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Yrunynarbe Ha o4o6penujara 3a craBarbe Bo rlpoMer Ha JreKoBrI KoIr coApxar
xHApoKcrlrporecrepoH Karlpoar

flo.rurynaun 3ApaBcrBeHn pa6otuuqu,

Ialesura a.g. flpercmBHrrrrrrBo - Cronje no copa6oma co Enponcrata Arenqnja sa JreKoBIl (EMA) n
Areuqrajam 3a JreKoBr.r rd MeArrur.rHcKr.r cpeAcrBa na Perry6luxa Cenepua MareAonr{a (MAJIMB!), 6u

caKaJre ga Be uuSopMl,Ipaar 3a cneAHoBo:

Peswe

Pery;marure oA roreMa errrrAeMlroJrorrrna cryauja yKarl(yBaar Ha SroJreMeH pHBITK oA

KaprlrruoM naj ;ruqara rcou 6ule r3Jrorrcenr na l7-xnlporcrlrporecrepoH Karlpoar (l7-OHPC)

Bo Marrara. Onoj prrgrrn e MoxeH, Ho He Moxte Aa ce norBpAlr nopaArr orpaHflrryBatt,ara Ha

cryanjara.

IloAaroqure oA MyJrrrrrleHTp[rrHoro, gnojxo cJrerlo panAoMrr3rrpaHo KoHTpoJrIrpaHo

uctrlrryBarbe rroKaxaJre HeAocraron Ha eQnnacuocr na l7-OHPC no c[perryBarbero Ha

rrpeABpeMeuo pafane. Ilocrojar orpaHrrreHr noAarollr 3a eQuracnocra Kai Apyrr
anyrrrepcnlr [r rHHeKoJroIrrKIr ITHAITKaIIIII 3a nou e o.qo6peu 17-OIfC.

OAsocor Koprrcr-plr3rrx Ha JrenoBrrre rrrro coAprl(ar 17-OIfC none(e He ce cMera 3a

no3rrrrrBen Bo crrre ogo6penu r,rnArrKarlrlrr rr 3aroa o4o6pennjara Ba craBarbe Bo rlpoMer Ha

oBrre JreKoBn no Enponcrara ynuja (EY) ce yKrrHyBaar.

Jlercosrre Korr coAprrcar l7-OHPC nonefte ue rpe6a Aa ce rponulrryBaar IrJrIr lr3AaBaar. Tpe6a

Aa ce 3eMar rrpeABHA aJrrepHarrrBHlrre oIIqIII| 3a rperMaH 3a clrre IrHAIKaIIII.

Bo Penyd.nuxa Cenepna MarceAounja ce yKHHyBa o4o6penueto sa craBarbe Bo [poMer Ha Jrexor
Progesteron Depo (hydroxyprogesterone) 250mg/1ml pacrBop sa nnjercrupalbe Ha rlpolr3BoArrreJror

GALENIKA AD - EelrpaAr Cp6nja. Onoj len nosefte HeMa Aa 6uAe AocrarleH Bo Peny6.nurca

Cenepna Mane4ouuja.

,{ o non n umenru u uu fr optw aqu u

XugpoxcunporecrepoH KarrpoaT e cHHTeTHqKr,r nporecrepou xoj no $oprraa Ha pacTBop sa uujertapalse 3a

r.rHTpaMycKyJlra ynorpe6a e o4o6peH 3a JreKyBarbe Ha pa3HI,I rI,IHeKoJroIuKI,I H aryluepcKu cocroJOu ', co

pa3rurrHr,r $apuarcororurn cnojctaa oA npI,IpoAHHor flporecrepoH.

I Boo6u.raeH a6opryc flopaAr.r HeAocraror Ha xoJrro reJro; pr{3r4K oa a6optyc IIJII,I cflpeqyBarre

AeKa e [peAr,r3sr,rraH oA Ae{eKT I{a JlyrellHcxara !pa:a; 3araHa oA cttol{Tau a6opryc, rroBTopeH

npeABpeMeHo [opoAyBalLe rloBp3aHo co Xu[epMoTI,IJII,ITET Ha MaTKATA; 3AIl]"ttlTA HA

Hapy[ryBama [oBp3aHr.r co Ae([rarlrEt Ha [porecrepon (na up. AucMeHopea HeperoBHll

cuHrpoM, nractoausr,rja); jyrenr.rilna u KJII,IMaKrepI,Iuua 4ucipyurqzoHuulua Merpoparnja;
rla:4 ryrea.nua raucy([r.rqueuquja; aeurauxrl uLIKIIycI4, so roil{6uHaquja co ecrporeH;



Bo rvraj 2023 roluna, no Enponcrata arenqnja sa JreKoBH (EMA) 6rm auuqupau rpeuleA Ha HHBo na EV ga

Aa ce [poqeHr{ oAHocor nonaery Koprrcra H pu3r{Kor na l7-OHPC Bo cHTe HeroBH o.Uo6peHLI IIIIAI{KaIIHI'I.

Onaa npoqeHa cJreAeJra ro 3arpmr(eHocra Bo BpcKa co 6es6e,qHocra I{ eSuracuocm na l7-OHPC, nps

ocHoBa Ha troAarorlu oA cnpoBeAena $aprraarco-eflIrAeMl{oJrolllKa cryAlrj * uuvtttttno ncnrlryna*e'.

Bo Hoeirlepu 2021 roArrHa, 6une o6janeHr{ pesyJlraruTe oA Saprr,rarco-euHAeMHoJrouxara c,ryluja 2

cnpoBeAeHa so CoeArrHerrre AuepuKaHcKu,{pxaou (CAD roja clegela noryJrauuoHa rpyna oa > 18.000

krl1l;iB;aryu (o4 xol,r 234 tmua r{JrH oKoJry lYo 6:ane H3JIoxeHrI sa l7-OHPC in utero), npx6rulxuo 50

roAr{HH no pafarrero. Onaa c'y1uja yKDrGJra AeKa LI3JIoxeHocra ua l7-OHPC in utero uoxe Aa 6uAe

roBp3aHa co [oroJreM pr{3HK oA Kapur.rHou raj notoucrBoro LI3JIoxeHo in utero ro cnope.q6a co oHI{e Ko}I He

6ure ugroxerua ( npr,rrraroAeH HR 1,99, 195% Cl 1,31, 3,02f). Bo anconyrHll 6pojru, noAarollllre

yKor(yBaar AeKa [poqeHerara r.rHrlrrAeHrla Ha Kapqr,rHoM e HHcKa xaj auqara I{3JIo}I(eH}I in utero (nonucra o4

251100.000 qoBeK-roArnu). Onoj prrslrK e MoxeH, Ho He Moxe Aa ce rorBpAr nopaAu orpaHl,IrryBarbara Ha

crylujana, He 6ruro MoxHo Aa ce n4enrusuxyBaar KaKBII 6nno naepxu sa e$uxacHo cnpeqyBar:be Ha

H3iroxeHocr sa 17-OHPC in utero.

Bo 2020 roArrHa, pesyJrrarlrre oA MyJrrr{qeHTpr,rrrHoro, 4nojno cJleflo paHAoMIr3HpaHo KoHTpoltapaHo

K,rr,rHr,rirKo HcnuTyBarbe 
3, Hcro rara c[poBeAeHo Bo CAr{ norr,rery 2009 u 2018 ro.quua, [oKoKaJIe lexa 17-

OHPC ue e noeQmaceH oA maqe6o Bo clpeqyBalbero Ha rpeABpeMeHo nopoAyBarbe raj xeHn co uctopuja

Ha cnoHTaHo npeABpeMeHo [opoAyBarbe ulrut HaMa[yBaIBe Ha ceplro3H]I HacTaHI{ [oBp3aHI'I CO

HeAoHoceHocr: naj uonopoAeHqr,r[bara. Eule o6janeHu nocJIeAoBareJIHH Mera-a:auwrskt4'' rou ro [orBpAI'IJIe

orcycrBoro Ha Kopucr oa l7-OHPC no cuperryBarbero Ha rIpeABpeMeHo [opoAyBalbe 6es orreA Ha

Samopure Ha pI,I3HK.

Co omeA Ha HaoAr,rre og $apnaarco - e[HAeMr,roJrorxKara cryluja u co oDIeA Ha peyJrrarlrre oA KII'IHI'I.IKoro

Hcflr,rryBarbe v Mera-a*ailr,r3uTe, KaKo r4 orpaHI,IqeHHTe noAaroul,I oa eQNracnocra Bo Apyr]ITe HeroBI'I

vr*AvrKa\uv, oAHocor Koplrcr-prr3t4Klaa JreKoBHTe Ilrro coApxar l7-OHPC nonerte He e [oBoJreH Bo cllre

o.qo6penu ilHqnKa\ilv. Oao6peuujara 3a craBarbe Bo npoMer Ha oBrre JreKoBI,I ce cycrleHAlapaura v rve
nose(e HeMa Aa 6*tlar Aocrannu.

Jlercoszre Kor{ coApxar I7-OI{PC nosefte ne rpe6a Aa ce upomrrryBaar wfii lasAauaar. Tpe6a Aa ce 3eMar

BO [peABHA rurrepHarl,IBHme o[uHI,I 3a rperMaH 3a clrTe UHAT4I(AIJJd.U.

ffoeuxsa npujaeyeane Ha HecaKouu deicmea

3gparcroeuare pa6oru[qr,r Moxe Aa ro npnjarar ceroj couuex 3a HecaKaHo gejctoo oA JIeKor Bo

Haquonalnpror rlerrrap sa SapnaarcoBurrlJraHrla nprE Areuquj aragaJreKoBll H MeAI,IqLIHoKH cpeAcrBa (yl. C6,

Kupun rE MeroarEj 6p.54 rcar l) ulu ro eJreKTpoHcKI,I rar [peKy ne6 ctpanara ua Arenqujata

http : I I malmed. gov. mk/

,{onomrurenuo, cexoj coMHex 3a HecaKaHo 4ejuro oA JIeKor Moxe Aa ro npnjanute H Ao HocI{TeJIor Ha

o4o6peuue ga craBarre Ha JreKor Bo npoMer:

2 Murphy CC, et al,, In utero r.r3JroxeHocr na l7o-xr,rgporcunporec"repoH Kallpoar I{ pl,t3ur o4 par raj rloroMcrBoro. Am J Obstet

Gynecol. 2022, 226 ( I ): I 32.e1 - I 32.-e 14. doi: I 0, l0l 6li.ajog.202l. I 0.035
3 Blackwell, S.C., et a1.., I7-OHPC saAa ce cnpeqa rroBropJrr.rBo npeABpeMeHo nopoAyBalf,e raj e.quueuuu recrallrr (nPOnOHf
Crygrja): Myuruqeutpr,rvno, uefynapoAuo, paHAoMrBr,rpano 4nojuo cJlero rcrl{ryBane. Am J Perinatol. 2020,37(2):127'136
doi : 1 0. I 055/s- 0039 -3 400227
4 Stewart LA, Simmonds M, Duley L, et al Eraayauuja ua uporecroreH 3a cnpeqyBa*e Ha

copa6otra (EPPPIC): MEta-al;'utusa Ha rlo.qarollu 3a roeAfiHeqHI'I yrlgcHlIqlr oA

MeryHapoAHa

s Care A, Nevitt SJ, Medley N, Donegan S, Good L, Hampson L et al. I'IutepBeHIIuI'I 3a

rropoAyBarre xaj xear.r co e4xneuua 6peMeHocr KoI{ ce LI3JIoxeHI,I Ha BI,IcoK pI{3I'IK:

BMI 2022;376 :e064547 doi: I0.I I36lbmj -2021-064547



faleHura a.4. fIperctaBHI{IrITBo - Cxonje

Karepuua Kpoena JaruNroscra oAroBopHo JTI,IIIe 3a $aprraarornrl'IJlaHua

e-mail : katerina j akimovska@galenika. com.mk

re* 070/ 350 439

Co nouur,

Karcpuna Kpcrena JaxuMoscxa
O4ronopno JILIIIe 3a SapuaronurllJlaHlla
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