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MAPAPTHMA 1: NEPIAHWH TON XAPAKTHPIZTIKQN TOY NMPOIONTOE

1. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY NMPOIONTOX

Albiotic
EvdopaoTiké didAupa

2. MOIOTIKH KAI MOZOTIKH £YNOEZH

avda 10 ml
Lincomycin (as Lincomycin hydrochloride) 330mg
Neomycin (as Neomycin sulphate) 100mg
‘Ekdoxa:
Disodium edetate 5mg

BA. TAfipn KaTdAoyo ekBOXWV GTO KEQAAQIO 6.1

3. ®APMAKOTEXNIKH MOPOH
EvdopaoTiko SidAupa yia ayeAddeg yaAakToTapaywync.

4, KAINIKA ZTOIXEIA

41 Eidn {wwv
AyeAddeg kard T dIGpPKeIa TNG YOAOKTOTIAPAYWYHAC.

4.2 Ozparreutikég evdeifeig Trpoadlopifovrag Ta £idn Jwwv

Ma m Bepameia TG paoTmdag Twv Pooeldv kard TN Sidpkela ™G
yahakrotrapaywyrig. To Tpoidv eival amoTeAEOHATIKG KATE TWV OTEAEXWY Tou
Staphylococcus (1600 QUTWV TTOU TTAPAYOUY 60O KOl QUTWV TroU Bev Tapdyouv
mevikKiAivaon), ouptrepiAaupavopévou Tou Staphylococcus aureus, Twv OTEAEXWV
Tou Strepfococcus, cuumrepidapBavopévwy Twv Streptococcus dysgalactiae kal
Streptococcus  uberis  kai Twv  KoMBakiAwy,  oupTrEpIAauBavopévng s
Escherichia coli.

4.3 Avrevdeitelg
Kapia.

4.4 EIBIKEG TTpogISoTToIfoeig yia Kdbe eidog {wou
Kapia.

4.5 IS1aiTepEG TIPOPUAGEEIS KATA Th XpHON
IS1aitepeg TpOoPUAGEEIG KaTA TN XPijon o€ {Ha
H xprion Ttou Tmpoibviog mpémel va BaoiCeral o Sokipég euaiobnoioe Twv

BakTnpIidiwv Trou armropovwvovTal amd To {Wwo. EGv auté dev eival duvaro, n
Beparreia Oa rpétrel va BacifeTal oTIg TOMIKES (TrepIQepelakéc, ETTHTESO YEWPYIKIG
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PApuUag) EMINUIOAOYIKEG TTANPOPOPIEG OXETIKA HE THV EUtoBnoia Twv BaKTnplwv

OTOXWV.

IS1aiTepeg TPOQUAGEEIG TToU Trpémmel va AdpBdvovTal oTrd T0 GTOHO TTOU
XOPNYEI TO KTNVIATPIKG QUPHOKEUTIKO TIPOidv ot {wa.

No atro@eiyeTal ) £TTOQr TOU QAPUAKOU HE TO Bépa.

ZTnv Trepimrwon Tuxaiog emaerig pe 1o dEpUO, TO ONUEIo ETAQAS TPETEl va
EemAEveTal apEéows Me A@Bovo vepd Kal oatolvi,

4.6 AvemB0unTeg eVEPYEIEG (OUXVOTNTA KT 0OBapdTNTA).
Agev éxouv avapepOei.

4.7 Xpnrion kard Tnv KGnon, T yahouyia f TRV woTtokia.
Xwpig mrepiopigpoug.

4.8 ANAnAemdpdocelg pe GAAD QUPHOKEUTIKG Trponovm KOl GAAEG pOp@EC
oaAnAemridpaong

Na un XpnoiJomolEiTal TAUTOXPOVa HE MOKPOAIDIO, OTTwg yia Trapddeiyua
£PUOPOUKIVN, ETTEIOH 1 MVKOMUKIVI Kai T pakpoAiBia sival avTaywvioTiké To éva
ToU dAAou oTo onueio Tng dpaang, otnv 50S pIBocwIKY UTro-pHovada.

4.9 Aoooloyia Kai TpéTTOG XOopRYNOong

Aocohoyia: Na yiver éyxuon uiag olpiyyag (10ml) o kdBe rpooBeBAnuévo
TETAPTNUOPIO. ETravaAdfare 1 Oeparreiat apéowg HETd amd KAOE pia ammé TiC
ETTOUEVEG AUEAEEIG (KABE 12 WPEG), WOTE v YiVOUV TPEIG EYXUOEIC OUVOAIKG O€
KABE HOAUGUEVO TETOPTNUOPIO MACTOU.

Tpomog xopriynong: Xopnyeitar pévo pe evBopaoTikh £yxuon, utrd ouvORKec
aonwiag.

Orav Bewpeitar amrapaitro, TTAUVETE TTOAG KaAA TIG ONAES 1] 0AGKANPO TO HAOTS
ME XMapd vepd kat katdAAnAo avmmrrrmo KOl OTEYVWOTE KOAD. AUEAETE TIAfpWC
TO paoTd. Kavere avriongia oto dkpo g BnAig pe Tepdxio yalng sutromouévo
o€ oiveTTveupd fj dAAo avrionmmik6. XpnaoigotroijoTe EEXwpIoTd TEUExIo yaZng yio
k&Be OnAA. AQaIPEOTE TO KAAUMA T TO TTAATTIKG GKPO TNG TUPIYYaC. AlGAEETE
T0 €MOUUNTG priKog €10650U (MEPIKG 1 OAGKANPO) Kal EI0GYETE TO GKPO TN
oUplyyag oro OnAdio moépo. Xmpwre 10 EURoAo Wote va adeidogl 6Ao TO
TEPIEXOUEVO TNG Olplyyag kar HAAGETE TO TeTaPTNUOpIO WaTe va SlaxuBei To
TIPOIOV OTO YaAAKTOPOPO KOATTO. METd TV €yxuan, ouviaTdral 6TTwe Bubioete
OAeg TIG BnAég o katdAAnAo didAupa.

410 Ymepdoooloyia (CUPTITOHATA, HETPO AVTIMETWTTIONG, GVTIBOTA), EGV
gival arrapaitnro

To mpoidv eivar KaAG avekrd. Ze mepfrtwon umepdoooloyiag armrd Addag, eiva

armiBavo va oupBolv TOTIIKEG 1] CUGTNHATIKEG aveTiBUUNTES EVEPYEIES OTO JWoO.

Na avapepBolv auEéows OUwg atov Kmmviarpo ol otroleadiroTe avemiunTeg

EVEPYEIEG.
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441 Xp6vog(o1) avapovric

R

B Kpéag: (ayeAddeg): 3 nuépeg

[GAa: (ayehddeg): 84 wpeg

5. OAPMAKOAOIIKEZ IAIOTHTEZ
To poidv TepIEXel wWg BpAOTIKG GUTTOTIKA UBPOXAWPIKA AIVKOUUKIVI Kl Bekn
VEOMUKIVN o€ éva o1eipo udaTiké popia.

ATCvet code: QJ51RF03

5.1 OQapUAKOBUVANIKES IBIGTNTES

H Mivkopukivn eivan éva Aivkooapidikd avriBakTnpIdiokd, Tou TPOEPXETAI ATTO TO
Streptomyces lincolnensis. Eival 18iaitepa SpaoTiKA Katd Twv Gram-8eTiKWv
Baktnpiwy, 18iwg Twv oTehexwv Staphylococcus kai Streptococcus Kat gival Aiyo
N KaBOAou SpaoTikf kard Twv Gram-apvnTiKWY Bakmpiwv étmwe Escherichia
coli (ekTog améd 1o avaepdPia). H Aivkopukivny eival amoteAeopaTK KaTd Twv
HukoTTAaopdTwY. H  Atvkopukiviy ouvdéetal pe Ty 50S  utro-povéda  Tou
Bakmpiakol pIBOCWHATOG, avaoTEAAOVTAS HE QUTO TOV TPOTIO THV TTPWTEIVIKN
alvBeor) Tou KuTTdpou. Mevikd, Bewpeital oav BakTnPIooTaTIKY ousia.

H veopukivn eival éva apivoyAukooidIké avTIBaKTpIOKS, TTou TTPOEPXETAI ATTO TO
Streptomyces fradiae. Exel egupl ¢@dopa dpdong kard Twv Gram-BeTIKGv
Bakmpiwv, oupmepihauBavopévy  Twy - oteAeXiv  Staphylococcus ko
Streptococcus Kol Twv kard Gram-apvnTiKWy BakTnpiwy, oupmepIAauBavopévng
™G Escherichia coli. Eival mepiocdtepo SpaoTIK KATd Twv OTEAEX(V TOU
Staphylococcus Tapd katd Twv OTEAEXWV Tou Streptococcus. H VEOUUKIV
ouvdéerar pe v 308 uTro-pOVASA TOU BAKTNPIOKOU PIBOCWINATOS KAl QUTO £Xel
oav aTTOTEAECHA TV Kakr| SIap6puwaon TG PIBOCWHIKAS TpwTElvig ue TR oTrola
OUVBEETA, TTOU 0QeiAeTal O AdGON KATA TNV ATTOKWBIKOTTOINGT TWV apivo€éwy Tou
mMRNA. ‘ETol, n veopukivn emdpd oty amokwdikoroinon Ko ETTOPEVIIG TO
oXnuaTiopd g BakTnpiakig TPWTEiVIKAG o0vBeonS. Ze UWnAéC OUYKEVTPWOEI,
Of apIVOYAUKOGIDEG, £XEl aroBeIXBEl 611, KATAOTPEPOUV TV KUTTOPIKI MEUBpdvn
Twv Bakrnpiwy Kol emopévwg Bewpolvral, yevikd, 6T Spouv TOOO Oav
BakmplooTaTikég 600 Kal oav BAKTPIOKTOVES OUTTEC.

In vitro peAeTeg £xouv amodeifel 6T 0 oUVBUAOHOE AIVKOUUKIVIG KOl VEOMUKIVNC
£xel Bakrnpioktévo Bpdon katd Twv Staphylococcus aureus kai ¢ Escherichia
coli kai BakrnplooTaTiky dpdaon KATA TWV GTPETTOKOKKWY. O ouvduaoubg €xel
emiong arodeifer 6T £xe1 ouvepyioTik} dpdon Kard Tou Staphylococcus aureus.

Exel awodeixBei 611, n Mivkopukivn, 1 veouukivi) Kai 0 ouvBUaouGS Toug Eival
OPACTIKA TOOO KATA TWV OTAPUASKOKKWY TToU Trapdyouv TrevikiAivdon 600 kal
KOTA QUTWV TTOU DEV Trapdyouy.

5.2 DapHAKOKIVITIKA OTOIXEIO

Metd amd éyxuon tou TPOIGVTOS TUUQWVA HE TO GUVIOTWMEVO TPOYPAUHA,
METPIBNKAV O AKOAOUBEG LECEG CUYKEVTPWOEIC AIVKOUUKIVIG KOl VEOUUKIVNG ot
KGBe TETAPTNMOPIO, GTO OTTOlO £yIve £yxuon:
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AvTIBakTnpIakd  ZUYKevTpGOEIS (Ug/ml) / Xpovo perd Tnv TpwTn éyxuon

o 12upegt 24 wpeg? 36 peg - - 48 Wpeg
AIVKOPUKivn 52,7 53,5 56,9 4,6
Neopukivn 22,2 29,7 28,0 49

T apéowg mpiv T 8elTepn £yxuon
2 quéowg TrpIv TNV TpiTn (TeEAEUTain) £yxuon

Ta grrimreda Tou avriBaktnpidkoy o1o ydAa, Trou eivar UWNAGTEPA TWV TIHWY Tou
MIC yia Ta maBoydva ardyoug, TTapapévouv oe 6An T didpkeia TG Beparmeiag
Kai yia akoun 12 wpeg.

6. OAPMAKEYTIKA ZTOIXEIA

6.1 KardAoyog ekBOXwv
Disodium Edetate
Hydrochloric Acid
Sodium Hydroxide
Water for injection

6.2 AcuppardéTnreg
Kapia yvwoTh.

6.3 Aidpkeia Twiig
3 xpoévia.

6.4 Id10iTEpEG OUVONKES aTrOBRKEUOC
Na pn @uAdooere oe Beppokpaoia PeyaAiTepn Twv 30°C. Na Inv katayaxeTa.
MpooTaréyte Ao 10 QWG

6.5 ®U0on ka1 oUvBeon TNG OTOIXEIWBOUS TUOKEUAOTNG,

Zreipo udarkd Sidhupa oe olplyya TToAuaiBuleviou Twv 10ml, og Kouti, Trou
mepiexer 31 12 11 20 4 24 | 96 cUplyyeg TTou KAEivouv pe KAtk atréd xaunArg
TUKVETNTAG TTOAUCIBUAEVIO Kol oppayifouv pe kamrdki ammd BpwpoBoutlAio Kol
ETTioNg TEUAXIA YAZNG PE OIVOTTVEUMA VIO TV avTionyia Twy BnAwv.

Mrropei va unv KukAo@opolv 6Aeg 0l GUOKEUNOTEC.

6.6 EBIKEG  mpo@uUAGels  amdppipng  eveg  XPNOIMOTIOINBEvTog
KTNVIOTPIKOU QOPUAKEUTIKOU TTpoidvTog 1} AAAWY UAIKWV Trou TrpoépxovTal
atrd TN Xprion Tou TPpoidvTog, av UTTdpxXouV.

Kabe un  Xpnowpotroinév  KTNVIATpIKG — QUPUAKEUTIKO  TIpoidv 1 un
XPNOIHOTIOINBEVTO UTTOAEIUMATE TOU TTPETTEl VO aTTOPPITITOVTCN CUUQWVA HE TIC
I0X00UOEG £BVIKEC aTTAITAOEIS.
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7.

KATOXOZ AAEIAZ KYKAODOPIAZ

Huvepharma NV
Uibreidingstraat 80, 2600 Antwerp,
Belgium

Tomikég Alavopéag othv Kutrpo:
VitaTrace Nutrition Ltd

2033 ZrpobBohag,

Kitrpog
TnA.: 22 426527

8. APIOMOZ AAEIAX KYKAODOPIAL
7855

9. HMEPOMHNIA MPQTHE ErKPIZHZ/ANANEQIHE THE AAEIAS
28/3/1981, 22/3/2012

10. HMEPOMHNIA ANAGEQPHZIHE TOY KEIMENQY
26/07/2019
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