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OUR COMPANY

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. Q%0
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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 @ W o v 0¥ -
products, but also provides a unique level of comprehensive customer service. ? oY o ¢
g 9 . o
The company'’s motto, “CUSTOM-ENGINEERED TPE AND MORE", is meant to be 0 9%
taken literally. Our goal is to identify the challenges you face with you 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 is 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

ExIiz B AmBlik

» Dental technology » FRHEA » Bellows CRNE » Lids/Closures  ETF/RE R
» Hoses RE » Plugs and septums - Sk ANpRER » Plugs and septums - Sk ANpRER

» Lids/Closures  ETF/HAETR » Seals/Gaskets » BEM/RE » Seals/Gaskets - B/ RE

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

» Needle shields - STREIP « VValves « RN

» Plunger seals - HEERHMG

« \alves « [®]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 from animal ingredients

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

= Translucent or transparent

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 injection”
» DIN SO 10993-11 "Acute system toxicity”

» USP (Class VI Extraction tests

» /DI 2017 Medical Grade Plastics

We will be happy to advise you right from the start
of your project to ensure the greatest possible
safety.
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» DIN ISO 10993-4 "j& . |B)4& & IEfH"

» DIN ISO 10993-5 "4HpmaE1t"

» DIN ISO 10993-10 "R 38"

» DINISO 10993-11 "&£ 5H 4"
» USP Class VI & 2B
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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 or 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
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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

= 24-month availability guarantee (Change Control Procedure)

= Purity of the raw materials through commitment by suppliers

= Separate, permanently assigned production units for THERMOLAST® M
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SUSTAINABILITY

ALWAYS LOOKING TO THE FUTURE
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Sustainability is not just a buzzword at KRAIBURG TPE, it is a principle we live by.
With us you are choosing a partner who takes on responsibility for the environment
and society. Today and tomorrow.

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 ISO 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

EHMERE® , AIFEARTNRXE—THTRITES, ERRNSFNITHIER
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THERMOLAST® M | #¥= M

T p E p O RT F O I_ | O S E R | E S The MC/AD1 series is your material solution for applications requiring basic medical approvals such as ISO 10993-5.
Series &%l

The series is characterized by its adhesion properties to polar thermoplastics e.g. ABS, PC and PET/PETG. The
M ED | CAL SECTO R compounds are available in natural colors and can be colored in many different ways. The compounds are produced
MC/AD1 exclusively on a special medical unit.

MC/AD1 RFERFEARETHLE (401150 10993-5) B MM KRS R, 2R 5B B8 ABS. PCH1 PET/PETG EiRE
RIBEM RIS XX UEALE, TRZMHARARER. XEHEAYXEBAE INETIN £~

TPE =z O ?ﬁu Processing Method : Injection Molding | MIA%E STEE/E
J AAAR g :Inj g 3]
B Compounatame 1A iy

TMxADT 30 - 70 Shore A Natural 7ZA®& ABS, PC, PC/ABS
+ Flexible Connections  FHEES
» Membranes » SHRE
» Seals » BEE
« Soft touch application (e.g. handle or push button) o ERARERAY LA (3N F RSk IR )
« Valves . {3707
ey e G
THERMOLAST® M Adhesion Materials « Adhesion to PC, ABS, PC/ABS, ASA, SAN . f1BZ PC. ABS. PC/ABS. ASA. SAN
» Adhesion to PET and PETG « H1F% PET #0 PETG
» Adhesion to PS « QAR PS
« Free from animal ingredients s NEER S
MC/AD1 ABS, PC, PC/ABS « KRAIBURG TPE Medical Service Package » BUERECARETRSE
» Soft touch surface « KR E RS
« Sterilizable (autoclave 134°C, B-/y-radiation 2x35 kGy, EtO) « ALGHENE (134°CEERE. 2x35kay fniBiEst. FE 5%
MC/AD/PA PA + US DMF listed « XEHREFEH (US DMF) IAGE
Regulations / Approvals ER 7 HE
MC/HE PP + 1SO 10993-4 (Hemolysis) + 150 10993-4 (A1)
« 1SO 10993-5 (Cytotoxicity) * IS0 10993-5 (ZRAEES1E)
= 1SO 10993-10 (Intracutaneous injection) » |1SO 10993-10 (BZ RFIE)
MC/LF PP « 1SO 10993-11 (Acute systemic toxicity) = 1S0 10993-11 (B £ 5F )
+ USP <88> (Biological Reactivity, Class V1) » USP <88> (£ 495E IR T, VIZR)
= \/DI 2017 = \/DI 2017

MC/RS PE, PP
THERMOLAST® M | #%2% M

The MC/AD/PA series is your material solution for applications requiring basic medical approvals such as ISO 10993-5.
MC/tl PE PP Series &%l 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.

(WA ZSIE  VIC/AD/PA R 517 SR I RIRIR S R, 7% R ER RSB AEFFIMEER, 10150 10993-5. %R~ 2%t
BMREALEL, W0 PA6 M PA12 HITER. XEUAMARE, ARSHAELAREE. FXUEMRBAETNETT

HEEH SRR AR
THERMOLAST® H Adhesion Materials Processing Method : Injection Molding | MT 7% %A
Compound Name &R
HC/AD1/AP ABS, PC, PC/ABS TMxAPO 60 — 70 Shore A Natural #&@& PA
HC/AP PE, PP * Flexible connections - TSR
« Membranes . SHEE
« Soft touch application (e.g. handle or push button) » ERARERAY A (15140 FHREkHR4H)
p HC/Rs /AP P P i
+ Adhesion to PA6 and PA12 « GF% PA6 F1 PA12
J + Colorable, also in effect colors - A E, WA HEFRSREE
« Free from animal ingredients » NETHIERR S
« KRAIBURG TPE Medical Service Package » B ECARETRSE
« Smooth touch » ERIAR R
« Sterilizable (B-/y-radiation 2x35 kGy, EtO) » A;H& (R-/y-radiation 2x35 kGy, Et0)
AL
« 1SO 10993-4 (Hemolysis) = 1SO 10993-4 (&)
« 1SO 10993-5 (Cytotoxicity) * IS0 10993-5 (ZRAEE1E)
’ + 1SO 10993-10 (Intracutaneous injection) * 1SO 10993-10 (B &)
- « 1S0 10993-11 (Acute systemic toxicity) + IS0 10993-11 (B £ 55 M)
« Regulation (EU) No 10/2011 « BREESEM (EU) No 10/2011
» US CFR 21 FDA (raw material conformity) » US CFR 21 FDA (RMRITF &%)

= VDI 2017 = VDI 2017




THERMOLAST® M | %= M THERMOLAST® M | #¥=E M

The MC/HE series is your material solution for applications requiring basic medical approvals such as ISO 10993-5. The MC/RS series is your material solution for applications requiring basic medical approvals such as ISO
Series %%l The series is characterized by its elasticity and transparency at high hardness plus its adhesion to PP. The Series %5 10993-5. The series is characterized by its resealing properties and its adhesion to PP and PE. The compounds
compounds are transparent and can be colored in many different ways. The compounds are produced exclusively are translucent and can be colored in many different ways. The compounds are produced exclusively on a special
MC/HE on a special medical unit. MC/RS medical unit.

MC/HE ZRIERTREAETHE (40150 10993-5) N ARIMEHRR TS R ZRTIMBESEENEGH B, AT MC/RS ZIIZBTEAETHLE (401150 10993-5) HBKIM ARG R L ATIMK A AL ENBEIE, AUER
B PP, XAXMUAMABAE, TRSHARFREE. FENEMXBETHETTERI1E PP #1 PE. XEUAMAFIBERAE, TASHIARARE R XXUEMIXBE THETIR £~

Processing Method : Injection Molding | I 7A%k ¥#BRAY Processing Method : Extrusion, Injection Molding | #7535k : #5528, s #BpE
Compound Name £ &#1&FR Hardness F&RE Color i Adhesion B Compound Name £ &#1&FR Hardness @& Adhesion G
TMxHET 40 - 50 Shore D Transparent i%ERA PP TMxRST 30 — 40 Shore A Translucent %A PE, PP
« Closure caps - HOETF + Closures - HO
» Drip chamber - ke « Infusion stoppers « RIRE
« Luer lock . %%d’”\%ﬁ',%‘;‘: * Membranes - EE
» Squeeze bottles - BFERR
; vy Material Advantages MHE M
+ Adhesion to PP, PE . 3 PP, PE
« Adhesion to PP « BEEPP * Free from animal ingredients » NEEIERS
+ Elasticity - B » KRAIBURG TPE Medical Service Package s B ECAAIETIRSE
» Free from animal ingredients « NEEIMER S + Optimized compression set » HENEGEKRATRIEE
» KRAIBURG TPE Medical Service Package » AR ECARIETRSE » Resealing - B
« Sterilizable (autoclave 134°C, R-/y-radiation 2x35 kGy, EtO) » ALHENE (134°CEERE. 2x35kay finiBiEst. HE ) = Sterilizable (autoclave 134°C, B-/y-radiation 2x35 kGy, EtO) » ALHSNE (134°CEmENE. 2 x 35 kGy fnig4as. FE k)
« Stiffness . Rl + US DMF listed » EEASEIEH (US DMF) IAIE
» Transparency « iER + Weldable (Ultrasonic) - ARE (BEK)
+ US DMF listed « EEASIEEICH (US DMF)IAIE - - -
. Weldable (Ultrasonic) - AIREE (BER) Regulations / Approvals ERL
Resgulations / Approvals =T/ HOE « Compatible for HDPE Recycling certified by Cyclos HTP + FE Cyclos HTP TAJERY HDPE AT EIU 1
‘ « Compatible for PP Recycling certified by Cyclos HTP « 3k 8 Cyclos HTP IAIERY PP AT RIS
* 1SO 10993-4 (Hemolysis) * SO 10993-4 (FA L) * 1SO 10993-5 (Cytotoxicity) * 1SO 10993-5 (ZAAE &%)
« 1SO 10993-5 (Cytotoxicity) + 1SO 10993-5 (4HREE %) « VDI 2017 + VDI 2017
» 1SO 10993-10 (Intracutaneous injection) * 1SO 10993-10 (5Z %)
+ 1SO 10993-11 (Acute systemic toxicity) * 1SO 10993-11 (2 £ 5 FH M)
» Regulation (EU) No 10/2011 + BREESAM (EU) No 10/2%};L THERMOLAST® M | #¥% M
» US CFR 21 FDA (raw material conformity) * USCFR 21 FDA (E# R 57 & 1) The MC/tl series is : : . P— - : .
. - X e . PRI your material solution for various applications requiring basic medical approvals such as ISO
; SBF;OSF; (Biological Reactivity, Class VI) : 38?;0818; (EHRIERIE, VIZR) S  10993-5. The series is characterized by its adhesion to PP and PE. The compounds are available in translucent colors
and can be colored in many different ways. The compounds are produced exclusively on a special medical unit.
MC/tl MC/tl ZFIE AT HAEF S R ARIMRIRR S ZE, 40150 10993-5. X RFIATUER PP, PE. XHLAMA4iERR

THERMOLAST® M | #%= M

! The MC/LF series is your material solution for applications requiring basic medical approvals such as ISO 10993-5. - ) . — . yus S uA R
Series #&7%l The series convinces by a low coefficient of friction. The compounds are translucent and can be colored in many Processing Method : Extrusion, Injection Molding | MT773% - 52, T2mME

different ways. The compounds are produced exclusively on a special medical unit. Compound Name W &HI&AFR Hardness #EE Adhesion &%

MC/LF MC/LF RFIHRARR S 255 AT 150 10993-5 Z AT HE [ . X RFHIEHRENEBRY. KANAMNEE B
Bt AR SRR D R LA WIS E 8 1 " TMxMED =0 =20 Sl Translucent %R FE P

Processing Method : Extrusion, Injection Molding | M7 : £728, ;8 p A Typical Applications SRR
Compound Name £ &#)&%% | Hardness & Color e Adhesion &% * Flexible Connections © RIERTR
» Membranes - EHR
7

&, TAZMARLNER. XENEYEHE THEST I 1L~

TMXxLFT 30 - 90 Shore A Translucent i%ERR PP * Mouthpieces
 Seals «
. So1|°t touch application (e.g. handle or push button) . E%ﬁ%’ﬂzﬁ’]ﬁiﬁﬁ (f5I4nF iRk i)
= Valves * 1]
» Mechanical components - HURER
e i b
« Seals - EE , "
+ Soft touch application (e.g. handle or push button) - BRARRRHO R P (504N AR Sk R EH) * Adhesion to PP, PE _ - 8PP, PE
+ Syringe gaskets . TEEBHE + Free from animal ingredients « NI
» KRAIBURG TPE Medical Service Package - HAREOARIETTRSE
MRIB M « Optimized compression set - HEBEWEGREKATRIEEE
: : = Sterilizable (autoclave 134°C, B-/y-radiation 2x35 kGy, EtO) + ALHBRE (134°CEERE. 2x35kGy NfBEsT, R
» Abrasion resistance « MM « US DMEF listed « EE ST (US DMF) AIE
* Adhesionto PP _ - AR PP « Weldable (Ultrasonic) - ATIRIE (BEE)
» KRAIBURG TPE Medical Service Package » YRR ECARETRESE
! Low surtata rictos  EamEm) i)
« Optimized mechanical properties » RFBIHURERE , . _ o
« Scratch resistance . THEHRR « Compatible for HDPE Recycling certified by Cyclos HTP » 3 E Cyclos HTP TAIERY HDPE A [EUg 14
+ Smooth touch o SR fh R » Compatible for PP Recycling certified by Cyclos HTP « FE Cyclos HTP TAERY PP T [=] W%
» Sterilizable (autoclave 134°C, B-/y-radiation 2x35 kGy, Et0) « TLEERE (136°C SEKRE, 2x35kGy 1IBiEsT, FETIR) * 1S0 10993-4 (Hemolysis) » 150 10993-4 (/A1)
+ US DMF listed « EEZHRIEH (US DMF) IAE » 1SO 10993-5 (Cytotoxicity) * 1SO 10993-5 (ZApm &%)
» 1SO 10993-10 (Intracutaneous injection) * 1SO 10993-10 (B %)
SERL / HOE » 1S0 10993-11 (Acute systemic toxicity) - 150 10993-11 (&Mt 2 B 14)
: : - o = USP <88> (Biological Reactivity, Class V) = USP <88> (5B MR, VIZR)
» Compatible for HDPE Recycling certified by Cyclos HTP = 3% E Cyclos HTP TAERY HDPE AT B4 1% « VDI 2017 « /DI 2017
» Compatible for PP Recycling certified by Cyclos HTP » 3 A Cyclos HTP IAIERY PP B BT
* 1SO 10993-4 (Hemolysis) * 1SO 10993-4 (fA )
+ 1SO 10993-5 (Cytotoxicity) + IS0 10993-5 (ZRAB %)
» 1SO 10993-10 (Intracutaneous injection) * 1SO 10993-10 (B %)
* 1SO 10993-11 (Acute systemic toxicity) * 1SO 10993-11 (2L 5 FH )
» Regulation (EU) No 10/2011 « BREE3AM (EVU) No 10/2011
» US CFR 21 FDA (raw material conformity) » US CFR 21 FDA (R FFE M)
» USP <88> (Biological Reactivity, Class VI) « USP <88> (£ #7E MR IE, VIZR)

« VDI 2017 = VDI 2017



THERMOLAST® H | #¥#= H

The HC/AD1/AP series is your material solutions exclusively designed for healthcare and medical device
Series &% applications in Asia Pacific. These compounds comply with ISO 10993-5 and GB/T 16886.5. They are
characterized by their adhesion properties to polar thermoplastics such as PC, ABS, and PETG and are available
S[@//:\akV/i\=) in natural colors.

HC/AD1/AP RINZE AT Kt XEfrixiE SET IR &R BRI RIERR S R iZRFILE~RTFE 150 10993-5 #
GB/T 16886.5 fR/fE. XAMAWARE, AILIEAIPC,ABS,PETG FR Mt TIZEEH,.

Processing Method : Injection Molding | I 7% TR

Compound Name £ &#1&FR Hardness F&E Color e Adhesion BB

THXPGM-NTRL 30 - 80 Shore A Natural At ABS, PETG, PC
« Function and design elements s NEEFMRITEE

« Flexible connections s RMEEER

« Membranes - HEAR

+ Seal - B

= Soft touch for grips, switches and mats » FRERERHIEF, FRMBT

« Valves « @07

Rt

= Adhesion to PC, ABS, PC/ABS, ASA, SAN « GF% PC. ABS. PC/ABS. ASA. SAN

* Adhesion to PET and PETG « G PET #1 PETG

« Adhesion to PS « GAZ PS

« Colorable » AIRE

« Free from animal ingredients s NETER S

« Optimized mechanical properties » RS AR

= Soft touch surface » RERRE AR

« Sterilizable s AIHITIHERELE
i

= GB/T 16886.5 (Cytotoxicity) « GB/T 16886.5 (RS 4)
= 1SO 10993-5 (Cytotoxicity) » 1SO 10993-5 (4HpEE 1)
= Regulation (EU) No. 10/2011 « RREESEM (EU) No 10/2011
= US CFR 21 FDA (raw material conformity) « USCFR 21 FDA (R F& )

THERMOLAST® H | #¥= H

The HC/AP series is a material solution designed exclusively for the healthcare and medical device market in
Series &% Asia Pacific. The compounds comply with the ISO 10993-5, GB/T 16886.5 standards, as well as various global
food contact and relevant medical standards. These compounds are available in a translucent color and can also
HC/AP be colored in a variety of colors.

HC/AP RIIZF AT KX ETIRIERETRRMTIAITIEN TPE MRS R. IL&WTFE 15010993-5 #1 GB/T
16886.5 frAE A R S IE IR R MM REE AR X ET R E. XREUEMAFERE, ARSHARAREE.

Processing Method : Extrusion, Injection Molding | #7535 : %8, ;¥ #Bp B

Compound Name . &#1&FR Hardness F@E Color e Adhesion BB

THxOGM-LCNT 30 — 90 Shore A Translucent iEBH PE, PP

« Closures BT

« Flexible connections - REEERR

« Function & design elements « RN IR A

« Mouthpieces . ﬁcﬁ

« Seals & gaskets s EEGRERE

« Soft touch for grips, switches & mats . ﬁﬂﬁzi$AE'HB¥\ FF R A A
b

« Adhesion to PP, PE - BBZ PP, PE

« Colorable » AIER

« Free from animal ingredients s NPT

« Optimized compression set » HEEGER A TR

« Sterilizable « AHITIHERELE

Regulations / Approvals SERL /i

THERMOLAST® H | #¥= H

The HC/RS/AP series is your material solution designed exclusively for healthcare and medical resealing
Series &%l applications in Asia Pacific. The compounds comply with the ISO 10993-5, GB/T 16886.5 standards, as well as
various global food contact and relevant medical standards. They are also tested according to DIN ISO 15759.
S [@//25y/i\=l| These compounds are available in translucent and can also be colored in a variety of colors.

HC/RS/AP 252 % AT KX EETr rE REETT et AT ER B EE TPE ARG R. AT S 15010993-5 F1
GB/T 16886.5 tMELA R ST EFR R IEMITEEEMAEXETREIRE. 2@ DIN IS0 15759 MK, XEUEY
AHERE, TRZMARARER.

Processing Method : Extrusion, Injection Molding | T 753k : 28, ;¥ ¥8p &

Compound Name £ &#I&FR Hardness F#&E Adhesion B

THXOHG-LCNT 30 — 40 Shore A Translucent iERA PE, PP
« Caps  EF

« Closures |

» Membrane - SEAR

* Plugs » Sk

Material Advantages MR

» Adhesion to PP, PE « GPP,PE

+ Colorable - AR

+ Low Density - REE

+ Resealing - BEH

« Sterilizable - AIEITIHERELE

Regulations / Approvals SEHL / HEE

» China GB 4806-2016
» GB/T 16886.5 (Cytotoxicity)
» 1SO 10993-5 (Cytotoxicity)

« h[EE#4R GB 4806-2016
« GB/T 16886.5 (4 14)
« |SO 10993-5 (4HAE 1)

» Regulation (EU) No. 10/2011 « BREESAM (EU) No 1072011
» USFDACFR 21 + US FDA CFR 21

= China GB 4806-2016

= GB/T 16886.5 (Cytotoxicity)
= 1SO 10993-5 (Cytotoxicity)

* Regulation (EU) No. 10/2011
= USFDACFR 21

» fh[EEHE GB 4806-2016
« GB/T 16886.5 (4ApEE14)
+ 1SO 10993-5 (4B 1)

EREESEM (EU) No 10/2011
« US FDA CFR 21



EUROPE, MIDDLE EAST, AFRICA
B AR AR

KRAIBURG TPE GmbH & Co. KG

Friedrich-Schmidt-Str. 2
84478 Waldkraiburg, Germany

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

ASIA PACIFIC
TX

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
L

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.cn. Member of the KRAIBURG Holding.
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