friction and highly elastic

We also take customer-specific materials requests
to provide solutions that guarantee constant and
unvarying quality. In addition, our compounds offer
optimum soft-touch features.
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ADVICE AND SUPPORT

GETTING IT ALL GOING

B
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Quality, safety, and reliability are an absolute must in medical technology. We make
sure these requirements are delivered by providing continuous and individualized
customer care through a unique service package.

As we specialize in high-quality TPS, you can be sure of receiving material purity and
expert advice at the highest level.

Your needs are our focus:

» Constant manufacturing process recorded in the drug master file

= Guaranteed 24-month availability guarantee (Change Control Procedure)
= Purity of the raw materials through commitment by suppliers

= Separate, permanently assigned production units for THERMOLAST® M

MTEFRAME, RE. REMMAUEH"EZE2BINVENFREMS. RITR
BHFFHRFSER, ARPERMFEMMEUHRS, WEREEREPIEFHNER.
BMNEZUFIESRER TPS, BOAGRESAEN~mMSKFHEWRS.
BHRERERINHES:

» MBI R PIERNEEHIERE

» RIE24 NRAAA (EEEFHIRE)

- RN R AR R R
» AREBE MIBEEMMII KR ETRTT



SUSTAINABILITY

ALWAYS LOOKING TO THE FUTURE

AIFFE A R
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Sustainability isn't just a buzzword at KRAIBURG TPE, it's a principle we live by. With
us you are choosing a partner who takes on responsibility for the environment and
society. Today and tomorrow. For example, we do not use palm oil in the materials
we produce.

Our compounds are PVC-free, halogen-free and recyclable.

» Certified worldwide in accordance with ISO 14001 and ISO 9001

» Headquarters in Germany certified in accordance with 1ISO 50001

» EH&S management, reporting & auditing

» Systematic energy management

» Annually renewed environmental protection and occupational safety program

» Selection of raw materials suppliers based on quality and environmental impact

EIHMRE®, AFELZRANUXE— IR TRITHHE, ERRNSEADITHIER
M. EEFEHN, BESBE—UNRE, SHLSBEREFELANEMENE, TiEY
T, B®ERK. Hla, FANVEFB R PR R R,

BINBUEPHAREPVC, AR, FATUAEMFIA.

« DIKETEE EEMEE TS 150 14001 F11S0 9001 INIEFRE
« EERIFFS 1S0 50001 AIEARE

» EH&S B, IREMEIT
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TPE PORTFOLIO SERIES

MEDICAL SECTOR

TPE =AY
EXFdN;:

MEBE M
THERMOLAST® M

MC/AD1
MC/AD/PA
MC/HE
MC/LF

MC/RS

MC/tl

BER7H

Adhesion Materials

ABS, PC, PC/ABS

PA

PP

PP

PE, PP

PE, PP

THERMOLAST® M | #%= M

The MC/AD1 series is your material solution for applications requiring basic medical approvals such as I1SO 10993-5.

Series &% The series is characterized by its adhesion properties to polar thermoplastics such as PC, ABS, PC/ABS. The compounds

MC/AD1 special medical unit.

Processing Method : Injection Molding | I 7% ST E

are available in translucent and can be colored in many different ways. The compounds are produced exclusively on a

MC/AD1RFERTEARETILE (40 1S0 10993-5) RAKMBHRRST R, iZZRFIEFEE PC. ABS 1 PC/ABS FEiR M4 #4248
MM RIAF S XEHEYHREER, TRZHARSRER . XBUENEETHET IR 1E~.

Compound Name {t&¥I&FR Hardness FEE Adhesion B

TMxADT 30 - 70 Shore A

Typical Applications

= Flexible Connections
= Membranes

= Seals

= Seals for housings

= Soft touch

= Valves

Material Advantages

= Abrasion resistance

= Adhesion to PC, ABS, PC/ABS, ASA, SAN

= Adhesion to PET and PETG

= Adhesion to PS

= Free from animal ingredients

= KRAIBURG TPE Medical Service Package

= Sterilizable (autoclave 134°C, 3-/y-radiation 2x35 kGy, EtO)
= US DMF listed

Regulations / Approvals

+ 1SO 10993-4 (Hemolysis)

= 1SO 10993-5 (Cytotoxicity)

= 1SO 10993-10 (Intracutaneous irritation)
= 1SO 10993-11 (Acute systemic toxicity)

= Regulation (EU) No 10/2011

= US CFR 21 FDA (raw material conformity)
= USP <88> (Biological Reactivity, Class VI)
= \/DI 2017

THERMOLAST® M | #%= M

Translucent iEAER ABS, PC, PC/ABS

- RMEEESR
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TRE

« i PC. ABS. PC/ABS. ASA. SAN

« BEZPET 1 PETG

- AR PS

s NEEIER S

- PR ECOLNRIETIRSE

« IHEENE (134°C HEXRE. 2 x35kGy MMIZiEsST. TR )
« EEAREEH (US DMF) TAE

SEM / HEE

+ 1SO 10993-4 (MMiRFE A1)

« 1SO 10993-5 (4HREE 1)

+ 1SO 10993-10 (FZ M%)

» 1SO 10993-11 (A 55 H)

« EREESEM (EU) No 10/2011

« USCFR 21 FDA (BRI & 1)

= USP <88> (Biological Reactivity, Class VI)
« VDI 2017

The MC/AD/PA series is your material solution for applications requiring basic medical approvals such as ISO 10993-5.

Series &% The series is characterized by its adhesion to various polyamides, such as PA6 and PA12. The compounds are available

in natural colors and can be colored in a variety of ways. They are produced exclusively on a special medical unit.

V(WSO VASJAN  VIC/AD/PARTI @R RIMRR S R, RGN ASUSNEAEFTAEEXR, 0 1S0 10993-5. ZRIIZRATNE

EFTABITE =,
Processing Method : Injection Molding | MTI 753 SE%BaE

MREEEAM L, W PA6 R PAIEHTER. ZHAMRBEBRE, LAREIMAEHREN~Mm. XEUEMREEIN

Compound Name {£&#1&FR Hardness fEE Adhesion A&

TMxAPO 60 — 70 Shore A

Typical Applications

= Flexible Connections

= Grip applications

= Seals

= Seals for plugs

= Soft touch

= Soft touch for grips, switches and mats

Material Advantages

= Adhesion to PA6 and PA12

= Colorable, also in effect colors

= KRAIBURG TPE Medical Service Package

= Sterilizable (3-/y-radiation 2x35 kGy, EtO)

Regulations / Approvals

= 1SO 10993-5 (Cytotoxicity)

= 1SO 10993-10 (Intracutaneous irritation)
= Regulation (EU) No 10/2011

= US CFR 21 FDA (raw material conformity)
= VDI 2017

Natural HB#R& PA

e

. BERF

. T

« B

. AR

CRE. RGBT

MR

« BLH% PA6 # PA12

- ATRE, WA EESHRIREE

» AR ECAFAETRESE

« A3 (R-/y-radiation 2x35 kGy, Et0)

SER /O

« SO 10993-5 (ZApE1E)

+ 1SO 10993-10 (FZMHIE)

« EREBSEM (EU) No 10/2011
« USCFR 21 FDA (E#IF& 1)
« VDI 2017




THERMOLAST® M | ##8= M

The MC/HE series is your material solution for applications requiring basic medical approvals such as ISO10993-5.
Series &% The series is characterized by its elasticity at high hardness. The compounds are transparent and can be colored in
many different ways. The compounds are produced exclusively on a special medical unit.

MC/HE MC/HE ZRFERTEKETHE (30 1SO 10993-5) N AMMBIRRA R, 2RI HHESEEMNEAH GRS, R
BRI, TRAZMHARARE . XXUEMIXBE THETRR £~

Processing Method : Injection Molding | I JFBAE!

Compound Name £ &#&FKR Hardness %@ Color aie

Adhesion #f&
p

TMxHET 40 - 50 Shore D Transparent iERA P
« Drip chamber - EERR
« Luerlock s BRHIEL
» Squeeze bottles » RER
s
= Adhesion to PP » GRZPP
« Elasticity - S
« Free from animal ingredients » RNETHIMER S
« KRAIBURG TPE Medical Service Package » HUARECARETREE
« Sterilizable (autoclave 134°C, B-/y-radiation 2x35 kGy, EtO) « ALHBRE (134°CEEKRE. 2 x35KGy MBiEst. FETH)
« Stiffness - R
+ US DMF listed » EEASEECH (US DMF) IAIE
» Weldable (Ultrasonic) - AIRE (BEK)

Regulations / Approvals

= 1SO 10993-4 (Hemolysis)

= 1SO 10993-5 (Cytotoxicity)

= |SO 10993-10 (Intracutaneous irritation)
= 1SO 10993-11 (Acute systemic toxicity)
Regulation (EU) No 10/2011

= US CFR 21 FDA (raw material conformity)
US FDA CFR 21 US FDA CFR 21

USP <88> (Biological Reactivity, Class VI) USP <88> (Biological Reactivity, Class V)
= VDI 2017 = VDI 2017

SER /O

* 1SO 10993-4 (MK R M)

« 1SO 10993-5 (4HREE1t)

ISO 10993-10 (K2 %)

* 1SO 10993-11 (B £ 5 F 1)
RREE %L (EU) No 10/2011

« USCFR 21 FDA ([B#IF& 1)

THERMOLAST® M | #E= M

i The MC/LF series is your material solution for applications requiring basic medical approvals such as ISO10993-5.
Series &%l The series convinces by a low coefficient of friction. The compounds are translucent and can be colored in many
different ways. The compounds are produced exclusively on a special medical unit.

MC/LF MC/LF RFERTFEKRETIE (20 150 10993-5) N AMIMRIFRR A R. 2RI ERENEERE. =~ RE iER,
ARAZMARAERER. XENEYNAETHET R E

Processing Method : Extrusion, Injection Molding | BRI 753 : %8, ;¥ #B B

Compound Name L &#1&FR Hardness f&FF Color i

Adhesion 1A%

TMxLFT 30 — 90 Shore A Translucent :i%RA PP
« Mechanical components AU AR

« Seals - BEG

» Syringe gaskets C EETRREEE

Material Advantages MHE M

« Abrasion resistance - MM

+ Adhesion to PP - BAZPP

KRAIBURG TPE Medical Service Package
Low surface friction RFTHEEES

« Optimized mechanical properties » RS HIUR R

« Scratch resistance &R

= Sterilizable (autoclave 134°C, R-/y-radiation 2x35 kGy, EtO) » ALHSRE (134°CBEKRE. 2 x35kay MBS, FETH)
+ US DMF listed » XEHSBEECH (US DMF) IAIE

Regulations / Approvals SERL 7

* 1SO 10993-4 (Hemolysis) * 1SO 10993-4 (MK M)

= 1SO 10993-5 (Cytotoxicity) * 1SO 10993-5 (ZAAR &%)

= 1SO 10993-10 (Intracutaneous irritation) = 1SO 10993-10 (FZ %)

+ 1SO 10993-11 (Acute systemic toxicity) « IS0 10993-11 (B £ 55

» Regulation (EU) No 10/2011 « RREE3AM (EU) No 10/2011

US CFR 21 FDA (raw material conformity) US CFR 21 FDA (BRI FF &)

US FDA CFR 21 US FDA CFR 21

» USP <88> (Biological Reactivity, Class VI) » USP <88> (Biological Reactivity, Class VI)
= VDI 2017 = VDI 2017

R ECARIET RS E

THERMOLAST® M | #%= M

The MC/RS series is your material solution for applications requiring basic medical approvals such as ISO 10993-5.
Series &% The series is characterized by its resealing properties. The compounds are translucent and can be colored in many
different ways. The compounds are produced exclusively on a special medical unit.

MC/RS MC/RS RFIZATEKEFHE (40 1SO 10993-5) MAKMERRG R, ZRATIMKAERHENEERFHE. ~RAEH
B, TRAZMARARE & XEUAMINHEINETR £~

Processing Method : Extrusion, Injection Molding | #7553 : 728, ;¥ %8 &

Compound Name {t&¥I&FR Hardness f#R Adhesion B

TMxRST 30 — 40 Shore A Translucent :iEARA PE, PP
« Closures - IR E

« Infusion stoppers » SER

» Membranes - HO

Material Advantages 7HRHUE M

= Adhesion to PP, PE « AF PP, PE

« Free from animal ingredients » NEIERLS

+ KRAIBURG TPE Medical Service Package s B ECARETRSE

« Optimized compression set » HERERER TR

« Resealing » BEE

« Sterilizable (autoclave 134°C, R-/y-radiation 2x35 kGy, EtO) » ALHBRE (134°CEENRE. 2 x 35 KGy IBiEst. FE )
+ US DMF listed » EEHSIEECH (US DMF) IAIE

« Weldable (Ultrasonic) - AIRE (BEK)

Regulations / Approvals SER 7 HE

+ 1SO 10993-5 (Cytotoxicity) « 150 10993-5 (A1)
« \/DI 2017 - /DI 2017

THERMOLAST® M | #%= M

The MC/tl series is your material solution for applications requiring basic medical approvals such as ISO 10993-5.
Series &7 The compounds are available in translucent and can be colored in many different ways. The compounds are produced
exclusively on a special medical unit.

MC/tl MC/tl RIERTEAETHE (401150 10993-5) NAMMBIRRS R REUEMAFER, ARZHAERARER. XK
HEPXBEETTERI1E~

Processing Method : Extrusion, Injection Molding | BRI 755 : %8, S¥#Bp B

Compound Name &% Hardness f@FE Adhesion AR

TMxMED 30 — 90 Shore A Translucent iERH PE, PP

Typical Applications

= Flexible Connections
= Mouthpieces

= Seals

= Soft touch

= Valves

Material Advantages

= Abrasion resistance

= Adhesion to PP, PE

= Free from animal ingredients

= KRAIBURG TPE Medical Service Package

= Optimized compression set

» Sterilizable (autoclave 134°C, B-/y-radiation 2x35 kGy, EtO)
= US DMF listed

= Weldable (Ultrasonic)

Regulations / Approvals

= 1SO 10993-4 (Hemolysis)

= 1SO 10993-5 (Cytotoxicity)

= |SO 10993-10 (Intracutaneous irritation)
= 1SO 10993-11 (Acute systemic toxicity)

= USP <88> (Biological Reactivity, Class VI)
= VDI 2017

« REIEIERE
- MR

- BE

« BRAREK
&I

TR

« Gf% PP, PE

- AEIER S

PR ECNRIETRSE

- HeERERRETEY

« AGHERE (132°CBERE. 2 x35kGy BiEs. RN
« ZEHREEH (US DMF) IAIE

- ATIRE (BAEH)

SER 7 HEE

* 1SO 10993-4 (MR EM)

* 1SO 10993-5 (MBS %)

* 1S0 10993-10 (K M#I#)

* IS0 10993-11 (2 £ 55M)

= USP <88> (Biological Reactivity, Class VI)
= VDI 2017




EUROPE, MIDDLE EAST, AFRICA
KM, R, JEM

KRAIBURG TPE GmbH & Co. KG

Friedrich-Schmidt-Str. 2
84478 Waldkraiburg, Germany

49 8638 9810-0
) info@kraiburg-tpe.com

ASIA PACIFIC
NIZZN

KRAIBURG TPE Technology (M) SDN.BHD.

Lot 1839 Jalan KPB 6
Kawasan Perindustrian Balakong
43300 Seri Kembangan, Selangor, Malaysia

) info-asia@kraiburg-tpe.com

AMERICAS
e

KRAIBURG TPE Corporation

4365 Hamilton Mill Road
Buford, GA 30518, USA

) +1 678 584-5020
(=) info-america@kraiburg-tpe.com

For contact details of our branch offices and partners, see www.kraiburg-tpe.com. Member of the KRAIBURG Holding.
© Copyright 2020 KRAIBURG TPE. Subject to change without prior notice.

KRAIBURG TPE makes no warranties and assumes no liability in connection with any use of this information.

MEE AT A A B ERIEREEXREE, B8 www.kraiburg-tpe.com. Member of the KRAIBURG Holding.
© Copyright 2020 KRAIBURG TPE. KESABMEER, MAHITEM.
YR E® xR B MIERIE, IR RIBEMRE.

CM|M|M|BRIEN-ZH|01|20-07






