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Instruction for Use
s MIMTegaderm®® CHG Chlorhexidine Gluconate 1.V. Securement Dressing

1 3M™ Tegaderm™” CHG Chlorhexidine Gluconate 1.V, Securement Dressing in the following
sizes 7cm X85cm, 85cm x 11,5¢cm, 10cm x 12cm, 10cm x 155 cm, 12 cm x 12 cm.

2. 3M™ TeeadermT™* CHG Chlorhexidine Gluconate 1.V. Securement Dressing with PICC/CVC
Securement Device in the following sizes 85 cm x 115cm, 10cm x 155 cm.

S >657R

(3:3] 1658R
ng 1659R
In 1660R A

us 1877R-2100

L 1879R-2100
Description;
3M Tegaderm™ CHG Chlorhexidine Gluconate 1.V. Securement Dressing is used to cover and protect
catheter sites and to secure devices to skin. It is available in a variety of shapes and sizes.

3M TegadermCHG dressing consists of a transparent adhesive dressing and an integrated gel pad
containing 2% w/w chlorhexidine gluconate (CHG), a well - known antiseptic agent with broad
spectrum antimicrobial and antifungal activity. 3'he gel pad absorbs fluid. The transparent film provides
an effective barrier against external contamination including fluids (waterproof), bacteria, viruses* and
yeast, and protects the 1.V. site.

In vitro testing (time kill and zone of inhibition) demonstrates that the Tegaderm CHG gel pad in the
dressing has an antimicrobial effect against a variety of gram-positive and gram-negative bacteria,
and yeast.

3M TegadermCHG dressing is transparent, allowing continual site observation, and is breathable,
allowing good moisture vapor exchange.

*In vitro testing shows that the transparent film of Tegaderm”” CHG dressing provides a viral barrier
from viruses 27 nm in diameter or larger while the dressing remains intact without leakage. The barrier
to viruses is due to the physical properties of the dressing rather than ancillary properties of CHG

3MIM picc/CVC Securement Device + Tegaderm™ 1 V. Advanced Securement Dressing
(“Securement System”) is used to secure Peripherally Inserted Central Venous Catheters (PICCs) and
short term Central VVenous Catheters (CVCs) to the skin and cover and protect catheter insertion sites.

The Securement System consists of a device and a dressing. The molded plastic device is integrated
onto a breathable base with a gentle silicone adhesive. The soft cloth bordered transparent film dressing
is made of a thin film backing with a non-latex adhesive. A large, notched, film-covered soft cloth tape
strip is included in the system.

The Tegaderm™M i. v. Advanced dressing is breathable, allowing good moisture vapor exchange and
has a transparent window, allowing continuous site observation. The transparent film provides an
effective barrier against external contamination including fluids (waterproof), bacteria, viruses* and
protects the V. site.
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*In vitro testing shows that the transparent film of the Tegaderm CHG dressing provides a viral barrier
from viruses 27 nm in diameter or larger while the dressing remains intact without leakage.

Indications:

3M TegadermTM CHG Chlorhexidine Gluconate 1.V. Securement Dressing can be used to cover and
protect catheter sites and to secure devices to skin. Common applications include central venous and
arterial catheters, other intravascular catheters and percutaneous devices. TegadermTM CHG Dressing
is intended to reduce skin colonization and catheter colonization and to suppress regrowth of
microorganisms commonly related to bloodstream infections. Tegaderm CHG is intended to reduce
catheter-related bloodstream infections (CRBSI) in patients with central venous or arterial catheters.

3MTM PICC/CVC Securement Device + Tegaderm™M i. v. Advanced Securement Dressing
(“Securement System”) is used to secure Peripherally Inserted Central VVenous Catheters (PICCs) and
Short Term Central Venous Catheters (CVCs) to the skin and to cover and protect catheter insertion
sites. The device will accommodate the majority of single, double and triple lumen CVC catheters up
to and including 12 French.

Warnings: CHG Chlorhexidine Gluconate 1.V. Securement Dressing

+ DONOT USE TEGADERM CHG DRESSINGS ON PREMATURE INFANTS OR INFANTS
YOUNGER THAN 2 MONTHS OF AGE. USE OF THIS PRODUCT ON PREMATURE
INFANTS MAY RESULT IN HYPERSENSITIVITY REACTIONS OR NECROSIS OF THE
SKIN.

* THE SAFETY AND EFFECTIVENESS OF TEGADERM™ CHG DRESSINGS HAS NOT
BEEN EVALUATED IN CHILDREN UNDER 18 YEARS OF AGE. FOR EXTERNAL USE
ONLY. DO NOT ALLOW THIS PRODUCT TO CONTACT EARS, EYES, MOUTH OR
MUCOUS MEMBRANES.

+ DONOT USE THIS PRODUCT ON PATIENTS WITH KNOWN HYPERSENSITIVITY TO
CHLORHEXIDINE GLUCONATE.

* THE USE OF CHLORHEXIDINE GLUCONATE CONTAINING PRODUCTS HAS BEEN
REPORTED TO CAUSE IRRITATIONS, SENSITIZATION, AND GENERALIZED
ALLERGIC REACTIONS. IF ALLERGIC REACTIONS OCCUR, DISCONTINUE USE
IMMEDIATELY, AND IF SEVERE, CONTACT A PHYSICIAN.

Hypersensitivity reactions associated with topical use of chlorhexidine gluconate have been reported
in several countries. The most serious reactions (including anaphylaxis) have occurred in patients
treated with lubricants containing chlorhexidine gluconate, which were used during urinary tract
procedures. Caution should be used when using chlorhexidine gluconate containing preparations, and
the patient should be observed for the possibility of hypersensitivity reactions.

Warnings: CHG Chlorhexidine Gluconate 1V. Securement Dressing with PICC/CVC
Securement Device

DO NOT USE 3M™ PICC/CVC SECUREMENT DEVICE + TEGADERM™ | V.
ADVANCED SECUREMENT DRESSING (“SECUREMENT SYSTEM”) WHERE LOSS
OF ADHESION COULD OCCUR, SUCH AS WITH A CONFUSED PATIENT,
DIAPHORETIC OR NON-ADHERENT SKIN, OR WHEN THE ACCESS DEVICE IS NOT
MONITORED DAILY.

FAILURE TO FOLLOW THE MANUFACTURER’S INSTRUCTIONS FOR USE MAY
RESULT IN COMPLICATIONS INCLUDING INADEQUATE SECUREMENT AND SKIN
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IRRITATION.

THIS IS A SINGLE USE SECIJREMENT SYSTEM. REUSE AND/OR REPACKAGING
MAY CREATE A RISK OF PATIENT OR USER INFECTION, COMPROMISE THE
STRUCTURAL INTEGRITY AND/OR ESSENTIAL MATERIAL AND DESIGN
CHARACTERISTICS OF THE SECIJREMENT SYSTEM, WHICH MAY LEAD TO
DEVICE FAILURE.

Precautions:
3M Tegaderm CHG dressing should not be placed over infected wounds. It is not intended to
be used as a treatment of percutaneous device-related infections.
In the case of clinical wound infection, systemic antibacterials should be used if indicated. Any
active bleeding at the insertion site should be stabilized before applying the dressing.

Do not stretch the dressing during application. Mechanical skin trauma may result if the
dressing is applied with tension.

The skin should be clean, dry and free of detergent residue. Allow all preps and protectants to
dry completely before applying the dressing to prevent skin irritation and to ensure good
adhesion.

Do not reuse. Reuse may result in compromising product integrity and lead to device failure.

The 3M™ PICC/CVC Securement Device + TegadermT” 1. V. Advanced Securement
Dressing (*Securement System™) may be used on an infected site, only when under the care of
a health care professional.

Observe universal blood and body fluid precautions and infection control procedures, during
application and removal of the Securement System.

Any active bleeding at the insertion site should be stabilized before applying the Securement
System.

The skin should be dry and free of detergent residue to prevent skin irritation and to ensure
good adhesion. Allow all preps and protectants to dry completely before applying the
Securement System to prevent skin irritation and to ensure good adhesion.

Do not use on patients with known tape or adhesive allergies.

Avoid Securement System contact with alcohol or acetone; both can weaken bonding of
components and pad adherence.

Minimize catheter manipulation during application and removal of the Securement System.
Orient the device so arrows point toward the catheter insertion site.

Securement System adherence and catheter position should be routinely inspected.
Securement System should be replaced at least every 7 days.

Do not stretch the Tegaderm™ 1 V. Advanced dressing during application. Mechanical skin
trauma may result if the dressing is applied with tension.

Antimicrobial ointments containing polyethylene glycols may compromise the strength of the
fegadermT” | y. Advanced dressing.

* Do not re-sterilize

Clinical Trial Results for Tegaderm CHG Chlorhexidine Gluconate 1.V. Securement Dressing:

A randomized, controlled clinical trial consisting of 1879 subjects with 4163 central venous
and arterial catheter insertion sites was conducted at 11 hospitals (1). Results showed that the
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use of Tegaderm™”~ CHG resulted in a statistically significant 60% reduction in the incidence
of catheter - related bloodstream infections (P=0.02). Study results also demonstrate a
statistically significant reduction in skin colonization (P<0.001) and catheter colonization
(P<0.0001) in the chlorhexidine vs. non chlorhexidine group.

Non-chlorhexidine vs. chlorhexidine dressings
(941 patients/2055 catheters vs.

Variable 938 patients/2108 catheters)
Catheter-related bloodstream infection

Incidence densities 13vs. 05

(n per 1000 catheter-days)

Hazard ratio 0.402 f0.186 to 0.868], P=0.02
Catheter colonization

Incidence densities 109 vs. 4.3

(n per 1000 catheter-days)

Hazard ratio 0.412 [0.306 to 0.556], P<0.0001

(1) Timsit JF et al Randomized Controlled I'rial of Chlorhexidine Dressing and Highly Adhesive
Dressing for Preventing Catheter-Related Infections in Critically 1l Adults Am. J. Respir. Crit. Care
Med. 2012; 186:1272-1278

Instructions for Use: Tegaderin CHG Chlorhexidine Gluconate 1.V. Securement Dressing:

Failure to follow the manufacturer's instructions for use may result in complications including skin

irritation and/or maceration.

Dressing Selection: Choose a dressing large enough to provide at least one inch margin of adherence

on dry, healthy skin around the catheter site.

Site Preparation: Prepare the site according to institution protocol. Clipping of hair at the site may

improve dressing adhesion. Shaving is not recommended. The skin should be clean, dry and free of

detergent residue. Allow all preps and protectants to dry completely before applying the dressing to

prevent skin irritation and to ensure good adhesion.

Any active bleeding at the insertion site should be stabilized before applying the dre.ssing.

Application:

I.Open package and remove sterile dressing.

2. Peel liner from dressing, exposing adhesive surface.

3. Avoid stretching the dressing during application to reduce the risk of mechanical skin trauma.

4. Center the gel pad over the catheter insertion site. Apply firm pressure to entire dressing starting in
the center to the outer frame edges to enhance adhesion.

5.Slowly remove frame while smoothing down transparent film dressing edges.

6.Smooth the transparent film dressing from the center towards the dressing edges, using firm pressure
to enhance adhesion.

7. After dressing has been applied, apply the sterile tape strip(s) to further secure 1.V. tubing or to
stabilize catheter. Refer to figures on packaging.

8. Document dressing change information on label according to facility protocol. Remove label from
frame and place on dressing.
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Refer to Figure 1 for device application instructions.

Device Application;

1

2.

o o

Before placing device on the skin, orient the device with arrows pointing toward the insertion
site as shown in Figure la.

Place single, double or triple lumen CVC catheter into device as shown in Figure Ib and
weave lumen(s) under the single plastic arm.

Remove liner of attached tape strip and secure lumen(s) to the device base as shown in

Figure Ic.

Position device on skin at the desired location. Pull and remove liner from one side of base to
expose adhesive while holding the device in place. Pull and remove liner from the other side
of base.

Apply pressure to the device base to establish good adhesion to the skin®

Apply Tegaderm™ |. V. Advanced dressing following the instructions below.

Foure i
Hoiuel* Figure 1b Figure 1c

Tegaderm™ |. V. Advanced Securement Dressing Application:

1 Peel the liner from the dressing, exposing the adhesive surface.

2. Place the dressing so the transparent film covers the insertion site and the border of the
dressing covers the single plastic arm on the device. Figure 2
Do not stretch dressing during application. Mechanical skin trauma may result if the

dressing is applied with tension.
3. Apply firm pressure on dressing including edges to enhance adhesion to the skin.
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4. Slowly remove the frame while smoothing down the dressing edges.
5. Smooth the dressing from the center towards the edges, using firm pressure to enhance

adhesion.

Tape Strip Application

1. Remove liner from sterile tape strip.

Grasp non-adhesive tab of tape strip, and bend slightly with thumb. Figure 3

3. Lift catheter lumen(s) and apply the notch end of tape strip under catheter lumen(s) and

over the dressing edge. Push tape strip notch forward, abutting up against catheter

lumen(s). Figure 4

Apply pressure on tape strip to enhance adhesion.

Slowly remove the frame from the tape strip while smoothing down the edges.

6. On the label, document dressing change information according to facility protocol. Place
the label on top of dressing over the catheter lumens. Figure 5

o

o~

Site Care:

The site should be observed daily for signs of infection or other complications. If infection
is suspected, remove the Tegaderm™w |. v. Advanced dressing, inspect the site directly,
and determine appropriate medical intervention. Infection may be signaled by fever, pain,
redness, swelling, or unusual odor or discharge.

2. Inspect the Securement System daily and change the system as necessary, in accordance
with facility protocol. Securement System changes should occur at least every 7 days and
may be needed more frequently with highly exudative sites or if integrity of the dressing is
compromised.
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AMNOCTUNb
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1 CrtpaHa: CoeguHeHHble LLITaTbl AMEpUKU
HacTtosawmin opuumanbHblil JOKYMEHT: JOKYMEHT KOMMNaHun «3M»
2. nognucaH AnuncoH Jin Yanna
3. [geicTByOLIMM(-eil) B Ka4ecTBe HoTapuyca Litata MunHHecoTa

4. CKper/eH neyarbio/wTamnom SnmcoH Jln Yanna, Hotapuyca wrata MuHHecoTa

YAOCTOBEPEHO
5. BT. CeHT-MNon, Wwt. MuHHecota 6. [Jara: 8 ceHTA6pA 2017 T.
7. cekpeTtapem wrtata MuHHecota 8. 3a HoMepom 9640422-6
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(Meuartnb) (Moanwucy)
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wrata MuHHecoTa CekpeTapb LUTaTa
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koxe nepudpepryeckn BBOAUMBIX LEHTPasIbHbIX BeHO3HbIX kaTeTepoB (PICC) U UeHTpasibHbIX BEHO3HbIX
kateTepoB (CVC) v ANa NOKPbITAS W 3aliUTbl MECT BBEAEHUs kKaTeTepoB. M3fgenve MoXeT NpUMEHSITCS ¢
6O/bLIMHCTBOM LEHTPa/IbHbIX BEHO3HbIX KaTeTepoB C OAMHOYHbLIM, [ABOHLIM WU TPOWHLIM MPOCBETOM
pasmepoM A0 12 eanHuL, ®peHy (BKMIOUMTESIbHO).

MpeaynpexaeHus.

HE WCMNOJIb3YUTE MOBA3KU TEGADERM CHG HA HEJLOHOWEHHbLIX AETAX WU [AETAX
M/IAOWE 2 MECAUEB. MPUMEHEHWE OAHHOIO MPOAYKTA HA HEAOHOLWEHHbIX AETAX
MOXET MPVBECTU K MPOABAEHWIO PEAKUM/ TUNEPYYBCTBUTE/NBHOCTU WU HEKPO3Y
KOXW.

BE3OMACHOCTb W 3®®EKTVMBHOCTb MOBA3OK TEGADERM™ CHG HE MPOBEPANUCH HA
OETAX B BO3PACTE AO 18 /IET. TO/NIbKO 4719 HAPY)XHOIO MPVMEHEHWA. HE OOMNYCKAUTE
MONALAHVA JAHHOTO MPOLYKTA B YLUW, TIA3A, POT W HA CIN3UCTBIE OBOIOYKN. 3
HE  WCMNONb3YWTE  3TOT  NPOAYKT HA  MAUMEHTAX C  YCTAHOBJ/IEHHOW
TMNEPYYBCTBUTE/IbHOCTbLIO K XNNOPTEKCUANHA T/TIOKOHATY.

N3BECTHbI CAYYAW PA3OPAXEHNA, CEHCUBUNUNSAUNN W TEHEPATIM3OBAHHbIX
ANNEPTMYECKMX PEAKUWWA TMPU  WCMONb3OBAHUN MPOAYKTOB, COMEPXALLX
XNOPTEKCUANHA TIKOKOHAT. MPU BO3HUKHOBEHUWN ANNEPTUYECKNX PEAKLIA
HEMEA/IEHHO NMPEKPATUTE WCIOJIb3BOBAHVE MPOAYKTA. B CEPbE3HbIX CNYYAAX
OBPATUTECH K BPAYY. B HeCKONbKMX CTpaHax W3BECTHbl C/lydan  peakuui
TMNepyyBCTBUTENILHOCTM  MPU  JIOK&UJTbHOM  UCMOJb30BaHWM  XJIOPrekcuguHa  roKoHara.
Hanbonee cepbesHble peakuymn (BkIYas aHaduiakcui) Habnwgaimcb y nauveHToB npu
NPUMEHEHUN NOOPUKAHTOB, COAepXalumx X0prekcuanHa r/KoHaT, BO BpeMs npoueayp Ha
MOYeBbIBOAALWMX nyTax. Cobnwogainte Mepbl  NPefoCTOPOXHOCTU  MPU  UCNO/Ib30BaHUU
npenapaToB, COAepXallyx XMOprekcuanHa roKoHaT, a Takke HabnogalTe 3a nauyeHtamu
[ONS BbISIBNIEHNS BO3MOXHOIO PasBUTUA peakuuin runepyyBCTBUTENIbHOCTU.

Mepbl NPesoCTOPOXHOCTY;

He HaknagbiBaiiTe noBsisky 3M Tegaderm CHG Ha uHduuupoBaHHble paHbl. OHa He npegHasHaveHa Ans
NleveHns MHQEKLUNA, CBA3AHHbIX C NPUMEHEHNEM YPECKOXHbIX YCTPOCTB.

B cnyyae KJIMHWYECKON paHeBOW WHEeKUMM ncnonb3yinTe obuwme aHTubakTepuasibHble CPeacTBa, €cnv
TaKoBble MoKa3aHbl.

OcTaHoBUTE NM060E aKTMBHOE KPOBOTEUYEHME B MECTE BBEAEHUS, MpeXAe YeM HaklajbiBaTb MOBA3KY.

He pacTsirmBaliTe noBsi3ky BO BPEMSI Ha/IOKEHUSI. HanoxeHne MOBSA3KM C HATSHKEHMEM MOXET MpPUBECTU K
MEeXaHNUYECKOMY MOBPEXAEHUHD KOXU.

Koxa fgo/mkHa 6bITb YMCTOM, CYXOil U He cofepXaTb OCTATKOB MOWLMX CPEACTB U aHTUCENTUKOB. Mpexae
yeM HaknafblBaTb MNOBA3KY, AOXAMTECb MOJSIHOTO BbIChbIXaHUA BCEX MOATOTOBUTE/IbHbIX W 3alUTHbIX
CpeacTB BO U3bexaHue pasfpaxeHus KOXu u ans obecnevyeHuns Xopowero cuenseHus. He ncnonesyite
NOBTOPHO. [1OBTOPHOE WCMOMb30BaHWE MOXET HapyLluTb UenoCTHOCTL npoaykta W npuMBecTh K
HapyLUeHWo ero yHKUNIA.

He ucnonbayiiTe n3genue npu nevyeHnn NauueHTOB C a/i/iepriein Ha naacTbipyu UM aaresuBsbl.

M36eraiiTe koHTakTa 6ECLIOBHOr0 doukcaTopa A/ KaTeTepoB CO CMMPTOM WM aleTOHOM: toboe 13 3TUx
BELLECTB MOXET YXYyALWNTb (PrKcaLnio KOMNOHEHTOB U cuenfieHne n3genus Ans gukcaumm.

Ceeante K MUHMMYMY MaHUMynsuum C KateTepoM BO BPEMSI HA/IOKEHUS U CHATUS 6GecLlOBHOro
dhvkcaTopa onsi kaTeTepos.

OpueHTUpyiiTe n3genue TakuMm 06pasoM, YTOObI CTpesika ykasbiBasia Ha 06/1acTb BXo4a KateTepa B KOXYy.

MpukpenneHue 6eclOBHOrO chmkcartopa A1 kateTepoB K 06n1acTh BXoAa kateTepa B KOXY HEo6X0A4MMO
NpoBEepsiTb eXEeAHEBHO, a Tak XXe HeobX0ANMO MEHSITb He pexe, YeM pa3 B 7 AHel.

Pe3ynbTatbl KAWHWYECKUX WUccnefoBaHU. PaHAOMW3MPOBAHHOE KOHTPOMMPYEMOE KIMHMYeckoe
nccnegosaHne nposogunocb B 11 6onbHMUax Ha 1879 nauymeHTax ¢ 4163 mecTamy BBeAeHMs
LEeHTpasibHbIX BEHO3HbIX U apTepuanbHbiX kaTeTepoB (1). Pe3ynbTaTbl Mnokasaau, 4YTO MpUMEHeHue
noeaskm Tegaderm™ CHG npuBeno K CTaTUCTMYECKM 3HA4YMMOMY CHWXKeHuto (Ha 60 %) cnyvaes
BO3HUKHOBEHMSA MHEKLMIA KPOBOTOKA, CBSA3@HHbLIX C MpumeHeHwem kateteposB (P = 0,02). Pe3ynbTarthbl
nccrnefoBaHuii Takke nokasasim CTaTUCTUYECKM 3HAYMMOE CHVDKEHWEe CTeneHu KonoHu3aumm koxu (P <
0,001) n katetepoB (P < 0,0001) B rpynnax, rae NpUMEHSANCA X/IOPrekCugmH, No CPaBHEHUIO C rpynnamu,
roe OH He NMPUMEHSANCS.

MoBA3kn 6e3  XxJioprekcuguMHa B  CpaBHEHUM C
NOBA3KaMM C XJ/IOPrekKCuanHom
lMepemeHHas (941 naumeHT, 2055 KkaTeTepoB B CpaBHEHUN C
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938 nayumeHTamu, 2108 kateTepamn)

MHd)eKLI.I/IFI KPOBOTOKa, CBA3aHHasA C NpMMEeHEeHNeM BHYTPUCOCYAUCTbIX KaTeTepoB

KoathdpmumeHT yacToThbl 3aboneBaHuii (M Ha 1,3 B cpaBHeHumn ¢ 0,5
1000 kaTeTepogHei)

OTHOCUTESbHBIN PUCK 0,402 [0,186-0,868], P =0,02
KonoHuzauns KateTepoB

KoadhpuumeHT uacToTel 3abonesaHuii (M Ha 10,9 B cpaBHeHuUM ¢ 4,3
1000 kaTeTepogHei)

OTHOCUTESbHBIN PUCK 0,412 [0,306-0,556], P < 0,0001

(1) Timsit JF et al Randomized Controlled Trial of Chlorhexidine Dressing and Highly Adhesive Dressing
for Preventing Catheter- Related Infections in Critically Il Adults Am. J. Respir. Crit. Care Med. 2012;
186:1272-1278

WHCTPYKUUN NO NPUMEHEHNIO.

MoBsi3ka ANsi PUKcauum BHYTPUBEHHbIX KaTeTEPOB C X/loprekcuamnHa rakoHatom Tegaderm CHG
Heco6ntoaeHre MHCTPYKUNA NMPON3BOAUTENISI MOXET MPUBECTU K pasapaxeHuo u/mnm mauepauuu
KOXMW.

BbIGoOp NoBs3kW. Bbi6upaiiTe NoBA3Ky TAKOro pasmepa, Mpu KOTOPOM eé€ LMPUHbLI ByAeT A0CTAaTouYHO Afis
CLENIEHMsI C Yy4aCTKOM CyXOli 3[40pOBOW KOXM MecTa BBEAEHWA YCTPOWCTBAa BHYTPUBEHHOIO [OCTyna
LUMPWHOI He MeHee [ABYX C NOJIOBUHOWN CaHTUMETPOB.

MoaroToBka MecTa HasloXeHusl. [MoAroToBbTE MECTO HA/IOKEHUSI COTMlacHO MPOTOKOMY YupexmaeHus.
ATpaBMaTunyeckoe yfasneHue BOMOC B MECTE Ha/loKeHVsi MOXeT Y/yyluTb CuensieHne NoBsA3ku. BpuTbe
He pekomeHgayeTcs. Koxa Jo/mkHa 6biTb YMCTOM, CyXOil M He cogepXaTb OCTAaTKOB MOILMX CPeAcTB U
aHTucenTuMKoB. [lpexae YemM HaknagbiBaTb MNOBA3KY, AOXAMTECh TMOJIHOTO  BbIChbIXaHUSI  BCEX
MOArOTOBUTE/bHBIX U 3alUTHLIX CPEACTB BO M36exaHue pasfpakeHusl Koxu W ans obecrevyeHust
XOPOLLEro CLeneHus.

OcTaHoBUTE N060€ aKTUBHOE KPOBOTEUEeHME B MeCTe BBEeHUs, NMpexae YeM HaknadbiBaTb MoBs3Ky.

Cnoco6 npuMeHeHUs.

1 OTKpoliTe ynakoBKy U AOCTaHbTE CTEPUSIbHYIO MOBA3KY.

2. CHAMUTE NMOAJ/I0XKY C MOBA3KM, 0CBOGOAMB aAre3vBHbI CMON.

3. Hanoxute renesyl0 nofyweyky Ha MeCTO BBeAeHMS KaTeTepa W pasrnagbte kpas nossAskn. He
pacTaruBainTe NoBs3KY BO BPEMSI HAMOXEHWS!, YTOObI CHU3UTbL PUCK MEXAHUYECKOTrO JIOBPEXAEHUS KOXW.

4. MeANEeHHO CHUMUTE pamMKy, NpUrnaxmnsas Kpas npo3padyHol MeHKN.

5. Pa3rnagbTe MNpo3padvHylo MN/eHKy OT LeHTpa K KpasMm MOBA3KM, HajaBnuBas C yCuanem Ans sydwero
cuenneHus.

6. [locne HaoXeHUss MOBA3KA HaNoXWUTe CTepusbHble K/eilkue MNOSOoCKU: Nog KPblIbSAMU WM NOPTOM
KateTepa - A/19 3aluUTbl KOXMW; Haf KPbUIbSAMU UM NOPTOM KaTeTepa - ANS /I0BblWEHUS CTabunbHOCTY
KaTeTepa; unv Ansa nydwen dukcaumm MHUIA kaTeTepa.

7.Ha nnacTblpHOV NOMOCKUM AN MapKUMpPOBKM 3anuunte MHGOpMaLMIo O faTe Ha/loKEeHUs MNOBSA3KU
COrflacHO MpOTOKOMY yypexaeHus. CHUMUTE MapKMPOBOYHYIO JIOJIOCKY C pPaMKu W 3akpenute Ha
NnoBs3ke.

Yxopn 3a MECTOM Has/10XeHUs.

1 ExxegHeBHO ocmaTtpuBaiiTe MeCcTO Ha/lOKEeHWs, 4YTOObl y6eAWTbCs B OTCYTCTBMU MPU3HAKOB WHGEKLUN
WM  ApYyrux OC/OXHEeHW. T[pu noJo3peHnn Ha UHUUUpoBaHMe yaanuTe MoBA3KY, OCMOTpuUTE
HenocpeACTBEHHO MeCTO BBeAEHWs KaTteTepa v onpefenvte HeobxoauMmble AelicTBMA MO fedeHuto. Ha
MHCEKUMIO MOryT yKasblBaTb ap, 60/b, MNOKpacHEHME, MNpUNYXI0CTb, HEOObIYHbIA 3anax um
BblAeNeHuns.

2. MpoBepsiiTe NOBA3KY e€XeAHEeBHO W MeHslTe ee Nno Mepe HeobxoAuMOCTM B COOTBETCTBUM C
WHCTPYKUUSAMU, NPUHATBIMU B MEAULMHCKOM Y4YpexAeHuM; CMeHa MNOBSA3KM A0/IKHA NPOM3BOAUTLCA Kak
MUHUMYM Kaxable 7 AHeli B COOTBETCTBMM C nocnegHumm pekomeHgauusamm FOCT.56223.3-2015).
CmMeHa noBA3KM MOXeT ObITb 60s1ee YacToil B C/lydyae CKOM/eHUs akccyaaTta.

MoBA3Ky Ana ukcaumMm BHYTPUBEHHbIX KaTETEpPOB C X/oprekcuguHa rnwkoHatom Tegaderm CHG

Heob6X04UMO CMEHUTb B YKa3aHHbIX HWXe CryyasX.

+ Ecnu nossiska ocnabna, 3arpasHunachb, WM Hapywmuiacb ee LenoCTHOCTb.
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¢ Ecnu mecTto HanoXeHus nnoxo BUAHO WM He BUAHO COBCEM.

* Ecnn psgom c renesoii NOAYLLEYKONn 3aMeTHa XUAKOCTb.

* [MoBA3Ka NpoMoK/Ia Wan Ypes3mMepHOo B34y 1ach.

* UTo6bl NpoBEpUTb, CUMbLHO NI NOBA3KA MPONUTaHa XWAKOCTbIO, Cferka HagasBuTe nNasbLem Ha yron
reneBoli nNpoknagku. Ecnu Ha renesoil nogylweykn octasiacb BMATMHA OT Nasibua, NoBsA3KY Heo6XxoanMo
3aMEeHUTD.

MpumeuaHue: lMoBsska Tegaderm CHG He npegHasHavyeHa AN BNWUTbIBAHWMA 60/blUMX 06HEMOB KpPOBU

NN XNOKOCTH.

CHsaTwHe.

MpunaepxnBaiite KateTep BO Bpemsi CHATMA noBaskn 3M Tegaderm CHG.

1 CHMMUTE MHhOpMAaLMOHHY 6UpKY 1 hrKcupyrowue Kneikne nosiock ¢ BePXHel 4acTu MOBSA3KM.

2.Jlerko 1 MefAJ/IeHHO Ha4yHMTE CHMMaTb MOBSI3KY CO CTOPOHbI BbIXOAa KaTeTepa wuav TpyoK/M U3 MOBA3KU MO
HanpaB/fieHN0 K TOYKe BBeAeHWs kaTeTepa. Bo u3bexaHne NOBpeXAEHUs KOXW OTAensiite noBs3Ky
napanfiefnibHo NMOBEPXHOCTU KOXMW, He TAHUTE ee BBepX.

3.0TkpbIB reneBy nogyweuky CHG, BO3bMWTECH 3a €€ Yrosl M 3a MpOo3pauyHylo M/EeHKYy 60nbwuM 1
yKasaTte/lbHbIM NasibLeM.

4. icnonb3yiiTe CcTepunbHble NPOCAMPTOBaHHbIE TaMMOHbI, CangeTkn WM CTepusibHble pPacTBOpbI
(Hanpumep, CTepuNbHY BoAy WA U3NOMOTMYECKUIA pacTBOP) MeXAy resieBoi MoAyLWEeYKon 1 KOXeWn
ana  obneryeHuss CcHATUA renesol nogyweykd. [pyu  HEO6XOAMMOCTM  MOXHO  MCMO/b30BaTb
pacTBopuTeNb ANA MEAMULMHCKOro Knesl, YTo6bl CHATb Kpain MOBA3KM. ;

5. OCTOPOXHbIMW U MeZJ/IEHHbIMU ABUWXEHUAMU MOMHOCTHI CHUMUTE MOBS3KY.

MoBsi3ka AN hMKcaunun BHYTPMBEHHbLIX KaTeTepoB C X/IOprekcuanHa rrkoHaTtom Tegaderm CHG
C 6eCLIOBHbIM (PMKCATOPOM AJ1s1 KaTeTepoB

BbI60Op NOBSA3KW. V13aenme MOXeT NPUMEHATLCS C 6OMbLUIMHCTBOM LLEeHTPasibHbIX BEHO3HbIX KATETEPOB C
OOHVM, ABYMSI UM TPEMS npocBeTamu pasmepoMm Ao 12 eanHuy, ®peHy (BKIOUUTENBHO). BbibepuTte
MOBSA3KY HY)>XHOTO pasmepa - 78 Toro, YTobbl ob6ecneynTb afare3nBHbIA KOHTAKT No nepudepur NoBsA3KK ¢
UYNCTOWM, CYXOW KOXKEN LUMPMHOM MUHUMYM Ha 2.5 cMm B 06/1aCT BXOAa KaTeTepa B KOXY.

MoarotoBka o6nacTn Bxoda kKaTeTepa B KOXy. loaroToBbTe o6nacTb Bxofa KateTepa B KOXY B
COOTBETCTBUU C MPOTOKO/IOM MEAWLMHCKOrO yupexzaeHus. ATpaBmaTU4eckoe yaaneHue BOJIoC B MecTe
Ha/IOKEHUS MOXET YNyuyllnTb CUEenseHue noBs3kn. Bputbe He pekomeHayeTcs. Koxa gomkHa 6biTb
UMCTOl, CYXO M He cofepXaTb OCTATKOB MOKLLMX CPeACTB U aHTUCENTUKOB. lMpexae 4yem HaknajbiBaTb
NOBA3KY, AOXAUTECH MOJIHOTO BbICbIXaHUS BCEX MOATOTOBUTE/IbHbIX U 3alUUTHbLIX CPEACTB BO M3bexaHue
pasgpaxeHnss KoXu U Ansa  obecneyeHuss xopowero cuenneHusi. OcTaHoBUTE J1l060e aKTMBHOE
KpoBOTeYeHne B 0611aCTU BXOAa KaTeTepa B KOXY Npexae Yem HaknagbiBaTb MOBA3KY.

Cnoco6 NpuMeHeHMs.

CeegnTe K MUHUMYMY MaHUMyNsiUMM C KaTETEPOM BO BpeMsl HasioxeHusi [oBA3KM Ans domKcauum
BHYTPUBEHHbIX KaTeTepoB C X/oprekcuiauHa rmaokoHatoMm Tegaderm CHG c 6eCLUOBHbIM (PUKCATOPOM
[Ns1 KaTeTepos.

CM. MHCTPYKLUUWN MO HANTOXEHUIO Ha PUCYHKe 1.

HanoxeHune nsgenus:

1 TMepepn HaNOXEHUeM U3[eNusi Ha KOXy pasMecTuTe ero TakuM o6pas3oM, UTo6bl CTPEskU yKasblBasim Ha

o6nacTb BXoJa KaTeTepa B KOXY Tak, kak NokasaHo Ha pucyHke la.

2. YcTaHoBWTE B u3fenve LeHTpasibHblli BEHO3HbIV KaTeTep C OAHUM, ABYMS UM Tpemsi NpocBeTaMu Tak,

KakK MokasaHo Ha puUcyHKe 1b 1 3aBeguTe NPOCBEeThI Mo N/IACTUKOBLIA KPHOYOK.

3. CHMMUTEe MOAJIOXKKY C MpunaraeMoii MnacTblpHOM NeHTbl U 3aduKCcUpyiiTe NpPocBeT(bl) HA OCHOBaHUU

n3denusi Tak, kak nokasaHo Ha puUcyHke 1c.

4. Pacnonoxute usgenve B HEO6XOAMMOM MOJSIOXKEHUM Ha KoXe. MOTSAHUTE M CHUMUTE MOAMOXKY C OAHON
3 CTOPOH OCHOBaHWA A7 TOro, YTo6bl OGHAXKWCS aAresunB, yaepxuBas usgenne Ha mecte. MoTaHWUTe
Y CHUMUTE MOA/OXKY C APYroi CTOPOHbI OCHOBaHWS.

5. MpurnagbTe OCHOBaHWE U3AE/NSI K KOXe A1S TOro, YTo6bl 06eCneunTb XOpOoLUee CLENIeHNE C KOXEN.

6. Hanoxute no3esiky Tegaderm CHG cornacHo npeAcTaBMeHHbIM HIKE UHCTPYKLUSM.
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PucyHok 1

PucyHok la PucyHok 1b PucyHok 1c

Tpu npoceeTa

HanoxeHune noBsaskn Tegaderm CHG:

1 CHuMUTE NOAJOXKY C NOBA3KM Tak, YTOObI CTasl BUAEH aAre3vBHbIl CNOoiA.

2. HanoxuTte nNoBA3KYy Tak, 4TOObl nNpo3payHas nseHKa NokpbiBasia o6nacTb BXo4a kaTeTepa B KOXY, a
rpaHuLLbl NOBA3KM 3aKPbIBASIN LEeNbHbIA NAacTUKOBbIM KOpnyc 6eclloBHOro dmkcaropa.

He pacTArvsaiTe noBA3Ky BO BPeMS HaNOXeHWs. HasoxeHne NOBA3KM C HaTSXEeHMeM MOXeT MpuBecTu K
MeXaHU4YeCKO TpaBMe KOXW.

3. MnoTHO npurnagbTe NOBA3KY, B TOM YKUC/e MO Kpasim, YTOo6bl YNydllUTb ee NpuKpensieHne K Koxe.

4. MepsIeHHO CHMMUTE pamKy, OJHOBPEMEHHO MPUIaxmBas NoBA3KY MO Kpasim.

5. PasrnagbTe MOBA3KY MO Hanpas/eHUIO OT KpaeB K LEHTPY, MI0THO NpwKumas MNoBA3KY, 4YTOObI

YNYYLIUTL NPUKPENEHNE.

PucyHok 2

HanoxeHne NnacTbIpHON NIEHTHI
1 CHuMUTE NOAJ/I0XKY CO CTEPW/IbHOI NAACTLIPHOW SIEHTLI.
2. 3aXMUTE HEKIEelkniAi KOHel, NAacTblpHOW NEeHTbl W 3arHuTe ero 60nbWwum

nasbLem.
3. TMogHumuTe npoceeT(bl) KaTeTepa WU HA/IOXWUTE KOHeL, NIacTbIPHOW NEHTbI C BbIpE30M Mo npocseT(bl)

KaTeTepa Hafj Kpasmu noBsi3kW. MpoOTOSKHWTE BbIpe3 NacTbipHOW NEHTLI Brepen TakK, YToObl OH ynepcs
B npoceeT(bl)kaTteTepa.
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4. MpurnagbTe NNACTbIPHYI NEHTY, YTO6bI YYyYLLINTb aaresuto.

5. MefsieHHO CHUMUTE paMmKy C NAacTbIpHOW NIeHTbI, pasraxuBas ee no Kpasm.

6. YKaxuTe Ha 3TUKeTKe MH(OPMaLMIo O 3aMeHe MOBSI3KM B COOTBETCTBUM C MPOTOKO/IOM MeANLMHCKOro
yupexaeHusi. PasMmecTute aTUKETKY MOBEpPX MOBSI3KM HA NpocBeTax kateTepa.

YX0[, 32 MECTOM Ha/IOXKeHUs::

1 ExefHEBHO ocMaTpuBaiTe MecTO HA/IOKEHUs, YToObl Y6eauTbCsl B OTCYTCTOUM MPU3HAKOB MHMEKLMN
WK APYrMX OCMOXHeHWiA. [Mpyu NoAo3peHMM Ha WMHMUMpOoBaHWe yaanute noBasky Tegaderm CHG,
OCMOTpUTE HEnocpeACcTBEHHO MECTO BBEEHUs kateTepa U onpefesmTte HeobxoAuMble AeicTBUS MO
nevyeHno. Ha MHGEeKUMo MOTyT ykasbiBaTb Xap, 60/b, MOKpacHeHMe, NMpUNyxaocTb, HEOObIYHbIA 3amnax
UNW BblAeNeHus.

2. MNpoBepsiiiTe NOBSI3KY €XeAHEBHO U MeHsAlTe ee No Mepe Heob6XoAMMOCTM B COOTBETCTBUM C
MPOTOKO/IOM MEeAMLMHCKOro yupexzeHusi. 3ameHa MOBSI3KM A0/HKHA NPOU3BOAUTLCA KaK MUHUMYM
Kaxable 7 AHel, a npu Heo6xoAMMocTM 60fiee 4acTo - Hanpumep, NpU  CKOMJEHUM IKccydaTa B
o6nacT BXoAa Katetepa B KOXY UM HapylweHun dpykcauum Unnm LesoCTHOCTU NOBS3KMU.
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CHATue CucteMbl gnsa pumkcauum

CBeante K MUHUMYMY MaHUNynsiuvMM C KaTeTepoM BO BpPeMs CHATUS TMOBS3KM Ans dumkcauuu
BHYTPVMBEHHbIX KaTeTepoB C XJ/loprekcuguHa rnawokoHatoMm Tegaderm CHG c 6eCLIOBHbIM
doukcaTopom Ans kateTepoB («CucTemMa Ans uKcaLum»)

1 CHUMUTE VHOPMALMOHHYI0 3TUKETKY C BEpPXHel 4acTtu

NOBSA3KN.

2. CHUMUTE MIaCTbIpPHYK JIEHTY, akKypaTHO TMOTSHYB 3a

KOHLbI C Bbipe3amu Mo HanpaB/ieHM0 OT MecTa BBOAA.

3. NMogHumnte npocsBeT(bl) KaTeTepa OAHOW pykoh w
pasmecTute ykasaTe/lbHbli naney B nepyaTke Ha
OCHOBaHWM u3genus. JlerkuM u Mef/IeHHbIM [BWXEHUEM
Ha4yHMTE CHMMAaTb MOBSA3KY MO HanpaBfeHWO K 06nactu
BXOAA KaTteTepa B KOXy.

4. Korpa cTaHeT BugHa BTy/ka kaTeTepa, nepemecTuTe
nasnew B nepyatke W 3admkcupyiite UM BTY/IKY KaTeTepa,
nocse 4yero NpPoAo/KalTe CHMMATb MOBA3KY A0 Tex nop,
noka He yBuaute wusgenve uenmkom. OcTaBbTe 4YacTb
NOBA3KU Hafd 06N1acTblo BXOAA KaTeTepa B KOXY.

Bo wusbexaHne TpaBMWPOBAHMA KOXM, 3aBopauyuBante
MOBA3KY nNapasfiefibHO KOXe, a He OoTpbiBaiite ee Mo
HanpaB/IEHNO BBEPX OT KOXU.

. CHUMUTE NNacTbIpHYO NIEHTY C NpocBeTa(oB) kaTeTepa.

6. Wcnonb3yiite naney B nepyaTke AN cTabunmusauum
BTY/IKM KaTeTepa M akKypaTHO BblHbTE NpocBeT(bl) kKaTeTepa
13-Moj N1acTUKOBOro Kopnyca 6ecLloBHOro giMkcaropa.

7. 3adukcupynte KaTeTep O[HOI PyKO, a BTOPOW PYKOW
CHUMUTE U3Jesive C KOXW naumeHTa.

CT1abunmnsnpyiite KkateTep O4HOW PYyKOW W akKypaTHO CHUMUTE

OCTaTOK MOBA3KM Hag 0611acTbl0 BXofa kaTeTepa B KOXY

NerkMM 1 MefJ/IEHHbIM ABWKEHNEM.

[

CpOK rogHOCTV U UHPOPMALINSA O XPaHEHUN:

LN OOCTUXKEHUs NydlnX pesynbTaToB XpaHuTe B MPOX/JafHOM, CyxoMm mecte. CpPoK rofHOCTV MOBSA3KM
ONsi oUKcauMn BHYTPUBEHHbIX KaTeTEPOB C X/oprekcuamHa riakoHatom Tegaderm CHG cocTaBnsieT Asa
(2) ropa. CTepunbHOCTL MOBSI3KM rapaHTUpPyeTcs MpU YC/I0BWMM, UTO WHAMBMAYasbHAs YNakoBKa He
noBpeXaeHa 1 He OTKpbITa.

NHgopmaumns o peMoHTe Y TEXHUUYECKOM OGCy)XMBaHUN
[aHHble MeguUMHCKUe U3Aennst He nognexart TeXHUYECKOMY 06C/TYyXMBaHWI0 N PEMOHTY.

Ytunumnsaumsa

YTunusnpyinTte paHHoe u3genvMe B COOTBETCTBUM C MeCTHbIMW/ pernoHasibHbiMU/ HaLuMoHa bHbIMK/
MeXAyHapoAaHbIMW  HOopMamu.  MeguumHckme  m3genusa B Poccuiickoin  depepaumm  LOSMKHbI
YTUNU3NPOBATLCA MECTHbIMW  MYy6/NYHO-NPaBOBbIMK  OpraHu3auusamMu B cooTseTcTBuM c  CadluH
2.1.7.2790-10 «CaHuTapHo-anugemuonornyeckme TpeboBaHua K obpaweHnio Cc  MegUuLUHCKAMU
oTXo4amu»; Krnacc oTxoaos: b.

YcnoBusi TpaHCNOPTUPOBKNA

[apaHTUPOBaHHbIA CPOK CYX0bl W34eNuiAi COOTBETCTBYET YKa3aHHOMY Ha 3TUKETKE MpuU XpaHeHuu
COrNacHoO peKoOMEHAO0BaHHbIM YC/I0BUSIM XpaHeHusi. Bo Bpemsi TpaHCMOPTUPOBKM U3OENNUS  MOTyT
noaBepratbCsl KpaTKOBPEMEHHbIM KOsiebaHusiM Temnepatyp, 3TO He BAWSIET Ha WX 6e30MacHOCTb U
3(phEeKTUBHOCTD.

MeauumnHckoe usgenue TpaHCnopTUPYOT BCEMU BuAaMu TpaHcrnopTa.

UTto6bl nonyunTb 6osiee noApo6Hylo MHopmauuio 3a npegenamu CoeauHeHHbIX LUTaToB, CBSXWUTECH C

BalIMM MECTHbIM npefcTaButenem 3M WM 3aigute Ha Haw caiiT www.3M.com U Bbi6epute Bally
CTpaHy.
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I'IepeBO,u, OJAaHHOIoO TeHeTa caenaH MHO, nepesogyHHOM KneHHeBbLW BVIKTOpOM MFOpe,VI‘-IeM\

MOAMUCH

Mlopog Mocksa Poccuitickas degepaHus

[BaauaToro ceHTAGPS ABe ThICAYM CEMHAALATOrO roaa

Moanuch caenaHa B MOeM MPUCYTCTBUN.

JIMyHOCTbL NognncaBLWIEro 4JOKYMeHT yCTaHOoB/eHa.

3aperncTpuposaHo BpeecTpe: No an

B3biCKaHO rocyfiapcTBEHHON nownnHbl (no Tapudy): 100 py6.

Ywayeko 3a 0KasaHWe yclyr NpaBoBOro M TexHUYeckoro xapakrepa: »  pM.

MOAMNUCH

. AKMOo(
lep6oBasd neyaThb

HoTapuyca r.MockBbl
Aknmosa I.b

Bcero npowHypoBaHoO, MPOHYMEPOBAHO
u ckpenneHo nedaThio b ( aucT(a)(oB)

HoTapuyc

noannmcb

Poccuiickas ®epepauus
["opog MockBa
[BafLaToro ceHTA6PA fBe ThICAYN CEMHAALATOrO roja.

X Mkumos Mne6 bopucosuy, HoTapuyc ropoga MocKBbl, CBUAETENLCTBYHO
MepPHOCTb KOMWUM C NPeACcTaBNeHHOro MHe JOKYMeHTa

"AKKBWO rocyaapcTeeHHol nowwamnHbl (no Tw>ndy):220 py6. 00 Kon.

nnayYeHo 3a OKasaHue ycnyr npaBoBOro 1 TEXHUYECKOTo XapaKTepa-
py6. 00 kon. N Am

I.b. AKkumos

Bcero npoLumTo, NpoHYMepoBaHO, CKPersieHo
neyatbto rA nmct(a) (o B)

Hotapuyc
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Instruction for Use
3M Tegaderm CHG 1.V. Port Dressing

Description:

3M Tegaderm CHG 1.V. Port Dressing is used to cover and protect vascular access sites and to secure
devices to the skin. The dressing consists of a bordered transparent film with an adhesive-free
window. The border has multiple notch configurations and laminated tape strips to provide a better
seal around catheters, tubing and other devices. The dressing is transparent, allowing continual site
observation, and is breathable, allowing good moisture vapor exchange.

The Tegaderm dressing provides an effective barrier against external contamination, including fluids
(waterproof), bacteria, viruses* and yeast.

*In vitro testing shows that the transparent film provides a viral barrier from viruses 27 nm in
diameter or larger while the dressing remains intact without leakage.

Indications:

3M Tegaderm CHG 1.V. Port Dressing can be used to cover and protect vascular access sites and to
secure devices to skin. ;

Warnings:

DO NOT PUNCTURE CHG GEL WITH NONCORING NEEDLE

DO NOT USE TEGADERM™ CHG DRESSINGS ON PREMATURE INFANTS OR INFANTS
YOUNGER THAN 2 MONTHS OF AGE. USE OF THIS PRODUCT ON PREMATURE INFANTS
MAY RESULT IN HYPERSENSITIVITY REACTIONS OR NECROSIS OF THE SKIN.

THE SAFETY AND EFFECTIVENESS OF TEGADERM™ CHG DRESSINGS HAS NOT BEEN
EVALUATED IN CHILDREN UNDER 18 YEARS OF AGE. FOR EXTERNAL USE ONLY. DO
NOT ALLOW THIS PRODUCT TO CONTACT EARS, EYES, MOUTH OR MUCOUS

MEMBRANES.

DO NOT USE THIS PRODUCT ON PATIENTS WITH KNOWN HYPERSENSITIVITY TO
CHLORHEXIDINE GLUCONATE. THE USE OF CHLORHEXIDINE GLUCONATE
CONTAINING PRODUCTS HAS BEEN REPORTED TO CAUSE IRRITATIONS,
SENSITIZATION, AND GENERALIZED ALLERGIC REACTIONS. IF ALLERGIC REACTIONS
OCCUR, DISCONTINUE USE IMMEDIATELY, AND IF SEVERE, CONTACT A PHYSICIAN.

Hypersensitivity reactions associated with topical use of chlorhexidine gluconate have been reported
in several countries. The most serious reactions (including anaphylaxis) have occurred in patients
treated with lubricants containing chlorhexidine gluconate, which were used during urinary tract
procedures. Caution should be used when using chlorhexidine gluconate containing preparations, and
the patient should be observed for the possibility of hypersensitivity reactions.

Precautions:
1 Any active bleeding at the insertion site should be stabilized before applying the dressing.
2. Do not stretch the dressing during application. Mechanical skin trauma may result if the
dressing is applied with tension.
3. The skin should be dry and free of detergent residue to prevent skin irritation and to ensure

good adhesion.
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date on the package. 3M Tegaderm 1.VV. CHG Advanced Securement Dressing are considered
validated to a two (2) year shelf life. Supplied in boxes of individually packaged sterile dressings -
25 per box. Sterility of the dressing is guaranteed unless individual package is damaged or open.

Information about repair and maintenance
* This medical device isn't subject to maintenance and repair.

Utilization

Dispose of the device in accordance with applicable local/regional/national/international
regulations. Medical devices in Russian Federation must be disposed of in the local public entities
in accordance with SanPiN 2.1.7.2790-10 "Sanitary-epidemiological requwements for the handling
of medical waste" to the waste class B

Transport conditions

Shelf life ofthe products is guaranteed as labeled, if stored according to the recommended storage
conditions. During transportation the products may experience short term temperature variations
without affecting product safety and performance.

Transportation of medical device is carried out by all type of transport.

For further information outside of the United States, contact your local 3M representative or contact
us at 3M.com and select your countiy'.

Explanation of Symbols

A Not Made With Natural Rubber Latex

L Caution, see instructions tor use
Do not use if package is damaged or open
Do not reuse
Use by date

lw Batch code

n J Manufacturer

L Date of manufacture

lL.mm ko Sterilized using ethylene oxide

Do not resterilize

C€ o085

Made in U.S.A. with Authorised representative ofthe
globally sourced materials by manufacturer in Russia:

3M Health Care ZAO "3M Russia", Russia 121614,
2510 Conway Ave. Moscow, Krylatskaya str. bldg. 17/3
St. Paul, MN 55144 T.+74957847474
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1-800-228-3957

3M.com/Tegaderm

3M.com/Patents

3M and Tegaderm are trademarks of 3M.
Used under license in Canada.

© 2016, 3M. All rights reserved.

Issue Date: 2017-08

34-8717-2211-1
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NHCTPYKUUSA MO NPUMEHEHUIO

MoBs3Ka Ansa ukcaumn BHYTPUBEHHbIX KaTeTepoB C XaoprekcmanHa ratokoHatom Tegaderm CHG,
pasmep 12 cm X 12 cm

OnucaHwue:

MoBsiska ANs pukcauuyM BHYTPUBEHHbLIX KaTETEPOB C XJoprekcuauvHa rnwkoHatom Tegaderm CHG,
pasMep 12 cM X 12 cM nponuTaHHas X/IoprekcuavHa r/lKOHATOM refieBasl nofylledyka + MoBsika Ass
hmKcaumy BHYTPUBEHHbIX KaTETEPOB, KaTaslOXHbIi HoMep: 1665R, - 3TO ABYXKOMMOHEHTHAasi cucTema,
cocTosillass M3 OKAaHTOBAHHOM MNpO3pauyHoii MAEHOYHO NOBSA3KM C 6e3aAre3vBHbLIM - LeHTPasbHbIM
M/IEHOYHbIM OKHOM W MPOMUTAHHOI X/I0prekcuanHa rioKoHaTOM NPOTUBOMMUKPOGHON reneBoi nogyLieyku,
B COCTaB KOTOPOI BXoAuT 2% (MaccoBasi [jo/1s) pacTBop X/oprekcuamnHa rakKoHarta.

Mpo3payHan njeHka CNyXUT 3MEKTUBHbIM GapbepoM OT BHELLHEro 3arpsi3HeHus, BK/Yast XWAKOCTM
(BogoHenpoHuLaemMas), 6akTepumn, BUPYCbI* U TPUBKM, a Takke 3aluliaeT MecTo BXojAa BHYTPMBEHHOIO
kaTteTepa B KOXy. ;

Mo pesynbTaTam TeCTMpOBaHMsA in vitro (Bpems rmbenu n 30Ha NojaBfeHns) resieBast noAyLleyka noBsi3Ku
Tegaderm CHG o6nagaeT npoOTMBOMUKPOOGHLIM  3dhdpekToM UM 3awumwaeT OT  MHOXecTBa
rpammnonoXnTeNnbHbIX Y rpamoTpuLaTenbHbIX 6akTepuii U rprubkoBs.

Moesaska Tegaderm CHG npo3payHasi, 4To NO3BOJISIET HEMPEPLIBHO HAbN0OAATH 38 MECTOM Ha/IOKEHWs], U
Ablwallasn, yto obecneynsaeT XOPOLLYO NaponpoHULAEMOCTb.

*TecTnpoBaHue in vitro nokasbiBaeT, YTO Mpo3padHasl nneHka nosssku Tegaderm CHG cnyxuTt 6apbepom
OT BUPYCOB AvameTpoM 27 HM U 6Gonee, [0 Tex Mop, Moka MoBsi3ka He NoBpexzeHa W HeT MoATeKaHWs
paHeBOro oTAensiemMoro. 3aluta oT BMPYCOB oGecrneunBaeTcss DU3MYECKMMU CBOMCTBAMMW MOBA3KW, a He
BCMoOMOraTe ibHbIMM CBOMCTBaMU X/10prekcmaunHa rawkoHaTa (CHG),

lNoka3aHnAa K NPUMEHEHUIO:

MoBA3ka ANa cuKcauuy BHYTPUBEHHbIX KaTETEpPOB C XJloprekcuamHa rnokoHaTtoM Tegaderm CHG
(NponuTaHHas XnoprekcuamnHa rloKoHaToOM refieBas noyluedka + nossi3ka ¢ 6e3aAre3BHbIM NeHOUYHbIM
OKHOM A5 UKcauuy YCTPOWCTB BHYTPMBEHHOIO A0CTyrNa) MOXET WCMOo/b30BaThCs A/ MOKPLITUSE U
3alliMTbl MecT BBOJA KaTeTepoB W vkcauuu wuzgenuii Ha koxe. CTaHAapTHble 06/1acT NPUMEHEHUS:
thukcaums 1 NOKpbITUE YCTPOCTB BHYTPMBEHHOTO AOCTyNa M BBEAEHHbIX Yepe3 KoXy usgenuii. Mossska
Tegaderm CHG npefHasHayeHa A1 CHUXEHUs 06pa3oBaHMsl KOJIOHUI MUKPOOPraHW3MOB Ha KOXe W
kateTepe W nofaBfieHUss BO30GHOB/IEHUS POCTA MUKPOOPraHM3MOB, OGbLIYHO AaCCOLMMPYIOLMXCS C
MHEeKUMAMU  KpoBoTOKa. [loBaAska Tegaderm CHG npegHasHadeHa [ CHUWKEHWUSI  KaTeTep-
accouMMpoBaHHbIX WHMeKUMid KpoBoToka (KAMK) y nauueHToB, KOTOPbIM YCTaHOB/IEHbl LEHTpasibHble
BEHO3Hble UMW apTepuasibHble KaTeTepsbl.

MpeaynpexaeHus.

HE WCMO/MIb3YUTE MOBA3KM TEGADERM CHG HA HEAOHOLWEHHbIX AETAX WKW AETAX
MAAQWE 2 MECAUEB. NMPUMEHEHWME AAHHOIO MPOAYKTA HA HEAOHOLWEHHBIX AOETAX
MOXET MPVBECTU K MPOSABJIEHUIO PEAKLIMA TUMNEPUYYBCTBUTENIBHOCT WA HEKPO3Y
KOXW.

BE3OMACHOCTb U 3®PEKTMBHOCTb MNMOBA3OK TEGADERM™ CHG HE MNPOBEPA/MIVNCH HA
JETAX B BO3PACTE A0 18 NET. TO/IbKO ANA HAPY)XXHOIO MPUMEHEHWA. HE AOMYCKANTE
NMOMNAJAHNA OAHHOIO MPOAYKTA B YWW, TN1A3A, POT NI HA CITIMSNCTbIE OBO/TO4YKN.

HE MCMNO/Mb3YUTE ITOT MPOAYKT HA MALUMEHTAX C YCTAHOB/IEHHOM
TMMNEPUYYBCTBUTENIBHOCTbLIO K X/TOPFEKCUAVIHA TIIOKOHATY.

M3BECTHbI CNY4AUn PA3APAXEHWA, CEHCUBUAN3ALNN 7 F’EHEPATM3OBAHHbIX
ANNEPTNYECKNX PEAKLIVI MPn MCMNOJ/Ib3OBAHNN NMPOAYKTOB, COAEPXAWWX
XNOPTEKCUANHA  TNTFOKOHAT. MPn BO3HVMKHOBEHNWN  ANTNEPITMYECKUX PEAKLII
HEMEONEHHO TPEKPATUTE WCIOJ/IbSOBAHVME TPOAYKTA. B CEPbE3HbIX C/YUAAX
OBPATUTECb K BPAYY. B HECKOMbKMX CTpaHax W3BECTHbl Clyyan peakuuii rmnepyyBCTBUTENbHOCTMU
npu N0OKaNbHOM WCMNOMb30BaHMM X/lOprekcuanHa rnkoHata. Hanbonee cepbesHble peakuum (BkwoYas
aHathunakcuio) HabnwoganuMcb Yy  nNauMeHToB  NpU  MPUMEHeHuW  OprKaHTOB,  coAepXallunx
XNloprekcuanHa rNioKoHaT, BO BpeMs npoueayp Ha MoueBbiBOAAWwMX nytax. Cob6bniopaiite mepbl
NnpenoCcTOPOXHOCTU NPV UCMOJIb30BaHMM MpenapartoB, COAepXaliux X/I0prekCcuamHa rniKoHaT, a Takke
HabnogaliTe 3a NnayMeHTaMun Ans BbISIB/IEHWS BO3MOXHOIO pa3BUTKSA peakuuil rmnepyyBCTBUTENbHOCTY.

Mepbl NPeaoCTOPOXHOCTH.

He HaknagbiBaliTe noBasky 3M Tegaderm CHG Ha vHduuupoBaHHble paHbl. OHa He npefHas3HayeHa ans
NleyeHunst NHpeKLUMA, CBA3aHHbIX C MPUMEHEHUEM YPECKOXHbIX YCTPONCTB.

B cnyyae KAMHUYECKOlW paHeBON MHMeKumn ucnosnb3yiite oblime aHTubakTepuanbHble CpeacTBa, ecnu
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A BHMMaHue, CM. MHCTPYKLMIO MO NpUMEHEeHUIo
(§) He vcnonb3oBaTb Npy NOBPEXAEHHON Wn
BCKPbLITOI ynakoBke
He ncnonb3oBaTh NOBTOPHO

2 Vicnonb3oBathb A0

par! Kog, cepun ToBapa

=] Mpounssogutens

[laTa npoussoacTea

Imnt CTepunn3oBaHo OKUChbIO 3TUIEHA

o)) He cTepuin3osBaTb NOBTOPHO
C‘€) YNOMIHOMOYEHHbIN NpeacTaBuTeNb NPOU3BOANTENS

086 B Poccum:

MsrotoneHo B CLUA 13 maTeprasios 3A0 «3M Poccusi», Poccus, 121614, Mocksa,
NOCTaBLLMKOB CO BCEro mupa yn. Kpbinarckas, g, 17, ¢1p. 3.
«3M Xernic Keap» Ten.: +74957847474

2510 KoHBeln ABeHto,

CeHrt-lNMon, MuHHecoTa, 55144

1-800-228-3957

3M.coTHegaderm

3M.com/Patents

3M u Tegaderm AABASOTCA TOProBbIMW MapKamu
KoMnaHmn «3M.

Vicnonb3oBaHne B KaHaze ocyLecTBAseTcs no
NNLEH3UN.

© 2016 1., «3M». Bce npaBa 3awuLeHsbl.

[Jata Bblgaun: 2017-08

34-8717-2211-1
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MepeBog LAaHHOTO TeKcTa CAenaH MHOM, nepeBOfYMKOM KnenHeBbiM BukTopom Nropesnyem

MoANCh

Poccuitickas degepauus
"opog Mocksa

[BafuaToro ceHTsA6psS ABe ThICSUM CEMHAALATOrO roga

[ Axumos Mne6 BopucoBuy, HOTapuyc ropoga MOCKBbI, CBUAET €MbCTBYI0 MOAJNHHOCTb MOAMUCK
nepesofymka KnenHesa BukTopa VNropesnya.

Moanuch caenaHa B MOeEM MPUCYTCTBUU.

JInyHOCTb NOANMCABLUEro JOKYMEHT yCTaHOB/eHa.

3aperncTpuposaHo BpeecTpe: Neo S

B3bicCKaHO rocyflapcTBEHHON nownnHbl (no Tapudgy): 100 py6.

YnnayeHo 3a oKasaHWe ycnyr NpaBoBOro M TeXHUYECKOro XxapakTepa: “

MOAMNUCH

pyo-

Mep6oBasi neyaTb
HoTapuyca r.MockBbl
Aknmosa I'.b

Bcero npowHypoBaHo, MPOHYMEPOBAHO

u ckpenneHo neyaToio | nncT(a)(os)
HoTapuyc

MOAMNUCH

Poccuiickas degepayus
["opog MockBa
.BaiLLaTOro CeHTAGPA ABe ThiCAYM CEMHAALATOro roja.

ne6 BopucoBuMY, HOTapuyc roposa MOCKBbI, CBUAETENLCTBYIO
Wic npeacTaBneHHOro MHe JOKYMeHTa.

|oBaHo B peectpe; Kr J ~
["ocyaapcTBeHHOW NowWwnuHbl (No Tapuay): |J py6. 00 kon.

3a OKasaHwe ycyr NpaBoBOro M TEXHNYECKOro XapakTepa;
py6. 00 kon.

AKUMOB

Bcero npowwmTo, NpoHyMepoBaHo, CKpernieHo
neyatetd )™  nmct(a) (o B)

HoTtapuyc
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