3araabHa Ha3Ba BUPOOY:
Common name of medical device:

Iepesik BHpOGiB:
List of products:

Bupo6umnk:
Manufacturer:

YnoBHOBaKeHHH
npeaACTaBHUK B Y KpaiHi:
Authorized representative in Ukraine:

Kaacndixamis:
Classification:

IIpouexypa owiHKH
BiamoBigHoCTI:
Conformity Assessment Route:

Ceprudixaru:
Certificates:

IIpu3nayennii opra 3 oiHKH
BiAnoBigHOCTI Ta iioro
inenTndikaniiinuii xox
Conformity assessment body with its
identification number:

3M Health Care
2510 Conway Ave.
St.Paul, MN 55144
USA

Jexnapauis npo Binnosignicts Ne REG-DOC-UA-101

(Declaration of conformity)

CrepuJibHi JiKapcbKi HOKPHTTS
Sterile medicated drapes

Jue. Jlonarok 1 no uiei [lexnapanii npo BianoBinHicTs
See Annex 1 to the Declaration of conformity

3M Company

3M Health Care

dba 3M Consumer Health Care

2510 Conway Ave. St Paul, MN 55144 USA

3M Kamnani

3M Xenc Kea

0ibieti 3M Konc tomep Xenc Kea

2510 Konegeii Aeenwvio, Cenm Ilon, MH 55144, CIILIA

TOB "3M Vkpaina",

03038, Ykpaina, m. KuiB, By1. AMocoBa, 12, 7-it moBepx
Ten: 38044 490 57 77

EnexrponHa anpeca: Support.ua@mmm.com

"3M Ukraine" LLC

Amosova str., 12, Kyiv, 03038 Ukraine

Tel: 38044 490 57 77

e-mail: Support.ua@mmm.com

Kaac III (3rinno onatky 2 TeXHIYHOrO periamMeHTy 1010 MeIHYHUX BUPOOIB,
3arBepxkeHoro IlocranoBoto Kabinery Minictpi Yipainu Ne753 Bix 2 xxoBTHs 2013

POKy)
Class III (according to Annex 2 of Technical regulation on Medical devices approved by Decree of Cabinet
of Ministers of Ukraine Ne753 on 2 October 2013)

)Zlona'rlcy 3, Texniunoro periaMeHTy 1oA0 MEJUIHUX BHpOGiB, 3aTBEP/IXKEHOTO

ITocranoBoro Kabinery MinictpiB Yxpainu Ne753 Bix 2 sxoBtHs 2013 p
Annex 3, of Technical regulation on Medical devices approved by Decree of Cabinet of Ministers of
Ukraine Ne753 on 2 October 2013)

Ceprudixar Bianosignocti Ne PR.930-20 nificuuii no 26.05.2024
Certificate of design verification Ne PR.1202-22 is valid until 17.03.2027
Certificate of conformity Ne PR.930-20 is valid until: 26.05.2024

Ceprudikar nepepipku npoexty Ne PR.1202-22 niicuuii 1o 17.03.2027 l

UATR.116

ToBapucTBO 3 00MeKEeHOIO BiANOBiAaJIbHICTIO
«Ykpaincskuii HaykoBuii Incruryr Ceprugikaniiny
Limited Liability Company " Ukrainian Scientific Institute of Certification "
UA.TR.116

3M Company Jiekiapy€e BAKOHAHHS OCHOBHUX BUMOT ILIOJI0 MEIMYHUX BUPOOIB, 3rinHo Jlonatky 1 TexHiunoro
periaMeHTy 11010 MEANYHUX BHPOOiB, 3aTBeppkeHoro ITocranoBoro Kabinery MinictpiB Yipainu Ne 753 Bix 2 sk0BTHS

2013 p.

3M Company declares the fulfillment of basic requirements for medical devices, according to Annex 1 of Technical regulations on Medical devices,
approved by Decree of Cabinet of Ministers of Ukraine Ne753 on 2 October 2013.

Micre Bumadi:
Place gfissue:

St.Paul, USA

v

[Tinmic ynoBHOBaXkeHOT 0cOOH
Signature of Authorized person

Jlara miammcy:
Date of signing

FUAAAL A AA/\.O/A Dianne Gibbs

Regulatory Affairs Manager

Hasea nocamu, I116
Position, Full Name

22 Mauwd 329
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(Declaration of conformity)

Jexnapauia npo signosianicrs Ne REG-DOC-UA-101

Homarok 1
Annex 1
KaTtanoxnuii Homep Haszpa moaudikanii meaguaHoro Ha3zsa moaudikanii meaundnoro
Catalogue number BHPOOY aHI1ifichK0I0 MOBOIO BHpOOY yKpaiHChKOI0 MOBOIO

Name of medical device in English Name of medical device in Ukrainian
6635, 6640, 6648, 6650, 3M™ [oban™ 2 Antimicrobial Incise M ™ .
6651, 6640EU, 6648EU, Drape 3M™ Toban™ 2 AnTumikpoGHa
6650EU. 6651EU XipypriuHa 1miiBka

1657R, 1658R, 1659R, 1660R | 3M™ Tegaderm™ CHG L.V.
Securement Dressing

3M™ Tegaderm™ CHG (X/10preKCuIuH
rmoxonart) TTos's3xu wis dixcarii
BHYTPIIUHEOBEHHUX KaTeTePiB

1877R-2100, 1879R-2100 3M™ Tegaderm™ PICC/CVC

3M™ Tegaderm™ ®ikcyBanpHul

Securement Device + CHG HpUCTpiit + ikcyBansHA OB’ A3KA I
Chlorhexidine Gluconate I.V. BB npouenyp i3 XnOprexkcuduy
Securement Dressing TIIIOKOHATOM

Jexnapanis npo signosiaricts Ne REG-DOC-UA-101
Declaration of conformity No: REG-DOC-UA-101
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