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H MOXHHTe HeCaKaHr peaKL{HH IUTO He ce Ha

Bo naKyealbero. HecaxaHl4Te peaxqxr oA
nph;aBr4Te n AhpeKTHo eo HaqnoHanHl,tor

Qapnaxoeurnna+\a npra Arenqnjara sa reKoBH t4

cpeAcrBa (yn. ce. Krapr,ra r,r Merograj 6p. 54 xar 1) unn no enekrpoucxr

ffitffi

ilofr?u, ,t-^9

nar npexy ae6 crpaurqara Ha Areuqnjara https://marmed.eov.mk/



14nQopnna\vv1 3a naqHeHrH Kor4 ynorpeOyeaar thalidomide L00 mg

oaoj nH0op MarnBeH BoAvrLr coApx vl vlnOoprlqa \nn 3a:

CnpevyeaFbe Ha HaureryBarue xaj HepoAeHhre 6e6ran"a: floxonxy thalidomide ce
3eMa 3a BpeMe ua 6penneHocr, Molxe Aa npeAn3BHKa cepfio3Hn BpopleHn 4e$ex1a
vnn cupr Ha Hepono,eHoro 6e6e.

Thalidomide e nprcyreH Bo MaruKara ceMeHa reqHocr n KaKo MepKa Ha

nperna3nhBocr, chre MaUIKH naqfieHTH MOpa Aa KopHcrar npe3epsarHtsh 3a BpeMe Ha
TperMaHor, 3a BpeMe Ha npeRnHilTe Ha Ao3fiparbero u Hajnnanxl' 7 fqeHa no
npeKHHyBaFbero Ha rperMaHor, p,oKonxy Hr4BHara naprHepKa e 6penneHa H.rtH e co
penpoAyHr[BeH noreHqrja n u He Kopr4crH e$nxacHa KoHTpaqenqr,rja.

flporpanna 3a npesenrlraja Ha Spennenocr npH ynorpe6a Ha thalidomide: Oeaa
nporpaMa e greajHHpaHa Aa cnpequ HepoAeHfiTe 6e6raroa ga 6ngar [43.noxeH4 Ha
thalidomide.

oeoj rH$opMarhBeH BoAt4tl o6es6e4yBa eAyKaqnja zathalidomide ra (e BH oBo3Moxr4
.qa 3HaeTe tUTo r0,a npaBilTe flPeA, 3a BpeMe Ha 14 no ynorpe6aTa Ha thalidomide.

osoi rHSopMarhBeH BoAl4q HeMa Aa Bn AaAe ran$opnna \av 3a MynrhneH MHe,roM,
3aroa rpe6a rqa ro npaulare Bauror neKap AoKonKy HMare KaKBH 6nno npauaFba.

fipegynp€AyBalbe: TeuKvt xt4Boro-3arpo3yBaqKu BpoAeHfi ge$ex1a. .{oxoaxy
thalidomide ce 3eMa 3a BpeMe na 6penneHocr, Moxe Aa npeAhsBr4Ka cepho3H4
BpoAeHH 4e$exrn nntA cwpr Ha Hepo4eHoro 6e6e.
Thalidomide snxorau He cMee Aa ro Kopr4crar 6penneur xeHh, lwpejiia caMo eAHa
o6noxeHa ra6nera Molxe p,a npeAH3BHHa cepno3Hr4 BpoAeHH 4e$exrra.
Thalidomide Hhxorau He cMee Aa ro Kopl4crar )KeHh Koh ce cnoco6ur Aa
aa6penneuar, ocBeH aro He ja cnenqar Iporpannara 3a npeBeH4ktja xa 6peruexocr
npH ynorpe6a ua thalidornide

Apyru HecaKaHH peaKL{H14 Ha talidomide exnyuyBaar r€uJHLr cp

3a .qeran u r,r ra n$opnn a\vv1 3 a cHTe Molr( H r H eca Ka H H pea K L{r,r 14,

ro ynarcrBoro 3a ynorpe6a Ha neKor uro goafa Bo naKyBaFbe

ta6netn thaf idomide.

Axo rnnare KaKBr 6nno HecaKaHH peaKL{r414, KoHcynrnpalre cd
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14nQoprvra\vv 3a naqr{eHrh Kon ynorpedyraar thalidomide L00 mg

SapnnarleBr nnn MeAhqnHcKa cecrpa. Toa rH BKnyLtyBa h Mo)t(Hnre HecaKaHh peaKLI4h
tIJTo He ce HaBeAeHr Bo oBa ynarcrBo Bo naxyBaFbero. HecaxaHhre peaFlr_lhH oA neKor
MOlKere Aa rv nprjaerre t4 AHpeHTHO BO Ha4rOHanHhor qeHTap 3a

SapnnaxoBhrHnaHL[a npH Arenr4rajara 3a .fleKoaw n MeAhqHHcKH cpe4crea (yn. Ce.
Hn'pnn ra Meronqrj 6p. 5a xar L) vnv't no e.nexrpoHcKh nar npeKy ee6 c-rpaHhuara Ha

AreHqrjara https://malmed.sov. m k

AononHnre/lHo, HecaKaHXTe peaxqH n vnn coMHHTen Hn vnn norBp4eHm 6peueHocrn
vna4 H3roxeHocr Ha Serycor Moxere Aa rn nprajaarare n Ao Hoc4Te.flor Ha

op,o6penraero 3a craBaFbe Ha .nexor Bo npoMer ao Peny6nuxa CeeepHa N4axe.4oHraja:
OAPMA TPEJA Aooe.rt, yn. AHroH llonoe 5p. !/t-3,1000 Cxonje, F. C. Milxe4oHraja
Konraxr: Mapraja fyneoa, onqroeopuo nfiqe sa SapnnaKoBhrh.flaHqa,
renl$arc: +389 2 32gg 792
rer: +389 78 338 676

E-mail : marija@farmatrejd.com. mk

oeoj l4HSopMarhBeH BoAHt't co,qplxn H BaIKHH NHSopnnaLlHH 3a norpe6ara Aa Aa ce
tas6ernyaa AapyBabe KpB 3a BpeMe Ha rperMaHor, 6es6e4uoro piaKyBaFbe co
thalidomide ra 6es6eAHoro orcrpaHyBaFbe Ha HekrcKopr4creH4Te o6noxreu n ra6nervt
thalidomide.

Be MorhMe BHHMarenHo npounrajre ro oaoj hneoprvra
ynarcrBoro 3a ynorpeoa Ha neKor Koe ce xaofa Bo naKyBa
ne Br e jacuo, Be MonhMe no6apajre og Bau.lNor nexap Aa

AnpNn 2026 roguua
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14n$oprvra\nv 3a naqxeHrh KoH ynorpe6yeaar thalidomide L00 mg
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14u$opnnaqvv 3a naL{HeHrH Hox ynorpetiyaaar thalidomide 100 mg

Bose4

Thaf idomide npranafa na rpyna ,rteKoBr4 no3Harr HaKo ,,r4MyHocynpec4BHyr,, ne1oat4.
Tre 4ejcrByBaar npeKy anniaune Bp3 KnerKr4Te BKnyqeHH Bo Balunor r4MyHonolxKr4
chcreM. l4nnyHonoluKHor cl4creM e Aen o4 o46paHara Ha re.floro h noMaFa ao 6op6ara
nport4B 5onemw n rH$exqnra. Thalidomide nwa n aHTL4aHrnoreHX cnojcrea. oea sFraqn

AeKa fo cnpeqyna paseojor Ha HoBt4 KpBHH caAoBr4 (aurnoreHesa). AnrraoreHe3ara e
BalKHa 3a KapqnHoMnre 6upeii<'vt rre rpe6a ga $opnnrapaar HoBH KpBHh caAoBh 3a Aa
pacrar. Thalidomide e rcnrryBan xaj Kapu,hHoMn sa &a ce BnAn Aann (e ro cnpeq4
pacror Ha KapL{HHoMOT CO CnpeqyBaFbe Ha paseojor Ha HoBh KpBHr4 CaAOBh.

vnatcraoro 3a ynorpe6a uro ce uaofa Bo naKyBaFbero co4pxh noae(e r,rH$opnna4r,rr,r
sa thalidomide.

oeoj nH$opMarhBeH Bortt,l4q e ra,e.n op,,,llporpaMara 3a npeBeHr4raja na 6penneHocr npH
ynorpeoa r+a thalidomide", turo e HeonxoAHo 6vrgej1ira axo thalidomicle ce 3eMa 3a
BpeMe ua 6penneHocra, MolRe p,a npeAH3BhKa reulKr4 BpoAeHH geQexlrr Hnfi cMpr Ha
HepoAeHoro 6e6e' Bo L950-rvre v L960-rr,rre, thalidomide r,rnn ce nponhulyBan Ha
6penneur x{eHh KaKo ceAarvl vt aa y6naxyBahbe Ha yrpuHcKhre MerqHHHfi. Kaxo
pe3ynrar Ha roa, npn6nwxHo 1"2.000 Aeqa ce poAeHh co reuKh BpoAeHra 4e6exrm
npeAH3Br4KaHh o4 thalidomide, a npu6nuxno 5.000 ce xfieH fleHec.

'r!
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Flporpannara sa npeBeHr4raja Ha 6penneHocr nph y,norpe6a ua
talidomide e gnsajHHpaua Aa cnpeqH h3.noxeHocr Ha
talidomide xaj Hepo,qeHnre 6e6rarua. Co roa ce o6es6egyaa
gexa (e 3Haere luro Aa npaBhre npeA, 3a Bpejue Ha ,4 no
3eMaFbeTo Ha,neKoT:

L Talidomide e nprcyreH Bo ceMeFiara reqHocr xaj nnaNrre.

2.

3.

Talidomide MolKe

Bpogeuure

Ka cepHo3Hh BpoAeHh
AeQeKrH nnn cM e6e.

cKpaTeHX pa4e
nan xose, rqe$ nana,,qe$exrn Ha
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2.

kiH$opma\v1n 3a naqHeHrH Kol4 ynorpedyeaar thalidomide L00 mg

Thalidomide HhKorauJ He cMee Aa ro xopl4crar xeHH Koh ce 6pervreHn unt4 xelu xou 6u
Moh(e/le ,qa sa6penaeHar, ocBeH aKo He ce hcnonHerh cure ycnoBra o.q l-lporpaMara 3a
npeaeHqnja Ha 6penneHocr npn ynorpe6a na thalidomide (oene ycnoB, ce onnuaHh Bo
oaoj hu$opMarHBe!.fl ao4rv).

6ngej(n thalidomide e npucyreH Bo ceMeHara reqHocr raj maxure, KaKo nperna3nHBocr,
MauKhor naqheHT xe rpe6a Aa Kop,4crn npe3epgauB aKo e Bo cexcyanHa aKThBHocr co
6penneua xeHa h.nH )KeHa co penpoAyKTnBeH norexr-qujan xoja He Kophcrn e$rxacxa
xoHrpaqenqrja (gyptl H aKo Ma[uKHor naL{HeHT HMa.n aasexrornrja), 3a BpeMe Ha
TperMaHor, 3a BpeMe Ha npeKhHHTe Ha Ao3ara r Hajnnanxy 7 geHa no 3aBpulyBaFbe Ha
rperMaHor co thalidomide.

Maulxure naqheHTi4 He cMear Aa .qoHhpaar ceMe Hnh cnepMa 3a BpeMe Ha rperMaHor
(exnyuyeaj*u ru u npeKHHHre ua goeara) n uajnnanxy 7 4eua no npeKHHor F{a thalidomide.
l-laqreHrnre He cMear Aa AapyBaar KpB sa BpeMe Ha rperMauor {exnyvxrei1Ho H 3a BpeMe
Ha npexHHHTe ua gosara) r Hajnnanxy 7 ,qeHa no 3aBpuyBabe Ha rperMaHor co
thalidomide.

FlaqueurNre He cMear Aa AaBaar thalidomide Ha Apyro rulle H Mop€r Aa rv1 Bparar
HeHCKOpr4CTeHhre o6loxenn ra6rern xaj fapnnar4eBTor na xpajor oA Tper,\4aHor.

oeoj raH$opnnarhBeH BoAl4L{ coApx14 Bax{Hn ran$opnnar-1rara sa flpprpannara 3a
npeBeHqHja Ha 6penneHocr npH ynorpe6a na thalidomide. BHrmarerHo nporJr4rajre rN
ttHQopnnaL{hHTe h npeA na 3anoLlHeTe co TpeTMaHor rpe6a:

3" Aa rn pae6epere pvsvuure oA TperMaHor co thalidomide. lBe Mo,[HMe,
npoBepere ro ynarcrBoro npeA Aa ro ynorpe6nre ,rteKor, 6nge:j(<,w cog,pxr4
rH$opnnar4raN 3a chre HecaKaHh peaxU,Hh r.xro Moxar Aa ce nojaear co
thalidomide.

,{a rv pas6epere ynarcrBara 3a 6es6e4na ynorpe6a
BKnyqHTenHo vl KaKo Aa ce cnpeltil 6penneuocr.

,.{a pas6epere uJTo .a,a oqeKyBare 3a Bpe noqeTHaTa L'l

Ka)r{a.n Baunor

Baurnor nexap

nocneAoBare,rt HHTe KoHcynraq tAA ca Ba ur nor

3.

4.

5.

2.

3.

Ha thalidomide,

a. Be nnoarnne, 6ngere cnrypHh AeHa cr
neKap npeA Aa sanoqHere ynorpe6a Ha thal

6

6" floxonxy Heulro He pa36ltpare, Be

no8ropHo Aa BH O6jaCnr,r.
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t/H$opnnawu 3a naL{}4eHrH Koh ynorpe6yeaar thalidomide 100 mg

Thalidomide ra BpoAeHh

Cnre reKoBl4 Moxar Aa npeAil3BuKaar ,,HecaKaHH peaK4hu".lficxnyqr{TerHo BaxHo
HecaKaHa peax4nja og thalidomide e roa uro axo ce 3eMa 3a BpeMe ua 6peueHocr,
Moxe Aa npeP,H3BHKa cepho3Hn BpoAeHH geQexrra Hnil cMpr Ha Heporrr,eHoro 6e6e.
Bpop,exrare gefiexrn BKnyqyBaar cKpareHfi pa4e nfiv Ha3e, 4e$opnnr4paHh paue HnH

cranafia, ,qe0exrra Ha CIqrre nnv Vwvre r npo6.nemn co BHarpeuHrre opraxn. Oea
3HaqH rqexa thalidomide srxorauJ He rpe6a Aa ro 3eMaar:

)Kesn Kofi ce 6penneura.

)KeHu xon 6u Moxere 4a sa6peMeHar, ocBeH aKo He ja cae4ar flporpannara 3a

npeBeHqytja Ha 6penneuocr nph ynorpe6a Ha thalidomide.

)Kenu co penpoAyKrhBeH norenqnjan

3a epenne Ha rperMaHor, axo ce coMHeBare AeKa cre 6penneHn, Mopa BegHau Aa ro
npeKhHere rperMaHor H BegHau Aa My Kaxere na BaunoT neKap xoj en ro
nBonnuar fieKoT.

MauJxt4 naqheHTlt

Thalidomide e nphcyreH Bo ceMeHara reqHocr. oea 3HaqH AeKa aKo Bauara naprHepKa
e 6penneH a nnn e Bo MolKHocr Aa sa6pennex w w He Kopl4crn eSmxacHa KoHTpaqen4rja,
Mopa Aa KopHcrt4Te npe3epBaruBr cexoj nar Kora HMare xerepoceKcyanHa aKTHBHocr
3a BpeMe Ha rperMaHor, 3a BpeMe Ha npeHHHrre Ha Ao3l4palbero n 7 geua no
3aBplxyBabero Ha rperMaHor, AypH H aKo cre nMare Ba3eKToMnja,6ngej(ra cenneuara
TeqHocr Moxe cd yure Aa coApx{ra thalidomide eo orcycr o3on4n.

Axo eauara naprHepxa sa6peMeHH AoAeKa sen are th og 7 geua
orxaxo (e npecraHere Aa ro ynorpe6yeare, rpe6a Baurnor
.neKap, a Bauara naprHepKa rpe6a BeAHauJ Aa ro H3B

Anpna 2026 roguna
Bepsnja L.0
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14HSoprvrawln 3a naqHeHrH KoH ynorpe6yeaar thalidomide L00 mg

Thalidomid e n Apyrn Mox Hu HecaKaHH pea KL\tArA

Kaxo n cnre Apyrr .neKoat4, ra thalidomide nnoxe Aa npeAh3BHKa HecaKaHh peaKLlHH,

n noxpaj Toa uro He rH go6uaa cexoj.

Hexon HecaKaHr peaKqHH ce noqecril oA Apyrrre, a HeKor ce nocepho3gr4 or,
Apyr-hre. flpaurajre ro Baurnor neKap uro Bkl ro nponhuar .flexor nnu Sapr{aqeer
AoKonKy caKare 4a go6nere noae(e raHQopnna\nn r norreAHere ro ynarcrBero Bo
naKyBaFbero. floee(ero secaxaHh peaxqhr ce npnepeMeHh ,l .necHo Moxe Aa ce
cnpeqar nnv fieKyBaar. Hajeaxno e p,a 6ragere cBecHfi luro Aa oqeKyBare r ujro Aa My
npnjaarre na Baunor neKap. Baxuo e Aa pa3roBapare co Ba[rlr4or nexap AoKonKy
hMare HecaKaHH peaKqHil 3a BpeMe Ha rperMaHor co thalidomide.

ConnHrreaHa EpenneHocr H HecaKaHH peaKL{r4r4 oA neKor Moxere Aa ru nprajaqr,rre N

ArpeKTHo Bo HaqnoHanHmor L{eHrap sa SapnnaKoBfirn.naHqa npr AreH4rajara sa
.neKoBH n MeAt \vlHcKH cpeAcrBa (ya. Ca. Hupun n Mero4nj 6p.54 xar 1) unn no
eneKrpoHcKh nar npeKy ee6 crpaHara Ha Areu4rjara http://malmed.gort.mk/.

flononurretHo, HecaKaHure peaKr{Lr u vnn coMHnrel Hu vnn norBpAeHr 6penneHocrg
nnn n3.noxeHocr Ha $erycor Moxere Aa fn nprjaerre v Ao Hpc4Te.nor Ha
ogo6penrero 3a craBaFbe Ha .fiexor Bo npoMer eo Peny6nuxa CeaepHa lVlaxep,oHraja:
oAPMA TPEJA Aooer, yn. AHroH flonoe 6p.1./!-3,1000 cxonje, p. c. Merxe4oHraja
KoHraxr: Mapraja l-ynesa, O4roaopHo nhqe sa $apnna RosnrnnaHqa, Te.n: +3g9 7g 33g
676, E-mail : marija@farmatrejd.com. mk

Ilpecranere Aa 3emare thalidomide n BeAHaru nocerere ne6ap a6o ro ga6enexnre
cneflHoBo:

o ilannnra\nn,6olxa Bo rpaAhre {exnyvr,rrerHo 14 !potxr4pkt Ha paqere,
Bparor, Bn^n\ara, rp6or v1nt4 crowaxor), np , TeuJHOTt4n npu
At4tueFbeTo, noTelbe, tspTorraBhqa, 3aMaTe

Oea e BaxHo 6ngejkn ropeHaBeAeHnre c HAhKaTOpn 3a
nocepro3Ho cpt{eBo aa6olyBarbe, KaKo uro e

norpe6Ha hrHa MeAXLIHHcKa noMoLu.

Molxe ga 6nge

Anpna 2026 ropnna
Bepsrja 1.0 8
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lrlH$opnna\nn 3a naqxeHrt,l Kolt ynorpe6yeaar thalidomide 100 mg

f-lporpaMa 3a npeBeH \vja
ynorpe6a Ha thalidomide

Ha openneHOcr npH

)Kenn co penpoAyKrHBeH norenqrjan

Tpe6a Aa My KaH{ere na BauNor neKap xoj ro nponrua,n nexor aKo cre 6pennepn rnr

Be.0,HauJ hoT.neKap.

MHc.nhre AeKa nnoxe6n cre 6penneHV nnn nnaHilpare nqa sa6peMeHhre, 6ngejf<,n ce
oqexyBa thalidomide ga 6uge ulrereH 3a HeporqeHoro Aere.

1. ,{oxolxy Moxere ga sa6penneHrTe, Mopa Aa rH cneAhre cnre norp e6unMepg4 3a

rqa cnpeqnre Aa sa6penneHure n A,a ce ochrypare AeKa He cre 6pentieHn 3a FpeMe
Ha rperMaHor. [lpe4 Aa 3anoqHere co rperMaHor, rpe6a Aa ro npauare Bpulror
neKap Aanv Moxe .qa sa6peMeHrTe, AypH H aKO Mn;nnre rq,eKa roa e ManKy
eepojarro.

2. floxoaxy cre Bo MoxHocr 4a sa6peMeHhre n Aypn r aKo ce cornacyBare h
norBpAyBare cexoj Mecell AeKa HeMa Aa hMare cexcyanHa arKTlBHoFT, *e
HanpaBHTe recr sa 6penneHocr noA MeAHqHHcKH HaA3op npeA TperMaHor. Tecror
*e ce noBTopyBa najnnalxy Ha cexo u 4 uegenn 3a BpeMe Ha rperMaHor n 4 tBgenn
no 3aBpulyBaFbeTo Ha TpeTMaHoT.

3. floxonxy cre Bo MoxHocr ga sa6peMeHhre, Mopa Aa Kopr4crnre 6apeM eAeH
eQnxacen MeroA Ha KoHTpar-1en4uja Hajnnanxy 4 Henqenu npe4 Aa 3anoLtHere co
TperMaHor, 3a BpeMe Ha TperMaHor n uajnnaaxy 4 uege.nr no 3aBp[JyBa]be Ha

TperMaHor. Baulnor neKap uro ro nponuulyBa ,rteKor lie npegnox(H cooABerHh
MeroAH Ha KoHrpaL{enquia, 6ngejku HeKor BnAoBu KoHrpal{enr-qraja He ce
npenopaqyBaar co thalidomide. 3atoa, BaH{Ho e Aa pa3roBapare 3a oBa co Baurror
,eKap xojulro Bil ro nponrua,n.neKor.

4. floxoaxy ce coMHeBare AeKa cre 6penneHh Bo xoe 6rno BpeMe AoAeKa 3eMare
thalidomide, uopa BeAHau Aa npesraHere co thalidomide ra BeAHauJ Aa ro
h3BecThTe Ba l'ljhoT neHa p.

5. floxonxy ce coMHeBare AeKa cre
npeKHHyBarbero Ha thalidomide, Mopa

6penneHu Bo 4 HeAenh no

Mauxu naqlteHTn

nQoxol xy r,tMare n a prH epKa

KoHrpaqenqrja rar ae(e e

Anprr 2O26 rognua
Bepsnja 1.0
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t4H$opnna \nv 3a naL{HeHrh Kox ynorpedyeaar thalidomide L00 mg

TperMaHor {exnyvrarerHo il 3a BpeMe Ha npeK vHVTe Ha Ao3HTe) ra Hajnnanxy 7 geHa no
3aBpuyBa|be Ha TpeTMaHOT.

He cnneere Aa AoH,pare ceMe nnn cnepMa 3a BpeMe Ha rperMaHor {exaylt,Te,nHo h
3a BpeMe Ha npeKhHHTe Ha 4osure) u uajnnanxy 7 geua no 3aBpuJyBaFbe Ha rpergaHor.

tlpoqeHxa Ha penpogyKrnBHxor noreH qujan
Ha naqneHrrre oA H{eHcKH nofl rte HM 6nge H3Bp[ueHa npoqeHKa Ha
penpoAyKru9H[or noreHqrjan oA crpaHa Ha HhBHHTe nelapv, 14 ocBeH aKo He cruaiare
Bo eAHa oA cneAHHBe HaTeropHl,l, Mopa Aa rn cneAhTe cnep,HhTe coBe:ru 3a
KoHrpaqenqrja:

1' 14nnare Hajnnanxy 50 rop,raHn v npwpoAHo vnare aMeHopea najrvra,nxy 1- ro.o,rHa

{anneHopea no repanraja na KapL{r4HoM nnu sa BpeMe Ha AoeFbero H€rja racxayvyea
MoxHocra aa pafarue geqa).

2. Bauara Marxa e orcrpaHera (xucrepexrorvrraja).

3. Baurre jajqesogn v ABara jajHr,rxa ce orcrpaHerr,r (6r,raarepa,nHa
ca"nn H H roo$o pexro nnrja ).

4' l4nnare npeABpeMeHo orKaxyBaFbe na jajnrar4HTe norapAeHo og cner-paj anncr
rHHeKOnOr.

5. l4nnare XY renorran, TapHepoB cHHF,p oM nnv yrepnlrHa areHe3a.

floxoaxy cMerare AeKa cre xeHa co penpoAyKTuBeH norenr-1raja.rr, Be MorrhMe Ber6,Ha[!
rsBecrere ro Bauror .neKap.

KoHrpaqenrnBHH MeroAH 3a rt(eHn co penpoAyKruBeH noreHLtrjan
I-lpeg ra,a 3ano''tHere co noqerHnor rpermaH, BaLUror neKap lie pasroeapa co B:?c 3d
KoHTpaLienrHBHhre MepKn uro Mopa Aa rn cnerqrre. n{oxonxy nocroH MoxHocr Aa
sa6penneHrre, Mopa Aa KopHcrxre 6apeM eAeH eQNxaceu Merorq Ha KoHTpar-1enr1r,rja:

1.

2.

3.

Hajruanxy 4 uegenu npeA Aa 3anoqHere co rperMaH co thalidomide.
3a apenne Ha rperMaHor, na Avpv 14 3a BpeMe Ha npeKwlnre Ha rperMaHor.

,[,o Hajnna nxy 4 HeAerH no 3aBpulyBaFbero Ha r

Bau:ror nexap luro Bl4 ro nponhuyBa neKor (e ee [4 MeTOp,n Ha
KoHTpaqenqrja, 5ngejkn HeKoH BnAoBn KoHrpaL{ allyBaaT co
thalidomide. 3aroa e BaH{Ho Aa pa3roBapare 3a o l(ojujTo Bh ro

Anprr 2O26 rognua
Bepsrja 1.0
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l/u$opnnal{Hn sa nauHeHTH KoH

nponhuan.neKoT.

ynorpe6yeaar thalidomide L00 mg

Baxno e Aa He rH MeHyBare MeroAnre Ha KoHrpa4enqraja {xonrpaqenqnjq) 6e:
nperxoAHo Aa pa3roBapare co Bautror neKap xojr.uro Br,t ro nponHua.n J'te1or.

Tecrupa lbe Ha 6pervreuocr
.{oxonxy cre 6penneua nnn ce o6ra4yaare Aa aa6penneuure, H€r cMeere Aa
ynorpe6yeare thalidomide. .{oxolxy cre Bo MoH{Hocr ga aa6peMeHuTe, B4ruraor
neKap lie npaara peAoBHt4 TecroBt4 sa bpenneHocr 3a,q,a norBp4h.qeKa He cre 6penneun
npeA Aa ynorpe6rre thalidomide.

' Mopa Aa Kopvtcrnre e$nKaceH Merog Ha KoHrpar-lenr4raja Hajnnanxy 4 He4elr
npeA rqa BH 6nge nponHujaH thalidomide.

' Tecror sa 6penneHocr tie ce npaBfi najrrnanxy Ha ceKon 4 ue,qenu, ocBeH Bo cnyqaj
Ha norB prqeHa crep hn naa 4uj a H a jaj r-qeeo ALAr e.

r Bau:nor neKap *e ro HanpaBH Tecror aa 6penneHocr 3a BpeMe Ha nprer.neAor Kora
Br e nponhuaH thalidomide nnu Bo nperxoAHnre rpil AeHa.

o Tecror sa 6peMeHocr (e ce npaBr uajnnaaxy 4 uegenn no 3aBpuyBaFbe Ha

TpeTMaHoT.

cTe nponyuTHre

Pegurfl e Ha KoHrpaqenq niara
Baxuo e rqa rH pas6epere h F,a ru cne$nre ran$opmaquxTe 3a cooABerHHTe MeroAta Ha
KoHTpaqenqnja H Tecrhpalbe 3a 6peruenocT Luro ce onnuaHH noAony.

Tecroenre sa 6penneHocr Mopa Aa ce npaBar Hajnnanxy Ha ceKox 4 negenn, Aypt4
h aKo MHctlllre Aexa HeMa ttlaHc]r 4a sa6peMeHnTe oA BauJt4or nocneAeH Tecr.
KoHrpar4enrnBHnre MeroAH Mopa Aa ce cneAar uajnnaaxy 4 HeAenH npe&
noqeroKor Ha rperMaHor, 3a BpeMe Ha rperMaHor, Aypt4 n 3a Bpel\,le Ha

npeKhHl4Te Ha P,o3Hpa|bero n Hajmanxy 4 He.qenx no 3aBpuJyBaFbe Ha rperMaHor.
Paarosapajre co Baurror fleKap npeA Aa npoMeHfire Koj 6nn,o MeroA Ha

KoHrpaqenquja.

3a epenne Ha rperMaHor, aKo nponywrvre unvl

MeHcrpya\n)a, nnv vware HaKBo 6nno Heo6 pebe, Mopa
.qa ro npeKHHeTe TpeTMaHOT H BeAHaUJ Aa My rKap.

Axo nnncnuTe.qeKa cre 6penneHu, npecraHere
KoHTaKTHpajre ro Baulror neHap.

ide ra BeAHau

Anpnn 2026 roguna
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1.

2.

3.

hn$opnna qnn 3a nauHeHTH Koh ynorpeOyaaar thalidomide 100 mg

r He aennajre thalidomide axo cre 6penn e+n vnn MHc.fiHTe AeKa cre 6penn eHr4 unl,
nnaHhpare Aa sa6pennenNre, 6n4ej*n thalidomide npeglr3exxyBa BppAeHn

AeQeKrH H cMpr Ha $erycor.

KoHrpar4enrHBHH MeroAH 3a MaH{H
flpeA Aa 3anoqHere co noqerHxor rperMaH, Baulnor neKap *e pasroaapa co Bac ea
KOHTpa4enrHBHhre MepHH UJTO MOpa Aa ru cneAHTe aKo hMare napTHepxa loja e
6pervreHa unn xoia e Bo MoxHocr Aa sa6pennen n, 6ugejh4 Mopa Aa ja $aur4rHre oA
HaKBo 6nno h3noxyBaFbe Ha thalidomide. Oea 3HaqH AeKa aKo Ba[Jara naprHepKa e
6penneua vlnv e Bo MoxHocT ra,a sa6penneH u u He Kopr4cTH e$rxacreu Mere4 Ha
KoHTpaqenqnja, MCIpa,qa Kopt4crhre npe3epBaruBr4 cexoj nar Kora hMare ceKcyaneH
oAHOC:

3a epenne Ha rperMaHor/ AypH h 3a BpeMe Ha npeKnHnre Ha Ao3nre.

{o Hajnna nxy 7 F,eHa no npexnHor Ha rperMaHor.

AypN h aKo cre HMa.ne rasexronnrja.

Axo aautara naprHepxa :a6peMeHH AoAeKa 3eMare thalidomide unu Bo pog o4 7 4eHa
orKaKo |ie npecraHere Aa ro 3eMare, rpe6a BeF,Hau Aa ro h3BecrHTe Baulhor,rreKap, a
Bauara naprHepKa rpe6a BeAHau Aa ro H3BeCTh r ceojorneKap.

lKeHr 6es pen poAyKrHBeH noreHqnja/l
3a ga ce ocuryph AeKa HepoAeHoro 6e6e HeMa ga 6uge lidomide,
Baulrlor neKap (e nonolnra $opnnynap 3a cBecHocr sa p AH fqeKa
He cre Bo MoxHocr Aa sa6penneHnre vl AeKa cre 3aflo3 ATA BO

Bpcxa co AapyBalbero KpB H 6ea6e4Horo orcrpaHyBa

ra6aern.

Anprn 2026 rognua
Beparaja 1.0
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1.

14HSopnnawv 3a naLiHeHrfi Koh ynorpe6yaaar thalidomide 100 mg

Tpernna H co tha lidomide
Ilpe4 4a 3anoL{Here co nolrerHlior rperMaH, Bauror /teKap (e Be 3aMo.n6 Aa
npoqHTare H nornnuere Ooprvrynap 3a cBecHocr 3a ph3HK, Koj notrBpAyBa AeKa

AoAexa 3eMare thalidom ide :

Bne ro pat6rapare pn3Hxor oA BpoAeura .qe$etrn n peaxqrr4Ta uJro Mopa Aa rn
npe3eMere 3a p,a cnpeqnre nojaea ua oaoj pvtsttt, Bo saBxcHocr oA Toa rqalh cre
naL{heHTKa xoja Mox(e ga aa6peMeHm, MauKH naqHeHT nnv naqtALtHTKa xgja He

MoH{e p,a sa6peMeHH.

,Qoxonxy cre Bo Mo)+(Hocr ga sa6penneHrTe/ *e ru cneAHTe norpe6unre ycnoBn 3a

cnpeqyBarue Ha 6pemeHocr.

Kaxo MaluKt4 naqheHT, ja pas6rapare norpe6ara og ynorpe6a Ha npe3epearhBr4 3a

BpeMe Ha rperMaHor (exnyvyaajrira npeKnHH Ha Ao3npar+ero) u Hajuanxy 7 AeHa
no 3aBputyBarue Ha rperMaHor co thalidomide axo Bauara naprHepxa e 6pqnneua

nnL4 e Bo penpoAyKrHBeH noreHqnja.fl H He Kopr4crm e$nxacua KoHTpaqenr4nja.

l-n paa6npare ApyrHTe Ba)+{H14 6ea6e.quocHH npenopaxr uJTo Mopa pra ce c4ep,ar.

Bauror nexap rte ro uyea oaoj $opnnynap Bo Baunor MeAl4r4n+clvl Kap'roH, no lie Bm

AaAe xonNja.

,Qoxoaxy HMare napTHepHa xoja e 6penneH a unn e Bo MoxHocr Aa ra6pemeHr/ qalgHo

e raa Aa rH pas6epe pn3vtLlltre oA H3nox{eHocr Ha thalidomide 3a BpeMe ua Bqurror
TpeTMaH.

Eer6egxocHr Mepxh 3a BpeMe Ha rperMaHor

' Be nnonrnne 3anoMHere AeHa thalidomide nnopa Aa ro Kopxcrt4Te carno elae. He ro

Aetere Baunor .nex co Hxxoj Apyr, AypH H aKo HMa c.ru4r{Hr4 cur/lnroMn HaKo

BaulhTe.

t{yaajre rn Bawnre thalidomide o6noxeHn

Apyr Aa He MolKe cnyvajHo &a rv 3eMe.

ra6neru xa 6es6e4l{o M€rcro, aa nrxoj

Llyeajre ro thalidomide noAaneKy oA BHA ra goSar

He cnneere Aa AapyBare KpB, a MaxHTe hcro ra
vnt4 cnepMa, Aog,exa ce neKyBaar co thalidomide
Ha Ao3ara) N Hajrvranxy 7 geHa no 3aBpuyBaFbe Ha r

Anpnn 2Q26 rognaa
Bepsuja 1.0
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1.

2.

l'lxQopnnaqHil 3a naqHeHrH Koh ynorpe6ysaar thalidomide L00 mg

flpneru Ha Bauhor peqenr

3a xeuvl Bo penpop,yxTnBeH neproll Baunor neKap lie rsrqa4e peqenr 3a 3anfixa He

noee*e o4 4 uege An, no&ycnoB Aa cre HMa.ne BannAeH HerarHBeH recr Ba 6peruleuocr
Bo poK o4 3 4eua npeA AaryMor Ha npenHuyBatuero Ha peqenr. l44earHo, pellenror
rpe6a Aa Bn 6ra4e h3AaAeH Bo poK og 7 gena oA AaryMor Ha peqenr.

3a xeHn Kox He ce Bo penpoAyKT%BeH nepnoA yt MauKh naqHeHTH, Baulnor ae6ap rie
H3AaA,e pel{enr 3a 3arHXa He noee(e ogtZ HeA,erH.

Ke rpe6a Aa ro nocerilTe BaunorneKap cexoj nar Kora noBTopHo (e en rpe6a peqenr.

Kaxo ga ro ynorpe6yBare flexor
Bauror Qaprvrar.leBT Moxe Aa BV noMorHe n &a Bn AaAe coeern oxony ynorpe6qra Ha

reKoBHTe. Ha sexon nyie HM e Kopr4cHo ga o3HaqyBaar Bo KaneHAap Kora rh 3pMaar
.neKoBHTe cexoj AeH nnn Aa nocraBar anapM 3a Aa rH norcern Aa rn 3eMar neKoBHTe.

-ff exapor *e en npenrUe .qo3a na thalidomide coorqgerHa aa Bac.

Kora thalidomide ce KopHcrH 3a nexyeaFbe Ha MynrilneH Mhe,norvr, thalidomide ce
Kopr4crH eo xor\^6hHarlraja co ABa Apvrvt.rteKa (melphalan n prednizon).

Cexorau: ynorpe6yeajre ro .nexor roqHo KaKo uro Bn Ka)t{a,n Baulror nexap.

fl,oxonxy He cre cnrYp+vl, KoHcynrmpajre ce co Baunor neKap nnn c<, $aprvrgqeer.
Baunor nexap Moxe Aa ja npnnaroAn Ao3ara Bo saBncHocr oA pe3ynrarpr orq

KpBHl4Te TecToBl4 v1 eBeHryanHHTe HecaKaHh peaK4Hl4 utTo Anox{e Aa rv|
noqyBcTByBaTe.

He sennajre noee(e o6aoxeun ra6aern orr(o"nKy rilro Bn nponwrar Baurnor
/fexap. ,{oxonxy ce coMHetsare, no6apajre coBer oA Bauror neKap nnu
$apruaqear.

Thalidomide o6noxeHhre ra6nern rpe6a Aa ce npor enn, co qaua BoAa.

Thalidomide o6noxeHHre ra6rerr He rpe6a ga

Thalidomide rpe6a Aa ce 3eMa KaKo e,qhHeL{

HaMa.nH aepojarnocra Aa ce L{yBcrByBare nocn

Thalidomide nnoxe r4a ce 3eMa co nnn 6es xpa

Anpna 2O26 roguua
Beparja 1.0
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14H$opnnaqnn 3a naL{HeHTkt KoH ynorpedyeaar thalidomide 100 mg

llJro Aa HanpaBrre aKo cre 3eMare
thalidomide

,
noBeKe oA nponHuaHara Aoga Ha

Axo sennere noeefte thalidomide orxonxy uJTo rpe6a, KoHcynrilpajre ce co neqEp nnvl
BeAHaui oAere eo 6on1w4a' floxonKy e Molt{Ho, noHecere ril co Bac naKyBaFbero co
"neKoT t4 OBa ynaTcTBO.

lllro Aa HanpaBnre aKo 3a6opaBhre Aa 3eMere thalidomide
1' Axo sa6opaerre Aa 3eMere thalidomide Bo BauJero eoo6hqaerHo BpqMe vr

noMHHa.ne noManKy op,t2 qaca: BeAHau 3eMere rH BauHTe ra6nerin.
2' Axo nonnnHa/le noee*e og12 Lraca: He rH sennajre BauHTe raoneru.3ennere rr

BaluHTe cne4{n o6noxeu w ralnetn eo aoo6HqaeHoro BpeMe cneAlrnor AeH.

hseecrere ro BauNor nexap axo cre nponylilTkrre uexoja Ao3a npn cne4Hara nocera.

Vnorpe6a Ha Apyrm neKoBH
Be nnonnnne KaH{ere My Ha Baulnor neKap r,ur'r SapnnaqeBT aKo 3eMa re vnv HeoAaMHa
cre 3eMane ApyrH reKoBt4, BHnyqrren+o n.neKoBr4 KyneHH 6es per_1elnr. .{oq<onxy
oAt{re Ha neKyBarue xaj Apyr neKap vnv ApVr 3ApaBcrBeH pa6orHnx (Ha npra1rep, xaj
BaLIJtfor croMaro,flor), rpe6a .a,a hM Kaxere AeKa 3eMare thalidomide r,r 4pyr kl ne!<oB4.

Vcnoen 3a 3aBpuyealbe Ha rperMaHor
flo aaepr.r.ryBaFbero Ha rperMaHor co thalidomide, eaxxo e:
1' fla rr'r Bparhre cHTe HeHcKopl4creHn o6noxexr ra6rela thalidomide naj eaurnor

$apnnar-ieer.

2. ,{a ne rqapyBare xpe Hajnna nxy 7 AeHa no 3aBpuyBa.bero Ha rperMaHor.

,{onorHrren*A coBer, 3a xeHH co penpoAyr{ThBeH noreuqrjar:
1" npo4onxere Aa ro Kopncrhre Baulnor e$rxaceH MeroA Ha KoHTpaL{enqraja

uajnnanxy 4 uegenu.

2. Mopa .qa HanpaBHTe nocneAeH Tecr 3a

3a Bp[ljyBaFbeTo Ha TpeTMa HoT.

6penneHocr HajnnanKy 4 HeAeny,t no

p,onolunrenlu coBerh 3a MauJKrl naqHeHTH:

1. floxonxy cre Kopncrene npesepBarhBH KaKo

Anpur 2026 rognua
Bepenja 1.0
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l4n$opnnaqvlvl 3a naL{r4eHrLl Koh ynorpe6ysaar thalidornide 100 mg

npo4onx{hre Aa ro npaBrre roa Hajnnalxy 7 gena.

2' nQoxonxy Baulara naprHepKa Koprcrena e$rxaceH MeroA Ha KoHTpaqen4rja,
Mopa g,a npo,.qonx{H Aa ro npaBn roa uajnna nxy 4 Hegenr.

3' He 4apyaajre xpe, ceMe nnn cnepnna uajnna nxy 7 AeHa no 3aBpuyBaFbero Ha
TpeTMaHOT.

Pa6orvr uro rpe6a fla ce 3eMar npeflBHA npn paxyBalbe co nexor: 3a
naqHeHTH, r{reHoBil Ha ceMejcTBO'rO H HeryBaTen}l

He ro gaaajre.rfeKor Ha urxoj Apyr, Avpn h axo ,4Ma cnl4r,Hfi chMnroMn. t{yaajre ro Ha
6es6ep,no Mecro 3a Aa He MoH{e nraxoj Apyr Aa ro 3eMe cayvajHo ra vyeajre ro
no.qaneKy o4 4oQar Ha rqel{a.

qyeajre ru 6nnctepHre co o6loxeHhre ra6rern Bo opnrnHanHoro naKyBap5e.

3ApaecreeHrre pa6otur,r4r, q.neHoBr4Te Ha cennejcreoro H HeryBare.nsre rpepa ga
Hocar paKaBhllt4 3a eAHoxparHa ynorpe6a npn paKyBalbe co 6ancrepor nnn
o6loxeuara ra6lera. Bnnnnare,nHo H3Bagere rH paxaBhq!4Te 3a p,a cnpeqilTe KoHTaHT
co Ko*(ara. Craeere rH Bo nnacrrltHa no,nHern,neHcKa Keca uJTo Moxe.11,a ce 3argopt4.
OrcrpaHere Fo HencKopl4creHror.neK Bo cor.nacHocr co ,floKa.rtHnre nponhc4. flloroa
paqere rpe6a reMe.nHo Aa ce ntwtuiat co canyH H BoAa. lKenrre KoH ce 6penneHra rlr
ce coMHeBaar AeKa ce 6penneHH He rpe6a Aa paKyBaar co lnncrepor nnno6noxeHara
ra6nera. Bra4ere no4ony 3a AononHrrerHH ynarcrBa.
npra paxyBaFbe co .neKor, Kopr4crere rH cxeAHy{Te MepKH Ha nperna:r.n'Bocr 3a Aa
cnpeqHTe noreHquja nYo n3noxyBaFbe aKo cre q.neH Ha cennejcrBoro nf nnn HeryBaren:

' Axo cre H{eHa xoja e 6pennena vnvl ce coMHeBare AeKa nnoxeon cre 6penneHa, He
rpe6a ro,a ro rqonHpare 6ancrepor vnv o6noxeHara ra6nera.

' Hocere paKaBHqh 3a eAHoxparHa ynorpe6a npH paKyBaFbe co npoH3BoAot nfnnn
naKyBaFbero (r.e. 6nrcrep nnn olnox{eHa ra6nera}.

Kopracrere coo4,BerHa rexHhxa npn BaAeFbe Ha pa e 3a Aa cnpeqrTe
n ore H qnjar Ho l43/lox{yBa Fbe H a Ko}t{ara ( r raoa,ere

Crasere rH paKatsHqhre Bo nnacrytqHa non MO}Xe Aa Ce
3arBopt4 n Qpnere fH cnopeA,noxa.nHHTe 6apa

Tennenso rsmrjre rH paqere co canyH H BoAa e paKaBHUHTe.

Anprn 2026 rograna
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14n$opnna \nu 3a naqileHru KoH ynorpe6ysaar thalidomide L00 mg

He gaeajre thalidornide na Apyro nHqe.

floxoaxy naKysalbero Ha neror ngrre4a snpuso ourereHo, npe3eMqTe rn
cnegHxre AononHHTerlHl,l Mepfilt Ha nperna3rlrBocT 3a Aa cnpeqnre ltitfiox(eHpcr:

.{oxonxy HaABopeuJHara Kyrrlja e argrnBo oulrereHa - He oraopajre ja

,{oxonxy sa6erexnre rqeKa 1nncrep .fleHTHTe nnu .o6noH{eHHTe ra6aeru
orurereHH nnn orBa?eHn - Begxau 3arBopere ja xagaopeuHara xyrnja

craeere ro npom3Bog,or Bo nnacrilr'rHa nonnernneHcHa Heca uro Moxe Aa
3aTBOpt4.

o Bparere ro HencKopr4creHoro naKyBaFbe

oTcTpaHyBalbe [uTo e Mo]KHO nOCKOpO.

Kaj $apnnaqeeror sa 6ea$e4no

fioxonxy npo]r3BoAor ce ocno6ogn, npe3emere cooABerHr Mepxn Ha
flperna3nn8ocr 3a Aa ja rnunnruu3npaTe ]r3nor{eHocra co ynorpe6a Hra coogFerHa
,rqHa Sau|THTa:

' ,Qoxolxy o6noxenure ra6nerN ce cMaqxaHil anv cxplreHn, Moxe Aa ce
oclo6op,n npaB uro co.qpxh neKoehra cyncraHqa. l4a6erHyeajre pacnpcKyBaFbe
Ha npauoKor H rs6eruysajre a.qr,ruryBalbe Ha npauoxor.
Hocere paKaBn4ta 3a erqHoxparHa ynorpe6a 3a A,a ro ilcqncrrre npaflIoKor.

Flocraeere BnaxHa rKaeHhHa unn Kpna Bp3 noBpuJnHara co npauoKor 3a l4a ro
MHHHMt43hpare HaBnefyBaFbero Ha npauoKor Bo Bosra,yxor. .{oAajre ngeerie
Te'{HOCT 3a Aa Mo}Ke pacrBopor Aa HaBre3e Bo nnareprjalor. no paKyBa}bero,
TeMe,nHo hcr{l4crere ja nospruhHara co canyH v1 BOAa, a noroa rcyuerre ja.
Craeere rn cHTe KoHTaMhHt4paHil nnarepnjaar, exlyvyeajrira ru B.naltfHara
TKaeHHHa ilnH Kpna H paKaBh4H, BO nracrhrtHa Keca orq nonrernne+ uro Moxe
Aa ce 3arBopt4. Orcrpauere ja cnopeA roxa,n 3a MerqnLlHHcKl4

Anpur 2O26 rognna
Bepsnja 1.0 L7
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14H$opnna \nv 3a ilaqHeHrh Koh ynorpeSyeaar thalidomide 100 mg

,{oxolxrT ro Aonpere .neKoT Bo npaB, Be MonHMe
r3,noxeHoTo MecTo co M.na3 BOAa H CanyH.

TeMe.flHo nannrj[e ro

,{oxolxy.neKor Bo npaB Aojp,e Bo KoHTaHT co eAHoro vnn Aoere oqyr, x3Ba4ere rrl
t't Qpnere rH KoHTaKTHHTe nef<,n,rqoxonKy Hoprcrr4Te. floloa, TeMe,nHo HcnnqgHere
rh oqHTe co Borqa Hajananxy L5 mrauyrn. nQoxonxy ce nojaer raprrar-pa.jia, Be Mq.nHMe

Ko HTa RTH pajre o$ra.n Mo,nor

Coogeerna rexHnra 3a BaAelbe Ha paxaBnq'tre
. Oarere ro HaAaoperrlHl4or pa6 4o erno6or (1).

. lrlsearqere ja paxasr,rqara oA paKara,

cepryeajrir ja xaonaKy (Z).

. flpxere ja ao cnporr4BHara paxa co

paxaanqa (3).

,f|tasrajre ro npcror 6es paxaenlla noA
sr,no6or Ha npeocraHarara paKaBHqa,

eHnnnaaaj*r Aa He ja r4onpere
HaABopeuHocra Ha paKaBHqara {4).
Llslynere ja oAHarpe, cosg,aeajrtn

Keca 3a ABeTe paKaBH4H.

Opaere rH Bo cooABereH carq.

hsmrjre rH TeMe.nHo BarlHTe paqe co canyH n

,'. l,,\
i. .. i :

" l!F; .,,:,:1

..,,'l
,;r',"'li 

":' t ..,1 .; -'

BOrqa.

O6loxeHnre ra6nerr He rpe6a Aa ce Aenar nnv
thalidomide 4oj4e Bo KoHraKT co HoH{ara, Kox{ara

H3MHe co canyH h Bo/l,a. Axo thalidomide Aojge Bo KoHr
rre rpe6a reMerHo Aa ce Hcn.rtaKHar co Bog,a.

Anpun 2O26 ropnaa
Bepsrja 3..0

oKqT oA

HO iqa ce

enn6paun,

'o*

|o

6*r{?D}

'srxuP' ' j:
9xonl?
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hH$opnna \nn 3a na4ileHrr Kon ynorpe6yeaar thalidomide L00 mg

lluqHtA 3a6eneruKt4

Be nnoannne Kopr4crere ro oeoj npocrop 3a Aa rn3annulere cHTe
neKap uro ru nponuuJyBa reKoBl4Te 3a KoHcynraquja na Bauror c.ne

Anpua 2O26 roguna
Bepsuja 1.0

, 
- srkup '
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14n$opnna 4t4v sa nal{r4eHru r{ox ynorpe6yeaar thalidomide 100 mg

KoHrpo/tH a nncra
Be nnonrnne Kopl4crere ja oeaa KoHTponHa.rmcra 3a Aa norBpAhre AeKa cre rh pqs6pane
cHTe BalKHn rHsOpmaL\wt| Bo BpcKa co Baunor rperMaH co thalidomide.

Cnre naqileHTn

.{a, pas6paB AeKa HHKorarr He rpe6a Aa ro cnogenyBaM
thalidomide co nraxoj Apyr.

Aa, pas6paa AeKa cexoraul rpe6a Aa rv BparaM crlre
HehcKopHcreHn o6noxenr ra6aerN Kai $apnnaqesror 3a
6es6egHo orcrpaHyBaFbe uJTo e MoxHo nocKopo.

fra, r,a go6ue n rn pazlpaB cnre raH$opruaL{nH 3a ph3Hl{HTp oA
BpoA,eHH 4e$exrra noBp3aHh co ynorpebara ua thalidomide.

fla, ru go6rar vt rn pat1paB cHTe ransoprvra \nv 3a pnsn\nr1 aA
Apyrn HecaKaHr peaKqnH noBp3aHr co ynolpeGara Ha
thaf idomide.

fla, patlpaB AeKa He cMeaM Aa AapyBaM KpB 3a BpeMq Ha
rperMaHor (axny.ryeaj(ra npeKilHh Ha Ao3r4pan e) n najnaniy 7
AeHa no 3aBpuyBaFbeTo Ha TpeTMaHOT.

.{a, pae6npaM AeKa rpe6a Aa ro nornnruaM $oprvrynapoT 3a
cBecHocT 3a ph3r4K npeA Aa 3ano'"tHaM co TpeTMaHOT.

Mauxyr naqlteHTn

Aa, ja pas6rparu norpe6ara oA ynorpeg4ffi@SpBarxBr 3a

BpeMe Ha rperMaHor, 3a Bpe*e ,/,#'Fdt1#,1u#l-i
uajnnanry 7 4eHa no npexnnyearuer{'qSn *a,=1ki
naprHepKa xoja e bpenneu a nnn *b=SA

i1{effiu.tr t4

R''=?Ei 
HMaM

rHe
Kophcr, eQnxacHa HoHrpaqenqraja. ff,.;'tr "rV

9(onre

Anprn 2026 roguna
Bepenja 1.0
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14r+SopnnaqHH 3a naqheHrn KoH ynorpe6yeaar thalidomide 100 mg

fla, pas6upaM AeKa He cMeaM Aa rqoHnpaM ceMe ilnil cnqpMa
3a BpeMe Ha rperMaHor (exryqHTenHo H 3a EpeMe Ha npeffhHr4

Ha 4osara) v xajvraaxy 7 AeHa no npeKhHyBaberq Ha

thalidomide.

Xencxn naqneHTrlt Kolf nnoxar Aa 3a6peMeHar.

Anprn 2A26 rognna
Bepanja 1.0

Pa, rn go6re w rn patipaB coBernre 3a KoHTpaqenqraja.

Aa, (e KopncraM 6apertn eAeH e$nxaceH MeroA
KoHTpaqenqrja uajmanry 4 He4ear npe4 Aa 3ano{.fHary

thaf idomide, sa BpeMe Ha repan njara (gypr n Bo cayv{j
npeKhHt4 Ha 4osara) vt Hajnnanxy 4 Heryenn orKaKq
npecraHaM co rperMaHor co thalidomide.

,,Qa, paa6npaM AeKa rpe6a Aa nMaM HerarhBeH
Tecror 3a 6penneHocr nperq Aa 3anoLtHaM co
HaJManKy Ha cexor 4 HeAenh 3a BpeMe H

xajnnanxy 4 uegenn no npeKrHyBaFbero Ha

eo cnyuaj Ha norBpAeHa creph nntatqnja na jajqe

HA

co

HA

rte

2t

'tlJ|^.1':r.
\'^oHxu\i{on.
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