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HnQopnnaqran 3a 3ApaBcrBer*nre pa6ornN'1fi,t BKnyqeHH BO nponnulyBatbe Hfivf l43AaBaFbe na thalidlomide

Oeoj HxSopMarhEeH BoAHrt e HaMeHer 3a 3flpaEcrBeHnTe pa6orHnt4n Bxnyr{eHh Bo nponuuJyBa}be
nnn n3,AaBalbe Ha thalidomide H coApx{H nx$oprvraqun3a.

o Cnpe.{yBa}be Ha HaureryBa}be xaj xepogennre 6e6uroa:

'[oxonxythalidomide ce 3eMa 3a BpeMe Ha EpeAneHocra, MoxeAa npeA{3BHKa cep6o3H!,r BpoAeHH
4eQoprunrera unn cMpr Ha Hepor4eF{oro 6e6e.

o [IporpaMa 3a npeeeHr4r,rja xa 6perueHocr np, ynorpe6a xa thalidomide:

oaaa nporpaMa e co3AaAeHa Aa cnpeqn HepoAeHHTe 6e6rrsa ga 6rgar n3no)+(eHH ria thalidomide.
He el4 ga4e ran$opMal{HH 3a roa HaKo Aa ja cnegnre npsrp€Mara r l{e Bn rn o61'acnn Baunre
oAroBOpFlocTt4.

r flpyrr HecaKaHH peaxqnr og thalidomide:

klcxennvtqxa cpqem 6oneer, sxlyvysajrie4 MHoHapAeu rareapxr. Be nnonnme nor.neAHere ro
sorpnnor rceeurraj aa oco6N'st'tre Ha rexor 3a qexocHvl r,*r$eprvraq nM soBpcFta cc, cHTe HecafiaH,
peaKqHh H npenopat{aHH MepKil Ha nperna3rrsocr? AocraneH Ha Be6-crpaH!,qara
https :/lma I med,sov m k lne rurr:r.r*u r- n aua a,, r

BaxHn r'rH$opnnaqnn za 6ez6eAHo orcrpaHyBalbe Ha HecaxaHNre ra6Rern n orpa1nqyBagara 3a
rqapyBalbe KpB 3a BpeMe Ha rpermaHor ce ,fcro raxa Brryr.teHr ao oeeij l4n$opr,rrarngeFt BoAHr{.

vc,}se na flporpaMara 3a npeeenqnja na 6per*enoeT npr ynorpe6a na thalidornide e Aa cprre
3flpatscrBeHN pa6orxrqx Fo Bpor{hrhrane N pas6pele oeaj14

3a 4a ja ocnryprre 6es6e4Hocra Ha EauIHTe naq,HeHru,
HuQopmarnaeu BoAHq. Mopa Aa ce ochrypure AeKa
uuQoprvraq'tlrre 3a thalidomide r AeHa Aan nHcMeHa norBpga HOCT 3a
pu3ur - Risk Awareness Form (RAF) npe4 Aa 3ano,{Here co

ro oeoj

par6paa

..:il'l'Ji;X

{onle
,{f,
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HHQopMaqH 3a 3ApaBcrBeHHre pa6orHht"ll4 BK,nyqeHr4 Bs nporTHuyBatbe h,rrr4 il3AaBabe Ha thalidomide

1, Boeeg

O4o6peHa hHAnxar-1nja n Aosupalbe
Thalidomide nprnafa Ha rpynara ,eKoBr4 nosuarr r{axo ,,l4MyHomoAynaropHr4" .fleKoB}4, Kaxo nexap xoj
nponH|Ijy8a neKoBH nnn $apnna4eBT, BHe Hrpare 3HaqajHa ylora Bo roa Aa thalidomide ce Kopncrh 6es6e,4go

h Bo cor"nacHocr co 6apahara Ha llporpamara sa npeeeH4raja Ha Opennerocr npn ynorpeoa Ha thalidomide
(Thalidomide Pregnancy prevention progranrme).

Thalidomide ce nponhuyBa h fisAaga cnopeA [lporpannara sa npeaenqnja Ha opennenocr. 3a crre Aera,nh, Be

MoJlHMe norneAHere ro 36rpuror uaeeruraj :a oco6vrHl,rre Ha neRor AocraneH Ha ee6-crp4Hr4qara

Kora thalidornide ce AaBa Bo Novr6rHaqr,rja co ApyFH ,neKoBr4, rpe6a Aa ee npor{fira cooggerHror 36upeH

rsreurraj sa oco6nnrte Ha rexor npeA Aa ce 3anoqHe co rperMaHor.

Thalidomide rpe6a Aa ce 3ema KaKo eAHHeqHa Aora npe.q cnnerbe, sa Aa ce HaMa/ls eanjaHlrero Ha

nocnaHocra. Thalidsmide MolKe Aa ce seMa co l4.rr 6ee xpaua.

1.1. [lporpanna 3a npeBeHr4raja xa 6pervreuocr nph ynorpe6a na thalidomide
Thalidomide Mopa Aa ce nponlruyBa H H3AaBa cnopeA l-lporpan*ara 3a npeB€Htlrja Ha 6perueHocr npN

ynorpe6a Ha thalidomide , 6u4ej(H Aoxonxy thalidomide ce 3ema 3a BpeMe Ha 6peanenocra, Moxe d4a

flpeAH3BnKa reuKh BpoAeHh ge$exrr Hnh cMpr naj Hepo,qeuoro 6e6e. Bo 1.950-nrre u 1g60-rprre roAhl-tn,

npNbnnxno 12.000 Aeqa ce poAeHH co reuJxrl BpoAeHr 4egexrn n

npu6nwxuo 5.000 ce 
'KHBH 

AeHec.

oeoj !4n$op*ar,BeH BoAr4rr, r4cro rox€r; *e rn onru:e Ba[uHTe oArotsopHocr,

neKosr4 unn $apmaqeer vr *e r?l cyMrpa *r$opnnaqnHre ujro rpe6a 4a My rn n

4a 6n.4ere chrypHh AeKa ecBeceH 3a pn3HqHre H cBoHreoAroBopHocil4-
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HxSopnnaqnn 3a sApaBcrgexn-re pa6orHnUH BK,[yr{eHh Bo nponruyBaFbe nrr H3.qaBaFbe na thalidomide

[oce6nn EpeAynpeAynarba H Mepxn Ha nperna3rmeocr npx
ynorpe6a:

Teparorew e$exrr: Thalidomide e nno*es reparoren xaj
nyfero, npeAn3BxKyeaj*n arcoxa $pexaenr4uja na rersxu
BpoAeFti4 .4e$exrm uJro ce onacHLr no )Ht4aor. Thalidomide
Hhxoraul He cMee Aa ro Kophcrar xeHH KoH ce 6perueHn nnn
xeHH Kot4 6tt ltnoxe,ne 4a sa6penneHar, ocBeH aro He ce
Hcno,rrHerr cnre ycnoBn og flporparnara 3a npeseu4nja ua
6penneHocr npr4 ynorpeba Ha thalidomide. vcnoerre og,
flporpamara 3a ilpeBeHqnja Ha 6perueHocr Mopa Aa 6rgar
ucnonHertr. oA crpaHa Ha CI4TE traL{HeHTfi oA MauKH H x(eHcKH

notl.

pasopane r{ononunre,rHnre ruarepnj ann 3a Mn+n|V,n3nparbe Ha pr43HKor

thalidornide ea xoj 6nno na4yreur.
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L.2. [Iperneg Ha nnE MarepnjanHre ea thalidomide

fleqaresH KonhH oA crre nnarepNjarn og l-lporpamara 3a npeneHqnja Ha 6pen*enocr (nfl5] npr ynorpe6a Ha

thalidomide Molxe Aa ce 4o6rljar co HoHTaKTHpaFbe Ha HaAnelxHr,ror nocHTe.n Ha o4o6penHero 3a craBaLbe Ha

'fleKor Bo npoMer, xoprcrej*r rn nH$opnnaqr{Hre 3a KoHraKr HaBeAeHu ua xpajor Ha oaoj 14H$opnnarreeH

BoAhq nna Ha se6-crpaHrqara Ha AreHqnjara 3a .fleHoBH H MeAilL{HHcHr cpeAcrBa (MMN/1E$ Bo Aenor 3a

$apnnaxoenrnnaatlaf ynpaByBaFbe co pr43HK {https://malmed.gov.mk/vnpaeyeaFbe-co. -pnsnxl}, osme

nnarepNjann MoH{e Aa ce KopHcrar 3a coBeryBa}be Ha fial{HeHrnre 3a pH3Ht-lHTe og thalidornide u uepxrre ma

nperna3nuBocr [JTo rpe6a Aa ce npe3eMar.

Mopa ga ce ocllrypare AeKa BauHTe naqHeHTH qenocHo par6npaar ce uJTo cre HM ro o6jaexrme :a
thalidomide npeA Aa 3anoqHar co rpermaHor.

Oaoj l4HQopMarnBeH EoAHq coAp)t{H KnyqH}4 rHQopmaqru 3a thalidomide KoH ce pe,ne'aHrHl4 :la

3ApaBcrBeHfire pa6orHnqA n cop;ptnvl:

. ilporpaMa 3a npeBeHr-lraja na dpennenocr npn ynorpe6a na thalidomide:

- eAyKarnBHnnH$opnnaqnn,

- coBer 3a ynpaByBalbe co repanNjara sa g,a ce NsberHe il3JtolKeHocr ua $erycor Ha thalidomide,
- crcreM 3a KoHrpo,na Ha 4ncrpr6yqNja.

o Ses6eAHocHH coBern pe,QeBaHTHH 3a c4Te naureHTpr.

t llpor-{ec 3a cneAe}be ua e0uxacxocra Ha MepKHre onhuaHx Bo oBa nu*yt^n ,ffi^r}1a
' flpoqec ea npnjaeyaaFbe Ha HecaKaHrf HacraHH xaj naqnenr' rper,paHn .#^s1p*.'H ';;{j;

3a ga nnoxe Ha nal{neHrorAa My 6r4e ns,qagen rhalidomide, frporpann"td'#1J'*d,r,+i;$r" 44h".,,,
npn vnorpe6a Ha thalidomide 6apa chre 3ApaBcreeHr paoorHHL{H Aa ." l[&Bo"€ffi:i#n#1#ir" ,

Beprrja 1",0



hnQopnnar4r'rr 3a 3ApaEcrBeHhTe pa6orHl4l-ll4 BKryqeHH 8o npon'4[Jy8a]be nRn H3gaBa]be ua thalidomide

I flexapnre Kon nponuuyBaar nexoBn Mopa Aa ro nononHar cooAserHror ifopmynap sa cBecHocr 3a pHg6r{

co cexoj naqileHr npeA Aa ce H3AaAe npBnor peqenr.

Ha cNre naqheHrh rpe6a ga nM ce 4age HH$opMarHBeH BoAHrr ga naqneHTor n rye6Ha nH$oprvlarlrrna

KapTHqKa 3a naqueHToT 3a AoMa - oBhe marepnjann rH norceryaaar na4ueHTnre Ha H4yllHnre eAy4arr4BHH

nu$op*nar4nh Bo Bpcxa co Hexon oA Bar{Hhre prchqu oA rperMaHor.

3a xenn co penpoAyKrt'tBeH noreHqnjan, peqenrnre sa thalidomide rpe6a ga 6ra4ar orpaHrqeHg Ha

MaKchMatHo BpeMerpaeFbe o4 4 HeAe,flH rpermaH, a npoAorxyBalbero Ha rpermaHor 6iapa HoB peqenr.

vlgeanuo, TecrHpalbero sa 6penneHocr, npofittruyBaFbero peqenr h H3Aaaarbero rpe6a Aa ce cnyqu ncr1or

4eu' l4agaaalbero Ha thalidomide rpe6a Aa ce H3Bprxr4 so pox og Hajruuory 7 geua oA npon$uyBatbero, a

AaryMor Ha nocneAHHor HerarhBeH Tecr sa 6penneHocr Mopa pa 6nge Bo poK o4 3 4ena npeA AaryMor Ha

nponHlrryBarbe.

3a cnre Apyrn naqHeHrH, nponuuyealbero Ha thalidomide rpe6a 4a 6n4e orpaHuqeHo Ha MaRcHMa.nHo

BpeMerpaelbe o4 12 HeAeJln, a npoAonlKyBaFbero Ha rperMaHor 6apa HOB peqenr.

Ocnoens 6aparue Ha flporpannara 3a npeee*4mja Ha 6per*enocr:

r Cnre 3ApaBcrBeHu pa6orHul-1h HoH tsAaaaar Hnh nponuuJl/Baar thalidomide Mopa Aa rH npqquraar
n*arepnjarrre sa llporpaMara ea npeeenqr.!a na 6pe*ne*ocr npn ynorpe6a na thatidornlde.

1.3. TeparoreHocr: florexqrajanHa unn Bncfl,rHcKa H3nox(eHocr Ha Serycor r+a
thalidomide

Thalidomide HHXorau He cMee Aa ro Kopr,tcrar D(eHh Koil ce 6perneHn, lngej*ucaMo eAuHievna gora (e4na

ooRoxeHa ra6nera) Mox{e Aa npeAH3Br4Ka Bilcoxa $pexeeHqnja Ha reutxu H onacHn rro x66or BpoAeHH

Ae$exrn' Thalidomide Hxxoraul He cMee Aa ro Koplrcrar )KeHH KoH Molxe 4a :a6penneHar, oeBeH axo He ja

cneAar flporpamara sa npeaeuqnja Ha cpenneHocr npHynorpe6a Ha thalidomide. Eu4ej*r,l thralidomide moxe

4a 6n4e npHc[reH Bo ceMeHara reqHocr xai nnauxr naqneHTr, cl,rre MauKH naqheHTn Mopa Aa cneAar
KoHTpaqenrHBHH MepKH H aKo Hl4BHara naprHepxa e 6pemeHa h,nn e co penpoAyKTHBeH HoreHl{njan n ne

Kopr4crx e$rxacHa xoHrpaqenqnja.

Eapara Bo cryqaj Ha comxeaafbe Ea 6pervrexoct:

. {orolxy ce pa6orn 3a naq,heHTKa, BeAHau Aa ce npeKhHe rperMaHor.

' Ynarete ja naquerrxara xaj nexap cneqrjannau pa+ nnu HcKyceH Bo crTpaByealbe co -reparonogja sa

coBer H eBanyar{Hja.

r Be4*aur u3Becrere ro HaAnel*Ht4or Hochrer Ha ogo6peunero

xopNcrej*r ro:

. Qopnnynapor 3a nprajaeyearue dpennenocr

npoMeT,

I Aera.nHTe 3a KoHraKAocranHn Ha ua xpajor ua oeoj

.Qoxolxy nocroH comHesalbe :a dpemeuocr KaKo t,t HecaxaHa peax4nja

Anpra 2026 rorqhHa
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hnQopmqrn 3a 3ApaBcrEeH!4Te pa6orHl4qt4 BKnyqeHH Bo nponHuyBatbe nnn h3AaBabe Ha thalidomide

connHesalbero 3a 6pemeHorr H HecaKaHHTe peaxql,til Moxere Aa rA Aa tu npHjaBHTe Ar4pe{rHo Bo

HaqnoHannnor q,eHTap sa QapmaxoBh[HnaHqa npn Arenqnjara 3a neKoBH H MeAHr{}4HcKn cpe4crBa {yn. Ca.

Khptaa H MeroAHj 6p. 54 xar 1) vnn no eneKrpoHcKr nar npeKy ee6-crpaHrqara i Ha Areqr4njqra

L,4. Fes6egnocHit coeerlt peneBaHTHx 3a ctaTe naq,neHT[

floxpaj reparoreHnre 4ejcraa na thalidomide, eau:nre naqneHrn rpe6a 4a dra4ar cBecHyr 3a pn34xor oA

ncxeMultHa cpqeBa 6olecr, BxnyqtaTenHo H MhoxapAen nn$apxr.

Be ruonnrue nruajre npeABHA AeKa AocranHhre nexoer4 rxro coApx{ar thatidomide ce pa3nuKyBaar no jaurHa.

Momentanno o4o6peHnre reKoBH rH BxnyqyBaar oHHe uro co4pH{ar 100 mg thalidomide no o6fioxena

ta6nera' 3emere ro oBa npeABtfA nph npofil4tiryBaFbe n AaBarbe yrrarcrga 3a Ao3nparbe 3a Aa nr$ernere

rpeuKh Bo rleKoBHTe.

Be nnonrnne norneAHere ro 36npunor rseeurraj sa oco6uHrre Ha.neKorthalidomide 3a L[enocHH nn$oprnaqun

3a HecaKaHnre gejcrea h npenopaqaHuTe MepKH Ha nperna3rusocr, xoj r*oxe ga ce uaj4e Ha ee6-crpauuqara

httns: //ma lmed.gov. mklperhcrap-Fta-nexoeH /.

Bau:nor nal{heHr rpe6a 4a 6n4e oxpa6peH Aa ru nprjaan cnre HeBoo6HqaeHH peaKqHH HnH HecaKaHH

Aejcrea oA neKor xaj nexapor uJTo ro nponhuan rlexor. Hecaxanrre peafiqHx ce onyruaHu N ao y*arcreoro

sa ynorpeda Ha reKor sa thalidomide, xoe naq,HeHTfire rpe6a remerHo Aa ro fipoqHraar,

3a noee*e rn$opnnaqril 3a cooAeerHara ynorpe6a x 6es6e4Hocr.tHor npo$xn na t
norreAHere ro 36rpnror rcoeunaj sa ocodhHHTe Ha .neHor, xoj ruoxe Aa ce

httos :l/malmed.eov.m k/perlacrap-Ha-aexoeHl.
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hnQopmaqnn 3a 34paBcrBeHl're pa6orHnqu BKnyqeHB Bo fiponnulyBafte ntn h3AaBaF e na thalidomide

Coeer 3a repaneBrcKo ynpaByBalbe 3a fla ce H36erHe H3rox(eHocr Ha

Serycor
l'Ja Roqeroxor Ha rperMaHol Baulure RaL{HeHrK}4 MOpa r,a 6npar eoae}yBaln 3a pH3r4rdHT{: o4 repanujara co

thalidomidg axny*+yeajrix ro pt43l41{or oA tspoAe}th 4e$ernr; Apyru HecaHaHH 4ejcrea H BaxHH rvlepr{h Ha

npema3.rtxsocr ffoBpsaHr,t co repamaiara co thalidomide.

Jlocroere l,t ]tenocroeFbe Ha penpoAyKTHBeH norenq,rajan

3a 4a nru o6es6e4nre cooABerHH nn$opnnaqna Ha Bawvfre narlneHrnlr 3a MepKHTe Ha rperna3rl4Bocr uITo

Mopa .Ea tr cneAar npr ynorpe6a na thalidomide, aaxno e Aa ce yrBpAH AanH Bauara naqileHrKa n6a Ann
HeMa penpoAyKrhBeH norenqrjan.

2.1. )Kexr 6es penpolqyKrrBeu noreHqnjan

)HeHrre Bo creAHHre rpynu ce cMeraar AeKa HeMaar penpoAyxrnBeH noreHqujar u He rpe6p Aa ce

noAnolxyBaar Ha recr aa 6penneuocr nn\ 4a 406nsaar coBer 3a xonrpaqenqlrja.

XeHnte KoH HeMaar penpoAyKTHBeH noreHl{nja.r exnyuyBaar xeHh KoH }4cnonHyaaar 6apeM eAeH orq

cneAHHBe HpilTepHyMl4:

r Bospacr 2 50 ro4uHu I nprpo,qHa ameHopeja 2 1 ro.qrHa.

r flpe,4epeMeHo orKaxyeaFbe na jajHr4rare norBpAeHo o.q cner-[ajanficr rxHexonor.

r flperxoAHa 6nnarepa nF,a cannnHra-oQopexronn uja wnn xHcrepelffoMfija.

o XY reHorhn, TapHepoe cuHApoM, yrepnqHa areHe3a.

r . Annegopea no repanujara co Hap4HHoM nnu sa BpeMe Ha rqoeFbero He ja ucxnyvyBa Mo)r{iHocra 3a 3aqHvBabe.

2.2. H{eur co penpogyKruBeH noreHq,Hjan (WCBp}

l-laqNeurxa oA}KeHcKH no.[ ce cMera 3a na4neHTxa co penpo4yKrnBeH noreuqrjan ocBeH a](o He ilcnonHyBa

6apenn eAeH oA ropeHaBeAeHHTe Kpurepnynnu. Ha nexaphre u$o ro nponhulyBaar,nexor r4M ce npenopaqy6a

4a ja ynarar csojara naL{HeHTt{a Ha rilHexororrlxo MHcle}be AoKonHy ce HecH rypln &ann x{eHara rH

ucnonHyBa HpfiTepnyMHTe 3a Aa He e Bo MoxHocTAa 3aqHe Aeqa.

Cre4Hnre nu$opruaqnn ce norpe6HH 3a Aa ce npoqeHm Aa,qr4 naqlreHrxa,

eAeH oA ropeHaBeAeHhTe KpuTepHyMl4, MO}Ke Aa ce TpeTupa |taKo x(eHa

Aarym na paiarue n nnu4njann Ha na4neHror.

.Q,era.nr 3a roa 3oarlTo nexapor xoj ro nponnuyBa ,exor cMera AeRa

noreHqrjar.

flosa4una 3a roa 3oulTo e noOapano orcranyBarbe.
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HH$opnaqrara ia s.4paBcrBeHrre pa6oranqh BKnyqeHr Bo nponiluyBatbe nnn.n3&aBalbe na thalidornid" 
".,

{enure co penpoAyHTHBeH norenqnjan Mopa Aa ja paa6epar norpeOara o4 ns6erHyeabe Ha opeuqHocr, a

_ac!'le 
nauheHTKl4 Mopa ga 6ngat cooABerHo coBeryBaHH Bo BBcKa co ynorpeoara lia KoHT1caqefry1agH6

Merogl,t cexoj nar xora (e ce H3AaAe peqenr.

KonrpaqenrHBHH MeroAH

X{eHrte co penpoAyt$HBeH noreuqrja.rl rop" 4u Kopncrar 6apenn e4eH e$uxaceH MeroA Ha

HoHTpaqenqnja Hajmaaxy 4 uegelra npeg nov'eroxor Ha rpermaHor, 3a BpeMe Ha rperMaHor r Hajr,aan6y 4

HeAe/llr no rperMaHor co thalidomide, na AypH 14 eo cnyvaj Ha npeKilHH Ha Ao3ara, ocaeH axo, na4ueHrxara

He ce ooapee Ha anconyrHa u KoHThHyrapbna ancnaueHqrja, norBpAeHa MeceqHo.

floxonxy BauJara naqHeHrxa He e noAnox{eHa Ha e$rxacHa KoHrpaqenq,nja, raa Mopa Aa {inge ynargra
no Moll{Hocr raj coogeerHo odyveu 3ApaBcrBeH pa6orxrr 3a coBer 3a KoHTpaqenqraja npqq Aa 3aflogHe

co KoHTpaqenqrjara.

e cleAHoro Mox{e Aa ce cMera ttaKo npnMep Ha esaxacHfl Merogr4 na xourpaqenrlraja:

e lrlMn,nagt.

r hlrrpayreprH ct4creu {tU_S} turo oclo6o4yea levonorgestrel .

r ,[eno ua medroxyprogesterone acetaie.

r Creprnssar-quja na jaj4eso4r,r.

o CexcyaaeH oAHoc caMo co Ba3eKroMlt3l4paH MauKh naprHep; eaeerronnujara Mo,pa 4a 64ge
.norBp.qeHa co ABe HeraInBHH aHa,4H3H Ha cnepMaTa.

o Ta'netnKofl coApx{ar caMo progesterofle za uaxafuwpa}be Ha otynaEnjata{np. desogest.rel}.

{lopa4u 3roneMeH!{or pt43l,tK oa BeHcKh rporu6oenn6onH3aM xaj naqNeHrKh co MyrrnneH MneroM, He ce

npenopaqyBaar xoan6nH|.1paHl4 oparHh KoHrpaqenrusr4. Axo naqueHTKara MomeHrarHo Kopucrr
xon*6rnnpaHa opanHa KoHrpaqenqnia, raa rpe6a ga ce npe$pnn Ha eAeH o,q e$exrnanNre MeroAH

HaBeAeHH norope' Fnanxor oA BeHcKa rponn6oenn6oauja nporoR)t{yBa 4 po G HeAenH no np€K}4HyBa}bero

na xoanGuuyrpaHara opanHa xoHrpaqen4lrja.

floxonny BauJara naqHeHrxa rpeSa 4a ro npoMeHH nnn Aa npecraHe Aa ro Kopncrn caojgr MeroA Ha

KoHrpaqenqnja sa speMe Ha repanrjara co thalidomide, raa Mopa Ap ja pas6epe norpe6ara ga rn
nn$opanrpa:

' tlefiapor roj ir ja nponn$ysa ffot{r'paqenqnjara sa rperMaHor co thali
. Bac, AoKonKy e norpe6na npomeHa.hnh npexnH.Ha MeroAor Ha

.Ha eauata ,naqlreHrKa qQe6a ga ir ce xax€ rqeKa *oKoaqy _e xelra,co

xerepoGettoyi]neH,of;Hoc 6es ga fiopncr.r r*erog fia fior*pa4enqria

xoia 6rao nprlqrHa BepyBa ,4exa Moxe 4a e 6pennexa, Mopa BegHauI
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HnQopmaqrar 3a 3ApaBcrBeHnre pa6ornnLu BKnyqeHH Bo nponHuryBaH,e vtnu h3gaBalbe na thalidomide

BeAHau 4p ro xsBecrx coojot aexap.

Tecrnpaue Ha 6peMeHocr

3a xeHu co penpoAyKTuBen norenqnjal, Tecr sa 6pemeHocr Mopa Aa ce HanpaBH npeA il3AaBalbg Ha

peqenr' Tecrorea 6pemeHocre norpe6eH Aypr4 h aKo naqueHrKara HeMara xerepocexcyaneH oAHop oA

nocJ-te4HHor recr 3a 6peruenocr.

Tecror sa 6penneHocr Mopa Aa |.rMa MHHHMaflHa '-ryecrBnreJnHocr oA 25 mlUlml. Tecror rnopa Aa ro h3Bprut4

3ApaBcrBeH pa6otttt'tx, a pe3ynraror Mopa .qa 6ra4e HerarhBeH npeA Aa Moxe rqa ce 3anoqHe Hrh

npoAon)xu rperMaHor co tha lidomide.

Tecror sa 6penneHocr Mopa Aa ce n3Bpluvl noAMeAHqnHcKH HaA3op 3a BpeMe Ha coBeryBaFbero, KorB ce

nponnllyBa thalidomide nnu 3 AeHa npeA nocerara Ha reKapor urro ro nponhulyga .neKor orKaKo

naLlHeHTHara Kopt4crena e$nxacHa KoHTpal{enqnja najrualxy 4 He4enr. llouarannouHn recrogn 3a

operuenocr Mopa Aa ce Bpuar najruanxy Ha ceKoH 4 He,qenr 3a BpeMe Ha rperMaHor co thalidomide, a

nocneAeH recr rpe6a Aa ce cnpoBe,qe Hajnnaaxy 4 ne4enr no 3aBp[ryBa]bero Ha rperMaHor, ocgeH Bo

cryvaj Ha norBp4eHa crepnnh3aquja r-ra jaj4eaograre.

2.3. Maxu

Bau:ror MaITKH naL{HeHr MOpa Aa 6ng,e coreryBaH 3a pn3hqhre og repannjara co thalidomide,
exnyvyeaj*n ro ph3HKor oA BpoAeHH Ae$errn, Apyru HecaKaHH i4ejcrBa n BalNHAMepHh Ha nperna3nuqocr

noBpsaHil co repannjara co thalidomide.

l-laqneHure Mopa Aa 6ugat nH$optuupaHh rq,a He AoHnpaar ceMe HrH cnepMa 3a BpeMe Ha rpermaHor

{axRyvurenno H 3a BpeMe Ha npeKfiHure Ha 4osara} n najmaaxy I gena no npeKhHyBa}bero Ha

thalidomide.

Sr4ejriu thalidomide ce Haofa Bo ceMeHara reqHocr, Ha MauKHre nal{HeHrh Mopa Aa HM ce Hanox91 Aa
KopHcrar npe3epBarHB ceRoj nar Kora uMaar ceKcya,neH oAHoc aKo HhBHara naprHepKa e 6pennena unu e
co penpoAyKrHBeH noreHqujan H He KopHcrr e$uxacHr MeroAh Ha KoHrpaqenr4nja. flpeaepaaruenre

MOpa Aa ce Kopl4cTar 3a BpeMe Ha rperMaHOT, 3a BpeMe Ha npeKHH Ha Ao3ara r Hajma.nxy 7 4eua no

3aBpuyBalbero Ha rperMaHor {gVpn n aKo hMa.[ aasexromuja).

floxoaxy naprHepKara Ha MaurKllor naqreHT sa6peanenu, toj rtrropa BeAHau fia ro xs6ecru caoior

co reparonornja ea coBer H eaanyaqnja.

2.4. Coser 3a chre naqneHTyl

BarunoT naqneHr Mopa 4a 6n4e rn$opruupaH Aa HeAapyBa KpB 3a B
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hHQopnnat'1un 3a 3ApaBcrBeHrre pa6ornnl{h BKnyqeHn Bo nponiluJyBatbennnh3AaBabe Ha thalidomide

3a BpeMe Ha npeKHHt4Te Ha Ao3Hpabero) H HajManxy 7 .qena no npexrHyBabero Ha 'rperMaHor co
thalidomide' floxoaxy ce npeKHHe repanujara nnn AoRonKy Ha xpajor oA rperM6Hor ocraHar
HehcKophcreun o6noxeHn ta6netn, HeHcxopHcreHnor thalidomide Mopa Aa ce Bparn xaj rlaprvra4egror,

l4cto taxa, naqHeHrhre Mopa Aa pa:6epar AeKa rexor thalidomide xoj rr* npennuaH rpe6a 4a ro
ynorpe6yeaar caMo rhe ta AeKa:

e He cMee Aa ce cnoAeaysa co HhKoro Apyr, AypH h aKo HMaar c.fllrr{H}1 cnMnroMH.

I Mopa Aa ce qytsa na 6es6e4no Mecro sa nuxoj Apyr Aa He Moxe clyvajno Aa rH 3eMe o6noxeHmre
'ra6netn.

r Mopa Aa ce qyBa noAanexy og 4oQar Ha AeL{a.

llaquemure rpe6a ga 6nrqar coBeryBaHH Aexa o6loxeHrTe ra6netr He cMear Aa ce Aenar Hnh Kpr.ilar.

Axo npauoror oA thalidomide 4ojge Bo KoHTaKr co Koxara, Kox{ara rpe6a eegHalu regenHo Aa ce H3Mhe

co canyH H Borqa' Axo thalidomide Aoj.qe Bo KoHTaKT co MyKo3Hr4Te uenn6panr, ue rpeba reMe,nHo Aa ce

hcntaHHaT CO BOAa.

2.4.t. Pa6orra uro rpe6a Aa ce 3eMar npeABlrA nplr paKyBalbe co neKor: 3a
3ApaBcTEeHX pa6oTHxq,u yt HeryBaTenH

He ro 4enere neKor co Hrxoj Apyr, Aypt4 h axo HMa cnwlln cHMnroMH. gysajre ro Ha 5es6e,4Ho Mecro sa

Aa He nnoxe Hrxoj Apyr Aa ro 3eMe cnyvajHo r vyaajre ro noAanexy o4 goSar Ha Aeqil. gyaajre nr

6arcrepure co o6roxesnre radaern Bo opr4rrHa.nHoro naxyBarbe.

Ilpn paxyealbe co ne*or, Kophcrere rH cneAHxBe rinepKn Ha npernaar,Bocr 3a ga cnpertHTe

norexqrjanHo yrsrox(y8albe axo cre sApaBcTeen pa60n+rK rurfi Herysarer.

o Axo cre )KeHa xoja e 6petoe Ha unn ce coMHeeare AeKa nnoxe6n cre 6pemeua, ue rpe6a Aa ro AonHp?re
6aNcrepor nnr o6noxenara ra6,nera.

o Hocere paRaBl4t{l'l 3a eAHoxparHa ynorpe6a npr paKyBa$e co npon3Bogor nfnnn naxysamero (r.e.

6nrcrep unu o6notxena ra6nera).

r Kopucrere cooABerHa rexHhKa npn BaAelbe Ha paraBxqilTe 3a Aa cripetrhre nr:reH4rjanHo

H3.noxyBaFbe Ha Koxara (er4ere no4ony).

r Ctaeere rH paKaBHL{HTe Bo fl.lacruqHa noruer]4.{eHcKa Keca uro Moxe Aa ce 3arBop6 r,r $p,rrere ja

cnopeA,noKarHhre 6aparua.

Temeano rannrjre rh paqere co canyH n BoAa orKaKo (e ru rsea,qnre paKaBul{nre.

f-f aqneHrrre rpe6a ga 6ngar coBeryBaHh HHKorau, Aa He ro AaBaarlexor Ha

floxoaxy naxyBalbero Ha neKor t€meAa Bnrytuao ouJTereHo,

MepKH Ha npeTnaSaHBOCT 3a,q,a cnperrHTe u3nox(eHocT:

r floxonxy HaABopeuHara xyrrja e BHA1IHBo ourrereHa _ He

r {oxonxy sa6enexHre 4exa 6nrcrep neHTHTe nnu o1noxeHilre r
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l4H0opnaaqr,rr 3a 3ApaBcrBeHnre pa6ornrqta Bxny.reHn Bo npofiHulysatbe nnn H3AaBabe na thalidrrmide

3arBopere ja nagropeunara xyrrja

r Ctasete ro npor3Bog,or Bo n.flacrnqHa nonrertr.fleHcKa Keca {rrro Moxe Aa ce 3arBopt4.

r Bparere ro Hel4cKopHcreHoro naxyBalbe xaj $aprvraqeBTor 3a 6es6e4uo orcrpaHyBarbe uro e MoxHo

nocKopo.

floxonry nport3BoAor ce ocloGoglr, npe3emere cooAoerHu Mepxx Ha nperna:'lnrocr sa Aa ja

MnHHf$nsltpare il3rlox(eHocra co ynorpe6a Ha caoABerHa nnqHa 3aurrHTa:

r loxonxy odnoxeHrre ra6nern ce cMaqKaHH HnH cKpueHH, Mox{e 4a ce ocno6oAn npaB uro coAp}n6

,neKoBHTa cyncraHqa. lls6erHyoajre pacnpcxyaaFbe Ha npauoxor u rs6erHyeajTe B4l46yBai.be Ha

npauoKoT.

o Hocere paKaBhqr4 3a eAHoxparna ynorpe6a sa Aa ro l4crlr4crrTe npauoxor.

r ftoctagere Bra)KHa rxaeHnHa nnvr Rpna Bp3 noeprxHHara co npauoKor 3a Aa ro MnH4Mr4shpare

HaBneryBaFbero Ha npau]oKor Bo Bo3$yxor. flo4ajre noee(e reqHocr 3a Aa Molxe pacrBopor Aa

HaBne3e eo marepnjanor. ilo paKysaFbero, Teme.flHo r4cr{l4crere ja nospnl,rHara co canyH H BoAa rl

rcyuLere ja,

o CtaBere rn c|,lre KoHTaMrHupaHH Marepujanu, nxlyvyeaj(ra rH BnaxHara rxaeHr4Ha HnH Kpna H

paKaBHqHTe, go norileT|,lneHcKa nracTHr{Ha Keca lrJTo ce 3arBopa n $pnere rH Bo corracHocr co

.noxa/-lHhre 6aparua 3a .rtexoar4.

r TennenHo nannnjre rH pal{ere co canyH H BoAa orxaKo (e rN nseagme paKaBHqHTe.

floroary cogpx(HHara aa o6.noxenara ra6aera e 3afieneHa ga Ko]t(ara HrH Myrosnnre naem6parn

o .{oxoaxy ro Aonpere rexor Bo npaB, Be MonhMe reMenHo nattnujre ro H3nol{eHoro Mecro co M,na3

Borqa H CanyH.

r Axo npauoKor goj,qe ao xoHTaKT CO Bauero oKo, aKo Hochre KoHTaKTHH nei<U n AOKonl(y e ,4ecHo Aa

ce orcrpaHar, il3BaAere rh n $plere rn. Be4naru Hcn.qaKHere [H or{}4Te co MHory ao4a Hajmanny 15

MHHyrn. ,Qoxolxy ce nojaon npntalnja, Be Mo,nHMe xonrarMpajre o$rannnolor.

Coogaeraa rexHHKa sa Bag,elbe Ha paraBnq,rre

o @arere ro HaABopeuHuor pa6 6nury 4o srro6or (L).

r l4srynere ja paxaeraqara oA paKara, cepryeajrir.l ja

Haonaxy {2).

o*
.Qpxere ja eo cnpornBHara paxa co paxaenrla (3).

.Ilrsrajre ro npcror 6es paxaenqa noA srno6or Ha

npeocraHarara paKaenqa, BHHMaBaj(n 4a He ja

Aonpere HaABopeuHocra Ha paxaenqara {4}.

l4a,nynere ja o4Harpe, cos4aeaj(n reca

paHaBHqx.

tDpnere rx Bo cooABereH caA.

klsnnujre ril reMe.nHo BauJHre pa4e co
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l4HQopnnaqnr 3a 3rqpaBcrBenrre pa6ornnqfi BKnyrleHl4 Bo nponrutyB arbe vnr h3AaBaFbe na thalid,omide

3. O6epcKH Ha 3flpaBcrBeHhre pa6onrnr4n
o6epcxrre Ha 3ApaBcrBeHhre pa6orHnqn Koh HMaar HaMepa Aa nponytua r nnu Aa]43AaAar thalidomide ce:
I llorpeoara Aa llM ce o6es6e4ar ceon$arHu rau$opruar4uH H coBeryga]be Ha naL{HeH1tarr3.

t Aa ce ocHrypar rqeKa HuBHHTe naL{HeHTtl ce cnoco6Hn Aa rn noL{r4Tyeaar 6aparuara ra 6es6e4ua ynorpe6a
sa thalidomide.

t Aa nm o6e6e4ar Ha naqneHrrre cooABerHH eAyxarhBHr4 Marep ujann ta naqneHril.
t Aa nprjaear xaxea 6laro Opennenocr h,nr HecaxaHh peaKqux Ao HaAnelxHror HocHTe.n Ha o4o6peHnero

3a craBaFbe Ha 'neKor Bo npoMer, AHpeKrHo ao HaqnoHa/tHnor qeHTap sa $apnnaxr: Bnruna11\a nrJn

AreHqnjara 3a .reKoB, d MeA,L{HH.KH cpeAcrea {yn. ce. Krprn r,l Mero4r,rj 6p. 54. xar L} Hnn no
ereKrpoHcKH nar npeKy ae6-crpaHrqara Ha AreHqnjara https://malmed.eov.mk/

3.1. HnQopMaqr,r, 3a ne*ap,Te uro ro npon,uyBaar /re*or

3.1.1. E4yxaqr,rja lra naqneHTnre u 3ApaBcrBeHrre pa6orxnun
Kaxo nexap xoj ro nponnuyBa .neKor/ nrpare r.flaeHa ynora Bo oao3MolxyBaFbero Ha 6ee6e4uo Kop,creFbe l{a
thalidomide.

HajaaxHo og cd, (e nonnorHere Baulrre nal{neHTh ga rn pas6epar pn3r4ll,Te noapsaHp,r co 3eMaFbero

thatidomide n ga 6ugar cBecHH 3a cBonre orqroBopHocr, Bo cnpeqyBarbero Ha H3JrolKeHocra Ha $erycor ua

''leKor' .[onolHrrelHo, Mo>Ke6h rie rpe6a Aa HM noMorHere Ha BaluHTe naqHeHTLl ga rr pa:6epar npoqecr4Te

BMyqeHr eo flporparvtara 3a npeeeuqraja Ha 6penneHocr npH ynorpe6a Ha thalidomide.

.f,oxonxy ro ynarilTe BauJXor naL{HeHr xaj excnepr 3a nnoAHocr (Ha np. axylxep hny fyHeKonor) aa

Aono'nHXrenHH coBertl 3a KoHTpaqen4rja, Baula oAroBopHocr e Aa ce ocnryp%Te AeKa eKcnepror 3a

nnoAHocr e 3ano3HaeH co 6aparaara Ha nporpaMara 3a npeaeHqrja Ha 6penneHocr.

Peehrue Ha npoqecor ua llporpatnara 3a npeaenqnja xa 6pernenocr nph ynorpe6a xa thalidomide moxe ga
ce xaj,qe xa xpajor og oaoj Hx$oprnarrBeH EoAhq.

Mopa 4a ce ocxrypnTe AeKa Ba[JHor naqreHr ru pas6Npa

o4 O6paser4or 3a cBecHocr 3a pu3l,tx.

Be nnolnnne Kopucrere ro 14H$opruarrBHhor BoAhrl 3a

naqneHror 3a Aa BH nouorHe 4a rr o6jacHrTe peneea
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hnSopnnaqrara 3a 3ApaBcrBenrre pa6orHnqrl BKnyqeHfi Bc) nponHUyBatbe nnu h3AagaFbe na thalidomide

3.L.2. l'lponnutyBalbe na thalidomide

3.L.2.1. MaxcnmarHo BpeMerpaelbe Ha peqenrr
Peqenrure 3a xeHH co penpilAyKrnBeH noreHqrjan rpe6a 4a ce n34aAar co MaKchMa.nHo BpeMerpaeFbe Ha

TperMaHor og 4 Hegenr cnopeA orqo6peHrre nHryula\un, pexrMr Ha Ao3upaFbe H peqenr,, a 3a cl4Te Apyf4
na4rleHril rpe6a 4a 6n,qar 3a MaxcnmanHo BpeMerpaerbe Ha rperMaHor oA L2 HeTqenn. l4,qeanuo,

TecrHpaFbero sa 6pemeHocr, nponnuyBalbero pet{enr h H3AaBaFbero rpe6a Aa ce cnyq4 Hcl,ror AeH.

l4s,qaea|bero na thalidomide rpe6a Aa ce h3aprrJh Bo pox oA MaKcHMyr* 7 4ena oA nponHu,lBalbero.

3a crre ApyrH naqheHrr, nponruyBa$ero Ha thalidomide rpe6a ga 6n4e orpaHuqeHo co MaKcrMa.nHo

BpeMerpaeFbe og 12 noctteAoBare nHa4 He$env, a 3a npo4onxyBarbe Ha rperMaHor Aa ce h3riaAe HoB pellenr.

TpernnaHor co thalidomide nnopa Aa ce 3anoqHe n cnery.4 noA HaAsop Ha fleKaph co eKcnepr73a Bo

ynpaBy8albero co HMyHoMoAynaropHl4 h.[H xeMorepaneBrcxH areHcH H qerocHo par6rparoe Ha ph3HuHre

o,q repannjara co thalidomide u norpe6Nre 3a cneAelbe.

3.L.2.2. floqereu peqenr

flpe4 4a ro H3AaAere noqerHhor peqenr, Mopa:

t Aa ro coBeryBare naLlheHTor sa 6ee6eAHara ynorpeda Ha thalidomide eo cor.nacHcrcr co MepKl4re

onhujaHh eo oaoj l4n0opnnailaBeH BoAHtt N ao 36rpnror neeeruraj ea oco6msNre Ha.fleKor, AocraneH Ha

ae6-crpaHnl1ara : https://malmed.qov.mk/perucrap-Hq-nexosN/

' Aa go6nere HeroBa nhcMeHa norBpAa {xopracrejrir,r ro cooABerHuor o6paseLl 3a cBecHocl sa pNaux} .qexa

rH npHMHn u pas6pal oarae NH$opMaqHh n o6es6e4ere nny xonrja Ha naqHeHror.

' 'Aa 
nny o6es6e4HTe Ha naureHror 14n$opnnalaBeH BOArq ra [e6r-la rHSopnnarnoHa KapryqKa.

3.1.2.3. FloeropyBabe Ha nocne4oBarenHH per{enrr
flaqrerror Mopa Aa ce Bpar,4 xaj lexapor uJro ro nponruyBa ,fleKor 3a npofifi[JyBarbe Ha thalidomide aKo

rpe6a 4a npoAonxh co repanrjata. Moxere Aa nponulttere repanrja 3a MaKcnMa.rtHo BpeMerpaerue o44
HeAe'{H Ha x{eHH co penpoAyKrHBeH noreHquja,n nnuL2 HeAenH repanrja Ha chre ocraHaru naqreHrh.

3.1,2.4. Tecrrapalbe Ha 6pemexocr

3a xeHr co penpoAyxThBeH noreH4njan, (e rpe6a Aa ce HanpaBn noBTopeH

naqueHTKara HeMa,na xerepoceKcyaleH oAHOC OA noc/reAHrOr recr { go

crepH.nil3allnja na jaiqeoo4rare). nouaramouHu r,rH$opMaqhn Bo BpcKa co

AaAeHH Bo Aenor 3a recrnpaFbe :a 6pennenocr.

^utKu, 
*

iton.r r.
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hnQoprua4nr'r 3a 3ApaBcrgennre pa6orunqh BKryqeHH Bo nponHuJyBabe h,frr l4sAagalbe na thalidr:mide

3,2. HnQoprvral1:nn 3a $apMaqeBTure
Kaxo $apnnallegr, hrpare BaxHa yrora Bo o6es6e4yearbero AeKa thalidomide

npaBHnHo. oapnnaqeernre BKryqeHH BO nponnuyBabero un| usAakalbero Ha

fipoquraarr paa6epar nu$opMaqnHre coApx{aHm ao oaoj HH$opnnanrBeH BoAnq.

ce Koprcru 6ea6egHo lr

thalidomide Mopa Aa rH

3a qenocHr lrH$oprvraqnn sa 6es6e4Hocra, Be MonrMe norneAHere ro 36npunor naeeuraj sa oco6iaHlrre

Ha .neRor ea thalidomide, goctanHo ua ee6-crpaH'44ara https://malme4.gov.mklperlacrap-Ha-rexoeu/.

3.2.L. hagaearue Ha thalidomide
Hs4araruero thalidomide rpe6a 4a 6r4e coraacHo nperiopaxrre

6penneHocr npn ynorpe6a Ha thalidomide.

ua flporpamara sa npeeeHq4ja na

flpe,q,qa ro npenhue .nexor, neKapor rpe6a Aa rk norBpAr4:

o .Q,rjarno3ara Ha nal{heHTor.

r PnsnqHa xareroprja Ha naqueHTor.

o floxonxy e co penpoAyKrmBeH noreuqnjal, AeKa e BocnocraBeHa cooAoerHa KoHTpalleflqraja ra 4alryrtaor

Ha nocneAHfioT HerarhBeH recr sa bpenneHocr, xoj Mopa Aa 6n4e eo pox oA 3 gena npeA Aaryr\4or Ha

nponhrxyBaFbe.

o {oxolxy pl43HqHara xareropnja Ha na4heHTor e MauJKo, H3BpueHo e coBeryBabe Bo Bpci{a co

ynorpe6ara Ha n pe3epBarnBt,t.

o flexa naqxeHTor ro nono,nHh.rt O6pa:er_qor 3a cBecHocr 3a pH3r4K.

o ,{exa reKapor tlJro ro npoilhulysa nexor rh npoqilra,n n pas6pal cogp}KnHnre Ha cnre rnarepnja4n o4

l-lporparraara 3a npegeHqnja Ha 6penneHocr npn ynorpe6a na thalidomide.

[-lpn rs4aaaFbe oA crpaHa Ha Qaprvrar-learor ce 6apa 4a norepAh:

o lexa u3AaAeHara 3a/-luxa He e noro,neMa oA3a,nhxara norpeSHa aa 4 ue4ern 3a )KeHn co penpoAyrffnBeH

norenqnjan H 3a He noee*e o4 1"2 Hegenn 3a Maulrr4 naqueHru H )KeHu 6ea penpo4yxntseH noreHqnjan.

r flexa H3AaBalbero Ha xeHh co penpoAyKrnBeH noreHqrjan ce oABHBa Bo pox o4 74ena oAAaryMor Ha

nponHtUyBalbe.

o o{exa Sapmaqeeror rh npoqura.n n pas6pan coApxnHhre Ha chre Marepujann og flporpannara:a

npesenqnja Ha 6penneHocr npH ynorpe6a na thalidomide.

Peqenrrre 3a xeHH co penpoAyxThBeH noreHqajan rpe6a ,qa 6ugar 3a MaKcHManHo BpeMerpaeFbe Ha

rperMaHor o4 4 He.qerr cnopeA ogoopeHrre uHAuxaL\uu, pexhMh Ha Ao3Hpalbe H pe 3a cnre Apyrh
naqheHru rpe6a ga 6r4ar 3a MaKcr4ManHo BpeMerpaerbe og L2 HeAenH.

6perueHocl nponhuyBalbero peqenr n n3AaBaFbero rpe6a Aa ce cnyqu

thalidomide rpe6a,qa ee n3BpruH Bo pox o.q uajnnnory 7 4eHa orq nponrUyBa

Heran4BeH recr 3a 6penneuocr Mopa Aa 6n4e eo poK oA 3 4ena npe.q

Anpun 2026 roAHHa
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Hn$oprtaaqran 3a 3ApaBcrBennre pa6ornnqil BrryqeHr Bo nponhulyBabe lrnyl l43AaBarbe na thalidomide

3.2.2. Coeer 3a h3flaBalbe
o Be Mo,n|.lMe ocHrypere ce AeKa 6nucrepure co thalidomide rr,r hsAaBare Heo[rrereu]l; o6nqxenrre

ta6aerr He cMear.qa ce Ba.qar o4 6nrcreprre n .qa ce cnaxygaar Bo {u}trux}ba.

o 3a cexoj peqenr, h3AaAere 3a/tuxa co MaKcHManHo BpeMerpaeFbe og 4 ne4e.nu 3a xgHn co

penpoAyKrHBeH noreHllHian nnn 3arhxa co Bpemerpae]be oA L2 xegenr 3a cure Apyr]r naqneHru.

o Be Mo/lrMe e4yqrapajre rli chre $aptnaqeern Bo Bauara arrrera 3a npoqeAypnre 3a H3AaBalbe

thalidomide.

o .Qa4ere HM ynarcrBa Ha naqHeHTHre Aa ro Bparar HehcKopHcreHHor thalidomide Bo arnreKara. Antexrre

Mopa Aa ro npn0arar HeHcxopl4creHror thalidomide BpareH oA nallneHrnre sa yHuuryBarbe I ga rn
c,4eAar ynarcrBara sa go6pa $apmaqeercKa npaKca 3a yHHulryBabe Ha onacHH

3.2.3, Egyxaqrja Ha naq'teHTnre

flpu cexoe cHa64yaarue co thalidomide, ee MoJlnMe ocurypere ce AeKa ril

reparoreHHor pH3t4K n sa 6ee6e4Hara ynorpeoa n paxyaalbe co thalidomide.

Anprr 2O26 ro4uaa
Beparja 1.0
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l4n$opnaaqnn 3a 3'qpaBcrBexnre pa6orHrqh Bt(nyqeHn Bo nponruJyBabe rnyt 
'r3AaBalbe 

Ha thalidomide

4. KourponHa npoqeHKa Ha e$nxacaocra Ha nporpamara
Hocrreaor na o4o6penhero 3a fiaea$e Ha.neKor Bo npomer eo peny6rnxa ceeepxa

ja npoqenn e$uxacuocra Ha llporpamara 3a npeBenqxja na 6penneHocr npu

Aa ce ochrypr4 AeKa ce npe3eMaar cnre pa3yMHr4 qeilopr4 3a HaMa.nyBalbe Ha p

Qerycor Ha thalidomide.

^lt^ur'4i5on.re 1

Anpm 2026 ro4rra
Bepruja 1.0 17



hnQopmaqrr 3a 3ApaBcrBennre pa6ornrqh BKnyqeHH Bo nponHrxyBarbe rrn l,t3AaBabe na thalidomide

5. Pelnrne Ha nporpaMara 3a npeBeHqnia Ha 6pervrenocr npn ynorpe6a
na thalidomide

Jlexap: Bre rnopare

' Aa My rn coonurnre sa BauHor naqheHT pl43hr-l,rre u npngolneKrre oA repanrjara co thalidomide:

' Aa nono.rlHHTe Ooprvryaap 3a cBecHocr 3a pH3hK 3aeAHo co Bault,tor naqHeHT (oea rpe6a Aa ce Harlpagyl

caMo eAHau). ga ravyeare xonnja oA Baulrre KaproHH t,r .qa My iqagere xonnja Ha naqpeHror.

. Aa o6ea6e4nre coBeryBalbe 3a KoHrpaqenr4vrja ua noqeroKor Ha rperMaHor.

. 4a HanpaBhre recr 3a 6pertneHocr (40xo,nxy e cooABerHo) npea cexoj peqenr.

o Aa ro norcerhre Bauhor naqreHT aa 6es6egnara ynorpeoa na thalidomide npra cexoja

Oaprvrar4eBr: Blte -Mopare

' Aa ro norcerhre saurdr nal{ueHr ea 6es6e4nara ynorpe6a xa thalidomide, cexoj

peqenr.

Anpun2O26 roAhHa
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hn$opmar.4rr 3a 3ApaBcrBeHil.re pa6oTHrqh BKnyqeHH Bo nponfiulyealbe tarr t43.qaoaFbe na thalidomide

6. Ees6eflHocHu coBern Koyr ce offHecyBaaT Ha cHTe naqheHTrl

6.1. hcxernr,{Ha cpqeBa 6onecr (axny.rye ai*n MHoKapAeH HHOapKT}

flprjaaeH e MHoKapAen ranQilpxr {M14) xaj nar-qr,teHrh KoH nprnnaar thalidomide, oco6eHo Kaj oHHe co no3Harh

Saxropra Ha pu3l4x. flaqneH-rnre co no3Harh $axropr,r Ha pH3r4K aa Ml4, avryuyaaj*ra nperxoAHa rpqnn6oaa,
rpe6a BHHMare'[Ho Aa ce cneAar n rpe6a .4a ce npe3eMar MepK[ 3a Aa ce MHHhMH3l4paqr cHTe

mo4nsrqnpavxr Qaxropw Ha pA3nK (na np. ny'ue]be, xhnepreH3hja u xunepnrnra4ennnja).

6.2. Off-label ynorpe6a

Thalidomide ceKorauJ Mopa J4a ce Kophcrl4 cnopeA llporpannara ea npeeeHr-1Nja na opemeHc,cr npu ynprpe6a
Ha thalidomide onnuLaHa Bo oehe rutarepnjann - oBHe MepKM Ha nperna3nxBocr Mopa Aa ce cnegar, oeg or,ne4
Ha ycno'HTe Ha neKy'aFbe, annylysajRu ja u uugnxa4ujara sa ,ne*yBalbe.

5.3. OrcrpanyBalbe Ha Henorpe6HnoT reK
Ha naqneHrhre Mopa Aa HM ce coBeryBa Hhxorau, Aa He ro AaBaar thalidomide Ha gpyro nvtL\e n Aarfi Bparar
cHre HeucKopHcreHil oonoxeuvr ra6nern xaj ceojor $apuraqeer Ha xpajor oA rperMaHor.

6.4. flonrapalbe KpB

flaqner*re ne rpe6a Aa AapyBaar HpB 3a BpeMe Ha rperMaHor (exnyrnrenHo H 3a

gosara) n Hajnnalxy 7 4ena no npeKHHor Ha thalidomide.

Anpnn 2026 roAhHa
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l4noopmaqrra 3a 3ApaBcrseurre pa6ornrqh BKnyqeHn Bo nponruyBalbe H.flt4 l43iqaBarbe Ha thalidomide

7 ' flpniaByBalbe Ha HecaxaHlt peax $tAtntMox(Hri n norBpfleHlr Epervrefrocrr
u n?nonreHocr Ha oerycor

Ilprjaayearuero Ha HecaKaHH peaKqnu no 4o6nearue ua ogo6peHue 3a craBarbe Ha neKor Bo npo6er e
BaxHo' co roa ce oBo3MoxyBa KoHTHHyHpaHo cneAerbe Ha ogHocor xopncr/pusnx Halexor. 3gpaect'eennre
pacorHnqu rpe6a 4a ro nprajaear cexoj coMHex 3a HecaxaHa peaxr4r,rja npexy HaqnoualHuor q,eprap 3a

Qapr'aaxoenrHnaHqa npra Arenu;ajara 3a neKoBh H MeAh4r4HcKr4 cpeAcrBa (yl. Ce. Knpunra Mero4uj 6p. 54,
xat Ll nnu no enexrpoHcKH nar npeKy ee6-crpannqara Ha Arenqrajara hltn://malmed.eov.mk/.

,Q,onoannreaHo, HecaHaHHTe peaKql4r4 unv, caW{nren1n wtn norgpgeHh 6perneHocrn nRn

Serycor MolKere 4a rr npr'r.laBlire n Ao Hocnrerror Ha o4o6peHr4ero 3a craBaFbe Ha regor Bo

Peny6nnxa Ceaepna Mane4oHuja:

QAPMA TPEIA Aooer, yn. Anron flonoe 6p. L/t-3,10s cxonje, p. c. Maregonnja
Konraxr: Mapnja Fyneaa, Ogroaopno nhqe 3a $apr*axoanrhraHqa,
renl$arc: +389 2 3lggTgz
rea: +389 7g 339 675

E-mail : marija@fa rmatrejd.com. m k

ooprnyaaprre aa npnjagyBalbe Ha HecaxaHh 4ejcraa r sopmynaprre 3a nprjaayearoe
go6nere oA HaAnexHuor Hocnrer na o4o6peune 3a craBalbe Ha nexor Bo npoMer.

rpe6a BeAHau Aa ce npocneAar Ao oAroBopHoro rHqe Ha Hocrrelor xa ogo6pexHero sa

BO npoMeT.

*,h
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t4H$opnnaqun 3a 3ApaBcrBennre pa6ornnqr BKnyqeHh Bo nponhuyBalue nrgt t43iqaBalbe na thalidomide

8. onuc Ha"nporpamara 3a npeBeHqlria Ha 6pemeHocr npgr ynorpe6a Ha

thalidomide ra naqneHror

Co penpq4yxrhBe]l
noreuqujan

Anpna 2026 roAhHa
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l4n$opmaqr'rn 3a 3ApaBcrBenrte pa6ornn4n BKnyqeHH Bo nponr4tuyBafte wnn n3AaBabd na thalidomide

,{eran n 3a KoHTaKT

Ko*traxr ran$oprvrar-1't4 Ha Ho€hre/ro? na o4o6peHhero 3a cratsabe Ha

Peny6nrxa Ceeepna Maxegonnja:

OAPMATPEJAAooen

ya. Anrom Flonos 6p. tlL-3,100O Cxonje, p. C. Manegonr,tja

Maprja fyaeea

O4roaopno nrqe 3a $apnnaxoanrunaHqa
rer/$axc: +389 2 3?:ggl1z
Mo6: +389 78 338 676
E-mail: marija @farmatrejd.com.mk

'otxuE.
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