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3olt1PEH lt13BEWTAJ 3A OCOolt1Hlt1TE HA nEKOT 

TIAMAZOL 1 0 I Tlt1AMA30n 1 0 
TIAMAZOL 20 I Tlt1AMA30n 20 

thiamazole 

Ta6nen1 

1. 111ME HA nEKOT: 

2. 

3. 

TIAMAZOL 10/ T~AMA30Jl 10 
TIAMAZOL 20/ T~AMA30Jl 20 

KBAnii1TATII1BEH 111 KBAHTII1TATII1BEH COCTAB: 

TIAMAZOL 10/ T~AMA30Jl 10 thiamazole (Ta6nen.., OA 10 mg) 
TIAMAZOL 20/ Tlr1AMA30Jl 20 thiamazole (Ta6nen1 OA 20 mg) 

<DAPMALJ,EBTCKI/1 OE>nii1K: 

Ta6nen1 

4. Kn ii1HII14KII1 nO,D.ATOLI,I/1: 

4. 1. TepaneBTCKl1 l1H/l,l1Kau,uu 
X~nepT~peO~A~38M 

4.2. /Jo3upa!-be u H81..fl1H Ha ynorpe6a 
Bo3pacHu: 
X~nepT~peO~A~38M 
- Cna6o ~3pa3eH x~nepT~peo~A~3aM: noYeTHa AHesHa A03a 

~3H9Cysa 15 mg; A038Ta C9 A8Ba 9AH8W AH9BHO ~fl~ nOA9fi9Ha 
BO AB9 A03~ , BO T9K Ha W9CT AO OCYM H9A9fl~ . 



YMepeHo ~3pa3eH x~nepr~peo~A~3aM: 30-40 mg AHeBHo; A03ara 
ce AaBa eAHaw AHeBHO ~n~ noAeneHa BO ABe A03~ . BOreK Ha 
weer AO ocyM HeAen~. 
ll13pa3eH x~nepr~peo~Ait13aM: 60 mg AHeBHo; A03ara ce AaBa 
eAHaw AHeBHO ~n~ nOAeneHa BO ABe A03111, BO TeK Ha weer AO 
ocyM HeAe11~. 

,D,o3ara Ha OAP>KYBal-be ~3HecyBa 5-30 mg AHeBHo; A03ara ce AaBa 
eAHaW AHeBHO ~11~ nOAe11eHa BO ABe A03~. 

TupeoTOKCMLfHB KpM3a 
Ce AaBaar 15-20 mg ceKo~ Yer~p~ Yaca BOreK Ha npB~or AeH, KaKo 
AOnonHeH~e Ha ocraHar~re repan~CK~ MepK111. 

[Jeua: 
noYerHara AHesHa A03a ~3Hecysa 0,4 mg/kg r.r. ; A03ara ce AaBa 
eAHaW AHeBHO ~11~ nOAe11eHa BO ABe A03~. 
,0,o3aTa Ha OApli<yBal-be ~3Hecysa OKOny 0,2 mg/kg T.T AHeBHO; 
A03aTa ce AaBa eAHaW AHeBHO ~11~ nOAe11eHa BO ABe A03~. 

4.3. KoHTpaMH/l,MKau,uu 
npeoceT11~BOCT Ha 11eKOT ~11~ Ha HeKOj OA eKCU,~n~eHT~Te , 

6peMeHOCT, AOel-be, 
rpaHynou.~roneH~ja, 

xo11ecra3a Koja nocro~ npeA noYeroKOT Ha repan~jara , 
npeTXOAH~ owreryBal-ba Ha KOCKeHara cpu,es~Ha noc11e rperMaH 
co Kap6~Ma3011 11111~ r~aMa3on. 

4.4. MepKu Ha npernasnuaocr 
Kaj 6onH~ co owrereHa cpyHKu,~ja Ha u,pH~OT AP06 ~ 6y6pe3~Te 
norpe6Ho e Aa ce HaMa11111 A03ara Ha Tlt1aMa3on. Bo cnyYaj Ha nojasa 
Ha xenaTII1Tit1C, eKccpo11~jar~BeH AepMarlt1T~c, annacrlt1YHa aHeM~ja , 

neyKoneHII1ja, rpoM6ou~roneHit1ja , repan~jara co Tlt1aMa3on rpe6a Aa 
ce npeK~He. 
nau~eHTII1Te rpe6a Aa ce npeAynpeAaT, AOK011KY ce nojasar 
y11uepau~~ BO ycHara npa3H~Ha, KOii<eH ~c~n ~11~ rpecKa, Aa ce 
jasar Kaj 11eKapor ~ Aa ce npeK~He repan~jara. 
HeonXOAHa e KOtnpona Ha KpBHara C11~Ka 3a speMe Ha repan~jara 
co r~aMa3o11. 

4.5. J1HTep8KLJ,J111 
B-6noKaropu: Kaj x~nepr~peo~AH~ nau~eHr~ Kn~peHcor Ha f!,-
611oKarop~re e 3roneMeH, nopaA~ oBa norpe6Ha e pes~3~ja Ha 
A03ara Kajnau,~eHr KOj Ke craHe eyr~peo~AeH . 
AHTMKoarynaHTHM neKOBM (aueHoKyMapon, /l,MKyMapon): Kaj 
x~nepr~peo~AH~ nau~eHr~ 3ac~neH e Mera6o11~3MOT Ha 
B~TaM~H K, nopaA~ WTO 3ro11eMeHa e OCeT11~BOCTa KOH 
aHT~KOraynaHTH~ neKOB~. np~ HOpMa11~3~pa1-be Ha H~BOTO Ha 



TIAMAZOL I TVIAMA30n 

T1!1pe0111AHIII XOpMOHIII HeOnXOAHa e p981!13111ja Ha A03111T9 Ha 
aHTI!1KOarynaHTHI!1 neK081!1. 
,/J.ururanuc: MO>KeH e nopacr Ha KOHU.eHrpau,l!1jara Ha Ali1r111ran111c 
Kaj nau,l!1eHrl!1· K01!1 Ke craHa eyr111peo111AH1!1 noA repan111ja co 
r~t~aMa3on. 

AMuo,aapoH: EcpeKTor Ha MeraMI!13on 111 aMI!10AapoH Aa8aHIII 
IIICT08p9M9HO e 3roneM9HO HaMany8al-be Ha TlllpeOIIIAHI!1T9 
XOpMOHI!1 , 
TeocpunuH: MO>KHO e HaMany8al-be Ha Kn1!1peHcor Ha reocp111n1!1H 
KOra XlllneprlllpeOIIIAHIIITe naU,Iti9HTI!1 K9 CTaHaT eyr1!1p90111AHI!1 , 

TperMaHor co aHT1!1rpeo111AHI!1 neK081!1 MO>Ke Aa npeA111381!1Ka npoMeHI!1 
80 Mera6oniii3MOT Ha APYrlll neK08111. AHTIIITIIIpeOIIIAHIIITe neK08111 
111Hrepcpep111paar co IIIHKopnopau,111jara Ha jOAOT 80 r111peorno6yn111H, 
na nopaAIII roa norpe6eH e npeKI!1H Ha repan111jara npeA 
aAMIIIHI!1CTpau,l!1jara Ha repane8TCKIII A03111 Ha paAIIIOaKTIII89H jOA. 

4.6. 6peM8HOCT J1 ,0.081-be 

Tl!1aMa3onor ja npeM~t~Hy8a nnau,eHrapHara 6ap111epa. nocrojar 
noAarou,l!1 3a noja8a Ha KOHreHIIIranHI!1 aHoMan111111 Kaj Aeu.a KOIII 6111ne 
1113nO>K9HIIIHa Tl!1aMa3on 80 T9K Ha np81!10T Tp1!1M9CTap OA 6peMeHOCTa 
(oA np8ara AO ceAMara recrau,111cKa HeAena). T111e 8KnY4Y8aar: 
e3ocpareanHa arpe3111ja, Ae¢eKT1!1 Ha KO>Kara Ha rna8ara, aHoManllllll 
Ha n111u,ero 111 3acroj so nc~t~xoMoropHIIIOT pa380j. HeonxoAHO e 
naU,1119HTIIITe Aa 6111AaT npeAynpeA9HI!1 Ha nocn9Aii1l.J,I!1Te OA 39Mal-be 
Tl!1aMa3on 3a speMe Ha 6peMeHocra, 111 Aa npeKIIIHar co repan111jara 
AOKonKy 3a6peMeHaT.TI!1aMa3onor ce 1!13na4ysa 80 Maj41!1Horo MneKo 
111 3apaAIII roa _He rpe6a Aa ce Aa8a 3a speMe Ha AOel-be . 

4.7. BnujaHue sp3 cnoco6Hocra 38 so3el-be unu paK)IBal-be co MawuHu 
Tl!1aMa3on He 9n111jae Ha cnoco6Hocr 3a 803el-be 111n111 paKy8al-be co 
MaWIIIHI!1. 

4.8. HecaKaHu p,ejcrsa 
V1HU.IIIAeHu,ara Ha HecaKaHIII Aejcr8a OA ynorpe6ara Ha TlllaMa3on e 
A03HO 3a81!1CHa. HecaKaHII1Te Aejcrsa ce 3a6ene>Ky8aar Kaj noManKy 
OA 10 % OA nau,~t~eHTIIITe KOIII ynorpe6y8aar A03111 OA 10 mg, Meryroa 
osoj npou,eHr ce 3roneMysa AO 30 % np111 ynorpe6a Ha A03111 OA 60 
mg TlllaMa3on. 
Haj4eCTIII HecaKaHI!1 Aejcrsa OA ynorpe6ara Ha Tl!1aMa3on ce: ocvm no 
KO>Kara, u,p8eH~t~no , raAel-be, no8paKal-be, en~t~racrpiii4HIII 6onKIII, 
rpo3HIIIu,a, 6onKa 80 rpaAIIITe, aprpanr111ja, napecre3111ja, ry6el-be Ha 
aner111ror, onaral-be Ha Kocara, C8pa6, nocnaHocr, Heyp~t~TI!1C , eAeM, 
8prorna8111U,a, norMeHrau,l!1ja Ha Ko>Kara, >Konr~t~u,a. 081119 HecaKaHIII 
Aejcr8a ce no4ecr111 80 np8111Te A8a Meceu,a OA ynorpe6ara Ha 
TlllaMa3on. TewKIIITe HecaKaHIII Aejcr8a ce ja8y8aar noperKo ~A-

8Kny4y8aar arpaHynou,I!1T03a, rpaHynou,~t~roneH~ja, 
TpOM60U,IIITOneHIIIja, annaCT1!14Ha aHeMIIIja, CIIICT9MCKIII nynyc 



r 36MpeH lli3Bewrcy3a oco6uHJATe Ha neKor 

ep1!1TeMaT03YC npeAII138lt1KaH OA neK08lt1, lt1HCYfllt1HCKlt1 ayTOlt1MYH 
Clt1HAPOM (pe3yf1Tlt1pa CO Xlt1nOff11!1KeMlt1CKa KOMa), xenaTlt1Tlt1C 
(>KOf1Tlt1U.aTa nep3Lt1CTlt1pa HeKOflKy HeAefllt1 nocne npeKlt1HOT Ha 
Tepanlt1jaTa), neplt1apTeplt1Tlt1C lt1 xlt1nonpoTpoM6lt1HeMlt1ja. HecppoTCKlt1 
Clt1HAPOM Ce 3a6ene>f<Y8a MHOry peTKO. LltCTO TaKa 3a6ene>KaHO e lt1 
3roneMy8at-he Ha KOHU.eHTpau.ll1jaTa Ha cepyMcKaTa KpeaTlt1H Klt1Ha3a 
80 T8K Ha TpeTMaHOT CO aHTlt1Tlt1peOlt1AHlt1 npenapaTlt1 KaKO lt1 noja8a Ha 
Mlt1anrlt1ja lt1 MYCKyfllt1 rpl.!88lt1 . 

4.9. npeP,0311pa1-be 
AKyTHa lt1HTOKClt1KaU.lt1ja CO Tlt1aMa30fl ce MaHlt1QJ8CTlt1pa CO : 
raAet-he,no8paK:a1-be, enlt1racTplt1l.!Hlt1 nopeMeTY8at-ba, ma8o6onKa, 
rpo3Hlt1U.a, apTpanrll1ja, npyplt1TyC, eAeM 111 
naHLJ.lt1ToneHlt1ja.ArpaHynou.lt1T03aTa e Hajcep111o3eH HecaKaH ecpeKT 
no8p3aH co Tlt1aMa3oncKoTo npeA03lt1pat-be.PeTKO ce 3a6ene>f<Y8a 
noja8a Ha eKccponlt1jaTlt18eH AepMaTI!1T,xenaTlt1T,HeyponaTlt1lt1 lt1fllt1 
CTI'!MynaU.lt1ja/Aenpeclt1ja Ha U.eHTpanHlt10T H8p8eH Clt1CT8M. 

5.0. CDAPMAKOnOWKL-1 CBOJCTBA 

5.1. ([)apM8KO/l,UH8MCKU CBOjCTB8 
- cpapMaKoTepanl'lcKa rpyna 
aHr~r~po~AeH npenapar 

- M8XaHlt1~aM Ha A8jCT80 111 cpapMaKOA111HaMCKlt1 ecpeKTlt1 
TLI1AMA30n e aHTII1T1!1p0111AeH npenapaT Koj ro 6noK1!1pa 
8rpaAy8at-beTo Ha jOAOT 80 T1!1p031!1HOT. Tlt1aMa3onoT ro 6noK1!1pa 
C03Aa8at-beTO Ha T1!1p801!1AHI!1 XOpMOHl-1 CO lt1HX1!16111U.I!1ja Ha 
T1!1peOlt1AHaTa nepoKCI!1Aa3a. 08a A08eAy8a AO 1!1HXI!161!1U.I!1ja Ha 
OKC111AaU.I'ljaTa Ha jOAII1AOT 1!1 jOAI!1HaU.I!1jaTa Ha T1!1p031!1f1HI!1T8 rpyn111 Ha 
Tlt1peomo6yni!1HOT. LltcTo TaKa, ce ja8y8a 111HXI!16111U.I!1ja Ha cnapy8at-beTo 
Ha jOAOT1!1p031!1HII1Te 1!1 cpopMII1pat-beTo Ha jOAOTII1pOHII1HII1. KpajHII10T 
ecpeKT OA A8jCT80TO Ha Tll1aMa30flOT e HaManeHaTa KOHU.eHTpaLJ.1!1ja 
Ha T111p801!1AHI!1T8 XOpMOHII1 . 3apaAII1 TOa WTO Tl!1aMa30flOT Aefly8a 8p3 
Clt1HTe3aTa, a He 111 8p3 0Cfl060AY8at-beTO Ha T1!1p801!1AHI!1T8 XOpMOHII1 , 
H8f080TO A8jCT80 HaCTany8a noneKa (nocne 3-4 HeAefll-1 OA 
nOl.!8TOKOT Ha Tepanll1jaTa). 

5.2. ([)apMaKOKUHercKu caojcrsa 
Tl!1aMa30fl u.enOCHO ce pecop6111pa OA CTpaHa Ha Al!1reCTI!18HI!10T TpaKT 
nocne opanHa aAM111HI!1CTpau.ll1ja ,a MaKCI!1MaflH111Te nna3MaTCKI!1 
KOHU.8HTpaU.I!11!1 ce nocTlt1rHy8aaT no 1-2 l.!aca OA 
anni!1Kau,l!1jaTa.TI!1aMa3onoT ja noMI!1Hyea nnau.eHTapHaTa 6aplt1epa 1!1 
ce A111CTplt16yll1pa 80 MfleKOTO 80 KOHU,eHTpaU.l-1111 KOI!1 ce OAnp1!1f1111Ka 
eAHaK8111 KaKO 111 80 cepyMOT Ha MajKaTa.ol!10flOWKaTa 
pacnOflO>KI'180CT Ha Tl!1aMa30flOT 8 MHOry n081!1COKa OA OHaa Ha 
nponl!1nn10ypau.l!1n 1!1 3a pa3ni!1Ka OA Hero Tl!1aMa3onoT He ce 8p3yBa 
3a npoTei!1HI!1Te Ha nna3MaTa. 

------



O'"" 36MpeH v13aew rclj 3a oco6v!Hyr~_Ha f}.eKor TIAMAZOL I TV1AMA30D 

noJJY?KL.1BOT Ha 8JIL.1ML.1HaU,L.1ja e L.1H,O.L.1BL.1AYaJ1HO pa3JIW·t9H 1.1 ce ABL-1*1.1 
BO rpaHL.1U,L.1 OA 3-6 4aCa.TL.1aMa30JI ce MeTa60JIL.131.1pa BO U,pHL.10T 
,o.po6 a ce eni.1MI.1HL.1pa npeKy 6y6pe31.1Te.noManKy o.o. 12% o.o. 
npenapaTOT ce eni.1ML.1HL.1pa KaKo HenpoMeHeT.Kaj nau,1.1eHTL.1 co 
OWTe-ryaat-be Ha U,pHL.10T ,o.po6 1.1 6y6pe31.1T9 nOJJY?KL.1BOTOT Ha 
eni.1ML.1Hau,L.1ja e npo,o.on*eH. 

5.3. npeTKnJ1HVfC-IKJ1 nO/l,8TOL(J1 
TOKCL.1KOJIOWKL.1Te L.1Cnl.1-ryBat-ba ce OnWL.1pHO OnL.1WaHL.1 BO 
).J,OnOJIH9HL.19 Ha cpapMaKOJIOWKOTO ML.1CJI8t-b9 ( 2005 r . ) 

6.0. <DAPMAL.I,EBTCKV1 nO)lATOL.I,V1 

6.1. Cocraa 
1 Ta6neTa COAP*"' 10 mg TL.1aMa3on. 
1 Ta6neTa CO.O.P*"' 20 mg Tl.1aMa3on. 

6.2. EKCL(MnMeHrM 
M1.1KpoKpL.1cTanHa u,enyno3a 101 
ML.1KpoKpL.1cTanHa uenyno3a 102 
Kanu,1.1yM XL.1.0,poreH cpoccpaT AL.1XL.1ApaT 
npe*eJiaTI.1HL.131.1paH CKp06 
KpocKapMeno3a HaTp1.1yM 
KOJIOL.1,0.8H CL.1JIL.1U,L.1YM AL.10KCI.1A 
MarHe31.1YM cTeapaT 
ooja *O.r1Ta E 172 

6.3. naKYBafbe 
TV1AMA30D 10 - KyTI.1ja co 20 Ta6neTI.1 OA 10 mg 
TV1AMA30n 20- KyTL.1ja co 20 Ta6neTL.1 OA 20 mg 

6.4. PoK Ha rpael-be 
2 rO,O.L.1HL.1 

6.5. Ha4MH Ha 1.-fyBafbe 
.O.a ce Yyaa Ha TeMnepa-rypa ,o.o 25°C, 3aWTI.1TeHo o.o. caeTJJI.1Ha. 
nEKOT .O.A CE 4YBA HA MECTA HE).J.OCTAnHL-1 3A ).J.ELJ.ATA! 

6.6. KapaKTepMCTMKM Ha BHarpewHoro (KOHTaKTHo) naK'fBBfbe 
nn KOHTejHep 3a Ta6JJ9TI.1 CO 3aTBOpa4 

6.7. Ha'-IMH Ha M3P.aBal-be 
n eKOT ce 1.13,o.aaa caMo co neKapcKL.1 peu,enT. 

- =-=-~--=- ~-:::._-------==-=--=----



.:,: BH 11138 8UI[clj_/i_a OC06UHMT8 Ha J18KOT 

:-.o. t1Me u a11.peca Ha npou3BOJJ.urenor 

AU JAKA 80 PaAOB~w 
npo~3BOAHa JlOKau.~ja: npsoMajcKa 6.6. CKonje 
Peny6n~Ka MaKeAOHII1ja 

8.0. ,D.ara Ha npaara perucrpau,uja 
19.07.2001 

TIAMAZOL I TV1AMA30n 

9.0. /].8T8 H8 nOCJ18jJ,H8T8 peBM3Uja Ha 36UpHMOT U388WT8j 38 OC06UHUT8 ~ 
Ha JIBKOT 
CKonje, anp~n . 2008 r . 
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