HALYARD

EC Declaration of Conformity

Name of Products: Surgical Drapes

Product Codes: See Attachment A

UNDNS Code: 15646 (Drapes, Surgical, Disposable)

GMDN Code: 47783 (General-purpose surgical drape, single-use, sterile)
Legal Manufacturer (Place of [ssue): Halyard Health, Inc.

5405 Windward Parkway
Alpharetta, Georgia (GA) 30004, USA

EC Authorized Representative: Halyard Belgium BVBA
Leonardo Da Vincilaan 1
1930 Zaventem
Belgium
Product Standards: BS EN 13795:2011
Start of CE: See Attachment A
Conformity Assessment Route: Annex V (for sterile products only)
Device Classification, Rules: Class | Sterile, Rule 1 per Annex IX
CE certificate number: CE 621867
Notified Body: BSI (0086)
EC Quality System Certificate: FM 620884 (BSI)

|, the undersigned, hereby declare that the specified medical device(s) meet(s) the applicable provisions of
European Council Directive 93/42/EEC of 14 June 1993 concerning Medical Devices.

All supporting documentation that contains proof of compliance to the aforementioned Directive(s) is retained
under the premises of Halyard Health, inc. This declaration applies to all devices on the attached product list
from the signature date forward.

NaM ‘Katy Jadn
Title:  Regulato falrs Technical Leader

Halyard Health, Inc.
Date: 22-May-2015
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(D HALYARD .
Attachment A (Product List)

This attachment specifies the products included in the above referenced Declaration of Conformity.

Pgﬁ’?t Product Description Sterilization Staﬁa‘:{(CE
14364 HALYARD BASICS* Epidural Fenestrated Drape with Tape Sterile-EC 23-Mar—2015m
29149 CVS Full Body Coverage Drapé, Single Fenestration Sterile-EO 23-Mar-2015
29155 PICC Full Body Drape, Dual Fenestration R Sterile-EO 23-Mar—-2015
29221 Universal Spine Drape Sterile-EQ 23-Mar-2015

1 ”29222 :!Bfé(tsrac ;o;%u;\g;rfgggr;iéy Drape 144 in. x 80 in. x 114 in./ ” Stérile%o 54 Mara0is
20225 Femoral Angiography / IJ Access Combination Drape Sterile-EO 23-Mar-2015
20227 Femoral Angiography Drape with Side and Bottom Windows Sterile-EO 23-Mar-2015
29229 P;cernakeriDrape with Fenestrated Incise Sterile-EQ 23-Mar-2015
29232 Pediatric Femoral Angiography Drape Sterile-EO 23-Mar-20156
2923 4 EK:GAE‘;F;; t(;IearVie.w Split Drape with Large Clear Anestbesia Screen Sterile-EO 23-Mar-2015
29236 Bariatric Drape with Clear Pouches Sterile-EO 23-Mar-2015
29240 Laparoscopic / Lithotomy Drape with Clear lnstrt;l;-nent Pouches Sterile-EQ 23-Mar-2015
29247 Utility Drapes, with Tape, Four Pack Sterile-EO 23-Mar-2015
29248 Chest U and Bar Drape Pack o _ Sterile-EO 23-Mar-2015 ]
29283 Robotic Abdominal/Peri(;Drape | Sterile-EO 23:M;1r-201 5 1
31439 E\ngir?r?g$ S;vcl:trl:r "r(q!p7zirr:$ration Full Body, Single Fenestration 110 in. SterileEO 23h/[ar?i)15
31446 ;I'C):(CTEET? Zy;iéhcrsridxe:;%rfgnzat:ons Full Body, Dual Fenestration, 110 Sterile-EO 23-Mar-2015
33415 Vertical Isolation Drape 110 in. x 126 in. / 279 cm x 320 cm Sterile-EQ 23-Mar-2015

34902 Bottom Drape Sterile-EO 23-Mar-2015
34904 Si&é Brape . - Sterile-EO 23-Mar-2015
34906 T::»p Drape éteri!e—EO 23-Mar-2015

-l-.méé?os Absorbent Underleg Drape 62 in. x 93 in./158 cm x 235 cm Sterile-EO 23-Mar-2015
59710 Ophthalmic Drriélrpe o | Sterile-EO 23Marj2015
66886 Pediatric Laparotomy Dra;;:e Sterile-EO 23-Mar—2015m h
76291 Utility Drape with TapegZ in. x 95 in./157 cm x 241 cm Sterile-EO 23-Mar-2015 -
26203 ;J(t)llgry;l E)‘r?g? \év;:h Full Length Tape 35 in. x 62 in./ Ster?l_e f(_J 23_M?r __%_OJS
77311 ‘é’g?rﬁ'fﬂt?ﬁ%?;arﬁ? e, Tk Sterile-EO 23-Mar-2015
77353 S%S:Zt;inctr:‘rz:(pae“\gi?ml\ttached Leggings 116 in. x 88 in. x 125 in./295 Sterile-EO 23-Mar-2015
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Product Description Sterilization Stanrntac:.LCE
e Steio£O | 25ar015 |
Hand Drape Sterile-EO 23-Mar-2015
Craniotomy Drape with Pouch Sterile-EO 23-Mar-2015
Radial-Femoral Angiography Drape o Sterile-EO 23 Mar-2015
?SE’;tchn?’)TiTC:tgfnﬂe with Duaf?}ffafﬁ—;gg?ﬁf [ o Steri‘lvn;lg i 23 Mer 2015
Vertical Isolation Drape Sterile-EO 23-Mar-2015
ORTHOARTS* U-Drape - Sterile-EQ 23- Mar—2015
e o Serle£0 | 25 varz0ts
Laparoscopy Drape with Attached Leggings Sterile-EQO 23 Mar—2015
Eye Drape with inmse 55in. x 76 in/140 cmx 193 ¢cm - Sterile-EO 23- Mar«20‘{5 )
| CV fnc::se dfape : Sterile-EO L 23 Mér—2015 7
KC100, Film Split Drape Sterile—EOWi 7j9_.3~Mar ZE)E_
| MENT Drape, Fenestrated Sterile-EO 23- Ma:ZOV‘lA‘Si ¥
| Lower Extrem;ty Drape Sterile-EO 23?\/!3:27(;5_ |
| h;lgélgm Drape with Tape - N VVStenle EO 23-Mar—2015
Femoral Angiograph;f Drape 76 in. | X 130 in. ;1—9§cmx EE’»U ;r“: ) Sterite—EO | 23-Mar-2015
89048 g:agfrrnalx grggdo{?nr.laphy Drfe .f{.t}?-—VYlndow, 83i |r: x 130 in./ | Ste r”i EO 23-Mar-2015
89062 Craniotomy Drape wnh Pouch o Sterile-EO 23-Mar-2015
89066 Beach Chalr Shoulder Drape wnth Altachable _FFLHd Collection Pouch Sterile-EO 23-Mar-2015
89070 Shoulder Adhroscopy Drape 160 in. x 1(}2 in. [406 ﬁm X 259;n B Sterile-EQ 7 23- Mar—2015
“77;3;; 61_ - Half Drape Sterile-EQ 23 Mar«201 5 -
. 89111 N Medlum drape Sterile-EQ 23-Mar 2015 77
89119 Laparoscopy “T" Dra; - Sterile-EO 23-Mar- 2015 1
o 89121 - 7liéfge Drape S;nle EO 23 Mar-2015
89131 o X-Large Drape Sterile-EO 23 Mar~2015 |
«8531-41 N Three_Quarter-E)-ra_pe SterrlemEO 23- Mar—2015
89203 Lithotomy Drape w1th_f‘;;t;<;?-1-ed Leg;gr; R | Stenle EO L 23-Mar—20H14; B
Strte0 | zomaraots
89206 - Minor Procedure Fenestrated drape Ster:!e-EO 23 Mar 2015
. 86207 - w?’ggog nf;’;og:ggu;; Fenestrated Drape 48 in. x 60 in./ - Stenle E07 """ 23 M;r 201 2
a0208 | Yor Procedus Fanosaied Drape 45T S Sterie-£0 | 23-Mar-2015
89209 Qnégo;n?;ogiiu;i Fenestrated Drape 76 in. x 124 in./ ) UStenle EO 23-Mar-2015 }
[ EU-005-R14 (Sterile) . - Page 3 of 7 B




Y HALYARD

sztﬁjeﬂ Product Description Sterilization Stalrwt ;:LCEV
R 89211 Laparotomy Drape N Sterile-EQ 23-Mar-2015
e ey xape W Pk oo P
89222 Laparoscopy / Pelviscopy Drape Sterile-EO 23-Mar-2015
8922;_ Laparoscopyl Pefwscopy Drape, »:th ;t;;:hed_Legglngs Sterile-EO 23- Marﬂﬁ_
89227 Chest Drape - Slerile-Edﬁ - 23 Mar—2015
B 89229 Laparoscoplc Cholecystectomy Drape wnth Arm_t;bard Covers Sterile-EQ 23-Mar-201 5_
“ .89233' Laparoscopic Abdé;lnai drapew : - Sterile-EO 23-Mar-2015
” 89236 | s;iaff;[ﬁ’gg;?no;“;;f"'l”_x 124in] - Sterile£0 | 23-Mar-201: 5 |
89241 Pediatric Laparotomy Drape Sterile-EQ “ 23- M;2015
M_EJ?_S? ) Thyrosd Dra;; a Ster;le-gb M NZS_I-VI’aVr 72015—
8925; mm’r;]yr;d Drape N SterlleEO 23- Mar 201ﬁ
N ;3'9:’2:5; Knee;r;r;r;;cm:_o_p_y D;;;——ﬁ - Sterile-EQ 23-Mar-2015
89267 “ ORTHO;\-}_?-TS* Knee Arthroscopy Drape Sterile-EQ 23-Mar—2(T15—
89271 | Upper Extremity Drape Sterile-EO é;Mar 201;]
7 89272 o ORTHOARTS* Hand Drape 76 &f;fé&jn / 193 cm *;3}—21;;\__ N .—“gt;erile—EO 23-Mar- 2015 |
892"77171_ Orthoarts* Shoulder Splr:mDr:;pe ------ gt-e.rire—EO 23- Ma;—201 5 7
55| s e SR | oo | s |
‘"‘E-};276 Lower Extremlty D;ape o S:enle EO 23- Mar 2015
89278,“ ORTHOARTS* Lower Extremlty Drape - Slerlle—EO 23- Ma; 2015
89_279 Universal Extremsty Drape - I Sternie EO _2;Mar—2015
8928"1“ B lTranN;verse Laparotomy Drape Sterile-E0 | 23 Mar2615d~
89291 V Bilateral Limb Drape Sterile-EO 23 Mar 20’55 |
89293 Utilily drapes with Tape Ster;I_;EB T 23Ma;;2CJ_1\; E
893017 V .U -Drape - _ Sterile-EO 23Mar-2015 |
- 89304 MBasm Ophwthalmr:b—r;pe Sterile-EO | 23-Mar-2015
7 89305 ] ﬁaélc Ophthalmic Drape‘wnh OQQ--;:éﬁestratlon_- Stenle—EO 23»}\;iar-2015
89311 Large Ortho Um D;pe Stenie EO ) 23 Mar 2015 |
89313 Utility D% with Tape - Sienle EO‘ h 23 Ma:201_5 -
89331 Impervious Split Drape o - | Vgersl;-EO m23 Mar- 2(}‘1.: ]
- 89333 Large Impervious Split Drape, 60 in. x 81 in./15é cm x 206 cm Sterile-EO T 23 Mar—2015
89343 Standard Absorbent Drape 36 in. x 36 in./91 cm x 91 cm - Sterile—EB R 23 }\;16"—2(?
__89345 ORTHOARTS* Hip Drape with Pockets - Sterile-EO " 23 Mar—2015_‘
| EU-005-R14 (Sterile) ﬁ Page4of 7 _ ]




(D HALYARD

[_—Pg:g;;ct Product Description Sterilization Staﬁa?_:(CE i
89346 ORTHOARTS* Hip Drape a Sterile-EO 23-Mar-2015 "
89347 ORTHOARTS* U-Drape Sterile-EQ 23- Mar-ZUTS
89348 ORTHOARTS* Bar Drape Sterile-EQO 23-Mar-2015
89349 Hip D?a?e with Clear Leg Pockets Sterile-EQ 23-Mar-2015
89352 . EENT Split Drape 76 in. x 124 in./193 cnr;i_; 314 cm - - Sterile-EO 23-Mar-2015
89353 Utility Drape 35 in. x 35 in./80 cm x 90 cm Sterile-EO 23—Mar—2015
89354 OCUARTS* Ophthalmic Drape with Pouch Sterile-EO 23-Mar-2015
89356 ”C;UARTS" Full Body Ophthalmic Drape T ”Steﬂle EO 23-Mar-2015

- 89358 EENT Split Drape Sterile-EO 23- Mar—2015
89363 N Utility Drape with Tape 35in. x 35 in / 90 em x 90 cm B Sterile-EO 23vMar-255
89368 . Pacemaker Drape 87 in. x 135in./221 cm x 343 cm - Sterile-EO 23-Mar-2015
89369 Bariatric Drape Sterile-EQ 23- Ma_r~201 5
89371 Knee Arthroscopy Drape with Armboard Covers Sterile-EO 23- M;riéms
89375 Bar Drape, 106 in. x 62 in. / 269 cm x 157 cm Sterile-EO 23- Mg;:-2015
89380 Bilateral le;)_[}rape WI;;‘I ‘Armboard Covers DR Sterll.ewéaw | ”---23 Mar—2015- ]
89381 Ortho Bar Drape 100 in. x 60 in./254 cm x 152 em - Sterile-EO 23- Mar-2015
89411 Under Buttocks Drape o B M Sterile—EOM- | 2M3ml\:!!ar-2015w

- 8;3413 Under Buttocks Drape, ;rgeum in. x 46 in./102 cm x 117 cm Sterile-EO 23-Mar~2()15
89414 Under Buttocks Drape with Graduated Fluid Collection Pouch Sterile-EQ 23—M;2015
M894”1N5 ;JSc[i;pr;;t(I)ncI;;sotz)r;:;exm;:;hz(i:ﬁduated Fluid Collection Pouch, Sterile-EQ 23Mar-201MS |
89421 Fenestrated EENT Drape Sterile-EQ 23-Mar-2015
89431 Head drape Sterile-EO 23—Mar 2015
89438 Head Drape 41 in. x 32 in./ 104 cm x 81 cm 7 Stenle-EO 23 Mar 2015

" 89451 Cardiovascular Split Drape StenEe—EO ”"“23-Mar 2015
i MSQL&Z | MCVARTS* Heavy Duty CV Spllt Drape Stenle—EO § 23 Mar- 2015 “
7777‘75739453 CVARTS* B;Igierai Under—Leg/Permeal E};;pe S’terlle EO 23- Mar~20‘15‘
89454 CVARTS* Heauy Duty Uvr;lrvh_e_r_s_:;l Drra’pie System. - SterrleE) 23-Mar-2015
89471 E;r;;mal Anglography- Drape__“ T Szenle EO 23- Ma;éﬁw
8_&;490 2-P|eoe Shouider Aﬂhr@py _Drar; Paci; - I Sterile-EO 23- Mar~-:'01 5
894;5132 ORTHOARTS* Shoulder Arthroscopy Drape Sterile-EO 23-Mar—201 5
78!5;55“_ _Neuro Split Drape Sterile-EO 23-Mar~201_5
_—89525 ) Cesarean / Abdominal Fluid Collectioﬁ Drape Sterile-EQ 23- Mar—2015. |
| EU-005-R14 (Sterile) Page 5 of 7




(D HALYARD

Pgooc(l;;ct Product Description Sterilization Sta]:nt;:iCE
_*89526 Cesarean / Abdominal Fluid Collection Drape Sterile-EQ 23-Mar-2015
89528 C-Section Drape with Fenestrated Incise Sterile-EO 23-Mar-2015
89529 C-Section Drape with Full Inmse Sterile-EO 23- Mé; :;C; 5
89543 ?;OL;/:;?(E sacfics* Dental Drape 47 in. x 59 |nl Sterile-EQ 95 Maroiiie
89548 Cystoscopy "T" Drape Sterile-EO 23-Mér—201 5 “
BQSSé HALYARD BASICS* Femoral Angiography drape, 2 fenestrations Sterile-EO 23Mar20_15 .
” 89584 HALYARD BASICS* Under Bu&ocks Drape with graduated pouch Sterile-EQ 23-Mar-2015
8_9633 ?};I;‘!Yé\ggnsrﬁgégs* Cystoscopy fenestrated Drape, 75 x 185 ¢cm, | Sterile-EO o . Mar 20 15 .
8963 4 ir-;/z:_aYnﬂg\SIlerASECS‘ Fenestrated drape, 75 x 75 cm, 3x 5 cm Sterile-EO 23-Ma -2015
oo el o oot Tape W 0% 205 | it | zamaraors
89636 oH\.':\aII_YARD BASICS* Epidural Fenestrated Drape, 50x75cm, 8x10 cm Sterlle EO 23 Mar 2015
89637 OH‘f;%YARD BASICS* Lower Extremity drape, 228 x 300 cm, 8x6 cm Sterile-EO Y T—
89638 1 HALYARD BASICS* Fenestrated Drape, 7‘5x75cm 7x10 cr; ;\;I ] Stéﬂle E(;m 7723 Mar~20‘igm
89670 HALYARD BASICS* Fenestrated drape, 80 x 90 cm, 10 cm round lSterife—EO 23-Mar~2015
L 89671 :)ﬁlr_‘;ARD BASICS* Fenestrated drape with tape, 90 x 90 cm, 10 cm Sterile-EO 23-Mar-2015 )
89672 HALYARD BASICS* Half Drape Sterile-EO 72?!\/15;; 201_5
395737 ?;Lf;ﬁicgls?esscs {-iand L I Sterile-EO P
777896?4 HALYARD BASICS* Large Drape, 150 x 193 ¢m o 'Sterife-EO 23-Mar-2015
~- 89675.“ HALYARD BASICS* Perineal cover drape with tape, 15 x 40 cm Sterile-EO 23-Mar-2015
89876- HALYARD BASICS* Utility drape with tape, 150 x 240 cm (SMS) Sterile-EO ” 23-Mar—2015
89677 HALYARD BASICS* Utility drap;\;n-t_h tape, 75x75 cm Sterile-EO 23- Mar 2015
89678 HALYARD BASICS* Utility drape, 90x90 cm Sterile-EQ 23- Mar 2015
89679 g(;\%;ﬁ;Rgé E(S;\HSICS* Utility Drape with Tape 35 in. x 35 in./ Sterile-EO 23-Mar-2015 _
C I flaidige o \;?I’Efob'fmf‘f”e?"m‘ed Hapewitn Taps, SterileEO | 23-Mar-2015
89688 HALYARD BASICS* Hand Drape, 290 x 361, 3 cm conformable fen Sterile-EO 23-Mar-2015
89704 Femoral Angiography Drape, 76 in. x 110 in./193 cm x 279 cm Sterile-EO 23~Mar—2d;5
59705 fzrgggar;!\ngibgrapﬁy Drape with Window, 83 in x 115in./211 cm Sterile-EO éé»ManZO‘I 5
| 89706 E;n:(ozrglz }t"r:giography Drape with Dual Windows, 88.5 in. x 115 in./224 Sterile-EO 23-Mar-2015 "
89709 Extra-Long Femoral Angicgraphy Drape with Single Window Sterile-EO 23-Mar-2015
89711 Extra-L.ong Femoral Angiography Drape with Dual Windows Sterile-EQ 23~Mar';-.-9_015
89731 Utility Drapes with Tape, Two Pack Sterile-EQO 23-Mar-2015
89749 L";’?ﬁf‘f‘;‘éiE:f;;;fgﬁqieggixngbgraphy Draps, Sterile-EQ 23-Mar-2015
[ EU-005-R14 (Sterile) o Page 6 of 7




») HALYARD

Prbauct
Code

Product Description

89828

89832

89835

22 in. x 24 in. / 57 cm x 60 cm_

Absorbent Drape with Tape, Small

Radial U-Drape

CV Line Drape

89836

Absorbent Drape with Tape

| EU-005-R14 (Sterile)

Sterile-EQ 23-Mar-2015
Sterile-EO "2‘;;\43{72015 i
o -  Sterile-EO 23-Mar-2015 !
Sterile-EO 23 Mar-2015 1
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Nazev vyrobku:
Kody vyrobku:
Kéd UMDNS:

Kéd GMDNe:

Zakonny vyrobce (Misto vydani):

EC Autorizovany zastupce:

Normy vyrobku:
Zacatek oznaceni CE:

Postup posouzeni shody:

Klasifikace prostredku, pravidia:

Certifikacni cislo CE:
Notifikovana osoba:

ES Certifikat systému jakosti

ES Prohlaseni o shodé

Chirurgické rougky
Viz ptiloha A
15646 (rousky, chirurgické, jednorazové)
47783 (chirurgicka rouska viceucelova, jednorazova, sterilni)
Halyard Health, Inc.
5405 Windward Parkway
Alpharetta, Georgia (GA) 30004, USA
Halyard Belgium BVBA
Leonardo Da Vincilaan 1
1930 Zaventem
Belgie
BS EN 13795:2011
Viz priloha A
Priloha V (pouze pro sterilni wyrobky)
Trida | sterilni, Pravidlo 1 dle Prilohy IX
CE 621867

BSI (0086)
620884 (BSI)

Ja, nize podepsany timto prohlasuji, Zze uvedené zdravotnické prostiedky spliuji pfisluéna ustanoveni
smérnice Evropske rady 93/42/EHS ze dne 14. ¢ervna 1993 tykajici se zdravotnickych prostiedku

Veskera podplrna dokumentace, kterd obsahuje potvrzeni souladu s vy$e uvedenou Smérnici, je k
dispozici v prostorach Halyard Health, Inc. Toto prohladeni se vztahuje na vechny prostiedky uvedené na
pfilozeném seznamu vyrobk( od data podpisu dale..

Podpis autorizované osoby:

Podpis

Jméno: Katy Johnson

Pozice: Vedouci Odd. regulatornich a technickych
zalezitosti

Halyard Health, Inc.

Datum: 22. kvétna 2015

T_EU-OO5AH1 4 (Sterilnu‘j
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Tato pfiloha

specifikuje vyrobky uvedené na Prohlaseni o shodé vyse.

Priloha A (Seznam vyrobk)

Kéd S Zacatek
: Popis vyrobku Stenhzace
__vyrobku ik S __.__znateni CE
14364 HALYARD BASICS* epiduralni rouska s okénkem, s paskou Sterilni EO 23-3-2015
29149 CVS rouska na celé télo, jeden otvor Sterilni -EO 23-3-2015
29155 PICC rouska na celé télo, Dualni otvor Sterilni -EQ 23-3-2015
o ORTHOARTS* Extra-dlouha routka, dolni kongetina, 150 inx | o . . - |
2921 = R
9219 | B8inx 114in/381 cm x 223 cm x 289 em Sierinl -EQ il
29221 Univerzalni rouska pater Stenlm EO 23-3-2015
) Extra-dlouha rouska, dolni konéetina 144 in. x 80 in.x 114 ) i
29222 | in/ 365 cm x 203 cm x 289 cm Sterilni -EO 2373—2{)15” |
1 29225 Rouska femoralni angiografie / |J Access kombinovana rouska Sterilni -EO 23-3-2015
! 29227 Routka femorélniangiografie s postrannim a spednim okénkem Sterilni -EO 23-3-2015
29229 Rouska kardlostlmulator s okenkovym wrezem Sterilni -EO 23-3-2015
29232 Pediatrickad femoraini angiograficka rouska Sterilni -EO 23-3-2015
* v T A o P
20234 CVARTS* ClearView rouska s vyfezem s velkvm prahlednym Sterilni -EO 3-3-2015
| anestetickym sitem a kapsami
29236 Bariatricka routka s pruhiednyms pytl;ky Sterilni -EQ 23-3-2015
29240 Laparoscopicka / Litotomicka rouska s pruhéednyml py{hky na nastro;e Sterilni -EO 23-3-2015
29247 Spot(ebnl rousky s ;}askou, 4 v baleni Sterilni -EO 23-3-2015
29248 Baleni hrudni U a Bar rousky Sterilni -EO 23-3-2015
29283 Rouska na robotickou operaci abdommalmlpelvucka Sterilni -EO 23-3-2015
21439 CVC routka Top Perforation celé télo, jedno okénko 110in. x 68 in./ Sterilni -EO 03.3-2015
279 cmx 172cm iy
| PICC rouska s boéni perfordc: celé télo, dualni otvory, 110 in.x 78 i A
31446 in./ 279 cm x 198 cm Sterilni -EQ 23-3-2015
|
1 33415 Vemkalm |20Iacns rouska 110in.x 126in./279 cm x 320 cm Sterilni -EO 23-3-2015
34902 Spodni roudka Sterilni -EO 23 3 2015
; 34904 Boéni rouska Sterilni -EO 23-3-2015
i
34906 Vrchni rouska Sterilni -EO 23-3-2015
59705 Absorpcm rouska pcd nohu 62 in.x 93 in./158 cm x 235 cm Sterilni-EO | 23-3-2015
59710 | Oftalmickd rouska Sterilni -EO 23-3-2015
I R——
i 66886 Pediatricka laparctomicka rouska Sterilni -EO 23-3- 2015
| P | M o T
76291 Spotfebni rouika s paskou 62 in.x 95 in./157 cm x 241 cm Sterilni -EO 23-3-2015
76293 SthFebni rouéka s paskou po celé délce Sterilni -EO 23.3.2015
- 35in.x62in./ 90 cmx 157em e ,
77311 Rouska pod hyidé, zénové zesilena, 38 Sterilni -EO 53.3.2015
in.x44in./97 cmx112em
| 77353 C-Sekéni rouska s prldanym: rukavy 116 in.x 88 in.x 125in. /295 om x

224 cmx 318 cm

Sterilni-EQ

23-3-2015
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193 cmx 314 cm

EU-005-R14 (Sterilni)

Kod o o Zacatek
vyrobku Popis vyrobku Sterilizace znaceni CE
Pediatricka femoralni angiograficka rouska
778 76in.x 122in./193cmx 310 cm ] P T
77450 Rouska ruka Sterilni-EO 23-3-2015
77466 Kransotomlcka rouska s pythkem Sterilni-EO 23-3-2015
77681 Radialni femoréini angiograficka rouska Sterilni-EO 23-3-2015
77707 Oftalmicka rouska s dualnimi pytliky 76 inx 55 in./ Sterilni-EO 93.3.2015
1 193cmx 140cm
77723 Vertikélni izolacni rouska Sterilni-EO 23-3-2015
77725 ORTHOARTS* U-routka Sterilni-EO 23-3-2015
Femoralni angiograficka rouska s dualnimi okny - )
77776 | 88,5 in.x 130 in./225 cm x 330 cm SerneRED | 2392018
77828 Laparoskopické routka s pridanymi rukavy Sterilni-EO 23-3-2015
77873 O¢ni rouska s prurezem 55 in.x 76 in. f140 cm X 193 cm Sterilni-EO 23-3-2015
86357 | CVincizni rouska Sterilni-EO 23-3-2015
88660 KC100, Film rougka s wiezem Sterilni-EO 23-3-2015
89010 ENT rouska, s prihledy Sterilni-EQ 23-3-2015
89016 Rouska doini konéetina Sterilni-EO 23-3-2015
89023 Stredni routka s paskou Sterilni-EO 23-3-2015
89040 Femoralni angiograficka rouska, 76 in. x 130 in./193 cm X 330 cm Sterilni-EO 23-3-2015
Femorélni angsograflcka rouska s okénkem, e -3-201
89048 | 83in.x 130in/ 210 cm x 330 cm SENGEED | TeomR
89062 Kraniotomicka rouska s pythkem Sterilni-EO 23-3-2015
89066 Beach Chair ramenni rouska s pnpoytelnym pythkem na sbér tekutln Sterilni-EO 23-3-2015
89070 Artroskopicka fouéka rameno 160 in. x 102 in./406 cm x 253 cm Sterilni-EO 23 3 2{)1 5
89101 Polovi¢ni rouska Sterilni-EO 23-3-2015
89111 Stredni rouska Sterilni-EO 23-3-2015
89119 Laparoskopicka 'T rouska Sterilni-EO 23-3-2015
89121 Velka rouska Sterilni-EO 23-3-2015
89131 X-velka rouska Sterilni-EO 23-3-2015
89141 Tri¢tvrteni rouska Sterilni-EO 23-3-2015
89203 Litotomicka rouska s pridanymi rukavy Sterilni-EO 23-3-2015
Gyn/Urologicka rouika smbfi;;ojitelngm ﬁ}tlfﬁé?ﬁ-ﬁé sber i 53.3.9015
89204 | tokutin 112 in.x 63 in. x 131 in./284 cm x 160 cm x 333 ipinuitaca B
89206 Rousika s okénkem na malé zakroky Sterilni-EO 23 3-2015
o Rouska s okénkem na_r_nale :zékroky 48 in.x 60 iﬂ,f h o U
7 Sterilni-EO 23-3-2015
e 122cm x 152¢cm .
89208 Rouska s okénkem na malé zakroky 48 in. x 60 in./ Sterilni-EO 93.3.2015
121cmx 152¢cm B
89209 Rouika s okénkem na malé zakroky 76 in.x 124 in./ Sterilni-EO 23.3-2015




HALYARD

::"?gbrkrl! Popls vyrobku Sterilizace fﬁ;?f?nki CE
89211 Laparotomlcka rouska Sterilni-EO 23-3-2015
| g SRR
89222 Laparoskopicka/Pelviskopicka rouska Sterilni-EO 23-3-2015
89224 | .l;;;;;'oskopickéiF";h“f-i;l;;{“);t?:ka' rouika,rs pfipojenymi r;l;;yi | Sterilni-EO 23-3-2015

89227 | Hyudniroutka ] , | 3 S ] ___ Sterin-£u 23-3-é015 ]
89229 ‘ Laparoskopickd cholecystektomlci(a rouska s kryty podlozek pod paze Sterilni-EO 23-3-2015

89233 Laparoskopické abdominalni rouska .lWi”SteriIni-EO —2.3ﬂ3~2015 N
9205 | fo e tasamxsidem SniiEy | esans
89241 Pediatricka laparotomicka rouska Sterilni-EO 23-3-2015
85251 - Thyroidni rouéka Sterilni-EO “é3-5-2015 o
85255 Thyroidni rouska Slen’!n:’tEO 23-3-201-5 N
89265 Rouska pro artroskbpn kolene — Sterilni-EO 23-3-2015
8926? Rouska pro artroskopii kolene ORTHOARfS* Sterilni-EO 23-3-2015

8927! Rouska na horni koncatlny Sterilni-EO 23-3- 201 5

‘ 89272 — MI:«;L;;Wrouska ORTHOARTS* 76in.x 150in. |193 cmx 381 cm Sterilni-EO 23-3-2015 ]
89274 Ramenni deTe_na rousiirﬁk.';(‘)»rwt;oarts* .-éteriinf-EO | 23-3-2015
89276 Rouska na doln koncetlny Sterilni-EO 23-3-2015

| 89278 . Rouska na do!m koncetlﬁ; 6.RTHOARTS* Sterilni-EO 2332015 |
89279 Unlve;zalna rouska na koncetuny Sterilni-EO 2332015 o
89281 Pri¢na laparotomicka rouska - Sterilni-EO 23-3:26i5
" o291 | Dvojsranns koncetnovi routka | swdmeo | 232015
89293 Spotiebni rouska s paskou Sterilni-EO 23-3-2015
80301 | U-rouska I Strin-E0 | 2332015
~ 89304 Zakladni oftalmicka rouska Sterilni-EO W'23~3-2015
89305 Zakladni oftalmicka rouska swév“;inym oken’k;airun M Sterilni-EO 23-3-20; 5 i
89311 Velka ortho U rou_;(_a Sterllm EO -23-3-201 5
89313 Spotiebni rouska s paskou N Sterilni-EO : 23-3-2015
| 89331 Nepropustna délena rouska Sterilni-EO 23-3-2015
89333 Velka nepropustna délena rouska, 60 in.x 81 in./152 cm x 206 cm Sterilni-EO 23-3-2015
89343 Standardni absorpéni rouska 36 in.x 36 in./91 cm x 91 cm Sterilni-EO 23-3~261 5
89345 Rouska boku s kapsami ORTHOARTS* Sterilni-EO 23-3-2015
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Rouika pro cisarsky fez/sbér brisnich tekutin

v‘?}?gbku Popis vyrobku B Sterilizace ':':;:;en]: CE |
89346 Rouska bokt ORTHOARTS* Sterilni-EOQ 23-3-2015
89347 U rouska ORTHOARTS* Sterilni-EQ 23-3-2015
89348 Listovd rouska ORTHOARTS* - gterilni-EO 23-3-2015
89349 Rouska bokd s prahlednymi kapsami na nohou Sterilni-EO 23-3-2015
89352 Délena routka EENT 76 m X 124 iﬁ./195 cm X 314l cm Sterilni-EO 23-3-2015
89353 Spotiebni rouska 35 in. x 35 in./90 cm x 90 cm Sterilni-EO 23-3-2015
89354 Oftalmicka rouska s pytlikem OCUARTS* Sterilni-EO 23-3-2015
89356 Celotélova oftalmicka routka OCUARTS* SterllmEO 23-3-2015
89358 Délend rouska EENT Steriini-EO 23-3-2015
89363 Spotiebni rouska s paskou 35 in. x 35 in / 90 ¢m x 90 cm Sterilni-EO 23-3-2015
89368 Rouika pro pacemaker 87 in. x135 ir1.;"1-22;-;:_r:| x_(;;a cm Sterilni-EO 23-3-2015
89369 Bariatricka rouska Sterilni-EO 23‘:;2515““
89371 Rouika pro kolenni artroskopii s kryty podlozek pod paie Sterilni-EO “28--3-20;5
89375 Listova rouska, 106in. x 62 in. /72&; crm-x“1_5';’-c-r-1;1“. a éterilmlEO 23-3-2015
89380 Dvoustranna konéetinové rouéké S krytypodlozekpropaze - Sterilni-EO 23-3-2015
89381 énho listova rouska 100 in.x 60 :n/254 cm x 152 cm Sterilni-EO 23-3-2015
89411 Rouska pod hyide - Sterilni-EO ﬁiﬁzéjsﬁ;m;d%
89413 Rousika pod hyzdé, velka 40 in. x 46 irr1./71‘02 cmx 117 cm Sterilni-EO 23-3-2015
wwsns;{;m mﬁous’.ka pod hyidé se stupﬁO\;ivt;t';‘fp‘a;;l‘irl;;r; pro ;t;;rﬂtekutin Sterilni-EO 23-3-2015
89415 ?;?;k: E;}?n?ngge sri S:Lﬂn;;;:m pytlikem pro sbér tekutin, Sterilni-EO 93.3.9015
89421 EENT rouska s okénky Sterilni-EO 23-3-2015
789431 Rouska hlavy Sterilni-EO 233::'27):E>MJ
N 89w438 Rouska hlavy 41 in.x32in./104cmx 81 cm Sterilni-EO 23-3-2015
89451 Kardio;;;l;:dl.érni délend rouék;‘m - Sterilni-EO 23-3-2015
89452 Vysoce odoina CV délend rouska CVAH'I:Q:WM - Sterilni-EO 23-3-2015
89453 mDvoustranné rouika pod nohy/perinedlni CVARTS* Sterilni-EO 23-3-2015
89454 Univerzalni rougkovy systém vysoce odolny CVARTS* Sterilni-EO 23-3-2015
89471 Rouska pro brachialni angiografii Sterilni-EO 23-3-2015
| 89490 Sada dvou rouﬁe'k“pro ar;:oskop%i ramene Sterilni-EO 23-3-2015
88402 Rouska pro artroskopii ramene ORTHOARTS* Sterilni-EO 23-3-2015
.....E;9.501 Neuro délena rouska Sterilni-EO 23-3-2015
“ 89525 Sterilni-EO 23-3-2015
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Zacatek

Kéd "
7 Popis vyrobku Sterili
vyrobku pisvyjobbt p— znaéeni CE
89526 Rouzka pro cisarsky rez/sbér bfisnich tekutin Sterilni-EO 23 3 2015
89528 Rouska pro cisarsky fez s vyfezem s okenky Sterilni-EO 23-3-2015
89529  Rouika pro cisatsky fez s apinym vyfezem Steriini-EO 23-3-2015
HALYARD BASICS* Dentélni rouska 47 in.x 59 in./ L
9998 120emx 150cm kel Wssiede i
89548 Cystoskopicka "T" rouska Sterilni-EO 23-3-2015
89582 HALYARD BASICS* rougka pro femorélni angiografii, 2 okénka Sterilni-EO 23-3-2015
89584  HALYARD BASICS* rouka pod hyidé se stupnovitym pytlikem Sterilni-EO 23-3-2015
HALYARD BASICS* routka pro cystoskopii s okénkem, 75 x 185 T
89633 | ., 5.5x12.5 diamant SINATER | BSOS
H A * rous g 5
89634 AL‘YARD ’B SICS* routka s okénky, 75x 75 cm, 3x 5 cm Sterini-EO £3.3.2015
- obdéinikova
HALYARD BASICS* Dvoustranna oéni routka s okénkem a paskou, o
96 A i3
g 35 120x_150 ¢m, horizontalné zaobleny obdélnik 7x 16cm _SterfIﬁLE?m a8 201_?__ |
*
89636 I(;l\::lg;{:RD BASICS* epiduralni rouska s okénkem, 50x75cm 8x10 cm Sterilni-EO 23.3-2015
(I i . i .
89637 HALYARD BASICS* rouska pro dolni koncetmu 228 x 300 cm, 8x6 Sterilni-EO 53.3-2015
- cm_ovalng i SN i
89638 HALYARD BASICS* routka s okénkem, 75x75¢cm, 7x10 cm ovélna Sterilni-EO 23-3-2015
. R I o MR e
89670 HALYARD BASICS* rouska s okénkem, 90 x 90 cm, 10 cm kruhova Sterilni-EQ 23-3-2015 |
89671 HALYARD BASICS* r uika s s okénkem a paskou '90x 90 cm, 10 cm Sterilni-EO 53.3.2015 |
. kruhova E— E— - e
89672 HALYARD BASICS* polovi¢ni rouska Sterilni-EO 23-3-2015
R T T ,
89673 HALYARD BASICS* routka na “ruku a chodidlo, 180 x 300 Sterilni-EO 23-3-2015
cm, 3 cm_pfizpasobitelna M= P
89674 HALYARD BASICS* velka rouska, 150 x 193 cm Stenlm EO 23-3-2015
89675 HALYAHD BASICS* perlnealm krycn rouska s péskou 15x% 40 cm Sterilni- EO 23-3-2015
89676 HALYARD BASICS* spotiebni rouska s paskou, 150 x 240 cm (SMS) Sterilni-EO 23-3-2015
89677 HALYARD BAS&CS‘ spotrebnu rouska s paskou, 75x75 cm Sterilni-EO 23-3-2015
89678 | HALYARD BASICS* spotiebni rouska, 90x90 cm Steriini-EO 23-3-2015
p SRR - :
89679 HALYARD BASICS* spotiebni rouska s paskou 35 in.x 35 Sterilni-EOQ 23.3.2015
in./ 90 cm x 90 cm TR ——
*
89680 HALYARD BASICS* variabilni rouska sokenky a paskou. 29 in. Sterilni-EO £3.3-2015
______ %x 39 in./ 75 cm x 100 cm
89688 HALYARD BASICS* ruéni rouska, 290 x 361, 3 cm piizpasobitelna Sterilni-EO 23-3-2015
89704 Routka pro femoralni angiografii, 76 in. x 1101in./193 cm x 279 cm Sterilni-EO 23-3-2015
89705 Rougka pro femoralni anglografu s okénkem, 83 in x 115in./211 Sterilni-EO 3-3-2015
cm x 292 cm . a ]
89706 Rouska pro femoralni angiografii s dvéma okenky. 88.5 in.x 115 Sterilni-EO 53.3.2015
o in./224 cm x 292 cm
89709 Extra dlouha Rougka pro femoralni angiografii s jednim ckénkem Sterilni-EO 23-3- 2015
89711 Extra dlouha Rougka pro femoralni angiografii s dvojitym okénkem Sterilni-EO 23 3-2015
89731 Spotiebni routky s paskou, baleni po dvou Sterilni-EO 23-3-2015
89749 Nepl(opus.t.né ex.tra dlouh_a‘ rouika pro femoralni Sterilni-EO 53.3.2015
~ angiografii, 87 in.x 135 in./221 cm x 343 cm .
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Popis vyrobku

Kéd

_Vvyrobku | o S
Absorpéni rouska s paskou, mala
99928 | 22 in. x 24 in. / 57 cm x 60 cm
89832 Radialni U rouska

89835 CV Uzka rouska

89836 Absorpéni rouska s paskou

“EU-005-R14 (Sterilni)

Sterilizace ii;ac:enk. e
Sterilni-EO 23-3-2015
Sterimréd 275—3720.15
Sterilni-EO N 2332015
S_ferilni—EO 2373—2015“




Tlumoé¢nicka dolozka

Jako tlumoénik z jazyk(i1)...anglického a ruského... jmenovany rozhodnutim krajského
soudu v Praze ze dne 7. 11. 2001 &. j. Spr. 4108/2001 stvrzuji, ze pieklad souhlasi doslovné s textem
pfipojené listiny.

Tlumoénicky tkon je zapsan pod poradovym Cislem ...0.. 7. 0. sl 5 tlumoénickeho deniku.

A |7 IR

Praha, g9 " A

Interpreter’s clause

As a sworn interpreter of English and Russian, appointed by the decision of the Regional
Court in Prague on November 7, 2001, under file No. Spr. 4108/2001, I confirm hereto that the
present translation corresponds in full to the original language of the attached document.

This translation is registered in the translator’s records under No. .....................

Prague,

Mgr. Magdalena Pechova
Bélohorska 99
Praha 6 —Brevnov

169/00 /7






