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EAAHNIKH AHMOKPATIA
II 67 YTEIONOMIKH MEPIOEPEIA Hugpopnvia : 15.02.2023
MEAOMONNHZEOY, IONION NHEQN
1 r HTEIPOY & AYTIKHE EAAAAAS Ap. Mpuwrok : GIN17/1610
FENIKO NOZOKOMEIO AAKQNIAE

Ap. Npoopopdg : 6
NOZHAEYTIKH MONAAA ZMNAPTHZ

AIEYOYNZH AIOIKHTIKHZ YMHPEZIAX
YmodielBuvan AioikntikoU, TpfRpa OikovopikoU, Mpageio Mpoundeiwv
MAnpogopicg : ka. Toepté Zraupouha TnAépwvo 27310 - 93343, mailto:promht@hospspa.gr

npoz

KAOE ENAIAQEPOMENO
Oéua: MpdokAnon ekdAAWONG evOIaPEPOVTOC TTPOUNBEIAC UYEIOVOUIKOU UAIKOU (OUPOGUAAEKTEG).

Ze ektéAeon Twv: a) n ut ap. 97 pe AAA: 9T8046907H-P99 Amégpaon AioikAtpiag & B) o utr’ ap. 74 & 64
Amrogaoeic Aéapeuong Miotwong pe AAA: WEAT46907H-MAY, WIINN46904A-2Q0 avriatoixa, 7o I'. N. Aakwviag
- N. M. Zméptng mpoPaivel ot Oievépyeia TTPOOKANONG ekONAwaNG evdiapépovTog, yia TV TIPounReeia
uyelovopikoU uhikou CPV: 33141600-6 yia ta €idog OTTwG TTEPIYPAPETAI TIAPAKATW:

o OYPOSYMEKTEZ AMOSTEIPQMENOI 2LT ME SQAHNA MIKPOY EYPOYS ME KANOYAA EKKENQSHS.
Moaémra N. M. STTAPTHE 12.000 tuy. & N. M. MOAAQN 10.00071y.

TEXNIKH MEPIFPAGH

. NA AIAGETOYN TA MAPAKATQ XAPAKTHPIZTIKA:

1. NA EINAI XQPHTIKOTHTAS 2000cc,

2.NA AIAGETOYN AIABAOMIZH ANA 100 ML, ME TPAMMIKH AIATPAMMIZH ANA 100ML KAl ENTONOTEPH

ANA 500 ML,

3.NA EINAI TIAAZTIKOI AMOAYTOY STEFANOTHTAS, AIAQANEIE T1A NA AIAKPINETAI H XPOIA TON OYPQN

4. NA AJAGETOYN QAHNA ME EYPOS ME EXQTEPIKH AIAMETPO MIZOY EKATOZTOY ( 0,5¢k), QETE NA

MHN ®PAZEI ATO MHIMATA.

5NA AIAGETOYN IOAHNA MHKOYZ 90-100-EK. O OMOIOX NA KATAAAHTEI TE PYTXOZ MOY NA

MPOSTATEYETAI ME KAAYMMA, KATAZKEYEAIMENOZ AMO KATAAAHAO YAIKO, QSTE NA MHN
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KAMITETAI (NA MHN EQAMTONTAI TA TOIXQMATA TOY ZQAHNA) KATA THN XPHZH KAI TOMOGETHZH
TOY XTON AXOENH KAI £TO XTATO ZTHPI=HZ/ANAPTHPA.

6. NA AIAOETEI O XAKOX ANAAOTEX OMEX QXTE NA EMITPEMNOYN THN MPOXAPMOIH TOYZ ZTO
ZTATO/ANAPTHPA

7.NA AIAGETEI BAABIAA MH MAAINAPOMHZHZ TOY MNMEPIEXOMENOQY TOY ZAKQOY 2TON KAGETHPA.

8 NA AIAOETOYN EIAIKH YMOAOXH (BAABIAA) ZTHN APXH TOY ZQAHNA, AMEZQX META THN XYNAEZH
TOY QAHNA ME TON KAGETHPA, T'A AHWYH KAAAIEPTEIAZ OYPQN.

9. NA AIAGETEI KANOYAA EKKENQZHZ ME BAABIAA TYMNOY T (TA®) / ZTAYPOY KAI NA KAEINEI ME
AZQAANEIA XQPIZ AIAPPOH.

Na katateBei 1o prospectus Tou TTPOoPEPOEVOU €idoug & deiypa TTPOG agloAdynan.

Mevikég Mpodiaypapég

O1 TeXVIKES TTPOdIaYPAPEC avalUovTal wg KATwO!:

2NV ETIKETO / CUOKEUATTQ TTPETTEI VO AVOYPAPOVTAI [E EUKPIVI KOI EUAVAYVWOTO TPATTO TOUAAXIOTOV Ta TTOPAKATW
gTolxeia:

1. To 6vopa A n eumopik emwvupia kai T d1E0BUVON TOU KOTOOKEUQOTH. Z€ TIEQITITWON TIOU O
KOTOOKEUOAOTAG Oev EXEI £0pa O€ XWPA TG EUPWTTIAIKAG Evwang, N ETIKETA 1) N CUOKEUATia TTPETTEl va
mepiAapBavouy emmimAéov 1o dvopa Kai T d1EUBuvan Tou £E0UGIOBOTNUEVOU AVTITIPOCWITOU TOU.

O kwdIkd¢ T TapTidag Tou otroiou va Tponvyeital n évoeign «MAPTIAA» (1) LOT).

H évdeitn TnG oplakng nuUepounviag ac®ahols xpRoews, Ekppalouevn o€ £T0G Kal Wrva.
H évdeitn 611 10 TTPOIGV TTPOOPICETAN YIa Wiat KAl udvn XpARoN.

To UNIKO KOTOOKEUNG.

To péyebog.

O1 €181kéG OUVBAKES aTTOBAKEUDTG.

KaBe mpogidotoinan A/kal Antrtéa mpo@uAagn.

© ®©® N o a ~ w bd

O1 avwtépw TTANPOPOPIES PTTOPET VOl TTAPEXOVTAI UTTO HOP®H TUUBOAWY.

-
o

. H ouokeuaoia Twv amooTeipwpévwy €1I0WV va amoTeAeital amod 1aTpiké xapTi kal TAAoTIKO @Iy (blister)
KOI va pnv €MTPETEl TNV €i0000 HIKPOOPYAVIOUWY £TC1 WOTE va dlatnpeital n oTelpdTTa TOU
TIEPIEXOMEVOU.

11. H ouokeuaaia Tou UAIKOU (OTTwG TTEPIYPAPETaI AVWTEPW) Va DIABETEI EUKOAO AVOIYUA, WOTE VA ETTITPETTEI

TNV OTEIPO OTTOOUOKEUATTQ TWV TTEPIEXOHEVWV.

12. Ortav avoixBei va unv {avakAeivel.

13. Na katarebei 1ISO 13485 Tn¢ KATOOKEUAOTPING ETAIPEING.
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14. Na ¢épouv ofjpavon CE (va kararebei).

AHMOZIEYZH - XPONOZ IXXYOZ MPOZOOPQN - NMAPAAOZH
[Mpog dIEUKOAUVAT TwV EVBIAPEPOUEVWY, TO TTARPES KeipEVO NG MpoakAnong EkdrAwang EvdiagépovTog diatiBetal

HOVO € nAekTpOvIK pop®n amd Tnv 1oTooehida NG Avabétoucag Apxng www.hoslak.gr & aTo

http://www.promitheus.gov.gr/ H TTpoc@opd 10%Uel Kal OETUEUEI TOV TTPOTPEPOVTA VIO XPOVIKO DIACTNUA EKATOV
oydovta (180) nuepwv améd TNV €Topévn TS nUEPoUNnviag dievépyelag Tou diaywviapou. Mpoa@opd Tou opilel
XPOvo 10X00G HIKPOTEPO TOU AVWTEPW AVAPEPOPEVOU, OTTOPPITITETAI WG ATTAPADEKTN.

H mapddoon rwv eidwv Ba givar Tunuarikn Karomv mapayyeAiag eviog mévre (5) NUEPWV.

KPITHPIO ANAOEZXHE: cival n TAéov oUP@EPOUTT OTTO OIKOVOUIKR ATTown TTPOC®oPa BACEI TNG TIUAG.

NIZTOMOIHTIKA

1. ®opoloyikh & AGQaNIOTIKA evuepdTNTa.
MaoTomoinTIKG EKTTpocwITnong.
MMOIVIKO UNTPWO EKTTPOCWTTOU.

MaTotoinTikd AlkaaTikig PepeyyudTnTaC.

ok LN

MaoTotoinTIKG eyypa@ng aTo Bvikd MnTtpwo Mapaywywv (E.O.AN) ot 10U Baoel Tng KYA181504/2016 —
EK2454/B/2016.

KATAGEZH NMPOXZ®OPQN - AZIOAOIHZH
e 01 mpoopopés urofdAovral o€ KAEIoTO pakeAo e Tnv Evoeién «1pooopd» TG ETAIPEIAS ...,
Me Ap. lNpoopopds 6, Ymoyn k. Togpmé 21. Tay. AicuBuvon: . N. Aakwviag — N. M. 2maprng T.K: 231 00
2mdptn Aakwvia¢ oluewva e 1a opil6ueva oty mapouoa [TpdokAnan, 10 apydrepo uéxpl Tic
23.02.2023 ka1 wpa 14:00 ot lNpappuareia — MowrokoAro e N. M. Zméprng.

o [Ipoogopéc mou kararébnkav ekmpoBsoua dev yivovral amodeKTEC.

OEZMIKO MAAIZIO

ATIO TNV Keipevn vopoBeaia kai Tic kar' e€ouaioddtnan authg ekdoBeiaes kavoviaTikEG TPAEEIC, OTTwG 1Y 0oLV Kal

10iwg amo :

o To v. 4412/2016 (A" 147) “Anudoies 2uupaoeic Epywv, lMoounBeiwv kai YTNEETIWY (TTPOoapIoyr OTIC
Odnyies 2014/24/ EE ka1 2014/25/EE)»

e Tov.4605/01-04-2019 (A'52) Tpototroinon diaracewv Tou v. 4412/2016.
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e To v. 4782/09-03-2021 (A’ 36) Ekouyxpovioudg, amhotroinan Kal avaudp@wan Tou pubuioTikou TTAaigiou
TWV dnuoadiwv oupBAcEwWY, EIBIKOTEPES PUBUITEIC TIPOUNBEIWY OTOUG TOUEIC TNG APUVAS Kal TG AoPAAEIag Kal

GMe¢ DIaTALEIC yIa TNV avATITUEN, TIC UTTODOWEG KAl TNV UYEIQ.

H AIOIKHTPIA TOY I'. N. AAKQNIAZ

EVDOXIA PAPAGEORGIOU
15.02.2023 14:01

NAMATEQPTIOY K. EYAO=IA
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