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Zakacznik nr 1

Formularz dla podmiotdw / Form for organizations

A, Identyfirecin wiadcihwege orgenu / Identification of the Competent Authority

1491 %od/ Code
PL/CAQL

LU0 Nazwa w jrvke refefacowym ~ po polshe 7 Name in jowl Tenguage - iy Polish
Urzad Rejestracji Produktdw Leczniczych, Wyrobdéw Medycznych i Produktdw Biocbdiczych

1.003  Nazwa po angisisie / Name in Bnglish
The Office for Registration of Medic:i:na.l Products, Medical Devices and Biocidal Products

L0084  Hod keadue [ Country oodie ’ LGS Hod pocstowy Emiagto f Postal code and ¢y
PL i 03-736 Warszawa

1009  Ulics, nv/ Strezt, no. 1 L8807 Yelefon/ Phons
Zabkowska 41 ‘ +48 22 45213100

Prosze wypainiad tylke pola 2 izl thern / Plazse M in flelds with 3 white background only

B. Identyfikacia zofoszenis ub powiadomienia / Identification of notification

1O08  Deobxwplven / Dete of notification 18082 Huwmer refereacyiny / Referance aumber

1018 Rodraj eploszanis lub powladomdenia / Notification typs

1. Plerwsze die wyrobu | First for davice

[z 2mizne denysh podomiot / Change of entty ¢

DE‘ Zmiarse danych wyrobu / Change of de

W preypadin zmisny dotvacel podmishy proses wakereé dane vlepsisce zovanie

108t oo P s . :
Incase of changs of entily detils piense indicete the data baing changed

1012 StEtus podmictu dokonuigeeps ninlsjszege soinszonis lub pawisdomiania 7 Stetus of the orgenization waiking s notification

Llw - wrytwéres / samifaciure

I:I A - Rurtoryzovwany preedstawicial ; Aulhor

1L raseitabve

D I - Emaporter { Importsr

D < - Podmiot zestawiaincy system b zagtw zabiogovey / Oroenization assembling svstem o procedure pack H PFﬂC{"‘
4

¥
|:| 5 - Podmiot sterylizeiacy wyrdh medyazny, system lub zestaw zablegowy / Organization sterilizin mﬁicﬁl@iﬁbg&g&;}-

D O - swiadcreniodawes wykonuiacy ocenr dziafania 7 Grganization camying out perfarmance evaluatfan

s reaii URZEAD :
YD - Dystrybukor f Dstributor NI ic“
yatrybnrior / Diebribuos LECZ i Jl.{
)

| | S,
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C. Identyiilcacis wybwdrey [/ Identification of the manufacturer

L.0LF  Humer reforesoyping / Reference nignber

L1004 Rod keafy f Country code
CH

1055 Razwa wybwdroy, neinz 7 Noms of the manufaciurer, in fud

Baxter Healthcare SA

3018 Heaxws wybudrey, skedoona 7 Name of the manufacturer, abbreviated
Baxter

1017 Miasts 7 Gty
Zurich

L.818  Hod pocztowy / Postal cods
8010

1828 Ullom, o/ Siresd, 110,
Postfach

G20 Shrythkes pocstows /PO Box

Gsoba dokonisleu / Oostact pason

.821  Imlginoawisko / Full name

Agnieszka Sondej

§ L0232 Telefon / Prong

L% E-mpl

agnieszka_sondejibaxter.com

1024 Faks/ Fax

D Identyflimcis sutoryzovansge przedstawiciels / Identification of the authorized representative

1025 Humer referancyiny / Refersice number

1028 Kog kreju / Coumry cods

2027 Rarmva aastoryzowsnens preedstawicaln, peine [ Nomes of the authorized reprasentative, in Tl

L3228 Hezwan aultwryzowaneso preedstawiciels, skrdoons 7 Rame of the suthorized represeniative, abbrevisted

1428 Wiasto / Gty

| 430 Kod pocaiowy / Postai cods

LOEL Udcw, nr/ Street, no.

L2 Sloryike pocebows [ PO Box

Lsoba do korkakbu / Contact serson

1053 Emig§ newishe/ Full dame

'1.634_25 Tekgfag Fhong

3035 Eemel

2,635 Faks/ Fol

£, Identyfilacis .../ dentficstion of the ..

D ¥~ acimporbers S .
T - dystyvhutore /L distribuor

i 91 X7

2.038 ;ézzme:' referemcyiny / Refersnce nuivder

1038 Koo loaju / Country code

1458 iféama_imagm;a oty dystoybutora, .;ﬁe%ﬁa # Name of the importer oF distributor, i full

Baxter Polska Sp. z o. oO.

L0481 Raxwn iportore ub dystrybutors, shrdoona / Name of the importer or distributor, abibvisted

Baxter

3042 Miagte /Oy

Warszawa

1043 Kod pocehowy / Postal code
00-380

1044 Ulica, ar/ Stest, no,

ul. Kruczkowskiego B

3,045 Skryths pocstows / PO Box

Osobe do kentabiu 7 Jontact person

1048 Imke T nenwishe/ full name

Agnieszka Sondej

L54¥  Telefon [ Phone
22 488 37 79

1048 £-mad

agnieszka_ sondejbbaxter.com

042 Faks/ Fax
‘22 488 37 70
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F. IdentyfBltacia .../ Identification of the organization ...
D 2 ~.. posimiots zestewininrege system lub zestaw zahiegowy / .. sssembiing system or procadure pack
L 1.050 D & - .. podmiotu sterdizujacego wyrdl metvemy, systnm Tub zastaw zabiagovwy [ . sieriizing medice! device, systam or procedure pach
|:| o -..Swisdcreniodewcy wykomiarado ocent deisiania [ ... Cartymg oW performsnce evaliston
LA%1  Rmmer referancyioy 7 Referonce nundar . 1052 Hoddoaju ! Counlry code
LAUTY Eozwa potimioluy, peing £ Name of the oroanization, infull
1054 Haxws podmiols, serdoong § ?»an 0? the crgaﬁwnsn abhreviated
1055 Miasto / Gy _ _ o T | %856 Yodpoctowy/Postalcods
1057 ui:m, nr Stre. 1o, ) 1058 .;-;kryﬁ'a potzowe / Qd Box
Gsoba do loomtahby 7/ Contand persan
1.058 ke i oswiske / Full name S B S 1 L0806 Talefon f Prone
£.8681 E-mnil ) L882 Fgiey Pax o
G. Identyfikacis pelnomocniia deiataincegs wimisnin podmicty dokonuigcego sgloseenia fub powisdomisnia
Identification of the person acling 23 prosey for the organization making this notification
Wypatnia peinomocnik ustanowiony na mooy sk 33 HBA )
To e Filled in by person acting as proxy i arcordancs with wrt 33 of tha Polish Cods of Adminisirative Protadure
LO83 g inazwishos / Full name -
Agnieszka Sonded
L06¢ Mizste/ Ciy e : : ) 1485 Hod pocztowy / Postalicode
Warszawa 00-~380
1088  {Bice,nr/ Svest, no, . B | 087 Skryie pocatows [ PO Box
1nl. Kruczkowskiego B
1068 Yelefon ! Phong ) e ' - o L4088 Faksi Fax
22 488 37 79 22 488 37 70
H. iLiczhsa Wymbow ohietych tym zgleszeniem fub powladomisniem / Numbﬂi of dew‘.es cmrared by his notification
Praseg ;mdaéyﬂaxmwa ficzhy hub zero, S8 nle dotyczeno daneno typn formularea )
Pizase provide syopsr numbers or zevo K thare are no atieched forms of Gven fype -
1970 Liczbs dolaczonych Zolamniiche nr2 Murnher of attached forma no, 2 R - oo 0
1071 iiczbe dolgczonych Eatacaiivies ar3 / Number of atimched forms o, 3 : . N 0
1072 Liczba wyrobdw wymizrionych wda!aﬁimych Tetmcznikach or 4 / Bumber ni-davices Hised in susched formeno, 4 - 12

Potwierdzam, ze powyzsze informacje sg poprawne wedtug mojej najlepszej wiedzy.
1 affirm that the information given above is correct to the best of my knowledge.

Fiasta / City Sonde] Dats / Dake 2011-03-09

Marwisks / kams Warszawa Padpis / Signature MW ’

ID: 9863 0100 7806 Wl FL L Strong - ::’ag.a
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Zatacznik nr 4

Wykaz wyrobow objetych powiadomieniem
List of devices covered by this notification

Prosze wypelniad tyllio pola 2 Bladym therm 7 Plosse fill in fields with a white background only

A. Identyfkacis powiadomienia / Tdentification of notfication

4.00% Numer kolejny Zalgreaike ar 4 w obrghie tego .00F Numer referencviny Zalacaniia pr & / Reference number of formno, 1
powiadomianis |

1 et number of form no. 4 within s nstifiction

B. ¥ykez wyrobdw 7 Ust of devices

4,983 RBrrefarsnoyiny [ Ref. 6o 4,004 Hazws handows wyrobu / Track name of devies 1), 23

V-link non-DEHP catheter extension set

V~link luer activated device

Mirafilter IV Extension set

Micronutrients transfer set

Cytoluer

{ Vial-Mate adaptor

Chemo~Rid dispending pin with Clearlink

SOLUTION ADMINISTRATION SET

i ¥-Typa extension set, standard bore, 3 Clearlink valves

Chemotherapy Set with Cleaxlink 3 leads; Chemotherapy set with
Clearlink 4 leads

0,9% Sodium Chloride for irrigation, 3000 ml; 0,9% Sodium Chloride for
irrigation, 5000 ml; 0,9% Sodium Chloride Irrigation, 500 ml; 0,9%
Sodium Chloride Irrigation, 1000 ml

Sterile Water for Irrigation, 500 ml; Sterile Water for Irrigation,
1000 ml

Potwierdzam, ze powyzsze informacje sg poprawne wedlug mojej najlepszej wiedzy.
I affirm that the information given above is correct to the best of my knowledge.

Milasto [ Ciy Warszawa Datn / Date 2011-03=-09

Mazwiska / Name Sondej Podpis / Sinature /Jé’é{, G@ ’

_» ) Tvb'!r rézninre sie nazwy handiows, tvpem, B u&-'»irn* warsiy wykerRnia, wartis OpruIFaRrwanG, mEmiBrem, METehEn D wymiaami moing amad 23 eden wytoh
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