INPUJIOKEHHUE I

KPATKA XAPAKTEPUCTUKA HA ITIPOAYKTA



1

vT031/1 JIEKapCTBEH MPOAYKT NOJICKH Ha JOIBJIHUTEIHO HabmoneHne. Tosa me mo3Bosiu 0bp30To
yCTaHOBABaHE Ha HOBA MH(POPMALIUS OTHOCHO Oe30macHoCcTTa. OT MEJUIMHCKUTE CTICIUATIICTH Ce
M3HCKBA J1a ChOOIIAaBaT BCSKA MOJ03MpaHa HeKEIaHa peakiys. 3a HaunHa Ha ChOoOIIaBaHe Ha HEXKEIaHH
peaKkIu BIKTE Touka 4.8.

1. HUME HA JIEKAPCTBEHMA TPOAYKT

Lydisilka 3 mg/14,2 mg ¢punmupann TabaeTku

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika po3oBa akTHBHA TablleTKa ChAbpKa 3 mg ApocnupeHoH (drospirenone) U ecTeTpoI MOHOXUAPAT
(estetrol monohydrate), eksuBanenTen Ha 14,2 mg ecreTpon (estetrol).

Bcesika Osina mane0o-TabieTka He ChbPiKa aKTHBHH BEIISCTRA.

IIoMOIIHO BEIIECTBO C U3BECTHO JCHCTBUE

Bcesika po3oBa akTiBHa TableTka chabpxka 40 mg JakTo3a MOHOXUAPAT.
Bcsika Osina mrane6o-rabierka chappika 68 mg 1aKkTo3a MOHOXHIPAT.

3a IBJIHUA CIUCHK HA MIOMOIIHUTE BEIECTBA, BUXKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA
Ounmupana tabierka (Tabierka)

AxTUBHATa QuIMHpaHa TabJIeTKa € Po30Ba, ¢ JUaMeThp 6 mm, KpbIJia, IBOMHOM3ITBKHAIIA ¢ BAIHOHATO
penedno J1oro ¢ popma Ha Kanka OT €HaTa CTpaHa.

[Tname6o dunmupanara TabneTkaTa e Osy1a 10 MOYTH Osi1a, ¢ AUAMEThp 6 mm, KpbIia,

JIBOMHOM3IIbKHANA C BITBOHATO penedHo Jioro ¢ popMa Ha Kalka OT e[HaTa CTpaHa.

4. KJIMHUYHU JAHHHA

41 TepaneBTUYHM MOKA3AHUSA
ITepopanna KoHTpauenius

Pemenuero na ce npeanuine Lydisilka TpsiOBa aa ce B3eMe cliel KaTo ¢e MPELECHAT HaCTOSIINTE
PHUCKOBHU (PAKTOPH MPH BCAKA OT/ACITHA )KEHA, B YACTHOCT CBbP3aHKTE ¢ BeHo3Ha Tpomboembosus (BTE),



kakTo 1 kak puckbT oT BTE npu ynotpeba na Lydisilka ce croTHacs ¢ pucka mpu ynorpeba Ha Ipyru
koMOuHHpanu xopMmoHaaHu KoHTparentuBh (KXK) (Bxk. Toukn 4.3 u 4.4).

4.2  Jlo3MpoBKA M HAYUH HA MPHUJIOKEHHE

JI03UPOBKA M HAYWH Ha IIPUI0KEHUE

Kaxk 0a ce npuema Lydisilka

ITepopanHo npusoxeHue

B npoabsmkenue Ha 28 mociieIoBaTeIHN THH TPsAOBa Jia ce MpueMa 1o eiHa TabieTKa JHEBHO.
TabneTkuTe TpsIOBa a ce B3eMAaT BCEKHU JICH 0 €IHO U ChIIO BPEMe, aKO € HE0OX0AUMO C MaJIKO
TEYHOCT, 110 pea yKa3zaH BbpXy OimcTepa. Beska onakoBka 3amodsa ¢ 24 po30BH aKTUBHHU TaOJIETKH,
nocienBanu ot 4 Oenu mane6o-TadneTku. Besika crienBaiiara onakoBKa ce 3aro4Ba B ACHS clie]l
B3E€MaHe Ha IOCJIeAHATa TabJIeTKa OT MPEeIUITHATA OTTAaKOBKA.

Ocurypenu ca cTUKepH ¢ 0003HAUEHHS Ha 7-T€ THH OT CEAMHIIATa M ChOTBETCTBAIHMAT CTHUKEP C THUTE
OT ceIMUIIaTa TPsiOBa Jia ce 3aJIeNH BhpXy OJucTepa ¢ TablIeTKuTe KaTo MHIMKATOp Kora € B3eTa
IbpBaTa TabneTKa.

OTnamHOTO KhpBEHE OOMKHOBEHO 3aM04Ba 2-3 JHH CJe]] 3ar0YBaHe Ha OenuTe riane0o-TabIeTKu u
MOJKe JIa He € TIPUKITFOYUIIO TIPEeIH 3all0YBaHETO Ha clieBaliara onakopka. Bmwkre ,,KonTpon Ha
UKBIA* B Touka 4.4

Kax 0a ce 3anoune npuemvm na Lydisilka

. be3 npeoxoona ynompeba na xopmonanen konmpayenmug (npes usmuHaus mecey)

[TpuembT Ha TabMETKNUTE TPSAOBA J1a 3aMI0YHE MPE3 ITBPBUS IEH OT MEHCTPYaIHUs KB Ha keHara (T.e.
IBPBUS JICH OT MEHCTPYaTHOTO KbpBeHE). B To3u cityuail He ca HeOOXOAMMU TOITBIHUTEITHH MEPKH 32
KOHTpAIICTIIINS.

Axo mppBaTa TabNIeTKa ce IpreMe Ha 2 10 5 JIeH OT MeHCTpyalHsiTa Ha )KeHaTa, TO3H JeKapCTBeH
NPOAYKT 1ie ObJie ePeKTHBEH €/[Ba cJe]l TbPBUTE 7 MOCIEeI0BATEHH JIHU HA IPHEM Ha PO30Ba aKTHBHA
tabnetka. [Topanu ToBa npe3 mbpBUTE 7 AHU TPSOBA JOITBIHUTEIHO JIa CE U3MOJI3BA HAJICKICH
OapuepeH MeTo]] 32 KOHTpaleIus, KaTo pe3epBaTuB. TpsOBa j1a ce 0OMUCIH Bb3MOKHOCTTA 32
HacThIMIa OpeMeHHoCT npeny npuem Ha Lydisilka.

. Ipemunasane om KOMOUHUPAH XOPMOHAIEH KOHMPAYEenmue (KOMOUHUPAH nepopaieH
xoumpayenmug (KIIK), eacunanen npvcmen uiu mpascoepmaier niacmup)

3a npeanovnTaHe € )KeHara j1a 3anouHe npuema Ha Lydisilka Ha ciieaBaiius JAeH ciie]] mpyueMa Ha

nocjieJHaTa akTUBHA TabJeTka (mocneHaTa TabieTKa, ChIbp)Kallla akTHBHU BEILIECTBA) OT HEHHNUS

npenuiien KITK unu Hali-kbCHO B JIeHs cliel] o0nuaiiHus nepro 0e3 mpueM Ha TaOJIeTKU, WK Iepruoaa

Ha TIpueM Ha Tu1anebo-Tabnetku ot HeliHus npeauieH KIIK.

B cnyuaii Ha U3n013BaHe HAa BarHAJICH MPBCTEH MM TPAHCAESPMAJIEH IJIACTUD, 3a MIPEANOYUTaHE €

’KeHaTa Jia 3arouyne npuema Ha Lydisilka B ieHs Ha OTCTpaHsSBaHETO My WIJIH Hai-KbCHO B JICHS 32

CJICZBAILLIOTO MPUIIOKEHHE.

. IIpemunasane om memoo camo ¢ npoeecmazer (MAOLIEMKA camo ¢ NPO2ECMOeH, UHHCEKYUS,
UMNIIGHMAm) Uiy om 6bmpemMamodna cucmema, oceobogcoasawa npocecmozen (BMC)



JKenarta Moxe a2 MpeMHUHE BHB BCEKU JICH OT IprUeMa Ha TabJIeTKa caMo ¢ IIPOreCTOreH, OT UMILIAHTAHT
WM BRTPEMAaTOYHA CHCTEMA — B JIEHS Ha OTCTPAHIBAaHETO, OT MHXEKIIMOHHA opMa, Korato TpsidBa fa
ce TIPWJIOKH CJIe/IBaIllaTa MHKEKIIHS, HO TIPYU BCUYKH TE3U CIIy4au TpsiOBa ja ObJie MOChBETBAHA Ja
npuiara u 6aprepeH MeTol Ipe3 MbPBHUTE 7 TOCTIEeIOBATETHHN THU HA TTPHEM Ha TaOJIETKUTE.

. Cneo abopm 6 nvpsus mpumecmsp Ha OpemMeHHOCmma

’Kenara moxe ja 3amoune BegHara. Koraro IIpaBu TOBA, TS HEC HYKHO Ja B3€Ma JOIIBbJIHUTCIIHA
IIPOTUBO3a4YaTbYHU MEPKHU.

. Cned padcoane unu abopm 6b6 MOPUsE MPUMECTBD HA OPeMEeHHOCMA

XKenwnte TpsiOBa 1a OBIAT MOCHBETBAHH JIa 3aMOYHAT MprUeMa MEXy 2 1-us u 28-us IeH clie pakIaHe
Wi abopT BbB BTOpHs TpuMecThp. Korato 3anodse mo-KbCHO, xeHata TpsiOBa ja ObJ/ie MOChBETBAHA J1a
U3I10J13Ba IOMIBIIHUTEIICH OapUepeH METO/ Npe3 MbpBHUTE 7 THHU. AKO 00aye Beue € OWl OChIIeCTBEH
M0JIOB KOHTAKT, TPpsiOBa Ja Ob/iec U3KIF0UeHa OPEMEHHOCT TIPEIH JCHCTBUTEIHOTO 3anmouBane Ha KXK
WK JKeHaTa TPsAOBa Ja W3vaka IIbPBUS CH MEHCTPyaJIeH IIEPHO/I.

3a )KeHH, KOUTO KbPMSIT, BIDKTE TOUKa 4.6.

Iponycuam npuem na mabaemxu

Benute mname6o-TabaeTKUTE OT MOCIEAHMS Pell Ha OnucTepa, Morat ja Obaat urnopupanu. Te obaue
TpsiOBa /1a ObIAT U3XBBPIICHH, 32 J1a c€ U30EerHe 10 HEBHUMAHHUE yIb/DKaBaHe Ha MIEPHO/Ia HA IPUEMaHe
Ha TU1a1e00-Ta0JIeTKH.

CHCILHI/IHT CBBCT CC OTHACA CaMO 3a MPOMYCHATH PO30BH aKTUBHH Ta0JIEeTKH.

Axo eHaTa € 3aKbCHSJIA C MO-MAJIKO OT 24 yaca ¢ nmpreMa, Ha KOSTO U Jla € PO30Ba aKTHBHA Ta0JIeTKa,
KOHTpaIleNnTUBHATA 3alliTa He ¢ HaMaeHa. JKeHara TpsiOBa 1a mpueme TadiIeTKaTa BeaHara 1mom cu
CTIIOMHH U J1a TIPOJBIKU ChC CICBAIIUTE TAOJIETKH B 0OMYAHOTO BpeMe.

AKO jKeHaTa € 3aKbCHsIA ¢ 24 yaca WJIM MoBeYe C MpHUeMa, Ha KOATO U Jia € PO30Ba aKTHBHA TabJIeTKa,
KOHTpalleNITHBHATA 3alllUTa MOXKeE JIa € HaMasieHa. [Ipu nmponycHaT nmpreM Ha Ta0yieTku TpsOBa jaa ce
Cra3Bar CIIEHHUTE JIBE OCHOBHU IPABUIIA:

1. [MpenopbUYUTENHUAT UHTEPBAT MEXK Ty TabJeTKUTE O6€3 XOPMOHH € 4 JIHU, TPUEMBT Ha TaOJIEeTKUTE
HHUKOTa He Tpsi0Ba /1a ce NPeKbCBa 3a IoBeYe OT 4 IHU.

2. 3a mocTUraHe Ha aJeKBaTHO NOTHCKAaHE HAa XUIIOTAIAMO-XUIO(H30-0BapHaIHaTa OC € HeOOXOAUM
7-IHEBEH HENMPEKbCHAT MPUEM Ha PO30BH aKTHBHH TaOJETKUTE.

B croTBeTCTBHE € TOBA 3a HYXJIUTC Ha BCCKUAHEBHATA IPAKTHUKa CE IIPETIOpbUBa CIICAHOTO:

Hen 1-7

Kenara Tps0Ba ga B3eMe MpoITycHAaTaTa TabJIeTKa KOJIKOTO € Bh3MOXKHO IT0-CKOPO, IOPH TOBA Ja
03Hay4aBa IpHeM Ha JiBe Ta0JIeTKH eqHoBpeMeHHO. Clie/l ToBa MPUEMBT Ha Ta0JIETKH NIPOAbDKaBa B
oOnyaitHoTO Bpeme. JlonmbiHUTENeH OapuepeH METo/l, Hallp. KOHAOM, TpsOBa Jia ce U3I0JI3Ba J10
M3THYaHe Ha 7 JIHA HA HEMPEKbCHAT IPUEM Ha PO30BU aKTUBHH TA0JIECTKU. AKO B IPEAXOAHHUTE 7 JHH €
OMJI OCBIIIECTBEH TI0JIOB aKT, TPSOBA J1a Ce MMa MPEABH]T Bh3MOXKHOCTTA 32 HACTHIIIIA OPEMEHHOCT.
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PHCKBT OT OpEMEHHOCT € TOJIKOBA MO-TOJISIM, KOJIKOTO TIOBEUYE TAOIETKH Ca MPOITYCHATH U KOJIKOTO
mo6JIM30 ca Te o ¢azara ¢ mIamnedo-TadIeTKH.

Len 8-17

JXenara TpsiOBa 1a B3eMe MpoIycHaTaTa TabIeTKa KOJIKOTO € Bh3MOXKHO I10-CKOPO, 0PH TOBA Jia
O3HayYaBa IpUeM Ha JIBe TabJIeTKu eaHoBpeMeHHo. Cliesl ToBa MPHEMbT Ha TabJIETKU MPOIBIDKABA B
obunyaiiHoTo Bpeme. [Ipu ycinoBue ue sxeHaTa e mpueMala MpaBUIHO TaOJIETKUTE CH TIpe3 7-Te JHHU,
NpeIXOKAAIIN IThpBaTa MPOITyCHATa TabJIeTKa, He € HEOOXOANMO J1a ¢€ M3IOI3BAT IOIBIHUTETHN
KOHTpaLENTHBHU cpelicTBa. AKO 00aue e mporycHaTa rnosede ot | Tabnerka, xeHaTta TpsOBa 1a Oble
NOCHBETBAHA J[a U3II0JI3BA JOIIBIHNUTEIHH MIPENa3Hi MEPKH, JOKATO He U3MHUHAT 7 THH Ha
HEMPEeKbCHAT MPUEM Ha PO30BH, AKTUBHU TaOJICTKH.

Jlen 18-24

PuckbT OT HamalnsABaHe HAa HAICKIHOCTTA € HEIOCPEACTBEH opaau HalOmkaBaiiara ¢aza Ha
miane0oTabyieTku. Bbpeku ToBa HaMalIIBaHETO HAa KOHTPAIICTITUBHATA 3all[UTa MOXe Ja ObJie
NPEJ0TBPATCHO Upe3 aIaliTUPAHE Ha cXeMara Ha rpueM. [Ipu npuabpikaHe KbM eIUH OT CIICIHUTE JBa
BapHaHTa, HsIMa HY)KJa OT U3I0JI3BaHe Ha JOMBJIHUTESIHN KOHTPALICTITUBHY MPEANIAa3HA MEPKH, MTPH
YCIIOBHE Ye Tpe3 7-Te JIHU, IPEANISCTBAIIN TbPBaTa MPOIyCHATa Ta0JIeTKa, )EeHATA € MpHeMalia BCHUKH
Ta0JICTKU NMPAaBUIHO. AKO CIIy4asT HE € TaKbB, )KeHaTa TPsiOBa Ja ce MPUAbPIKa KbM IIBPBHUS OT TE3U JIBa
BapUaHTAa U CHINO Jia U3MO3Ba OMBIHUTEIHN TPEANa3Hi MEPKH, IOKATO HE M3MHUHAT 7 THHU Ha
HENPEKbCHAT MPUEM Ha PO30BH, AKTUBHU TaOJICTKH.

1.  JKenara TpsiOBa ma B3eMe MpomycHaTa TabaeTKa KOJIKOTO € Bh3MOXKHO M0-CKOPO, JI0pH TOBa Ja
03Ha4aBa MpUEM Ha JIBE TAONETKH eAHOBpeMeHHO. Clie/] ToBa MPUEMBT Ha TaOJNIETKU MPObKaBa
B O0MYAHOTO BpeMe, IOKaTO PO3OBUTE aKTHUBHU TaOJIETKH CBBbpIIAT. 47 T1ane00-TabIeTKH OT
MOCJICAHUS PeJl TPSIOBa Jia ce U3XBBPJIAT. BenHara TpssOBa /1a ce 3amovHe cieBalius 0JmcTep.
MaJiko BepOsITHO € *eHaTa Jia OJAYYH OTHAHO KbPBEHE MPEIH J]a CBBPIIAT PO30OBUTE AaKTHBHU
TaOJIETKH OT BTOpATa OMaKOBKa, HO B JIHUTE HA MPUEM Ha PO30BUTE aKTHBHH TAOJICTKA MOXKE J1a
MOJTYYH 3alaBaHe WM MPOOUBHO KbPBEHE.

2. Xenara Moe ChIIO Ja ObjIe OCHBETBAHA JIa IPEKPATH [IPHUEMa Ha PO30BHUTE AKTHBHH TaOJIECTKH
ot HacTosuus onmucrep. Cien Toa TA TpsOBa J1a prueMa OenuTe mianedo-TadlIeTku 0T
HOCJIETHUS PEJT B MPOIBIDKEHUE HA MAKCUMYM 4 JTHH, BKJIFOYUTEIHO IHUTE, B KOUTO TS €
HpOITyCHaJIa IPUeM Ha TabJIETKH, U CIIe/ TOBA Jia POIBIDKH ChC CIICBAIINS OIUCTED.

AXO XeHaTa e POIyCHaNA J1a TIPUeMe Ta0JIETKH U BIOCJICACBTHE HE CE TIOSBU OTMAHO KbPBCHE BHB
(hazara Ha mpreM Ha riare00-TabyIeTKH, TPsOBA J1a c€ 0OMHUCIIM Bh3MOXKHOCTTA 3a HACThIIIIIA
OpeMeHHOCT.

Cveem 6 ciyuaii HA CHOMAWHO-YPESHU CMYUICHUSL

B cirydaii Ha TeXXKH CTOMAIIHO-YPEBHU CMYIIEHUsI (HAIP. IOBPBIIAHE WITH JHAPHS), a0COpOIHATa MOXKE
Jla He € ITbJIHA U TpsI0Ba /1a ce MPUIIOKAT JOIBIIHUTEIIHN KOHTPALCTITUBHA MEPKHU. AKO Ce TOSIBH
MOBpBIIaHE B paMKHUTE Ha 3-4 "aca cliell IpueMa Ha po30Ba akTHBHA TabieTka, TpaOBa Jia ce mpueMe
HOBa PO30Ba, 3aMeCTBaIla TabJeTKa KOJIKOTO € Bb3MOXHO 10-ckopo. HoBaTa po3oBa akTuBHA TabneTka
TpsiOBa Jla ce B3eMe B paMKUTE Ha 24 daca oT 00M4aifHOTO BpeMe 3a NprueMaHe Ha TalJieTkaTa, aKko e
BB3MOXHO. AKO ca U3MHHAIIU TTI0BeUe OT 24 yaca, BaXKH CbBETHT 3a MPOITyCHATH TaOJIETKH, JaJICH B
touka 4.2 “llponycnam npuem na madbremxu”’. AKO xeHaTa He )KeJae 1a IpOMeHH oOnJaiiHaTa cu
cXeMa Ha MpueM, TS TpsOBa J1a B3eMe u3BbHpeaHara(ute) Tadiaerka(u) OT Apyr OnucTep.




Kax 0a ce omnoacu omnadno xkvpsene

3a ;1a ce OTIIOKK MEHCTpYyaIus, )KeHaTa Tpsa0Ba aa mpoabinku ¢ apyr onmcrep Lydisilka, 6e3 na mpuema
Oenute mare00-TabIeTKH OT HACTOSINATA ONTAKOBKA. T MOKE 1a yIBJDKU OTJIAraHEeTO Ha
MEHCTpPYAIHUsATa TOIKOBA, KOJKOTO XeJiae, HO He TI0-JIBJITO OT Kpasi Ha pO30BUTE aKTUBHH Ta0JIETKU OT
BTOpaTa onakoBka. [1o BpeMe Ha OTJIaraHeTo KeHaTa MOXKe Jla UMa MPOOUBHO KbPBEHE WIIH 3allallBaHE.
PenosamsT mpuem Ha Lydisilka TpsioBa na ce mogHOBU cnex (ha3ara Ha mpueM Ha TUIane60-TadIeTK.

3a 1a U3MECTH MEHCTPYaIUsATa B IPYT JIEH OT CEMUIIATa, pa3InieH OT JACHS M0 TEKyIllaTa cXema,
’KeHaTa MOJke 11a ObJ1e TOChBETBAaHA JIa CHKPATH MpeAcTosAmaTa ¢aza Ha IpreMa Ha Iiane00-TadlIeTKH,
C KOJIKOTO JHH *kelae. KoakoTo mo-KbC € TO3M MHTEPBAJ, TOJIKOBA MO-TOJISIM € PUCKBT TSI JIa HE MOJyYd
OTIA/THO KbPBEHE, & JIa ce TIOSBU MPOOMBHO KbPBEHE U 3allallBaHE 110 BpEMe Ha ITpUeMa Ha TaOJIeTKH OT
cleBaliaTa OrnakoBKa (TOYHO KOTaToO € BPEMETO Ha W3MeCTeHaTa MEHCTPYaLusl).

CneuuaﬂHu nonyaauuu

Cmapuecka 6v3pacm
Lydisilka me e mokasan cien MeHomay3ara.

bvopeuno yepeocoane
Bb3 ocHOBa Ha HanuuHUTE KbM MOMeHTa nanHu Lydisilka e mpotuBonokasan npu )eHH ¢ TEKKa
0B0peyHa HeJJOCTaTHYHOCT (BXK. ToUKa 4.3).

Lydisilka He ce nmpemopbuBa pH )KEHU C yMEpeHa CTeleH Ha ObOPEYHO yBpEKIaHE.
He e Heo6xoaumMo kopurupane Ha fgo3ata 3a Lydisilka mpu manuenTs ¢ neka crernen Ha 660pedtHo
yBpexxaane (BK. Touka 5.2).

Yeprodpobro yepesicoane

[TpoyuBane, oreHsBaIIO epeKkTa Ha YUepHOAPOOHO 3a00IsIBaHEe BHPXY (hapMaKOKHHETHKATa Ha €CTETPOI,
€ PeJICTaBeHO B TouKa 5.2. Pe3ynratire OT MpoyyBaHETO MMOKA3BaT MOBHIIICHA I1a3MEHa eKCIIO3UIIUSI
Ha €CTETPOJI IIPU YYACTHHIIH C TEKKa CTeNeH Ha YepHoapoOHo yBpexaane (kiac C o Child-Pugh) B
CpaBHEHHE C YYaCTHHIM C HOpMaJHa YepHOAPOOHA (yHKIIHs, KOSTO MOXKE J1a € OT KIMHHUYHO 3HAYCHHE.

Bb3 ocHOBa Ha Hanu4HUTE KbM MOMeHTa nanuu Lydisilka e mpoTuBonokasaH npu ®eHH ¢ TeXKa CTereH
Ha YepHOIPOOHO 3a00JIsBaHe, TOKATO CTOMHOCTUTE HA YePHOAPOOHHUTE (DYHKIIMOHAITHH TTOKA3aTeNU He
ce HopManu3upar (Bx. Touka 4.3).

Bb3 0CHOBa Ha HATMYHUTE KbM MOMEHTA JIAHHU HE € HeoOX0 MO Kopurupane Ha no3ata Lydisilka mpu
MAIeHTH C JIKa WJIA yMEepeHa CTEIeH Ha YepHOIpOoOHO yBpexaane (BXK. Touka 5.2).

Ileouampuuna nonynayus

besonacuoctra Ha Lydisilka npu neBoiiku nox 18 roanHu ciief mosiBa Ha MEHapXe € YCTaHOBEHa.
OuakBa ce KOHTpallelITHBHATa e()UKACHOCT J1a O'bJie eIHAKBA ITPU JICBOMKH CJIE/I TI0sIBa HA MEHApXe
Te3u Ha 18 u noBeue roauuu. HajauuHuTe KbM MOMEHTA TaHHU 3a 0€30IaCHOCT U €(hPUKACHOCT Cca
onucanyu B Toukn 4.8, 5.1 u 5.2.

Hsma cwotBeTHO npuiioxenue Ha Lydisilka mpu neBoiiku npean MmeHapxe.

4.3 IlporuBomnoka3aHus



Bwbrpeku ye Bee olie auIcBat enuaemMuoiaorndnu anau 3a KXK, chabpikaiiy ecrpaamnon,
npoTuBonokasanusaTa 3a KXK, chabpikaliy eTHHHIECTPAANOI, Ce CMATAT 33 MPUIOKUMH TIPH
ynotpebara Ha Lydisilka. KomGuaupanute xopmonanau konrpauentisu (KXK) ve tpsoBa na ce
U3II0JI3BAT IIPH CJICTHUTE ChCTOSHUS. AKO HSKOE OT ChbCTOSIHUSATA BH3HUKHE 32 IBPBH ITBT 110 BpEMe Ha
ynotpebara Ha Lydisilka, mpuembT Ha ekapcTBEHUs MPOIYKT TpsiOBa He3a0aBHO /1a Ob/e
IPEYCTaHOBEH.

- Hanuune Ha nnu puck ot BeHo3Ha Tpomboembonus (BTE)

- Benozna Tpomboembonust — HacTosia BTE (Ha anTHKOAarymanTH) viii aHaMHe3a 3a TakaBa
(mamp. rpi0oka BeHo3Ha TpoM6Oo3a [[IBT] niu 6enonpodHa emoomnus [BE]).

- W3BecTHO HACIIEACTBEHO WM MPUAOOHUTO MPEeApa3NoIoKeHue KbM BEHO3HA
TpoMO0eMO0IHs, KaTo pe3UCTEHTHOCT KbM akTuBHupal npotend C (APC) (BkirounTenHo
daxrop V Leiden), nebunut Ha anturpomobus |1, redunur Ha nporenn C, nedpunut Ha
MPOTEHH S.

- l'omsima xupyprudHa HaMeca ¢ MPOIbIDKUTETHa UMOOMIH3anus (BK. Touka 4.4).

- Bucoxk puck 3a BeHO3HA TpoMO0eMOOIIHs BCIEACTBIE Ha HATMYHE HA MHOXKECTBO PHCKOBH
¢akropu (BX. TouKa 4.4).

- Hanuuue Ha mnu puck ot aprepuanta tpomboemoonus (ATE)

- aprepuanHa TpomboemoOonus — Hactosima ATE, anamHesa 3a apTepuaiia TpoMOoeMOoIns
(Harp. MUOKapeH HHPAPKT) WK MPOJPOMATHO ChCTOSIHUE (HAIMpP. CTCHOKAPIWS).

- Mo3buHOCHI0Ba 00JIECT — HACTOAI] UHCYJIT, aHAMHE3a 33 MHCYJIT WM IPOAPOMAIHO
CBhCTOSTHUE (HATp. IPEXOHA UCXeMUYHA aTaka, [I1A).

- M3BecTHO HACIEeICTBEHO WX MPUIOOUTO MPeapa3NoIoKEeHUue KbM apTepuaiHa
TPOMOOEMOOJIHS, KATO XUTIEPXOMOIIMCTENHEMHS U aHTH()OCHOTUTINIHN aHTHUTENA
(aHTHKApAVOIUIIMHOBY AaHTUTENA, JIyITyCeH aHTUKOAryJIaHT).

- AHamHe3a 32 MUTpeHa ¢ POKATHN HEBPOJIOTUYHN CHMIITOMH.

- Bucok puck ot aprepuania TpoMO0eMO0IIHs BCIIEICTBHE HA MHOXKECTBO PHCKOBH (DaKTOPH
(BX. Touka 4.4) WM HA HAIMYMETO Ha €IMH CEPHO3€H PUCKOB (aKTOp, KaTO HAIIPUMeEp:

- 3axapcH I[I/IaGQT ChC 3aCATaHC Ha CbA0OBCTEC;
- TCXKa XUIICPTOHUS; - TCXKKA OUCIHUIIONIPOTCUHEMU .

- Hanuuue uinm anaMHe3a 3a TEKKO YePHOAPOOHO 3a00J1BaHe, MPU KOETO (PYHKIIMOHATHUTE
YepHOAPOOHH MOKA3ATENN HE ca C€ HOPMAITU3UPAITH.

- Texxka 6BOpeyHa HENOCTATHYHOCT WIIM OCTpa ObOpEeYHA HEJJOCTATHYHOCT.
- Hanuuue nnm anaMHe3a 3a 4YepHOAPOOHN TYMOPH (I0OPOKAYECTBEHU WM 3JI0KAUECTBCHH).

- W3BecTHU WK MTOJIO3UPAHH 3TT0KAYECTBEHHU 3a00JIIBaHHS, TIOBJIUSHH OT MOJIOBU CTEPOUIN
(narmp.

Ha TOJIOBUTE OPraHy WM I'bPANTE).

- BarunaiHo KpbBOTEUEHHE C HESICEH IPOU3XO/I.

= CBp’bX‘IyBCTBI/ITeHHOCT KBbM aKTUBHHUTEC BECUICCTBA UJIN KbM HSIKOC OT IIOMOIIHUTEC BCIICCTBA
n30poeHu B Touka 6.1.

4.4 CponenMajJHU Npeaynpe:kIeHUs ¥ MpeIna3Hu MepKHU NpH ynorpeda

Ipenynpexnenus




AKO HSIKOE OT MOCOYCHHTE TI0-/I0JTy ChCTOSIHHS WJIH PUCKOBH (DAaKTOPHU € HAJUIIE, C J)KeHaTa TpsiOBa Ja ce
ob6cwam ganmum yrorpedara Ha Lydisilka e moxxopsima, mpeaw T Aa pemu 1a 3armoyHe /1a H3M0a3Ba
Lydisilka.

B cnyuyaii Ha BJIOIIaBaHe WIK IThPBa MOSIBA HA HAKOE OT TE3U ChCTOSHUS MM PUCKOBH (DAKTOPH, )KEHATA
TpsOBa 1a ObJic TOCHBETBAHA JIa C& CBBPIKE ChC CBOS JICKap, 3a Jia Ce ONpE/IeIn Jaiu ynorpedaTa Ha
Lydisilka Tpsi6Ba na ce mpekpati. Benuku nmpeacTaBeHn mMo-101Ty TaHHU c€ OCHOBaBaT Ha
enuIeMuoNIornYHn Januu, cbopanu 3a KXK, ceabpixkamu etuaunectpanuoi. Lydisilka ceabpxa
ecteTpo. Thif KaTo BCe Ollle JUICBAT EMUIEMUOIOTUYHM TaHHU 3a npuioxkeHue Ha KXK, ceabpxariu
€CTETPOJI, Ce CMSATA, Ye MPEeAYNPEKICHUATA ca TPUIOKUME TipH yrioTpeda Ha Lydisilka.

B cnyuaii Ha mogo3upaHa nin NOTBBpAEHa TpoMbo3a npuioxkenneto Ha KXK tpsaosa ce npekparu. B
ClIydail ye ce cTapTUpa aHTUKOAryJIaHTHA Tepanus, TpsiOBa Jla ce 3al09HE IOAXOIIA aITepHATHBHA

HEXOPMOHAJIHA KOHTpAIENUs opaan TepaTOreHHOCTTa Ha aHTUKOAaryJlaHTHaTa Tepanus (KyMapuHu).

HMDKVJZLZWIODHM HApYUieHuA

Puck ot Beno3na rpomooemooaust (BTE)

Ynorpebara Ha KOWTO U J1a € koMOuHHpaH XopMoHaiieH konTpanentus (KXK) mosumasa pucka ot
BeHo3Ha TpoMmboemOomus (BTE) B cpaBHenne ¢ To3u npu mnata, kouto He yrnorpedssat KXK.
IIpoayKTH, KOUTO CHLABPKAT HUCKA 1032 eTUHHIECTPATUO0J (<50 Ug eTUHNJIECTPAINOI)
KOMOMHHUPAHHU C JIEBOHOPIecTpeJl, HOprecTUMAT WM HOPETHCTEPOH, €a ¢ HAN-HUCBK PUCK OT
BTE. Bce omie He e u3BeCTHO KaKbB € PUCKBT npu ynorpeda na Lydisilka B cpaBHenue ¢
ynorpedara Ha Te3U MO0-HMCKOPMCKOBHU NPOAYKTHU. PenieHneTo 3a ynorpeda Ha KOTO U 1a e
NMPOAYKT, Pa3JinyeH OT Te3H, 32 KOUTO e U3BECTHO, Ye ca cno-Huchbk puck 3a BTE, Tpsaosa na ce
B3eMe caMo cJjiell 00ChiKIaHe ¢ KeHATa, 32 1a ce FTApaHTUPa, ye Ta pa3doupa pucka or BTE npu
ynorpeda Ha KXK, kak HacTosimiuTe pUCKOBH (PAKTOPHU NPHU Hesl MOBJIUSIBAT TO3M PUCK U Ye
puckbT oT pa3BuTie Ha BTE e Hali-BHCOK Mpe3 mbpBaTa roauHa Ha ynorpeoa.

ChblecTBYBAT CHILO HIAKOM I0KA3ATEJICTBA, Ye PUCKBT ce MOBUINIABA, Korato ynorpedara na KXK
ce Bb300HOBH cJie[l IPpeKbCBaHe 0T 4 ce MUY WIH N0BeYe.

[Ipu xenn, kouto He ynorpebdsBatr KXK u He ca 6pemennn, oxomno 2 ot 10 000 me pazeusar BTE 3a
nepuoj oT efHa roauHa. Ilpu Beska oTaenHa xeHa, od0aue, pUCKbT MOXeE J1a € Jajled II0-BUCOK, B
3aBUCHMOCT OT CHITBTCTBAIIUTE PUCKOBH (HAKTOPH MpPH Hes (BXK. TMO-J0TY).

EnupnemMuonoruaHy npoy4YBaHus IpH KEHH, IPHEMAIId HUCKOI03UpaHH KOMOMHUPAaHN XOPMOHAITHH
KoHTpanenTueu (<50 Lg eTHHUIECTPAINON), TOKa3BaT, 4ye Mexay 6 u 12 ot 10 000 xeHwu 11e pa3BUAT
BTE B paMkuTe Ha €/1Ha roJiuHa.

Uzuncneno €', ue ot 10 000 sxenn, kouro uznonssat KXK, cbabpkaliy eTHHUIECTPAANOI 1
IipocTipeHoH, Mexay 9 u 12 xenu mie pa3sust BTE B paMkuTe Ha €1Ha TOWHA; TOBA € CPAaBHUMO C
oko1o 62 ot 10 000 sxenu, kouto usnonssar KXK, cbabpikamiu JeBOHOPTeCTpPE.

! Tasu wecToTa € M3UMCIIEHA OT CHBKYITHOCTTA OT JIAHHKUTE OT EMHIEMUONOTHYHOTO TIPOYIBaHE, KATO CE M3TOI3Ba
OTHOCHUTEITHUAT PUCK IIPU Pa3IUYHUTE MPOLYKTH B CpPaBHEHUE C JIEBOHOprecTpes-chabpskamuy KXK.

2 Cpenna Touka Ha mHTepBana 5-7 Ha 10 000 xeHoroMHM, 6a3upanHo Ha OTHOCHTENHHS pucK mpu KXK, chabpxamm
JIEBOHOPTECTPET, CIPAMO MPHOIU3UTETHO 2,3 110 3,6 mpu HemsnomseaHe Ha KXK
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Bce omme He e uzBecTHO KakbB € pucksT oT BTE mpu ynotpebara Ha KXK, cbabpixaiiu ecTeTpos u
JIPOCIIEPUHOH, B CpaBHEHUE ¢ prcka rmpu ynorpedata Ha KXK, cbabpxammy HUCKH 103U
JIEBOHOPTECTPEIL.

Bpost BTE 3a ronuna, npu ynorpebata Ha Hucku 103 KXK, e mo-mMambk OT 0O4akBaHUS MPH JKEHU 110
BpeMe Ha OpEMEHHOCT WIH B IIEPHO/IA CIIe PaXKIaHe.

BTE moxe na 6b1e neranHa B 1-2% ot cirydauTe.

M3KTI09nMTEeTHO PAKO ce choOIaBa 3a BB3HUKBAHE HA TPOMOO03a B APYTH KPHBOHOCHU CHJIOBE, HATIP.
4epHOAPOOHH, ME3CHTEpUATHH, OBOPEUHH WIIH PETHHAIHU BEHU U apTEPUU MpH KeHu, npuemaiu KXK.

Puckosu pakmopu 3a BTE

[Tpu xenu, ynorpedsiBamm KXK, puckbT OT BeHO3HH TPOMOOEMOOTHMYHH YCIOKHEHUS MOKE
3HAYUTEIJIHO Ja C€ MOBHILH, aKO Ca HAJIUIE JOIIBIHUTEIHU PUCKOBU (aKTOpH, 0COOEHO aKo uMa
MHO>KECTBO pUCKOBH (hakTopu (Bk. Tabnuma 1).

Lydisilka e mpoTuBomokasaH, ako »eHaTa UMa MHOKECTBO PUCKOBH (PAKTOPH, KOUTO S U3JIaraT Ha BUCOK
PHCK OT BEeHO3Ha TpOoMOO03a (BXK. Touka 4.3). AKo keHaTa UMa IIOBEYE OT CTUH PUCKOB (PaKTop, €
BBH3MOKHO ITOBHUILABAHETO HAa PHCKA Aa € MO-TOJISIMO OT CyMaTa Ha MHAMBUAYAIHUTE PUCKOBH (HaKTOPH
— B TO3W CiIy4ail TpsaOBa na ce B3eme npeasuy oomuat puck oT BTE npu Hes. B ciyyaii ue
CHOTHOILIEHHETO MOJI3a/PUCK CE CUMTa 32 OTPHUIIATENIHO, He TpsiOBa Aa ce npeanuca KXK (Bxk.

Touka 4.3).

Ta6aunna 1: Puckosu paxropu 3a BTE

PuckoB ¢akrop KomenTap

3aTibcTaABaHe (I/IH)Z[eKC Ha TCJICCHA Maca Hal PUCKBT 3HAUMTEIIHO CE yBEin4aBa C

30 kg/m?) MOBHIIIABAHETO HA MHJIEKCA HA TeJecHa Maca
(BMI).

Oco0eHo BaXKHO € J]a ce MPELeHH, aKo ca HAJIUIIe
U IpYTH PUCKOBH (HaKTOPH.




[IpoabimkuTenHa UMOOWIH3ALINS, TOJIIMA
XUpPyprUdHa HaMeca, BCSIKAKBa XHUPyprudHa
HaMeca Ha KpakaTa WiH Tasa,
HEBPOXUPYPrUYHA HAMECA WM TOJIIMa
TpaBMa

3abenexxka: BpeMEHHA UMOOWITH3AITHS,
BKJIIOUMTENTHO IbTYBaHE ChC camMoJieT >4
yaca MOXKe ChIIO J1a Ob/Ie PUCKOB (haKTop 3a
BTE, ocobeHo mpu *eHH ¢ APYTH PUCKOBU
dbaxTopu.

[Tpu Te3u ycnoBusl € IPErOPhYUTEITHO
yrnoTpebdara Ha MepopaHUs KOHTPAIEIITUB JIa ce
npekpartH (B ciIydail Ha TIaHOBa OTIepaIlns TIOHE
YETUPH CSMUIIM [T0-PaHO) U Ja HE Ce 3aro4Ba
OTHOBO JI0 U3TUYAHE HA JIBE CEJAMHIIU CIIE]
MBITHOTO pa3jBkBaHe. TpsOBa ja ce n3non3sa
JPYT METOJT 32 KOHTPAIICTIIHs, 3 J1a ce U30erHe
HEXenaHna OpeMEHHOCT.

Tpsi6Ba na ce 0OMUCIN aHTUTPOMOOTHYHO
nedeHue, ako yrnorpebara Ha Lydisilka ne e
npeKpaTeHa MpeBapUTEeITHO.

Hanwune ma hamnnna anamHae3a (BeHO3HA
TpoMOOeMOOJ M TTpH Opat/cecTpa Win
poauTen, 0cOOCHO B CPABHUTEITHO MJIasia
BB3pacT, Hanp. npeau 50 roanHN)

AKo UMa CbMHEHUE 3a HACIIEICTBCHO
MpeIpa3noIoKeHHe, )KeHaTa TPSIOBa J1a C€ HAaCOYH
3a KOHCYJITAIHS ChC CIICHUATUCT MPEIH a PEIIn
nmamm aa uznon3pa KXK.

Hpyru 3abonsBanus, cebp3anu ¢ BTE

Pak, cucremeH Jymyc epuremaro/ec,
XEMOJIMTHYCH YPEMHYEH CHHIPOM, XPOHUYHA
BB3MAJUTETHa OoJecT Ha yepBara (boect Ha
Crohn unu yiepo3eH KOJUT) |
CHPIIOBHUIHOKJICTbYHA aHEMMUL.

Hanpenpamia Bb3pact

Oco0eno Haja 35 ToAuHU

Jluncea KOHCCHCYC OTHOCHO BBb3MOXHATa POJISA Ha BAPUKO3HUTEC BEHU U ITOBBPXHOCTHU TpOM60(1)J'IC6I/IT

NIpY BB3HUKBAHETO WIIU MPOTPECUSITA HA BEHO3HA TPOMOO03a.

Tps0Ba fa ce B3eMe NpeABU/] MOBHUILEHUSAT PUCK OT TPOMOOEMOOIIHs 1T0 BpeMe Ha OpEMEHHOCT U

0c00€HO B 6-CeIMUYHHMS TIOCIIEPOIOB MEpHO (32 MHPOPMALHUI OTHOCHO ,,bPEMEHHOCT ¥ KbPMEHE", BiK.

To4Ka 4.6)

Cumnmomu na BTE (0vnboka eéenosna mpombosa u 6en100podna embonus)

B cirydaif Ha CHMITTOMY JKEHHTE TPsOBa 1a ObAT MOCHBETBAHH J1a TIOTHPCAT CIIEITHA METUIIMHCKA
MOMOIII ¥ 1a HHYOPMUPAT MEIUIIUHCKUS CTIeNUaIKCT, e npuemat KXK.

CuMmnToMuTe Ha TpII00KA BeHOo3Ha TpoMOo3a ([IBT) Moxe na BKIro4Bar:

CAHOCTPAHCH OTOK Ha KpakK W/WIH CThIIAJIO, WJIM 1TO XO/Jlda Ha BCHA Ha KpaKa,

OoJKa i YYBCTBUTCIHOCT B KpaKa, KOATO MOXKE Aa C€ IOYYBCTBa CaMO B U3IPAaBEHO ITOJIOKCHUC

WJIN IIPpU XOACHE,

3aTOIUISIHE B 3aCCTHATHUA KpaK, 3a4UCPBABAHC UIIU IIPOMsIHA B IBETA HA KOXKAaTa HA Kpaka.
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Cumnromute Ha 6enonpooHa embonus (bE) moxe na BrirouBar:
- BHE3AIICH MPUCTHIT HA HEOOSICHUM 33JyX WU YYECTCHO JUINAHE;

- BHE3aIHa KaIllJIULA, KOSITO MOXKe 1a Ob/ie CBbp3aHa C XeMONTH3a;
- ocTpa 00JIKa B TPBIHUS KOIII;
- CHITHA 3aMasiHOCT HJIH CBETOBBPTEK;

- y4eCTeH WM HEPaBHOMEPEH ChpPJeUEH PUTHM.

Hsikou ot Te3u cumntomu (Harmp. ,,3a1yX ", ,,Kanuimia’) ca HecnenuGuIHu U MOXKe J1a Obaar
HEIPaBUIHO MHTEPIPETUPAHH KATO ITO-9YECTO CPEIIaHH MIIM HE TOJIKOBA TEKKW CHOUTHS (HAIIp.
WH(EKIUY Ha TUXATSITHUTE ITHTHUIIA).

Jpyru npu3Hany Ha ChA0Ba OKITy3Usl MOXE Jla BKJIFOUBAT: BHE3aITHA O0JIKa, OTOK U JIEKO TIOCUHIBAHE Ha
KpaitHuKa.

AKO OKITy3usiTa C€ TIPOSIBU B OKOTO, CHMITTOMHUTE MOJKE J1a BapHpaT — HeOOJIE3HEHO 3aMBITISIBaHE HA
3pEHUETO, KOETO MOXKE J]a Iporpecupa 1o 3aryda Ha 3perneto. [loHakora 3ary0a Ha 3peHHe MOXe Ja
HACTBIIM IIOYTH BeaHara.

Puck ot aprepuanna tpomo6oemoonus (ATE)

Enunemuonornunu npoyyBanus cBbp3Bat ynorpebara Ha KXK ¢ moBuieH prck ot aprepuanza
TpoMOOoeMOoHs (MHOKapAeH WH(PAPKT) WIH MO3BYHO-CHIOB UHIMCHT (HAMp. MPEXOHA UCXEMUTHA
aTaka, MHCYINT). ApTepHaTHUTE TPOMOOEMOOIMYHHA HHIIMACHTH MOTaT Aa ObAAT JICTATHH.

Puckosu pakmopu 3a ATE

PucksT oT apTepuanHu TpoMOOEMOOINYHHN YCIOKHEHUS WM OT MO3bYHOCH0OB HHLIUACHT IIPH
ynorpeba Ha KXK ce moBuiasa npu >xeHu ¢ puckoBH (akTopu (Bk. Tabnuiara 2). Ynorpedbara Ha
Lydisilka e mpoTuBoIOKaszaHa, ako )KeHaTa UMa eIH CEPHO3€H MM MHOKECTBO PUCKOBHU (aKTOPH 3a
ATE, koeto s mocTaBsl BB BUCOK PHCK OT apTepuaiHa Tpombo3a (Bx. Touka 4.3). AKo KeHaTa uMa
MOBEYE OT €IMH PUCKOB (aKTOpP, BB3MOXKHO € TIOBUILIABAHETO HAa PHCKA Ja Ha/[BUILIABA CymaTa OT
WHIWBUIyaTHUTE PaKTOpH — B TO3M CiIy4ail TpsiOBa Jia ce B3eMe MPEABU/I OOIIUST PUCK MPpH Hesl. AKO
CHOTHOILIEHHETO MOJI3a/PUCK CE CUUTA 32 OTPULIATENHO, He TpAOBa fa ce npennucsa KXK (Bx. Touka
4.3).

Ta6anna 2: PuckoBu paxropu 3a ATE

PuckosB ¢gaxkrTop

KomenTap

Hanpenpamia Bb3pact

Ocobeno Hazx 35 roguHn

TroTroHOMyTIIEHE JKenute TpsiOBa a ObJIAT ChBETBAHU JIa HE
My1aT, ako xkenasT na usnonssat KXK. Kenn
HaJ 35 roguHu, KOUTO HPOIbIDKABAT JIa IMyIar,
TpsiOBa HACTOWYHMBO Ja OBJIAT CHBETBAHU Ja
M3II0JI3BAT pa3jinyeH METO/I Ha KOHTPAIICIIIIHSI.
XUnepToHus

HaaHopMeHo Teryo (MHIEKC Ha TeJlecHa Maca
nazg 30 kg/m?)

PuckbT 3HAaUUTETHO CE yBeIMYaBa C
[IOBHUIIABAHETO HA MHJEKCA HA TEJIECHA Maca
(BMI).

Oco0eHO0 BaKHO MPH KEHU C AOIBIHUTEIIHU
PHUCKOBHU (aKTOpH.
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Hanuuue Ha pamMuinaa anamHe3a (apTepuaiHa
TpomMboeMOonus pu Opat/cecTpa Uiu
poauTen, 0cOOEHO B CPABHUTETHO MJIasia
BB3pacT, Hanp. o 50 roguHmn)

Axo0 MMa CbMHEHHE 32 HACJIECTBEHO
MpeIpa3noioKeHNe, )KeHaTa TpsOBa Jia ce
HaCcOYH 32 KOHCYJITAIUS ChC CIICIIHAIIUCT,
npeau na pemu ganu ga usnonssa KXK.

Murpen

YBenruaBaHETO Ha YECTOTATa I TEKECTTa Ha
MUTPEHO3HUTE MTPUCTHIIN 10 BpEMe Ha
npuemane Ha KXK (koeto Moxe na e
MPOJPOMAITHO ChCTOSIHUE HA MO3BYHOCH]IOB
WHIMJICHT) MOXKE JIa CTaHEe IPUYHHA 32
He3a0aBHO MpeKpaTsBaHe Ha MpHeMa.

Jpyru 3a00mns1BaHus1, CBP3aHU C HEXKENAHU
CBIOBU CHOUTHS

3axapeH auabdeT, XUIepXOMOITUCTEHHEMUS,
KIIAITHO ChPCYHO 3a00JIsIBaHE U MPEICHPIHO
MBXKICHE, TUCITUIIONPOTEHHEMUS U CUCTEMEH
JYIyC epUTEMATO/IEC.

Cumnmomu na ATE

B ciyuyait Ha cuMIITOMM JKeHUTE TPsIOBa Ja ObJIaT MOCHBETBAHU JIa MOTHPCAT CICIIHA MEIUITUHCKA
MTOMOIII ¥ A2 WHGOPMHUPAT MEIUIIUHCKUS CTIeNUANHCT, e npueMaTr KXK.

CHUMIITOMATE Ha MO3BYHOCHIOB MHIIAJAEHT MOKE [a BKJIFOUBAT:

TSIOTO;

BHE3aIIHO M3TPBIIBAHE WM CIA00CT Ha JHULETO, PbKa WK KPaK, 0COOCHO OT €HaTa CTpaHa Ha

BHE3AITHO 3aTPYAHCHUE NP XO/ICHE, 3aMasHOCT, 3ary0a Ha paBHOBECHE HJIH KOOPANHALIHS;
BHE3aIHa 00bPKAHOCT, 3aTPYAHEH TOBOP HJIH 3aTPYAHEHO pa3OupaHe Ha peuTa;

BHE3AITHO 3aTPYAHEHO BIKIaHE C €HOTO WM U C JBETE OUM;

BHE3AITHO, CUJTHO WJIU TIPOJBIDKUTEITHO ITaBO0O0IUE ¢ HEYCTAHOBEHA ITPUYHHA;

3ary6a Ha Cb3HAHUC WJIU MIPUTIAABK CbC UIIN 0e3 I'bp4.

[IpexomuuTe CHUMITOME MOXKE Jla O3HAYABAT, Y€ CTaBa AyMa 3a npexoaHa ucxemudHa ataka ([1MA).

CumnromMuTe Ha MHOKapJieH HHPAPKT MOKE JIa BKIIIOYBAT:

WJIY TIOJ] TPhJHATA KOCT;

YUECTCH WM HETIPABUJICH CHPACYCH PUTHM.

Tymopu

HpI/I HAKOU CIUACMHOJIOTMYHU IPOYUBaHUS CC cso61uaBa 3a IMOBUIICH PUCK OT LICPBUKAJIICH KapIUHOM

JUCKOM(OPT, KOWTO IPEMHHABA KbM I'bp0a,

Ooska, TucKOM(OPT, HATIpEKEHHE, TEKECT, yCEIIaHe 3a CTAraHe WK TeXECT B TbPAUTE, pPhKaTa

YeJIr0CTTa, IbPIIOTO, PhKaTa, CTOMAaxa;

ycCellaHe 3a CUTOCT, JIOIIO XPAHOCMHWJIAHC HUJIU 3a/1aBAHE,
HBIOTABAHEC, I'aJICHC, TIOBPBIAHC WKW 3aMassHOCT,

IMPEKOMEpHa CJ'Ia6OCT, TPEBOKHOCT UJIH 3aaYX;

pH Jnma, ynorpedssaimm npoabokuteTHo KXK (>5 ronuan), HO MPOIkIKaBaT J1a ChIIIECTBYBAT
MPOTUBOPEYHUBYA MHEHUS OTHOCHO CTENEHTA, 10 KOATO ITOI00HA HAaXO0/IKa € PEe3yJTaT OT CMYIIaBallly
(hakTOpHW Ha CEKCYyalTHOTO TIOBEJCHHE U IPYTH (PakTOpH KaTo YoBemkus nanmioma supyc (HPV).
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[Tpu ynorpebara Ha Bucokomozupanu KIIK (50 pg ernannectpaanon) HamansiBa puCKbT OT pa3BUTHE Ha
pak Ha eHJoMeTpuyMa U aifuHuLuTe. Bee ole He € moTBbpAeHO Aanu ToBa Baxku U 3a KIIK, cpappixamnu
€CTETPOJL.

MertaaHanu3 Ha 54 enuIeMHOIOTHYHY IPOYYBaHUS [IOKA3Ba, Y€ MMa JIEKO [TOBUIIEH OTHOCUTEJIEH PUCK
(RR=1,24) 3a quarHocTuIpaHe Ha paKk Ha I'bpAaTa MPH KEHU, KOUTO B MOMeHTa ipuemat KXK,
ChIbPIKAIIM eTUHMWIECTPannoi. [IOBUIIEHUST pUCK NOCTENIEHHO U34e3Ba B NpoAbkeHue Ha 10 roqunu
cieq cnupane Ha ynoTpebata Ha KXK. Tl kaTo pakbT Ha I'bpaTa € psAAKO CpellaH mpu xeHu mox 40-
TOJUIIHA BB3PACT, HOBUIIEHUAT OpOH AMAarHOCTUIIMPAH PaK Ha I'bpJaTa IIPU >KeHH, U3I0I3BaIN UK B
MomeHTa u3nonsBamy KXK, e Marbk o oTHOIIeHHe Ha OOLIHs PUCK OT pak Ha rbpiaaTa. PakeT Ha
rbpaaTa, AMarHocTulMpas npu ynorpeodssanure Hiakora KXK, mokassa no-cinaba TeHaeHIus 32
HampeBaHe OT KIMHUYHA TTIeIHa TOYKA OTKOJIKOTO KapIIUHOMUTE, TUarHOCTULIMPAHU TpY MHIUBUIH,
KOUTO HUKOTa He ca yrnoTpedasanu KXK. HabmrogaBaHuaT Moaen Ha IOBHIIIEH PUCK MOXKE J1a C€ ABIDKH
Ha T0-paHHaTa JUarHo3a Ha pak Ha repjaata npu usnoissammre KXK, ouonorununure epextu Ha KXK
WIN Ha KOMOMHALUS OT JBETE.

B penxu cnyvau, npu xenu, ynotpedssamu KXK, cpabpxaiy eTHHUIECTPaAHOI, ca HAOI0JaBaH!
JI00pOKaueCTBEHU YepPHOAPOOHH TYMOPH U AOPH OIIE MO-PSAKO 31T0KaYECTBEHU YePHOIAPOOHU TyMOPH.
B uzonupanu ciaydyau Te3u TYMOPH ca JTOBEJH /10 )KMUBOTO3aCTpallaBallld BbTPEKOPEMHHU KPbBOU3IUBH.
[opanu ToBa yepHOAPOOEH TYMOP TpsiOBa J1a ce MMa IpeABU/ B ArdepeHIInamHO-TMarHoOCTHYCH TTaH
IpY cUIHA OOJIKa B TOpHATa YacT Ha KOpeMa, yrojeMsBaHe Ha YepHHUs Apo0 Wiy NpU3HaLU Ha
MHTpaabloMUHAJIEH KPBBOU3IIUB NpH keHu, npuemamy KXK.

Xenamum C

[To BpeMe Ha KITMHUYHU U3NUTBAHUA MTPH MAIIUEHTH, JIeKyBaHu 3a nHpekus ¢ xernatut C supyc (HCV)
C JIEKapCTBEHU NPOYKTH, ChABPKAIIM OMOUTACBUD/TIAPUTAIIPEBUP/PUTOHABHD U /1a3a0YBUP, ChC HITH
0e3 pubaBupuH, mosuiieHn HuBa Ha AJIAT moBede oT 5 mbTH Hax TopHaTa rpanuiia Ha Hopmara (I'TH)
ce HabJ0AaBaT 3HAYUTEIHO [0-4ECTO IPH KEHH, KOUTO M3MOI3BAT JIEKAPCTBEHU MIPOIYKTH,
ChABpKAIIM eTHHUIecTpaano, kato Hanp. KXK. OcBeH ToBa, 1 mpu NMaeHTy, JIeKyBaHH C
TJIeKanpeBup/mIOpeHTacBUp Wim copocOyBUp/BeNTaTaCBUP/BOKCHIIAIPEBUP, Ca HAOIIOIaBaHU
noBuiieny HuBa Ha AJIAT nipu sxeHH, KOUTO yIOTPeOsSBATH3IION3BAT JIEKAPCTBA, ChIbPKAIIN
eTuHMecTpaanod, karo Hanp. KXK. Ilpu >keHn KouTo, M3M0M3BAT JIEKAPCTBEHHU MPOLYKTH, ChAbP KAl
€CTPOTCHH, Pa3InYHU OT €THHHUJIECTPAJINOI, CTETICHTa Ha oBuIiieHH HUBa HA AJIAT e cxonHa ¢ Ta3u
IIPY JKEHH, KOUTO HE MPHEMAT ECTPOI'€HH; BBIIPEKH TOBA, TOPaAX OrpaHUYEHUs Opoil KeHH, TprueMalin
TE3W Pa3IMYHU €CTPOreHH, € He0OXO0ANMO MOBUIICEHO BHUMAaHUE MTPH €IHOBPEMEHHOTO TIPUIIOKEHHE C
KOMOWHHMpaHa TeparneBTUYHa CXeMa ¢ OMOUTACBUP/IapUTAIIPEBUP/PUTOHABHP U Aa3a0yBUD U
na3abyBup, ChC WK 0e3 puOABUPHH, KAKTO M MIPU CXeMa C TIIeKapeBUp/TMOPEHTACBUD HITH
codocOyBup/BeNmaTacBUp/BoKcHIanpeBup. Bmxre Touka 4.5.

,ﬂQ yeu yCcjiloeus

[Iporectorennust kommnoneHT B Lydisilka, qpocniupeHoH, € aHTarOHKUCT Ha ajI0CTEPOHA U HUMa
CBOWCTBOTO J1a ChbXpaHs;Ba Kajus. B moBeueTo ciydyan He ce 04akBa MOBUIIABAHE HA HUBATa Ha KaJIHi.
[Ipu kIMHUYHO U3MUTBAHE, 00ave, PH HAKOM MAIMEHTH C JIeKa WIK CpeIHa CTeNeH Ha ObOpedHo
yBpEeXKIaHe, IPUeMalllH eTHOBPEMEHHO KAIMH-ChXPaHIBAIIN JIEKAPCTBEHH NIPOIYKTH, € UMAJIO JIEKO,
HECHIIECTBEHO MOBHIIABAHE HAa HUBATa HA KM B cepyMa 10 BpeMe Ha preMa Ha 3 mg IpOCTIUPEHOH
3a 14 mau. [Topaau ToBa ce mpenopbyuBa MPOBEpKa Ha CEPyMHUS KU 10 BpeMe Ha ITbPBUSI [TUKBI Ha
neuenue ¢ Lydisilka npu nanuenTty ¢ 650peyHa HEAOCTATHYHOCT M CEPYMEH KaIMi MpeI JICUCHUETO Ha
ropHaTa rpaHHIla Ha HOpMaTa, U 0COOCHO MPH eIHOBPEMEHHA yIoTpeda Ha Kalui-ChXpaHsBalin
JIEKapCTBEHU NPOAYKTH. Brkre cpiio Touka 4.5.
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[Ipu sxeHU ¢ XUNepTpUrIUIepuacMus Win (haMUITHA aHAMHE3a 3a TaKaBa MOJKE JIa UMa MOBUIIICH PHCK
3a MmaHkpearut npu yrnotpedba Ha KXK.

Brrpeku ve npu MHOTO keHu, kouto m3noi3eat KXK, ce cho01iapa 3a ci1abo MmoBHIlIEHUE Ha
apTepHaATHOTO HaJSATaHe, CIyJyanuTe Ha KIIMHAYHO 3HAYNMO TTOBUIIIEHHE ca peaku. He e moka3aHa Bph3ka
Mmexay ynorpebata Ha KXK u knmuHuuHaTa XunepTonus. Ako obade ce pa3Bue TpaliHa, KIMHUIHO
3HaYMMa XUTIIEPTOHHA 0 BpeMe Ha yrnoTpebara Ha KXK, ToraBa mpaBHIHHAT IMOIXOJ OT CTpaHa Ha
niekaps e ObJie Aa MPEeKpaTH MpueMa Ha TaOJICTKUTE U J1a JICKyBa XullepToHusta. Korato € yMmecTHo,
ynorpebarta Ha KXK Moxe 1a ce Bb300HOBH, aKO ¢ aHTHXUTIEPTEH3WBHA TEPAIHs MOXKE J]a Ce JOCTUTHAT
HOPMOTEH3UBHHU CTOHHOCTH.

Hma choOleHuns 32 Bb3HUKBAHE HJIH BIIOLIIABAaHE HA CIICTHUTE ChCTOSHHS KaKTO MPU OPEMEHHOCT, Taka
u nipu ynotpeba Ha KXK, Ho nokaszarencrara 3a Bpb3ka ¢ KXK He ca yOoequtenHu: XbJITEHAA W/ WIN
CBhpOEX, CBBP3aHHU C XOJIECTa3a; 0OpazyBaHe Ha KaMbHH B HITbYKATa; MOPHOUPHS;, CHCTEMEH TYITyC
EpPUTEMATO/ICC; XEMOJUTHYCH YPEMHUYCH CUHAPOM; Xopes Ha Sydenham; recralinoHeH xepiec; 3aryoa
Ha CITyXa, CBbp3aHa C 0TOCKJIEepO3a.

Ex30reHHHTE €CTPOreH:n MOTaT Ja IMPEeIU3BUKAT IT0sIBa Ha HACJIEICTBEH M MPHIOONUT aHTHOEIEM WU 14
BJIOIIAT HETOBUTE CUMIITOMH.

OcTpu WK XpOHUYHH CMYIICHHUS Ha YepHOIpOoOHATa QYHKIUS MOXKE J1a HAaJIOKaT MPEeKpaTsIBaHe Ha
ynorpebata Ha KXK, nokaro uepHoApoOHUTE (HhYHKITMOHATHA TTOKAa3aTell CE BH3TAHOBST J]O HOpMATa.
HOBTOpHaTa IMosBa Ha XOJICCTAaTU4YHA KbJITCHUIIA, [TIOABUJIAa CC ITBPBO 110 BPEME Ha 6pCMeHHOCT WJIU TIpU
HpeauInHa yroTpeda Ha IMOJIOBH XOPMOHH, H3UCKBAT MpeKkpaTsBaHe Ha mpruema Ha KXK.

Brmpexn ue KXK Mosxe 1a umar edekt Bpxy nepudepHaTa MHCYTHHOBA PE3UCTEHTHOCT U TITFOKO3HHUS
TOJIepaHC, HsMa JJaHHH 32 HEOOXOJMMOCT OT MPOMSIHA Ha CXeMaTa Ha JieueHHe Ha JruadeT npy ynorpeda
Ha Huckojo3upanu KXK (cpappikanm <50 pg erurunectpaanon). XKenute ¢ auadet, odbaye, TpsiOBa ga
ObJaT BUHMATEITHO HaOII0JaBaHu, 0COOCHO B paHHMs eTar Ha yrnorpeba Ha KXK.

Nma cpobmieHns 3a BromaBaHe Ha €HIO0T€HHA JIenpecys, ermmierncus, 6onect Ha Crohn u ynmeposex
KoMt nipu ynotpedara Ha KXK.

Jo0Ope n3BeCcTHH HEXXeJIaHU PEaKIUH MPH yrnoTpedaTa Ha XOPMOHATTHHA KOHTPALICTITUBY Ca ICPECUBHO
HacTpoeHue U aenpecus (Bx. Touka 4.8). lenpecusita Moxe 1a Obae CepHO3HA U € 100pe U3BECTEH
PHUCKOB (aKTOp 3a CYHIIHIHO MOBe/IeHre U caMoyOuiicTBo. JKenure TpsiOBa Jja ObJaT ChbBETBAHHM Ja Ce
CBBPIKAT C JIeKapsl CU B CIy4all Ha IPOMEHHU B HACTPOEHHUETO U IENPECUBHU CUMITOMH, BKIIOUUTEIIHO U
CKOpO CJIE/] 3all0YBaHE Ha JIEYEHUETO.

[onsikora MoXke /1a ce MOsABHU XJI0a3Ma, 0COOEHO IPH >KEHH C aHaMHE3a 32 XJ10a3Ma IpaBUAapyM.
JKeHute cbC CKIOHHOCT KbM XJI0a3Ma TpsIOBa J1a N30SrBaT U3JIaraHeTo Ha CITBHIIE WK YITPAaBHOJIETOBA
CBETNIMHA, fokaTo mpueMat KXK.

Meouyuncku npezned/KoHcyimayus

[penu 3amouBaneTo WM NMOAHOBsIBaHETO Ha nipuema Ha Lydisilka TpsiOBa 1a ce cHeMe ITbIHA aHaMHe3a
(BrirOUMTENHO (paMMIIHA aHAMHE3a) U TPsIOBa Ja ce M3KII04YM OpeMeHHoCT. TpsaOBa aa ce uaMepu
KPBBHOTO HAJATaHE U J]a C€ HAaNpaBu (U3HUKAJICH Mperiie]l, PbKOBOJICH OT MPOTHBOIOKA3aHUITa (BXK.
Touka 4.3) u npeaynpexaeHusTa (Bx. Touka 4.4). BaxxHo € BHUMaHHETO Ha JKEHATa J1a ce HACOUM KbM
uHQOpMaIUITa 32 BEHO3HA U apTepHraiHa TpoM003a, BKIItoUrTeNHo prucka npu Lydisilka, cpaBreH ¢
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to3u nipu aApyrure KXK, cumnromute Ha BTE u ATE, nzBecTHHTE pUCKOBU (PaKTOpH M KaKBO J1a c€
MIpaBH B CIIy4ail HA CBMHEHHe 3a TpoM0Oo3a. XKenara Tps6Ba 1a 6bJie HHCTPYKTHPaHA CHIO TaKa Ja
MpoYeTe BHUMATETHO JIMCTOBKATa U Jia CJe/IBa ChbBETUTE B Hed. YecToTaTa U €CTECTBOTO Ha MpETeInTe
TpsiOBa 1a ce 6a3MpaT Ha YCTAHOBEHHUTE MPAKTHYECKH PHKOBOJICTBA U J1a C€ aJaliTHPAT HHIUBUIYATHO
3a BCAKa XKEHa.

XKenwure TpsiOBa na ObIAT MpeaYNPEACHHU, Y€ XOPMOHATHUTE KOHTPALCTITHBH HE MPEANa3Batr OT
nH(peKknus ¢ yoBemkns numyHoaedunuted supyc (HIV) w/mnu cuaapoma Ha mpuao0uTa IMyHHA
HepoctarbyHOCT (CIIMH) u npyru 6oxectyr, mpeaaBaHu MO MOJIOB ITBT.

Hamanena epuxacrnocm

Eduxacnocrra Ha KXK Mosxe na Obie HaMmaneHa B Ciiydyail Ha MPOITyCHATH TaONeTKH (BXK. Touka 4.2),
CTOMAITHO-YPEBHH HAPYIIICHHS IO BpEMe Ha IIPHEM Ha PO30BUTE aKTUBHH TAOJIETKH (BXK. TOUKa 4.2) Win
NpY CHITBTCTBAIA YIOTpeda C APYTH JeKapCTBEHU MPOAYKTH (BK. ToUKa 4.5).

Koumpon na yuxwvaa

ITpu Bemukn KXK Mosxe 11a ce mosiBu HepetoBHO KPBBOTEUCHHUE (3amanBaHe WM MPOOUBHO KbPBEHE),
0co0eHO Ipe3 MbPBUTE MecelH 0T npuema. ETo 3a1o orieHkaTa Ha KakBOTO U J1a € HEPEJOBHO
KPHBOTEUCHNE NMa CMHCHJ CAMO CJIe]T aJalTalliOHEH IePUo/] OT OKOJIo 3 nuKbia. HepenosHo
KpBBOTECUCHNE WJIH 3allanBaHe ce HaOmonasa mpu 14% mo 20% ot xenunte, npuemaniu Lydisilka.
[ToBeueTo OT Te3n eMU30H Ce OTHACST CaMo JI0 3allalBaHe.

AKO HEpEIOBHHUTE KPHBOTEUCHHUSI IEPCUCTUPAT WU CE MOSBSIT CIE ] MPEIUIITHA PEAOBHH UK, TOTABa
Tps0Ba Jja ce UMaT MpeIBU] HEXOPMOHAITHH TPUYUHHY U J1a Ce TIpeATprueMaT HeoOXOANMHTE
JIMarHOCTHYHH M3CJICABAHMS, 32 J1a CC M3KJIFOUU 3JI0KaUueCTBEHO 3a00sBaHe uiu OpeMeHHocT. Tosa
MOJKE J1a BKITFOUBA M KIOPETaX.

[Tpu Manrbk mporeHT sxeHH (6-8%) MoKe 1a He ce TOsIBH OTITaIHO KbPBEHE Mpe3 MepHo/ia ¢ IMPHeM Ha
rtane6o-rabnerku. Ako nurcBa kKbpBeHe u Lydisilka e mprieMaH B ChOTBETCTBHE C H30POCHUTE B TOUYKA
4.2 ykazaHWusl, BEpOSITHOCTTA )KeHaTa Ja € OpeMeHHa e Manka. Bee nak, ako Lydisilka He e mpueman
CrIope/1 yKa3aHHsATa WIH € NPOITyCHATO OTIIaTHO KbPBEHE JBa ITBTH MOCIIEI0BATEIHO, TIPEIH 1a
npoasnku npuemMbT Ha Lydisilka, TpsiOBa fa ce n3kimo4n OpeMeHHOCT.

JIabopaTopHU M3CIIEABAHUS

VYnorpebara Ha XOPMOHAJIHN KOHTPALETITUBH MOXeE Jia OBJIMSIE PE3YJITATUTE OT HAKOM J1a00paTOPHH
U3CIIe/IBAHNS, BKIFOYUTEITHO OMOXUMHYHUTE TIOKa3aTeNd 3a (PYHKIMATA Ha YEPHUSI APOO, IIUTOBHUIHATA
KIe3a, HanObOpeUHNTE *XKI1e3n 1 ObOpenuTe, MIa3MeHUTE HIBa Ha IPOTEUHU (TPAHCIIOPTEPH ),
HanpuMep KOpTUKocTepon-cBbp3Bal] r1o0ynuH (CBG) n nunuaHu/IunonpoTeHHOBY (paKiuy,
MOKa3aTeNny Ha BBIIIEXUIPAaTHHS METa00IM3bM U MOKa3aTeNln Ha KoarynanusaTa u pubpuHonmzara. Karo
U0 MIPOMEHUTE OCTAaBaT B HOPMAIHUTE Ja00paTOpHH rpaHuLy. J{pocHpeHOH MPUYHHABA
IMMOBUIIABAHE Ha aKTUBHOCTTA Ha IJIA3MCHUA PCHHH U INIa3MCHUA aJIJOCTCPOH, MHAYIHWPAHO OT HEroBaTta
JieKa aHTUMUHEPAJIOKOPTUKONUIHA AaKTHBHOCT.

Homowinu sewecmea

[NanmenTH ¢ pejku HACTIEICTBEHH MPOOJIEMH HA HEMOHOCUMOCT KbM TallakT03a, IThJICH JIAKTa3eH
Je(HUIUT WK TIH0K030-TAIaKTO3Ha ManabcopOuus He TpsOBa Aa MpUeMar TO3H JISKApCTBEH MPOLYKT.
To3u JiekapcTBEH MPOAYKT ChAbpPXKa Mo-Maiko oT 1 mmol Hatpwii (23 mg) Ha TabieTka, T.e. MOXKe Jia ce
KaXke, 4e MPaKTHYECKH HE ChIIbpPiKa HATPHH.
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45 B3aumopeiicTBue ¢ IPYT'H JIeKAPCTBEeHU MPOAYKTHU U APYru opMu Ha B3auMojeiicTBue

3abenexka: [IpoxykroBara nH(pOpMAaIKs Ha CHITBTCTBAIIO IPHEMAHHUTE JICKAPCTBEHU MPOIYKTH TpsiOBa
Jla ce B3eMe IPEIBH/L, 32 Ja CE YCTAHOBAT Bb3MOXKHHU B3aMMOJICHCTBUS.

dapmMakoAMHAMUYHYU B3aUMOICHCTBUSA

Brusanue na opyau nekapcmeenu npooykmu evpxy Lydisilka

B3auMoieiicTBIST MOTAT J1a BE3HUKHAT C JICKAPCTBEHU MPOYKTH, HHIYIIHUPAIH MUKPO30OMATHHA CH3HMH,
KOUTO MOTaT JIa IOBEJAT JIO MIOBUIIIABAHE HA KIIMPHHCA HA MTOJIOBUTE XOPMOHHU, KOETO MOXKE Ja JIOBEIE
JI0 TPOOMBHO KBPBEHE W/MIIH KOHTPAIIENTHBEH HEYCIIEX.

- Osnaosisane

En3uMHa MHIYKITHS BeUe MOXKE Jla e HaOJI0JaBa CJie/ HAKOJIKO JIHU Ha JieueHne. MakcuMaiHara
€H3UMHA MHIYKIIUs OOMKHOBEHO Cce HA0JII0/IaBa B paAMKUTE Ha HAKONKO ceamuIy. Cren
MPEYCTaHOBSBAaHE Ha JICKApCTBEHA Teparusl, CH3MMHATa HHAYKIIUS MOXKE J1a Ce MOAIbpKa 3a OKOJIO 4
CEIMMIIH.

- Kpamxocpouno neuenue

Xenu, KouTO ca Ha JIEUCHHE C JEKAPCTBEHHU NMPOAYKTH, HHIYLUPAIIN €H3UMH, TPsIOBa BPEMEHHO 12
W3M0J3BaT OapuepeH METO WK IPYT METO/ Ha KOHTpanenius kato gonbiaenne Ha KXK. bapuepen
MeToA TpsAOBa Aa ObJe N3MOI3BaH MIPe3 LIOTO BpeMe Ha €JHOBPEMEHHOTO MPHUJIOKECHUE Ha
JIEKapCTBEHUSAT MPOAYKT U B MPOABIDKEHNE Ha 28 JHU clie]] IpeKpaTsIBaHe Ha mpuemMa My. AKO
TepanusiTa ¢ JEKapCTBEHUs IPOAYKT MPOABIKU U CIIE/ Kpas Ha PO30BUTE aKTHBHU TA0JICTKH B
omakoBkata Ha KXK, Oenurte miane6o-TadaeTkute TpsOBa Jia ce M3XBBPJIAT U BeHAra TpsiOBa ja ce
3anouHe npueM ot cieasamara KXK omakoska.

- Lvneocpouno neuenue

3a 'KeHHU, KOUTO Ca Ha MPOAB/DKUATEIIHO JICYSHHE C aKTUBHU BEIIECTBA, MHIYIIMPAIX YePHOIPOOHNUTE
€H3UMH, C€ MPENOopbYBa APYT HAACKICH, HEXOPMOHAJIEH METO HAa KOHTPALICTILIUSL.

CJ'Ie,Z[HI/ITe BSaHMOHCﬁCTBI/Iﬂ ce C’BO6H_IaBaT B JIMTEpaTypara.

Jlexapcmeenu npodykmu yeeauyasawu kiupvrca Ha KXK (enzumna unoykyus), Hanpumep:
OapOuTypartu, 003eHTaH, kKapbaMasenuH, (EeHUTONH, TPUMUIOH, pUGAMIHIINH U JIEKAPCTBEHH MTPOAYKTH
cpeuty HIV (Hanp. putoHaBup, HEBUPANKH U e€PaBUPEHIT), U €BEHTYaJIHO ChINO Taka (endamar,
rpuseodyyBUH, OKCKapOa3enuH, TonupamMar U MPOAYyKTH, ChIbPrKaIlly OUIIKaTa KbJIT KaHTApHUOH
(Hypericum perforatum).

Jlexapcmeenu npodykmu ¢ npomeHaueu egpexmu evpxy kiupvhca Ha KXK:

Koraro ce mpunarat ennoBpemenHo ¢ KXK, mHoro xombunaruu ot HIV nporeasan naxuburopu u
HEHYKJICO3UIHU HHXUOUTOPH HA 0OpaTHATa TPaHCKPHUIITa3a, BKIIOUYUTEHO KoMOnHanmu ¢ HCV
WHXUOUTOPH, MOTAT J1a TIOBUIIIAT WIJIH MTOHIKAT IJIa3MeHaTa KOHIICHTPAIUS Ha €CTPOTEHH UITH
nporectarean. EQEeKThT OT Te3u mMpoMEHN MOJKe Jla IMa KIIMHIUYHO 3HAYEHUE B HIKOU CITyJam.

[Mopanu ToBa TpsiOBa J1a ce HAINPaBH CIIPaBKa ¢ MPOYKTOBaTa HH(QOpMAIIHS Ha CHITBTCTBAIIIO
npuiarauTe Jekapctsenu npoaykrtu cpeuty HIV/HCV, 3a na ce ycTaHOBAT MOTEHIMATHUTE
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B3aUMOJICHCTBUS 1 BCHUKM CBHP3aHHU C TOBA NPENopbKu. B cirydaii Ha cbMHeHHe TpsiOBa J1a ce U3M0I3Ba
JOTTBTHUTENICH OapuepeH MEeTO 3a KOHTPAIEHIH MPH KEHH Ha IPOTea3eH HHXHOUTOP UITH
HEHYKJICO3UIeH HHXUOUTOp Ha 0OpaTHATa TPaHCKPHIITa3a.

Jlexapcmeenu npodykmu, nonudicasawu kiupvrca Ha KXK (ensumuu unxubumopu):

Knnan4HOTO 3HaYeHNE HAa TOTEHIMATHUTE B3aUMOACHCTBHSA C €H3UMHHU HHXUOUTOPH HE € U3BECTHO.
EnnoBpemeHHOTO npuiioskeHre Ha cuitHU nHxuoutopn Ha CYP3 A4 Moke 1a OBUILM IJIa3MEHUTE
KOHLIEHTPALMK Ha €CTPOT'€HHU WJIM IIPOTreCTareHu, WK U Ha JIBETE.

- Homenyuannu 63aumooeticmsus ¢ OpoCnUpeHon

[Ipu n3nuTBaHEe IPY MHOTOKPATHO MpHjIaraHe Ha KOMOWHAIIHS OT IpocieproH (3 mg/nHeBHO)/
erunmiectpaanon (0,02 mg/aHeBHO) eqHOBpEeMEHHOTO NpuiioxeHue Ha cuiHus CYP3 A4 uaxuburop
KETOKOHA30J1 B Mpoab/ukeHre Ha 10 qHM yBenndaBa IUIonTa o[ Kpruara 3a nepro ot 24 gaca (AUC -
24hy) Ha IPOCTIEPHUIIOH (M €THHWIIECTPanoN) ¢ 2,7 (1 choTBeTHO 1,4 IhTH).

- HomeHuuaﬂHu 63aUMOO0eLCEUsL C ecmempoJi

Ecterponst ce rirokyporupa npeauMHo upe3 ensuma UDP-rarokyponuntpancdepasza (UGT) 2B7 (Bk.
Touka 5.2 ,,apMakoKMHETUYHH CBO¥CTBA ). He ¢ HaOMr01aBaHO KIIMHUYHO 3HAYMMO B3aMMOJICHCTBUE C
ecterpon u crtHut UGT HHXHOUTOp BalmpoeBa KUCEIHHA.

Bnusnue na Lydisilka evpxy Opyeu aexapcmeenu npooyKmu

[TepopanHuTE KOHTPALCTITUBH MOTAT J]a OBJIHUSAT MeTa00IM3Ma Ha OTPEIeNICHN IPYTH aKTHBHH
BellecTBa. B crencTBUe Ha TOBA, MIIA3MEHNUTE U ThKaHHUTE KOHIICHTPALIMU MOTaT Jia e MOBHIIAT (HATIp.
[UKIIOCTIOPWH) WJIH TTOHIDKAT (HATIP. JIAMOTPH)KHH).

Bb3 ocHOBa Ha in Vitro mpoyuBaHus 3a HHXUOUpaHe U iN VIVO IpOyYBaHUs 3a B3aUMOJICHCTBHUSITA IPH
JKEHU JOOPOBOJIKY, U3I10JI3BAIY OMENPA30Jl, CUMBACTATUH MJIM MU/a30J1aM KaTo MapKepHU cyOcTpary,
€ YCTaHOBEHO, Y€ € MAJIKO BEPOATHO B3aUMOAEHUCTBHE MEKAY IPOCIIMPEHOH B 103a 3 mg U
MeTaboNr3Ma Ha IpYTH aKTHBHU BEIIECTBA.

Bb3 ocHOBa Ha in Vitro mpoyuBaHus 3a HHXHOUpaHE, B3aUMOJICHCTBUETO Ha €CTETPOII, ChABPIKAIL CE B
Lydisilka, ¢ Mmerabonn3ma Ha Ipyrd akTHBHHU BEIIECTBA € MAJIKO BEPOSATHO.

dapMakoAMHAMUYHU B3aUMOICHCTBHUS

EnHOBpeMEeHHOTO NpHiIOKEeHHE Ha JIeKapcTBeHU IpoaykTH cpemy HCV, chappxamm
OMOHTACBUP/TIAPUTANIPEBUP/PUTOHABHP U 1a3a0yBUD, ChC MM Oe3 puOaBUPHH, MOXKE Ja yBEJIMUN pUCKa
ot nosumaBane Ha AJIAT nipu >xeHH, U3M0J3BAILHN JEKAPCTBEHU IPOAYKTH, ChAbPHKAIIN
eTuHMecTpaanod, karo KXK (Bxk. Touka 4.4). [Ipu ’eHu, H3M1013BaII JIEKAPCTBEHU POIYKTH,
CBHABPIKAIIH ECTPOTE€HH, Pa3INYHU OT €THHUIIECTPAINON, YECTOTaTa Ha MoBUIIeHN HiBa Ha AJIAT e
CXOJIHA C Ta3M MPHU JKEHHU, KOUTO HE M3II0JI3BAT €CTPOTEHH; BCE MaK, IIOPaAN OTpaHUYCHHsT OPOH JKEHH,
MIPUEMAIIH TE€3U PA3INIHH €CTPOTEHH, € HEOOXOAMMO MOBUIIIEHO BHUMAHKE TIPY CHITBTCTBAIIOTO
NPUIOKEHUE ¢ KOMOMHUpPaHaTa TeparneBTHYHa CXeMa ¢ OMOUTACBUP/IapUTAIIPEBUP/PUTOHABHD U
na3abyBup, cbe WK 0e3 pubdaBUPHH, KAKTO U MIPU CXeMa C IIIeKapeBUp/TMOPEHTACBUD HITH
codocOyBup/BenmaTacBUp/BOKCHIANPEBHUD (BXK. TOUKA 4.4).
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[Ipu naunentku 6e3 6bOpevHa HEJOCTATHUYHOCT, EAHOBPEMEHHOTO MIPUJIOKEHUE HA IPOCTIMPEHOH U
WHXUOWTOPH HAa aHTHOTECH3UH KoHBepTHpantusa ea3uM (ACE naXxuOuTOpH) HiIM HECTEPOUTHU
npotuBoBb3naiutentu Jekapctsa (HCIIBC) He e mokasano 3HauuTeIeH eeKT BbpXY CEpyMHHS Kalni.
EnnoBpemennoro npunoxenne Ha Lydisilka i anmocTepoHOBH aHTarOHUCTH WIIH KalHii-ChXpaHIBaIIN
JUypeTuln, odade, He € Mpoy4YBaHo. B To3u cirydaii mpe3 mbpBUAT LMKBI HA JIedeHue TpsiOBa J1a ce
n3cienBa cepyMHUs Kanuii. Biokre cpmio Touka 4.4.

IlenpaTpuyHa DOITYJIAIUS

[IpoyuBanus 3a B3auMoIeiCTBUSATA ca IPOBEXKJAHN CaMO IIPU Bb3PACTHHU.

4.6 @epruaurter, )peMeHHOCT U KbpPMeHe

bpemennoct

Lydisilka He e oka3aH 1o BpeMe Ha OpEeMEHHOCT.

AKko HacThIIM OpeMEeHHOCT 110 BpeMme Ha npueM Ha Lydisilka, mpueMbT TpsiOBa 1a Obie PEYCTaHOBEH.
Nwma orpanndeHo KOMTU4eCTBO JaHHM 32 ynoTpedaTa Ha Lydisilka mpu OpemeHHM *eHM.
[IpoydBaHusATa P JKUBOTHH MTOKA3BaT PEMPOAYKTHBHA TOKCHYHOCT (BXK. Touka 5.3). Bb3 ocHOBa Ha
OMHUTA MPH )KUBOTHU HE MOXKE Ja C€ U3KITI0YAT BpEAHU e(DEeKTH, MopaTy XOPMOHAIHOTO IeHCTBHE Ha

AKTHBHUTC CbCTaBKU.

[MoBumenust puck ot BTE mo Bpeme Ha cieapomoBus epro/ TpaOBa 1a ce uMa MpeABU IpU
BB300HOBsIBaHe Ha rpuema Ha Lydisilka (Bx. Touku 4.2 u 4.4).

Kospmene

Mauku KojindecTBa KOHTPALCIITUBHU CTCPOUIN W/WIIH TEXHH META0O0JUTH MOTraT Ja C€ CKCKpPETHUparT B
KbpMaTa 1 MOrart Jia OKaXaT BIIMAHUE BHPXY ACTETO.

KXK Moske 1a mOBIHSIST KbPMEHETO, Thid KATO TE MOXE Ja HAMAJISAT KOJIMYECTBOTO U J]a TIPOMEHST
chcTaBa Ha KbpMaTa. ETo 3amo He ce npenoprusa npuembT Ha KXK, nokaro maiikaTta He cripe aa

KBbpPMHU, a Ha KEHUTE, JKETACIIH J1a KEPMSIT, TPSIOBa Jla ce MPEIOKH alITEPHATUBEH KOHTPAICIITUBECH
METO/I.

DepTUnuTeT

Lydisilka e mokasan 3a nepopanna KoHTpauenuus. 3a HUHGOpMaIys o OTHOLICHUE HA (PepTHIIUTETa
BIKTE TOuYKa 5.1

4.7  EdexTn BbpXy cnoco0HOCTTa 32 mopupaHe u padoTa ¢ MalIUHA

Lydisilka He moBmiusiBa WK MOBIIMSIBA IPEHEOPEKUMO CIIOCOOHOCTTA 3a IO HpaHe U paboTa ¢ MaIIUHH.
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4.8 Hexenanu JeKapCTBEHH peaKuH

PesroMe Ha npoduia Ha 0€30IMaCHOCT

Hati-uecto cho0maBanuTe Hexenanu peakiuu npu Lydisilka ca merpoparus (4,3%), riiaBo6osue
(3,2%), axne (3,2%), BaruHaneH KpbBou3NHB (2,7%) u aucMmenopes (2,4%).

TabauyeH CIHCHK HA HEXKETAHNUTE pCaKnnu

Wnentndunypannre HexxenaHn peaknny ca n30poeHu B TabiuniaTa mo-noiy (Bx. Tabmuma 3).
Hexenanute nekapcTBeHu peaknuu ca n3opoenu cropes MedDRA cucremo-opraneH kiac u
KJIACHPaHU T10 TPYIIH TI0 YeCTOTa, KaTO C€ M3MOI3Ba ClieAHaTa KoHBeHus: dectr (>1/100 mo <1/10),
Heuectu (>1/1 000 mo <1/100) u peaku (>1/10 000 xo <1/1 000).

Ta6anna 3: CnuchbK HA HeKeJTaAHUTE PeaKIuu

Cucremo-opranes Yectu Heuectn Penxn
KJ1ac
WNudexnnn I'eOuaHa nHPEKIUA Mactur
1 uH(pecTauum Barunanna nadexuus
Wndexnust Ha NUKOYHUTE
I'BTHUIIA
Heommazmu — dubdpoaneHoM Ha
JI0OPOKAYECTBCHH, rbpaara
3JI0Ka4eCTBEHH U
HeonpeaeIeHn
(BKJI. KHCTH U
TTOJTHIIH)
Hapymenns Ha CBpBX4UYBCTBUTEITHOC
MMYHHATa CHCTEMa T
Hapymienns Ha Hapyuenne Ha anetura XHnepKaneMHus
MeTaboan3Ma U 3agpprkaHe Ha
XpaHEHETO TEYHOCTH
[cuxuunu Hapymenus u Henpecus® Hepsaoct
HapyUIeHUS CMYIIEHUS B TpeBoxHO
nactpoenuero™) pasctpoiictso®
Hapymenue B bescbaue
TMOUA0TO EmononanHo
pascrpoiicto®
Crpec
Hapyiienus Ha I'maBoGonme Murpena Awmue3us
HEpBHATa CUCTEMaA 3amaiiBaHe
[Tapecre3us
CpHAMBOCT
Hapymenns Ha 3puTeNnHO yBpEKAaHE
OUunTE 3aMBIJIEHO 3pEeHUE
Cyxota B 04HTe
Hapymenust Ha CBeToBBpTEK
YXOTO U JIaOMpUHTA
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Cp10BH HapylIEHUS

Tonnu BuIHK

XuneproHust
Benosna rpomb03a
Tpombodnedut
XUMOTOHUS
Pasmmpenu BeHn

CroMantHo-4peBHI
HapyUICHHS

Kopemna 6omka
l'anene

YronemeH kopema
IToBpbinane

Huapust

I'acTpoesodarearna
pedykcHa Gonect
Komnut
CromalHo-4peBHO
pa3CTpOMCTBO Ha
MOJBMKHOCTTA
3amek

Jucnencus
Mereopusbm
Cyxorta B ycTaTta
ITonyBaHe Ha ycTHUTE

Hapyenus na
KOoXata u
MOJIKO’KHATA ThKaH

AKkHe

Arnonenus
Xunepxuapoza®
Hapymenus Ha xoxara®

Hepmatut!”)
Hapyenue Ha
murmerTamusTa®
XHUp3yTU3bM
Cebopes

Hpypuryc
ITonyBane Ha nmuueTo
Yprukapus
Ob6e3uBeTsIBaHE HA
KOoXara

Hapymienus na
MYCKYJTHO-
CKeJIETHATa CUCTEMA
U CheAMHUTEIHATA
THKaH

Bonka B repba

MycKyJIHH Kpamnu
Hduckomdopt Ha
KpalHHIIUTE
IlonyBane Ha craBuTe
bosika B kpaitHuuure

Hapyumienus na

Cna3bM Ha THKOYHHUS

OBOpenuTe 1 MeXyp
MUKOYHHUTE ITbTHILA Hexapakrepna
MHUpH3Ma Ha ypUHaTa
bpemenHocr, W3BbHMaTOUHA
MyeprepuyM OpeMeHHOCT
NepUHATAIHN
CHCTOSTHUS
Hapymenust Ha bonka B repaata Henopmaino Kucra Ha gitunnka
BB3MPOU3BOIH- MeTtpoparus abctunenTHO KbpBeHe® Hapymenns na
TenHaTa cucteMa u | Barunanen IlonyBaHe Ha repanTE JaKTalusaTa
repaara KPBBOMU3IIUB BynBo-Barunanza Hapyuienue Ha
Jlucmenopest nuckompopt? EH/IOMETPUYMa
Menoparus OTnaznHo KbpBEHE JuchyHKIIMOHAITHO
IIpenmencTpyanex MaTOYHO KbPBEHE
CHUH/IPOM TazoBa Oornka

Heonnasma na rspaara®?
Cna3mu Ha MaTKaTa
MaTto4eH KpbBOU3JIUB

Hapyenue Ha
3bpHaTa
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Ha OPUITO0KCHUC

MenomeTpoparus Ob6e3uBeTsiBaHe HA
Hucnapeynus rbpaara
Kspaene cnen
CHOIIICHUE
OOG1y HapyLIeHUs 1 Ymopa Hepasnonoxenue?
e(heKTH Ha MSICTOTO Orox bomka

bosnika B repaute
HeoOwnyaiiHo 9yBcTBO

Xuneprepmust

WNzcnensanus

HpOMﬂHa B TCTJIOTO

[NoBuieH yepHOaPOOCH
CH3UM

JlunuanTe ca U3BBH
HOpMaTa

[loBuiieHoO KPBHBHO
HaJsIraHe

Tecra 3a 6b0peuna
(GYHKIHS € U3BBH
HOpMaTa
IToBuinen xanuii B
KpPBBTa

IToBuimena kpbBHa
TIIIOKO032

Hamanen xemornooun
Hamanen cepymen
¢bepuTHH

Kp®bB B ypunata

() BKJIFOYMTENTHO EMOIMOHAIHA TAOUIHOCT, THAB, €y(QOPHUYIHO HACTPOEHHE, Pa3IPa3sHUTETHOCT,
MIPOMEHEHO HACTPOECHUE U IPOMEHH B HACTPOEHHUETO

(2) BKITIOUNTENTHO ENPECUBHO HACTPOEHHE, IENPECUBEH CHMITTOM, ChI3JIUBOCT M JAEPECHS

@) prmIounTENHO BB30Yy/1a, TPEBOKHOCT, FEHEPATM3MPAHO TPEBOKHO PA3CTPONCTBO M MAHMYECKA aTaKka

) BKJTIOUMTETHO EMOLMOHAIHO Pa3CTPOMCTBO, EMOLIMOHAJIEH JUCTPEC U IIay

®) BKJIIOUUTCIIHO HOIMHO MU3MOTABAHE, XUIICPXUAPO3a U CTYJACHA ITOT
© prmounTenHO cyxa Koxka, 0OpUB U 110lyBaHE HA KOXKATA

@ BKJIFOUUTCIIHO ACPMATUT U €K3CMa

@ priTIOUMTENHO XJI0a3Ma U XUIIEPITUIMEHTAIMS HA KOXKATa

© BKJIIOYUTCIIHO a6HOpMHO OTHaAHO KbPBCHE, aMCHOPCA, HAPYIICHUC HAa MCHCTPYAJIHUA HUKDBII,
HEpCIA0BHA MCHCTPpYyalus, OJIMTOMCHOPEA U NOJUMEHOPEA

(0

BKJIFOUMUTCIIHO BarnHajiHa MUpU3Ma, BYJIBOBAaruHajJICH )Z[I/ICKOM(i)OpT, BYyJIBOBarmHajiHa CyxorTa,

BYJIBOBArvnHaJIHa 60m<a, BYJIBOBAarvHAJICH IPYPUTYC U BYJIBOBAIMHAJIHO YCCIIIAHEC 3a MMAPCHE

(1)

HEPa3MoJI0KEeHHE U HaMajieHa pab0TOCIIOCOOHOCT

Onucanue Ha I/I36DaHI/I HCXKEJIaHU pECaKIINH

BKJIOYMTENTHO 0Opa3yBaHue B Ibparta n puOpokucTo3Ha 6osecT Ha rbpaata 2 prmountento

[pu xenn, npuemanin KXK, ce HaOarogaBa MOBHUINIEH PUCK OT apTePHATHU M BEHO3HH TPOMOO3HH U
TpoMOOEMOOITMYHN CHOUTHS, BKIIOYUTEIIHO MHOKAPACH HH(PAPKT, HHCYIIT, IPEXOAHN HCXEMUYHU
aTaku, BeHO3Ha Tpom003a 1 OenoapoOHa eMO0JIUs, KOUTO ca pasriiejaHu oAPOOHO B TouKa 4.4.

CremauTe CEpUO3HU HEXKEIIAHN PEaKIINY ca ChOOIIeHH MpH ke, n3noi3pamu KXK, u ca o6cbnenu B

Touka 4.4 CrenuanHyu npeaynpexIeHus U IpeanasHid MepKH Ipy ynorpeoa:
- Benozun TpoMO0eMOOINYHN HAPYIIEHNUS;

- ApTtepuanau TpoMOeMOOTMYHN HapYIICHHST,

- XuneproHus;
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- YepHOAPOOHU TYMOPH;

- [TosiBa iy BrOLIaBaHE Ha ChCTOSHUS, 338 KOUTO Bpb3KaTa ¢ yrnorpebara Ha KXK He e
yoenutenHa: 6omect Ha Crohn, yniiepo3eH KOJTUT, EMUISTICHS, MaTOYHA MIOMa, Tophupupus,
CHCTEMEH JIyIlyC epuTeMaTOIeC, TECTAIMOHEH Xeprec, Xxopes Ha Sydenham, xemonuTuaeH
ypeMHUUYEH CHHIPOM, XOJIECTaTUYHA KBITCHUIIA;

- Xmoa3Mma;

- OcTpo wiu XpOHUYHO HAPYIIeHWE Ha YepHOAPOOHATa (DYHKITHS MOXKE J]a HAJIOKH MPEKpaTsIBaHe
ynotpebarta Ha KXK no HopMmanu3upane Ha MapkepuTe Ha YepHOApoOHATa (QYHKIHUS.

- Ex3orennnTe ectporeHr MoraT J1a PEAN3BUKAT TI0sBa HA HACJIEICTBEH U MPHUI00UT aHTHOETEM
WM /1 BIOIIAT HETOBUTE CUMITOMH.

YecroTaTa Ha JMarHOCTUIIMPAH KapIIMHOM Ha I'bpJiaTa € MHOTO JIEKO YBEIUUEHA CPeJl dKEHNUTE, KOUTO

m3non3Bat KXK. T kaTo KapIIMHOM Ha I'bpHaTa ce Cpela psaKo MMpH skeHu mox 40 ronnHu,

MIOBUIICHUSAT OpOii € MaTbK OTHECEHO KbM OOIIMS PUCK OT KapIIMHOM Ha r'bpAaTa.

[TprmumHHOCTEICTBEHATA BpB3Ka ¢ ynoTpedaTa Ha KXK e Hem3BecTHA. 3a OmbIHUTENTHA HH(DOpMALIHS,

BIKTe Touku 4.3 u 4.4.

Bzaumooeticmeus

B pesyaraT Ha B3auMOICHCTBHS HA APYTH JIeKapcTBa (CH3UMHU MHIYKTOPH) C IEPOPATHU
KOHTpPAIENITHBY MOKE J1a Ce MOSIBYU TIPOOHBHO KbPBEHE W/HJIH HEYCIIEX Ha KOHTpalenuusaTa (BK.
Touka 4.5).

[legmaTpuaHa moMmymarus

B npoyuBane da3za 3, Brirousaino 105 geBoiiku Ha Be3pact ot 12 no 17 rogunu, Lydisilka ce monacs
nmo0pe 3a 6 MUKbBJIa Ha yoTpeda U 1o BpeMe Ha IMPOYYBAHETO HE Ca BH3HUKHAIN OMTACEHUS OTHOCHO
0e30macHoCTTa.

Haii-gecTo cho0IIaBaHNTE HEXENIAaHU PEaKIuy MPHU IEBOUKUTe ca ounn nucmeropes (1,9%) u ragene
(1,9%). Apyru HexenaHu peaklvu ca JOKJIaABaHu mpu <1% OT u3cieqBaHaTa MoMyaus.

CroO1IaBade Ha MOJ03UPaHU HEKEIAHU PEAKIIAN

C’[>O6H.[aBaHCTO Ha IOAO3UpPAHN HEKCIIaHNU PCAKIIUU CIICA pa3peCllaBaHC 3a yHOTpeGa Ha JICKAapCTBCHUS
IMPOAYKT € BAXKHO. Tosa nmo3BosBa 1a MMPpOABILKN Ha6JIIO}IeHI/IeTO Ha CbOTHOIICHUETO HOJISa/pI/ICK 3a
JICKApCTBCHUS IPOAYKT. OT MEIUIIMHCKNTE CICIUAINCTH CE U3UCKBA 1A C’bO6I]_IaBaT BCsIKa MOJ03UpaHa
HCEXCJIaHa PCaKIUA Ype3 HAllMOHAJIHA CUCTEMA 3a C’LO6IHaBaHe, II0OCOYCHA B HpI/IJIO)KeHI/Ie V.

4.9 IIpeno3upane

Jo cera Hsma onut ¢ ipepo3upane Ha Lydisilka. Ha 6a3ara Ha oOmus onut ¢ KOMOMHHUPAaHU TIEPOPATHH
KOHTPAIICNITHBY CUMIITOMHTE, KOUTO MOTAT Jia CE TOSIBAT IPH NMPEI03UPaHe Ha PO30BUTE AKTUBHU
TaOJIETKH ca: rajieHe, MOBPbIIaHe U BArMHAIHO KbpBeHe. OTIaHO KbPBEHE MOXKE /1a Ce MOSIBU IOPH
IpY MOMHYETaTa NpeIy MEHapXe, aKo CIIyYaifHO pUeMar JIeKapCTBEeHHs IPOAYKT. HsaMa aHTHAOT 1
HOCJIe/IBAIIIOTO JICYeHHE TPsiOBa J1a Ob/Ie CUMIITOMATHYHO.

5. ®APMAKOJIOTMYHU CBOMCTBA

51 ®apMakogHHAMMYHH CBOIiCTBA
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dapmakoTepaneBTHyHa rpymna: [10J0Br XOpPMOHHU M MOJTyJIATOPH Ha MOJIOBAaTa CUCTEMA, IPOTECTOICHU U
ectporenu, pukcupanu komonaammu, ATC xom: GO3AA18

MexaHU3bM Ha JIEHCTBUE

Lydisilka cpappika ecTporeHa ecTeTpo U MPOTrecToreHa ApOoCTIepHHOH. EcTeTposT € ecTporeH, KOWTO
ce MPOU3BEeXJa caMo 10 BpeMe Ha OpeMeHHOCT OT uepHus apod Ha deTyca mpu xopa.

EcTeTpoibT 1eMOHCTpUpPA aHTUTOHAIOTPOITHA AKTUBHOCT, XapaKTePH3UpAIIa Ce C I0303aBUCUMO
HaMaJlsiBaHe Ha HUBATa KakTo Ha cepyMHHMs (osnkyaoctumynupar xopmon (FSH), taka u Ha
aytenHusuparus xopmon (LH).

[IporectoreHsT APOCTIMPEHOH MPUTEXKABA TPOTECTAaT€HHU, AHTUTOHAOTPOITHH, aHTHAHAPOTEHHH H
JIEKW aHTUMUHEPAJIKOPTUKOUIHU CBOMCTBA U HAMA €CTPOreHHA, TJIIOKOKOPTUKOUIHA U
AHTHUTITIOKOKOPTUKOHTHA aKTUBHOCT. Te3n hapMaKoIOTHIHU CBOMCTBA ca OI0O0OHM Ha CBOWCTBATa Ha
€CTECTBEHHS XOPMOH IPOTECTEPOH.

KonTpanentuausr edexrt Ha Lydisilka ce ocHoBaBa Ha B3auMOIeiCTBHETO HA MHOXKECTBO (haKTOPH,
Ha-BaKHUAT OT KOMTO € MHXHOUPAHETO Ha OBYJIAIMSATA.

Kinnnnuna edukacHocT U 6€300aCHOCT

JIBe KTMHUYHM U3MHUTBAHKS ca OWJIM POBEICHU B CBETOBEH Maiiad, ocHOBHO mpoy4Bane B EC/Pycus u
nomappaxkamto npoyusane B CAILl, nmpu >xeHu Ha BB3pacT Mexay 16 u 50 ronuHu B IpoabnKeHne Ha 13
nMKbiIa/l roguHa.

B ocHOBHOTO KJIIMHMYHO TIpoyuBaHe, poBesieHo B EC/Pycust, B3 ocHOBa Ha 00110 14 759 1ukeia, ot
KOUTO Ca M3KJITFOUEHH IIHKJIM C IOTBIHUTETHA KOHTPALETIIIHS U IUKIA 0€3 CeKCyalHa aKTUBHOCT, ca
YCTaHOBEHHU CJICJIHUTE MHJIeKcH Ha Pearl npu sxenu Ha Bb3pacT 18-35 roaunu:

Heycnex na merona: 0,26 (ropna rpanuiia Ha 95% nosepurenen unatepsai 0,77);

Heycnex Ha MeToma u rpeniku oT cTpana Ha notpedurens: 0,44 (ropua rpanunia Ha 95% gosepurencH
uaTepsain 1,03).

B nposenenoto B CAILl knHUYHO MpoyYBaHe ca yCTAaHOBEHH MO-BHCOKM HHEKcH Ha Pearl, oTkonkoTo
HabOmoaBanuTe B mpoyuBaHeTo B EC/Pycus. M3BecTHO e, ye nHAekcuTe Ha Pearl B mpoyuBanus,
nposeaenu B CALLL, ca mo-Bucoku ot Te3u, HaO01aBaHu B nnpoyusanus B EC, HO mpuumrHaTa 3a TOBa
HECHOTBETCTBUE € HEU3BECTHA.

B pangomusupano oTkputo npoyusane npu 97% ot xenute B rpymnata Ha Lydisilka ce HaGmonaBa
BB3CTAaHOBSIBAHE HA OBYJIAIMATA 10 Kpasi HA IIUKBJIA CIIET JICIEHHUETO.

EnnomerpuannaTta XUCTONOTUS € U3CIEABaHa P noArpymna skeau (n=108) B eAHO KIMHUYHO
m3nuTBaHe cnex 13 mukbia Ha nedenne. He ca HaGmojaBaHu MaTOJIOTHYHA PE3YITATH.

[eanaTpuyHa MOMyIaIs

MHOTOIIEHTPOBO, OTKpHUTO TpoyuBane Paza 3 ¢ eqHO paMo 3a OIleHKa Ha O€30TMacHOCTTA,
cpoTBeTcTBHETO U (hapmakokuneTnkaTa (PK) Ha Lydisilka mpu geBoiiku cies mosisa Ha MEHapxe €
nposeaeHo B EBpoma, Bxirousamo 105 manuentn Ha BB3pacT ot 12 1o 17 ronuaun 3a 6 MUKbIa HA
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ynorpeba. [laHHuTe 32 TUIAHUPAHO U HETUIAHUPAHO KbPBEHE MPH JICBOMKUTE MMOKA3BaT JJ0OBP KOHTPOI
Ha IMKbBJIA U IPUEMITUB MOJISI, ¥ Ca B ChOTBETCTBHE C T€3H OT (a3a 3 mpoydyBaHUsI IPU Bb3PACTHH
xenu. Jleuennero ¢ Lydisilka npu meBoiiku ¢ 1oBeno 10 HamassiBaHe Ha CUMIITOMUTE Ha TUCMEHOPes,
KOETO Ce M3pa3siBa ¢ HaMalleH CKOp 10 BU3yallHa aHajoropa ckaia >30% u HamalnsBa Hy»KJara oT
CTICIICH NMPUEM Ha JICKapCTBa Cie]] 3 MKbJIa Ha yIoTpeda U 0CTaBa Taka JIo Kpas Ha MPOYYBAHETO.
Hannunute GpapMakOKHHETHYHH JAHHH Ca OIKMCAHM B TOYKa 5.2.

52 ®apMakOKHHETHYHHU CBOIiCTBa

Ecmempon

AbGcopbuus

Ecrerpon ce abcopbupa 66p30 cien normpiiane. Ciren npueM Ha Lydisilka, cpennure nukoBu
ia3mMenu koruneHtpauu 18 ng/ml ce nocturar 0,5-2 vaca cnen eqHOKpaTHO NorTbinane. Oomara
EKCIIO3HITUS Ha €CTETPOJI € MOA00Ha, HE3aBUCHMO OT NipueMa Ha xpaHa. Cmax Ha €CTETPOI ce
HamaJIsiBa ¢ npubym3utenHo 50% ciex npueM Ha XpaHa.

Pasnpenenenue

EcterponbT He ce cBBp3Ba ¢ r100yInHa, CBBbp3Ball nonosute xopmonu (SHBG). EcreTponbT nokassa
CBBP3BaHE B yMEPEHA CTEIEH C YOBELIKHUTE IIa3MeHu poTensu (45,5% 1o 50,4%) u yoBemkus
cepymeH andymuH (58,6%) 1 cBbp3BaHE B HUCKA CTEIICH ¢ YoBelKkus anda-raukonporend (11,2%).
EcretponrbT ce pasznpenerns paBHOMEPHO MEXK/y YepBEHUTE KPBBHH KJICTKH U IIa3Mara.

ITpoyuBanusTa in Vitro mokassat, 4e ecTeTpoabT e cyocrpar Ha P-gp u BCRP tpancmoprepure.
EnHOBpEeMEHHOTO MPUIIOKECHUE Ha JICKApCTBa, KOMTO BIUAAT BbPXY akTUBHOCTTA Ha P-gp u BCRP
obade ¢ MaJKO BEepOSTHO JIa IOBeJIe /10 KIMHAYHO 3HAYUMO JICKAPCTBEHO B3aUMOJICHCTBHE C €CTETPOIL.

Buotrpanchopmanys

Crie mepopaHO IPUIIOKEHHE ECTETPOIBT MPETHPIIsBA eKCTEH3UBEH MeTabomm3bpM ¢asa 11, mpu xoeto
ce 00pa3yBaT IIIIOKYPOHUIHY | CyJihaTHU KOHIOraTH. /IBaTa OCHOBHU METa0OIUTa ECTETPOJI-
3TIIFOKYpOHH M €CTETPOIT-16-TIIFOKYpOHHT IMaT He3HAUYHUTENHA ecTporeHHa aktuBHOCT. UGT2B7 e
nomunupamata UGT uzodopma, yuacTraia B Onorpanchopmaimsara Ha eCTETpOoJI B IUPEKTCH
IIIOKYpOoHH. EcTeTponbT ce moyiara Ha cyndarupane, TIaBHO Ype3 crenu(uaHa ecCTporeH
cyndorpanchepasa (SULTIEL).

Enumunupane
B cranmonapHo ChCTOSIHUE TEPMUHATHUAT IMMUHAIIMOHEH TOY>KUBOT (11/2) Ha ecteTpon e 24 daca.

Crnen npunarane Ha exna j03a [*Cl-ecterpon 15 mg nepopasen pa3tBop npuoOIM3UTEIHO 69% OT
o01rara Bb3CTaHOBEHA PaJMOAKTHBHOCT € OTKpHUTa B ypuHata U 21,9% BBB (ekanuuTe.

JInHeHHOCT/HEIMHENHOCT

B cranmonapro cecrostane, korato Lydisilka ce mpunara mpu 1- 10 5-kparHa 1034, TIa3MEHHUTE HUBA Ha
€CTETPOJT HEe MOKA3BaT 3HAUMMO OTKJIOHCHHE OT MPOMOPIIMOHATHOCTTA Ha J103aTa, CIe]] THOKPATHO
TIPUIIOKEHHE.

CranmoHapHO ChCTOSTHUE
CrannoHapHO ChCTOSTHHE e TIocTHTa ciieq 5 nuu. Cmax Ha ecteTpoit okoio 17,9 ng/ml ce moctura 0,5-2
yaca cie npueMa. CpeaHara 1mia3MeHa KoHueHTpamus e 2,46 ng/ml. Kymynupaneto € MHOTO
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OTpaHUYCHO, ¢ 24-4acoBa IO 0] KpruBaTta kKoHeHTpalusa-BpeMe (AUC) B cTallMOHAPHO ChCTOSIHUE C
60% 1o-roasaMa, OTKOJIKOTO CIIe] eIHHHYHA J1034.

gQOCHMQGHOH

AbGcopbuus

JpocrupeHoH ce abcopbupa 0bp30 u moutn HambiHO. Criex mpuem Ha Lydisilka Cmax oxomo 48,7 ng/ml
ce mocTura 3a okoyo 1-3 gaca cien MHOTOKpaTHO TpwiiaradHe. buonamnarocTTa € Mexay 76 u 85%.
OO01maTa eKCro3uLysl Ha APOCIIMPEHOH € MO0100Ha, HE3aBUCHMO OT IPHeMa Ha XpaHa OKOJIO BPEMETO Ha
npreM Ha tabneTkure Lydisilka.

Pasnpenenenue
JpocimpeHOH ce cBhp3Ba ChC CEpyMHISI aJJOYMHUH U HE c€ CBBbP3Ba € TII00YITNHA, CBHP3BAIIl TOJIOBUTE

xopMmonu (SHBG) nnu koprukoua-cewp3saius riaoodynus (CBG). Camo 3-5% ot obmiata cepymHa
KOHIICHTpAIHS Ha aKTUBHOTO BEIIECTBO ChINECTBYBAT KATO HECBBP3aH cTepoua. CpeTHUAT 00eM Ha
pasnpeaenenne Ha apocnupenon e 3,7+1,2 1/kg.

Buorpanchopmarms

JpocriupeHoH ce MeTaboIn3upa eKCTEH3UBHO Clie/I epopaiHo npuiokeHne. OCHOBHUTE METa0OIHUTH B
TUIa3MaTta ca Kucena ¢popma Ha JpOCIUPEHOH, MOTYYCeHa MPH OTBapsIHE Ha JIAKTOHOBHSI IPBCTEH, | 4,5-
JTUXUAIPO-IPOCTTUPEeHOH-3-Ccyi(hat, 00pa3yBaH upe3 peAyKIUs U MOCIEIBAII0 CyldaTupane.
JpocupeHOHBT CHIIO € MOJJIOKEH HAa OKUCIIUTENIeH MeTa0onn3bM, Katanusupad upe3 CYP3A4,

EnuMunupane
Crnen nepopanto npuinoxenue Ha Lydisilka, cepymanTe HEBa Ha IPOCHIEPHHOH CIIaIaT ¢ TEPMHHACH

SJIMMUHALMOHEH MOYXHUBOT 0K0JI0 34 yaca. MeTaOOIUTHUAT KIMPBHHC Ha APOCHUPEHOH B CEpyMa €
1,5+0,2 ml/min/kg. JIpocniupeHOH ce EKCKpPEeTHpa CaMo KaTo CIIEAN B HEMTpoMeHeHa (hopma.
MeTtaboauTuTe Ha JPOCIIUPEHOH CE eKCKPETUpaT ¢ PeKaTuuTe U ypUHATa IPU CHOTHOILICHUE Ha
exckpenus okono 1,2 no 1,4. [TomyxuBoTbT (t1/2) Ha EKCKpeLusITa Ha META0OJIUTUTE C YpUHATA U
¢exanuure e okono 40 ygaca.

JIMHEHHOCT/HEeNMHEHHOCT

[Tna3MeHuTe HUBA Ha JPOCIHMPEHOH HE ITOKAa3BaT 3HAYNMO OTKJIOHEHHE OT IPONOPLIUOHATHOCT Ha
Jlo3aTa B J030BHS AMana3zoH oT 3-15 mg, cien eqHOKpaTHO MPUIIOKEHHNE, KAKTO U B CTAIIMOHAPHO
CBCTOSIHUE.

CranmoHapHO ChCTOSIHUE

CranmoHapHo cheTosiHME ce ocTtura ciae 10 guu. Cmax Ha Ipocruperon okoto 48,7 ng/ml ce noctura
okouo 1-3 gaca cnen npunoxenue. CpelHaTa KOHUEHTPALUS 10 BpeMe Ha CTallMOHAPHO ChbCTOSIHUE MIPU
24-4acoB MHTEPBAJ HA MPUIIOKEHHUE e mpudau3uTeano 22 ng/ml. Kymynupanero € MHOTO OrpaHHYEHO,
¢ 24-yacoa AUC B cTanimoHapHo checTosiHue ¢ 80% mo-TosiMa, OTKOJIKOTO CIIE/ eAMHUYHA J103a.

Crenmaisy momnyJaiun

bvopeunomo yspescoane
Ecmempon
[IpoyuBane, onensBaiio edekra Ha ObOpEUHOTO 3200IABaHEe BHPXY (hapMaKOKHMHETHKATa Ha €CTETPOI, €
MPOBEJIEHO C eMHUYHA TepopaiHa J1o3a 20 mg ecTeTposl MOHOXHJIPAT, IPHIIOKEH MPH KEHHU C
HOpMaJiHa ObOpeuHa QyHKIMs, JIeKa cTeleH Ha ObOpedHo yBpexxaane (a0coyoTHa CKOPOCT Ha
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rnomepyiHa dunrparms (GFR) >60 1o <90 ml/min), ymepena crenen Ha 650peuno yBpexaane (GFR
>30 no <60 ml/min) u Texka crenen Ha 6bOpeuno yBpexaane (GFR <30 ml/min)).

Crmax 1 AUCinf Ha ecTeTpo ca OmiIn CbOTBETHO ~1,1 bTH U ~1,7 I'BTH IIPH JICKa CTEIICH Ha ObOPEUHO
yBpeXKJaHe B CpaBHEHHUE € JIMIa ¢ HopManHa Ob0peyHa GyHKIus; cbOTBETHO ~1,84 mbTH U ~ 2,3 bTH
MIpH yMepeHa cTerneH Ha ObOpeyHO yBpeXKIaHe B CPaBHEHHE C YYAaCTHHIIM C HOpMaiTHa Ob0pedHa
(GYHKLUS B CBOTBETHO ~1,5 TBTH U ~2,3 TBTH MIPH TEKKa CTETNICH Ha ObOPEYHO yBpeKJaHE B CPAaBHEHHUE
C YYacCTHHIIM ¢ HOpMajiHa ObOpeuHa QyHKIuSI.

bropeunmsit kiupbHe (CLr) e Hamanen ¢ 20% B rpymnara c jeka cterneH Ha Ob0peuHo yBpexaane, 40% B
rpymara ¢ yMepeHa cTerneH Ha 0p0pedHo yBpexkaane u 71% B rpymata ¢ TeXKa cTerneH Ha Ob0pedHo
YBpEKIaHe B CPaBHEHHUE C rpymnara ¢ HopMaiHa 0b0pedHa GyHKITHsL.

PesynraTuTte OT IpOyYBaHETO MOKA3BAT MOBHUINCHA IJIA3MEHA KCIIO3UIIHS Ha €CTETPOJI TIPH YYaCTHHIH C
yMepeHa U TeXKa cTelleH Ha 0bOpeyHo yBpexIaHe B CpaBHEHHE C YUYACTHUIIM ¢ HOpMaliHa ObOpeyHa
(GYHKIHS, KOETO MOYKE J1a € OT KIIMHUYHO 3Ha4eHne (BX. Touka 4.2).

gZZOCI’lLlQQHOH

B npoy4Basne, poBeIcHO ¢ JPOCIUPEHOH 3 MQ CaMOCTOSATENHO, TIPUJIAraH HePOPATHO B POABIDKCHHE
Ha 14 1HuU, cepyMHUTE HHMBA Ha IPOCIHPEHOH B CTAIIMOHAPHO CHCTOSHUE MPH JKEHH C JIeKa CTeleH Ha
0B0peyHo yBpexaaHe (KpeaTHHHHOB KIMPBHHC

(CLcr)=50-80 ml/min) ca cpaBHIMH ¢ Te€3u HA KCHU ¢ HOpMasiHa Ob0peuHa dynkius. CepyMHHUTE HHBA
Ha JIPOCIIMPEHOH ca cpeaHo 37% Mo-BUCOKH MPH JKEHU C YMEPEHA CTETeH Ha ObOPEYHO yBpEekKIaHe
(CLcr=3-50 ml/min) B cpaBHEHHUE C TE3H MPHU KEHU C HOpMasTHAa OBOpedYHa (yHKIHUS.

Yeprodpobromo yspesicoare

Ecmempon

[TpoBeneHo € mpoy4BaHe ¢ eAMHUYHA J103a 20 My ecTeTposl MOHOXHPAT, IPUIIOKEH IIPH KEHH C
HOpMaJTHa YepHOIpoOHa (PyHKIIUS, JIeKa CTeNeH Ha YepHoApoOHO yBpexaaHe (kimac A mo Child-Pugh),
yMepeHa CTeleH Ha uepHoapoOHo yBpexaane (kiac B mo Child-Pugh) u Texka crenen Ha uepHOAPOOHO
yepexaane (kmac C mo Child-Pugh).

Pesynrarure nmokassar, 4e Cmax 1 AUCins Ha ecTeTpon ca 6mim cboTBeTHO ~1,7 mbTH 1 ~1,1 mbTH TI0-
BUCOKH TIPH JIEKa CTETIEH Ha YePHOAPOOHO YBpEXKIaHe CIPSAMO NAalMeHTH C HOpMaiHa YepHOAPOOHA
¢GyHKms; choTBeTHO ~1,9 IbTH M ~1 BT NO- BUCOKH IIPU YMEpEHa CTETIeH Ha YepPHOAPOOHO yBpEKIaHe
CIPSIMO TIAIMEHTH C HOpMaJlHa YepHOAPOOHa GYHKIUS U CHOTBETHO ~5,4 bTH U ~1,9 mbTH 1O-BUCOKH
P TEKKA CTETICH Ha YePHOPOOHO YBPEKAaHE CIIPSIMO MAMEHTH ¢ HOPMaJIHA YePHOIPOOHa (DYHKIIHS.

Q;zocnu;zeHOH

[Tpu nmpoyuBaHe ¢ eAMHUYHA /1033 TIEPOPATHHUAT KIUPBHC Ha ApoctupenoH (CL/F) cnana ¢ okono 50%
Ipu JOOPOBOJIIIN C YMEpPEeHA CTETeH Ha YePHOIPOOHO YBPEKAaHE B CPABHEHUE C T€3U ¢ HOpMaTHa
yepHOApOOHa PYHKIIHS.

Ileduampuuna nonyrayus

KOH].[CHTpa]_[I/II/ITe (Ctrough) B CTAllMUOHAPHO CBHCTOAHUEC OCTAaBAT CTaOUITHH Ipe3 NUKIIMTE U Ca CXOOHU IIPpU
BB3PAaCTHU U FOHOIIH.
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Jpyru crienyaaHy IomyJIaluu

Emnuuecku epynu
He ca HaOnro/1aBaHy KIIMHUYHO 3HAYUMU Pa3IUKU BbB (JapMaKOKUHETHKATA HA €CTETPOJT UK

JPOCIUPEHOH MEXKAY KEHU OT SIITOHCKU IIPOU3XO0J U OT €BPOIIEMIHATA paca, CIe] €AHOKPATEH IIPUEM Ha
Lydisilka.

5.3 IpenknuHUYHH JAHHHU 32 0€30MACHOCT

HpquBaHnﬂTa 3a TOKCUYHOCT IIPU MHOTOKPAaTHO MPHUIIOKCHUEC HA €CTCTPOJI, APOCIICPUHOH HUJIX HA
KOM6I/IHaLII/I$[Ta IIOKa3BaT O4YaKBAHUTEC €CTPOrCHHU U I'€CTar€CHHU e(l)eKTI/I.

ITpu excro3uIKK, HaABHIIABAIIHN Te3u npu moTtpedurenu Ha Lydisilka (~27-kpatho 3a ecreTpon u ~3,5-
KPAaTHO 3a JAPOCITUPEHOH), IPH MaMYyHH CJIeJl MHOTOKPATHO NPHJIOKEHHE Ha KOMOMHAIMATA CE
HaOJIr01aBaT KaMEPHU XUCTOJIOTHYHH IPOMEHH, 0€3 KITMHUYHU €(EKTH.

[IpoyuBanusTa 32 peMpoLyKTHBHA TOKCUYHOCT IIPH IUTHXOBE U 3aHIIM, TPOBEIECHH C €CTETPOJI, OKa3BaT
eMOPUOTOKCHYHH M ()eTOTOKCUYHH €(EKTHU IPH )KUBOTHUTE TIPH KIMHIYHO 3HAYNMH SKCIIO3HIIIH;
e(eKTHTE BEpOATHO 3aBUCST OT YTEPOTOHUYHUTE e()EKTH B Kpas Ha OPEMEHHOCTTA.

C xoMOHMHaLMATA HE ca MPOBEXJaHH POYYBaHU 32 TCHOTOKCUYHOCT U KapLUHOTEHHOCT. ECTeTpoibT U
JPOCHHUPEHOHBT HE CE CUMTAT 3a FTeHOTOKCUYHU. M3BecTHO e oOaue, ye mopaau CBOETO XOPMOHAIIHO
JeficTBUE MTOJIOBUTE CTEPOUIM MOTaT Aa MPEAN3BHUKAT pacTeXa Ha ONPeIeIeHH XOPMOHO3aBUCHMU
THKaHU U TYMOPH.

Hpoy‘IBaHI/IHTa 3a OLICHKA Ha pHCKa 3a OKOJIHaTa Cpe€aa MmokKa3Bar, 4€ ApOCIUPCHOHBT MOXKE da
MNpeacCTaBJisiBa PUCK 3a BOJAHATA Cpeaa (B)K. TOYKa 66) Hpoy‘{BaHI/IHTa 34 OLICHKA Ha pHCKa 3a OKOJIHATa
cpeaa € €CTECTPOJI, BKIIFOYHUTEIIHO IIPU Pa3sSHIUPECH TECT 3a Bb3MPOU3BOACTBO HA €JHO IMOKOJICHUEC IIPU

SIIOHCKHUTC pI/I6I/I MClaKa, MMOKa3BaT, U€ MPOrHO3upaHaTa CKCIIO3UIH Ha €CTCTPOJI HAMA J1a ITOBJIUAC Ha
BOJHATa €KOCHUCTEMA.

6. OAPMAIEBTUYHUA JAHHU
6.1 Chnuchbk HA MOMOIIHUTE BeIeCTBA

Po30oBu akTUBHH d)I/IJIMI/IDaHI/I TaOJIETKHU

Aopo na mabremrkama
JlakTo3a MOHOXHUIIPAT
HarpueB HuIIECTEH TIMKOJIAT
HapeBuuHo HuIecte
IToBugon K25

Marmnesues creapar (E470b)

Obesuska na mabiemkama
Xumnpomenosa (E464)
Xupapokcunponuimenyinosa (E463)
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Tank (E553b)

[Namy4yHO Maco, XUAPOreHUPAHO
Turanor nuoxcun (E 171)
Kenezen oxcun, uepsen (E 172)

bemn dunmupanu mianedo-radaeTku

Aopo na mabremrxama
JlakT03a MOHOXHAPAT
[{apeBu4HO HUIIECTE
Marnesues cteapar (E470b)

Obsuexa Ha mabremkama

Xunpomenosza (E464)

Xuapokcunpomnuiiernyiosa (E463)

Tank (E553b)

[Tamy4HO Macno, xuaporeHupaHo TUTaHOB

nuokeun (E 171)

6.2 HecbBMecTuMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

4 roguHA

6.4 CpoeuuMajaHHU yCJOBHMS HA CbXpaHeHHe

To3u nekapcTBeH MPOAYKT HE N3UCKBA CIICIIHAIHY yCIOBHS Ha ChXPaHEHUE.

6.5 Buau chabpikaHue HA OMAKOBKATA

Bmucrep ot npo3pauen PVC/anymununid, chabpxa 28 ¢punmupanu tadietku (24 po30BH aKTHBHU
TabneTku U 4 6enu manedo-TablieTK) B KapTOHEeHa ONAaKOBKa, ¢ Hececep 3a ChbxpaHeHue u 1, 3, 6 wim
13 camozanenBarni(u) ce CTUKEp(a) C JHUTE OT CEIMUIIATA.

Buyose onaxoBku: 28 (1 x 28), 84 (3 x 28), 168 (6 x 28) u 364 (13 X 28) ¢puimupanu TaGIETKH.
He Bcuuky BuoBe OMakoBKK MOrar J1a ObJaT MyCHATH Ha Ia3apa.

6.6 CpoeuuMajaHu NpeANa3HN MepPKHU NPU U3XBBPJIsiHE

JlekapcTBEHUTE TPOYKTH, ChIABPKAIIY JPOCITUPEHOH, MOTAT Jia MPE/ICTABIISBAT PUCK 32 OKOJHATA
cpena (Bx. Touka 5.3).

Heusnon3panusr OPOAYKT WM OTIHaAABYHUTC MAaTCPpUAIN OT HETO TpH6Ba Ja CC U3XBBPJIAT B
ChbOTBETCTBHEC C MECCTHUTC U3HUCKBAHUAA.

28



7. MNPUTEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA
Estetra SRL
Rue Saint Georges 5-7

4000 Liege
benrns

8. HOMEP(A) HA PABPELIEHUETO 3A YIIOTPEBA
EU/1/21/1548/001
EU/1/21/1548/002

EU/1/21/1548/003
EU/1/21/1548/004

9. JATA HA ITbPBO PA3BPELIABAHE/IMTIOJJTHOBABAHE HA PASPEIIEHUETO 3A
YIIOTPEBA

[ata Ha mbpBo pa3pewmaBane: 19 maii 2021 r.

10. JJATA HA AKTYAJIU3BUPAHE HA TEKCTA

[MonpoGHa uHdopManMs 3a TO3M JICKApCTBEH MPOJIYKT € MpeIocTaBeHa Ha yeOcalita Ha EBporneiickara
areHmus o yiekapcraata http://www.ema.europa.eu.
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INPUJIOKEHHUE IT

MMPOU3BOJUTEJIN, OTTOBOPHMU 3A
OCBOBOKJABAHE HA APTU/IU

YCJI0OBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIOBUS N UBUCKBAHUS HA
PASPELHIEHUETO 3A YIIOTPEBA

YCJIOBUSA UK OTPAHUYEHUS 3A BE3OITACHA "

E®EKTUBHA YIIOTPEEA HA JIEKAPCTBEHMSI
MPOJYKT
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A. TTPOU3BOAUTEJIA, OTTOBOPHU 3A OCBOBOXJIABAHE HA TAPTUIN

HMe 1 agpec Ha IPOU3BOAUTEINTE, OTTOBOPHHU 3a OCBOOOK/IaBaHE HA HAPTUINUTE

Haupt Pharma Miinster GmbH
Schleebriiggenkamp 15
48159 Munster

I'epmanus

Gedeon Richter Plc.
Gyomr6i at 19-21.
1103 Budapest
YHrapus

[ledaTHara TUCTOBKA Ha JIEKAPCTBEHUS NPOLYKT TPsOBa Ja ChIbp)Ka UMETO U agpeca Ha
MPOM3BOJUTEINS, OTTOBOPEH 32 OCBOOOXK/IaBaHETO HA CHOTBETHATA MApTHIA.
b. YCIOBUSA NN OT'PAHUYEHUS 3A TOCTABKA U YIIOTPEBA

HCKapCTBeHI/ISIT IMPOAYKT C€ OTIIYCKa I10 JICKapCKO NPEAIINCaHUuC.

B. APYI'U YCJIOBUS U U3BNCKBAHUSA HA PASPEIIEHUETO 3A YIIOTPEBA

. IepuoanyHu aKTyau3upanu AoKjaaau 3a oezonacHoct (PSURS)

W3uckBanwusTa 32 IO/1aBaHe HA TIEPUOAWYHY aKTyalIM3UPaHH JOKIIAIM 32 0€301TaCHOCT 3a TO3H
JIEKapCTBEH MPOIYKT ca MOCOYEHH B CIIUCHKA ¢ pedepeHTHuTe nat Ha EBponeiickus cvio3 (EURD
crnuchK), nmpeasuaeH B wi. 1078, an. 7 ot [upextusa 2001/83/EO, 1 BbB BCHUKH ClIe/IBAIIA
aKTyaJln3alluy, MyOJUKyBaHU Ha EBPOTICHCKHsI yeOIopTal 3a JIeKapcTRa.

IputexaTensaT Ha pasperienue 3a ynorpeba (ITPY) TpsoBa ma npeacrasu mppust [TAJIB 3a To3u
JIEKapCTBEH MPOJIYKT B paMKHUTE Ha 6 Mecelia clie/l pa3pelaBaHeTo 3a ynorpeoa.

I YCJIOBUA NJIN OT'PAHUYEHMUS 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHMUS TIPOAYKT

. Inan 3a ynpaBienue Ha pucka (ITYP)

IpurexeTensaT Ha pasperneHnero 3a ynorpeba (ITPY) TpsOBa 1a U3BBPINBA U3UCKBAHNUTE JCHHOCTH U
JeHCTBUS, CBBP3aHU C IPOCIIEsIBaHe Ha JeKapcTBeHaTa 0e301acHOCT, mocoueHu B ogoopenus I1YP,
npenactaBed B Moy 1.8.2 Ha paspelieHreTo 3a ynorpe0da, KakTo W Py BCUYKH CJIeIBaIIH

ChIJacyBaHU akTyanusanuu Ha [TYP.
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Axryanmsupan [IYP Tpsa6Ba na ce monasa:

* 1o uckaHe Ha EBporeiickaTa areHIys o JeKapcTBara,

* BHUHAry, KOraTo ce U3MEHs CUCTeMaTa 3a YIpaBJIeHHEe Ha PUCKaA, 0COOCHO B Pe3yNTaT Ha
HOJTy4aBaHe Ha HOBA MH(POPMALIHsI, KOSITO MOXKE J1a JOBEE 10 3HAYMMH IIPOMEHH B
CHOTHOIICHHUETO MOJI3a/PUCK, HJIH CJIS]T IOCTHI'aHEe Ha BaKEH eTarl (BbB BPBh3Ka C
Hpocie/siBaHe Ha JIeKapcTBeHaTa 0e3MacHOCT WITH CBEXIaHE Ha PUCKA 10 MUHUMYM).

° IlOHLJIHI/ITeJIHI/I MEPKH 32 CBCKAAaHE HA PUCKA 10 MUHUMYM

[Mpenu myckanero Ha na3apa Ha Lydisilka BpB Besika bprkaBa wienka, [IPY e cbriacysa ¢
HAI[MOHATHNS KOMIIETCHTEH OpPraH ChIbPXKaHHETO U hopMaTa Ha OOYUUTEITHHS MaTepHall,
BKJIFOUMTEITHO CPE/ICTBATA 32 KOMYHHUKALUs, HAUMHUTE HA Pa3IPOCTPAHEHHE M BCUUKH APYTH aCIIEKTH
Ha nporpamara.

OOy4HTEeTHUTE MaTEpUAITH Ca HACOYCHHU KbM MPEJOCTaBsIHE HAa HACOKH 32 YIPABJICHUE HA PHCKA OT
TPOMOOEMOOTMYHN CHOUTHSL.

IpuTexaTeausT Ha pa3pelIeHHETo 3a yIoTpeba TpsAOBa Jia OCUTYPH BbB BCSAKA IbpKaBa WICHKA, KbICTO
Lydisilka ce mpesara Ha ma3apa, BCHUKA METUIIMHCKH CIIEIMATMCTH U TAIHeHTH/O0THOTIEAaYH, OT
KOMTO CE 0YaKBa Jia MPEAMKCBAT, OTITYCKAT HJIM M3II0JI3BaT MPOAYKTa, Ia UMAT JOCTHII J10:

. KOHTpOJIeH CITUCHK HA MPEANUCBAIINTE METHIIMHCKA CIICIIAATHCTH

. NudopmannoHHa KapTa 3a )KEHH.

KOHTpOTHUAT CIMCHK HA MPEANMICBAIINTE MEAUIIMHCKH CIIEIUAIMCTH UMa 3a el ]a Ce 3all09YHe
00CHKIaHe MEXKTy JISKyBaILUs JIeKap 1 ’KeHaTa, 3a J1a ce OLEHH JAajH € TOAXOASIIO Aa IpuemMa
Lydisilka, oco6eHo 1o OTHOIIIEHNE HA HATMIMETO HA TIPOTHBONIOKA3aHMS HITH PUCKOBH (PaKTOpH 32
TPOMOOEMOOJTUYHN CHOUTHSL.

KOHTpOJ'IHI/ISIT CIIMCBK Ha MPCANMUCBAINNUTE MEAUITMHCKN CIICIUAJIMCTU Tp516Ba Ja CbAbpiKa CICAHUTE
KJIIOYOBH CIICMCHTH:

. TOYKH, KOUTO TPsiOBa j1a ce 00XBaHAT MPU KOHCYNTAUATa (PUCK OT TpoMOOEeMOOIHs IpH
KXK, edexrt Ha mpuchly pucKOBU (aKTOpH, a ce BHUMAaBa 3a NPU3HAIM U CHMITOMH Ha
TpoM003a);

. KOHTPOJICH CIIHCHK C IPOTUBOIIOKA3AHHUS;

. KOHTPOJICH CIIHCHK 32 PUCKOBH (DaKTOpH;

. HaNlOMHsIHE 32 MH(OpMHUpaHe Ha KEHUTE 332 CUTyalluH, KOraTo PUCKBT OT TPOMOOeMOOHs €
MOBHIIICH, W 332 ChBETBAHE HA KECHUTE Ja HHPOPMHUPAT MEUIIMHCKUTE CIICIIUAIIICTH, e
npuemat KXK.

NudopmarmonHaTa kapra 3a >KEHHU C€ MPEI0CTaBs KaTo YacT OT OMaKOBKaTa Ha MPOJIyKTa, YANTO TEKCT
e BrodeH B npuinoxkenue 111, Mudopmanronnara kapra 3a )KeHHM MMa 3a 11eJ1 Jia IPEAOCTaBH Ha KEHUTE
nH(pOpMAIHS 32 pUCKa OT TpoMO0oeMOOoIHs, CBBP3aH C KOMOMHUPAHUTE TIEPOPATHH KOHTPAIISITHBH,
M3BECTHUTE PUCKOBH (DAKTOPH, KAKTO U IPU3HAIIUTE ¥ CHMIITOMUTE Ha BEHO3HA M apTEepHATHA
TpoMOOEeMOOIHS 1 Aa MoAYepTae 3HAUCHHUETO HAa PAHHOTO OTKPHUBAHE HA BCAKO TPOMOOEMOOINIHO
cpOuTHE.
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INPUJIOKEHMUE 111

JAHHU BBPXY OITAKOBKATA U JIMCTOBKA

33



A. JAHHH BBbPXY OITAKOBKATA
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JAHHHU, KOUTO TPABBA JA CBABPKA BTOPUYHATA OITAKOBKA

KAPTOHEHA KYTHUA

1. HUME HA JIEKAPCTBEHUS NIPOAYKT

Lydisilka 3 mg/14,2 mg ¢punmupann TabaeTKu JpOCITUPEHOH/€CTETPOI

2. OBSBABAHE HA AKTUBHOTOMTE) BEIHIECTBO(A)

Bcesika po3oBa akTHBHA TablleTKa ChIbpPKa 3 Mg IPOCIUPEHOH U €CTETPOJI MOHOXHUIPAT, €KBUBAJICHTEH
Ha 14,2 mg ecreTpoi.

Bcesika 0sma miane6o- (HeakTHBHA) TaOJIeTKa He ChAbP)Ka aKTHUBHU BEIIIECTBA.

3. CIIUCBK HA IOMOIIIHUTE BELLIECTBA

Chapprka ChINO JTAKTO3a MOHOXHIPAT. BkTe MrcTOBKATA 32 NOMBIHUTETHA HH(OpMAITHSL.

4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJIHA OITAKOBKA

Ounmupanu TabIETKH

28 (1 x 28) dhwnmunanu TabneTKn
84 (3 x 28) dhwmnmunanu TabneTku
168 (6 x 28) bunmunanu TabneTkn
364 (13 x 28) dunmupanu TabIeTKH

5. HAYYH HA ITPUJIOKEHUE U I'BbT(UIIA) HA BBBEX/JIAHE

[Ipenu ynotpeba npoyereTe NMCTOBKATA.
[lepopanno mpunoxeHue

6. CIIEHUAJIHO NPEAYHPEXJIEHUE, YE JTEKAPCTBEHUAT INPOAYKT TPABBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT IIOTJVIEJA U TOCETI'A HA IELIA

I[a CC CbXpPaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.
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7. APYI'U CIIEHUAJIHU NPEAYNPEXIEHUSA, AKO E HEOBXOANUMO

8. JATA HA U3TUYAHE HA CPOKA HA I'OJHOCT

T'onen
JIo:

9. CIIEHUAJIHU YCJIOBUSA HA CbXPAHEHHUE

10. CHELOUAJIHU IMPEANA3HU MEPKHU MPU U3XBDBHPJSHE HA HEU3IMOJI3BAHA
YACT OT JJEKAPCTBEHUTE ITPOAYKTHU WJIN OTITAABYHU MATEPUAJIN OT
TAX, AKO CE U3UCKBAT TAKHBA

11. NME U AJIPEC HA ITPUTEKATEJISA HA PASPEIIEHUETO 3A YIIOTPEBA

Estetra SRL

Rue Saint Georges 5-7
4000 Liege

benrus

12. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1548/001
EU/1/21/1548/002
EU/1/21/1548/003
EU/1/21/1548/004

13. HAPTUJAEH HOMEP

ITaptuna:

14. HAYUH HA OTITYCKAHE

15. YKA3AHUA 3A YIIOTPEBA
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16. HUH®OPMAILIMS HA BPAHJIOBA A3BYKA

Lydisilka

17. YHUKAJIEH HAEHTUO®UKATOP — JIBYU3MEPEH BAPKO/J

JBym3mepeH 0apKoJi C BKJIFOUEH YHUKAICH UIACHTU(UKATOD

18. YHUKAJIEH UAEHTU®PUKATOP — JJAHHU 3A YETEHE OT XOPA

PC
SN
NN
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MHUHHMMYM JAHHU, KOUTO TPABBA JA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUS NIPOAYKT

Lydisilka 3 mg/14,2 mg Tabnerku
JPOCTIMPEHOH/ECTETPOIT

2. HUME HA ITPUTEKATEJISA HA PASPEIIEHHUETO 3A YIIOTPEBA

Estetra SRL

3. JATA HA I3TUYAHE HA CPOKA HA T'OAHOCT

EXP

4. IHAPTUJAEH HOMEP

Lot

5. JAPYT'O

Start
1-2—>3—>54—>5—...—>28

MHUHHUMYM JAHHU, KOUTO TPABBA JJA CbABPXKA CTUKEPA

CTHUKEP

U3zbepere cTrkepa ¢ IHUTE OT CEIMHIIATA, KOWTO 3all04Ba C MTbPBHUS JICH OT IIpHeMa Ha XalJeTara, U To
MOCTaBeTE B paMKaTa Ha IpejiHaTa CTpaHa Ha KapTara ¢ OJucTepa BbpXy cuMBoja “ = ”. Bceku aeH
IIe ce M3PaBHHU C P XamJeTa.

AKO TIpOIyCHETE Xarr4ie, HalpaBeTe CIpaBKa C JINCTOBKATA.

ITH BT cp uT T co HJ
BT cp 4T T cb HJ ITH
cp 4T T co H]I IH BT
qT T co HJ TH BT cp
T co HJ IIH BT cp 4T
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MHUHUMMYM JAHHU, KOUTO TPABBA JA CbABPKA UHOOPMALIMOHHATA KAPTA
3A )KEHHU

BAKHA NTH®OPMAILIUSA 3A LYDISILKA U PUCKA OT KPbBHU CbCHPEII

Benuku koMmOnHMpanu koHTpanentusu kato Lydisilka yBenndaBart prucka ot o0pa3yBaHe Ha KPbBEH
cberpek. OOIUAT PUCK OT 00pa3yBaHe Ha KPBBEH ChCHpEk mopaau mpueM Ha Lydisilka e Manbk, HO
ChCHUpELIUTE MOTaT Jia ObJaT CePHO3HH U B MHOTO PEJKH CIIy4au I0pu (aTaiHu.

MHOTO0 € BaKHO J1a pa3lo3HaeTe Kora MOXKe Jia CTe U3JIOKEHH Ha MO-TOJISIM PHCK OT 00pa3yBaHe Ha KPBBEH
ChCUPEK, 32 KAKBH MPU3HAIM U CUMIITOMU TPIOBa J]a BHUMABaTe U KaKBH JICUCTBHS TPsIOBa J1a
npeanprueMere.

B kou ciaydyan pucksT OT 00pa3yBaHe HA KPbBEH ChbCHPEK € Hali-BHCOK?

mpe3 mppBarta rojauHa ot yrnorpebdarta Ha Lydisilka (BkirounTenHo ako BE30OHOBsBaTE yrorpebaTa
cieq IpeKbCBaHe OT 4 CeMUIIN WK TIOBEYE)

aK0 UMaTe CBPbXHATHOPMEHO TETIIO0

aKo CTe Ha BB3pacT Haj 35 TOIUHN

aKO MMaTe WICH Ha CEMEMCTBOTO, KOWTO € MMaJl KPhBEH CHCHPEK B OTHOCUTEITHO MIajia Bh3pacT
(namp. mox 50 roauHM)

aKo CTE pa)KIaJIH TPe3 MOCISTHNATE HIKOIKO CeIMHIIN

AKo IyImwTe ¥ CTe Ha BB3pacT Haja 35 rOWHU, CHITHO CE MPENOopbhyBa JIa CIIpeTe Aa MyIINTe WK J1a
M3II0JI3BaTe HEXOPMOHAJIEH METO/ 32 KOHTPAICTIIIHI.

He3a6aBHo NoTHPCETEC MEAUIIMHCKA NTOMOII, AKO IMOJIYYHUTE HSKOM OT CJeIHUTE CUMIITOMMU.

CuuiHa 6oJiKa WK [IOJTyBaHe Ha Kpaka, KOeTO MOXKe J1a ObJie MPUIPYIKEHO OT YyCTBUTEIHOCT,
TOIUTMHA WJIKM TIPOMEHH B [IBETA HA KOXKaTa, KaTo MoOJIeHsIBaHEe, 3aUepPBIBAHE UITH IOCHHSBAHE.
Moske 1a umate IbJ00Ka BEHO3HA TPOMD03a.

BHesanen He0OSCHNM 3alyX WM yYECTEHO AWIIaHe; CHIIHA OOJIKa B TbPAUTE, KOATO MOJKE Ja Ce
YCHJIM TIpU THJI00KO BAMIIBAHE; BHE3alHa KaUTHIIA 0€3 OueBHIHA MPUYMHA (TIPU KOSTO MOXE Jla
M3KaIUITe KpbB). MOXe J1a UMaTe CEpHO3HO YCIOKHEHNE Ha IbJIOOKAa BEHO3HA TpoMO03a,
HapedeHo Oes1oaApodHa emOoJusi. ToBa ce ciryuBa, ako KPEBHUST ChbCUPEK CE MPUABMKHU OT Kpaka
B Oenust 1po0.

Bonka B rbpanTe, 4€CTO OCTpa, HO MOHAKOTA IIPOCTO TUCKOM(OPT, HAIIPEKEHUE, TEKECT,
IUCKOM(OPT B TOPHATA YaCT HA TSJIOTO, KOMTO MIPEeMUHABA KBM I'bp0a, YEIOCTTa, TBPIIOTO,
pbKaTa 3aeJJHO C yCellaHe 3a TEXECT, CBbP3aHO C JIOLIO XpaHOCMUIIAHE, WK 3ajlaBsiHe,
U3IMOTABaHE, TajicHe, MOBPBIIAHE WK 3aMasHOCT. Moxe J1a MaTe HH(APKT HA ChbPLETO.

Ciaboct mwin HU3TPBIBAHC HA JIMIICTO, PbKAaTa WX KpaKa, 0co0eHO 0T €HaTa CTpaHa Ha TAJIOTO,
HpOGJ’IeMI/I C roBopa uUin p8.36I/IpaHCTO; BHEC3AaIIHO 06’prBaHe; BHEC3allHa 3211"}768. Ha 3pCHUC NI
3aMBbIJICHO 3PpCHUC; CUITHO FJ'IaBO6OJ'II/IC/MI/IFpeHa, IIO-TEXKKa OT OOMKHOBEHO. Moske Ja CTC
IMOJIYYHJIA HHCYJIT.

BuumagaiiTe 3a CHMIITOMH Ha KPBBEH ChCHPEK, 0CO0EHO aKo:

HACKOPO CTC NPECTHPIICIIN OII€pald

cTe Oy 00e3ABIKEHH 3a ABJITO BpeMe (HalpuMep IMopaan HapaHsBaHE WK 3a00JsIBaHe, WIH
aKO KPaKbT BH € B THIIC)

JIBIITO TbTyBaHe (TIoBeye OT 4 yaca)
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He 3a0paBsiiTe 1a kaxkeTe Ha Bamms jiexkap, MeIMIMHCKA cecTPa WU XHPYPT, Ye mpueMaTe
Lydisilka, ako:

° Bu MMpeACTON UIIN CTE MPETHPIICIN OCpalus

M IIpU BCEKU cnyqaﬁ, KOrato MCAUIMMHCKHA CIICHUAIIUCT Bu ura Jajii MpyueMaTe HAKAaKBHU JICKapCTBa

3a nonbiIHUTETHA HH(DOpMAIKs, MO, IPOUYESTETE JIMCTOBKATA WK TTOCceTeTe [yebaapec Ha HAIMOHATHHS
KOMIIETEHTEH OpraH].

AKo TI07103HMpare, 4e UMaTe HeXKellaHa peakius, cBhp3ana ¢ yrnorpedara Ha KXK, Moxere 1a choOmuTe 3a
TOBa HA METUIIMHCKY CIIEIIHANKCT WIX B ChOTBETCTBHE ¢ Balrata HaloHa Ha CHCTeMa 3a ChOOIIaBaHe Ha
HE)KEJTaH! PeaKIIUH.
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b. IUCTOBKA
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JIncroBka: nH(popManMsA 32 MOTPedUTENA

Lydisilka 3 mg/14,2 mg ¢puamMupanu TadJeTKH IPOCTTHPEHOH/ECTETPOI
(drospirenone/estetrol)

vTOSI/I JICKApPCTBCH MPOAYKT NOAJIC)KU HA JOMIBJIHUTCIHO Ha6J'IIOI[€HI/Ie.TOBa 1€ MMO3BOJIH 6’Bp3OTO
YCTaHOBsIBAHC Ha HOBaA I/IH(bOpMaHI/IH OTHOCHO Oe30macHocTTa. MokeTe Ja 1aaeTe CBOA MPUHOC KAaTO
C’[>06H_II/ITC BCAKa HEXKEJIaHa pEaKIys, KOATO CTEC NOJIYIHIIN. 3a HauWHA Ha C"LO6I]_I3.BaHe Ha HCXKCIIaHU
PCaKIIMM BUIKTC Kpasi Ha TOYKaA 4,

Ba:xna nundopmanusi, KosTo TpsidBa J1a 3HaeTe OTHOCHO KOMOMHUPAHUTE XOPMOHATHHU

kouTpanentusu (KXK):

. Te ca emqHu OT Hal-HaISKIHUTE OOPaTUMH METOAH 32 Mpena3BaHe oT 3a0peMeHsIBaHe, aKo ce
MpUJIaraT paBHIIHO.

. Te c1abo noBuIIaBaT prcKa 0T 00pa3yBaHETO Ha KPbBEH ChCUPEK BbB BEHUTE U apTEPUUTE,
0COOCHO Tpe3 IbpBaTa roJIiHa OT YIoTpedaTa Wid Py Bb300OHOBSIBAHE Ha IpUeMa Ha
KOMOWHHMpaH XOPMOHAJIEH KOHTPALENITUB ciiell 4-CeIMUYHO MJIH MO-ABJIT0 NIPEKbCBAHE.

. Moz, ObaeTe BHUMATEITHH U c€ KOHCYJTHUpaiiTe ¢ Bamus nekap, ako cMsaTarte, ye Moxxe Ou uMaTte
CHUMIITOMHU 32 HaJTM4re Ha KPhBEH ChCUpPEK (BKTe Touka 2 “KpbBHE cheupenn’).

IIpoyeTere BHMMATENHO USLJIATA JMCTOBKA, IPeAH 1A 3alI0YHeTe 1A prUeMaTte TOBa JIEKAPCTBO,

Thil KaTO TS ChAbP3Ka Ba:kHa 32 Bac undopmanus.

- 3amasere Ta3u JUCTOBKA. MoKe /1a ce HaJO0XH Jia sl IPOYEeTeTe OTHOBO.

- AKO UMaTe HSIKaKBU JOITBIHUTEIHN BBIIPOCH, TIONMTaiTe Bammms nekap ninu gpapmanesT.

- ToBa nekapcTBO € npeanucaHo JudHo Ha Bac. He ro nmpeorcTbnBaiite Ha npyru xopa. To Mmoxe
Jla UM HaBpeu.

- AKoO TIoITyunTe HIKaKBU HEXEJaH! peakiuy, yBegomere Bamust nekap win ¢papmareBt. Tosa
BKJIFOYBA Y BCUYKHU Bb3MOKHU HEKEJIAHU PEaKIMU, HEOITMCAHU B Ta3U JUCTOBKA. BuxTe Touka 4.

Kakso ChAbpPiKa Ta3u JIUCTOBKA

Kakso mpencrasmnssa Lydisilka u 3a kakBo ce u3non3pa
Kakso TpsiOBa na 3naere, npenu aa npuemere Lydisilka

Kak na npuemare Lydisilka

BB3MOXKHU HEXENIaHN PEaKIuH

Kak na cexpansBare Lydisilka

ChabpkaHue Ha ONIAKOBKATa W JOMBIHUTEIHA HHPOPMALIUS

oakrwbdpE

1. Kaxkso npeacraBassa Lydisilka u 3a kakBo ce n3noJi3Ba

Lydisilka e koHTpamenTHBHO CPEJICTBO, KOETO C€ M3II0JI3Ba 32 Mpe/Ia3BaHe 0T 3a0peMeHsIBaHE.

- Bewnuku 24 po3oBu GuiMUpaHy TaOJNETKH ca aKTHBHU M ChJIBPXKAT MaIKO KOJMYECTBO OT J[Ba
Pa3JInYHU KEHCKH MOJIOBU XOPMOHA, HAPEUEHH €CTETPOJI M JPOCITUPEHOH.

- Yerupute 6enu puiMupanu TabJIETKH ca HEAKTUBHU TAaOJIETKH, KOUTO HE CHIBPIKAT XOPMOHH U
ce Hapu4ar Iiane00-TalbIeTKH.

- KontpanentuBHuTe TabIETKH, KOUTO CHABPKAT JABa PA3IUYHU XOpMOHa, kato Lydisilka, ce
Hapuyar ,,KOMOWHANUs WM ,,KoMOnHUpaHu* Tadnerku. Te neiicTBar 3aeaHo, 3a 1a

43



MPEIOTBPATAT OByJaIusaTa (0CBOOOXK/IaBaHE Ha SHUIICKICTKA OT SIMYHUKA) U J]a HAMAJISIT IIaHCca
ocBOOOICHATA SIMTICKIICTKA 1a OBJ/Ie OIUIOACHA | 11a 3a0peMeHeeTe.

2. Kakso Tps0Ba na 3Haete, npeau na npuemere Lydisilka

OO0 0enexku

IIpenu na 3amounere npuem Ha Lydisilka, TpsiOBa BHUMaTeTHO fa mpoyeTeTe MHPOPMAIUATa OTHOCHO
KPBBHUTE ChCHUPEITH B TOUka 2. Oco0SHO BaXKHO € JIa MPOYETETE 32 CAMIITOMUTE HA KPhBEH ChCUPEK —
BIDKTE Touka 2 “KpbBHU ChcHpern”.

[Ipenu na moxkete na 3anouynere npueM Ha Lydisilka, BamusT nexap me Bu 3amane HIKOIKO BhIIpoca
OTHOCHO BareTo 31paBOCIIOBHO ChCTOSIHAE 1 TOBa Ha Bammrte Oym3ku poaauHu. Jlekapsr e
n3MepH BameTo KphbBHO HAJSITAHE U B 3aBUCUMOCT OT ChCTOSTHHETO By, MOYe /1a HarpaBu ¥ HAKOU
JOITBJIHUTCIIHU U3CJICABaHUA.

B Ta3u nmcToBKa ca OmMCcaHu HAKOIIKO CITydasi, TIPH KOUTO TPsOBa 1a cripeTe mpremMa Ha TabIeTKUuTe
WM TIPY KOUTO TAXHATa HAJIEKIHOCT MOXKE J1a € HamasieHa. [Ipu Te3u ciyvan uinn He TpsiOBa na
“MaTe IOJIOB KOHTAKT, WM TPSOBa J1a B3EMETe TOMBIHATEIHA HEXOPMOHAIIHHA KOHTPAIEITUBHA
npena3Hd MEPKH, HapuMep Jia U3I0JI3BaTe Mpe3epBaTuB Wi ApyT 6apuepeH meros. He
M3IIONI3BATE KaJeHIAPEH WM TeMIIepaTypeH MeTo . Te3n MeToau MOKe Ja He ca HAJAKIHH, TIOpaIn
TOBA, Y€ TAOJICTKUTE BIUSAT BHPXY OOMUYAHUTE MPOMEHHU B TEMIIepaTypaTa U EepBUKaIHATA CITY3,
KOUTO C€ HaOJIFOIaBaT 110 BpeMe Ha MEHCTPYATHHUS ITUKBIL.

Lydisilka, nono0Ho Ha ocTaHaJIMTe XOPMOHAJHU KOHTPALIENITUBH, He NIPeANa3Ba 0T HH(peKuus ¢
yoBelKH uMyHoAepuuuTed supyc (XUB) (cuHapoM Ha Npua00UTAa MMYHHA HEIOCTATHYHOCT,
CIIHUH) unu apyru 60J1eCTH, IpPeJaBaHu MO MOJIOB MbT.

He npuemaiite Lydisilka

AKO MMare HSIKOe OT ChCTOSHUATA, N30pOeHU 1o-10.1y, Bue He TpsOBa na u3nonspare Lydisilka. Axo
uMaTe HAKOE OT TsX, TpsAOBa na uadopmupare Bamus nexap. Toii e 00chau ¢ Bac kakBa apyra gpopma
3a Tpe/as3BaHe oT 3a0peMeHsBaHe O OMa O-MOAXOIIIa

- aKo nMare (MJIM HSKOTa CTe MMAIIM) KPhBEH ChCHPEK B KPBBOHOCEH ChJI HA KpakaTa (IbJI00Ka
BeHO3Ha TpoMbOo03a, JIBT), 6enute nqpodose (OenoapodHa emOonus, BE) wim npyru opranuy;

- ako Bu e n3BecTHO, ye MMare HapYLIEHO ChbCUPBAaHE HAa KPbBTa — HalIpUMep AeUINT Ha IPOTEUH
C, nedunur Ha npoteus S, nepuuut Ha anTuTpoMOuH 111, dpakrop V Jlaiinen nim
aHTU(OCHONUIHIHY aHTHUTENA;

- aKo ce Hy’)KIaeTe OT OIepaLus Wi OT ABJITO BpeMe cTe 00e3IBIKEHH (BIKTE TOUKa ,,KpbBHM
CBCUPENH ' *);

- aKo HSKOTra cTe MMy UH(APKT WK UHCYIIT,

- aKo uMare (WM HSIKOTa CTe MMaJii) CTEHOKapAus (ChCTOSHHIE, KOETO IPUYMHABA CHITHA OOJIKa B
BbpPAUTE U MOXKE J1a € IbPBOHAYAJICH NPU3HAaK Ha UH(APKT) WM IPEeXOHa UCXEeMUYHA aTaKa
(ITMA — mpexogHr CUMITOMH Ha WHCYJIT);

- aKo MMaTe HIKOE OT CIeTHHUTE 3a00JIIBaHNUs, KOUTO MOJKE J1a OBHUIIAT PHCKA OT 00pa3yBaHe Ha
KPBBEH ChCUPEK B apTEPHUUTE:

- TEXBK AUA0ET ¢ yBpEeXKIaHe Ha KpPbBOHOCHUTE ChIIOBE;

- MHOT'O BCOKO KPBBHO HaJISITaHE;

- MHOT'O BHCOKO HMBO Ha MacTUTE B KPbBTA (XOJIECTEPOJT UIT TPUTIIUIICPHUIIN );
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- CBCTOSIHUE, U3BECTHO KATO XUIIEPXOMOLUCTEHHEMHUS;

- aKo nMmare (MM CTe UMalli) BUJl MUTPEHA, HapeueHa ,,MUTpeHa ¢ aypa;

- aKo mMare (WU CTe UMalli) TyMOp Ha YepHHs Ipo0 (H00poKadecTBEH WM 3JI0KAYECTBEH);

- aKo nMate (WIJIA CTe UMaJIH) YepHOAPOOHO 3a00isaBaHe U YepHUIT Bu npob Bce omie He
(GYHKIMOHUPA HOPMAITHO;

- ako 0b0penute Bu He pabotar nodpe (0pO0peuHa HeTOCTaTHYHOCT);

- aKo “Mate (MM CTe UMaJi), UM € Bb3MOXKHO J]a UMare, paKk Ha T'bpJaTa Wil paKk Ha
TCHUTAITUHUTE;

- aKO MMaTe HeU3ICHEHO BarMHAIHO KbPBCHE;

- aKo CTe aJleprU4HU KbM €CTETPOJI MM APOCITUPEHOH WM KbM HAKOS OT OCTAaHAJIUTE ChCTaBKH HA
TOBA JICKapCTBO (M30POCHH B TOUKA 6).

AKO HSIKOE OT Te3W CHhCTOSHHUS C€ TIOSBH 3a IEPBH ITBT, oKaTo m3noi3Bate Lydisilka, HesabaBHo cripete
npuema My 1 uH(hopMmupaiite Bamus nekap. MexxayBpeMEeHHO H3IOJI3BATE HEXOPMOHAIHU
KOHTpaIleNTHBHH cpeicTBa. ChIo Taka BIKTE U ,,O0mmHM OeNeXKu'* B TOUKa 2 Mo-Tope.

IpenynpesxaeHus ¥ Npeana3sHu MepPKH
T'oBopete ¢ Bamms nekap nnu dapmanest, npenu aa npuemere Lydisilka.

Kora TpsiOBa na ce cBbpkere ¢ Bamms nekap?

[loThpceTe cnenrHa MSAUITMHCKA ITOMOIIT

. aKo 3a0eNeKUTEe Bh3MOXKHH PU3HAIM HA KPBBEH ChCUPEK, KOSTO MOXKE Jia 03HAYaBa, 4e Ce ¢
o0Opa3yBaJl KpbBEH ChCHPEK B Kpaka (HalmpuMep IbJI00Ka BEHO3HA TPOMOO03a), KPbBEH ChCUPEK B
Oenus 1po0 (Hampumep OeroapodHa emOowst), HHDAPKT WK HHCYIT (BX. ,,KpbBHU checupenn”
MO-110JTY ).

3a onrcaHue Ha CAMITOMUTE HA TE3U CEPUO3HU HEKEIaHU peakluK, MoJis, mpouerete ,,Kak na
pasmo3HaeTe KPbBEH CHCUPEK .

HNudopmupaiite Bammus jgexap, ako HaKoe 0T U30pPOeHUTE MO-A0JYy ChCTOSIHHUS ce OTHacs 3a Bac
AKO CBhCTOSTHMETO C€ Pa3BUE WJIM BIIOIIH, TokaTo npuemarte Lydisilka, chino TpsOBa na yBegoMute
JIeKaps CH.

- ako Bamr Giin3bK poJiHIHA Ma WITH HIKOTa € MMall/a pak Ha I'bp/ara;

- aKo “Mate HacJeICTBEeH WK MPUIO0HUT aHrHoeaeM. JlekapcTBa, KOUTO ChAbPKaT ECTPOTEeHH,
Morar Aa IpeAn3BHKAT WU BJIOLIAT CHMITOMHUTE Ha aHrnoeaeM. HezabaBHo mocetere Bamus
JieKap, ako MoJlydYUuTe CHMIITOMH Ha aHTHOEJIeM KaTo MO yBaHe Ha JIUIETO, €3UKa U/WIIN ThPIIOTO,
W/WIM 3aTPYJHEHO Nperibliane, WK OOpUB ChC WM Oe3 3aTpyAHEHO AMIIAHE;

- aKo MMaTe YepHOAPOOHO 3a00JsIBaHE MK 3200 sIBaHE HA KIIBUKATA;

- aKo nMarte ObOpedHo 3a00IIsIBaHE;

- aKo nmare auader;

- aKo CTpajare OT JeTpecus;

- aKo nmare enwierncus (Buwxre Touka 2 ,,/Ipyru nexapctsa u Lydisilka®);

- ako nmare 6osiect Ha Crohn WM ynuepo3eH KOIUT (XPOHUYHO Bb3MAJIUTEIHO 3a00IsIBaHE HA
4yepBara);

- ako nMate cuctemet ynyc eputemarojec (CJIE - 3abomnsBane, 3acsaranio Bamrara nmyHHa
cUcCTeMa);
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- aKo “MaTe XeMOJHUTHYEH ypemuueH cuuapoM (XY C - HapylIeHue Ha KpbBOChCHPBAHETO,
MPUYHHSBAIIO ObOpEYHA HETOCTATHYHOCT);

- aKO MMaTe ChPIOBUIHOKICThYHA aHEMUS (HACTIEACTBEHO 3a00IsIBaHE Ha YEPBEHUTE KPbBHU
KJIETKH);

- aKo “MaTe TIOBUIIICHN HMBA HA MACTH B KPBBTA (XUIIEPTPUTTULEPHIECMHS) HITH MOJOKHUTEIHA
¢damunHa aHaMHe3a 3a ToBa 3a00JsiBaHe. XUIEPTPUIIINLEPUIEMHSITA CE CBBP3Ba C IIOBUIIIEH PUCK
OT pa3BHUTHE Ha MMaHKPEaTHT (Bb3MaleHue Ha MMaHKpeaca);

- ako Bu ce Hajara omepanus WM OT IBJITO BpeMe CTe 00e3IBIKEHH (BIKTE ToUKa 2 ,,KpbBHH
chCUpenu’);

- aKO TOKY-ILIO CT€ POJAMIH, CTE M3JI0KEHH Ha MOBUIICH PUCK OT 00pa3yBaHe HAa KPbBHH ChCHUPELH.
Tpsi6Ba na monuTate JeKapsi CH KOJIKO CKOPO Cle] paKAaHeTO MOXKETE Jia 3all0YHeTe J1a IprueMaTe
Lydisilka;

- aKo MMaTe Bb3MaJeHHEe Ha BEHUTE MOJI KOoKaTa (MIOBbPXHOCTEH TpOoMOO(DIeOuT);

- aKo MMaTe Pa3lINpPeHN BEHU;

- aKo MMaTe WM HAKOTa CTE MMaJH XJIoa3Ma (IIPOMsiHA B IIBETa HA KOXaTa, 0COOEHO MO JIUIETO HITH
Bpara, Taka HapedyeHuTe ,,IeTHa Ha OpeMeHHOCTTa™). B TakbB cirydaii TpssOBa 1a n3dsreare
JUPEKTHO M3JIaraHe Ha CITbHYEBA WU YITPABUOJETOBA CBETIUHA.

- aKo nMmare 3aboJsIBaHe, KOETO CE € TOSBUIIO 3a MPBB BT 10 BpeMe Ha OPEMEHHOCT HIIH
MIpeIUIIHA yIIoTpeda Ha T0JI0BH XOPMOHH (HampuMep 3ary0ba Ha ciyxa, 3a00JsBaHe Ha KPHBTAa,
HapeuyeHo NoppUpHUs, KOKEH OOPUB C MEXypUeTa 10 BpeMe Ha OPEMEHHOCTTA (TeCTallHOHCH
Xeprec), HEBpOJIOTHYHO 3a00JIsIBaHe, IPU KOETO MOXKE /1a CE TIOSBAT HEBOJICBH,
HEKOHTPOIUPYEMH IBMKCHUS Ha TAI0TO (Xopes Ha Sydenham).

KPbBHU CbCUPEII

AKO ce M31oI3Ba KOMOWHUpPAH XOpMOHaJIeH KOHTpanenTuB, kato Lydisilka, puckbsT oT 00pasyBaHe Ha
KPBBEH ChCUPEK € MO-BUCOK, OTKOJIKOTO aKO HE ce M3MOJI3Ba TaKbB KOHTpAIeNTHB. B peaku ciydan
KPBBEH ChCHPEK MOXKe J1a OJIOKHpa KPBBHUTE CHIOBE U J1a Ch3/1aJIe CEPUO3HH MPOOIIEMH.

KpbBHE cheHper Moxe Jja ce 00pa3yBaT
- BBB BeHUTE (M3BECTHH KaTO ,,BEHO3HA TpoMO03a“, ,,BeH0o3Ha TpomboeMbomus* uinn BTE)
- B apTepuuTe (U3BECTHH KaTo ,,apTepraina TpoMbo3a“, ,,aprepuanta Tpomboemoomus uiau ATE).

Bb3cTaHoBsiBaHETO OT KPBBHU CHCHPENM HE BUHATH € ITBJIHO. PSKO ca Bh3MOXHH CEpHO3HU
JBIITOTPaifHN e(heKTH Ui, MHOTO PSJIKO, TE€ MOTaT Ja ObJatT aTaiHu.

Ba:xHo e 1a 3anoMHHTE, Ye OOUIUAT PUCK OT YBPEKIALl KPbBEH ChbCHPEK MOPaJau ynorpeda Ha
Lydisilka e maabk.

KAK JIA PA3IIO3HAETE KPBBEH CbCUPEK

HOTI{DCGTG CricmHa MEAMIIMHCKA ITOMOIII, aKO 3a0€IeKUTE HAKOH OT CJICAHUTC MPU3HAIU U
CHMIITOMMU.
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Mwmare nu HAKOM OT T€3U MpU3HALN?

OT KaKBO € BB3MOKHO J1a
ctpanare?

- OTOK Ha €AWHHUA KpaK WM I10 IPOAB/IPKCHHUE Ha BEHA B KpaKa
HJIA XO0OUJIO0TO, 0CO0EHO KOraTo TOBa € CBIIPOBOACHO OT:

- 0Oouska uau 0OJIE3HEHOCT B Kpaka, KOATO MOXKEC 1a CC yCella
CaMo IIpU CTaBaHC WJIN XOJACHC

- 3aTOIUIAHC Ha 3aCCrHaTUs KpaK

- I[IpoMsHa B IIB€TA HA KOXKaTa HAa KpakKa, HalIpuMEp
HO6J'ICI[H$IB3HC, 3a4CPBABAHC UJIK TOCUHABAHC

JBnboka BeHO3HA TpoMOO03a

- BHe3aIleH HeOOSICHUM 3aAyX WIN YCKOPCHO AUIIAHEC,
- BHEC3allHAa KallJIula 0e3 BUAMMa IpUYUHA, IIPU KOATO MOXKE J1a CC
H3KallIA KPBB;

BenmonpobHa emOomus

- ocTpa 00JIKa B TPBJHHS KOII, KOSTO MOXKE JIa Ce YCUIU TIPU
JIbJIOOKO BIWILIBAHE;

- CWJIHO NpUMAlsSBaHe WK 3aMaliBaHe;

- YCKOPEH WM HEMPaBUIICH ChbPACUCH PUTHM;

- cuiHa 0ojKa B cTOMaxa;

AKO HE CTe CUT'ypHH, TOBOPETE C JIEKap, Thil KATO HIKOU OT Te3U
CHUMIITOMH, KaTo KallTUIIa UK 3a/yX MOTaT Jia ce 00BPKAT C MOJIEKO
3a0osiBaHe, KaTo MH(EKIMs Ha AUXATEIHUTE MbTUIA (HAapuUMep
poCcTyaa).

CHUMITTOMH, KOMTO HAW-4€CTO CE€ MOJy4yaBar B €JHOTO OKO: -
BHE3aIHa 3ary0a Ha 3peHue Win
- He0OJe3HEHO 3aMbBIVIIBAHE Ha 3pPEHHETO, KOETO MOXKe Ja
nporpecupa Jio 3aryda Ha 3peHue;

Perunanna BeHo3Ha TpoMO03a
(KpBBEH ChCHUPEK B OKOTO)

- Oonka, nuckoMdopT, HaPEKEHUE, TEKECT B IPBAHUS KOLI;

- yCelllaHe 3a CTATaHe WK TeXECT B I'bPAUTE, pbKaTa WIN MO
rpbAHATA KOCT;

- ycCellaHe 3a CUTOCT, JIOIIO XPaHOCMMJIAHE WJIH 3aJaBsHE;

- IucKoMQOpPT B TOpHATA YaCT Ha TSUIOTO, KOUTO MPUMHUHABA KbM
rbpp0a, YenocTTa, rbpPJIOTO, PhKaTa U CTOMAaxa;

- U3INOTABaHE, TajicHe, IOBPBILAHE WIN 3aMasHOCT;

- TpeKkoMepHa ciadbocT, 0E3MOKONUCTBO HITH 33/1yX; - YCKOPEH WIIH
HENPaBUJICH ChPJCYEH PUTHM.

Wnudapkr
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- BHe3amHa cJlaboCT WM M3TPBIIBAHE HA JIUIIETO, phKaTa I Hucynar
Kpaka, 0cOOCHO OT e[HaTa CTpaHa Ha TSUIOTO;

- BHE3amHO 00BPKBAHE, 3aTPY/IHEH FOBOP WK 3aTPyIHEHO
pa3bupane;

- BHE3AIHO 3aTPYIHEHO BIKIAHE C €HOTO HJIH U C IBETE OUH;

- BHE3aIHO 3aTPyJHEHHE PH XOJICHE, 3aMastHOCT, 3aryba Ha
paBHOBECHE HITH KOOPAUHALINS;

- BHE3AIHO, TeXKO WJIH IMPOABDKUTEIHO II1aBo0osIHe 0e3 M3BeCTHA
NPUYHHA;

- 3ary0a Ha Ch3HAHWE WJIH MPUTIAIBK ChC HIH 0€3 Ibp;

[TonHsiKOTa CUMIITOMHTE HAa HHCYJIT MOTaT Aa ObIaT KPaTKOTPalHU C
MOYTH He3a0aBHO U ITBITHO Bh3CTaHOBsSIBaHE, HO Bre Bce mak TpsadBa
JIa TIOTHPCUTE CIIEIIHA MEIUIIMHCKA TIOMOII, Thid KATO MOKE /1a
“MaTe PUCK OT APYT HHCYIIT.

- OTOK M JIEKO TIOCHHSBAHE Ha KPaiHUK; KpbBHE ChCHpelH,
- cuiHa 0oJika B KopeMa (,,0CThp Kopem™). OJIOKU AL IPYTH
KPBHBOHOCHH CHIOBE

KPbBHU CbCUPEIIM BbB BEHA

KaxBo moke 1a ce ciy4n, ako KpbBEH ChCHPeEK ce 00pa3yBa BbB BeHa?

- Ynorpebara Ha KOMOMHUPAHU XOPMOHAITHH KOHTPALIENITHBY € CBbp3aHa ¢ YBEJIHMUCHUE Ha PUCKA
oT 0Opa3yBaHe Ha KPbBHU ChCHPEIH BHB BEHUTE (BEHO3HA TpoM0O03a). Te3n HeXeTaHu peaKIiinu
obauye ca peaxu. Haii-uecTo Te ce momydaBar npe3 mbpBara rogrHa Ha yrnorpeda Ha KOMOWHHPaH
XOPMOHAJICH KOHTPALIETITHB.

- AKO KpBBEH ChCHUpPEK ce 00pa3yBa BbB BEHa B KpaKa WM XOJIUIOTO, TOW MOXKE JIa IPUUNHH
I'bJI0OOKa BeHO3Ha Tpombo3a ([IBT).

- AKO KpBBEH ChCHPEK PEMHHE Npe3 Kpaka U MomnajaHe B Oenus qpo0, TOi MoXke J1a IPUINHH
6emoapobHa emOowsL.

- MHoOTO ps/IKO CHCHPEK MOXKE JIa ce 00pa3yBa BbB BeHa B JIPyT OpraH, HAPUMEpP B OKOTO
(pernHaHA BEHO3HA TPOMO03a).

Kora puckbT oT 00pa3yBane Ha KPbBeH ChbCHPEK BbB BeHA € Haii-BHCOK?

PucksbT 0T 00pazyBaHe Ha KPbBEH CHCHPEK BHB BEHA € Hal-BHCOK B ITbpBaTa rOAMHA OT ITpHeMa Ha
KOMOHMHHMpaH XOPMOHAJIEH KOHTPAIETITHB 3 MbPBH BT. PUCKBT MOXKe ChIIO 12 ObJIe M0-BUCOK, aKO
MOJTHOBUTE NIpMeMa Ha KOMOWHHUpaH XOPMOHAJICH KOHTPAIENITUB (CHIOTO I Pa3IHYHO JIEKAPCTBO)
clle]] MPeKbCBaHe OT 4 CEAMUILIN WU ITOBEYE.

Cren mppBaTa roJHa pUCKBT HAMAJISIBA, HO € BUHATH MAJIKO I10-BHCOK, OTKOJIKOTO aKO HE U3M0J3BaTe
KOMOWHHMpaH XOPMOHAJIEH KOHTPAIETITUB.

Korato npekparute npuema Ha Lydisilka, pruckbT oT 00pa3yBaHe Ha KpbBEH ChcUpEK Mpu Bac ce Bpbina
KbM HOPMAJIHOTO B PAMKUTE Ha HSAKOJIKO CEAMHUIIH.

KakbB e puckbT 0T 00pa3yBaHe Ha KPbBeH ChCUPeK?

Pucksbt 3aBrcu ot Bamms ectectBen puck o BTE u oT Buia koMOMHNMpaH XOpMOHAJIEH KOHTPAIIETITUB,
KOMTO U3I0JI3BATE.
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OOmuAT puck oT 00pa3yBaHe Ha KPhBEH ChCUPEK B kpaka wim O0enust 1po6 (BT unu BE) npu
ynorpeba Ha Lydisilka e manbk.

IIpu oxoio 2 xenu ot 10 000, KOUTO HE M3MOJI3BAT KOMOMHMPAH XOPMOHAJICH KOHTPAIICTITUB U HE
ca OpeMeHHH, 1€ ce 00pa3yBa KpbBEH ChCUPEK B PAMKUTE Ha €Ha TOAMHA.

I[Tpu okouno 5-7 xenu ot 10 000, KOUTO U3NON3BAT KOMOMHUPAH XOPMOHAJIEH KOHTPAIICTITHB,
CBIBPIKAI HACKA 1033 eTHHUIeCTpaanod (<50 MUKporpaMa eTHHIIICCTPAINON ), KOMOMHUPAH C
JIEBOHOPreCcTpell, HOPETUCTEPOH HIIM HOPTeCTHMAT, IlIe ce 00pa3yBa KPbBEH ChbCUPEK B PAMKHUTE
Ha eJlHa TO/AMHA.

Bce omie He € M3BECTHO KakbB € PUCKBT OT 00pa3yBaHe Ha KPbBEH ChCHPEK MPH ynoTpebaTta Ha
Lydisilka B cpaBHeHHE ¢ prcka mpu ynoTpebara Ha KOMOMHHpPAH XOpPMOHAJIEH KOHTPAIIEIITHB,
CBIIbpIKalll JIEBOHOPrecTped.

PucksT 0T 00pazyBaHe Ha KpbBEH ChCHPEK 3aBHCH OT Bamara nuyHa MeJUIMHCKA UCTOPHUS
(Bmxte ,,aKTOPH, KOUTO YBEIHMUABAT pUCKa OT 00Opa3yBaHe Ha KPBBEH ChCHPEK BHB BEHA MpHU
Bac* mo-nomy).

Puck ot pasBuTHEe HA KPbBEH
ChCHpPeK 32 Nepuo/ OT eHa
rOAUHA

JKenu, KONTO He U3MOI3BAT KOMOWHHPAHO XOPMOHAIHO
XarJe/TuiacTup/IpbhCeTeH U He ca OpeMeHHU

Oxkoio 2 Ha 10 000 >xeHn

JKenu, KOUTO M3MOJI3BAT KOMOMHUPAH XOPMOHAJICH
KOHTpALIECNTHB 1Mo (hopmara Ha Xarue, ChAbPKaIl HUCKA 71032
eTUHMIeCTpaanod (<50 MUKporpama eTHHIISCTPAIHOI)
KOMOWHHpaH C JIeBOHOPrecTpes, HOPETUCTEPOH HJIN
HOprecTUMAaT

Oxkouo 5-7 ra 10 000 xenu

’Kenn, kouto usnonsear Lydisilka

Bce ome He e n3BecTeH

dakTOpH, KOUTO YBEJIMYABAT PHCKA OT 00pa3yBaHe HA KPbBEH ChCHPEK BLB BeHa npu Bac
PuckbT OT KpBBEH ChCcHpeK BB BeHa pH yrorpeda Ha Lydisilka e Mabk, HO HIKOW CHCTOSIHUSA IIIE TO

rmosuIiat. Bamust PHUCK € ITO-BHUCOK:

- aKo CTe € ToJIsIMO HaJHOPMEHO TeTrIIo (MHIEKC Ha TenecHa Maca win UTM nan 30 kg/m?);

- aKo HAKOM oT BamunTe Hail-0MM3KM POHIHY € HMaJl KPbBEH ChbCUPEK B Kpaka, Oeaure IpoboBe

WM JpyT OpraH B MiIaja Bb3pacT (Hampumep, npeau S0-rogumiHa Bp3pact). B To3u cinyyait moxe
Jla UMaTe HacJeICTBEHO HapyIleHNEe Ha KPbBOCHCHUPBAHETO;

aKko ce Hayara Jia Bu onepupat uinu ako cte 00e3[BIKEHH OT JIBJITO BpeMe MOpajivd TpaBMa Uil
3a0oJsiBaHe, M aKO KpakbT Bu e B rumic. Moxke /1a ce HaJloxKH Jia IpeycTaHOBUTE yroTpedaTa Ha
Lydisilka HIKOJIKO CEMHIIM IPEIU OEpaIlATa JIH TOKATO CTE MO-MaJIKO MOJABHKHHU. AKO €
HeoOxonumo 11a cripere ynotpebara Ha Lydisilka, koncynrupaiite ce ¢ Bamms nexap kora
MOJKETe Jia 3aTI0YHETE J[a TO M3I0JI3BATE OTHORBO.

C HampeaBaHe Ha Bb3pacTTa (0co0eHOo cien 35-TouITHa Bh3pacT); — aKo CTE€ POIWIH TIPEIH
MO-MaJIKO OT HSIKOJIKO CEIMHIIH.

KounkoTo noBeue 3a0o0isBaHust UMATe, TOJIKOBA TIOBEYE PUCKBT OT 00pa3yBaHe Ha KPbBEH ChCHPEK
HapacTBa.
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CamornereH nonet (>4 dyaca) MOXe BPEMEHHO J1a YBEJIMYM pUCKa OT 00pa3yBaHe Ha KPHBEH ChbCUPEK IPH
Bac, ocobeno ako nmaTe HAKOH OT APYTUTE N30pOeHH (PaKTOPH.

Baxxno e ma nadopmupare Bamms gekap, ako HIKOE OT Te3U ChbCTOSHUS C€ OTHACS 110 Bac, mopu ako He
cte curypau. Jlekapar Bu mosxe na pemrn, ye ynotpebata Ha Lydisilka Tpsi6Ba na ce mpeycranoBu. Ako
HSIKOE OT ChCTOSIHHATA TI0-TOpe ce MpOoMeHH aokaTo muanomsBare Lydisilka, Hanmpumep 61mu3bK pomHUHA
pasBue TpomM003a ¢ HeyCTaHOBEHA MPUYHHA HIIH HAITBJIHEETe MHOTO, MHPOopMupaiTe Bamms nexap.

KPBbBHU CbCHUPEIIM B APTEPUSA

KakBo Mo3ke 1a ce c1y4Hd, ako KpbBeH ChbCUpEK ce 00pa3yBa B apTepus?
[Tomo6HO HA KPBHBHUS CHCUPEK BHB BEHA, 00pa3yBaHETO Ha KPHBEH CHCUPEK B apTEPHs MOXKE Ja
MIPUYUHY CEPUO3HU pobiemu. Hanpumep ToBa MOXke fa MPUUMHU HH(DAPKT MIIK UHCYIIT.

DaKTOpH, KOUTO NOBUILABAT PUCKA OT KPbBEH CbCHPEK B apTepusi

Baxxno e na ce 3Hae, 4ye pUCKBT OT MHPAPKT WM HHCYNT 1pH yrorpedara Ha Lydisilka e MHOTO ManbK,

HO MOXe€ JIa C€ IMOBHIIIH:

- C HampeaBaHe Ha Bb3pacTTa (Clies] OKOJIo 35 roANHM);

- ako mymure. Koraro u3non3Bate KOMOMHUpPAaHU XOPMOHATHHU KOHTpatenThey, karo Lydisilka, e
NPENOPBUYUTENHO Jia CIIPETe TIOTIOHOMYIICHETO. AKO HE MOXKETE Jla CIIpeTe TIOTIOHOMYIICHETO U
CTe Ha Bb3pacT Hax 35 roauHu, BamusaT nekap Moxke na Bu npenopbya ga u3nons3BaTe ApYyT TUI
KOHTPAIICIITUB,

- aKo CTE ¢ HAJHOPMEHO TETJIO;

- aKO MMaTe BUCOKO KPBbBHO HAJIATAHE;

- ako Bam 6sim3bk ponHuHA € nMan HH(APKT WIK HHCYAT B MiIafa Bb3pacT (npeau S0-rogumiHa
BB3pacT). B To3u ciayuail puckbT 0T MH(APKT WIIM KHCYAT MOXKeE Ja € TI0-BUCOK 1 Npu Bac;

- ako Bue wiu Bair 65im3bk pofiHMHA ©MAaTe BUCOKO HUBO Ha MacTH B KPBBTA (XOJIECTEPOIT UITH
TPUTIIMLECPUIN);

- aKo MMaTe MUTPeHa, 0COOCHO MUTPEHA C aypa;

- aKo “Mate NpoOJIeMH CbC ChPLETO (KIAIHHU TOPOLM, PUTHBMHO HapyLICHUE, HAPEUECHO
NpeAChPIHO MBXKJICHE); — aKo uMate aualder.

AXO0 MMaTe MoBeYe OT €JTHO OT Te3H CHhCTOSHUS WM HIKOE OT TSIX € 0COOEHO TEXKKO, PUCKBT OT
oOpa3yBaHe Ha KPbBEH ChCHPEK MOXKE JIa Ce MOBHUIIIN JOPHU OIIIE TOBEYeE.

AKXO HSIKOE OT TOPHUTE CHCTOSIHUSI ce POMeHH, JIokato npuemare Lydisilka, Hanpumep, 3anouynere na
nymwure, Bam 6M3bK pogHHHA pazBue TpoMO03a ¢ HeyCTaHOBEHA MPUYMHA WITH HAITBIIHEETe MHOTO,
nHpopMupaiite Bamms nexap.

Pax

[Ipu >xeHu, n3non3BaIu KOMOMHUPAHU KOHTPALIENTHBY, paK Ha I'bpJaTa ce OTKPHBA MAJIKO MO-YECTO,
HO HE € U3BECTHO JIajii € IPUYUHEH OT Xam4ueTo. Hanpumep Moske J1a ce JbDKU Ha (pakTa, ue TyMOpHUTe
Ce OTKpHUBAT MI0-4YECTO NPH KEHH, IPHEMAIId KOMOMHUPAaH! KOHTPALENITHBH, 3aI[0TO T€ CE MpeTexkaaT
Mo-4ecTo OT cBos Jekap. Cien cnupaHe Ha IpreMa Ha KOMOMHUPAHUTE KOHTPAIETITHBY TTOBUIIICHHST
PHCK ITOCTENIEHHO HaMasiBa. BaxkHo e J1a mpoBepsBaTe IbpANTE CH PEIOBHO M aKO Hamumnare Oydka, 1a
ce cBppkeTe ¢ Bamms nekap. Coio Taka TpsOBa qa yBemomute Barmms siekap, ako Bama 6m3ka
pOIHUHA UMa WIIM € UMajla paK Ha rbpAarta (BIKTe Touka 2 , I Ipeaynpexaenns u npeamna3sau MEpKu‘).
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B penku cinyyan 1oOpokadecTBeHU (HEPAKOBH ) YEPHOIPOOHH TYMOPH, & B OIIE MO-PEIKH CITyYaH -
3JI0KAYE€CTBEHH (PaKOBH) YEPHOAPOOHH TYMOPH ca ChOOIIABAHU IIPH KEHH, YITOTPEOSIBAIIN XaITIeTO.
CBBpiKETE Ce C JIeKaps CH, aK0 UMaTe HeOONYaiiHO CHITHA KOpeMHa 00JTKa.

PakbT Ha muiikaTa Ha MaTKaTa ce MPUYHHSABA OT HH(EKIUs ¢ yoBemky nammwioma supyc (UI1B). Nma
CHOOIIICHUS, Ue CE MOSABSIBA MO-YECTO MPH KEHH, KOUTO Ca U3IMOJI3BAIM XAIMYETO MOBeYe OT 5 ronuuu. He
€ U3BECTHO JaJli TOBA C€ ABJDKH Ha MpHUeMa Ha XOPMOHAITHU KOHTPAIICTITUBY, WM Ha APYTH (HaKTOPH,
KaTO HaIllpUMep Pa3jiuKa B CEKCYalIHOTO IIOBEICHUE.

IcuxuyHu HApyLIeHUS

Hsikou sxeHU, KOUTO M3MOJI3BAT XOPMOHAIHH KOHTpalenTuBy, BkitounteaHo Lydisilka, cbo0maBar 3a
JIeTIpecHsl WIH JEIPECUBHO HAcCTpoeHue. Jlempecusara Moke 1a Ob1e cepro3Ha U TOHSIKOTA Ja TOBEIE 10
MUCJIH 32 CAMOYOUNCTBO. AKO IMOJTyYHTE IPOMEHH B HACTPOCHUETO U CUMIITOMH Ha JICTIPECHUSI, KOJIKOTO
€ BB3MOJKHO IT0-CKOPO CE CBBPIKETE C€ C JIEKaps CH 3a JOMBJIHUTETHA METUITTHCKA KOHCYIITAIHSL.

KbpBeHe MeKay OTIeTHUTE IIUKIN

BamusT nukba 0OMKHOBEHO I 3al04Ba, JOKATO MpueMare OeuTe miane00-TabIeTKU OT OMaKOBKaTa
Lydisilka. [To BpeMe Ha mbpBHTE HAKOIKO Mecena, B kouto npuemare Lydisilka, moxe nma mmare
HEOYaKBaHO KbpBEHE (KbPBEHE M3BBH O0MYaHUTE AHU Ha Tuiane0o). B moBeyero cirydan ToBa KbpBEHE
€ JIEKO U OOMKHOBEHO HE M3HCKBA CAaHWTApHA 3alUTa. AKO TOBAa KbPBEHE MPOABIDKH MOBEYE OT HIKOIKO
Mecella, WA aKo 3all0YHe CIIe/ HIKOJIKO Mecela, JIeKapsT TpsOBa Jja OTKpUe MPUIHHATA.

KakBo TpsiGBa 1a HanpaBUTE, AKO He Ce MOSIBH 00MYATHOTO KbpBeHe

AKO cTe TIpHelTi BCHYKH PO30BH TaOJIETKH MPABHIIHO, HE CT€ HMAJIU MOBPBIAHE MM TEKKA JUAPHs i HE
CTe MpUeMaIH IPYyTrH JICKapCTBa, MaJIKO BEPOSTHO ¢ aa cte OpemenHa. [IpoabinkaBaiite qa mpuemare
Lydisilka xakTo 0GHKHOBEHO.

AKO HE cTe TpUeNH TPABUIHO BCUYKH TA0JIETKH, WK aKO J[Ba MIOPEIHH ITbTH HE CE ITOSBU 00MUYaiHO
KbpBEHE, MOXe J1a cTe OpeMeHnHa. He3abaBHO ce cBBbpikeTe ¢ nekaps cu. He 3amouBaiite ciieqaiara
OTIaKOBKa, IOKATO HE CTE CUTYpPHA, ue He cTe OpemMeHHa. Biokre b0 B Touka 3 ,,AKO TOBPBIATE WIIH
UMaTe TeKKa Juapus wim B Touka 2 ,,JIpyru nexapcrsa u Lydisilka“

Jeua v roHOmIM
Lydisilka e moka3an 3a ynorpe0a camo ciieJ] MeHapxe (IIbPBUSIT MEHCTPYaJieH IIUKB).

JApyru nexkapcrBa u Lydisilka

Nudopmupaiite Bamus nekap nin ¢papMaieBT, ako mprueMaTe, HaCKOpo CTe MPHEMalTi HiTH € Bb3MOXKHO

Jia mpueMeTe Apyru jekapcrsa. Chio Taka HHQOpMHUpaiiTe BCEKH APYT JIEKap WK CTOMATOJIOr, KOWTO

Bu npeanucsa npyro iexkapctBo (wim GapmanesTa), ue nznonspate Lydisilka. Te me Bu yBenomst

JIAITA € HeOOXO/IMO JIa B3eMETe JIOIIBITHUTEIHA KOHTPAIICITUBHA MEPKHU (HanpuMep ynotpeda Ha

Npe3epBaTUBH) U aKO 113, 32 KOJIKO BpeMe, M Jalld JPyroTo JEKapcTBO, OT KOETO ce Hy)KAaeTe, TpsOBa

J1a ObJIe CMEHEHO.

Hsikom nekapcTBa Morar Jia MoBIUsIST Ha KpbBHHUTE HUBA Ha Lydisilka n Morat na Hamanst

e¢pextuBHOCTTa Ha Lydisilka npu npenna3sane or OpeMEHHOCT WM A2 IPeAU3BHKAT HEOUAKBAHO

KbpBeHE. TOBa BKIIFOUBA JIEKAPCTBA 32 JICUCHUE Ha:

- enercus (Hanpumep 6apouTyparu, kapdamasenuH, peHUTONH, TPUMHJIOH, (endamar,
OKCKap0a3enuH, Tonupamar);

- TyOepKyIo3a (HanpuMep pudaMIuLuH);
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- XWUB u xenatut C Bupycuu (HCV) nndexnun (Taka HapeyeHUTE MPOTea3Hu HHXUOUTOPHU U
HEHYKJICO3UIHU HHXUOUTOPH Ha 0OpaTHaTa TPaHCKPUITA3a, KATO PUTOHABUD, HEBUPAIINH,
eBaupeHIn);

- rbOMYHY HHPEKIUH (HapuMep rpu3eo]yiBrH);

- MOBUIIIABAHE HA HAISATAHETO B KPHBOHOCHUTE ChAOBE Ha Oenute ApoOoBe (Hampumep OO3CHTaH).

BuiikoBHAT MpoayKT sKbAT KaHTapuoH (Hypericum perforatum) chio Moske 1a moBiusie AeHCTBUETO HA
Lydisilka. Ako mo Bpeme Ha npuema Ha Lydisilka mckare na u3monsBare OMIKOBH MPOLYKTH,
CBIBPIKAIIH KBJIT KaHTApHUOH, IPE/IN TOBA TPsiOBa Jla ce MoChBeTBaTe ¢ Barmms nexap.

Axo Tpriemare Te3H JIeKapcTBa WM OMIIKOBHU IPOTYKTH, KOUTO MOTAT Ja HaMaJIsT AeHCTBHETO Ha
Lydisilka, e HeoOxoauMo fa n3Mmoa3BaTe ChIO OapHepeH KOHTPALEeNTUBEH METOA. bapuepHusIT MeTox
TpsI0Ba /1a ce M3IOJI3Ba MPe3 ISUIOTO BpeMe Ha €HOBPEMEHHOTO JICYCHHE € IPYTOTO JISKApCTBO U JI0
28 nHU cien npekpaTsBaHeTo My. AKO €IHOBpEMEHHATa Tepanus NPOAbILKU Clle]] MPUKIIOYBaHEe Ha
PO30BHTE aKTUBHM TAa0JIETKN Ha TeKymiaTa Bu omakoBka, 6enuTe ruranedo-TabaeTk TpsoBa 1a ce
M3XBBPJIAT U BEAHATA J1a 3aII0YHETe MpreM Ha HoBa omakoBka Lydisilka.

AKo0 e He00X0IMMO MPOABIDKUTETHO JICYEHHE C HAKOE OT TOPEH30pOSHHTE JIeKapCTBa, TpsIOBa 1a
U3I0J13BaTe HEXOPMOHAJICH MeToJ 3a KoHTpauenuus. Koncynrupaiite ce ¢ Bammns nexap mim
(hapmarieBT.

Lydisilka moxe ma moBnwsie eicTBHETO HA APYTH JIEKapCTBa, HAIPUMED:

- LUKJIOCTIOPUH (JIEKapCTBO, U3IIOJI3BAHO 33 NPEAOTBPATSIBAHE Ha OTXBBPJISTHETO HA IPUCAAKATa
cJe/ TpaHCIUIaHTalINsA);

- JAMOTPIDKUH (JIEKapCTBO, U3IOI3BAHO 3a JICUCHUE HA STIUIICTICHS).

KomOunupanara TepaneBTHYHA cXeMa 3a JiedeHue Ha xenatuT C ¢ omOuTacBup/mapuranpeBup/
PUTOHABUD U 1a3a0yBUP ChC WIIH Oe3 puOaBUPHH, KAKTO U CXeMa C TIIeKapeBUp/THOPEHTACBHP HITH
coocOyBHp/BenmaTacBUpP/BOKCUIIATIPEBUP, MOXKE Jia JOBE/IE A0 MOBUILIEHN CTOMHOCTH Ha KPbBHUTE
MoKa3aTeny Ha YepHopoOHaTa GpyHKIms (TOBUIICHH HIBA Ha YepHOApoOHus eH3uM AJIAT) npu xeHu,
msnoisBamy KXK, ceabpxamu etnamiectpaanon. Lydisilka ceabpxa ecteTpos BMeCTo
eTrHMIIEeCTpaanol. He e uzBectHO jamu, korato m3nomssare Lydisilka ¢ Te3n koMOnHMpanu
TEpaneBTUYHM CXEMH 32 JieueHue Ha xenatuT C, Moxe /1a ce HaOJIro1aBaT MOBUIICHU HUBA Ha
yepHoaApoOHUs en3uM AJIAT. Bammsar nekap me Bu nocsBeTBa.

ITocwBerBaiite ce ¢ Bammus nekap win gapmaneBT npeau ynorpedarta Ha Ipyru JIEKapcTBa.

JlaGopaTopHu u3cieaBaHus
Axko Bu npencrou u3cneaBane Ha KpbB WIN yprHa, nHQopMupaiite Bamms nekap, ue usnonssare
Lydisilka, Thif KaTO TOBa MOXE JIa c€ OTPa3H Ha PE3yJITATHTE OT HAKOHW U3CIICBAHUSI.

Lydisilka ¢ xpana u HanuTKN
Lydisilka moxxe na ce npuema cbc wim 0e3 XpaHa, ¢ MaJIKoO KOJIMYECTBO BOJA, aKO € HE00X0AUMO.

BpemeHHOCT M KbpMeHe
Lydisilka ne Tpsi0Ba aa ce n3mon3Ba OT KEHHU, KOUTO ca OpEMEHHH WM MPEATOoIaraT, 4e MoXe Jia ca
OpemMeHHMU.
Axo 3abpemeneete 1o Bpeme Ha npuema Ha Lydisilka, TpsOBa BeqHara na cnpere npuema Ha Lydisilka u
Jia ce cBbpykeTe ¢ Bamms nekap.
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Axo nckate Ja 3a0peMeneeTe, Moxke aa cnpete npuema Ha Lydisilka mo Bcsko Bpeme (BuxTe Touka 3
,»Ako crpere mpuema Ha Lydisilka®).

OO6uKHOBEHO He ce TpenopbuBa ynorpedara Ha Lydisilka mo Bpeme Ha kbpMeHe. AKo kemaere a
B3eMaTe XaI4eTo, J0KaTo KbPMHUTE, IOChBETBANTE ce ¢ Baruust ekap.

Ilodupane u padoTa ¢ MAIIMHH
Lydisilka re moBnmsBa niny NOBIUSBA MPEHEOPEKUMO CIIOCOOHOCTTA 3a modupane wim padora ¢
MaIIIHHH.

Lydisilka cbabpika 1aKkT03a M HATPUH

Axo Bamwsr siekap Bu e ka3Bai, 4e uMare HEMOHOCUMOCT KbM HSIKOHW 3aXapH, MOChBETBANTE CE C HETO,
Ipeu 1a B3EMETe TOBa JICKAPCTBO.

Po3oBara akTuBHA Ta0JeTKa ChABPKA MO-MaNIKO 0T 1 mmol Hatpwuii (23 mg) Ha eHA Ta0NIeTKa, T.¢.
MOXKe J]a ce KaKe, Ye MPAKTHUCCKU HE ChAbPIKa HATPHIA.

3. Kak na npuemare Lydisilka

Bunaru npuemaiite ToBa JIeKapCcTBO TOYHO KakTo Bu e ka3an Bammsat nexap nim apmaineBT. AKo He
CTe CUTYpHH B HEIlO, monuTaiire Bamus nexap i gapmanesT.

Kora u kak 1a npuemare TadJjieTKUTE

BbmuctepsT Lydisilka ceapprka 28 dunvupann tabnetku: 24 po30BH aKTUBHU Ta0JIETKH C aKTUBHUTE
BeniecTBa (Homepa 1-24) u 4 6enu mianedo-rabiaeTku 6e3 akTHBHHU BelecTa (HoMmepa 25-28). Beekn
BT, KOraTo 3arnoyBare HoB Onmcrep Lydisilka, B3emaiite pozoBaTa akTrBHa TabneTka, 0003HaAYEeHA C
Homep 1 (Buxre ,,Start™). Ot ceneMre cTUKepa ¢ 0003HAUYCHUTE JIHU OT CEIMUIIaTa, H30epeTe TO3H,
KOITO 3amouBa c JAeHs, B KOITO 3anouBaTe npuema. Hanpumep, ako 3anoysare nprueMa B cpsija,
M3IIOJI3BAMTe CTUKEpPA C HAMHNC ,,cp*. 3ajenere To OT NpeAHaTa CTpaHa Ha KapTara Ha OnucTepa BbpXy
cuMBoJa “~ 7. Bceku JIeH 1ie ce U3paBHU ¢ pea xamdeta. Tosa e Bu no3Bonu aa nposepsBaTe naiu
cTe npueny BamaTa Tabnerka 3a JeHs.

Ipuemaiite emHa TabneTka BCEKH JCH MPUOIM3UTEIHO 0 €THO U CBINO BPeMe, C MalIKO BOJIA, aKO €
HEO00XO0INMO.

CrenBaiiTe IOCOKaTa Ha CTPEJIKUTE BbPXY OJINCTEpa, Taka Ye MbPBO Ja MPUEMETe PO30BUTE aKTUBHU
TabJIETKH U ciiel ToBa OexuTe miane00-TabneTK.

Bamara meHcTpyanus e 3ano4He Ipe3 YeTHPUTE JHH, IIPe3 KOUTO U3I0JI3BaTe OenuTe
rane0oTadneTKy (Taka HapeueHOTO OTHAIHO KbpBeHe). To 00MKHOBEHO 3ano4Ba 2 10 4 JHU clie]t
npreMa Ha IocJieIHaTa po30Ba aKTHBHA TabJIeTKa M MOXKE J1a HE € CBBPIIIIO MIPE/IH J1a 3all0YHeTe
cienBaniys OnmucTep.

3ano4HeTe nmpreMa Ha TabJIETKUTE OT CIeIBaIus OJMCTEp BeHAara Clie mocieanara osa
miameboradieTka, 10pyu MeHCTpyalusaTa Bu na He e npukiouymnia. ToBa o3Ha4yaBa, 4e BUHATH I11E
3armoyvBare HOB OJIMCTEp B €AMH U CHIIH JIEH OT CEIMUIIATa, a ChII0 U ue Bamrata MmeHcTpyanus me Obe
MPUOIU3UTEITHO B €IHH U CHIIH JTHU OT BCEKU MeCeTl.
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[pu HsIKOWM >keHU MEHCTpYyalHsATa MOXKE J1a He HACTHIIBA BCEKH MECell 110 BpeMe Ha IpueMa Ha Oenute
rrane6o-Tabnerku. Ako npuemare Lydisilka Bcexu neH chriiacHO HHCTPYKITHHTE, € MaJIKO BEPOATHO Jia
cTe OpeMeHHa.

3anouBaHe Ha nppBaTa onakoBka Lydisilka

Koeamo npe3 npedxoonus mecey ne cme uznon3eanu XOpmoHaieH KOHMpPayenmus

3anounere npuema Ha Lydisilka B mepBust neH oT Bamms MeHCcTpyaneH HMKEI (TOBa € ITbPBUS JICH Ha
MEHCTPYaJTHOTO KbpBeHe). AKko 3anounere npueM Ha Lydisilka B mepBust neH ot Bamarta meHcTpyarus,
Bue Beqnara mie cTe npennazeHu OT 3a0peMeHsBaHe.

Mosxe chIIo Ja 3armovyHeTe mpuemMa Ha 2-5 IeH OT MeHcTpyarusaTa Bu, Ho ToraBa TpsiOBa /1a M3non3BaTe
JIOITBTHUTEITHA MEPKH 3a MpeJlia3BaHe OT 3a0peMeHsIBaHe (HapuMep Jia M3M0JI3BaTe MPe3ePBaTHB) Npe3
IbpBUTE 7 JHU OT IIpHeMa Ha TaOJIETKHUTE.

IIpemunasane om Opye KOMOUHUPAH XOPMOHANEH KOHMPAYENMUS, U1l KOMOUHUPAH KOHMPAYEeNnmueen
8A2UHATICH NPbLCIEH Wil RAACTUD

Mosxete na 3anouHete nmpuema Ha Lydisilka B 1eHs ciieq mpuema Ha mocjieiHaTa akTHBHA Ta0lIeTKa
(nmocnenHaTa TabneTka, ChabpKala AKTUBHH BEIIECTBA) OT Bareto mpeuiHo JIeKapcTBO, HO HE MOo-
KBbCHO OT JICHS CJIC/I U3THYaHEe Ha THUTE 0e3 aKkTUBHH Ta0JICTKU OT NPEIUINHOTO Bu nekapcTro (T.e.
CcJieJ] MpreMa Ha ToclieIHaTa HeaKTHBHA TabJieTKa OT BaluTe npeauiiHu XanieTra). AKO IpeMHHABATe
OT KOMOWHHMPAH KOHTPAICNITUBEH BarMHAJIEH MPBCTEH WK IJIACTUD, CICIBANTEe HHCTPYKI[HHUTE Ha
Bamus nekap.

Ilpemunasane om memoo camo ¢ nPO2ecmepon. (Xanye, UHICEKYUs UL UMIIAHIMAM, CbObPACAUU
npozecmepor, Uil npo2ecmo2en-oceoboxcoasawuia svmpemamoyra cucmema [BMCJ)

Mosxe J1a MpeMUHETe BB BCEKH €IMH JICH OT Xamm4eTo, ChIbPIKAII0 CaMO MPOrecTepoH (OT MMIUIAHTAT
wi BMC B fieHS Ha OTCTpaHSBaHETO UM, OT HHXKEKIIUS - B JICHS, B KOHTO TpsIOBa Jla Ce MMOCTaBH
clie/BaIaTa HHXXEKIKs), HO IPY BCHUYKH TE3H ClIydau TPsiOBa Jia U3I0JI3BaTe NOMbIHUTEIICH
KOHTpAIENTHBEH METO]] (HApUMep MPe3epBaTUB) Mpe3 MbPBUTE 7 THHU HA TPUEM Ha TAOJICTKUTE.

Cned cnonmanen abopm unu abopm no xHceiauue
Crnenpaiite HHCTpYKIMUTE Ha Bamus nekap.

Cneo padicoarie
Mosxete na 3anounete npuema Ha Lydisilka mexay 21 u 28 nen cien paxmpaneTo. AKO 3all09HETe T0-

KbCHO OT 28-Musi JieH, npe3 mbpBuTe 7 aHu oT pueMa Ha Lydisilka TpsiOBa na u3nos3sate OapuepeH
MeTO/T (HalrpuMep mpe3epBaTuB). AKO, Clle]] pakJIaHETo, MPean Ja 3armovnere npuema Ha Lydisilka, cte
MMalli MOJIOB KOHTAKT, TPsiOBa Jla ce YBEpUTE, 4e He CTe OpeMEeHHa MM J]a U34aKare cle/BaiiaTa Cu
MEHCTpYyalHs.

Axo kvpmume u uckame oa sanouneme Lydisilka (omnoso) cied paxcoanemo. Ilpoderere
TOYKA ,,BpeMEHHOCT U KbpMeHe".

B cirydaii ue He cTe cuTypHa KoOra Jia 3alloYHeTe, ochBeTBakiTe ce ¢ Bamus nexap wimu gpapmanesT.
AKo cTe pueau nMoBeve oT HeodxoauMaTa go3a Lydisilka
Hsma choOIIeH s 0THOCHO Cepro3HH BpelHU e()eKTH BCIIECTBHE HA TIPUEM Ha TBBPJIC MHOTO TaOJIETKH

Lydisilka.
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AKO cTe MpHeNH HAKOJKO TaONeTKH eTHOBPEMEHHO, MOXKE J]a Ce MOSBH raJIcHe, TOBPhIIaHe WK
BaruHAJIHO KbpBeHe. Jlopy MOMHIYETa, KOMTO BCE OIIE HE Ca MIMAJIM MEHCTPYaIHs, HO ca MPUEITH
CIIy4aifHO TOBa JIEKapCTBO, MOKE Ja MOJy4YaT BarnHAJIHO KbpBEHE.

Axo cre npuenu TBbpaAe MHOro Tabnerku Lydisilka nnn otkpuere, 4e aeteto Bu e B3eno Hikos,
nmonuTaiTe Bamms mekap wim (papMarieBT 3a ChBET.

AKo cTe mponmycHaym 1a npueMere Lydisilka

[ocneanute 4 6enmu TabneTku OT OJIMCTEpa ca Mmane0o-TabieTKku. AKO 3a0paBUTE J1a IPUEMETE e[Ha OT
Te3u TabJETKH, TOBa HAMA Ja OKaxke eeKT Bppxy HaaexaHocTTa Ha Lydisilka. M3xBeprere
npormycHaraTa 0sma mianebo-rabnerka.

AKoO MpomnycHeTe MpUeM Ha po30Ba aKTHBHA Tadjaerka (Tabnetku 1-24 ot Onmcrepa), TpsiOBa aa

HaINpaBUTE CICTHOTO:

. aKo CTE 3aKBCHENHU C MO-MAJKO OT 24 yaca ¢ IpreMa Ha po30Ba aKTUBHA TabJeTKa,
KOHTpAIlCNITUBHATA HAIeKJHOCT He € HaMalleHa. B3emere TabieTkaTa BeHara oM CU CIOMHHUTE,
a CIleIBaIIUTe TAOJIETKN IpUeMeTe B 0OMYATHOTO BpeMe.

. aKO CTE 3aKbCHENU ¢ 24 Yyaca WM MoBeve C IpUeMa Ha PO30Ba aKTUBHA Ta0JICTKa,
KOHTpaIleNTHBHATA HA/ICKTHOCT MOXKe Ja € HamarnieHa. KonkoTo moBede Ha Opoi TadneTku cTe
MPOITYCHAJIH, TOJIKOBA MO-TOJISIM € PUCKBT OT 3a0peMeHSIBaHE.

PUCKBT OT HE'BIIHO Ipe/iNa3BaHe OT 3a0peMeHsABaHe € 0COOCHO TOJIsIM, aKO CTE MPOITYCHAIH PO30BU
aKTHUBHU TaOJETKH OT HA4YaJOTO M Kpas Ha OimcTepa. 3aToBa TpsOBa J1a cie/BaTe MpaBuiiaTa, n30poeHu
MO-70JTy (BMXKTE CHIIO CXEMaTa):

IIponycrhama e noseue om edna madaemxa om oaucmepa:
Cppikere ce ¢ Bamms nexap.

Eoua pozosa akmusna mabnemxa e nponycuama mexcoy ouu 1-7

Bsemere mpomycHaTaTa TabieTka Bb3MOXKHO Haii-CKOPO, IOPY U TOBA Jia 03HAYaBa Jia B3EMETE JIBE
TabJIeTKH HaBeAHBXK. [Ipoabiokere na mpueMaTe TabJIETKUTE B OOMUAHHOTO BpEME U U3IIOJI3BANTE
JIOITBTHUTETHA KOHTPAIIENITUBHY METOH, HAIIPUMeEp MIPe3epBaTUB, B CIIEABAIINTE 7 JTHU, IOKATO
MpueMaTe MPaBIITHO TA0JETKUTE. AKO Mpe3 ceaMuIlaTa Mpe/Id Aa MPoImyCcHeTe TablieTkaTa CTe MMaJIH
TMIOJIOB KOHTAKT, TPSIOBA J1a 3HAaeTe, 4e MMa PUCK OT 3a0peMeHsBaHe. B TakbB cirydali ce CBhpIKETe ¢
Bammus nekap.

Eoua pozosa akmusna mabnema e nponycuama mexcoy onu 8-17

Bsemere npormycHarata TablieTka Bb3MOYKHO Hai-CKOpPO, JIOPH U TOBA Jia 03HAYaBa JIa B3eMETE JIBE
TabneTku HaBeTHBXK. [IpoxbinkeTe a npreMare TabneTkuTe B 00MuaitHoTo Bpeme. [IpennazBaHeTo oT
OpEMEHHOCT HE € HaMaJIeHO M He € HEOOXOMMO Ja M3MOJ3BATe AOMBIHUTEIIHHU MPENa3HA MEPKH.

Eona pozosa akmuena mabaemxa e nponycnama mesicdy onu 18-24 Moxe

Jla u30epeTe OT CieBaIIUTe IBa BAPUAHTH:

1. Bsewmete mpormycHaTaTa TabieTka Bb3MOKHO Haii-CKOPO, IOPH M TOBA /Ia 03HAYaBa Ja B3EMETE JIBe
TabyieTkn HaBeaHBXK. [Ipoabmkere na npuemare TableTKuTe B 00M4YaitHOTO Bpeme. BmecTo fa
npueMare OeuTe manedo-TabIeTku OT OJIUCTEpa, U3XBBPJIETE TH U 3alI0YHETE CIICABAILIUS
OyicTep (HAYATHUAT JICH 11e ObJie pa3iIiyeH).
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Haii-BeposTHO 111e *MaTe MEHCTPYaITHO KbPBEHE B Kpas Ha IIpueMa Ha BTOpHS OJIUCTED, TOKATO
npueMare OenuTe mianedo0-TadIeTKe, HO MOXKE /1a UMaTe JIEKO WJIH MTOJ00HO Ha MEHCTPYaTHO
KBpBEHE 110 BpEeMe Ha IpreMa Ha BTOpHS OJIuCTep.

2. Moske aa crpere IprueMa Ha PO30BUTE aKTHBHH TAaOJCTKH M JUPEKTHO J1a MPEMUHETE KbM IIPUEM
Ha 4 O6enu mare0o-radnetku. [Ipean mpueMa Ha Oenu TuTane0o TabaeTKH CU OTOCNIEKETE ACHS,
KoraTo cre 3a0paBmim Bamrara tabietka. [leproasT Ha mrane6o He TpsAOBa 1a HaaBUIIABA 4 THU.
AKO uckaTe J1a 3alI0YHEeTe HOB OJIUCTED B JICHS, KOTaTO BUHATH 'O 3all04BaTe, MpHeManTe Oenu
m1ane00-TabIeTKH 3a MO-MaJIKo OT 4 JHH.

Axo cnasuTe eIHa OT TE3H IBC MMpCIoOpPbBKHU, 1IC 6T>ILCT€ nmpeamnascHa oT 6peMCHHOCT.

Axo cTe 3a0paBuIIK J1a IPUEMETe HAKOs TabJeTka oT OnucTepa v He MOJMYYHTE MEHCTPYAIHO KbPBEHE,
JIOKaTO TprueMaTe iane0o-TabieTku, Moxke Aa cte OpemenHa. [loceBeTBaiite ce ¢ Bammst nexap, mpean
Jla 3aTll0YHeTe Jla IpueMaTe TabJIeTKUTe OT cieBalius OnucTep.
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CxeMma, aKo cTe 3aKbCcHenr 24 yaca WiM IOBeYe ¢ IPUEMa Ha pO30BaTa akTHBHA Ta0JIeTKa

IHoBeue ot »| + [lonutaiite Bamus nekap 3a cbBeT
1 npomycHaTa po3oBa *
aKTHBHA TabJeTKa OT
1 6mcTep I*a
—> —»| IManu n1u cTe MosIoB KOHTAKT CEAMULIATA MTPEIH /1a
?
Jlen 1-7 HpoITycHeTe TabJeTKara?

y

+ Ilpuemere mpomycHaTara TabieTka

* Mznon3Baiite nOMbIHUTENEH OapuepeH METO
(mpe3epBatuB) 3a creaBaIUTe 7 JHU

+ JloBbpiuere Oimucrepa

Camo 1 po30oBa akTUBHa > - »
TabNeTKa e MpoIycHaTa Tl 8-17
(mpuera 24 wyaca win

« Ipuemere npomycHaTara TabieTka
+ JloBbpriere 6iucrepa

noBeYe Mo-KbCHO)

+ IIpuemere npomycHaTaTa TabaeTka u

p|* JloBbpuIeTe mpueMa Ha pO30BUTE aKTHBHHU TaOIETKU
» VzxBopiiere 4-Te 6enu miane6o TabIeTKH

* 3anouHere cieaBamus 6aucTep

\4

NI

Jlau 18-24

- Crpere BejiHara npremMa Ha pO30BH aKTUBHHU TabJIETKH

o|* JlupekTHO NpemuHeTe KbM TpHeM Ha 4-Te Genu
mianedo TabieTku

- ITocie 3amouHeTe cieaBanus GiucTep

IIponycHamu cTe moBeye oT eAHa TadaeTka oT To3Hu OymcTep CrenBaiite
MHCTpYKUUHUTE Ha Bamus nekap.

AKO NoBpBIIATE HJIM MMAaTe TesKKA JUaAPHs

AKo noBpbILIAaTe B paMKUTE Ha 3-4 yaca ciiesl IpueM Ha po30Ba akTUBHA TaOJeTKa MM UMaTe TeKKa
JIuapyvs, IMa PUCK aKTHBHHTE BEIIECTBA Ha Xal4eTo Jia He ca ce abcopOupay HaITbJIHO B OpraHu3Ma
Bu. Curyanusra e nogodHa Ha Ta3H, ako cte 3a0paBuiiy preM Ha TadneTtka. Cieq moBpbILaHe WK
JMapusi, KOJIKOTO € Bh3MOXKHO IT0-CKOPO, TPsIOBa J1a MpueMeTe Apyra po3oBa akTHBHA TalOleTKa oT
pesepBeH OnucTep. AKO € Bb3MOXKHO, IPUEMETE S B paMKHUTE Ha 24 yaca OT 00OMYaiiHus IpUeM Ha
Bamara TabneTka. AKo TOBa HE € Bb3MOYKHO WJIU ca U3MHUHAIIU 24 yaca Wiy 1oBeue, TpsiOBa Ja cieasare
chbBeTa J1ajieH B "AKo cre npomycHanu aa npuemete Lydisilka".

OTiiaraHe Ha IMKbJIA: KAKBO TPSA0Ba 1a 3HaeTe

Jlopu ¥ Jia He € MPEeNOPHUYUTEIHO, MOXKE Ja OTIIOKUTE ITUKBIIA CH KaTo HE TIpUeMeTe OenuTe
riane0otabneTku ot 4-TUs pel U BeiHara 3anounete HoB Oomucrep Lydisilka, n npuemate tabnerkure,
JIOKaTO CBBPIIN Onrctepa. Moske ja MMaTe JIeKO WM MOA00HO Ha MEHCTPYalTHOTO KbPBEHE, TOKATO
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M3M0J3BaTe BTOpHA OmucTep. 3aBbplieTe BTOpHs OiucTep Kato mpuemere 4™ 6enu miane6o-TabiaeTku.
[locne 3amounere HOB Onuctep. [Ipeau na pemmre Aa OTIIOKUTE MEHCTPYaIHUS CH LIUKBJI, MOXKE J1a ce
MIOCHBETBATE C JEKaps CH.

AKO HCKaTe 1a IPOMEeHNTe HAYAIHHUS JIEH HAa IUKBJIA CH

Axo npreMate TabJIETKUTE CIOpe]] HHCTPYKIIMUTE, BamusT 1K e 3armoyBa 1o BpeMe Ha JHUTE Ha
riane6o. Axo TpsiOBa ja CMEHUTE TO3H JICH, HaMalleTe Opos Ha JHHUTE Ha TIane0o — KoraTo npueMaTte
Oenute mare0o-TabIeTKH, HO HUKOTa He TH yBelTn4aBaiTe (4 1HU e MakcuMyMbT). Hampumep, ako
3aIlOYHETE J1a IpueMaTe OenuTe miare00-Ta0IeTKU B METHK U MCKaTe Ja o MPOMEHHUTE Ha BTOPHUK

(3 mau To-paHo) TpsAOBa Ia 3aIMOYHETE HOB OJIMCTEp 3 JHH IMO-PaHO OT OOMKHOBEHO. MOJXKe 11a HE ce
MOSIBM KBPBEHE 110 BPeMe Ha ChKPATCHUs NIEPUOJT Ha MPUEM Ha Oenurte ruianebo-Tadnerku. Jlokaro
W3TOJI3BATE CIICABALIMS OIUCTEP MOXKE J]a Ce MOSBY 3allanBaHe (KAMIHIN WM METHHIA KPbB) WK
MPOOMBHO KbPBEHE B JHHUTE, B KOUTO MIPUEMATE aKTUBHUTE PO30BU TaOICTKH.

AKo He cTe CUT'YPHH KaKBO J1a IIPpaBUTE, nochbBeTBaNTE ce ¢ Bamus JIEKap Win (l)apMaueBT.

Ako cTe cpesn npuema Ha Lydisilka

Mosxe na cipere npuema Ha Lydisilka mo Bcsiko Bpeme. Ako He xenaeTe 1a 3adpeMeHeeTe, bPBo
nonuraiite Bammus nekap 3a Ipyrure METOAU 3a Ipeana3BaHe oT 3a0peMeHsIBaHe.

Axo cripere puema Ha Lydisilka, 3amoro uckare aa 3adpemMeneere, ce IpernopbyBa j1a N3vakaTe
HACTHIIBAHETO HA PEJOBHO MEHCTPYaJHO KbPBEHE, IIPEIH J1a ce omuTare qa 3abpemeneere. Toa me Bu
MIOMOTHE J]a U34UCIIUTE M10-JIECHO OYaKBAaHATa J1aTa Ha paskAaHETo.

AKO MMaTe HSIKaKBH JIOMBIIHUTEIHN BBIIPOCH, CBBP3aHH C YIOTpebaTa Ha TOBa JIEKapCTBO, MOMUTANTE
Bamus nexap uiu papmarienr.

4, Bb3MOKHH HeKeJTaHU peakumuun

KakTo BCHYKH JIeKapCTBa, TOBA JIEKAPCTBO MOJKE Ja PEIU3BHKA HEXKETaHU PEaKIMU, BBIIPEKH Y€ HE
BCEKH T MOJy4aBa. AKO MMOJYyYHTE HIKAKBa HEXeJIaHa Peakiys, 0COOCHO aKo € TeXKa HITH
NPOIB/DKUTEIHA, MM HACTHIIM IPOMSHA B 3/[paBOCIIOBHOTO Bu cheTosiHme, KOSTO criopea Bac moxe 1a
ce IbJDKU Ha ynotpebata Ha Lydisilka, mosisi, koHcynTupaiite ce ¢ Bamus nekap.

[NoBuien puck ot oOpa3yBaHe Ha KpPbBHHU ChCHPELIM BBB BeHa (BeHo3Ha TpoMboeMOonus (BTE)) wmu
KPBBHU ChCUpEIH B apTepus (apTepuanna tpomboembomnus (ATE)) e Hanmuiie mpu BCHYKY JKEHH,
npreMaiy KOMOMHUpaHH XOPMOHAIHH KOHTPAIENTUBH. 3a T0-110ipo0Ha H(pOpMAaIHs OTHOCHO
Pa3InYHUTE PUCKOBE, CBBP3aHU C yHOTpedaTa Ha KOMOMHUPAaHU XOPMOHAJIHA KOHTPALENTHBH, MOJIS,
BIXkTe Touka 2 ,,KakBo TpsiOBa na 3Haete, npenu aa usnonssare Lydisilka“.

CrenHuTe HeXeNaH! PeaKkUy ca CBbp3aHu ¢ npuema Ha Lydisilka:

Yecmu (mozam oa 3acecnam 0o 1 na 10 oywu):
- NPOMEHHU B HACTPOEHHUETO, PAa3CTPOMCTBO Ha JIMOUIOTO;
- rI1aBOOOIIHE;
- OoJka B KOpeMa, TaJIeHe;
- aKHe;
- 0oJKa B I'bpauTe, 00JIE3HEHA MEHCTPYAIHsI, BATHHAITHO KbpBeHE (110 BpeMe Ha HITH MEXIY
LUKJINTE, CUITHO HEPEIOBHO KbPBEHE); - KOJICOAHUs B TETJIOTO.
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Heuecmu (mooice 0a 3aceenam 0o 1 na 100 oywu):

rpOnYHa WHEKIUS, BAarMHATHA UHPEKIUS, MH(EKIHUS Ha MTMKOYHUTE ITBTUIIIA;

MPOMEHH B aneTuTa (HapyIleH arneTuT);

JIETIPECHSI, EMOIIMOHAITHO Pa3CTPOHCTBO, TPEBOXKHO PA3CTPOUCTBO, CTPEC, MPOOIEMH ChC CHHS;
MUTPEHA, BUCHE Ha CBAT, OOIKaHEe W MpaBy4YKaHe, ChHINBOCT;

TOpelIy BbIIHHY;

MOJlyBaHe Ha KOpEeMa, MOBPbBIaHe, THapHS;

KOCOTIaJ], TPEeKOMEPHO TIOTeHe (XUIEePXUApo3a), Cyxa Koxka, OOprB, OTOK Ha KokaTa; - OoJka B
repoa;

NoJyBaHe Ha I'bpANTE, OyUKa B I'bpJaTa, HEOOMUAHO KbPBEHE OT T€HUTANNUTE, OOJIKa TI0 BpeMe
Ha TI0JIOB aKT, (PHOPOKKMCTO3HA OOJIECT Ha T'bpaaTa (HaIMYUe Ha ¢IHA WIH MOBEeYe KUCTH B
rbpAaTa), T&KKH MEHCTPYaTHH LUKIIH, JIUTICa Ha MEHCTPYalTHU LUKIIN, HApyIIeHHEe Ha
MEHCTpPYaIHATa, MPESAMEHCTPYAICH CHHAPOM, CIIa3MH Ha MAaTKaTa, MATOYHO WITH BarMHAIHO
KBbpPBCHEC, BKIIIOUUTCIIHO 3allallBaHC, BArMHAaJIHO TCYCHUC, BYJIBOBAIrMHAJIHO HAPYIICHHUC (CYXOTEI,
0omka, MEpU3Ma, TUCKOM(OPT);

yMOpa, MOIyBaHe Ha HAKOW YACTH OT TSIIOTO, HAIPUMED TJie3eHH (e1ieM), O0Ka B TPBIHHS KO,
HEOOWYaHO yCellaHe;

KPBBHU M3CIICIBAHUSI, TTOKA3BAIIN OBUIIICHH YePHOAPOOHH SH3UMU, IPOMEHH B HSIKOW MACTH B
KpBbBTa (JIUMUIN).

Peoku (mooice 0a 3aceenam oo 1 na 1 000 oywu):

BB3MAICHUE Ha ThPIUTE;
no0pokayecTBeHa Oy4Ka B I'bp/aTa;

CBPBXUYYBCTBUTEIHOCT (aIeprus);

3aJbpKaHe Ha TEYHOCTH, TOBUIIIEHN HUBA HA KaJIWii B KPBBTA; - HEPBHOCT;

3a0paBsHe;

CyX0Ta B OUUTE, 3aMBIJICHO 3pEHHE, HAPYIIIEHUE Ha 3PEHHUETO;

3aMasHOCT;

BHCOKO MJIM HUCKO KPBBHO HaJIsiraHe, Bh3MaJICHHE Ha BEHa ¢ 00pa3yBaHe Ha KPbBEH ChCUPEK
(TpoMOOQIIeOUT), pa3lIUpEHU BEHH;

3areK, CyXoTa B ycTaTa, JIOIIO XpaHOCMHJIaHe, ITOlyBaHe Ha YCTHHUTE, Ta30Be, Bh3MaJIEHHE Ha
yepBaTa, CTOMaIIeH peduIyKc, HEOOMYalHU ClTa3MH Ha YepBaTa;

AJIEPTUYHU KOXKHU PEaKIUH, 3aTUCTOKA(SIBY MUTMEHTHH TIEeTHA (XJI0a3Ma) U IPYTU HAPYIICHUS
Ha MATMEHTAINATA, MBXXKH THIT OKOCMSIBaHE, IPEKOMEPHO OKOCMSIBAHE, KOKHHU 3200 ITBAaHHS
KaTo JICPMATHUT U ChPOSII ICPMATHT, ITHPXOT M Ma3Ha Koxka (cebopest) U IpyTru HApyIICHUs Ha
KOXKaTa,

CIa3Mu Ha MYCKYJIMTE U CTaBUTe, OOJIKa U JUCKOMMOPT;

00JIKa B IMKOYHUTE ITHTHINA, HEOONYaiiHa MUpH3Ma HA YPHHATA;

M3BbHMATOYHA OPEMEHHOCT (EKTOIMUYHA OPEMEHHOCT);

KHCTH Ha SHYHUIIUTE, TIOBUIIICHO CIIOHTAHHO OT/ICNITHE HA KbpMa, O0JIKa B Ta3a, MPOMSHA B I[BETa
Ha IBPANTE, KbPBEHE IO BPEME Ha IOJIOB aKT, €HIOMETPHATHI HAPYIICHHS, HAPYIIEHHUS Ha
3bpHATA, HEOOMYAHO MAaTOYHO KbPBEHE;

HEepasMoJ0XKEeHUE U 0010 yCellaHe 3a Hepa3noIoKeHUe, TIOBUIIIABAHE HA TelecHaTa
TeMIiepaTtypa, 60iKa;

MOBHIIIABaHE HA KPBBHOTO HAJISITaHe, IPOMEHHU B KPBBHUTE U3CIIEABAHMS (OTKIIOHEHHS B
nokaszarenute Ha ObOpeuHata (GyHKIHs, TOBHUINICH Kaauii B KPhBTA, OBUIIICHA KPHBHA 3aXap,
MOHMYKEH XEMOIJIOOWH, H34epIIBaHe Ha JeraTa Ha )KeJsi30 B OpraHu3ma, KpbB B YPHUHATA); -

YBpCKKAAIIN KPbBHU CbCUPCIU BBB BEHA, HAIIPUMEP:
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- B Kpaka Wi ctbrianoto (Hanpumep JIBT)

- B Oenus apo6 (Hanpumep BE)

- UHapKT

- UHCYJIT

- MUKPOMHCYT WIHA NPEXOIHN CUMIITOMH, HallOJOOSIBAIIM HHCYIT, H3BECTHH KaTO MPEeXoaHa
ncxemuaHa araka (ITMA)

- KPBBHH CHCUPENH B YepHUS 1po0, cToOMaxa/depBaTa, 0bOpeka Mt OKOTO
BepositHOCTTa 32 00pa3yBaHe Ha KPBBEH ChbCUPEK MOXKeE Aa ObJe Mo-ToJsIMa, aKO UMaTe HAKaKBU
JPYTH CHCTOSIHUS, KOUTO ITOBUIIIABAT TO3M PHUCK (BI)KTE TOUKA 2 3a IMOBEYE HHPOPMAIHS OTHOCHO
CBCTOSIHUSATA, KOUTO TIOBUILIABAT PHCKa OT 00pa3yBaHe Ha KPbBHU ChCUPELU M CUMIITOMUTE Ha
KPBBEH CHCHPEK).

Cpo0maBaHe HA HesKeJIAHU PeaKIIun

AXO MoNy4nTe HIKaKBH HEXETaHU JICKAPCTBCHU PEakiluy, yBeaoMere Bamst jgekap, GapmanesT wim
MCIUIMHCKA CeCTpa. ToBa BK/II0UBa BCUUKH Bb3MOKHHM HEOITMCAHHU B Ta3H JINCTOBKA HEKEJIaHU
peakimu. MoxeTe ChIIo JIa ChOOIUTE HeXKENaHU PeaKIui JTUPEKTHO Ype3 HAI[MOHATHA CHCTeMa 32
cbobIaBane, mocoueHa B [punokenue V. Kato cpobiiaBare HexXelIaH! peakivy, MOKETe Ja JajieTe
CBOSI IPUHOC 3a MOJTyYaBaHe Ha TOBeYe WH(OpMAIHs OTHOCHO 0E30MaCHOCTTA Ha TOBA JICKAPCTBO.

5. Kak na cexpansiBate Lydisilka

Ja ce cbxpansiBa Ha MSCTO, HEAOCTHITHO 3a JICTIA.

He u3non3BaiiTe TOBa JIGKAPCTBO CJIE]] CPOKA HA TOAHOCT, OTOENsI3aH BhPXY OMCTEpa U KapTOHEHATa
omakoBka cnen ,,EXP”/, I'onen 10”. CpoKbT Ha TOHOCT OTIOBaps HA MOCIIEIHUS JICH OT MTOCOYCHUS
Mecell.

ToBa nexapcTBO HE M3KUCKBA CITEIUAIIHN YCIOBUS Ha ChXpaHEHHe.

He u3xBbpisiiTe TekapcTBaTa B KaHAIM3AIMITA WM B KOHTEWHEpa 3a JJoMalrHu otraabnu. [lomuraiite
Bamus apmarneBT Kak Ja U3XBbPIIATE JeKapCTBaTa, KOUTO BEU€ HE U3M0J3BaTe. Te3u MEpKH Iie
CIIOMOTHAT 32 OIla3BaHe Ha OKOJIHATA Cpeaa.

6. ChbabpikaHHe Ha OIIAKOBKATA M JONNBJIHUTEJIHA HH(POpMALHSA

Kaxkso cbabp:ka Lydisilka

AKTHBHHUTE BEIECTBA Ca IPOCITUPEHOH U €CTETPOI.

Bcsika po3oBa akTuBHA TabjeTKa ChABPKA 3 Mg IPOCITUPEHOH U €CTETPOJI MOHOXHUIPAT, CKBUBAJICHTCH

Ha 14,2 mg ecreTpou.
Bcsika Osia mtane6o-rabierka He Chabp)Ka aKTHBHU BELIECTBA.
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Jpyrure NOMOIIIHYU BEIIECTBA ca:

Po3oBu akTUBHY (DUIMUPAHU TAOJETKHU:
Aopo na mabremrxama:

JIaKTO3a MOHOXHIpAT (BMkTe Touka 2 ,,Lydisilka cbapprka nakTo3a U HaTpUil”), HATPUEB HUIIECTEH
rimkonar (Bwkre Touka 2 ,,Lydisilka chappika 1akTo3a u HaTpuii”’), TAPEBUYHO HUIIECTE, TOBUI0H
K30, maruesues creapat (E470b).

Ob6suska na mabaemxkama: xunpomenosa (E464), xunpoxcunponunuenyiosa (E463), Tank

(E553b), xuaporennpano nmaMmydHo Macio, TutaHoB auokcus (E171), gepBeH xee3eH OKCH
(E172).

benu ¢punmupann maie60-TadneTku:

Aopo na mabremxama:

JaKTO3a MOHOXHIpAT (BrkTe Touka 2 ,,Lydisilka cbabpika makro3a u HaTpuii”), HapeBUYHO HULIECTE,
maraesues creapart ( E470b). Obeusxka na mabremxama: xunpomenosa (E464),
xuapokcunponmienyiosa (E463), tank (ES53b), xuaporeHupaHo maMy4dHO Macjo, THTAHOB
muokenn (E171).

Kak m3rane:xxkna Lydisilka u kakBo cbIbpka onakoBkaTta

AKTUBHHTE (QUIMHPAHU TaOJIETKH Ca PO30BH, C AUAMETHP 6 mm, KPBIJIU, JBOWHO U3ITBKHAIH C
BUTEOHATO penedHo oro ¢ opMa Ha Karka OT eJHaTa CTpaHa.

[Tname6o dunmupanuTe TabIETKH ca OeNH WK TIOYTH OeIH, ¢ AMaMeThp 6 mm, KPBIIH, IBOHHO
U3ITBKHAJIM C BJITBOHATO peieyHO JIoro ¢ JopMa Ha Kalka OT eIHaTa CTpaHa.

Lydisilka ce mpemnara B Onucrepu 1o 28 dhunmupanu TadbieTku (24 po30BU aKTUBHY TA0JICTKU U 4 Oeiu
riane00-TaleTKy), OIaKOBaHH B KApTOHEHA onakoBka. OCBeH OJIMCTEpUTE KapTOHEHATa OITaKOBKa
Lydisilka ceappika Hececep 3a chxpaHeHue, kakto U 1, 3, 6 win 13 camo3zanemnsaniy ce CTHKepa ¢
0003HaYCHNUs HA JHUTE OT ceIMUIIaTa. bposT Ha caMo3alenBanuTe ce CTUKEPH 3aBUCH OT Opos Ha
onmcrepure.

Pa3mep Ha onakoBkata: 28 (1 x 28), 84 (3 x 28), 168 (6 x 28) u 364 (13 x 28) dunmupanu TabIETKH.
He BcHukH BHI0BE OMAKOBKH MOTAT Jia OBbJAT MyCHATH B TIPOIaXOa.

IIpuTexkaTes Ha pa3pelleHHETO 32 yOTpeda
Estetra SRL

Rue Saint Georges 5-7

4000 Liege

benrus

IIpoussoaure

Haupt Pharma Miinster GmbH Schleebriiggenkamp
15

48159 Munster

I'epmanus

Gedeon Richter Plc.
Gyomr6i ut 19-21.
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1103 Budapest
YHrapus

3a jonmbJaHNTEHA HHPOPMALHS OTHOCHO TOBA JIEKAPCTBO, MOJIsl, CBbP:KeTe ce ¢ JOKAJTHUS
Npe/ACTABUTE/I HA MPHUTEXKATEIS HA pa3pelieHneTo 3a ynorpeoda:

Belgié/Belgique/Belgien
Ceres Pharma

Teél/Tel: +32 (0)9 296 47 70
info@ceres-pharma.com

Boarapus

Estetra SRL

Ten.: +32 (0)4 349 28 22
infomed@mithra.com

Ceska republika
Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Danmark

Estetra SRL

TIf: +32 (0)4 349 28 22
infomed@mithra.com

Deutschland

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Eesti

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

E\\ado

Estetra SRL

TnA: +32 (0)4 349 28 22
infomed@mithra.com

Espafa

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com
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Lietuva

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Luxembourg/Luxemburg
Ceres Pharma

Teél/Tel: +32 (0)9 296 47 70
info@ceres-pharma.com

Magyarorszag

Estetra SRL

Tel.: +32 (0)4 349 28 22
infomed@mithra.com

Malta

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Nederland

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Norge

Estetra SRL

TIf: +32 (0)4 349 28 22
infomed@mithra.com

Osterreich

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Polska

Estetra SRL

Tel.: +32 (0)4 349 28 22
infomed@mithra.com
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France

Estetra SRL

Tél: +32 (0)4 349 28 22
infomed@mithra.com

Hrvatska

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Ireland

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

island

Estetra SRL

Simi: +32 (0)4 349 28 22
infomed@mithra.com

Italia

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Kvnpog

Estetra SRL

TnA: +32 (0)4 349 28 22
infomed@mithra.com

Latvija

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Portugal

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Romania

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Slovenija

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Slovenska republika
Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

Suomi/Finland

Estetra SRL

Puh/Tel: +32 (0)4 349 28 22
infomed@mithra.com

Sverige

Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

United Kingdom (Northern Ireland)
Estetra SRL

Tel: +32 (0)4 349 28 22
infomed@mithra.com

I[aTa Ha MOCJICAHO NMpepasrjc;kaane Ha JIMCTOBKaTa

Honpo6Ha I/IH(bOpMaI_II/IfI 3a TOBa JICKAPCTBO € MPEAOCTABCHA HA ye6ca171Ta Ha EBpOHCﬁCKaTa ar¢Huus 1o

nekapcerBara: http://www.ema.europa.eu.
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