
Thalidomide 100 mg
Oopnnynap 3a cgecHoer 3a pr3rix

Ilporpanaa 3a npeBeHqhja Ha 6pemeHoc!
Maxr

$oPMyJlAP 3A CBECHOCT 34 Pl43l4K HAMEHET 3A COBETyBAFbE HA nAqnEFtTt4, CO UE I
NAqHEHTHTE AA CE I.{ENOCHO 14HOOPMHPAHH 34 EE3EEgHATA YNOTPEEA HA THAI,.IDOMIDE

osoj $opr*ynap sa cBecHocr 3a pn3HK e HaMeHer Aa Bt,r nomorHe Bo cogeryBaFbero Ha nar{neHror npeA
Aa 3anoqHe co rperMaH co thalidomide, co qen Aa ce ocurypare AeKa rexor ce Hopt4crr4 6ee6egno ra

npasHnHo' 3a cexoe Mauxo nuqe Mopa Aa ce nono/rHra Qoprrnylap npeg Aa ce Bano'{He co rpergaHor
co thalidomide. oeoj Qopnnynap Mopa Aa ro nono.qHn reKap cne4njannt4paH sa rperMaH co
l4MyHOMO.qynaTopHn neKoB14.

L{eara ira $oprvrynapor 3a csecrocr sa pfisnle Aa ce 3auJTnrar naqheHrtare n ctlTe Mo)r{Hr4 $eryera co
Toa u.lTo de ce ocnrypa AeRa naqhenTure ce r{eJlocHo rarQopr'nrapaHn n ro pas6vrpaar pn3t4Kor oA,
reparoreHocr H ApyrH HecaKaHh peaKqHH Ha reKoBH noBp3aHH co ynorpeEara Hia thalidomide.
3aAonxmrenHo e MauKHre naL{neHrn 4a 4o6njar coeeryBaFbe H egyxaqnja aa ga 6ra4ar cBecH3,r 3a
pr43r4qrre o4 thalidom ide.
tDoprvrynapor rpe6a *a ce qyea Bo MeAhqHHcKara eBngenr.lnja na na4neHTor, a Soroxonraja ga My ce
AaAe Ha nal{HeHror. Oeoj Soprvrynap He e AoroBop u xe oclo6oAysa Hnxoro oA HeroBltre/xejaunnre
oAroEopHocrH Eo Epcfta co 6ea6e4Hara ynorpeGa Ha npoHsg o&ar n cnpeqygarbero Ha nsrox{eHocr Ha
$erycor na thalidomide.

flpegynpeAysape: Thalidomide e ruo*es reparoreru oa nyfero xoJ n
Ha retlrKlt H ltrHBoroserpo3vBaqKH BpofteHH ge$exrn. Thalidomide HnRoraEr
xeH}l xcH ce 6pennenn hnh x(eHx ron 6n Mox(eneAa ra6peueuar, o€BeH aKo
ycnosH og llpcrparuara 3a npeeenqnja ua 6peanexocr. ycaoer{re og f}porpa
6pennerocr Mopa Aa ce lrcnorHern ga c$Te naqlreH?,r, Max(r lr x(eHH. fioxonry
3a BpeMe xa dpennenocra, Mo,tte Aa FpeA$3SHKa Cep[o3He{, onacHH no x(rBI
l,rlli cmpr Ha Hepo4enoro 6e6e.

llogato qn 3a naq]renTor
l4rue na naqneHTor:

flpeennne Ha naq,HeHror:

Aarynn *a paia*e:

Aarynn Ha coBeryBalbe]

ffann ro unQoprvrhpaBTe Baufior naqreHT

Ograqere
1) 3a norpe6ala og Na6erxyeabe Ha ft3roxeHocr na $erycor?
2) Aa ne ro cnoA,qryBa reKor co xoja 6rano 4pyra nrqxocr?
3).4exa He rpe6a Aa AoHHpa KpB sa BpeMe Ha rperMaH (exnylyeajrir,r 3a Bpeme Ha EpeKt,tHure Ha
Aoeara} n ryajmaflKy 7 AeHoEw ro 3aepuJygalbe Ha repaflnlara co thalidomlde?
4) Aexa rpe6a Aa ru eBarm Hencxopncrexnre raFnern xaj Qiprvraqeeror Ha xpalor og rpervraiiiri

Anprn 2026 roAuHa

Bepanja X..Q



Thalidomide 100 rng
Oopnnynap 3a cBecHogr 3a pr3nfi

Rpeeexqnja Ha 6pemeHocr
flaqreHror norBp.qyea AeKa:

OgHaqere
Ke xopucru nperepaarh!:! iEgfvE Fg ceKcyaneH og,Hoc co xeHa co penpo4yKrHBeH noreHqu.lan
HeroBara naprHepKa Kqpnqn eQnxacen MeToA 3a cnpeqyBarbe 6per,lrenocr.
Heroeara naprHepxa He e co penllogyxruBeH noreHqmjan.
floceerer+ e ua qenlicHa H aflcoryT,Ha ancrmr+ex4nja.

flotepAa oArexapor ulro nporutuyea
{enocno nny na o6jacnhB Ha na4neHror HaBeAea norope. nphpoAara, 4enra n pn3h4hre oArperMaHor
noBp3aH co thalidomide, oco6exo pH3rr.lhre 3a xeHnre co penpoAyKrHBeH noreuqrjal.
Ke rn novnryBaM cnre mon o6apcxt4 h oAroBopHocrn KaKo neKap xoj ro nponr,ruyBa neHor thalidomlde.

hme Ha fiercapor urro nponhulyBa rexoBl4:

Ilpeirme Ha Fexapor uro Rponr4uyaa,rlet<oBH:

5}Ae'{athatidomidecegaofaBoceMeHaTaTeqHocr,na3aToaeno'pe@.
npe3epBarusl4 axo ceKcyarHaTa naprHepxa e 6per*eHa uflH }{(eHa CO nOTeHqHja' sa pafaree xoja
He KopHcrl4 e$Nxacua xonrpar4enqr+ja (AypH H axo Maxor xMart Ba3exronnNja) eo reKor Ha 4enuor
rperMaH, sa BpeMe Ha npexhH te Ao3ara N uajnnanxy 7 geHa no 3aBpulvBa*e ua rpermasor?
6) flexa aKo HeroBara naprHepKa m6pennenu, rpe6a aenqxi* 4i ro ,*ecrn ceojor nexag xoj ro
npont4uyBa neKor, r{eroBara naprHepxa rpe6a ga 6nnqe ynareHa xaj nexap cne4rjanrau p1H 6fin
IrcKyceH eo reparonorflja ga esanyaqrja r coBerr ceKoFau Aa Kopr4crr4 npesepaarre?
7),{ena ne rpe6a Aa AoHHpa cnepMa 3a BpeMe Ha rperMaHor (exlyvrreaHo }4 3a BpeMe Ha
npexnaure Ha Aogara) h HajMaaxy 7 4,eHoBH no satspuyearte na repanuiara co thalidomide?

flornnc Ha neKapor rJTo ro
nponfiuyBa neKoT:

ffaryr*:

lTaqmenr: Be rvronnane BHI4MarenHo npoqnra;te H craBere rh HHr{r4niarnre Bo coce4Horo
none AoKonKy ce cornacyBare co r3iaBara.

Paa6Npaur Ae(a co ynorpe6ara Ha thalidomlde Mo'+(e ga ce nojaear reur,,, apoAex,a
4e$exrr. .rlexapor ulro Mr4 Fo nponr{ua Rexor Me npeAynpegn AeKa ceKoe xepogeuo 6e6e
HMa BHCOX pH3HK OA BpOAeHlr Aesexrx n &vpv tsox{e Aa yMpe aKo }KeHara e 6peuera nnn

eHH AoAefta aeua thalidomide.
Pa:6rapam Aexa thalidomide npennrryBa Bo qoBeqKara ceMeHa re**ocr.4o*on*y nnffi
naprHepl{a e 6pervreHa rnr Moxe ga aa6penneHr4l a He Koprcrr4 e$nxacna xonrpar4enr4nja,
MOpaM Aa KophcTaM flpe3epBaTHBH Bo reKor Ha r4enhoT TperMaH, 3a
Ha Ao3lrre n najruaaxy 7,qena orxaKo tie npecraHann co t

Paa6upam .qeKa MopaM BeAHauI Aa ro u3necram nnojor lexap
naprHepRa Moxe Aa e 6peruena AoAeKa semaM thalidomide
Ke npecraHaM Aa seMaM thalidomide, a mojara naprHepxa
reKap cFeqkjanfisvrpa'd HnH ucRVceH Bo reparonon4ja 3a

hS,
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Thalidomide 100 mg
Oopanyrap 3a cBecHocr:ra p,t3ltx

Pae6mpar* geKa thalidomide rie mw 6uge nponruaH cAMo nneHe. He cmeaM Aa ro
cflo,qeryBaM co HHHOrO.

fo nporurae Pln$opnnarueHnor soA,Hrr 3a naqreHrr xou ynorpeEyeaar thalidomide r,r ja
pas6rapana HeroBara cogp)t(uHa, aruy+ynaj*N na ra un$oprvraqxHTe 3a Apyr6 MoxHt4 BalHHl4
3ApaBcrgeHu npo6nemu {necaxann eQexru) notsp3aHh co ynorpeGara Ha thalidomide.
3nam gexa He Moxafin Aa goHhpaM KpB AoAeKa 3eMaM thalidomide (ex.rry.ryeaj*ra rra r
FrpexrHrre Ha goeara) n uajraanxy 7 ,qena no gaBptrryBarle Ha rperMaHor.

Pas6upann AeKa MopaM rqa rH BparaM chre HehcKopr4creHu ra6leru thalidomide eo nnoiaii
arirexa Ha xpajor o.q rpermanor.

l,lH$opanrpau cyM 3a e$rnacxure MeroAn Ha KouTpaqenqrja uro Molxe Aa tur Kopucrn
mojara naprxepxa.

3uaan gexa He cmeaM Ara gpHupaM cemeHa reqHocr r4.nn cnepma rqo.qexa ro 3eMaM neKor
thalidomide, sa Bpeue Ha npexnun Bo Aosnre u uajnnanxy 7 4eua no 3aBpuyBalbe Ha
TpeTMaHoT.

florapga ofl nar{r,re Hror

florepgyearn A€Ka rr par6rparvr n tte rn noqmryoam 6apanrara ra flporparvrara 3a npeaenqnja xa
6peruerocr np$ ynorpe6a na thalidornide B ce comacyeana nnojor reKap Aa ro 3anoqpe Moior
rpermaH co thalidomide.

Pas6npann AeKa 3a 4a go6njarvr thalidomide KaKo Aen oA MefqilqhHcKara Hera 
',r 

rperMaH ulro rrl
g,o6naam, Monre nul,ln noAaroqLt rte 6ra4ar co6paHn ra o6pa6oreHn oA 3ApaecrBeHara ycraHoaa luro
Me nertyBa Lt HaAnexHnor Hocrren Ha o4o6peH%e 3a craeahbe Bo npoMer (r.e. 466aey6aqor Ha
thalidomide). fionaramy paaErapan AeKa Monre .nnqHn noAarol{r4 rie 6ragar o6pa6orenra h qyBaHu Bo
coflacHocT co BalKeqKhTe 3aKoH14 n nponncfi,

$arym:

Aarym:

3a noee*e rn$opnnar.1uu, Be MoJu4Me nor.neAHere ro 36npHuor useeulraj 3a KapaKrepgcrnxrre Ha nexor
AocraneH ua ae6-crpann4ara Ha Aren4njara https:llmalmed.gov.mklperrcrap-Ha-rexoe4l nau no6apajre ro
oA HocilTenor na o4o6penuero 3a craBalbe Ha ,exor Bo npoMer.
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l'biaaa Ha ro/u{yBalor (goronxy e coogaeruo}

Fopenase4eHrare nH$opMal\nn My rn nporonKygas Ha naqileHror/po4nrenor r

ll Ha HaqHH Ha roj BepyBaM rqexa raa/roj/rue nnoxar,qa parEepat.Taa/roj/rne
cneAar norpeounre MepKh Ha nperna3,nnBocr 3a Aa cnpeqar HepoAeHoAere p
thalidomide.

fTornrc xa
TOtKyBaqoT:

Hrne u npeBHMe:
(Co rorenan neqarnr 6yxaN)


