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kraujo infekcijy?

Jrodyta ir indikuota, kad ,Tegaderm CHG* tvarstis maZina su kateteriais susijusiy kraujo

infekcijy (CRBSI) bei kolonizacijos ties kateteriu rizikg. Tokia indikacija yra tik skaidriam I. V.

tvarsCiui.

o Kliniskai jrodyta, kad centrinés venos ir (arba) arterijos kateterius turintiems pacientams,
CRBSI rizika sumazéjo 60 proc.*

o KiiniSkai jrodyta, kad centrinés venos ir (arba) arterijos kateterius turintiems pacientams
pagrindinés su kateteriais susijusios infekcijos rizika sumazéja 67 proc.

© Kliniskai jrodyta, kad centrinés venos ir (arba) arterijos kateterius turintiems pacientams,
kolonizacijos ties oda ir kateteriu rizika sumazéja 61 proc.

® |ki septyniy dieny uztikrina vienodg antimikrobinj poveikj.?
© Tvarstj ,viskas viename* lengva naudoti, kaip ir ,3M™ Tegaderm™“ |. V. tvarstj.

© Skaidrus, todél patogu stebéti kateterio jvedimo vieta. m
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k |
‘ = il Su kateterio jvedimu susijusios kraujo infekcijos (CRBSI) yra vienos sunkiausiy ir
' ﬂ ' W\ | ‘ sudétingiausiy su sveikatos priezitra susijusiy infekcijy (HCAI), kuriy gydymas brangiai
~ kainuoja, dél jy reikia ilgiau likti ligoninéje, gali prasidéti ligos ar net istikti mirtis.

3 e
‘ A \ . Pramonés, vyriausybiy ir kliniky iniciatyvos stipriai sumaZino CRBSI rizikg, kaStus bei
l: A,‘ .\ daznuma, taciau net ir vieno CRBSI atvejo yra per daug.
A% iy
Net jei tokiy infekcijy pasitaiko retai, CRBSI rizikg galite dar labiau sumazinti, naudodami
' ,Tegaderm CHG" tvars€ius.

;4 - |rodyta —sumazina su kateteriy jvedimu susijusias rizikas

: s Didziausiame kada nors atliktame atsitiktiniame kontroliuojamame tyrime (RCT), skirtame
‘\m | vertinti CHG turinCius gelinius tvarsCius (4 163 kateteriy buvo jvesta 1 879 pacientams),

. a nustatyta, kad ,Tegaderm CHG" tvarciai gerokai sumaZina CRBSI rizikg, naudojant kartu su

kitomis geriausios praktikos intervencijomis! (Zr. 1 pav.).

- Indikuota ir kliniSkai jrodyta, kad centringje venoje ar arterijoje kateterius turintiems
pacientams, pagrindinés su kateteriais susijusios infekcijos (pagrindinés CRI) rizika
sumazéja 67 proc.! (Zr. 2 pav.).

- Indikuota ir kliniSkai jrodyta, kad centrinés venos ir arterijos kateterius turintiems
pacientams, sumazéjo kolonizacijos ties kateteriu rizika (Zr. 3 pav.).

- Stebéjimo tyrimuose nustatyta, kad sumazéjo su centrine linija susijusiy kraujo infekcijy
(CLABSI) atvejy.?

- Jrodyta, kad po odos paruos$imo*, tvarstis iki septyniy dieny nuslopina odos floros
dauginimasi ir efektyviai kovoja su jvairiais klinikiniu poZidriu svarbiais mikroorganizmais®,
jskaitant atsparias atmainas?.

- Nuo mikroby septintg dieng saugo taip pat efektyviai, kaip ir pirmg dieng?.

- Sugeria skyséius (prakaitg, kraujg ir iSskyras) nepakenkiant antimikrobinéms savybéms®.

- Jrodytas CHG gelio antimikrobinis poveikis sunkiomis eksperimentinémis salygomis,

naudojant kateterj ir kraujo baltymus. Tyrimo rezultatai rodo, kad dél gelio poveikio, CHG
kateterj buvo galima jvesti po kateteriu?.

1 pav. Su kateteriu susijusios 2 pav. Pagrindinés su kateteriu 3 pav. Kolonizacija ties kateteriu
kraujo infekcijos susijusios infekcijos

Daznumas (n 1 000 kateteriy per dieng

Daznumas (n 1 000 kateteriy per dieng

Daznumas (n 1 000 kateteriy per dieng
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- Atlikus atsitiktin kontroliuojamg ,Tegaderm CHG" tvarsCio tyrimg nustatyta, kad jis
atitinka ,Epic®* rekomendacijg dél chlorheksidinu impregnuoty tvarséiy naudojimo su
centrinés venos kateteriais.’

WS ANSES <RA RER NGEN . : . = TR - : E
) g & p s Tvarstis yra pralaidus orui ir leidZia pasisalinti drégmei bei tuo
/ [ / pat metu apsaugo nuo terSaly, jskaitant tuos, kurie dazniausiai
Sl sukelia su kateteriu susijusias kraujo infekcijas.

Tegaderm plévelé yra selektyvus barjeras*

Qgg and Co,
R {

\\O\STURE P

Nepralaidus vandeniui, skys¢iams virusams, bakterijoms, leidziantis kvépuoti odai tvarstis - plévelé

*In vitro tyrimai rodo, kad skaidri , Tegaderm CHG* tvarstio plévelé sukuria 27 nm skersmens arba ilgesnj barjera nuo virusy. Tvarstis tvirtai laikosi ir yra nepralaidus.®
Pastaba. ,Tegaderm CHG" tvarstis néra skirtas pakeisti sidles, reikalingas naudojant trumpalaikius centrinés venos kateterius (pvz., jungo, poraktikaulingje, Slaunies venose).
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,Tegaderm CHG" dar geriau apsaugo . V. vieta, nes naudojamas CHG. Prie didesnio saugumo taip pat prisideda

skaidrumas, patikimumas ir ,3M™ Tegaderm ™" tvars¢io naudojimo paprastumas.

VisiSkai orui laidi skaidri plévelé

- Nuolatinis jvedimo vietos stebéjimas.

- Atitinka kiino formas ir prisitaiko pacientui
judant.

- Skatina drégmés pasiSalinimg ir patikimg »
prilaikyma.

- Sukuria hermetiska, sterily barjerg nuo
iSoriniy ~ terSaly, jskaitant  skys¢ius,
bakterijas ir virusus*

- Be latekso

- Pusiau perSlampamas ir orui laidus, kad
geriau pasiSalinty skyscCiai bei pageréty
prisitvirtinimas.

Sterilios juostelés ¥
- Sukurta patikimam kateterio prilaikymui
jvedimo vietoje.
- Atspausdintos etiketés tvars¢iy keitimo
dokumentavimui. ~ Geresnis  protokolo
laikymasis.
Patogi naudojimo sistema su rankenélémis
- 2 rankenélés, kad bty patogiau uzdéti nelieciant
tvarscio.
*In vitro tyrimai rodo, kad skaidri ,Tegaderm CHG* tvarstio - Dél konstrukcijos, uzdedama tiksliai ir lengvai.
plévelé sukuria 27 nm skersmens arba ilgesnj barjerg nuo .. I e ..
virusy. Tvarstis tvirtai laikosi ir yra nepralaidus. - Sumazina prikibimo prie pirstiniy ar odos rizika.

Tvarstis su remeliu

UZsakymo informacija

‘GAMINIO ‘ BENDRAS GELIO PAGALVELES PASKIRTIS

CHG gelio pagalvélé

- 2 % chlorheksidino gliukonatas

- Sugerianti CHG gelio pagalvélé saugo,
esant kraujui, fiziologiniam ftirpalui i
iSskyroms.

- CHG iSskiriamas iSkart ir nuolat, todél
nereikia papildomai drékinti.

- Lipnios CHG gelio pagalvélés prisitaiko prie
kateterio.

Geresnis kateterio prilaikymas

- Sutvirtinti krasteliai ir grioveliai, kad tvir¢iau

laikytysi.

- Minksto audinio krastelis puikiai prikimba ir
suformuoja apsaugine zong aplink kateter;.

- Rastuota plévelé tvirtai prikimba, reguliuoja
drégnuma ir Svelniai nusiima.

- Plévele prispaudus, klijai patenka | odos
nelygumus ir padidina prikibimo plota.

- Klijai sukietéja per 24 valandas.

TVARSCIY/  DEZUCIY

KODAS | TVARSCIODYDIS | DYDIS DEZUTEJE PAKUOTEJE
1657R | 85cmx1l5cm | 3cmx4cm V'S'hﬁl}gssIffﬁlrg‘ér‘k’lﬁgﬁf;a‘l’f:lggl ELW294 25 4
.| 1658R | l0emxizem | Semxéem ViSiﬁﬁi}g 5 Ifrktﬁlrg‘érmﬁfga:’f;lggl ELW625 25 4
1659R | 10cmx155cm | 3cmx7cm P'ggr{iﬂitig;'in‘i’;iitgi‘ggi" kit ELW295 25 4
4. V| 1660R | Tomxgsem | 2emx2em i ELW366 25 4

Norédami daugiau suZinoti apie , Tegaderm CHG" tvarsius arba visus ,Tegaderm* |. V. tvarscius, apsilankykite adresu www.3m.com/tegadermchg

Daugiau informacijos suteiks vietinis ,3M Critical and Chronic Care" atstovas.

www.3m.co.uk/healthcare

-®
m Aseptic Non Touch Technique

3M Health Care Limited 3M Ireland

Aplankykite mus , Facebook®.

3M House Morley Street The Iveagh Building

Loughborough The Park

Leicestershire LE11 1EP Carrickmines ,3M* ir ,Tegaderm* yra ,3M* prekiy Zenklai.

Tel.: (01509) 611611 Dublin 18, Ireland © 3M 2014. ; ;
Faks.: (01509) 237288 Tel.: 00 353 (01) 280 3555 ANTT yra ,Association for Safe Aseptic facebook/Smtegaderm|vsolut|ons

Faks.: 00 353 (01) 280 3509 Practice* prekés Zenklas.
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Product Descr pt

aden Hipoderminiai klijai. Pleistras be latekso.

zmi:zaoie stel e transparent and waleroroot ar
Tegaderm™ HP Film hasaspectal adhasive for grealer holding power iy the presence of melstire

Specially desioned Tegaderm™ dressings, with tnique shiapes-and securing tapss nrovide solutions for
ditfieuitlo dress wounds and LY. calthglers

Product Features and Benefits

Versatile—one product o satisfy many clinical situations
Tegaderm™ diessings aanbe used o protect LV, sites, enhange wound bealing, provent sidn
hreakdown, and protect-clean, closed surgical invisions

Tegedermy” dressings are avallable In many gizes, shapes and application stvles tormest a wide
varisly of needs,

SIngS are bres
fand prwd(:ai

thable, slerile, ransparent and
o oxternal contarminants.

The frame alfows the dressings o be tallorad for special applications, ww 1 desi
systems of most pther ransparent dressings donot aliow fo CHsto

Easy fo apply—~—unique frame delivery-system
spplication of Tegaderm™ dressing s intuitive and quidl, making it easy o remember andheasy fo
feach, it isespesiatly conventent for patient seif-care:

ey dressing minimizes application time and saves dressing waste and costs. T!e frame

orvs“;(an‘ providas maximurs controtof the thin-film for rapid rsphf, ation of even the Jargest
dressings. The unique “ploture-lrame” allows pracise and secure placament of the dressing svery
dme: Hhe adhesive strface accidentally touches.iself, the dressing can be senarated and applied,
glirninating wastad dressings.

gt for the health care professional

Tegadenm™ diessing is also avaliable dn a first-ald slyle delvary sy
who prefers s gopfication method

Gent!e adhesive—=just the right balance in-adhesive strength
e dressings are made with a hypoaliergenic, latox-freg adhesive hat Is gentie o the skin, yet
Iy hotds catheters-and other tevices 1o place.

aver e
atient disco “’mmx Rinctraums s

Feaadern™ dressing provides good inltial adhesion v
fven Tor driessings lefUin place for extended periods, m ’l‘Ku ﬂ
i whien the dressing is properly removed.

i adhesive makes it evoeptionally adherent and useill
L i provides extra holding powsr; reducing unscheduted

The hvdrophilic nalure of the fﬂga«\ wm““ Hi

inr meist concitions and-giifieult-te~¢
drossing changes.

Breathable—lets oxygen m and molsture vapor out
The breathability of T s aliows molstiie vapor and gas exchange, wiich is-esgential

fo maintain normal 8k LeidZia odai kvépuoti

vear Tegaderm” dressigs for extended pe viods of time, with minimal rsk of skin

sration, and without excessive proliforation of skin tora,

Waterprom‘ sten!e barrier—impervious to liquids, bacteria and viruses®
Togaderm™ acls as 2 barrler 1o protact the LV site-orwound from exienal contarinants such
* plood and bady fiulds

ag hactana, virt

Becauss Tegadenm™ dressings arg waternraol, palients tay bathe, shower o sy, Hihe dressing Iy
complstely sealed around the catneter or wound. Nepralaidus vandeniui

Tepaderm” dressing is sterile and remains o 8s long as the outer packnge & intact, Do not resterilize
by gamnia, steam, or E-bear, Sterilus

i wlfo testing shows that the transparent film of 3M™ “Tagaderm™ brand dressings provide-a viral barrier for
a5 27 nmin diameter o larger while the dressing remains intact without leakage.
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Declaration of Conformity

As Legal Manufacturer
We, 3M Company, 3M Health Care,
3M Center, 2510 Conway Ave, Bldg. 275-5W-06
Saint Paul, MN 35144 USA

hereby declare under our sole responsibility
that the CE marked products to which this declaration relates,

3M™ Tegaderm™ CHG Dressing, Chlorhexidine Gluconate LV, Securement Dressing,
Product Numbers:
1657R, 1658R, 1659R, 1660R, 1877R, I879R

are classified,
per Rule 13 of Annex X of the Medical Device Directive 93/42/EEC, as amended per 2007/47/EC
as a Class 111 device
and

are in accordance with Annex 1 of Directive 93/42/EEC, as amended per 2007/47/EC,
on the approximation of the laws of the European Member States concerning medical devices.

In addition, we declare that the above mentioned device fulfils the applicable provisions of the Directive 93/42/EEC,
as amended per 2007/47/EC.
and

are in conformity with the type described in the EC Design-Examination Certificate reference number: CE 325600
and the full quality assurance certificate CE 02242
delivered by British Standards Institute (BS}), Notified Body Number 2797

EU Representative Address
3M Deutschland GmbH
Health Care Business
Carl-Schurz-Str, |
41453 Neuss, Germany

- Date: 1lu NA L jandas F019

Signature: _

3M Health Care
Division Regulatory Affairs Manager
Medical Solutions Division

Page 1 of I Pages

REG-DOC-05-226744, 3M Tegaderm CHG Dressing. Chlorhexidine Gluconate L. V. Securement Dressing, Version
9,
Status: Release, Release Date: 12/10/2019 03:42:37 PM CST

THIS DOCUMENT WAS PRINTED ON 16-Dec-2019 7:23 AM



3M News

3M Tegaderm CHG I.V. Securement Dressing Receives FDA 510(k) Clearance
for Expanded Indication to Reduce Catheter-Related Bloodstream Infection

ST. PAUL, MINN. June 6, 2017 - Catheter-related bloodstream infections (CRBSI) are life-
threatening for patients and costly for the medical professionals and facilities caring for them. 3M is
pleased to announce that the U.S. Food and Drug Administration (FDA) has recognized the efficacy of
3M™ Tegaderm™ CHG Chlorhexidine Gluconate I.V. Securement Dressing in reducing CRBSI,
expanding the product’s 510(k) indication to include CRBSI reduction.

The expanded indication is supported by a randomized, multi-arm, controlled clinical trial of 1,879
subjects that found Tegaderm CHG I.V. Securement Dressing reduced CRBSI by 60 percent in patients

with central and arterial lines (p=0.020)."

“While we are making great strides in reducing CRBSI nationwide, these preventable infections are still
responsible for significant morbidity, mortality and excess costs,” stated Pat Parks, MD, PhD, medical
director for 3M Critical and Chronic Care Solutions Division. “Successful CRBSI prevention practices
rely on dedicated clinicians using proven technology, such as Tegaderm CHG I.V. Securement Dressing,

in alignment with current best practice standards.”

Tegaderm CHG I.V. Securement Dressing is the only transparent dressing indicated and proven to
reduce CRBSI and vascular catheter colonization that aligns with evidence-based guidelines and
practice standards. The dressing provides four essential elements to cover and protect patients’

catheter sites and secure devices to skin.

e Infection Reduction: Clinically proven to reduce CRBSI by 60 percent in patients with central

and arterial lines. The dressing features an integrated gel pad containing 2 percent w/w CHG, a

I Timsit JF et al. Randomized controlled trial of chlorhexidine dressing and highly adhesive dressing for preventing
catheter-related infections in critically ill adults. Am ) Crit Care Med. 2012;186(12): 1272-1278
http://www.atsjournals.org/doi/pdf/10.1164/rccm.201206-10380C.



http://www.atsjournals.org/doi/pdf/10.1164/rccm.201206-1038OC

well-known antiseptic agent with broad spectrum antimicrobial and antifungal activity that
maintains antimicrobial activity for 10 days.  Antimikrobinis poveikis i$lieka 10 pary

e Site Visibility: Transparent film and gel pad allow for continual site observation, enabling early
identification of complications at the insertion site.

o Consistent Application: Integrated CHG gel pad and dressing design ensure standardized,
correct application.

e Catheter Securement: Designed to minimize catheter movement and dislodgement.

“Providing effective, proven technology such as Tegaderm CHG I.V. Securement Dressing is just one of
the ways that 3M partners with clinicians to help them achieve their infection prevention goals,” said
Parks. “We also provide clinical expertise and tools to support training and compliance, and engaging

educational resources to help facilities implement the latest evidence-based guidelines and standards.”

For more information about coordinating a Tegaderm CHG Dressing product trial, please visit

3M.com/TegadermCHG.

H##

3M and Tegaderm are trademarks of 3M Company.

About 3M

At 3M, we apply science in collaborative ways to improve lives daily. With $30 billion in sales, our 90,000
employees connect with customers all around the world. Learn more about 3M’s creative solutions to the world’s
problems at www.3M.com or on Twitter @3M or @3MNewsroom.

Contacts:

Jackie Vos, Inprela Communications
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Tegaderm” CHG

@® Chiorhexidine Gluconate |.V. Securement Dressing

(Gel pad contains 2% w/w CHG)

@ Pansementau gluconate de chlorhexidine pour le maintien des

cathéters intravasculaires

@ Chlorhexidin-Gluconat LV.-Fixierverband

@ Medicazione di fissaggio L.V. con Clorexidina Gluconata

@ Apdsito con gluconato de clorhexidina para fijacion de catéteres
@ Chloorhexidinegluconaat |.V. verband

@D |V.-firband med Klorhexidinglukonat

®® Forbinding med Klorhexidin Glukonat til fastgarelse af 1.V. katetre

lukonat 1V. -beskyttelsesbandasie
lukonaatti 1.V. -suojasidos

@D Penso L.V. com Gluconato de Clorohexidina
@D [loBs3Ka anA (hUKCALWM BHYTPUBEHHBIX KATETEPOB C

XNOpreKCUANHA rNIOKOHATOM

@ XrnopreKcyauMH rMoKoHaTbIH Tl eretiH kaTereppi GexiTyre

apHanFaH Xancbipma

@ FHE—L™CHG KLY
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Made in USA. with
globally sourced materials by

wl 3M Health Care

2510 Conway Ave,

St. Paul, MN 55144 USA.

(US.A) 1-800-228-3957
3M.com/Tegaderm

3M and Tegaderm are trademarks of 3M.
Used under license in Canada.
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Pe rh_&tofna plé\(elé per puse kombinuota su neaustinio pluosto pleistru
arscio centre integruota antimokrobinio poveikio gelio pagalvélé.

,_e-!l_o-ffzé)'_égql'\/élé: ir tvarstis permatomi, todeél leidzia stebéti dario vietg.

i —— e —

omplekte yra 1 popierinio pleistro juostele
' jvairiems duomenims uzraSy

TvarsCio komplekte yra 2 sterilios
neaustinio pluosto juosteles
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TvarscCiai supakuoti steriliuose dalinai permatomuose jpakavimuose,
kurie leidzia vizualiai, neatidarius jpakavimo, jvertinti tvarsCio dydzio tinkamuma.
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