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IlncMO AO 3ApaBCTBeH11Te pa60THIIU:11 3a HOBII Mep1rn Ha npeTna3JIIIBOCT noBp3aHH co 
noTeHu;11jaJIHHOT pH3HK OA Heepopa3eojHn HapyrnyeaJLa Kaj Aeu:a qI111 TaTKOBU:H 6uJie 
TpenIpaH11 co JieKoeu rnTo coApmaT eaJinpoaT BO TeKOT Ha 3 Meceu:u npeA 3aqHyea1LeTo 

ITotJ111yBaHH, 

AMHKYC <I>APMA ,noOEJ1 - CKonje BO copa6oTKa co AreHQHjaTa 3a JieKOBH H MeJJ,HQHHCKH 
cpeJJ,CTBa (MAJ1ME,Z:O H EBponcKaTa areHQHja 3a JieKOBH (EMA), Be HH<popMttpaaT 3a cJieJJ,HOTo: 

PeJHMe 

• PeTpocneKTHBHaTa oncepeau:11cKa cryAnja cnpoBeAeHa eo 3 HOPAHCKH JeMjH yKamaJia
Ha JroJieMeH pH3HK OA Heepopa3eojH11 HapyrnyeaJLa Kaj Aeu:a (Ha B03pacT OA O AO 11
fOAHHH) q1111 TaTKOBU:11 611J1e Tpen1paHH co JieKOBH UITO COApmaT BaJinpoaT BO
MOHOTepanuja eo TeKOT Ha 3 Meceu:11 npeA 3aqHyea1LeTo eo cnopeA6a co AeQaTa q11u
TaTKOBU:11 6uJie TpenIpau11 co JieKOBH KOH COApmaT JiaMOTpHrHH HJIH J1eBenIpau;eTaM
eo MOHOTepan11ja. liHAejKH oBa HcmIryea1Le HMa orpauHqyeaJLa, oBoj pH3HK e MomeH,
HO He e UOTBpAeH.

Hoen MepKH 3a ynoTpe6a Ha JieKOBH KOH COApmaT BaJinpoaT Kaj MalllKH nau:11eHTH 

• Ce npenopaqyea TpeTMaHOT Ha MalllKH nau:neHTH co JieKOBH KOH COApmaT BaJinpoaT Aa
ce JanoqHe II HaArJieAyea OA cTpaHa Ha JieKap cneu:ujaJIHCT ncKyceH eo TpeTMaH Ha
en11J1enc11ja HJIH 61moJ1apHo pacTpojcTeo.

• .JleKapuTe Tpe6a Aa n1 uu<f>opMnpaaT MarnKnTe nau:ueHTH Ja noTeHu;njaJIHHOT pnlnK 11
Aa palroeapaaT co HUB Ja noTpe6aTa Aa ce paJrneAa e<f>11KacHa KOHTpau:enu:nja,
BKJ1yq11TeJIHO u 3a HHBHaTa napTHepKa, la epeMe Ha ynoTpe6aTa Ha JieKOBII KOH
coApmaT eaJinpoaT 11 3 Meceu:u no npeKHHOT Ha TpeTMaHoT;

• .JleKap1ne Kon npenurnyeaaT JieKOBII KOH COApmaT eaJinpoaT Ha MalllKH nau:neHTH
Tpe6a peAOBHO Aa npou;eHyeaaT AaJ111 eaJinpoarnT e ce yrnTe HajcOOABeTHaTa onu:uja Ja
TpeTMaH 3a nau:neHTOT,

• Tpe6a Aa ce palrJieAaaT COOABeTHH aJITepHanIBHH onu:110 Ja TpeTMaH II Aa ce pauoeapa
co MalllKHOT nau:neHT Koj nJ1aH11pa Aa 3aqHe AeTe. HeonxoAHO e Aa ce npou;eHaT
HHAHBHAyaJIHHTe OKOJIHOCTH Ha ceKoj nau:neHT, Ilo noTpe6a ce npenopaqyea Aa ce
no6apa COBeT OA JieKap cneu:ujaJIHCT co IICKYCTBO BO JieKyBalbe Ha em1J1enc11ja HJIH
6unoJ1apHo pacTpojcTeo. 08� ..., ,:;-,, • MarnKnTe nau:ueHTH Tpe6a Aa ce coeeryeaaT Aa He AOHupaaT cue �IRJltl�
JieKOBH UITO COApmaT BaJinpoaT II HajMaJIKY 3 Meceu:11 no npeKHHO �4'PeT a-1_1_p
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KoMHTeTOT 3a npoQeHKa Ha pH3HK BO o6nacTa Ha cpapMaKOBHrHJiaHQa (P C) � S,{HJ�� , 
areHQHja 3a JieKOBH (EMA) rn eBaJiyttpaJI noJJ,aTOQHTe oJJ, cryJJ,ttjaTa (EUPAS342 t' �e e"' oJJ, 
HOCHTeJIHTe Ha OJJ,06peHHja 3a CTaBaH>e BO npoMeT Ha neKOBH KOH COJJ,p)I(aT BaJinpoaT, KaKO o6BpCKa 
Koja cJieJJ,H no npeTxOJJ,HaTa eBanyaQ0ja Ha ynoTpe6aTa Ha BaJinpoaT 3a BpeMe Ha 6peMeHOCTa Ha 
HHBO Ha EBponcKaTa YHnja. ITpttMapHaTa u.eJI 6HJia JJ,a ce 11cn11Ta pH3HKOT OJJ, HeBpopa3BOjHH 
HapyrnyBaH>a Kaj JJ,eu.a lJHH TaTKOBU.H KOH 6HJie JieeyBaHH co JieKOBH KOH COJJ,p)KaT BaJinpoaT BO 
MOHOTepanHja, BO cnopeJJ,6a co JieKOBH KOH COJJ,p)I(aT JiaMOTpHrHH HJIH JieBeTHpau.eTaM BO 
MOHOTepanHja, BO TeKoT Ha 3 Meceu.H npeJJ, 3atJttyBaH>eTo. OBaa peTpocneKTHBHa oncepBau.11cKa 



CT)'AMja 6mrn cnpoBeAeHa KopttcTejKM noAaTOQM OA noBeKe perncTpM BO ,ll;aHcKa, lllBeACKa H 

HopBeIIIKa. IlpttMapHMOT HCXOA OA MHTepec ce OAHecyBa.rr Ha HeBpOpa.3BOjHH HapyIIIyBaiba 

(KOMTT03HTHMOT MCXOA BiillYLJYBa HapyIIIyBaH>a OA cneKTapOT Ha ayTM3aM, MHTeJieKT)'a.rIHH 

nonpeqeHOCTM, KOMYHHKaQMCKM HapyIIIyBaH>a, HapyrnyBaH>e Ha BHHMaHMeTolxHnepaKTMBHOCTa, 

HapyIIIyBaH>a Ha ABmICeH>eTO) Kaj AeQa AO 11-roAMIIIHa B03pacT. IlpoceqHOTO BpeMe Ha CJieAeH>e 3a 

AeQaTa OA rpynaTa M3JIO)ICeHa Ha Ba.rrnpoaT ce ABM)!(JIO noMefy 5,0 M 9,2 fOAMHM, BO cnopeA6a co 4,8 M 

6,6 fOAHHM 3a AeQaTa BO rpynaTa H3JIO)!CeHa Ha JiaMOTpMrMH MJIH JieBeTHpaQeTaM. 

• MeTa-aHa.rIH3a Ha TTOAaTOQM OA 3 HOPAMCKM 3eMjM nOIC!l)ICaJia BICyneH npHJiaroAeH

Koe<pMQMeHT Ha pmttIC (aHrn. pooled adjusted hazard ratio) OA 1,50 (95% CI: 1,09-2,07) 3a

HeBpOpa.3BOjHM HapyIIIyBaH>a I<aj AeQa qwH TaTKOBQH 6ttJie TpeTHpaHH co Ba.rrnpoaT KaICO

MOHOTepanHja BO TeKOT Ha 3 MeCeQH npeA 3aqeyBaH>eTO, BO cnopeA6a co JiaMOTpHrMH MJIH

JieBeTHpaQeTaM ICaKO MOHOTepanHja.

• IlpttJiaroAeHHOT KyMyJiaTMBeH pH3HK (aHrJI. adjusted cumulative risk) Ha HeBpo-pa.3BOjHH

HapyIIIYBaH>a ce ABmKeIIIe OA 4,0% AO 5,6% BO rpynaTa co Ba.rrnpoaT BO MOHOTepanHja BO

cnopeA6a co 2,3% AO 3,2% BO rpynaTa co JiaMOTpMrMH HJIH JieBeTHpaQeTaM KaKO

MOHOTepanHja.

HcnHT)'BaH>eTO He 6MJIO AOBOJIHO roJieMO 3a Aa ce MAeHTM<pMKyBaaT nOATMTTOBHTe Ha HeBpOpa.3BOjHH 

HapyIIIyBaH>a ICaj AeQaTa Kaj KOM MmKe Aa MMa 3roJieMeH pH3MK Aa ce nojaBaT. OMAejKH CT)'AHjaTa MMa 

orpaHHLJYBaH>a, BICJIYllMTeJIHO M Mm1rno MaCKMpaHo BJIMjaHMe Ha MHAMKaQHjaTa (aHrn. confounding by 

indication) M pa.3JIHKMTe BO BpeMeTO Ha CJieAeH>e noMefy M3JIO)ICeHMTe rpynH, pH3HKOT OA 

HeBpOpa.3BOjHM HapyIIIyBaH>a Kaj AeQaTa qHH TaTKOBQHTe KOpMCTeJie BaJinpoaT BO TeICOT Ha 3 MeCeQH 

npeA 3a4ttyBaH>eTO ce CMeTa 3a noTeHQHja.rreH ptt3MK M npM4HHCICO-TTOCJieAHqHaTa BpCKa co Ba.rrnpoaT 

He e nornpAeHa. 

Bo ropecnoMeHaTaTa CT)'AMja, He 6MJI npoQeHeT pH3MICOT OA HeBp0pa.3BOjHM HapyIIIyBaH>a Kaj AeQaTa 

Ha TaTKOBQMTe KOH npeCTaHa.rre Aa l<OpMCTaT BaJinpoaT noBeKe OA 3 MeCeQH npeA 3aqeyBaH>eTO, 

OAHOCHO Kaj !COM 6MJia OB03MO)!CeHa HOBa cnepMaTOreHe3a 6e3 H3JIO)ICyBaH>e Ha Ba.rrnpoaT. 

Bool!eHHOT noTeHQMja.rreH pM3MIC OA HeBpopa.3BOjHH HapyIIIyBaH>a no M3JIO)ICyBaH>e Ha Ba.rrnpoaT OA 

CTpaHa Ha TaTICOTO BO TeKOT Ha 3 MeCeQH npeA 3a4ttyBaH>eTO e noMa.rr OA TT03HaTHOT pH3HK OA 

HeBpopa.3BOjHH HapyIIIyBaH>a no M3JIO)ICyBaH>e Ha Ba.rrnpoaT Ha MajICaTa 3a BpeMe Ha 6peMeHOCTa. Kora 

Ba.rrnpoaTOT ce ICOpHCTM KaKO MOHOTepanHja Kaj )!(eHH, CT)'AHHTe Ha AeQa OA npeAyllHJIHIIIHa B03pacT 

H3JIO)!CeHH Ha Ba.rrnpoaT in utero noKa)l(yBaaT AeKa 30-40 % OA AeQaTa HMaaT AOQHeH>a BO paHHOT 

pa.3Boj, KaKO IIITO ce OAJIO)!(eH pa.3BOj Ha rOBOpOT 11 OAeH>eTo, nocJia6H MHTeJieKT)'a.rIHH cnoco6HOCTH, 

nocJia6H ja.3H4HH BeIIITHHH (roBop M pa.36HpaH>e) H npo6JieMH co MeMOpHjaTa. 

• HOB BOAHq 3a MaIIIKM naQHeHTM, KOj Tpe6a Aa 6HAe AOCTaneH 3a MaIIIKHTe naQMeHTH KOH

KOpHCTaT JieKOBM KOH COAp)ICaT Ba.rrnpoaT;



' , 

• a)KypHpaHa nocT0eYKa KapTI19Ka 3a nal.{HeHT0T co HHq>OpMal.{HH 3a MaWKH nal.{HeHTH, Koja e

.n.en o.n. naKyBaH>eTO Ha neK0T H ceKoj nal.{HeHT Ke ja .n.o6He npH 3eMaH>e Ha neK0T BO anTeKa.

IloonK Ja np11jaoyoa1Le ua uecaKau11 .n.ejcToa 

IlpHjaByBaH>eTo Ha HecaKaHHTe .n.ejcrna no .n.0611BaH>e Ha o.n.o6peHHe 3a crnBaH>e Ha neKoT BO npoMeT 

e 0)]. roneMa BIDICH0CT. Ha OBOj HaYHH ce 06e36e.n.yBa K0HTHHyHpaHO cne.n.eH>e Ha K0pHCTa HacnpoH 

pH3HK0T O)]. ynoTpe6aTa Ha ner<0T. 3.n.paBCTBeHHTe pa60THHI..{H Tpe6a .n.a ro np11jaBaT cer<oj C0MHe)K 3a 

HecaKaH0 .n.ejcTBO npeKy Hal.{HOHanHHOT l.{eHTap 3a cpapMaKOBHrHnaHI..{a npH AreHI..{HjaTa 3a neK0BH H 

Me)].111.{HHCKH cpe.n.crna (yn. CB. K11p11n H MeTOJJ.Hj, 6p.54, 1-BH KaT), Hn11 no eneKTp0HCKH naT npeKy 

Be6 cTpaHaTa Ha AreHI..{Hjarn http://111al111ed.g0v.mk/. 

T OBoj ner< no.n.ne)rrn Ha .n.ononH11TenHo cne.n.eH>e. OBa Ke 0B03Mmrrn 6p3o 11.n.eHTH<p11KyBaH>e HOBH 

6e36e)].HOCHI1 11Hq>OpMal.{HH. 3.n.paBCTBeHHTe pa60THHI..{H Tpe6a .n.a ro npHjaBaT ceKoj C0MHe)K 3a 

HecaKaHa peaKI..{11ja 3a oBoj neK. 

,[(ononHHTenHo, C0MHe)I<OT 3a HeCaKaH0 .n.ejCTBO Ha OBOj neK, Mmr<eTe .n.a ro np11jaBI1Te 11 )].O 

Hoc11TenoT Ha o.n.o6peHHeTo 3a cTaBaH>e Ha neKoT BO npoMeT BO Peny6n11Ka CeBepHa Mar<e)].OHHja: 

HocnTeJI ua o.n.o6peune 

AMHKYC <I>APMA .n.ooen 
e-mail:
medinfo.no11hmacedonia@
swixxbiopharma.com
TenecpoH: 02 3286 400

Co noYHT, 

MMe ua JieK0T O.n.rooopuo mu.-e Ja 
a MaK0BlffllJiaHI.-a 

DEPAKINE CHRONO/,[(EIIAKIB-IE KceH11ja MHI..{KOBa 
XPOHO 300 mg, q>HnM-o6nmr<eHH ,[(HMHTpoBa 
rn6neT11 co npo.n.omKeHo ocno6o.n.yBaH>e e-mail: ksenija.mickova-
(val roic acid, sodium val roate dimitrova@swixxbiopharm

,-......,..------- ------------, 

DEPAKINE CHRONO/,[(EIIAKI1HE a.com

XPOHO 500 mg, q>HnM-o6nmKeHH Ten: 070 276 973
Ta6neTH co npo.n.omr<eHo ocno60.n.yBa1-1,e 
(val roic acid, sodium val roate 
DEPAKINE/,[(EIIAKHHE, 57,64 mg/ml 
CHpyn 
(sodium val 

KceH11ja MHI..{KOBa ,[(HMHTpOBa 
O.n.roBopHo n111.{e 3a cpapMaKOBHrnnaHI..{a 


