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ENOTHTA 1: TAYTOINOIHZH OYZIAZ/NAPAZKEYAZMATOZ KAI ETAIPEIAZ/ENIXEIPHZHZ

11 AvayvwpIioTIKOG KwSIKOG TTPoidvTog
Eptropikr) ovopacia

Kwdikdg TpoidvTog.

1.2 ZuvaQeig TpoodiopI{OuEVEG XPNOEIG TNG OUTiag
A TOU MiyHOTOG KOl OVTEVOEIKVUOUEVEG XPAOEIG
Mpoodiopifdueveg xpAOEIg

1.3 ZTolIXeia Tou TTpopuNn0euTA TOU SeATiou
Sedopévwyv ao@aleiag

TautoTroinon eTaipeiag

TnAépwvo

E-Mail (appodio TpoowTTo)

Ap18p6g TNAEPWVOU £TTEIYOUTAG AVAYKNG
Ap1Bu6g TNA. eTTeiyoucag avaykng.
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CH100PLA / CH101PLA / CH102PLA / CH103PLA /
CH110PLA.05/ CH111PLA.05/ CH112PLA.05/
CH113PLA.05/ CH114A.05/ CH115A.05 / CH116A.05
CH110CRP.05/ CH111CRP.05/ CH112CRP.05/
CH113CRP.05/ CH100CRP / CH101CRP / CH102CRP /
CH103CRP / CH110MCRP.05 / CH100MCRP
09339795190 / 09339809190 / 09339817190

In vitro diayvwoTikd avtidpacTipio. Moévo yia
€TTayYEAMATIKA XpPrion.

Techno-path Manufacturing Ltd
Fort Henry Business Park
Ballina

County Tipperary

Ireland

+353 (0) 61 525700

gcsupport@technopathcd.com

+353 (0) 61 525700

ENOTHTA 2: MPOZAIOPIZMOZ ENIKINAYNOTHTAZ

2.1 Tagivounon Tng ouciag | TOu HiynaTog
Kavoviopoég (EK) No. 1272/2008 (CLP)

2.2 ZTOIXEIO EMOAPAVONG

2.3 AMAol kivduvol

Aev éxel TagivounBei wg emikivouvo yia TTapoxr/xprion.
Aev atraitouvral PETpA.

Mepiéxel UNIKG avBpwTTIVNG TTPoEAEUONG.

ENOTHTA 3: ZYNOEZH/MAHPO®OPIEZ I'A TA ZYZTATIKA

3.2 Miypata
Mepiypaen: In vitro diayvwaoTiké avTidpacTrplo. YdaTikd didAupa.
>100€POTTOINUEVOG AVOPWTTIVOG OPOG PE TIPOCAPUOCHEVA
ETMITTEDA OPITUEVWV AVOAUTWV.
Emikivduva cuoTaTiké: To poidv dev TTEPIEXEI ALIOTNUEIWTEG TTOCOTNTEG ETTIKIVOUVWV
OUCTOTIKWV.
3.3 Mp6o0BeTeg TANPOPOpPiEg Kd&6Be povada 661N TTou XPNGCIPOTIOIEITAI GTNV TTAPACKEUT TOU
UAIKOU auToU £EETAOTNKE PE HEBGDOUG EYKEKPIPEVEG ATTO TOV
Opyaviopé Tpogipwyv kal Pappdkwyv (FDA) Twv H.M.A. kai
Bpédnke apvnTikd o€ avTiowpata évavT Twv HIV kai HCV, kai
un avtidpwyv o HBsAg.
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ENOTHTA 4: METPA NMPQTQN BOHOEIQN

4.1 Mepiypa@n TWV PETPWYV TTPWTWV Bondeiwv

Eiomrvon Mapéxete péoko agpa. ZnNTAGTE TN CUPBOUAR yIaTpoU o€
TTEPITITWON GUVEXICOPEVNG EVOXANONG.

Etraen pe 1o 8épua MMAUveTE TO dEPPA pE oaTTOUVI Kal VEPS.  AQAIPEDTE TO
HoAucpéva pouxa.

Emaen pe ta pama =€TTAUVETE TIPOCEKTIKA PE VEPO VIO OPKETA AETTTA. ZNnTHOTE TN
OUPBOUAR yIaTPOU O€ TTEPITITWAON GUVEXICOPEVNG EVOXANONG.

Karatroon =€TTAUVETE TO OTOMA PE VEPO. ZNTACTE T CUPBOUAN yiaTpou
o€ TEPITITWON ouvexIfopevng evoxAnong.

4.2 ZNMAVTIKOTEPO CUHTITWHOTA Kal EMISPAOCEIG, Kavéva.

AUECEG N HETAYEVECTEPEG

4.3 "Evde1gn yia amraiToUpevn AUECT 1ATPIKA Kapia.
@povTida Kal €181k BepaTreia

ENOTHTA 5: METPA T'IA THN KATANOAEMHZH THZ NYPKATIAZ

5.1 MupooBeoTikd péoa
KaTtdAAnAa TupooBeaTikd péca CO2, okovn 1 ekTivagn vepol uPnAig Trieong.
KoTOoTTOAEUAOTE TTIO EKTETAUEVES TTUPKAYIEG PE EKTIVAEN VEPOU
uWpnAnG TTieong A ME aPpd avOEKTIKG € aAKOOAN.

5.2 Ei131koi Kivduvol TTou TTpoKUTITOUV a1rd TNV € TEPITITWON TTUPKAyIAG, gival TBavé va atreAeuBepwBouv
ouoia i} To piypa Ta TTapakdTw: O&eidia dvBpaka (COXx), oeidia afwTou
(NOX).
5.3 ZUOTAOEIG VIO TOUG TTUPOOBECTEG Na xpnoipoTtroigite peBddoug eE0UBETEPWONG TG TTUPKAYIAG

KOTAAANAEG yia TIG OUVBRKEG Tou TTEPIBAAAOVTOG XWpOou.

Na @opdre TTARPN TIPOCTATEUTIKO £EOTTAIGUO KAl ATOMIKNA
QVOTIVEUOTIKH oUoKeur (SCBA) katd Tnv €§oudeTépwon Twv
TTUPKAYIWV.

ENOTHTA 6: METPA I'A THN ANTIMETQMIZH TYXAIAZ EKAYZHZ

6.1 MPpooWTTIKEG TTPOPUAGEEIG, TTPOCTATEUTIKOG ATtropovwaTe T diappor| Kal kKabapioTe auéowg.
€§0TAIOUOG Kal S1adIKACieg EKTAKTNG avdykng  AvaTpéfte otnv Evétnta 8 yia TpooTaTeuTiKG YéTpa KaTd To
XEIPIoHS TNG SlapponG.
6.2 MepiBaAlovTikéG TTPOQUAGSEIS Mnv emMITPETTETE TNV EI0XWPENON OE ATTOXETEUTEIG, UTTOVOUOUG
] OTIG TTAPOXEG VEPOU.
6.3 Mé£Bodo1 kai UAIKG yIO TTEPIOPICUO Kal ZKOUTTIOTE JE ammoppo@nTIKO UAIKO (XAPTOTTETOETEG, AUMO,
KaBapiopo SIOTOWITN, CUVOETIKA 0&EWV, YEVIKA GUVOETIKA, TTPIOVID!).

ATroppiwTe TO poAUCUEVO UAIKG wg atréBAnTo oUPPwva Ue
TNV evotnTa 13. KaBapioTe Tnv TTEPIOXr) HE UTTOXAWPIWOES
vatpio (Chloros) A GAAoO aTToAupavTIKO TTapAyovTa.

6.4 Ava@opég oe AAAEg EvOTNTEG 8,13

ENOTHTA 7: XEIPIZMOZ KAl AlTOOHKEYZH

7.1 Mpo@uAdgeig yia ao@aAn XeIpIoPo To mpoidv autd atraiTei diaxeipion avaioyn Twv duvNTIKWG
MOAUCHATIKWY UAIKWYV, KaBWG Kapia yvwoTrh YéBodog dev
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e€ao@aAidel atréAuTa OTI TTPOIOVTA TTPOEPXOUEVA OTTO UAIKG
avBpwTmvng TTpoéAeuong dev HETABIBOUV HOAUCUATIKOUG
TTapAyovTEG.

Avatpégte otnv Odnyia 2000/54/EK yia TTANPO@OpPIEG OXETIKA
ME TO XEIPIOPS €TMIKIVOUVWV BIOAOYIKWY UAIKWV.

Na atro@elyeTal n eTTa@n Ye T PATIA, TO OEPUA Kal TOUG
BAevvoyovoug.

Na guAdooeTal Jakpid aTrd TTaidid.

Na TTAEVETE Ta XEPIO TTPIV OTTO KABE SIGAEIMMA Kal JETE TO
TEPAG TNG Epyaaiag oag.

Na kaBapileTe TIG TTEPIOKES EPYATIAG PUE UTTOXAWPIWDEG i
GAAO aTTOAUPOVTIKG TTAPAYOVTQ.

7.2 ZuvOlnkeg yia TNV ac@aAn @UAagn, Na ammobnkeleTe o€ katdyudn.
oupTtrepIAauBavouévwy Tuxov acuuBifacTwy
7.3 Ei31kn TeNIKA Xpion N XpNoeig Na xpnoigotroigital cUp@wva Pe TIg 0dnyieg xprRong.

ENOTHTA 8: EAEMX0OZ THZ EKOEZHZ/ATOMIKH NPOZTAZIA

8.1 MapdpeTpol eAéyxou

8.1.1 Opia emayyeApaTikig ékBeong To 1rpoidv dev TTEPIEXEI TNUAVTIKEG TTOOOTNTEG UAIKWY HE
KPIOIUEG TIUEG TTOU TTPETTEI VO BpioKovTal UTTO
TrapakoAolBnon aTo TrepIBAAAoV epyaaciag.

8.2 ‘EAeyxog ékBeong

8.2.1  KartdAAnAoi pnxavikoi éAeyxol Agv a@opa TO GUYKEKPIUEVO UAIKO.
8.2.2  ATOUIKOG TTPOCTATEUTIKOG EEOTTAICUOG
MpooTacia Twv PaTIWV/TOU TTPOCWTTOU ZuvioTwvTal Ta YyuaAid acgaleiag. (EN166).
MpooTacia Twv XepILV [avra piag xpriong. (EN374).
YAIKO yavTiwv: Latex / uoik6 KaouTaoUK, KOOUTOOUK VITPIAiOU.
Xpovog digioduong Tou UAIKOU TwV YavTIwV: H avBekTikOTNTA TV YavTiwy Oev gival Kpiolun étav o
XEIPIOPOG TOU TTPOIOVTOG YiveTal CUPPWVA PE TIG 00NYieg
Xenong.
MpooTacia yia 10 cWua Mod1a epyaoTnpiou.
MpooTacia Twv avaTTVEUGTIKWY 0dWV Y116 puUOIOAOYIKEG OUVOAKEG BEV ATTAITEITAI.
8.2.3 "EAeyxoi repiBaAAovTiKAG £kBEONG Agv atraitouvtal €I8IKA PETPA.

ENOTHTA 9: ®YZIKEZ KAl XHMIKEZ IAIOTHTEZ

9.1 ZTOIXEIO VIO TIG BACIKEG PUOIKEG KAl XNHIKESG

1310TNTEG
Oyn Yypo.
Xpwya Kexpiptrapéviol (okoUpo KiTpivo).
Oopn EAagpid.
Oplo oopnAg (ppm) Mn kaBopiopévo.
pH (Tipn) 7.6 -8.0.
Inueio TAgEWG (°C) / Znpeio TMgewg (°C) Mapopolo pe Tou vepou, katd TTpoctyyion 0°C.
nueio Bpaopoul/elpog Tipwyv Bpacpou (°C): Mapoépolo e Tou vepou, katd Trpooéyyion 100°C.
Znueio AvagAegng (°C) Mn e@apudoiuo.
TaxutnTa e&dtuiong (BA = 1) Mn kaBopiopévo.
AvagAeginoTnTa (0TEPED, AEPIO) Mn e@apudoiuo.
EUpog TIuWV opiwv eKPNKTIKOTNTOG Mn e@apudoiuo.
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9.2

Migon atpwv:(mm Hg)
TTUKVOTNTO OTHWV: (Aépag=1)
MukvéTnTa (g/ml)
AlaAutéTnTa (NEPO)
AlaAutétnTa (AAAQ)

>uvTeAeoTAG KaTavopng (n-okTavoAn/vepd)

Oeppuokpaoia autoavapAegns (°C)
Oeppokpaoia amoolvBeang (°C)
IEwdeg (mPa.s)

EkpnkTiKéG 1010TNTEG”

O&eIdWTIKEG 1810TNTEG

AAAeg TAnpo@opieg

Mapopolo pe Tou vepou, katd TTpoatyyion 23 hPa.
Mn kaBopiopévo.

~1

MAApWG avapi§iyo pe 1o vepo.
Mn kaBopiopévo.

Mn kaBopiopévo.

Mn kaBopiopévo.

Mn kaBopiopévo.

Mn kaBopiopévo.

Mn €kpNKTIKO.

Mn o&e1dwTIKO

Aegv gival d100€01uEg.

ENOTHTA 10: ZTAOEPOTHTA KAI APAZTIKOTHTA

10.1
10.2

10.3
10.4
10.5
10.6

ApaoTik6TNTA
XnuIkf oTaBepoTnTA

MOeavoTnTa EMIKIVOUVWY avTISpdoewv

ZuvOAKEG TTPOG ATTOPUYRHV
Mn cupBard uAika
EmikivBuva mpoiévTa amroouvleong

Kavéva yvwaoTo.

To mpoidv TTapauével 0TaBepd GUPPWVA WE TIG
OUVIOTWUEVEG OUVBNKES aTTOBAKEUONG.

Agv Ba TTpokUWEl ETTIKIVOUVOG TTOAUPEPITUOG.
Kayia.

Kavéva yvwaoTo.

Kavéva yvwaTo.

ENOTHTA 11: TOZIKOAOIIKEZ NMAHPO®OPIEX

11.1 MAnpo@opieg yia TIG TOSIKOAOYIKEG ETTITITWOEIG
11.1.2 Miypata
O¢eia TogIkATNTO Me Bdaon Ta diaBéoiya aToixeia, dev TTANPOUVTal T KPITAPIO
Tagivounong.
EpeBioudg Me Bdaon Ta diaBéoiya aToixeia, dev TTANPOUVTaIl T KPITAPIO
TagIvounong.
AidgBpwon Me Bdon 1a diaBéoiya aToixeia, Oev TTAnpoUvTal Ta KPITAPIO
TagIvounong.
EuaioBnToTtroinon Me Bdon 1a diaBéoiya aToixeia, Oev TTAnpoUvTal Ta KPITAPIO
TagIvounong.
TogikéTnTa emavaAauBavépevng d6ong Me Bdon 1a diaBéoiya aToixeia, Oev TTAnpoUvTal Ta KPITAPIO
Tagivounong.
Kapkivoyéveon Me Bdaon Ta diaBéoiya aToixeia, dev TTANPOUVTal T KPITAPIO
Tagivounong.
MeTaAAagyéveon Me Bdaon Ta diaBéoiya aToixeia, dev TTANPOUVTal T KPITAPIO
Tagivounong.
To&IkdTNTa OTNV avaTTapaywyn Me Bdaon Ta diaBéoiya aToixeia, dev TTANPOUVTal T KPITAPIO
Tagivounong.
STOT-e@atag ékBean Me Bdon 1a diaBéoiya aToixeia, Sev TTAnpoUvTal Ta KPITAPIO
TagIvounong.
STOT-emavelAnuuévn ékBean Me Bdon 1a diaBéoiya aToixeia, Sev TTAnpoUvTal Ta KPITAPIO
Tagivounong.
Kivduvog avappoéenong Me Bdon 1a diaBéoiya aToixeia, Sev TTAnpoUvTal Ta KPITAPIO
TagIvounong.
ApVNTIKEG ETTITITWOEIG YIA TNV UYEia Kal
CUHTITWHATA
Etaen pe 10 dépua Agev avauévovtal GNPAVTIKEG apvNTIKEG ETTITITWOEIG YIa TNV
uyeia.
Emaen pe ta yama Agev avauévovtal GNUAVTIKEG apvNTIKEG ETTITITWOEIG YIa TNV
uyeia.
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Katdrmroon Agv avapévovTal GNUAVTIKEG ApVNTIKEG ETTITITWOEIG YIa TNV
uyeia.
11.2  AAAeg TAnpo@opitg Mn epapudaipo.

ENOTHTA 12: OIKOAOTIKEZ MAHPO®OPIEZ

12.1 To&ikétnTa To 1Tpoidv dev TTEPIEXEI ONUAVTIKEG TTOGOTNTEG CUCTATIKWV
TToU BewpouvTal TOGIKEG yIa TO TTEPIBAAAOV.

12.2  AvOekTIKOTNTO KOI IKAVOTNTA OTTOIKOSOMNONG To Trpoidv eival dueca BIOSIACTIWHEVO.

12.3 AuvatéTnta BIOOUCOWPEUCNHG Kapia avapevopevn.

12.4  KivnTik6TnTO OTO £€80POG To Tpoidv avapéveral va £XEI UPNAL KIVATIKOTATA OTO
£50aQ0g¢.

12.5 AmoteAéoparta Tng agioAéynong PBT ka1 vPVB Mn epapuodaoiyo.

12.6 AAAeg aPVNTIKEG ETTITITWOEIG Mn epapudaiyo.

ENOTHTA 13: ZTOIXEIA ZXETIKA ME TH AIAGEZH

13.1 MéBodol Siaxeipiong amoBARTWY
Mpoidv: Na atroppitrTeTal wg duvnTIKA ETTIKIVOUVO BIOAOYIKO UAIKO

Kal oUPQWVA PE TNV IoXUouoa TTEPIBAAAOVTIKA Kal GAAN
OXETIKA vOopoBeTia TnG ekaoToTE XWpag. MNa va
£EAOPAAICETE TN CUPPOPPWOT), CAG CUVIGTOUE Yia
TTEPIOCCOTEPEG TTANPOPOPIES VO ETTIKOIVWVATETE PE TIG
ApUOdIEG APXES (TNG EKACTOTE XWPAG) /KAl YE YIa
€YKEKPIUEVN ETaIPEia yIa dlaxeipion aTToRARTWY.

Eupw1raikog KatdAoyog ammoBAATWV: 18 01 03.

Juokeuaoia: H atréppiwn TTPETTEN va YiVETOI CUPQWVA PE TNV KATA TOTTOUG
IoxUouca vouobeaia.
Ta poAucpéva UAIKG OUOKEUQOIag TTPETTEI VA ATTOPPITITOVTAl
pE Tov id10 TPATTO BTTWG KAl TO TTPOIGV.
Ta pn poAucopéva UNIKG GUOKEUAaiag TTopouv va
avaKkukAwBouUv. lMa TTepIcodTEPEG TTANPOPOPIES
ETTIKOIVWVAOTE e To TPAPa eEuTTNPETNONG TTEAATWV TNG
TTEPIOXAG OAG.

ENOTHTA 14: NAHPO®OPIEZ ZXETIKA ME TH META®OPA

14.1  ApiBuég OHE Mn epappudaipo
14.2  Oikeia ovopaoia arooTtoAg OHE Mn epappudaipo
14.3 Tagn/rageig KivdUvou KATA TN HETAPOPA Agv €xel TagivounBei wg TmKivOUVO KaTd Tn PETAPOPA.
14.4  Opdda cuoKeuaoiog Mn epappudaipo
145 NepiBaAAovTikoi Kivduvol Mn epapudoipo
14.6  Eidikég Tpo@uUAGEEIS yia ToV XpROTN Mn epapudoipo

X0dnv peTag@opd cUP@WVA JE To TTapdpTna ll
14.7 g oUpBaong MARPOL 73/78 kai Tou Kwdika  Mn epapudaipo
IBC
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ENOTHTA 15: ZTOIXEIA ZXETIKA ME TIZ KANONIZTIKEZ APXEZ

15.1 Kavoviopoi/vopo0ecia oXeTIKA e TRV Odnyia 98/79/EK yia 1a in vitro diayvwaoTIKG
aoc@dAela, TNV uyeia Kal To TTEPIBAAAOV yIa TRV 1ATPOTEXVOAOYIKA TTPOIOVTA .
ouaia 1 To piypa

15.2 AgloAOoynon XNUIKAG aoPAaAeiag Mn epappoaipo.

ENOTHTA 16: AAAEZ NMAHPO®OPIEZ

AEZANTA
STOT Eidikr TogIk&TNTO OTO Spyava-OTOXOUG
NapatropTrég:
AeAtia dedopévwv ao@aleiag yia TIG TTPWTESG UAEG.
Mpo6o0BeTeg TTANPOPOPIEg
EmpéAcia: Dr. J. J. Tobin, ChemHaz Solutions, Email: info@chemhazsolutions.com

E¢' 60wv yvwpifoupe, ol TTANPOQOPIES TTOU TTEPIEXOVTAI OTO TTAPOV gival akpiBeig. Emonuaiveral, duwg, 611 oUTE N
TTpoavaepBeica eTaipeia o0UTE KATTOIO OTTO TIG BUYaTPIKEG TNG avaAauBdavel oladATToTE €UBUVN yia TNV akpiBEia R TNV
TTANPOTNTA TWV TTANPOPOPIWYV TTOU TTEPIEXOVTAI OTO TTAPOV. H TEAIKA atTé@aon yia TNV KATAAANASGTATA £VOG UAIKOU
Trapapével atrokAEIoTIKA euBUvn Tou XpnoTn. KaBe uAikd ptropei va epgavioel dyvwoToug KIvOUVoUG Kal TTPETTE va
xpnoiyotroigital ge 1n déouaa rpoooxr. Mapd 1o yeyovog OTI opiopévol Kivduvol Treplypdgovtal oTo TTapdv, deV HTTOPOUHE
va gyyunBouUpe 6T auToi €ival ol Hévol KivOuvol TTou UTTAPYOUV.
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