B. DYAAO OAHINQN XPHZHZ



DPYAANO OAHITIQN XPHZHZ A:

TERRAMYCIN 100 mg/ml. Evécipo d1aAupa yia Boogtdn, xoipoug, mpoRata Kat aiyeg.

1. ONOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAZ KYKAO®POPIAZ KAI TOY
KATOXOY THX AAEIAZ TMTAPAIQIHZ MOY EINAI YIIEYOYNOZ I'lA THN
ATMOAEZMEYZH MAPTIAQN XTON EOX, E®O>ON EINAI AIA®OPETIKOI

Kdatoxo¢ TN¢ ddetag KUKAO@opiac:
Zoetis Hellas S.A

Meooyeiwy 253-255

N. Wuxiké 154 51

Abrva, EAANGda

TnA: +302106791900

®aé: + 30 210 6748010

E-mail: infogr@zoetis.com
AAK: 24598/93/11-5-1994

Mapaywydc VTELBUVOC YIa TNV ATEAELOEPWAN TWV TTOPTIOWV:
Pfizer S.A., Amboise, France

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ

TERRAMYCIN 100 mg/ml. Evéaipo didAupa.

3. 2YNOEZH ZE APASXTIKO(A) ZYZTATIKO(A) KAl AAAEZ OYZIEX
ApPOOTIKO CUOTATIKO:

>0OvBeon avd 1 ml:
OXYTETRACYCLINE HYDROCHLORIDE 101.87 mg

'Ekdoxa:

POLYVINYLPYRROLIDONE K17

MAGNESIUM OXIDE

SODIUM FORMALDEHYDRE SULFOXYLATE DIHYDRATE
THIOVANOL

MONOATHENOLAMINE

HYDROCHLORIC ACID

NITROGEN

WATER FOR INJECTION

4. ENAEIZH(EIZ)

H TERRAMYCIN 100 eival éva eupéwg ACTUOTOG EVECIPO aVIBIOTIKO EVOVTIOV €VOC EYAAoU apiBuol BETIKWV
KOl apvNTIK®V Katd Gram pikpoRiwv, 0pIouéVwY HUKOTIAQOUATWY, PIKETIWV, TPWTOLWWY KAl XAAUIdiwV.
Meptéxel 100 mg/ml Y dpoxAwpikrg OEUTETPAKUKAIVNG g€ didAupa TOAUBIVUATILPPOAIGGVNC (PVP) Kal N xprion
NG evdeikvuTal AGyw Twv MOPOKATW TAEOVEKTNUATWY TNG:

1. Meyain onoteAeopotikotnta: H TERRAMYCIN 100, avantuooel Tnv avTiBIOTIKN TNE dpdon evavTiov
TWV BETIKWV KOl 0pvNTIKWV KOt Gram YIKPOOPYOVIGH®Y, PIKETCIWY, OTIEIPOXAITWV KAl OPITUEVQV V.

2. YWnAég mukvdtnteg oto aipa: H TERRAMYCIN 100, emiTuy)avel TOAD ypriyopa UPNAEG TTUKVOTNTES
0TO aipo Kal Tapouatdlel VTovn SPOCTIKATNTO EVEVTIOV TwV AOIHWEEWV.

3. 'ETowun yia xprion: oev amoaiteitar avapi€n ylo tn xoprynon Tou oKeUAoUaToC, KaBwe Umopei va
xopnynOei am’ eubeiag amo To QIoAIdI0 cUUEWVA PE TIC 0dNyieg Xpriong.

4.  ATOITEITOl OXETIKA PIKPOC OYKOC 00aNC Y1 JEYOAa {wal.



5. To mpoidv TopaokeVALETAl EISIKAYIA Y10 VO LNV TIPOKAAET TTOVO, XAPIV OTO €101KO £KO0X0 PVP.
Eniong mapouaiadel peyoAUTEPN OVEKTIKOTNTA TOU I0TOU KATA TNV £yXUCT GUYKPITIKA e GAAO TTPOTOVTa.
6. Mrmopei va dlahubei oe BepPd OMOCTEIPWHEVO KOl ATESTAYPEVO VEPO 1) BEPLIO OMOCTEIPWIEVO
(QUGCI0AOYIKG SIGAUPO XAwPI0UX0U VOTPiou. To SIGAUMA QUTO UTIOPEL VA XPNOIUoToINBel apECWC.

E1dikdtepa, evdeikvuTal yio tnv Bepameio AOIPWEEWY TOU TEMTIKOU, AVOTVEVCTIKOU, OUPOYEVWNTIKOU
OUCTAMOTOC, KABWE Kol anYalpiv og Booeldn, Xoipoug, TPoRata Kol aiyec.

Booe1dn:
AvamAdopwan, dvBpakag, Alpdepitida, Baktnpiokr) eviepitida, Mododeppatitida, Aemtoomneipwan, Mntpitida,
Mvevpovia, Mupetdg petagopag, MoAuouatika tpaduata, Maatitida, Ougaro@AeBitida.

Xoipot:

Boktnpiokn eviepitida, EpuaineAag, Aentooneipwaon, Mntpitida, Mvevpovia, MoAuGpaTIKG TpadUOTa, KABWS
Kat TpoANYI, Bepameia Tng PakTnPEIaKNC S1ApPOIag Twv BNAALOVIWY XO0IPIdiwV E TAPEVTEPIKI] XOPHYyNonN OTIG
XOIPOUNTEPEC KOTA TNV TiEPiodo Tou BnAacuoU,.

Aiyeg, mpopara:
Boktnpiokn eviepitida, Mveupovia, Algoppayikr) ongaipio, Aotpodn mododepuitida, Op@aAo@AERITION TwV
OMUVQV, ZNTTIKEG UNTPiTIdec, MaaTiTideg, MOAUCGUOTIKA TPOUMOTA YEVIKA.

5. ANTENAEI=ZEIZ

Na Unv XpnoIYoToIEITON € OKUAOUC.

6. ANEMIOYMHTEZX ENEPTEIEXZ

Eival duvatov va umdpxouy JEPIKEG TOTIKEG aVTIOPATELG TTOU EKANAWVOVTOL HE TIOPOJIKG 0idNnua Kat LTIEPAIpia
0TO anpeio g Eveang. AvTIdpAcELg ava@uAagiag i aAAEPYIKNC @UONC, cupBaivouy oTidvia o€ uTiepevaiotnTa
{wa. Mg Tnv TpwTn £voEI€n avTidpaaong, SIOKOYATE TNV XPrion TOU GapUAKOU Kal XOPNYEIoTE EMIVEQPPIVN
OUMQWVA E TIC CUVICTWHEVEC OTEIG.

O1 TETPAKUKAIVEC KOTA TNV TIEPINd0 aVATTTUENG TwV 036VTWY TIEPIAUBOVOUEVOU Kal TOU TEAEUTAIOU OTAdIOU TNG
€YKUOOUVNG, TTPOKOAOUV BUGXPWHOTIOHO QUTWV.

H ouyvotnTta TV avembupnNTwy evepyEiwv KaBopiletal wg aKoAoUOWE:

- TIOAU ouxvn (Teplocdtepo amo 1 ata 10 {wa Topouaiadouv aveTIBUUNTEC EVEPYEIEC KOTA TN

Oldpkela NG Bepameiac)

- ouyvn (ieplocotepo amd 1 aAAG Alyotepo and 10 {wa ata 100 {wa)

- Un auvnBiopevn (MeplocdTePO amo 1 aAAG Atydtepo amo 10 {wa ata 1000 {wa)

- oTiavia (TEPIoCOTEPO amo 1 aAAG Atyotepo amnod 10 {wa ota 10.000 {wa)

- TOAU omavia (Atyotepo amo 1 ota 10.000 {wa)

Edv mapotnprioete onoladnnote goBapr) r} GAAN avemBOUNTN EVEPYELD TIOU JEV QVAQEPETAIL OTO TIAPOY QUAAO
00Ny XPriong, TUPOKOAEITOE va EVNUEPWOETE OXETIKWE TOV KINVIaTpo aac.

7. EIAH ZQON

Booe1dr, xoipol, mpopata Kat aiyeg.

8. AOZOANOTIATIA KAGE EIAOZ, TPOMNOX KAI OAOZ(Ol) XOPHIMHZHZ

AOZOAOTIA:
AOCEIC KOTA Huepnateg d00elg
Eidoc Zwou Odoi xopriynong TPOCEYYIoN (ma/kg/nuépa)
| Boos1dn Ev30@AEBIa, EvBouuikd 7.5 —15 ml 2-5 ‘




Maaoyol Evdo@A£BIa, EvOouuikd 1 -3 ml 2-5
Aryorpofota EvoopAéBia, Evoopuikd, Ymodopia 15 -6 ml 2-7
Apvoepigia EvoopAéBia, Evoopuikd, Ymodopia 025-2 ml 2-7
Xoipol Evdo@AERIa, Evdopuikd, YTodopla 3 —-10ml 2-9
Xolpidia Evdo@AERIa, Evdopuikd, YTodopla 05 -1 ml 2-9

O1 d60¢lg Tou PapudKkou ToIKiAouv avaAoya Pe TNV coBapdTNTa NG aoBEVEIN Kal KupaivovTal and 2-10 mg
Y 3poxAwpIKAG OEUTETPOKUKAIVNG ava XIAIOYPOUUO CWUATIKOU Bdpouc.

MPOANTITIKA KOl Y10 ENAQPEC TABNTEIC UTTOPOLY va Xopnyndolv 2 mg avd XIAIOYpaUo CWHOTIKOD BAPOUC.
OepameVTIKA Kal Y10 GoPapEC TEPIMTWOELC 10 mg avd XIANOYpaup0 0wHaTIKOD BApoug Kadnuepva yia 1 £w¢ 5
NUEPEC. ZTIG TIEPICTOTEPEC TIEPITTWOELG UIA EPPAVIC BEATIGN ONUEIOVETAI PETE amo 36-48 WPEC.

Znueiwon:  O1 o Mévw 60CEIC YTOPOLY Va TIEPIOPICTOVY, OAAG TIOTE OEV TPETEL VA €ival KATW TWV 2 1 TIO
AV and 10 mg ava XIANGYpaupo cwpaTIKo BApoug.

9. OAHIMEZTIATH 2Q>TH XOPHIMHXH

OAOI XOPHIMHZHZ:

H Terramycin 100 pmopei va xopnynoei:

0 Evdopuika o€ 6Aa to peyaAa {wa PEoa OTIC MUTKEC PAZEC TwV TIow GKPwv. AvaAoya UE TO
MEYEBOC TOL {WOUL XPNGIKOTIOIOVKE BEAGVN URKoLCE amd 2.5-5 cm Kol avAaAoyou dIAUETPHUATOC.

0 Ymodopia atoug Xoipoug aTi¢ {Wveg Omou uTapXel agbovia AImwdoUC I0TOL APECWE KATW Ao TO

déppa.

Ala TN evdounTpiov 0600V b10 TAVCEWY ETA TOV TOKETO OYEAADWV.

0 TomKd Ymopei va XpnaotomoInBei yia emOETEIC TPOUHATWV, EEEAKWOEWY KAT

o

10. XPONOX ANAMONHZ

a) To Kpéag Twv Pooeldwy, Xoipwv Kat atyompoPdtwv mEEMel va dlaTiBeTon 5 nuéPEC PETA TNV TEAELTAIN
XOPrynaon Tou opuaKou.

b) Amayopeletal n xpno1ponoinan Tou YAAAKTOG TIoL TPOEPXETaIL and {Wa Tou LTIORARBNKaV o€ Bepameia, TPV
mepdoouv 60 WPEG amo TNV TEAEUTAIN xoprynaon.

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZX

Na @uAdooeTal og B€an, TNV omoia dev BAEMOUV Kal dev Poaeyyidouvy Ta TaIdIa.

duAdooete ae Bepuokpaaia pikpotepn twv 30°C.

To gV AOyw KTINVIOTPIKO QOPUOKEVTIKO TIPOTOV PTIOPET va AGBEL OKOUPA EPPAVIAT], OUTO OHWC OEV LEIWVEL TNV
OPOCTIKOTNTA TOU. To TPOTOY givar BloAoyIKd oTaBepo yia pid dIETia.

H 10x0¢ Tou dev vgioTatal aNWAEIN aKOpa Kal av THEEL oToug -5°C.

12.  EIAIKH(EZ) MPOEIAOMOIHZH(EIY)

Kayia.

E181kn mpo@UAaén yia Tn Yoprynon oto {wa:
Agv 10XVEL.

1310iTEPEC TPOPUABEEIC IOV TIPETEL VA AdBAVOVTOL OTIO TO ATOUO TIOU XOPNYEL TO KTNVIOTPIKO QOPUOKEUTIKO
TPOI6Y o€ {Wa:

Na @uAdcoetal og B€an, TN omoia dev BAEMOULV Kai dgv mpoaeyyidouv Ta maididL.

MAEVETE Ta XEPIO GOC PETA OO KABE Xprion.

Mnv avaTtopdooeTe T0 APUAKO TPOG Amo@Lyr a@pEoD.

Mnv uTiEpPAIVETE TIC CUVIOTWHEVEC OOTEIC.




> e mepintwan mou Katd AdBoc undpéel katamoan, va avalnTtioeTe aUEowE 10TPIKI BorBela Kat va eMIdEIEETE
0TOV 10TPO TO ECWKAEITTO PUAAO 03NYIWV XPHOEWC I TNV ETIKETA TOU QOPHOKEUTIKOV TIPOIOVTOC.

Eykupoalvn, ToAouvyio, Qotokia:
Agv 10XVEL.

AMNAETIOPACELC P GAND QOPUOKEUTIKA TIPOIOVTO KOt AAAEC HOPPEC AAANAETIOPAONG:
Apaiwan pe dIoADpaTa OAGTWY 00BECTIOL TPOKOAET KPOKIdWON Kol TIPETEL va ano@eUYETA.

Ynepdogohoyia (CUUTMTWUOTO, PETPO AVTILETWIONC, OVTIOOTA):
Mnv uTiepPAIVETE TIC CUVIOTWHEVEC OOTEIC.

AcuufotdTntec:

Aev gival yvwoTr) Kapia.

13. EIAIKEZ MPODYAA=EIZ ATTOPPIWHZ ENOX XPHZIMOMOIHOGENTOZ KTHNIATPIKOY
PAPMAKEYTIKOY MNMPOIONTOX 'H AAAQN YAIKQN MOY NMPOEPXONTAI AINO TH
XPHZH TOY MNMPOIONTOX

ZupBouAELBEiTE TOV KTNVIATPO GOC Y10 TOV TPOTIO AMOPPIPNG TWV XPNOILOTOINBEVTWY QOPUAKWY. Ta PETPA aUTA
OTOCKOTIOUY TNV MPOCTATit TOU TEPIBAANOVTOC.
14, HMEPOMHNIA THZ TEAEYTAIAZ ErKPIZHZ TOY ®YAAOY OAHINQN XPHZEQY

15. AAAEZ TIAHPO®OPIEZ

2 UOKEVOCIEC:
Kourti mou mepiéxel 1 @iaAiolo twv 50 ml.
Kourti mou mepiéxel 1 @idAn twv 100 ml.

Mrmopei va unv KUKAOQOPOUV OAEC 01 GUCKEVOTIEC.

"o oTIOIadNTIOTE TANPOQPOPIO OXETIKA [E TO TIAPOV KTNVIOTPIKG QOPUOKEUTIKO TIPOTOV, TAPOKAAEITBE va
aneLBUVBEITE OTOV TOTIIKO AVTITPOCWTO TOU KATOXOU TNC GdEI0¢ KUKAOPOPIOC.

AMNOKAEIZTIKA IMA KTHNIATPIKH XPHZH
*Yopnyeital pe ouvtayr) KTNVIATpou™
NA ®YAAZZETAI ZE ©OEZH THN OIMNOIA AEN BAEIMNOYN KAI AEN MPOZEITIZOYN TA MAIAIA
THA. KENTPOY AHAHTHPIAZEQN: +30 210 7793 777



