
Thalidomide 100 mg
Oopmynap 3a cBecHocr 3a pn3]l{

flporpama 3a npeBeHq,tja Ha 6pemeHocr
)Keuu co penpogyKrnBeH noreHqnjan

ooPMvtlAP 3A CBECHOCT 3A Pt43VlK HAMEHET 34 COBETBAFbE HA nAqilEHTil, CO qE/l
NALIHEHTHTE AA CE qENOCHO hHOOPM14PAH14 3A EE36EAHATA YNOTPEEA HA THALIDOMIDE

oeoj $opr*ynap sa ph3t4K e HaMeHerAa noMorHe Bo cogeryBalbero Ha naqheHr npeAAa 3anoqHe co
rperMaH co thalidomidg co t-{en Aa ce ocrrypare AeKa .flexor ce Kopt4cn4 6er6e,qno 14 npaBnJTHo.
Mopa ga ce nono.{Hl4 Sopmynap sa cexoja xena xoja e co penporqyxrmoeH norenqrjan npe4 Aa
3ano'{He co rperMaH co thalidomide. Oeoj Qopnnyrap Mopa Aa ro nonoRHr,t neKap cneqnjannshpaH 3a
TpeTMaH CO hMyHOMOAynaropH,| /teKoBl4.

[elra na Soprraynapor 3a cBecHocr 3a ph3r4K e Aa ce 3alxrrrar naqheHTnTe n cnre MoxHH Qeryqa co
roa uro Iie ce ocurypa AeKa naqneHrhre ce t-{e/tocHo ransoprurapaHu u ro paa6npaar ph3HKoT oA
reparoreHocr v ApYrn HecaKaHh peaKqhh Ha .neKoBr,r noBp3aHH co ynorpe6ara Ha thalidomide,
3aAolxuretHo e xeHhre co penpoAyKrnBeH noren4nja,n 4a 4o6njar coBeryBalbe ra e4yxar4r,rja ap 4a
6ngar cBecHh 3a pr3nKor o4 thalidomide, 1ngej(tu roj e KoHrpahHArfqnpaH raj xeHr co
penpoAyKrttBeH noreHqnjaa, ocaeH aKo He ce hcnonHeru cnre ycnoBh 3a coBeryBabe.

Qoprvrynaporrpe6a Aa ce qyBa Bo MeAhqHHcKr4or KaproH Ha naqheHrxara, a Soroxonraja 4a ir ce AaAe
Ha nal4HeHrxara. Oeoj Qopnnynap He e AoroBop H He ro oclo6o4yBa HhKoro oA Heroahref nejznawe
oAroBopHocrh Bo BpcKa co 6ee6e4tocra oA ynorpe6ara Ha ,neKor n npesenr-lrajara oA rsrox{eHoor Ha

$erycor.

flpe4ynpe4yBafbe: Thalidomide e nnoltes reparoreH aa nyfero,
nojaea Ha reuxH rr xnBoro3arposyBaqKlr BpoAeHH geeexrr. Thalidomide
KopHcrar x(eHu Kot{ ce 6pemenn nnn ,NeHu xon Gu Morxene Aa
HcrrorHerH crre ycroBH og flporpamara 3a npeeenqnja na 6pernenocr.
3a npeBeHqnja na 6pennexocr Mopa ga ce r4cnorHerH 3a cl,tre naq'teHTH,
thalidomide ce 3ema 3a Bpeme xa 6peaneuocr, Mor(e Aa npeAl€Bl,rKa reuxyr,
BpoAeHH AeQexru HrH cMpr Ha HepoAeHoro 6e6e.

flo4aro4r,r 3a naqueHTxara
l4nne ua natlHeHTKara:

l-lpesrnne Ha naLlheHrKara :

Aarym na pafa*e:

Aaryu Ha coBeryBaFbe:

flanu ja rn$oprvutpaBre Baurara naqheHrKa

Osraqere
1}3aovexyaaHHoTTepaToreHp}43}lX3aHepoAeHoro4ere
ra $erycor?
2} .4exa axo e 6peMeHa nnn nnaHnpa,qa 6r4e, xe cr'nee 4a serura thalidomide?
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Thalidomide 100 mg
Oopnnynap 3a cBecHocr 3a px3HK

3) 3a norpe6ara Aa ce us6erHyaa thalidomide 3a BpeMe Ha 6pemeHocra H Aa ce npfiMeHyBaar
eQrxacun KoHrpaqenrnBHH MepKr4 6ea npexuH, Hajruaaxy 4 uegenn npeg, noqeroKor Ha rperMaHor,
Bo reKor Ha qenoro BpeMerpaelbe Ha rperMaHor n najmalxy 4 ne4elr no 3aBpulyBalbero Ha

rpernnaHor?

4) flexa axo rpe6a Aa ro npoMeHu ntt Aa npecraHe Aa ro Koprcru caojor meroA Ha KoHrpaqenquja,
rpe6a ga ro rn$opmupa:

a) nexapor uro ir ja nponHUyBa KoHTpati,enqnjara 4exa 3eMa thalidomide?
b) nexapor urro il ro nponhuysa thalidomide 4eKa ro npeKrH ana AnA fo npoMeHuna caojor MeroA

Ha KoHTpaqenqnja?

5) 3a norpe6ara oArecroBra aa 6pemenocr {r.e. npeArperMau) najruanxy Ha ceKor 4 He4elra aa

BpeMe Ha TpeTMaHoT ta no 3aBpuvBa]be Ha rpernnaHor?
6) 3a norpe6ara BeAHauJ Aa ce npexrHe ynorpe6ara na thalidomide npH coMHeBabe 3a 6pemeHocr?

7) 3a norpe6ara BeAHaul Aa ce KoHTaKrhpa neKapor uro ro npon[uJyBa neKor np]4 coMHeBarbe 3a

6penneHocr?

8) r{a ue ro cnoAenyBa neKor co xoja 6rano,qpyra nurnocr?

9) fiexa ue rpe6a Aa AoHHpa KpB 3a BpeMe Ha rperMaH (auyvyeajrin 3a BpeMe Ha npeKuHnre Ha

4osara) a xajmanxy 7 geuoeu no 3aBpuVBarbe Ha repanHiara co thalidomide?
10) ,{exa rpe6a 4a rr4 Bpar[ He[cxopt4creuure ra6lervl xaj SaprvraqeBror Ha xpajor ogrpernnaHor?

Moxere nn Aa norBpAl4Te geKa Bauara naqHeHTKa
1) Frana ynareHa Ha KoHcynrallrja ra xoHrparpn4raja, AoxonKy e norpe6no? fla He

2) E eo cocroj6a Aa ce npr44plKyBa KoH RoHrpaqenrr4annre nnepxn? Aa He

3) Ce cornaoana Aa ce noAnoxh Ha recr aa 6pemenocr Hajmanxy Bo r{Hrepean u og 4 He4e.[r,
ocBeH axo He ce norBpAH crepnn[3aqrja Ha jajueeoAure?

Aa He

4l Vuana HerarHBeH Tecr 3a 6pennenocr npeA Aa ce 3anoqHe co rperMaH, Ayph H axo
ancorwHa Ir npo,4o/txeHa ansrnHeHuuia? '{a

He

Vnaryaame 3a KoHTpaqenqltja (goxonxy e oAroBopeHo co ,,fla" Ha npauabero 1
Ynaryeare 3a KoHrpaqenqrja HanpaeeHo Ha:

Koucyaraquja 3a KoHrpaqenqnja cnpoBe4eHa Ha:

fl peeexqnja xa 6pervreHocr
flaqnenrxara e Ha eAHo oA cne4HHBe najruaaxy 4 uegenu:

OsHa,{ere
Hnnn,naHt

hurpayrepn unor cl4creM ( I U5) uLro ocno6ogyea levo norgestrel

.Qeno na med roxiprogesterone acetate

Crep u awzatryja ua jaj qeaogr

CexcyaneH oAHoc caMo co MauKh naprHep xoj nogrexe.fl Ha Ba3eKro ranla; eazfi{A*Jai$ffiaa
6rage norepgeHa co ABe HerarfiBHu aHanh3h Ha cnepMara y'*"*le gxE l,1rral4\
Ta6aeru:a ranxn6n4uja Ha oeyraqrja cauo 3a nporecrepon (r.e. desogresy,/$ y+' ZR. -?L-?

llocsereHa Ha qerocHa n anconyrHa ancrrHeHquja '; 3 g l-4&, t- e

Tecr sa 6pemenocr

Aaryro Ha noc.reAHnor HerarHBeH recr 3a 6pennexocl npeA nolreroKor Ha rp\arof al*u!.-' ,V
\:-r\vllg,/4
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Thalidomide 100 mg
Ooprnynap 3a cBecHocr aa purux

TPETMAHOT 3A )KEHA CO PEflPOAyKTI4BEH nOTEHrtt4JAI HE MOIKE AA 3AnOqHE AOKORKy HE
cE vTBPAtl AEKA nAq'1EHTKATA KOPHCTI4 HAJMAJIKy EflEH EOT,iKACEH METOA HA
KOHTPAI,IENqHJA HAJMMKY 4 HEAENN NPEA NOqETOKOT HA TEPANHJATA I,IRI,I HE CE OEBP3E

AA JA 3ABPTUI,T H NPOgONH{H ANCThHEHqHJATA T,I TECTOT 3A EPEMEHoCT E HETAThBEH!

florep4a oA nexapor urro nponnuyBa

{elocno il rn o6jacnrB Ha nallreHrxara HaBeAeHa norope, npr4poAara, Llenra n pu36q6rg oA
rperMaHor noBp3aH co thalidomide, oco6eH o pngnL\nre 3a H(eHhre so penpoAyKrneeH nept4o4.
Ke ru noqrryBaM cHTe MoH o6epcxn H oAroBopHocrh KaKo neKap xoj ro npofll,r.uyBa .neKor
thalidomide.

Ipesur*e Ha rexapor uJro ro npontauyBa .neKor:

flornrc Ha neKapor ulro ro
nponruvBa reKoT:

[arylu:

flaqnenr: Be rnonrnne BHltmarerHo npoqrrajTe r craBere rnnnnl4uia.nnre Bo coce4Horo none
AOKO/|Ky Ce COrIaCyBaTe Co l,|3jaBaTa.

l{un4uja4n ua

naqneHTKara

Paa6rapam AeKa co ynorpe6ara Ha thalidomide Molxe 4a ce nojaear reurxr EpoAeHu
p,e$errra. .flexapor uJro Mlr ro npent,rula reKor Me npeAynpeAu rqeKa cexoe nepo4eno 6e6e
HMa BnCOK pnsnrap,BpoAeHn 4eQexrn n Aypn Moxe Aa yMpe aKo xeHara e 6peueHa nllr
sa6penneun AoAeKa seMa thalidomide.
Pas6rpann AeKa He cMeaM Aa 3eMaM thalidomide aKo cyM 6perrnexa unv nnalnpaw Aa
sa6pemexarra.

Paa6rapar* rqeKa MopaM Aa KoprtcraM e4eH e$rxacen MeroA Ha KoHrpa4enqraja 6ee "p"*runajma.nxy 4 negenu npeA.qa 3anoqHam co rperMaHor, Bo reKor Ha qeroro BpeMerpaelbe Ha
rperMaHor, na g,ypr4 r ro cnyvaj Ha npeKrHn Ha Ao3ara, u Hajnnalxy 4 negenn no
3aFpulyaabero Ha rpermaHor uIIn ga ce o6rpsaM Ha anconyma u Ko+rn1yupaHa ceKcyanHa
ancruueHquja, norBpAeHa Ha MeceqHa ocHoBa. E$exrnsnror MeroA Ha xourpaqenquja
Mopa Aa ro uququpa coo,qBerHo o6preu 3ApaBcrBeH pa6ornmx.
Pas6upam AeKa AoKonKy rpe6a Aa ro cMeHaM H/tH npexhHam mojor MeroA Ha
KoHrpaqenq,'tja, npeo (e pa:roeapaM 3a oBa co neKapor uJro Ml4 t-o nponxuyBa MeroAor Ha
xoxrpaq,enqrja n co neKapor urro Mrt ro nponruyaa thalldomide.
Pas6rapam AeKa npe4 Aa 3ano'{HaM co rperMaHor co thalidomide, ruroparvr Aa Halpa.eqM recr
aa 6penneHocr noA MeAnL{hHcK}r HaA3op. floroa 

'ie 
npasam recr 3a 6peMe}8466fiGDN..

HeAenH 3a BpeMe Ha rperMaHor u recr Hajma.nxy 4 uegern no 3aBpuyB#F^qigq$frft{qffi)
Pas6rapam AeKa MopaM BeAHau Aa npecraHaM Aa 3eMaM
n3BecTaM neKapoT rrJTo MH rO nponHuran IeKoT AOKOJIKy Ce

AoAeKa Fo 3eMaM oaoj nex (exryvyeaj(ra npexuHt4 Ha 4orara); nalr
MeHcrpyaneH qhKryc unn4oxhBeaM KaKBo 6uno Heo6r4,*lo
Aa nomrcram OA KO]4 514,f|0 nPhqf HA 4exa moxe6u cyrvr 6pemena.

;Co

Pas6nparu gexa thalidomide (e nnn 6r4e npenruan GAMO mene. He .';Ntffir;7
cnoAenyBaM co HI4KOFO. \+-',-
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fo npornrae 14x$opnnarrsHl4or BoAl4rr 3a naqreHrr xou ynorpe6yeaar thalidomide ra ja
pae6rpann HeroBara cora,pxHHa, exnyvyaajrtn rn u nHQopmaqHnre 3a ApyrH MoxHr4 BaxHH
3p,paBcrBeHh npo6.aearr (Hecaxamn eOexrra) noBp3aHH co vnorpe6ara Ha thalidomide.
3Ham gexa He MoKaM Aa AoHfipaM r{pB Ao,q,eKa 3eMaM thalidomide (oxny.ryeaj*r,r ru ra

npexlrHrre na gorara) n najnnalxy 7 geHa no BaepuyBalbe Ha rperMaHor.

Paa6raparvr AeKa MopaM Aa rn BparaM chre HeHcKopHcreHH ra6nern thalidomide eo nnojara
anrexa xa xpajor oA rperMaHor.

Paa6upann AeKa Aypt4 t,t axo HMaM aruenopeja, MopaM Aa ce npup,pxyBaM Ao coBerhre 3a
xoxrpaqen4rja.

Thalidomide 10p mg
Oopmynap 3a cBecHocr 3a pt13)tx

llorep4a oA naqneHrKara

llorep4yaam AeKa r,t pa36npaM u ke rn no'-u,rryeam 6aparcara Ha llporpaMara 3a npeeeHqnra Ha

6pernexocr npta ynorpe6a na thalidomide n ce cornacyearvr ruojoueKap ,qa ro 3anoqHe Mojor
rperMaH co thalidomide.

Pas6npau AeKa sa Aa Ao6HjaM thalidomide KaKo Aen oA MeryuquHcKara Hera n rperMaH uro rH

4o6neann, Mohre nnq+n noAarollt4 (e 6ra4ar co6pann ra o6pa6oreHn oA 3ApaBcrBeHara ycraHoBa uro
Me reKyBa r HaAnexHror Hocntel Ha o4o6peHne 3a craBalbe Bo npoMer {r.e. 4o6aeysaltof, Ha

thalidomide). IloHararvry pas6r,rparvr AeKa Monre nwlln noAarollh (e 6r,rgar o6pa6oreHm n qyaaHH Bo

corracHocT co BaxeqKrTe 3aKoHt4 n nponncn.

llornnc ra
naqreHTKara:

flarynn:

hsjaea Ha ronxyBar{or (goroaxy e coogaerno}
fopenaee4ennre rt$opMa4rh nM rA npororKyBaB Ha naqhenrxara/po4rre,nor xaj4o6po urro
MoxeB H Ha HaqHH ira xoj BepyBaM 4exa raa/roj ftne moxar 4a pae6epat.Taa/raj/tne ce cornacyBaar

Aa rn cneAar norpe6nrare MepKLl Ha nperna3,nnBocr 3a Aa cnpeqar HepoAeHo Aere Aa 6N4e usnoxeuo
na thalidomide.

Ilornrc xa
TOJrKyEaqoT:

l4me x npesltme:
(Co rorennra neqarHh 6yxara)

flaryan:

3a noee*e nH$opnnaqnu, Be MonHMe nor,neAHere ro 36rpuvror reeeu.traj sa

AocraneH Ha ae6 crpaHl44ara Ha AreHqujara
oA Hochreror na o4o6pen[ero 3a craBarbe Ha reKor Bo npoMer.
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