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A. EINIXHMANXZH



INAHPO®OPIEX I1IOY ITPEIIEI NA ANATPA®ONTAI XTHN EEQTEPIKH XYXKEY
YXTOIXEIQAH XYXKEYAXIA

TIvaivn evain tov 100 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AMOXICILLIN 100-COLISTIN 250/ DOPHARMA, INJ.SUSP 100MG+250KU

| 2. TYNOEXIH IE APAXTIKH(EI) OYEIA(EX)

To 1 ml evonwprpotog Tepiéyet:

Amoxicillin (g trihydrate) 100 mg
Colistin sulfate 250.000 I.U.

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéotpo evaidpnpa

| 4.  IYIKEYAZIA

100 ml

| 5.  EIAOZ(H) ZQOY(QN)

Ayeladeg, pooyot, xoipot

| 6. ENAEIZH(EIY)

Evdeivotan yuo AowpwmEeig mov ogeilovton og Paktipla evaicOnto 6to cuvovacoud apo&kiAlivig-
KOALGTIVNG, OTT®MG CLUPAIVEL G AOTUMDEELS TOV OVOTVEVGTIKOV, TOV YUGTPEVIEPIKOD COANVO, TOV
OVLPOTONTIKOV KO TOV YEVVITIKOU GUGTILLOTOG.

‘ 7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwoBdote T0 PUALO 0NV YPNONG, TPV AT TN YPNON.

‘ 8. XPONOX ANAMONHX

Ayelddeg, LOoYOL: KPEAG KOl E0MIUOL 16TO1: 22 nuépeg
YaAa: 72 dpeg
Xoipot: Kp€ag Kot edMOUoL 1oToi: 14 nuép

| 9.  EIAIKH(ET) MPOEIAOTIOTHZH(EIL), EAN EINAT AMAPAITHTH(EX)

AwPaote T0 POALO 0INYIOV XPNCEMS, TPV ATO TN PN oM.

| 10. HMEPOMHNIA AHEHE

AHEH {unvag/étoc}



11. EIAIKEX XYNOHKEX AIATHPHXHX

dvidooceton og Beppokpacio pkpotepn tov 25 °C.
Mnv 10 YOYETE N TO KATOWYOYETE.

12. EIAIKEX [TPO®YAAEEIX AITIOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOXZ 'H AAAQN YAIKQN IIOY
ITPOEPXONTAI AITIO TO ITPOION,AN YITAPXOYN

Kabe un ypnoomombév Ktnviatpikd QoproKenTIKO Tpoioy 1 un ypnoioron0évta vToreippatd Tov
TPETEL VO, OTOPPITTOVTOL GOUPOVO, LLE TIG LOYVOVGEC EOVIKEC UTULTOELG.

13. OI AEEEIX «<-AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH» KAI OI OPOI'H OI
HNEPIOPIZMOI MOY IZXXYOYN XXETIKA ME TH AIAOGEXH KAI TH XPHXH, av
VITAPYOVY

ATOKAEIGTIKE Y100 KTNVIOTPIKT XP1ON -Va. O10TiBeToL LOVOVY [LE KTNVIOTPIKT GUVTOYT.

14. OI AEZEIX «<NA ®YAAXXETAI XE OEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
HPOZEITIZOYN TA ITAIAIA»

Na pvidooetar o€ BEom, v omoia dev PAETOLY Kot dev Tpooeyyilovv Ta Tadid.

15. ONOMA KAI AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAX

DOPHARMA B.V.
Zalmweg 24

4941 VX Raamsdonksveer
The Netherlands
research@dopharma.com

‘ 16. APIOMOX(OI) AAEIAY KYKAO®OPIAX

‘ 17. APIOMOZX ITAPTIAAX ITAPATI'QI'HE

Moptida {apOpog}



HAHPO®OPIEX TIOY ITPEIEI NA ANATPA®ONTAI XTHN EZEQTEPIKH XYXKEYAXIA
KoVTi 076 yaptévi Tov 100 ml

‘ 1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AMOXICILLIN 100-COLISTIN 250/ DOPHARMA, INJ.SUSP 100MG+250KU

‘ 2. YXYNGOEXH XE APAXTIKO KAI AAAA XYXTATIKA

To 1 ml evowprpotog Tepléyet:
Amoxicillin (og trihydrate) 100 mg
Colistin sulfate 250.000 I.U.

‘ 3. OAPMAKOTEXNIKH MOP®H

Evéotpo evaidpnpa

4.  IYIKEYAZIA

100 ml

| 5.  EIAOZ(H) ZQOY(QN)

Ayehddeg, pocyot, yoipot

| 6. ENAEIZH(EIY)

Evéelicvoton v Aouméelg mov ogeiloviar o Poxtiple evaictnta 6To GuUVOLOCUO CHOEIKIAAIVIG-
KOAMoTiVIG, OmwG ovpPaivel 6e AOWUMEEI TOL OVOTVELGTIKOD, TOV YOOTPEVIEPIKOV GMANVO, TOV
OLPOTONTIKOV KOl TOV YEVVITIKOD GUGTHLLOTOC.

7. TPOIIOX KAI OAOX(OI) XOPHI'HXHX

AwPdote To @OALO 0N YOV YPNCEWS, TPV amd T YPNOT.

‘ 8. XPONOX ANAMONHX

Avyelddeg, pooyol: kpéag Kal edMALOL 16701 22 NUEPEC
oA 72 dpeg
Xoipot: kpéag Kot E3DOUO0L 1GTO: 14 nuépeg

9. EIAIKH(EX) ITPOEIAOIIOIHXH(EIY), EAN EINAI AITAPAITHTH(EYX)

Awpdote To @OALO 0OMYIOV ¥PNGEWS, TPV amd TN YPNOT.

‘ 10. HMEPOMHNIA AHEHX

AHEH {pqvag/étog}



11. EIAIKEX XYNOHKEX AIATHPHXHX

duvrdooetal og Beppokpacio pkpotepn tov 25 °C.
Mnv 10 YOyeTE N TO KATOWYOYETE.

12. EIAIKEX ITPO®YAAEZEIX ANOPPIYHX ENOX XPHXIMOIIOIHOENTOX
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN IOY
IPOEPXONTAI AIIO TO ITPOION, AN YITAPXOYN

Kabe pun ypnoiponomBéyv KTnviaTtpikd @oproKeVTIKO TPOTOV N U1 XPNOLULOTONOEVTO VTOAEIUHOTA TOV
TPETEL VO, OTOPPITTOVTAL GOUPOVO, LLE TIS 10YVOVGEG EOVIKEG ATUITNOELS.

13. OI AEEEIYX «ATIOKAEIXTIKA T'TA KTHNIATPIKH XPHXH» KAI OI OPOI ‘H Ol
MEPIOPIZMOI MOY IZXYOYN ZXXETIKA ME TH AIAGEXH KAI TH XPHXH, av
vdpyovv

ATOKAEIGTIKA Y100 KTNVIOTPIKN XPNOT - Vo dloTifetan LOvoV Pe KTNVINTPIKT GUVTOYT.

14. OI AEEZEIX «NA ®YAAXXETAI XE GEXH, THN OIIOIA AEN BAEIIOYN KAI AEN
INPOZEITIZOYN TA ITAIAIA»

Na pvidooetar o€ Béon, v onoia dev PAETOLY Kot dev Tpooeyyilovy Ta Tadid.

15. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAETAY KYKAO®OPIAX

DOPHARMA B.V.
Zalmweg 24

4941 VX Raamsdonksveer
The Netherlands

‘ 16. APIOMOX(OI) AAEJIAY KYKAO®OPIAX

‘ 17. APIOMOX HAPTIAAX ITAPAT'QI'HX

optida {apOpog}



EAAXIXTEX TIAHPO®OPIEX ITIOY ITPEITEI NA ANAT'PA®ONTAI XTIX MIKPEX
YTOIXEIQAEIX XYXKEYAXIEX

100 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX

AMOXICILLIN 100-COLISTIN 250/ DOPHARMA, INJ.SUSP 100MG+250KU

‘ 2. ITOXOTIKH XYNOEXH XE APAXTIKH(E) OYXIA(EY)

To 1 ml evouwpipatog mepiéyet:
Amoxicillin (wg trihydrate) 100 mg
Colistin sulfate 250.000 L.U.

‘ 3. IHEPIEXOMENO KATA BAPOX, KAT' OI'KO'H KAT' APIOMO AOXEQN

100 ml

| 4. OAOX(OI) XOPHTHEIHE

Xopnyeital Lovo eVOOUVIKA.

|5.  XPONOX ANAMONHE

Ayelddeg, pooyol: kpéag Kot edMAUOL 16TO1: 22 NUEPES
YA 72 dpeg
Xoipou: Kp€ag Kot edMAUOL 10T01: 14 nuépeg

6. APIOMOZX ITAPTIAOX

Moptida {apOuoc}

‘ 7. HMEPOMHNIA AHEHX

AHEH {pqvag/érog}

‘ 8. OI AEEEIX «<AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIGTIKA Y10 KTNVIOTPIKT XPION.



EAAXIXTEX TIAHPO®OPIEX I1OY IIPEIIEI NA ANAT'PA®ONTAI XTIX XYXKEYAXIEX
TYIHOY BLISTER'H XTIX TAINIEX

100 ml

‘ 1. ONOMAZXIA TOY KTHNIATPIKOY ®APMAKEYTIKOY IIPOIONTOX

AMOXICILLIN 100-COLISTIN 250/ DOPHARMA

‘ 2. ONOMA TOY KATOXOY THX AAEIAY. KYKAO®OPIAX

DOPHARMA B.V.
Zalmweg 24

4941 VX Raamsdonksveer
The Netherlands

‘ 3. HMEPOMHNIA AHEHX

AHEH {pqvag/étog}

| 4. APIOMOX MAPTIAAZ

Moptida {apOpuog}

5. OI AEEEIX «-AITOKAEIXTIKA I'TA KTHNIATPIKH XPHXH»

ATOKAEIOTIKA Y100 KTNVIOTPIKT XPTOT).



B. ®YAAO OAHI'TQN XPHXHX



®YAAO OAHI'TQN XPHXHX:
AMOXICILLIN 100-COLISTIN 250/ DOPHARMA, INJ.SUSP 100MG+250KU
EVEGO EVALOPT UL AHOEIKIAAVIG-KOAGTIVIG Y10 LOGYOVG, YO1pOovg

1. ONOMA KAT AIEYOYNXH TOY KATOXOY THX AAEIAY KYKAO®OPIAY KAI
TOY KATOXOY THX AAEIAX TAPAXKEYHX IIOY EINAI YIIEY®OYNOX I'TA THN
AIIOAEXMEYXH ITAPTIAQN, E©@OXON EINAI AIA®OPETIKOI

Kdrtoyog ¢ ddsiog kKukAopopiog:
DOPHARMA B.V.

Zalmweg 24

4941 VX Raamsdonksveer

The Netherlands

HHapoaywyoc veedBovvoc yia tnv omeAevfEipwon TV TapTidmV:
DOPHARMA B.V.

Zalmweg 24

4941 VX Raamsdonksveer

The Netherlands

Tomkog Avimpocmnod:
Neocell EITE

100 yAu EO ABnvov-Aapiog
Metapdpepwon, 14451
Abnva, EALGOO

TnA.: 2102844333

Fax: 2102813466

Email: info@neocell.gr

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX
AMOXICILLIN 100-COLISTIN 250/ DOPHARMA, INJ.SUSP 100MG+250KU
3. YYNGEXH XE APAXTIKH(EX) OYXIA(EYX) KAI AAAA XYXTATIKA

To 1 ml evowpipatog mepiéyet:

APUGTIKA GVGTOTIKA:

Amoxicillin (og trihydrate) 100 mg
Colistin sulfate 250.000 I.U.

"Exodoyo.:

Benzyl alcohol
Butylhydroxytoluene
Propyl glycol

4. ENAEIZH(EIX)

Evdeilcvotan yuo AopwmEeig mov ogeilovton og Paktipla evaicOnto 6to cuvovacoud apo&kiAlivig-
KOALGTIVNG, OTTMG CLUPAIVEL G AOTUMDEELS TOV OVOTVEVGTIKOV, TOV YUGTPEVIEPIKOD COANVO, TOV
OVLPOTONTIKOV KO TOV YEVVITIKOU GUGTLLOTOG.

5. ANTENAEIZEIX

Na pn yopnyeitor o€ {da wov £Y0VV LIEPELOGONGIN GTIC TEVIKIAIVEG Kot TIG TOAVHVEIVEG.
Na pn yopnyeiton o€ €idn {dwv mov dev avapépovtal oTig evosi&elc.
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Na un yopnyeitoan o€ (oo e coPapic vEPPIKES SAUTAPOYES.
Na pn yopnyeitar o€ mpocdTmg veoyévvnta {da.

6. ANEINIOYMHTEX ENEPTEIEX

Mmnopei va mapotnpndei Tomkdg epebiopog otny mEpLoyn Tng £VEST G VOTEPA GO EVOOLVIKT| YOpIYNon
TOV TPO1O6VTOG 68 LOGYoLS Kat yoipovg. [apatetapévn xoprynon 66cewv LYNAOTEP®V OO TIC
GUVIGTAOUEVES, UTOPEL VO TPOKOAEGOVY VEQPIKES BAAPEC, TOL 0PeiAovTaL TNV KOMOTIVI Kot
OVAOTPEWYLILES VEDPOAOYIKES SLOTAPYEC.

- oAb cuyvn (meprocdtepo amd 1 ota 10 {ma mapovoidlovy avemBOuNTEG EVEPYELEG KATA TN SldpKELN
g Oepameiog)

- ovyvn| (Teplocotepo amd 1, aAAd Atydtepo amd 10 {da ota 100 vrd Bepaneio (dor)

- un ovvnOopévn (tepiocdtepo amd 1 aidd Atydtepo and 10 {da ota 1000 vro Oepaneia {ho)

- omavia (meplocotepo amd 1 aAld Arydtepo amd 10 {da ota 10.000 vrd Bepaneio {do)

- moAb omavia (Atydtepo amo 1 ota 10.000 vid Bepomeio {da, CLUTEPIAAUPAVOUEVOV HEPOVOUEVMV
avaPopOV).

Edv mapatnproete onowdnmote cofapn 1 GAAN avemiBOUNTN EVEPYELD TTOL JEV AVAUPEPETAL GTO TAPOV
@OALO OOMYIDV YPNONG, TUPUKAAEIGOE VA EVIUEPDOETE GYETIKAOG TOV KTNVINTPO GOG.
7. EIAH ZQQN

Avyelddeg, pocyot, yoipot

8. AOXOAOITA I'TA KAGE EIAOX, TPOIIOX KAI OAOX(OI) XOPHI'HXHX

Xopnyeital povo eVOOUVIKA.
H yevikn 660 givar 10 mg apo&ikiddivig (¢ tprodpkng) ko 25.000 L.U. Beuikng koMotivng ava kg
ocopatikov Bapove. H d6on avt aviietoryel g 1 ml evanmpniuarog ava 10 kg copoticod Bapovg pa

®opa nuepnoing.

O1 060¢€1g umopel va emavornedovv yio 3 nuépec.

9. OAHT'TEX I'TA TH XQXTH XOPHTHXZH

Meydreg mocotnteg (Tepiocotepo and 20 ml) o mpénet va eviovtal o€ dVO SUPOPETIKA o pEia.

AvoKIvIoTE KOAQ TPV Ao T yp1on.

10. XPONOX ANAMONHX

Ayelddeg, pooyot: kpéag Kot edMAUOL 16TO1: 22 NUEPES
YOAQ: 72 dpeg

Xoipou: KpEag Kot edMOUOL 10T01: 14 nuépeg

11. EIAIKEX YYNOHKEX AIATHPHXHX

dvidoocetan og Oeppokpacio pkpotepn tov 25 °C.

Mnv 10 YOYETE N TO KATUWYOYETE.
Aldpketo LoNg UETH TO TPATO AVOLYLLA TG GTOLYEIMOOVE GLCKEVAGIG: GLEST YPNOT).

12. EIAIKH(EX) IIPOEIAOIIOIHXH(EIX)
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H tavtoypovn yoprynon pe toyeiog pdong PoKtnplootatikd avIytkpoiokd (0Tmg TETPAKVKAIVES)
0o mpémel va amopevyetal. Emiong, Oo mpémel va amopedyetal  To0TOXPOVN XOPYNOT LE
apVoyAvKooideg. Mnv avoutyvOete 1 SI0AVETE TO TPOIOV pe vepod 1| GALOLS SLOADTEC.

Idwaitepec TpopuAdEecic mov pémel vo, Aaupdvovior amd To GTOUO TOV YOPNYEL TO QUPUAKEVTIKO

mPoiov og {®a

X mepintwon toyaing Eveong/ avtoéveong, va avalntnoete apécmg Tpikn fondeia Kot va emdeibete
GTOV 10TPO TO ECAOKAEIGTO PVAAO OOMNYLDV YPNCEWDG 1) TNV ETIKETA.

Atopa pe yvootn vrepevalctnoio otig mevikiAiveg 1| o€ dAla avtiflotikd gvaicOnta otig B-
AOKTOUACES, OTMG KOL GTNV KOAIGTIVI], VO ATOPEVYOVV TNV EXOPY] [LE TO KTNVIATPIKO POPUAKEVTIKO
TPOIOV.

ZUVIGTATOL VO, YPTCLULOTOIOVVTOL YAVTIH Kol LOCKES KATA T {p1 |01 TOL TPOIOVTOG, 1010iTEPA OF
TMEPIMTAOGELG YVOOTNG LEPELALGHNGIOG OTIG TEVIKIAIVEG.

13. EIAIKEX TIPO®YAAEEIX AITIOPPIYHE ENOX XPHEIMOIIOIHOENTOXZ
KTHNIATPIKOY ®APMAKEYTIKOY ITPOIONTOX 'H AAAQN YAIKQN MIOY
MMPOEPXONTAI AIIO TH XPHXH TOY NPOIONTOX

SvpPovievbeite Tov knviaTpd 6aG Yo TOV TPOTO ATOPPIYNG TOV YpNoiponombéviav papudkov. Ta

HETPOL AVTA ATOGKOTOUV GTNV TPOGTAGIN TOL TEPPAAAOVTOC.

14. HMEPOMHNIA THX TEAEYTAIAYX EIKPIZHX TOY ®YAAOY OAHI'IQN
XPHXEQY

24-06-2019

15. AAAEXZ ITAHPO®OPIEX

AAAEX IAHPO®OPIEXZ

YYXKEYAZXIA

T'vaAivo elaidio tov 100 ml

ApBuoc Adsiog Kukhopopiag:

I'a omo1ad1moTE TANPOPOPIL GYETIKA LE TO TUPOV KINVINTPIKO PUPLOKEVTIKO TPOIdV, TapaKaAeicOe
va arevBuvieite GTOV TOTIKO AVTITPOCHOTO TOV KATOYOV TNG AOEWNG KUKAO(QOPiag.

*yopnyeitor pe oVVTOYN KTNVIGTPOL®

NA ®YAAXYXETAI XE OEXH THN OIIOIA AEN BAEIIOYN KAI AEN ITPOXEITIZOYN TA

ITAIAIA
THA. KENTPOY AHAHTHPIAXEQN: 210 7793.777
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