PHARMACEUTICALS

a/a 10,11,12,13
AIAAYMATA AIMOAIYAIZHZ MONAAAZ TEXNHTOY NEDPOY

2YMOYKNOMENA OZINAAIAAYMATA AMOKAGAPZH>

A ZYNAYASMO ME OYZITTAZKONH> AITTANOPAKKOY NATPIOY
'H ME TAAITTANOPAKIKA AIAAYMATA

. Ta tpoodepopeva SLOAU pata va dpépouv tn ofpaven CE drwg opilel n odnyia 93/42 tng 14"°

louviou 1993 tou JupPouliov tNg Eupwmaikng EVwong ylo. Ta LTPOTEXVOAOYIKA TipoiovTa.
(DEK 2198/AY 86/130648/2-10-2009 mepi evappoviong tng eAANVIKAG vopoBeolag mpog tnv
o8nyia 93/42/EOK/14-6-93.

. Na tnpouvtal niotomonuéva cuotnuata diachaiiong nowotntag katd EN 1SO 9001:2008 &

EN 1SO 13485:2003 yia TO 0X€dA0UO, TNV Mapaywyr Kal S1aBeon Twv v AOyw ITPOTERNVOAO-
YIKWV TIPO TOVTWV.

. Ta mpoodepopeva SLoAU pata va tAnpo UV Ta Siebvil mpdtuna 6ocov adopd Tn XNHLIKA TOUG

ouvOeon Kot v KaBopotnTd Toug, cival 6 eEAelBepa evdoTofVWIV - AVTOMOKPivoVTOL OTOV
€\eyxo Baktnplakwyv
evdoTtoIvwv TG Loxuouoag ekdoong tne Evpwnaikn g @ appakonoliag.

. OL xpnowomowl pevee MPWTEG UAEG va sival UPNAAC kaBapOdTTaG, va sAEyXovTal TPV TN

Xpnollomnoinon Toug, va avtamokpivovrat otic tpodiaypadis tng Evpwnaikn ¢ Pappaxonot-
oG Kot va elval KataANAEg o Ttnv mapoywyn Stadu patwv alpokdBbapong, SnAadn va avra-
TLO KPLVOVTOL OTO UG ETUNPOCOETO U EAEYXOUG 0PI U aAou Uviou Kol evoTo vwy (Baktnplakwyv
evdoTtolvwy).

. To U6wp TOU XpNOlHOTOLETAL OTNV Ttapaywy Twv SlaAupdTwy va gival EAevBepo WOVTWYV

(mepva amo ovotnua avtioteo dng wopwong), Kat vo TAnpol Tig mpo Staypad £C TNG LOXVO U GOG
Eupwraikng Gappokorno wag.

. Ta mpoodepopeva StoAU poata va eivall KATGAANAQ Yo [N XolvVi ool QoK 0 oipon G OAwv Twv

tuonwv (n.x. Hospal, Gambro, Althin, Braun, Nikkiso, Drake Willock, Bellco, Fresenius kAmt) ev-
TOC TWV PO BAeno pévwy 0 piwv TnS Eupwmaikig OoppakoTo lag.
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Ta dtaAbpata va eival eAevBepa evdoto§wwyv (avtamokpivovtal otov EAeyxo BakTnplokwyv
evboTolvwV) Kol avtootokpivovtal otov €AeyXo opiou TOSIKWV oUGLWV (TT.X. aAou pwviou, oL

dnpou) tng Eupwnaikng Gappakomnoliag.

Ta ou umU KVWUEVO SLOAU pata va TtpoodEpovTal o KATAAANAQ, adpavi) (bu olkwe KoL XNULK WG
oveVEPYA) MAQOTIKA SoXEia TNC LLOC XPRoEwWS Twv 5 Aitpwv mou Ba pEpouv adpaviy, vdatoo-
TEYN AT,

H emonuavon Twv Soxelwv va yivetal PE ETIKETEG S0P O PETIKW YV XPWLATWV.

Ol eTIKETEG eMonavong Twy Soxelwv va avaypddouv: Tn cvotaon tou SaAvparoc(g /1) ka-
Bwg emiong kaLtn cUvOeon Tou teAkw ¢ tpokUTtTovtog StoAvparog o mmol wvtwv/l AmEg
LOVTWV/I. ITIG ETIKETEG

gnwonuavong twv Soxelwv avaypadovral eniong:

- N NUEPOUNVIX TTapaYWYNG

- N NUepopunvia An§ewsg

- 0 aplBuognaptidag

- ouvBnkeg dLAAENC

- 08nyliec MOPACKEU NG TOU TEALKO U TIPO IO VTOG

- évdelén oTL mapap£vov SLAAUO LETA TO TIEPAG TN ouvedplag aro ppimrerol

- TOV OVOULOLOTIKO OYKO ToU SLOAUPOTOG

H XNk oUvOeoH TWV CUUTUKVWREVWV SLoAUpaTwy (tuTou A) sivat:

H oUvOgon Tou TEAKWE TTPOKUTTTOVTOG SLAAU Lottog U OTEPO artod TV OVAIEN TOU TUKVO U O L-
voU SLOAU poTog e To SittavBpakiko StaAupa mou mapeXeLn ¢uoyya dittavBpokikoU vatpl-
OU va Kupaiveral eviog twv opiwv m¢ Evpwnaikng @ appakomnoiog. Mo avoAUtIKa 0L ou V-
B0 el TWV TEMK WV SLOAU LA TWY KU MaLiVOVTOL EVTOCTWV 0 pLwV:

NATPIO

KAAIO

A3ZBE:TO

MATINHZIO

OZIKO OzY

AITTANOPAKI KA

FAYKOZH

XAQPIOYXA:

11.

To pH tou TeEA KO U PoIOVTOG VA KU LLOLVETAL ATIO
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12.To 61 pa va elvat armaAAaYLLEVO T PETOYOVWV OUCLWV.

....................................................

ZYMNYKNQMENA AITTANO PAKIKA AIAAYMATA AIMOKAGAPZH: (Turou B)

1. Ta npoodepd peva St pata va dpépouv tn ofpaven CE drnwg opilet n odnyia 93/42 tng 14™
louviov 1993 Tou JupPouliou tng Eupwnaikng Evwong ylo Ta LATPOTEXVOAOYIKA TIpoidvra.
(DEK 2198/AY 86/130648/2-10-2009 mepl evappovong tng EAAnNVkng vopoBeoiag mpogtnv
o8nyla 93/42/EOK/14-6-93.

2. H etatpela va mpel mwotomonuéva cvotnpara StaohpaAiong mowotntag katd ENISO
9001:2008 & EN ISO 13485:2003 yla to oXebloopd, Tnv mapaywyr kat StdBson twv ev Aoyw
LOTPOTEXVOAOYLIKWV TIPO IO VT WV.

3. Ta nmpoodepdueva SLoAU pato va Anpo LV ta S1ebvr mpdtuna éoov adopd TtTh XNHWKA TOUG
ouvBson Kot tnv KB apotntd Toug, va sivol 6 ehebBepa evéoto§lvwv - avtamoKpivovtat
otov é\eyxo PBaktnpukwyv evdotofivwv TNng Woxvouoag &doong tng Evpwnaikic Oapuako-
notog.

OL xpnowomo U pLeves mpwTeg UAEG va sival U PnAng kaBapotntag, EAEyxovtal P Tn XPnot-
poTmoinon toug, avtamokpivovtal otig npodaypadEg tng Lloxvouoag Eupwnaikng @ appako-
Totiog Ka L va eival KatdAANAEG yLa TNV mapaywyn Stalu patwv ayiokabapong, dSnAadn avro-
TLOKPIVO VT AL OTOU G €T PO 0BeTO U G EAEYXOUC Oplou aAou pviou kal evdotovwy (Baktnpla-
Kwv evboTovwv).
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4. To USwp MOU XPNOLLOTOLETAL OTNV MAPAYWY TWV SIAUUATWY va ival eEAeUOEPO WOVTWV
(va mepva amd clotnua oavtiotpodpng wopwong), kat vo mAnpol TG mpodypadec TNng
Loxvouoag Eupwnaiic appokomolac.

5. Ta npoodepodpueva SoAUpata ival KATAAANAQ Yot OAQ TOL LN XOVA LOTOL OLLLOKAO apon G Kot
EVTOC TwV MPoPAETo pévwy oplwv tng Eupwraikng QoppakoTo loag.

6. Ta StaAbpata va slval eAevBepa evdoto§wwv (avtarmokplvovtal oTov EAeyxo BaKTNPLAKWV
evboTOEIVWV) KOL VO OLVTOITOKPLVOVTOL 0TOV EAEYXO OPLOU TOEIKWV OUCWIV (TT.X. aAou pwviou,
o pou) tng Eupwrnoikng Qappakoroliag.

7. Ta OU WU KVWHEVA SLOAU pLaTo Lo kaBapong va tpo odEpovral o KATAMNnAa, adpavr Aaoc-
TIKA Soxeia TNG HLaG Xpnosws Twy 5 Aitpwv mou pépouv adpavi, USATOOTEYT T LaTOL

8. H moootnta tou StoAvpatog o KaBs Soxelo €ival TETO LA TTOU VoL TAPKEL yLaL Lo Guvhon Tt ev-
Tawpn
ouvedpla PE TA LNXQVALOTA OaC.

9. H enonuavon twv doxelwv va yiveTal e ETIKETEG SLOD O PETIKWYV XPWHLATWV.
OL ETIKETEC eropavong Twv Soxeiwv va avaypddouv: tn ol otaon tou Siahvuoroc (g /1)
KaBwg emiong ka TtTn ouvOeon Tou TEA KW ¢ MPOKUTIToVTog Stadv patog oe mmol wvtwv/l A
mEqg 1ovtwv/l. ITI¢ eTKETEG Mo pavong Twv Soxelwv va avaypddovral eriong:
- N NUegpo uNvia tapaywyng
- N nuepopnvia Agewg
- 0 apBuo¢optidac
- ouvenkeg dLAAENC
-00nyleg MAPAOKEUNG TOU TEAIKOU TPOiOVTOG
- €véen OTL MO pALEVOV SLAAUMLO LETA TO TIEPOLG TNG OUVEDPIAC aTto ppiTeTalL
- TOV OVOHULOLOTKO OYKO ToU SLaAUpOTOoG

10. To 6§wo cuoTatKo Tov SLAU patog va tpoc pEpetal o€ EEXWPLOTO SOXELO AItO TO AAKOAK O
(SttTavO poKIKO ) GUOTATIKO.

11.To SittavBpakikd cuCTATLKO Eival MPOoPATWE MOPACTKEUNOUEVO (LEYIOTOC XPOVOoG LwNnG: 6
MAVEG).

12. H o0vOeon tov oupuTUKVW HEVoU StttavO pakikou Sltadvpatog (TYNOY B) siva:
‘O&wo AvBpakiko Naxplo (NaHCO;) 84 g/L

Amntloviopévovepo QS 1000ml
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H oUW eon Tou TEAKW G MPOKUTTOVTOG SLOAU Latog U oTEPA artd TNV AVAULEN TOU TIUKVOU O-
&wou SLaAl patog peto mukvo SttavBpakiko SLAAU O KUpaLiVETOL EVTOG TWV opiwVv TthG Evu-
pwrtoikn ¢ @ appakornouoag. Mo avoAuTIKA 0L OUVOECELG TWV TEAKWYV SLOAU LATWVY KU LOLVO V-

TAL EVIOG TwVOo plwv:

NATPIO 130 - 145 mEq/ | 130 - 145 mmoal /|
KAAIO 0-30mEq/!I 0-3,0mmal /I
AZBEZTIO 0-4,0 mEq/| 0—2,0 mmol /I
MATINHZIO 0-24 mEq/| 0-1,2 mmol /I
OzIKO OzY 2,5-10mEq/ | 2,5-10mmoal /|
AITTANOPAKIKA 32-45 mEq/ | 32-45mmol /I

FAYKOZH 02g/l 0-200 mg/dl

XAQPIOYXA: avaAOywg TNG OUYKEVIPWONG TWV A0 UTWV LOVIWV.
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