®YAANO OAHIQN XPHZHZ
TERRAMYCIN-50 INJECTABLE SOLUTION

1.0NOMA KAI AIEYOYNZH TOY KATOXOY THX AAEIAZ KYKAO®OPIAZ KAI
TOY KATOXOY THZ AAEIAZ NMAPAIQIrHz roy EINAI YIIEYOYNOZ IN'A THN
AMNOAEZMEYZH MNMAPTIAQN ZTON EOX, E®OZON EINAI AIA®OPETIKOI

Kdatoxog Tng adeiag kukAogopiag : Pfizer Inc, NY, USA

Mapaywydg utrelBuVog Kal yia TNV aTTEAEUBEPWAN TNG TTAPTIOAG:

Pfizer PGM, Zone Industrielle-9 routes des industries 37530 Poce sur Cisse,
AMBOISE, FRANCE

2. ONOMAZIA TOY KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOXZ
TERRAMYCIN-50 INJECTABLE SOLUTION

3.ZYNOEZXH ZE APAXTIKO ( A) ZYZTATIKO(A) KAl AAAEZ OYZIEZ

Avd povada d6ang mg/mi

ApaoTiKEC ouaiec

Oxytetracycline hydrochloride 56.410mg
Exdoxa

Magnesium chloride hexahydrate  31.231
Water for injection nepinov 181.678
Monoethanolamine Trepitrou 24.527
Propylene glycol 778.154

Sodium formaldehyde sulfoxylate  5.200
4.ENAEI=H (EIZ)

-Booe1dn: AvammAdopwaon, avBpakag, d1pBepiTida, BakTnpiakr evrepiTidaq,
TTOS0dEPUITION, AETITOOTIEIPWON, INTEITIOA, TIVEUHOVIA, TTUPETO HETAYOPAG,
MoAuopaTiké TpauuaTta, HacoTiTida, op@aroPAERiTIOq.

-Xoipoi:Baktnpiakn evrepimida, epuaitteAag, AeTrrooTreipwan, unTpimda, TTveuyovia,
TPOANYN Kal Bepartreia NG didppolag Twv BNAAlOVTWY XOIPIdIWY PE TTAPEVTEPIKN
XOpPrynon aTIG XOIPOUNTEPES KATA TNV TTEPIOO0 ToU BNAACGHOU, HOAUCUATIKG
TpauuaTa.

-Aiyeg, TpoBarta: BakTtnpiakr eviepimida, TTVEUHOVia, QIUOPPAYIKH aonyaildia, Aoipwdn
TTO00BEPITION, OUPAAOPAERITION, UNTPITIOEG, YOCTITIOES, EUVOUXIOHOI Kal TpaUuaTa
YEVIKA.

-MouAepikd (kpeaToTrapaywyrg, WOTTapaAywyng, avamapaywyrg, ivoidvolr): Xpovia
avatveuoTikr) vooog (AN, AIP-ZAK 1) CRD), k6pula, TTavwAn TTOUAEPIKWY,
MoAuopaTikiy ouvoRiTIda, HETWTTIAIO JOAUCUATIKEA KOATTITION IVOIGVWV.

-XKUAoI / TaTeg: AOIWEEIG TOU OVATTVEUOTIKOU, TTETTTIKOU. OUPOYEVVNTIKOU
OUCTAMATOG KOl YEVIKWG ETTI AOINWEEWY TTOU OQEIAOVTAI GE PIKPOOPYAVIOUOUG

euaioBnToug otnv dpdaon TNG OEUTETPAKUKAIVNG.



5. ANTENAEIZEIZ
a. Mnv TTpofaiveTe o€ Xopriynon Tou @apudaKou OTIG WOTOKEG OPVIBEG, EKTOG AV TO

auyd TOUG TTPOOPICoVTal VIO EKKOAaWN.
B, H evOo@A£BIa xopriynon 0Toug OKUAOUG PTTOPET va TTPOKAAETEI TITWON TNG
TMECEWG TOU QiPATOG KAl YIO QUTO VA ATTOQPEUYETAI.

6. ANEMIOYMHTEZ ENEPIEIEZ
a. Mnv TTpofaivete o€ Xo0priynon Tou @apudaKou OTIG WOTOKEG OPVIBEG, EKTOG AV TO

auyd Toug TTpopidovTal yia EKKOAaWN.
B, H evOo@A£BIa xopriynon oToug OKUAOUG UTTOPEN va TTPOKAAETEI TITWON TG
TECEWG TOU QiATOG KAl YIA QUTO va aTTOQEUYETAL.

7. EIAH ZQQN
Booeidn, xoipol, aiyeg, TpopaTa, TTOUAEPIKA, OKUAOI, YATEG.

8. AOXOAOTIIATIA KAGE EIAOZ, TPOMOZ KAI OAOZ ( Ol ) XOPHIMHZHZ
Booeidn 15-30 2-5 evOOQAERIa, evdo-
Moaoxol 2-6 MUIKG, uTT0dOpIa,

EVOOTTEPITOVAIKA

Aiyeg, TTpoBata 3-12 2-7 evOOQAERIa, evoo-
Apvoi, epigia 0.5-4 MUIKG, uTTodOpIa

EVOOTTEPITOVAIKA

Xoipol 6-20 2-9 evOOQAERIa,evdOo-
Mayxuvépuevol 4-6 MUIKé,uTTOdOpIa
Xolpidia 1-2 EVOOTTEPITOVAIKA
2KUNIG peyaAa(27-45.5 KIAG) 4-10 7-11  evOOUUIKA UTTOO06-
SKUNIG péTpIa(13.5-27KIAG) 2-6 pIa, EVOOTTEPITO-
ZKUNIG pIKpA(4.5-13.5KIAG) 0.5-3 VaIKA.

[dareg 0,51 7-11 evOOQPAEPIa, evdo-

MUIKG, utTodOpIa,

EVOOTTEPITOVAIKA

MouAepikd 0,251 uTT000pIa
HAikia AidAupa * Adon MoooTtnTa
1nu-2¢R0. 1:3 1/2ml diaAupévo 6,25mg

2e30-4¢€30. 1:3 1ml diaAupévo 12.5mg



4¢30-8¢30. - 1/2ml pn diaAupévo  25mg
0¢Bd, KOTOTTOUAD - 1ml pn diaAupévo 50mg
KPEOTTAPAYWYAS Kal

MIKPEG TTOUANGDEG.

EvAAika - 2ml un diaAupévo 100mg

*MNa Tnv mpoeToipacia Tou diaAUparog TpooBécarte éva pépog Terramycin-50 o€ Tpia pépn

ATTOOTEIPWHEVO VEPO.

Ivdiavor: MNa tnv Beparreia TNG peTwITIAiag KOATTITIOAG TwV IVOIGvWY evieTe 1/4ml-1/2ml
TOU QOpPUAKOU O€ KABE TTapappIvIKO KOATTO. H doon eEaptaral avaAoya pe TV nAIKia
TWV IVOIAVWY Kal TNV 0oRapoTNTa TNG 00BEVEING.

9. OAHIIEZ MNA TH ZQXTH XOPHIHZH

1.EvOopuikd o€ 0Aa Ta peydAa {wa. Evietal Babeid p€oa oTIG PUIKEG PAdES TwV TTICW
akpwv. Av Kal n evOOPAEBIa 006G dev avTevdeikvuTal, QUTH aTraiTei €10IKr EKTTAIdEUOT).
2710 TTOUAEPIKA TO PAPUAKO €vieTal GTO 0TABOG 1 OTIG PAeg Twv TTodIWY. Evietal d6on
MeyaAUTepn Twv 2ml.

2.YTT000pIa TO @APUAKO Xopnyeital 6Tou uttdpxel agBovia AImrwdoug 1I0ToU auéowg
uTTO TO O€pUA. ZTA TTOUAEPIKA EVIETAI UTTOBOPIA TTICW OTOV TPAXNAO KAl GTO HECOV
METagU TNG KEPAANG Kal TNG BAong Tou TpaxAAou.

H aywyn pe Terramycin-50 diapkei 2-3 nuUEPEG PHEXPIS OTOU TO CUUTITWHATA
ecagavioTouv

10. XPONOXZ ANAMONHZ

A. Alokéyarte Tn xoprnynon Tou @apudkou TOuAGxIoTo 5 NUEPES TTPO TNG OPAYAS TWV
CWwv.

B. AtrayopeUeTal N XpnolhgoTToinon Tou YAAAKTOG TTou TTPoEpXETal aTrd {wa TTou
uTTERANBNKav ae BepaTreia TTpIv TTEPAToUV 60 WPES atd TNV TEAEUTAIa Xopriynon.

11. EIAIKEZ ZYNOHKEZ AIATHPHZHZ

QuAdoetal oe dpooepd XwWpo. To TTpoIdv PTTopEi va AdBel akoUpa gu@avion, autd
Ouwg dev eTnpeddel Tnv dpdon Tou.
12. EIAIKH(EIZ) MPOEIAOMNOIHZH(EIZ )

Aev epapudleTal

13. EIAIKEZ NPO®YAAZEIZX ANMOPPIYHZ ENOXZ XPHZIMOMNOIHOENTOZ
KTHNIATPIKOY ®APMAKEYTIKOY MPOIONTOZ ‘H AAAQN YAIKQN MOY
MPOEPXONTAI ANMO TH XPHZH TOY MNMPOIONTOZ, AN YINAPXOYN

Agev epapuodletal



Na mTAévovTal Ta x€pia Tou XproTn JETA TV XPAON.

Na xopnyeital ge KTNVIATPIKI) cuvTayr)
Na @uAdyetal pakpud atd Ta TTaudid
TnA. Kévipou AnA. 2107793777

AMK: 24598/93/11-5-1994
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