
KPATKA XAPAKTE I'I4CTI,{ITA FIA TIPONYKTA

l.I4ME HA JTEKAPCTBEHI,IS [po/IyK,I,

Propycil  50 mg, tablers
flponuqn,r 50 rlg, ra6,rerxu

2.KAqB C'IB BH I,I KoJII,I TITIC.I.BEII c.bC.I.A B

Bcqxa ra6,rerxa cbAbp)Ka 5 0 m g fl pon HrrHoypaur.tn (p ropy t t h i o u rac i l)

3a nr,rHHq cnHcbt( Ha noMoulHt{Te Beu{ecrBa. Bh)r(Te r. 6. l.

3.JII]KAPC'I'BETIA OOPMA

Ee,ru, rcprr,rn. AeofiHon3rrbKHarh ra6,rerra c leJlHTenHa ,repra.

4. KJrI,IHr,Iqr il,t IIA r flru

4.  lTepanenrr{ r rHn u0KafaHHs

xHneprl4peoH;lH3t,M npH naHileHrlr c Ea:e,loea 6oreCr (Bo,reCr Ha Crave.s) i l  aBroHoMeH
aAeHOM Ha UHTOBHAHaTa XIe3a.
noAforoBKa 3a THpeoHAeKToMht t4|rt ' t J' leqeHHe c paAfioaKTHBeH fioA B cnyqafi cxunepTrpeohl143bM.

4.2 /\ozupoBKa H HaqrrH Ha flp]tJtoxeHl,re

Axo He e npeAlhcaHo Apyro.  propyl th iouraci r  ce nphrara Ha BceKr4 6 ao g qaca.

Br:pacrulr, K)HourH H aeua uag l0 roal.rruua tsblpacr:
Haqalsara Ao3a npH yMepeHo il3pa3eH xr4neprr4peo vl,Ll3t M e 100-300 rng pTU nHetsHo.pa3AeneHa ua 2-3 flpHeMa or 50-100 mg (l-2 ra6,rerxu) acexu. f loaabp)ra-ura-ra 4o:la e 50
Aol50 mg PTU ( l  ao 3 ra6, ' rerKu 4ueauo).  f ipz rexxu cnyqau 11 np '  KoHraMHHau nt  c  hog.
ce npenopbqBa npunafaHe Ha no-BHcoKH HaLtaJ.rHr. t  / r lo3t4 ot .  l00 Ao 600 mg pTU (6_12
ra6,rerxu AHeBHo, pa3AeneHr na 4 Ao 6 npnenra).

l[eua nreaqy 6 u l0 roAputHa Bb3pacr:
Ha' raruara ao3a e 50 aol50 mg PTU ( l  ao 3 ra6;rerxr) , lHeBHo u npu'nvtzurenHo 25 ao 50
mg PTU (l12 ao I ra6,rerxa).[HeBHo. Karo rloAA.t pxaua ro:]a.

B c'ryuau Ha xutleprHpeofiAh3bM npil HoBopoAeHIr ce flpHrrafar 5 ao l0 rng pTU/kg renecHo
refJlo AHeBHo. pa3AeJleHn ua 3 npfieMa. flpu orct,crBrre Ha e$err or npgnoxeHoro JreqeHfie,
ce flpenopbqBa vBerilrraBaHe Ha Ao3ara ao 50 _ lt00%.
flpeloplusa ce lrpularaHe Ha nolAbpxau]a Ao3a or . j ^qo 4 rng pTU/kg relecuo rer.lo
NHEBHO.

B cr'orcercrBhe c nony)Kr4Bora sa uafiqvH,,re Huyuor,rcl6yJtvtHr4. Moxe Aa ce oqaKBa
cnoHTaHHo ot- tByqaBaHe Ha xHnepr[peoi lAu3Ma cte l2 Ao _]  nreceua.

U JNbNH I4TENHA ATEHUlIH IiO JIEKAPCTBATA
i i(pamxa xapaKmepucmuKe Ha rlp,gyKIna - npu\UKeHue I
I  , )  -  4 ; / ' - > ) ,

Paspeweuue* ....\i9-S .h......t.



Ilauneuru B HartpeAHaJra Bb3pacr
flpenoplvna ce H3IIon3BaHe Ha Ao3a Ha .qonHara fpaHHua Ha HOpMaJrHo nprrnaraHa Ao3a.

[Iapyuleua 6r6pe.rHa 0ynrcurq
losNponnara ua Propyci l  50 rpr6na Aa ce HaN4zuru c25%o npu rraur4eHrn c JleKo Ao yMepeHo
yBpeAeHa 6r'6pevHa SyHnur"' a B cryqau c HanpeAHa,ra 6t6pe.rHa HeAocrarbqHocr c 50%o.

I{apyureua .tepHoApo6Ha eyurqur
lo:upoexara ua Propycil 50 npra naur4eHrn c yBpeAeHa qepuoapo6Ha $yHrcqnr rpr6aa 6l4e
HaMuLneHa. llpenopruaa ce. npeAu 3anoLrBaHe Ha reqeHrae c propyCil aa ce u3cJ,reABar
BHuMarerHo Qynrcuraqra Ha 6r.6peqrare u vepHnn ;1po6.

4.3 llporunorroKa3aHuq

flpuloxeuuel'o Ha Propycil e nporuBonoKa3aHo npn cBpb.\,ryncrBureJrHocr (a,reprur) rcr,n,1
AKTUBHOTO BCl l lCCTBO H"NH H' IKOC OT NOMOI-TIHI4TC BCU]CCTBA HA ICKAPCTBCHH' NPOAYKT.

I4:nor:saHero Ha Propycil 50 e nporr.rBonoKa3aHo np, aHaMHecr,rrHh AaHHLI 3a norrBa Ha
cepl4o3Hh HexenaHH peaKuhh BbB Bpb3Ka c npoBeAeHo J, le , teHi le c  pTU (propyl th iouraci l ) ,
(oco6eHo cneA arpaHyJrlouHro3a u rexKo uepHo4po6Ho yBpe)KAaHe BcJ,reAcrBqe xenarzr).

Propycil 50 rpl6na Aa ce flpt4nara caMo no4 crpor-o neKapcKo na6,rrcAeHHe. Koraro tseqe ca
HaJI t iUe npoMeHU B KpbBHara Kapr i lHa H noBf i i laBaHe Ha rpaHcaMuHa34Te UrA eH3HMrre.
c Br.rleTencTBaulH 3a xolecTa3a.

4.4 Cneuuarnrd rpeAyrpe?r(AeHrq r  rpeAra3Hi l  MepKH npn ynorpe6a.

B pauxure Ha HqKonKo qaca Nro)Ke ra ce pa3Bhe arpaHynouhro3a. Tr,fr raro B uoBeqero
cny.rau sefrHoro pa3Bnrhe He Mo)Ke Aa ce npeABrll lu. BbilpeKh npocreAflBaHero Ha KpbBHara
KaprhHa,  nauHeHT' t ,T rp l6ea , la  6 'oae r . rH( lopnrupaH ra Krh6yLtHHTe npy3Hau n Ha
arpaHynollt lro3a (rpecxa, ttepa3noxor(eHHe, ToH3r{, ' lapHa aHrHHa, croHlarur) v 3a
ueoOxonuruocrra or npoBe)KAaHe ua He:a6aBHo rj3c,te,,lBaHe Ha KpbBHa.ra KapruHa.

f lpeaH 3anoqBaHe Ha Jte l teHhe c propyci l ,  rpr6ea aa ce HatrpaBa h3cneABaHe Ha nbnHa
KpbBHa KaprilHa. OcseH ToBa. rto Bpe]\,re Ha rqeqeHile io ce Harara flocroflHHoro fr
npocneAf lBaHe. B c lyuaf i .  qe ce noAo3upa arpaHynounro3a.  JreqeHhero c propyci l  rp l6oa
He:a6asHo Aa ce flpeycraHoBr. Oceeu roBa. cJleA KOHcyrraunfl c xeMarolor. r.pr6sa 4a ce
uMa flpeABr.rA npunaraHe Ha cri lMynfipau{ (rarcrop Ha rpaHynour.rrH14, peA (G_CSF) (4.g.
Hexe,raHu pearcuurz).

f lpu , reveuue c nponHnrko) ,pauuj t  ca or6e,r r :aHr1 cJry l rau,  KaKTo npu Bb3pacrHu,  TaKa A npu
Aella' Ha re)l(KH qepuorpo6uH peaKuHtt. BKJ'Itolrhre,lHo H c ipala,reu h3xoA HJrH r43r.{cKBau-lr4
qepHoapobHa rpaHcnnaHTaurg.  Te:n pearquH Bb3Ht4 r rBanf i  cneA pa3nhqeH rrepf ioA o.r .  BpeMe,
Ho B noBeqeTo cJtyt137 B paMKHTC Ha 6,veceua.  f lpu o lvnlaHe Ha 3Haq[TerHh orKr. roHeHf i r  B
crof iHocrure Ha qepHoApo6Hrare eH3i lMH no BpeMe na reqeHnero c nponunruoypaur4n,
npueMbr Ha neKapcrBeHrt npoAyrcr rpn6aa 4a 6rle He:a6aeuo ilpeycraHoBeH (erzN 4.8).



Ta6lerxure Propycil 50 ctAbpxar raKro3a. flauneHrr c psAxo cpeulaHa BporeHaHenoHocHMOCT KbM JIaKTO3a, orcbcrBHe Ha naKTa3a l . l lLl  f j t roKo3o-r.anaKTo3Ha-ua.na6cop6unA, He rpr6ea Aa npneMar propycil 50.

l lponaqn'r Moxe Aa ce u3non3Ba npt4 aeua caMo np, i l3qepnBaHe Ha Bb3Mo]KHocrhre HaApyrr{re repaneBrr4qHH MeroAr4 3a KoHrpon Ha rfipeohAHara rfyurcqur

4'5 B'aunaoaeficrBue c apyru re*apcrBeHrr [poAyKTu u Apyru eopmu Hae:auNtoAeficrBHe

Brar.ruoaeficrBileIa apynr.r Jre*apcr'eHH npoaynru c propvcil 50 mgf lpuraraHero ua TupoKcHH HaMartBa npoHnnBaHero Ha propyl th iouraci l  B u-rHroBHAHara)KJIe3a' a ocBeH TOBa HULnafa flo-MOU-lHO norr4cKaHe Ha ecrecrBeHara xopMoHanHa cfiHTe3a,TaKa qe e Heo6xoAHMo H3noJl3BaHe Ha no-Br4coKa AO3a propyl th iouraci l  3a nocr f i raHe HacpaBHI4TenHo 3anoBonLtreJlen norrcKau{ $yuxrlvt r 'ra Ha [.{HroBHAHara xne3a e$ercr.

f lpu e4HospeMeHeH np,eM na fioA HnH npeA'ecrBauo u3no,13BaHe Ha fioA-crAT,p)KauIHpeHrfeHoKoHrpacrHfi BeulecrBa Moxe Aa ce HaMaJrH aHTHrHpeottAHAer e$ercr Ha propycil 50.
locruraHero Ha eyrripeoulHo cbcrogHr4e e Bb3MolKHo 3HaLturenHo Aa ce la6aeu.

BraunroAeftcrBue Ha propycil 50mg c Apyrr reKapcr.tseHu upoAyKTH
'rleqeHuero c propylthiouracil 'o>rceJu o*ur,,. BnHflHHe Ha cuo6oAHara e$errueHa $panqnnHa nponpaHOJ'loJl H KyMapHHOBHTe AepHBaTH, KO€TO Aa HaIO)ttf i aAarITUpaHe Ha AO3aTa.

4.6 l ipenreuHocr H Kr,pMeHe

IipenreuHocr:
Mailquuunr xhnepr'peo,/x'43'bM to tspeMe Ha 6per,renuocr e cr1,p3aH c,oBr4rreHa r{ecrora HacnyqaHTe ua a6opr '  MbprBo paxlaHe u uarQopruauun.  Xaneprf ipeoyAg3Mbr Ha Mar4Kara eeAHaKBO CBbp3aH C noBHIUeHara qecrora Ha a6oprra. rlecro.rara Ha noflBl4nl Ceva' rQopn, |aquz.  Ha6,r rcAaBaHa no BpeNre Ha reqeHf ie c  th iouraci l  He ce pa3nxqaBa or  ra3.  HacnoHTaHHo B.r,3HHKHaJtllre ualdtopuaqnu.

XopnaoHaruara ceKpeuilr Ha nroaa 3anoqBa Me)r{A), l0_ra u l4_ra ceAMHua Ha6peueHHocrra. f io:ara Ha aHTuTt-rpeor.rAHt4ll f lpenapar rpl6aa Aa 6r,Ae KolKoro e ts.b3Mo)KHono-HHCKa'  3a i la  sa ce h:6eruar  a60pr n xhnornpeouAu3.bN,r ,  h  ryua ua n, ro4a.  l lpe:IIOCTeAHUfl TpHMecTbp Ltecro xilneprHpeoflAHOTO Cr,croqH14e CflOHTaHHO OT3ByLtaBa.Epen,'eHuara )KeHa noHacq no-ao6pe reKo xilneprr4peo?rltHo cbcrosHHe, orKor,rKoroxHnoTupeoHAHO.

f lo  re:u npnLtvuv.  npn JrerreHhe c aHTZTr4peoHAFru.r  cpeAcrBa e Heo6xoA1rMo npoBe)r{AaHe HaBHHMare' leH KoHTpon no BpeMe Ha 6peueut toc ' r ' ra .  [ lora lare lure Ha HecB.bp3aHHTe
rHpeot ' lAHl4 xopl \4oH14 rpr6ea aa 6r ,Aar  B ropHH perpeperrrHl i  rpanuuH. a crof ruocrare Ha' l 'SHHr4CKrj  unu rpyAHO OnpeAeJtHMH.

Krpn.reHe:
Propylthiouracil e cLIfiraH 3a cpeAcrto ua u:6op, rr, i l  rcaro HeroBara KoHueHr.parlHs Buaf iqugo' ro MJt tKo e caMo eAHa Aecera ot  uai lqarara cepvNrHa KoHueHTpauaq.  He:as,c i lNaoor roBa'  Heo6xoalvo e cneuharHo MoHHropr. rpare Ha rorroponeHoro.  mi  Karo.  HMae A,H uq*u ct'o6 ute u a s :a or6e,r s :a H r.r x 14 ',o'r4 peor.r JH H C],C'.O' H H r.



Cqura ce, qe rou6uHaua nra Ha pTU u I.HpoKcr.rH
ocTaprna.

4'7 E0ercru Bbpxy cnoco'socrra ra ruoenpare uJrr pa'ora c MarilHHr.l

He ca npoBe)KAaHu [poyqBaHuq orHocHo nocJrercrBurra or npunaraHero Ha neKapcrBeHu,npoAyKT no orHouesre cnoco6Hocrra :a uo$npa He vtu pa6ora c MaulrHr,r. AxtafircunpeABr,{ $apnaarco,rornr{Hure ceoficrga, He 6z mon,r Aa ce oLraKBa HflKaKbB pt4cK or noAo6eHeQerr. flpe4u uo$upaHe nttu palora c Marur.rHr4, rproaa ,qa ce orqgrar KJrHHl4,1HorocbcTotHHe Ha naufieHTa k [oTeHuHaIHHTe HexeraHu peaKUHt4.

4.8 HexelaHH JreKapcrBeuil peaKuHrl
i la ro:n, 'reKapc'rBeH npoAyr(T Hflr\4a c.r,BpeMeHHH KJr4HtlLtHt4.qaHHil.  Ko14To aa ce f i3rron3Bar 3aTorrHo onpeAensHe Ha qecrorara Ha Helr(enaHfiTe neKapcrBeHr peaKur414. gecr.crrara gaHexeJlaHUTe peaKULlH e pa3nfiqHa B 3aB'.tcHMOCT OT noKa3AHL.f lTa, AO3t4poBKaTa h BuAa Haxolr6uuaunffra c ApyrH npoAyxru.
HeNelagnre neKapcrBeHfi peaKufiH c noreHulrilflHo lurfiHr4lrHo 3HaqeHHe ca noApeAeHH nopa3nHqHr4 opfaHH H Cf icTeMU.
HeNe,rasnre peaKquu B 3aBacaMocr or 6pon Ha cnyqakre ce onpeAerrr Karo: MHofo Lrecrn(> l / 10 ) ,  vec r r . r  ( ) r / r00  ao  < r / r0 ) .  Heqec rn  ( : r / r  000 .qo  <  I / r00 ) .  peArc r  (> r / r0  000  <l /1000).  MHofo peAKr,  (< l / r0 000) ,  orc, r rcvhr .e ' rHo r43oJr f ipaHH cJry. ,1sr .

I lapyrueHnq Ha KpbtsTa u anm{ruara cucreMatlecru; HeyrponeHfiq 6e: rcrthH14qHo 3HaqeHHe
Heqecru : arpaHynouHro3a
MHoro peAKH: rpou6oquroneHr i r ,  naHuHToneHhf l .  HapyueHa epHrponoe3a,  xeMoJrH3a.noJroxureJ.reH .recr Ha Coomb, Iuvdrageuo narufl .
B 0,3-0,6oh or cnyqauTe Bb3Hr4KBa arpaHynouuro:a. l-s Mo)r(e Aa ce npoflBl,r ceAMHuH AoMeceuH cneA 3anoqBaHe Ha J. teLreHHero.  Koero Harara ledrraurarHBHo npeycraHoBrBaHenpf ieMa Ha Propyci l .  B noee, tero cnyqai l .  arparrynouut .o3ara or3ByqaBa cnoHTaHHo cre lcnl4paHe Ha reqeHfiero' Tpr6aa Aa ce uMa npeABtiA npnnaraHe Ha crrMynr4paur Saxrop HafpaHynou14rHHr peA (G-csF, tfu,rrpacr,ru) crea KoHcyrrauH, c .xeMaroJrof.

I{apyureHufl Ha HMyHHara crcreMa
t{ecru: peaKu}'r14 

"u "upo*uyBc'rBHTerHocr. 
gecro Bb3HHKBa anepf HLreH(npypuryc,  eK3aHreM. yprraxapur) .  o6,xHoseHo re3r4 nporB,  He rpor ,qar

or3ByqaBar npfi npoAbnxaBaHe Ha JrreqeHr4ero (str>tt :a60,trsaH,' Ha Kor(ara
n  xaHu) .
PeAxn: neKapcrBeHa r-pecKa. vBpe)KlaHe Ha LrepHlrr ,xpo6 (e)K. Xenaro_6u,r vapHn

no BpeMe ua dpeveHHocr H KbpMeHe e

KoxeH o6pue
TCT(KO H qCCTO

H NOAKOXHHTE

HapyiueH al ).
I4gx,trcqHre,tHo
cbeAUHl4TeIHaTa

peAK[:  aprpaJr fHr (anx:  Hapl ,ueHHr Ha i \4vcKyno-cKerrerHara chcreMa , rrr,rcag ).

I lapyrueHuq Ha HepBHara cHcreN{a
PeAxn:  3aMaf lHocr .  HepBHo-Myct(ynHH HapyueHH,

(lrAosfl Hapy111eHus

Y:n: 
PeAxH: BacKynnr' rrynyconoAo6eH uarr4por\'r. nepnap'r'ep,rrc HoAo3a, nepaQepuu

t 4



l lpu naqueHru c 6olecrra sa Grave, npfi,reqeHr.re c Propylthiouracil, Mo)Ke aa ce or6e,reNu
noB}'luaBaHe Ha HHBara Ha aHTHHeyrpoSn,runre uHTonJta3MeHH aHTHTeJIa cpeuy
MHeno[epoKcHAa3ara (MPO-ANCA), B c't qeraHHe c norBa Ha peBMaruqHu fipoqBH
(trua"rrrnl, aprpalrnr) Hnu rpunonoAo6HH cHMnroMn.

Hapyureuus Ha Ko?Kara u rroaKo)KHHTe TbKaH[l
Llecrn: eK3aHTeMHr ctc cr,p6ex. yprvtcapufl
MHoro peAKH: of lneuHBrBaue.  nepusepHu oroqn

PecnuparopHrr ,  rpbAHH H MeauacreHaJrHn HapyueHuq
Msoro peAKH: HHTepcruut4aJlHa nHeBMoHl4r. acrMa

Cronraurso-qpeBHrr Hapytr'teHHfl
t{-ecrn : croMarx Ho-qpeBH z Hapyu eH H rr. raAeHe. n oBptula He
Heqecru:  HapyueHhr Ha BKyca u o6ourHner.o (4u:rey:  nf l .  arey3vf l ) ,  xonro or3Byqar cneA
flpeycTaHoBtBaHe Ha J'telteHfleTo H ca c npoAbnxHTeJlHOCT AO HTKOIKO CeIMHUh"

Xenaro-6nJr rra pHH HapyuteH lr r
PeArcz:  ' {epHoApo6HH yBpexAaHHq, oco6euo npx H3non3BaHe Ha no-BncoKr4 AosH. onzcaHz
ca noAo6Hn Ha xenar,T peaKIrHH c xenarouenynapHa HeKpo3a il npexoAHa xoJrecra3a.
cnltnromnre or3ByqaBar cnell f lpeycTaHoBrBaHe Ha J.leqeHHer.o. Tpr6ea na ce or6e,re)KH, qe
caMHflT xHnepTHpeoHAl43r,M MO)Ke AA npeAH3BHKa [oBr4UaBaHe Ha HUBaTa Ha faMa_fnyraMH,', lTpaHcQepa:ara H iuKarHara rpoc$arara (rcocreH n:loeu:nv) npeAg 3anoqBaHe HaJ.reqeHHe c Propyci l .
MHoro PeAxu:  onhcaHH ca re l t (Konpor i lqaul  vepHoapo6Hu la6orrsaHnr.  npeAr43BHKaHH orPropyl th iourac i l .
C HeaseecrHa Ltecrora: xenarr4.r. vepuo4po6ua HellocrarbqHocr.

I-IapyureHus Ha MycKyJro-cKeJlerHara cr{creMa u cbeA r.r H HTeJr Hara TbKa H
Msoro peAxu:  ap ' rpanrHr 6e:  npu:Haqu Ha Bb3nareHne.

l lapyrueHns Ha eHAoKpr{nua.ra cncreMa
MHoro peAKH: o6pa:yeaHe Ha ryrra npr  HoBopo, [eHolo.

3a6o,rqnaHllq
Muoro peAKlr:

I{:creAnaHnq
MHoro qecr i l :

3a6e.lexrcu

Ha yxoro.ta6upnrrra
B equHavHz cnyqar4 Moxe Aa Bb3Hr4KHe zaryla Ha cnyxa.

BpeMeHHO r roBHtxaBaHe Ha TpaHcaMHHa3HTe.

f lp ,a HaMaJrtBaHe Ha ra 'oJ 'orr . {qHo roBHUeHara euepruf iua KoHcyMauu,  np,xl4nepTupeoHAl.l3bM, e Bt,3MOlr(Ho.qa ce noBhtxH TeJIeCHOTO Teflo no BpeMe Ha J|eqeHneTo cPropyci l  50.  f lau,eHrnre rpr6aa Aa 6rAar zHsopnarapaH,.  qe eHeprnfrHara KoHcyMau, f l  u lece HopManH3Hpa c noAo6prnaue Ha cbcrorHi lero.

flo epeve Ha lrpeocrarilqHoro reqeHlle, rHpeohAHara Ovuxur.ts rpr6na peAoeHo Aa cenpocneArBa,  3a Aa ce r :6erue npeAo3upaHe.

: l  
-



f lpoeextlaHero Ha rapeocraruqHo neqeHHe BbB rlHcoKH llo3u Bo.qn ro noflBa i lru
yr-oreMrBaHe (yaeluvaaaHe Ha pa:ruepure)  Ha Beqe cbulecrByBaua ryua.  Toaa rp l6aa Aace
fiMa npeABHA B cnyqarre c HHTparopaK€ulHa ryua, nopaAfl phcKa or pa3pacrBaHe B
TpaxeanHara 6uQyprcaur,rs. f lpu npoBexAaHe Ha J'teqeHfie c BHcoKH Ao3H. cr,ruo raKa
cbulecrByBa pl' lcK or t lotBa Ha cy6xlnHHqHo Hrl.r KJu,tHHr.rHo H3pa3eH xHnorgpeouAg3bM.
[o:ara ua Propycil 50 mg rpr6sa Aa ce HaMzLnfi cne! AocrflraHe Ha cbcrorHr4e Ha eyrgpeo3a
HnH AOIbnHHTerHo Aa Ce naAe oule reBorgpoKcHH. I1o apeve Ha reqeH7e c THpoKcHH He
rpr6ea HanbJrHo Aa ce npeycraHoBrBa rpneMl, r  Ha propyci l  50.

HapacreaHero Ha ryruara no BpeMe Ha JleqeHile
or o6qoro :a6orqgaHe fl He Molne Aa ce
ThpeoHnH14 xopMoHt4.
9ecrorara Ha eHAoKpt4Hlto o6ycroeeuara op6uronarx s vtt selixoro noBHuaBaHe e
He3aBI4cHMo or 3a6o,'ItBaHilf lTa Ha ulnroB14AHaril )r(jte3a. Ha,ruqnero Ha noao6Ho
ycJlo)I(HeHHe He rpr6ea Aa 6lAe ocHoBaHte 3a npoMeHH Ha .repaneBTuLtHoro noBeAeHHe
(rnpeocraruqHo reqeHHe, x t4pypfHLrHo reLteHf ie,  repanuf i  c  paAHoaKTraeeH [oq)  n ue rpr6na
Aa ce npfieMa KaTO HeI(eJtaHa peaKuHr Ha aleKBaTHOTo reqeHfie.

B pe4rcH cnyqah Mor(e Aa ce noflBH cauo .,xbcen"

npueMa 3a He)ieraHa peaKqhr oT r.teqeHHe-fo. a
THpeoHAHaTa rbKaH.

c Propycil 50 npN no'n4cHar TSH e pe3ynrar
NPCAOTBPATh C JIEqCHHC C AONbIHHTCJqHI, I

xr4nornpeoHAH3bM. Tosa He rpr6na ga ce
n()-cKopo 3a Bb3naJ.tHTeJIeH npotlec xa

f lo epenae Ha reqeHuero c Propylthiouraci l  ce npenopbr{Ba rrpoBexAaHe Ha nocrorHeH
KOHTPOJ'I HA KPbBHATA KAPTHHA. TPAHCAM|4HA3HTC U NOKA3ATC,IHHTE 3A HAJIHqHE HA XOICCTA3A
eH3t4 Mt4.

4.9 I lpeao:upaHe

He ca or6e,rsraura cnyqa14 Ha ocrpo orpaBflr{e c t Tti. l- le ca no3Harh cneuHanHH
iraepxu/aeilcrarar. [Iopa4u 6lp:a'ra aScop6uur. cro\rauHara npoMHBKa il eH4ocKoncKoro
oTcTpaHflBaHe Ha ocTaT'bUl4 oT norTJnHaTl.tTe ra6lerru ca cbc cbMHHTeJrHa nor.r3a.
XpoHnuHoro npeAo3HpaHe BoAl , r  Ao norBa Ha ryua f i  xr4norapeonAHr4 crcroruur  (crc
cHMnroM14. ClorBercrBaulH Ha CTefleHTa Ha xfinoli lpeohAHoro cr,crorHne) u A3VICKBa
npeycraHoBrBaHe Ha reueHi lero c proovci l .
Tpr6sa Aa ce npoBeAe 3aMecrBauro JreqeH,e c r'rpoKchr B cnylra, c rexKo H3pa3eH
xHllorupeonril3r'M Hr'rH Kofaro Harri l.rqHero Ha r-yua ro Ha.rrafa. [Io npuuuun, Moxe Aa ce
il3qaKa cnoHTaHHo Bt 3craHoBtlBaHe Ha rpyrrrcunl'ra Ha u1hroBr4IHara )r(Jre3a cne.a
npeycraHoBrBaHe npreMa Ha propyl th iouraci l .

5. OAPMAI{OJIOI. I,IqI{H CBOfr (].t'BA

5.1 <DapmanoAHHaMrqHn csoi icrea

tDapuarcorepaneBr i lq l ra rpyna:  T 'npeocrarnun.  ATC KoA: H03 BA02

Propyl th iouraci l  gef icrea Karo aH.rHrHpeoHAHo cpeAclBO rrocpeAcrBoM f lorrcKaHe Ha
HHTparfipeoljAHara nepoKcfiAa3Ha CHCTCMa. TOSa HaMalrqBa BKJrloqBaHero Ha ilol B
rupeorrooyJt:l 'Ha v ce norHcKa oopa:yeaHero Fra rHponcHH. Ha,,rHue e cbuo TaKa n
norucKaHe Ha cBbp3BaHero Ha seqe iloAr.r:HpaHHTe ocrarbuH rra rHpo3r4n c MoneKyJ,ture
rupeor, roSt  ln  H.



Propylth iourac il
Ha THpoKCHH B
propylth iourac i l .

npeAh3BHKBa H3qepnBaHe ua iloqa B uIt4T.oBl4AHara )Kne3a.
rpuho4rupoHuH B nepu$epHnre lbKaHH ce HaMarrBa or

flpeepbutaHero
Aefrcrsilero Ha

I e3H XapaKTepHCTI,IKH nO3BOJ'|tBaT IIpoBe)r(/{aHe Ha CHMnTOMaTHLtHO JrteqeHHe HaxHfleprl4peouAu3Ma, He3aBHc14Mo or npfiqHHara 3a HeroBoro Bb3HHKBaHe. BeporrHoPropycil He oKa3Ba BJ'lurHue Ha ecrecrBeHil, Hr\,ryHonorHqeH npouec Ha la6orrsaHero. He cenoBnurBar Beqe cfiHTe3hpaHr4Te Tr'tpeovl'U XOpMOHH. Br,: ocHoea Ha re3fi AaHHr4 Ceo6gcHqea pa3rHrrHoro BpeMe, Koero e Heo6xo4nnao:a nolo6psBaHe Ha KrHHr4LtHure 6elegaHa :a6orqaaHel'o np, orrenHilTe fiauileHrh. oceo6o)KAaBaHero Ha rHpeouAHH xopMoHr,rBCneAcTBHe Ha yHHtqo)KaBaHe Ha TUpeovIHa T},KaH. Hanp. cneA paAaoTepan vtn ultrua 6tperloBJtlzrHo or propylth iouraci l.

5.2 OaplrarcoKuHern qHu csoiicr.ea

Pe:op6qun n pa3npeAe,renne
Propylthiouracil ce a6cop6upa AO6pe cneA opanHo np,,,roxeHrre c Aocr,raHe MaKcuMzurHHnJla3MeHH KoHueHrpauuu I  Ao 2 \aca cneA npheMa.
AHrltrupeon'Hure cPeAcrea ce KoHueHTpHpar B ur'ToBHAHara )oTe3a nocpeAcrBoM aKrHBeHrpaHcnopTeH MexaHH3bv.  Br ,npexa qe Mo)r(e la  ce ycraHoBh HarrHqr4e Ha propyl th iouraci l  scepyMa 8 qaca cneA npreMa. t tpoAbn)KnTeJn{ocrra Ha, lef ic tsue Ha eAHHt4LtHa no_BucoKa Ao3ae oKoJlo 6 ao 8 qaca BcneAcrBfie tta /3pa3eHo'o lrarpvrrBane B ur{ToBr4AHara )KJ're3a,
EhoHa,rH,.lHocTTa CneA OpaneH npheM e orco,ro g0o%.

Mera6o.nu:T,M H eJIHMHHaunR
[1o' ryxunort r  Ha er l ' lMHHat lhf l  or  cepyNra Ha l ) ropyl th ioLrrac i l  e  oKono l -2 qaca.
Propyl th iouraci l  aeporrHo ce ve ' ra6oni l3hpa B qepHr4,  Apo6 H ce e, r6r \ rgHr4pa qpe3 yp;1Hara,  BKotro ce orKpl4Bar no-MzLnKo ot 2o/o or npt{eraTa ro3a B HenpoNteHeHo cbcroflHHe il noBeqeor 50o/o noA Sopnaa KoHrorala Ha rnrcKypoHoBara Kt4cerHHa.

oapuaxorcHHer'qHu csoircrea . 'pH cflequafl Hil rpy,,,n ,,auuerrrrl
l lauresru B HanpeAHara Bb3pacr :  Hr t ra cneuuarHH AaHHH ra propyl th iouraci l .
HapyLuena 6r'6peuHa Sy"nurt' t43rblrBaHero r\,ro)r(e Aa 6tre :a6aseHo rrph nau,eHrh c6r6peuna HeAocrarbLrHocr .  Koel .o Hanara r tpunar.aHe ua Hi lcKa AO3a.
HapyueHa qepHoapo6ua (rynxqrar: Mera6o,rr.r:Nlbr H ,3JrblrBaHero Mox(e Aa 6rAar za'aseuu
np, qepHoApooHa HeAOCTa'bLrHocr, Koero ua,rafa rp,rafaHe Ha HHCKa AOZa. Bnx: 4.2.
/{o:zposrca u HaLtnH Ha nphJroxeHL{e.

5.3 l lpearc, rHHuqHf i  AaHHl l  ra beronacuocr

Ocrpa roKcHqHocr:
Ocrpara nerar'rHa Ao3a Ha p'fU e 4 g/kg rerreclro rerno nepopanHo.

TorccH.rHocr  npH MHoroKpareH npueM :
flp, nposerleH, flpoylrBaHv, npn fl,r 'bXoBe nocp..Ac'Bo'r r.{3nor3BaHe Ha
Ha npfinox(eHre, no orHor[eH,e Ha noAocrpa Tor(chr{r{ocr ca '-fqereH,
cBbp3aHH C flphnoxeHaTa AO3a, BKJtroqBaulH HaNtaJrrBaHe Ha/lAaBaHeTO
xhnepnna3Hq Ha Ulr4TOBUAHara )Kre3a, reBKoileHHfl H XenaroMe r..4r11',.

MyrareH Hocr/xau qepofeH Ft ocr:
Htr^aa roqHa oueHKa Ha MyrafeHH,re csoi lcrBa Ha propyr th ioLrrac i r .

pa3nl,i,q,Hr,{ MeTOAU
ToKcHrtH14 eQexru,
HA TEICCHO TEIJIO,



f lpu npoBeAeHH ' 'poyrrBaHnr npv HflKor.lKo BriAa onHrHr..r xHBorHr.r, cJreA opanHo
npHnoxeHue Ha npoAyKra e ycraHoBeHa no-roJlrrNra qec.foTa Ha THpeoHAHHre ryMopl4, KaKTO
r.r xnnorpo$ufl Ha uluroBnAHara )r(re3a.
flpn xou6uHauiln c H3BecrHn KaHueporeHHn Beu{ecrBa e ycraFroBeH H3pa3eH e$exr. jc,reA aHrnrilpeohAHo Jrer{eHHe c propylthiouracil ue rtr,,a 

"o. 
cHfypHocr na ce AoKa)r(e

ryMopHa xHAyKuHe.

Pen po4yxrnBHa roKcH rt Hocr:
flpu ercnep,MeHraJlHt4 npoyqBaHHfl npH nrbxoBe ca ycraHoBeHH KaKTo eHAoKpr4Honor,rrHl4,
TaKa H HeBponorHqH14 OTKJIOHeHH' B nOBeAeHUero Ha noroMCTBOTO. OCBeH naT.OJlOft4rtHo
noBHrUeHl4Te Clrapnaar<oAVHaMV.IHU etbexrra (nepuHara,,rer{ xnnorhpeoHAH3T,M C HOpMOXpOMHa
aHeurar) .

6. OAPMAI{EB'I'I,IqHI,I ItAI III II

6.1 f lomoulsl l  tse[tecrBa
- IaKTO3a
-  uapeBHqHO HHUeCTe
-  MafHe3 i leB CTeapaT
-  KOnOUAeH CHnt4uHeB AHOKCTj I
- NOBHAOH
- npe)KeJlaTH HH3HpaHO H H UleCTe

6.2 IlecsnruecruMocrH

Henpuloxrauo

6.3 Cpox Ha roAHocr

3 roAuur.t.

6.4 CneuuarHu ycJ.roBnfl Ha cbxpaHeHlre

To:n lexapcrBeH npoAyKT He |.3ACKBa Cneur4aJrlHH ycrorrHf 3a cbxpaHeHHe.

6.5 l[aunu 3a o[aKoBKara

Crr,rcleHu S,raxoHr'r' 3anyuet{H c nracrMacoBa rianartKa H ynnbrHHTS,T or noJlr4erh1reH c
BilCOKa nnbTHocT B TBbpAH KapTOHeHh Kyl-14h.
Onarcogrcu. cbAT,p)KauH I 00 ra6,rerrcr.

6.6 CneunaJrHlr npenna3Hlr MepKn nprr n3xBr,pJ,rnHe rr pa6ora

Hqna cneuuaJlH14 H3HcKBaHnf l

7. I TPI4'I'B)ITAI'EJI I-IA PA:}PE I I I EI I I,IEI'O 3A YIIO'['PEI;A

Admeda Arzneirn i t te l  Gmbh
Trift 4
D-23863  N ienwoh ld
I -epuauun
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