Exd. T.1.TEL

ZYTOVISION

Mouse-anti-DIG

AB-0001-4 N/ 40 (4 ml)

N ayxpnon oeg SLadL Kool €¢ XpwUoyOvouU /n sifu
uBpt &L opot (CISH)

42503805178G

q3

In vitro 6L AyVWoTL KO L AT POTEXVOAOYL KO TTpol OV

ovudwva pe tov Kavovi opo IVDR (kavovi opd yLa ta in vitro
SLoyvwoTL KA LatpotexvoloyL ka poi ovta) (EE) 2017/746

1. nMNpoPBAemouevn xprion

To Mouse-anti-DIG (AB1) mpoopi{etat yLa xpAon ota BApata
avixveuong oe edappoyég xpwpoyovou /n sifu uBpL 8t opot (CISH)
og otabepomoLnuéva e ¢GoppHalivn KOl EVOWUOTWHEVA OF
mapadi vn i ypata. To Mouse-anti-DIG mpoopi {etal yLaxprion og
ouvduacpud pe avixveutég ZytoDof €TLONHOOCHEVOUG  ME
Styo§iLyevivn i avixveutég ZytoFast kat Ta aviiotoLxa KL T
edappoyns.

To mpoi 6v Mpoopi {etal povoyLa emayyeApatt kn xpnon. OAeg ot
S0KL LEG TTOU XPNOL LOTIOL OUV TO TIPOL OV MPETIEL va EKTEAOUVT AL
og TILOTOTOL NUEVO, adeLodotnuévo epyacthipLo TaboAoyL KNG
avatopL KAG amd el SLKEUUEVO TIPOOWIL KO, UTTO TNV €Tl BAeyn
maboloyoavat OHoU/YEVETL OTH.

2. Apxh tng oKL ung

H texvikn xpwuoyovou in sifu uBpt &t opol (CISH) emutpémer tnv
aviXVveuon KAl TNV OTTLKOTIOL NON CUYKEKPL LEVWY OAANAouxL wv
VOUKAET KWV 0of€wv 0 KUTTAPLKA TTapoaokeudopata. Gpavouata
VOUKAEOTL Sl wv E€TMLOnpacpéva HME aMTEVLIO, OL AgyOpevol
avixveutég CISH (xpwuoyovou i/n sifu uBpLéLopol), kat ot
CUMUTTANP WUAT L KEG TOoug aAAnAouxieg oTOx0U ota
TOUPAOKEUGOUOTO OUV-METOUCL WVOVTOL KAL OTH OUVEXELQ
adrivovTal va avomtovtol kKatd tn St dpketa tou uBpLdLopou.
Katomv, tapn et 6L ka kat pun deopevpéva Bpadopata avi XVeutn
adoal povvTal PE auoTnpd BApata MAVong. O oxNUATL GPOG SLTANG
oPNG TOU ETIL ONUACKEVOU QAVLXVEUTH UTTopel va omtL komoL nBei,
XPNOL HOTIOL WWT OG TpWrelovTa (Un papkapLopéva) avil owlata,
Ta omola avixvelvoviaL onMd OSeutepoyevr TOAUUEPLOPEVA
oulevuypéva pe éviupa avtLowpato. Hevlvpatikn avti paon pe
XPpwWHOyOva UTTOOTPWHATA O8Nyel OTOV OXNUATLOMUO £€YXPWUWY
L{NUATwv. META TNV QVTLXPWon TOU TUPAVA ME HLO TTUPNVLKNA
XPWOTLKA, Ta uBpLSLopéva Bpavopata avVLXVEUTH
OTIT L KOTTOL OUVT Al HE ML KPOOKOTIL o dwr OG.
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3. Napexo6peva avii SpacthpL o

To Mouse-anti-DIG &uati Betal og éva péyebog:

. AB-0001-4: 4 ml (40 avti 8pdoet ¢ twv 0,1 mln kabepi a)

4. YAuLkaTou amat toUvvtal aAAd Sev TapéxovTal

. AVLXVEUTAG Kot KLT edapuoyng totwv ZytoVision

To Mouse-anti-DIG mpoopi {etat yLa xprion oe 6t adL kaci g in situ
uBpL&Lopol  (ISH) xpnoLpomoLuvtag avixveutég KoL  KLT
ZytoVision. Tia TAnpodopieg OYXETLKA ME TA UALKA TOU
amattolvtal yira ti¢ Stadikaocieg in situ uBpL&Lopol (ISH),
avatpéfte oTtL G 0dnyieg XPAONG TOU AVTiOTOLXOU QAVLXVEUTH
KaL KLt ebappoyng ZytoVision.

5. AmoORkeuon KaL XL pL oUdG

Quhdooetat otoug 2-8°C oce 6pbBLa Béon. EMavadépete oTLG
ouvBnRkeg  amoBrikeuong  OQUEOWS petd tn  xpAon. M
XPNOL LOTIOLELTE avTL SpaoTApLa META TNV nuepounvia AREng
TTOU avaypadeT oL 0TNV ETLKETA. TO TTPpOi OV el vaL otaBepo péxptL
TNV nuepopunvi a AN§ng mou avaypadetal oTnv €TLKETA, EPOCOV
yivetal avdloyog xeL pL opog.

6. NposidomoL oL ¢ Ko TTPoUAGEEL G

. AtaBdote TL¢ 08nyieg xprong mpLv amo tn xpnon!

. My xpnoLpoToLeite Ta avtiLdpacthpLa META TNV
nuepounvi o Afgng!
. Auto TO0 Tpoidv TmepLéxel ouvoieg (o xaunlég

OUYKEVTPWOEL G KaL OYKoug)Tou el val em BAaBei¢yLtatnv
uyela. AmodlUyete omoLadnTOTE AueEcn EeTadn HE TA
avtl SpaotrpLa. AdBete KATAAANAQ TPOOTATEUTLKA HETpQ
(xpnot pomoL fjote ydavtia piag xpnong, TPOOTATEUTLKA
yuaht & kat polxa epyaotnpiou)!

. Avadépete kdBe ocoPapd TMepLoTOATLKO TOU €Xel oupPel
OXETLKA HE TO TTPOL OV OTOV KATAOKEUACTN KAl TNV apuodL a
apXf oUUPWV A KUE TOUG TOTL KOUG KavovL opoug!

. Edv ta avtidpactnpLa £pbouv ce emadn pe to Sépua,
EemAUveTe apéows To dépua pe apbovn moocotnta vepou!

. Katomiv atthpatog StatiBetal yiLa tov emayyeApatia
xpnotn éva dehtio dedopévwv acdalel ag uAL koU.

. MYV eTavayxpnoL LOTIOL ELTE AVTLEPACTAPL A, EKTOG €AV N
€TTOV X PNOL HOTTOL Non EMLTPETMETAL PNTE!

. Amodlyete tn SLactauvpolpevn pOAuvon Twv SeLypdtwy,
kabwg autd umopei va obényfoelt oe AavBaocpéva
amoteAéopata.

. Tadelypata Sev MpeMeL va adrivovTal VO OTEYVWOOUV KAT A
tn SLdpkeLa Twv Bnuatwv uPBpL 8L opol kat MAUONG.
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Ek6. 1.1.1 EL

AnAwoeL ¢ eTLKLVEUVOTNTAG Kat TpodUAagng:

To cuoTtatL ko Tou MpoodLopi el tov Kivouvo eival pelypa
Twv €§AG: 5-xAwpo-2-peBuho-4-t coBetL alohivn-3-6vn [EK ap. 247-
500-7] kat 2-ueBulo-2H-1 coBeL al 6A-3-6vn [EK ap. 220-239-6]
(3:1).

@ MNpoeL domoi non

H317 Mrtopei va mpokahéoel aAAepyL KA SeppatL ki
avti épaon.

P261 Amtode Uy ETE VA OVATIVEETE
okovn/avabuul doel ¢/aépL a/otayovi 6L a/at po
U¢g/ekvedwpata.

P272 Ta poAuopéva evéupata epyoaoci ag dev TpEMeL

va Byai vouv amoé tov xwpo epyaci ag.

P280 Qopdte MPOCTATEUTLKA YAVTL O/TTPOCTATEVUTL KA
evdlpata/uéoca Mpootaci ag HaATL W /TPOoCWIToU.

P302+P352 SE MEPI NTQSH ENAQHE ME TO AEPNMA: MAUvVeTEe pe
adbovo vepo.

P333+P313 Edv mapatnpnBei epeBLopdg tou Séppatog n
epudaviotel e€avOnua: AdBete LatpLkn
cupBouln/mpoooxn.

P362+P364 BydAte ta pohuopéva polxa Kot MAUVETE Ta
TPLV TO AV AYPNOL LOTIOL HOETE.

7. nMNepLoptopoi

° lia /n vifroSLayvwotL KR xprRon.

. MdVo yLa eTTayyeApatL k) xpnon.

. MbvVoO yL a Un auTouaT OTIoL NUEVN X PHON.

. H KALVLKR gpunveia oToLacdnmote BOeTLKAG Xpwong n
armouci ag tTNGg TPEMeEL va YivetalL oto TMAaioLo Ttou
KALVLKOU LoTopLKOU, ™g nopdoAoyiag, GAN wv
LoToTaboAoyL KWV KpLTnptl wv Kabuwg Kat AN v
SLayvwoTL KW efetdoewv. El vat gublvn gVOg
eLdlkevpuévou mobBoloyoavatduou/YyeEVETLOTH va egivat
€§OLKEL WHEVOG HE TOUG QVLXVEUTEG UBPL 8L opOU insitu (ISH),
Ta aviltépaothpLa, TtTo SLOYVWOTLKA TAVEN KAl TLG
neBd6oug TMou XpnoL pHOTIOLOUVT AL YLO TNV TOpOywyn Tou
XPWHATL OHEVOU TIAPACKEUAOHATOC. H Xxpwon TPEMEL va
TpayuatomoL el taL o€ TLotomoL nuévo, oadeLodotnuévo
gpyactipLo uTto Tnv el BAeyn
maboloyoavat OHoU/YEVETLOTH Tou eival umevBuvog yLa
TNV €TMLOKOTINGN TW XPWUOTLOUEVWY TAQKLS{ wv KoL TN
SLaocdallon TNG €TMAPKELAG TW OETLKWY KAl OPVNTLKWY
HOPTUPWV.

. Hxpwon tou el yHatog, eL SLKOTEPA N £€VTACH TOU CAKATOG
KoL N xpwon Tou urtoBdaBpou, e§apTtuvTal armd Tov XELPLOUO
KoL tnv emefepyaci a tou Selyparog mMpLv amé tn xpwon. H
akat GAAnAn otepéwon, Youén, amdéPuén, ToO TAUGL MO,
otéyvwua, n Béppavon, TuRon A wOAuvon pe dAha deiypata
N uypa umopel va Mpokalécouv texvoupynuata f Yeudn
amoteAéopata. ACUVETH  amoteAéopata  MUTMOpPEl va
mpokUYouv amd SLakupudvoel ¢ oTtL ¢ pneEBOSoug oTepéwong
Kal EVOwWMAtwong, kKabBuwg kat amd eyyevel ¢ avwupalieg
EVTOC TOU del yparog.

. H arrodoon ETLKUPWONKE, XPNOL LOTIOL WV T ag TLG
SLadLkaoi e¢ Mou MepLypadovtal otL ¢ odnyi eg xpRong tou
avtiotolxou avixveutn kat KLT edapuoyng ZytoVision.
TPOTIOTIOL AOELG O QUTEG TLG SLadLkaoi eg evdéxetal va
oAAGE ouv TNV amodoaon Kal TPETEL va TIL KUPpwWOOUV ATT6 Tov
xpfotn. Autd to IVD (in vitro L ayvwottL kd) mpoi dv eivat
m otomot nuévo wg CE, pévov o6tav xpnot pomotL el tat Omug
TeEPLYPAPETAL O QAUTEG TLG 0dNYLEC XPAONG EVTOC TOU
medi ov TNng MPpoPAeMOUEVNG XPHONG.

8. NapespuBdaAAovceg ouci g

Avatpé€fte otL G 08Nyl EC XPAONG TOU QVTLOTOLYXOU QVLXVEUTH
Kat KLt edappoyng ZytoVision.
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9. MpostolLpaci a et ypdr wv

Avatpéfte otL ¢ 08Nyl eg xpAONG TOU QVTLOTOLYXOU QVLXVEUTH
KaL KLt ebappoyng ZytoVision.

10. MpoTapacKevAOTL KA eME§ EPYACL O TG CUOKEUNG
Avatpé§te oTLG 08NYLEG XPAONG TOU QVTLOTOLYXOU QVLXVEUTH
Kat KLt epappoyng ZytoVision.

11. Avaditkaci a avaluong

AkoAouBrote tn SLadLkaol a, OTTwg TepLypadeTal otL G odnyl eg
XPNong Tou avtiotolxou KL T edappoyng ZytoVision. MpLv amo tn
xpnon, dépte to oe Beppokpaci a Swpatiov (18-25°C).

12. Eppnveia amoteAeOUAT WV

Avatpé€fte otL¢ odnyleg xprAong Tou aAviioToLXOU QVLXVEUTH
ZytoVision.

13. Zuviotuwpeveg SLadL Kaoi £¢ TOLOTL KOV eAEyxou
Avatpéfte otLg odnyleg xpnong Tou aviioTtoLXOU QVLXVEUTH
ZytoVision.

14. XapaktnpLotiLKda anédoong

Avatpéfte otLg odnyleg xprAong Tou aviioToLXOU QVLXVEUTH
ZytoVision.

15. AméppiLyn

H améppL n twv avtidpactnpl wv TPEMEL va TPAY LAT OTIOL €1 T al
oUWV a LE TOUG TOTIL KOUG KavovL opoUg.

16. Avti pET WML 0N TIPOBANUAT WV

OrrotL adNTOTE ATTOKAL ON MO TL G 08Nyl €¢ AeLToupyl ag pumopetl va
odnynoeL o€ KOTWTEPO QTMOTEA€éopara xpwong n oe kaboAou
xpwon. Avoatpéfte otig odnyieg xpnAong tou avtiotoLyou
aviXveutn kat kLT ZytoVision yL a TepL 0o6tepeg TAnpodoptl €.

17. BLBAioypadi a
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18. Ava@swpnon
I:EI www.zytovision.com

Avatpé§te otn SLevBuvon www.zytovision.com yLa TLG TLO
mpoodateg odnyieg xpnong kabwg kat yra odnyieg xpriong
oe 6L ddopeg yAwooeg.

O eLdLkol pag eival mpobupol va amTAVTAOOUV OTLG
EPWIAOEL G 0ag.
EmL koL vwvote otn 8L eBuvon helptech@zytovision.com

ZytoVision GmbH

Fischkai 1

27572 Bremerhaven / Teppavi a
TnAédwvo: +49 471 4832-300
Qu§: +49 471 4832-509
www.zytovision.com

E-Mail: info@zytovision.com

EumopL kG ohpata:
Ta ZytoVision®, ZytoDof® kat ZytoFas® el val eumopL kd ofpata
tn¢ ZytoVision GmbH.
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