NNPUJIOXKEHMUE I

KPATKA XAPAKTEPUCTUKA HA ITPOAYKTA



1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Drovelis 3 mg/14,2 mg ¢punmupanu tabieTku

2. KAYECTBEH U KOJIMYECTBEH CBbCTAB

Bcesika po3oBa akTrBHa GuaMHupaHa TableTka chbabpxka 3 mg ApocnupeHoH (drospirenone) u ecTeTpoi
Monoxuapar (estetrol monohydrate), ekBuBanente Ha 14,2 mg ecretpo (estetrol).

Bcska 6s1a rmaue6o (bHHMI/IpaHa TabIeTKa He CbAbpiKa aKTUBHU BCIUICCTBA.

IToMoOmIHO BEIIECTBO C M3BECTHO JICHCTBHE

Bcesika po3oBa akTuBHA uiMupaHa TadjaeTKa chabpika 40 mg makrosa monoxuapar (lactose
monohydrate).

Bcesika Osa mtane6o gunMupana tTabneTka cbabpika 68 mg nakro3a Monoxuzapar (lactose
monohydrate).

3a MBJIHUA CIOUMCHK Ha MOMOIIHUTE BEILIECTBA, BUKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
dunmupana Tabnerka (TabaeTka)

AxTuBHaTa QuiIMHUpaHa TabJIeTKa € po30Ba, 6 mm JUaMeThp, KPbrila, ABOHHOU3IIBKHANA C JIOTO C
dhopma Ha Kanka, penedHa OT eHATA CTpaHa.

[Tname6o punmupanaTa TadbaeTKaTa € OsUIa 10 MOYTH Osy1a, 6 mm AuaMeThp, KpbIjia, IBOMHOU3IbKHAIA
¢ soro ¢ (hopMma Ha Karka, penedHa OT eHATA CTpaHa.

4. KJIMHUYHU JAHHHA

4.1 TepaneBTUYHU NMOKA3ZAHUS

ITepopanna KOHTpaLenius.

Pemrenuero na ce npennuiie Drovelis TpsOBa 1a ce B3eMe Cliell KATo Ce MPEUEHST HACTOSIIUTE PUCKOBH
(hakTOpH NP BCSIKA OTJIENTHA KEHA, B YACTHOCT CBhP3aHUTE ¢ BeHO3HA TpoMmboembonus (BTE), kakTo u

kak pucksT oT BTE mpu ynorpe6a na Drovelis ce choTHacs ¢ pucka rpu ynorpeda Ha Ipyru
KoMOuHMpaHu xopMoHainHu KoHTpauentusu (KXK) (Bx. Touku 4.3 u 4.4).



4.2 Jlo3upoBKAa M HAYMH HA MPHJIOKEHHE

EO3I/IQOBK3

Kak 0a zanouneme da npuemame Drovelis

. be3 npedxooHo xopmoHanHo KOHMpPayenmueHo NPULONHCeHUe (Npe3 USMUHANUS Mecel,)

[IpuembT Ha TabmeTKuTe TPsIOBA 1A 3aTI0YHE MPE3 MBPBHS JIEH OT €CTECTBEHUS UK HA )KeHara (T.e.
IIBPBUS IEH OT MEHCTPYaJIHOTO KbpBeHe). B T0o3u cinyyail He ca HeOOXOIUMH TOMBTHUTEITHA MEPKH 3a
KOHTpAISIIIHSI.

Ako ppBaTa TabeTka ce mpueMe Ha 2 10 5 IeH OT MEHCTpYyaIlusITa Ha )KeHAaTa, TO3H JICKapPCTBECH
MPOJYKT I1ie ObJie SPEKTUBECH €/[Ba CIIe/] ITbPBUTE 7 MOCIIEAOBATEIIHU JTHA Ha MPUEM Ha PO30Ba aKTHBHA
tabnerka. CieoBaTeTHO TIpe3 TE€3U IbPBUTE 7 JHU TPAOBA JOIBIHUTEIHO Ja Ce M3I0I3Ba HA/ICKICH
OapriepeH MeToJ1 32 KOHTpAIICTIIHsI, KaTo Tpe3epBaTrB. TpsOBa ga ce 0OMUCITU Bh3MOKHOCTTA 32
HacThIKIa OPEeMEHHOCT npeu nprueM Ha Drovelis.

. Ilpemunasane om KOMOUHUPAH XOPMOHATIEH KOHMPAyenmue (KOMOUHUPAH nepopaneH
xonmpayenmus (KIIK), sacunanen npvcmen uiu mpancoepmaiet niacmup)

3a npeanovnTaHe € )KeHara J1a 3amouHe npuema Ha Drovelis Ha ciiefBaiiys JA€H ciiej] IpyueMa Ha

MocIieIHaTa aKTUBHA TabyeTka (mocieaqHara TabueTka, ChAbpIKallla aKTUBHU BEIIECTBA) OT HEWHUS

npenumien KIIK nnn Hali-kbCHO B IGHS Cliel] meprojia 0e3 mpreM Ha TaOJIeTKH, WU IepHo/ia Ha TpUeM

Ha mutane6o Tabnerku ot HeitHus npenumien KITK.

B cnyuaii Ha u3non3BaHe Ha BarvHaJICH NPBCTEH WIH TPAHCACPMAJICH TUIACTHUD, 3a TPEATIOYUTAHE €

JKeHaTa Jia 3armovHe npruemMa Ha Drovelis B IeHs Ha OTCTpaHsIBaHETO My WJIM Hal-KbCHO B JICHSI 3a

CJIeIBAIIIOTOIIPHIIOKEHHE,

. Ipemunagane om memoo camo ¢ npocecmazen (Xanue camo ¢ nPO2eCmo2eH, UHICEKYUS,
UMRIIAHM) UTU OM BbIMPEeMAMOYHA cucmema oceoboicoasawa npocecmozet (BMC)

JKenaTta Morxe J]a MpeMHHE BbB BCEKH JICH OT MEPUOJIa Ha MPUEM Ha XaIie caMo C MPOrecToreH (ot

HMMIUTAHTAHT WM BBTPEMATOUHA CHCTEMA B JICHS HAa M3BAKIAHETO, OT MHKEKI[MOHHA opMa, KOraTo

TpsiOBa Jla ce MpHIIara clie/IBaliaTta HHKEKIMs), HO TIPYU BCUYKH TE3U clydau TpsOBa ja Onje

MOCHBETBAHA JIa MpHJIara U 0apuepeH MEeTo Mpe3 MbPBUTE 7 THU OT MPUEMAaHE Ha TaOJNIEeTKUTE.

. Cned abopm 6 nvpeu mpumecmup Ha OpemMenHOCmma
JXenara Mmorxe a 3anoune BegHara. Korato npaBu ToBa, TS He Hy>KHO J1a B3eMa JOITBIHUTEITHA
MPOTUBO32YaThYHU MEPKH.

° Cneo padxcoane uiu abopm 6v6 Mopust MPUMeCmvp Ha OpeMerHoOCmma

Kenute TpsiOBa na ObIAT TOCHBETBAHHM Ja 3aII0YHAT NipreMa MexAy 2 1-ug u 28-us JeH cien paxaane
WM abOpT BbB BTOPUs TpuMecThp. Koraro 3amo4se mo-kbCHO, )KeHaTa TpsOBa J1a ObJie MOChBETBaHA J1a
W3II0JI3Ba IOMBJIHUTEIICH OaprepeH MeTO 1 ipe3 TbpBuTe 7 THU. AKO 00aue Beue € Ol OCHIIECTBEH
IIOJIOB KOHTAKT, TPsIOBa J1a ObJIe U3KIII0OUEeHA OPEMEHHOCT MPEIU IeHCTBUTEIHOTO 3anoyBane Ha KXK
WJIM JKeHaTa Tps0Ba Jia u34aka IbPBUS CH MEHCTpYyaJieH MEePHO/I.

3a KbpMEIIH KEeHH BIKTE Touka 4.6.

Tponycuamu unu 3abaeen npuem Ha 003u




Benute mnamne6o TabIeTKUTE OT MOCHIEAHATA PeaUIla OT OMcTepa, Morat ja ObaaT urHopupanu. B
CBIIIOTO BpeMe, Te TpIOBa Ja ObJaT U3XBHPIICHH, 32 J]a c€ U30ETHE 0 HeBHUMAHUE YIbJKaBaHe Ha
Iepro/ia Ha IpreMaHe Ha miare6o TabIeTKH.

CllemIHHSAT ChBET CE€ OTHACS caMo 3a NMpOonmyCHAaTH PO30BH AKTUBHHU Ta0JIeTKH:

AKXo XeHaTa € 3aKbCHSIA C MO-MAJKO OT 24 yaca ¢ npuema, Ha KOATO U 1a € pO30Ba aKTUBHA Ta6J'ICTKa,
KOHTpAIICIITUBHATA 3alllUTa HC € HAMAJICHA. Kenara Tpr6Ba Ja mpucme TabmeTkaTa BEaHara mom Cu
CIIOMHH U J1a NPOABJIKU CBC CICABAIINUTC TaOJIETKH B OOMYAMHOTO BpEME.

AKO XeHaTa € 3aKbCHsIIA ¢ 24 yaca WM NoBeYe ¢ IpreMa, Ha KOSATO | JIa € pO30Ba aKTHBHA Ta0JIeTKa,
KOHTpAllENITUBHATA 3aI[UTa MOXKE J1a € HaMmajeHa. [Ipu npomycHaT npueM Ha TaOieTku TpsiOBa Ja ce
CIa3BaT CJICAHNUTE JIBE OCHOBHH MPaBUIIA;

1. HpeHOp’L‘II/ITeﬂHI/IHT HUHTCPBAJI MCKAY TabmeTkuTe 6e3 XOpPMOHH € 4 AHU, OPpUCMBT HaA TaOJIeTKUTE
HHUKOra HE Tpf[6Ba Ja CC IPCKHCBA 3a MOBCYC OT 4 JHH.

2. 3a mocTUraHe Ha afieKBaTHO MOTUCKAHE Ha XMIIOTAIaMO-XUIO(U3apHO-OBapHaiHaTa oc €
HEOOXO0IUM 7-JTHEBEH HEMPEKbCHAT IIPUEM Ha PO30BH AKTUBHH TaOJIETKUTE.

B croTBEeTCTBHE C TOBA, 3a HYKIUTC HAa BCCKUIHCBHATA IPAKTHKaA CC IIPETIOPbUBaA CIICAHOTO:

Ien 1-7

[laruenTkara TpsiOBa Aa B3eMe MPOITycHATaTa TabJIeTKa BeIHAra CJie]l KaTO CH CIIOMHH, JOPH TOBaA J1a
03HAaYaBa MpHUeM Ha JIBe TabJeTKH eqHoBpeMeHHO. Clie]] ToBa MPUEMBT Ha TaOJIeTKH MPOAbIKaBa B
obnyaitHOTO M30paHo OT manueHTKaTa Bpeme. [Ipe3 cnenBamuTe 7 MHU TPsAOBa [1a C€ U3IIONI3BA H
JIOI'BJIHATETICH OapuepeH MeTO I, Hallp. KOHIOM. AKO B MPEIXOAHUTE 7 JHU € OWJI OCHIIECTBEH MOJIOB
aKT, TPsAOBA Jla Ce MMa MPEIABH]] Bh3MOXKHOCTTA 3a HACThIIMIA OPEMEHHOCT. PUCKBT OT OpPEeMEHHOCT €
TOJIKOBA MO-TOJISIM, KOJIKOTO ITOBeUEe TaOJISTKH ca MPOIyCHATH U KOJIKOTO I0-0JIM30 ca Te 10 ¢a3ata ¢
mIaned0 TadJIeTKH.

Jen 8-17

[NarmenTkara TpsiOBa Aa B3eMe MpOITycHaTaTa TablIeTKa BeIHAra cJie]l KaTo CH CIIOMHH, JOPH TOBA J1a
O3HauaBa IpUeM Ha JBe TaOneTku eqHoBpeMeHHO. Cliell ToBa MPUEMBT Ha TaOJIeTKH POABIKaBa B
obnuaiiHoTO M30paHo OT NmanueHTkara Bpeme. [Ipu ycroBue, ue xeHarta € mpuemMaia MpaBUiTHO
TaOJIETKUTE CH TIpe3 7-Te JHU, MPEIXOKAAlIN IbpBaTa NpoIycHaTa TabieTka, He € He0OXOJUMO Jia ce
M3MI0JI3BAT JIOMBIHUTEIIHA KOHTPAICIITUBHU CPEJCTBA. AKO 00aue ¢ MpoIycHara rosede oT 1 Tabnerka,
JKeHaTa TpsiOBa Ja ObJie OChBETBAaHA J1a U3I0JI3BA NOMBIHUTEIHH MTPEINa3Hd MEPKH JOKATO HE
MIPUKIIFOYN 7—IHEBEH HENPEKHCHAT MTPHEM Ha PO30BH, aKTUBHHU TAOJIETKH.

Jlen 18-24

PuckbT OT HamansBaHe Ha HAIEKIHOCTTA € BH3MOXKEH IMOpa i HabmmKaBamara ¢as3a Ha rmiamnedo
TabNeTKu. Bbpeku ToBa, HAMAJISIBAHETO HA KOHTPAICTITHBHATA 3aI[UTa MOXKe Aa ObJe IPeaoTBPaTEHO
Ype3 aganTUpaHe Ha cXeMaTa Ha IPUeM. HpI/I OpUABPKAHE KbM €AWH OT CJICAHUTE JIBa BapruaHTa, HIMa
HYX/J1a OT U310JI3BAHC HAa NOIIbJIHUTCIIHU KOHTPAUCTITUBHU NPEAINIa3HU MEPKH, IIPU YCIIOBUEC Y€ IIPE3 7-
T JHH, IPEIIESCTRAIIN IIbPBaTa MPOITycHaTa TabJeTKa, XKeHaTa € pueMalia BCHUKH TaOJICTKU



MMpaBUIIHO. Axo CJIy4dadT HC € TaKbB, JKCHATa Tp$16Ba Aa CC MpUAbpKa KbM IIbPBUA OT TC3U BAa BapUaHTa
" ChLIO Ja U3M0JI3Ba JOIIBJIHUTCIIHA NPCAITa3HA MCPKU JOKATO HC IMMPUKITIOYN 7—,I[HCBCH HCIIPCKBCHAT
IMpUCM Ha PO30BU, AKTUBHU TaOJIEeTKU.

1. JKenara Tps6Ba na mpueme mocjeaHaTa mpoirycHaTa TabjaeTka BelHara mom CH CIIOMHH, JOPH
TOBA Jla 03HaYaBa MPUEM Ha JIBE TaOIETKH eHOBpeMeHHo. Clie] ToBa TS MPOABIDKABA J]a TpueMa
TaOJETKUTE B 0OMIAHHOTO BPEME IOKATO PO30BUTE aKTUBHH TA0JIETKU CBBPIIAT. 4-T€ IIIaedo
Ta0JIETKU OT MOCIICTHUS PeJl TPSOBaA J1a ce U3XBBHPIAT. BemHara TpsOBa j1a ce 3amovHe ciesaria
ormakoBka. MaJiko BEpOsITHO € JKeHaTa Ja MOJIyYH KbPBEHE MOpau MPEKbCBaHEe Ha MpUeMa IpeIn
Kpasi Ha pO30BUTE aKTUBHH TAOJIETKH OT BTOpaTa OMAKOBKA, HO B THUTE HA MPUEM Ha PO3OBUTE
AKTUBHU Ta0JIETKH MOXKE J1a TIOJyYH 3alaliBaHe WK MIPOOUBHOKBPBEHE.

2. Kenarta Morxe b0 Ja ObJie TOCHBETBAHA JIa IIPEKPATH ITPUEeMa Ha PO30BHUTE aKTUBHH TaOJICTKU
OT HacTosIIaTa ormakoBka. Cjes ToBa Ts TpsiOBa Ja npuema Oenure mianedo TabjIeTKH 0T
MOCJICAHMS PEJl B IPOABDKCHHE HA MAKCUMYM 4 THH, BKIIIOYUTEIHO JHUTE, B KOUTO TS €
MPOITyCHAJa MPUEeM Ha TaOJEeTKH, U CIIe/ TOBA JIa TIPOIBJKHU ChC CleABaIlaTa OIucTepHa
OITaKOBKa.

AKo jxeHaTa ¢ MporycHasa Ja mpueMe TabJIeTKU M BIIOCICICBTHE HE CE MOSIBU OTMAJHO KbPBEHE BHB
(azara Ha rpreM Ha 1uiaiedo TabneTku, TpsOBa 1a ce OOMHUCIH Bb3MOKHOCTTA 332 HACThITHIIA
OpEeMEHHOCT.

Cveem 6 cyuail Ha CMOMAWHO-4PESHU HAPYULeHUs]

B ciyuaii Ha Te)KKHM CTOMAITHO-YPEBHH CMYIICHUS (HAIp. OBPBINAHE MWW Tuapus), abcopOonmsTa Moxe
Jla He € TIhJTHA U TPsIOBa Ja Ce MPUIIOKAT JOIBIIHUTESITHN KOHTPAIICTITUBHU MEPKU. AKO CE TTOSBU
MOBPBIIIAHE B paMKHTE Ha 3-4 Yaca clie]] MpueMa Ha po30BaTa akTUBHA Ta0JleTKa, TpAOBa J1a ce mpueMe
HOBa aKTHBHA (3aMeCTBaIla) TabJIeTKa KOJIKOTO € Bh3MOXKHO M0-ckopo. HoBaTta po3oBa, akTHBHA
TabjeTKa TpsiOBa /1a ce B3eMe B paMKHTE Ha 24 gaca OT 0OMYaifHOTO BpeMe 3a IIpreMaHe Ha TabJieTkara,
aKo € Bb3MOXKHO. AKO ca U3MHUHAJIM MOBeYe OT 24 yaca, BayKU ChBETHT 32 MPOIYCHATH TAOJETKH, IaJCH
B Touka 4.2 “Ilponycnamu uiu 3ab6asen npuem Ha 0o3u’’. AKo )KeHaTa HE XKenae Ja IPOMEH!
oOxyaifHaTa CH CXeMa Ha MPHEM, TS TpsAOBa 1a B3eMe U3BbHpeaHa(-1) TabjaeTKa(-1) OT apyra OlMcTepHa
OITaKOBKa.

Kaxk da ce omnosicu omnadno kvpeene

3a ;1a ce OTJIOKM MEHCTpYyaIus, )KeHaTa TpsiOBa JAa MPOABIDKH C TIpUeMa Ha APYyT OJUCTEp OT
JIEKapCTBEHUS MPOAYKT, O€3 1a mpuemMa o6enuTe Tiamnedo TabJeTKH OT HAcTOosIIaTa OIMCcTepHa OIMaKOBKa.
Ts Moe 1a yIBJDKH OTJIaraHeTO Ha MEHCTPYyaI|sITa TOJKOBA, KOJIKOTO jKejlae, HO HE MO-IbJIr0 OT Kpas
Ha PO30BUTE aKTUBHHU TaOJIETKH OT BTOpaTa onakoBKa. [1o BpeMe Ha OTJIaraHeTo yKeHaTa MOKE J1a uMa
MPOOMBHO KbPBEHE MM 3ananBaHe. PemoBHusT mpueM Ha Drovelis TpsiOBa na ce moaHoBH ciief (a3ara
Ha TIpYeM Ha I1ane0o TabJIeTKy.

3a 1a UI3MECTH MEHCTpYyalusATa B Ipyr IeH OT CEAMUIIaTa, pa3IndyeH OT JAEHs 10 TEKyIlaTa CXeMa,
KeHaTa MOKe J1a ObJie MOChBETBAHA J1a ChKPATH MpeacTosmaTa (haza Ha mpueMa Ha rianebo TabIeTKH,
C KOJIKOTO JAHHM keJae. KoiaKoTo mo-Kbe € TO3M WHTEPBaj, TOJIKOBA MO-TOJISAM € PUCKBT T4 Ja HE TIOTY4IH
OTIIaJHO KBPBEHE, a JIa CE MOSIBM MPOOMBHO KbPBEHE U 3allallBaHe 110 BpeMe Ha MpreMa Ha TabJIeTKH OT
clleiBallaTa OaKoBKa (TOYHO KOraTo € BpEMETO Ha W3MeCTeHaTa MEHCTpYaLusl).



Cneuuwmu nonyaayuu

Cmapuecka év3pacm
Drovelis He e moka3zaH ciies; MEHOIIay3ara.

bvbpeuno yspescoane
B®3 ocHOBa Ha HAIMYHUTE KbM MOMEHTA JJAHHU € IPOTUBOIIOKA3aH MPH JKEHH € TexKa ObOpeyHa
HEJ0CTaThYHOCT (BXK. TOuKa 4.3).

He ce npenoppuBa npu >KeHH C yMepeHa CTeleH Ha ObOPEeYHO YBpEKIaHE.
He e HeoOxoaumMo kopurupane Ha jo3ata 3a Drovelis npu manyenTy ¢ jieka cTened Ha 0bOpedHo
yBpexxaaHe (BK. Touka 5.2).

Yeprnoopobuo yepescoare

[IpoyuBane, oneHsBaio edexra Ha YEPHOAPOOHO 3a00IsIBaHe BEPXY (hapMaKOKHHETHKATA Ha €CTETPOII,
€ MpeJICTaBeHO B Touka 5.2. Pe3ynarature oT NpoyuBaHETO MMOKa3BaT MOBHUIIIEHA MJIa3MEHa €KCIIO3ULINS
Ha €CTeTPOJI MIPU YYaCTHHLIM C TEXKKa CTEINeH Ha yepHoApoOHO yBpexaane (kiaac C no Child-Pugh) B
CpaBHEHHE C yYaCTHHUIIM C HOpMaJIHa YepHOAPOOHa QYHKILMS, KOETO MOXKE J1a € OT KJIMHUYHO 3HAUCHHE.

B®3 ocHOBa Ha HAMYHUTE KbM MOMEHTA JJAHHU € TIPOTUBOITOKA3aH MPH JKEHH € TEKKO YePHOIPOOHO
3aboJsBaHe, JOKAaTO CTOMHOCTHTE HA YepHOAPOOHHUTE (DYHKIIMOHAIHY [T0Ka3aTeIN He Ce HOpMa3UpaT
(Bk. Touka 4.3).

B®3 ocHOBa Ha HAIMYHUTE KBbM MOMEHTA JJAHHU HE € He00X0IMMO KopUrupaHe Ha no3ara Drovelis mpu
MAIMEHTH C JIeKa WM yMEpeHa CTEIeH Ha YepHOAPOOHO yBpexkaaHe (BxK. Touka 5.2).

THeouampuuna nonynayus

BezonacHocrTa Ha Drovelis mpu neBoiiku noj 18 rogunm cien mosiBa Ha MeHapxe € yctaHoBeHa. OuakBa
ce KOHTpalleNTHBHATa e(h)UKACHOCT Ja ObJIe eHAKBa NPH JEBOHKH clie]l TI0siBa Ha MeHapxe ¢ Te3n Ha 18
Y noBeue roauHu. HajauuHuTe KbM MOMEHTA JIaHHU 3a 0€301aCHOCT U e(hpUKACHOCT Ca OMMCAHU B TOUKU
4.8,51u5.2.

Hsma cboTBeTHO npuiioxkenue Ha Drovelis npu JeBOWKY peu MEHapXe.

Hauun Ha npunoxxenue
[lepopanHo npunoxxeHue.

B npoxbmkenue Ha 28 mocinenoBaTeTHA JHU TPSIOBA Ja ce MprUeMa Mo eIHa TabieTKa JHEBHO.
TabnerkuTe TpaOBa Ja ce B3eMaT BCEKH JCH O €IHO U CHILO BPeMe, aKO € HEOOXOMMO C MaJlko
TEYHOCT, 110 pelia YKazaH BbpXy Omucrepa. Beska omakoBka 3amousa ¢ 24 po30BU aKTHBHU Ta0JETKH,
nocJieIBaHy oT 4 Oenu rtane6o tadineTky. Beska crnenBamara omakoBKa ce 3a1o4Ba B ACHS CIe
B3E€MaHe Ha IOCJIeHATa TabJIeTKa OT MPEeIUITHATA OTTAKOBKA.

Ocurypenu ca CTUKEpH, MapKUPaHH CbC 7-T€ THU OT CEIMHIATA, CTUKEPHT 32 ChOTBETHHS JICH OT
ceaMuIiaTa TpsiOBa Ma Ob/Ie 3ajeTeH BrpXy OMrcTepa Ha TablleTKaTa KaTo MHIMKATOp KOTa € B3eTa
mbpBaTa TabieTka.

OTnaaHOTO KbPBEHE OOMKHOBEHO 3amouBa 2-3 JHU CJie]l 3arouBaHe Ha OenuTe miare0o TadlieTKu U
MOJKe JIa He € MPUKITFOUMIIO MIPEI 3a0uBaHeTO Ha ciieBallaTa onakoBka. Bikre ,,KonTpon na
MUKbBIa“ B Touka 4.4



4.3 IIporuBomokazanus

CBp’bX‘IYBCTBI/ITCHHOCT KBbM aKTUBHUTC BCIICCTBA UJIM KBM HAKOC OT IIOMOINHHUTC BCIICCTBA I/I36p06HI/I B

TOo4Ka 6.1.

Bobopeku ue Bce olie JurcBar enuaeMuoiaornyiu Janau 3a KXK, chabpixkaiiu ectpaano,
npotuBonokaszanusTa 3a KXK, cbappikaim eTuHUIECTpaguo, ce CMATAT 3a MPHIOKUMU IPH
ynotpebara Ha Drovelis. KomOunupanute xopmonanuu konrpauentusu (KXK) ne tpsosa aa ce
W3M0J3BAT MIPH CIICAHUTE CHCTOSIHUS. AKO HAKOE OT ChbCTOSIHUSATA BH3HUKHE 32 IIbPBU BT 110 BpEME Ha
ynotpebara Ha Drovelis, mprueMbTHa JIeKapCTBEHUS MPOAYKT TpsiOBa He3a0aBHO J1a Ob/ie MPEeyCTaHOBEH.

- Hanwnune na wim puck ot BeHo3Ha Tpomboemoonus (BTE)

Benosna Tpomboembonus — Hactosia BTE (Ha aHTHKOArymaHTH) WM aHAMHE3a 32 TaKbB
(mamp. rpI0OKa BeHO3Ha TpoMOo3a [[IBT] mmm 6emonpoona emoonust [BE]).

W3BecTHO HACIIEACTBEHO WU MPHI00UTO MPEpasooKeHNE KbM BEHO3HA
TpOMOOEeMOOIHS, KaTO PE3UCTEHTHOCT KbM akTuBUpaH npoTenH C (APC) (BKIFOUUTEITHO
¢axrop V nHa Leiden), nedunur Ha anTuTpomOuH Ill, neduuut va nporenn C, nedpuuut Ha
MIPOETHH S.

lonsiMa xupypruvaa HaMeca ¢ POIbIDKUTETHA UMOOHIH3anus (BXK. Touka 4.4).

Bucok puick 3a BeHO3HA TpoMO0eMOOIIHs BCIIEACTBUE HA HATMYUE HA MHOYKECTBO PHCKOBU
(akropu (Bxk. Touka 4.4).

- Hannuwne Ha wim puck ot aprepuanta tpomboemoonus (ATE)

Aprepuanna TpomboemOomust — Hacrosimma ATE, anamHesa 3a aprepuaiina TpomOoeMOous
(Hamp. MuokapieH HH(APKT) UITH MPOIPOMAITHO ChCTOSHUE (HAIP. CTCHOKAPIUS).
Mo3B4YHO-CBI0Ba OOIECT — HACTOSIL MHCYJT, aHAMHE3a 38 HHCYNT WIH IPOAPOMAITHO
ChCTOSTHHUE (HAMp. MPEXOHa UCXeMUYHA aTaka, [I1A).

W3BecTHO HACIEACTBEHO WM MIPUAOOHUTO MPEapa3NoI0KeHue KbM apTepHaIHa
TpoMO0eMO0IHs, KaTO XUIEPXOMOLUCTEMHEMHS U aHTH()OCPOIUITUAHN aHTHTENA
(aHTUKapAMOIMIMHOBY aHTUTENIA, TYIIyCEeH aHTUKOAryJIaHT).

AHaMHe3a 3a MUTpeHa ¢ ()OKATHU HEBPOIOTUIHH CUMIITOMH.

Bucox puck ot apTepuanaa TpoM00eMO0IHs BCIEACTBIE HA MHOXKECTBO PUCKOBH (PaKTOPH
(Bk. Touka 4.4) WM Ha HATMYUETO HA €IMH CEPUO3EH PUCKOB (DAKTOP, KATO HAIIPUMED:

- 3axapeH OuabeT ChC 3acsiraHe Ha ChIOBETE;

- TEXKa XUIIEPTOHUS;

- TEXKa AUCITUIIONIPOTEHHEMHS.

- Hanunure ninu aHaMHe3a 3a TEKKO YepHOAPOOHO 3a00isiBaHe, IPU KOETO (DYHKIIMOHATHUTE
YEPHOAPOOHU MPOOU HE Ca C& HOPMATHU3UPAIIH.

- Texka ObOpedHa HETOCTATHYHOCT WM OCTpa OBOpPEUHA HEIOCTATHYHOCT.

- Hannawe nim anaMHe3a 3a 4epHOAPOOHN TYMOPH (I0OpOKAaYECTBCHH HITH 3JIOKAYCCTBEHHM ).

- W3BecTHH WK TTOI03UPAHK B MHHAIOTO 3200JISIBAHHUS, TIOBJIMSHY OT TIOJIOBU CTEPOHIH (HAIp. HA
MOJIOBUTE OPTaHU WK TbPIUTE).

- BaruHanHo KPhBOTCUCHHE C HESICCH TPOU3XO/I.



4.4 CroenmaJHu Npexynpe:kIeHUs W MpeINna3HH MepPKHU NPH ynoTpeda

AKO HSIKOE OT TIOCOYCHUTE TIO-A0TY ChCTOSHISI UJTH PUCKOBH (DAKTOPH € HAIUIIE, C )KeHaTa TPpsiOBa Jia ce
o0chau aanu ynorpedara Ha Drovelis e moaxosiia, Ipeau Ts a PEIlu J1a 3all0uHe J1a I'0 M3I0JI3Ba .

B ciydaii Ha BiloImaBaHe WM ITbPBa MOSBA HA HIKOE OT TE3W ChCTOSHIUS WM PUCKOBU (DaKTOPH, JKeHATa
TpsiO6Ba 1a OBbIe TOCHBETBAHA JIa CE CBBPIKE ChC CBOS JIeKap, 3a Ja Ce OIpeIeNH Aalii yroTpedarTa Ha
Drovelis Tpa6Ba na ce npekpaTtu. Bcuuku npeacraBeHu mo-101y JaHHU c€ OCHOBaBaT Ha
eMUAEeMHUOJIOTHYHY JaHHH, chOpanu 3a KXK, ceapprkamu etnHunectpaguon. ToBa JeKapcTBO ChAbPKA
ecteTpoil. T KaTo BCe OIle JIUICBAT €MUAEMHOIOTHYHN NaHHM 3a npuiioxkenne Ha KXK, cpappxamu
€CTETpOJI, Ce CMATA, Ye MPEAYNPEKACHHUATA ca MPHIOKUMHU Tpu ynoTpeda Ha Drovelis.

B cnyuait Ha mojo3upana uinu moTBbpAeHa TpoM6b03a npuioxeHnero Ha KXK tpsosa ce mpekparu. B
CIIydJaii, 4e ce cTapThpa aHTUKOAaryJlaHTHA Tepamnus, IOAXO0AdIa alTepHATHBHA HEXOPMOHAITHA
KOHTpaLenus TpsoBa ja ce 3arovHe opaid TepaTOTeHHOCTTa Ha aHTUKOAaryJIaHTHA Teparus
(KxymapuHm).

UMDKVJZCIMODHM HAPYWEHUA

Puck ot BeHo3Ha Tpomooemooansi (BTE)

YmoTtpebarta Ha KOWTO U 1a € KOMOWHUpaH xopMoHaneH koHTparentus (KXK) mosumasa pucka ot
BeHO3Ha TpomboemOomust (BTE) B cpaBHeHHE ¢ TO31W IpH JuIaTa, KouTo He yrmoTpedssar KXK.
IIpoaykTH, KONTO CHABPKAT HUCKA 1032 eTHHUJIECTPAANO0J (< 50 ug eTHHHJIECTPAANOJT)
KOMOUHMPAHU € JIeBOHOPrecTpesi, HOPreCTUMAT U HOPETHCTEPOH, €A ¢ HAli-HUCHK PUCK OT
BTE. Bce omie He € H3BeCTHO KaKbB € PUCKBT Npu ynorpeda Ha Drovelis B cpaBHeHne ¢
ynorpedara Ha Te3Uu NO-HUCKOPHUCKOBH NMPOAYKTHU. PelieHuero 3a ynorpeda Ha KoiiTo 1 1a e
NMPOAYKT, pa3jinyeH OT Te3H, 32 KOUTO € U3BECTHO, Ye ca cno-Huchbk puck 3a BTE, TpadBa na ce
B3eMe caMo cJiel] 00ChakAaHe ¢ JKeHaTa, 3a J1a ce TapaHTHpAa, Ye T8 pa3dupa pucka 3a BTE npu
ynorpeda Ha KXK, kak HacTosiiiuTe pucKoBH (GAaKTOPH NPH Hesl OBJMABAT TO3H PUCK H 4e
pucksT oT passutne Ha BTE e Hali-Bucok npe3 mbpBaTa roimHa Ha ynorpeoa.

CLHleCTByBaT ChbIII0 HAKOM 10Ka3aTECJICTBA, Y€ PUCKBT C€ MOBUILIaBa, KOraTo yrmTpeﬁaTa Ha KXK
ce Bb300HOBH CJIel NPEeKbCBAHE OT 4 CCAMUIM UJIH TTOBEYE.

[pu xenn, kouto He n3non3BaT KXK u He ca Opemennu, okono 2 ot 10 000 e passust BTE 3a
nepuop oT eana roauHa. [lpu Beska otaenHa xeHa, obaue, pUCKBT MOXKE J1a € Jajied O-BHCOK, B
3aBHCHUMOCT OT ChIIBTCTBAILUTE PUCKOBH (HaKTOPH MpHU Hed (BXK. MO-I0TY).

EnmmneMuonornyau mpoy4YBaHus MPH JKEHU, MPUEMAId HUCKOJ03UpaH! KOMOMHHPAHU XOPMOHATHH
KOHTparenTusy (< 50 g eTHHUISCTPAANOIN), TTOKa3Bat, 4ye Mexay 6 u 12 ot 10 000 xeHu 1me pa3BUAiT
BTE B paMKkuTe Ha €/jHa TOJIMHA.

Hsuncneno €', ge or 10 000 xenn, kouto u3nonszsar KXK, cbappkaly eTHHAIECTPAIUOI U
JIpocupeHoH, Mexay 9 u 12 xenu e pa3pusT BTE B paMkuTe Ha elHa TOJUHA; TOBA € CPABHUMO C
oko1io 6% ot 10 000 sxenu, kouro uznonssar KXK, chabpiKaniu JeBOHOPrecTpe.



Bce ome He e u3BecTHO KakbB € pucksT oT BTE npu ynotpebara na KXK, chabpikamiu ecteTpoi u
JPOCTIEPUHOH, B CpaBHEHHE C prcKa npu ynorpedara Ha KXK, chabpxaiy HUCKH 1031
JIEBOHOPI'ECTPEIL

bpost BTE 3a roguna, npu ynorpebara Ha Huckn 1031 KXK, € mo-Marsk oT ouakBaHUS MPH KEHU TI0
BpeMe Ha OpeMEHHOCT WJIU B IIEPHOa Ciel paxKaaHe.

BTE moxe na 0b1e daranna B 1-2% ot ciyuaure.

WzkmounTenHo pAaaKo ce choOana 3a Bb3HUKBaHe Ha TpoM003a B APYTH KPbBOHOCHHU CHJIOBE, HAIIP.
4epHOAPOOHH, ME3CHTEpUATHH, OBOPEUHH WM PETUHAIHN BEHU U apTepHu IpH *KeHu, npueMainn KXK.

Puckosu paxmopu 3a BTE

[Mpu sxenn, nznonzsamu KXK, puckbsT OT BEHO3HH TPOMOOEMOOIMYHH yCIOXKHEHUS MOKE 3HAUYUTEITHO
Jla ce TOBUIIH, aKO Ca HAIUIE JIOMIBIHUTEIHA PUCKOBU (BaKTOPH, OCOOCHO aKO NMa MHOYKECTBO PHCKOBU
¢akropu (Bx. Tabnuua 1).

Drovelis e nmpoTiBonokasaH, ako keHaTa IMa MHO>KECTBO PUCKOBHU (haKTOPHU, KOUTO s U3JaraT Ha BUCOK
PHCK OT BeHO3Ha TpoMOoemMOomust (Bx. Touka 4.3). AKO jxeHaTa MMa IoBeYe OT €AUH PUCKOB (PaKTop, €
BBH3MOYKHO TIOBUINIABAHETO HA PHCKA Jia € MO-TOJISIMO OT CyMaTa Ha HHAWBUIYAIHUTE PUCKOBH (HaKTOPH
— B TO3M clly4ail TpaOBa ia ce B3eme npeasujl oomuar puck or BTE npu wes. B ciayyait, ue
CHOTHOILICHHETO TOJI3a-PHUCK CE CUNTA 3a OTPHUIIATEIHO, He TpsiOBa aa ce npeanucBa KXK (Bxk. Touka
4.3).

Tabauua 1: PuckoBu ¢akropu 3a BTE

PuckoB ¢pakTop Komenrap

HamHopMmeHo Termo (MHAEKC Ha TeJlecHa PHCKBT 3HAYMTEITHO ce yBeIYaBa ¢

maca Haj 30 kg/m?). MOBMILIABAHETO HAa MHJCKCA Ha TeJIeCHA Maca
(BMI).

Oco0eHo BaXKHO € /1a ce MPELeHHU, aKO ca HalUIe
U IpYTH PUCKOBH (HaKTOPH.

[IpoabixuTeTHa UMOOUITH3AIIHSI, TOTIMA IIpu Te3u ycrnoBus € mpenopbUUTEIHO
XUpyprudHa Hameca, BCSIKAKBa XHPyprudHa | ymorpebara Ha Xamde Ja ce mpekpartH (B cirydait
HaMmeca Ha KpakaTa WiH Tasa, HAa TJTAHOBA OTIepaIlysl IOHEe YETHPHU CEIMUIIH T10-
HEBPOXHUPYPrudHa HAMECA U TOJIIMa paHo) ¥ MPIJIOKEHUETO UM J]a HE 3a[I0YBa OTHOBO
TpaBMma. JI0 U3TUYaHE Ha JIBE CEMHIIN CJIE]] ITbITHOTO

pasasmwxkBane. Tpsa0OBa na ce U3Mo0I3Ba APYT
METO/ 332 KOHTpalenuus, 3a Aa ce n3derHe
He)KenaHa OpeMEeHHOCT.

Tps6Ba na ce oOMHCTH AHTHTPOMOOTHIHO
JIeUYeHue, ako yrnoTpedara Ha Drovelis He e
npeKpaTeHa MpeBapuTeITHO.

3abenmexka: BpeMEHHAa MMOOHITH3AITHS,
BKITFOUUTEITHO ITHTYBaHE ChC CAaMOJIET




>4 yaca MOXe ChIIO Aa ObAe PUCKOB (hakTop

3a BTE, oco0eHo npu ®eHu ¢ APYTH PUCKOBU

(hakropu.

Hanwuue Ha amuina aHamHe3a (BeHO3HA AKO UMa CbMHEHHE 3a HAacJeICTBEHO

TpOMOOEeMOOJIHS IIPH OpaT/cecTpa Uin MIpeapa3nooKeHne, )KeHara TpsoBa 1a ce

poauTeln, 0coOEHO B CPABHUTEITHO MIIada HACOYH 32 KOHCYJITAINS ChC CIIEUAIHCT TPEIn

BB3pacT, Hanp. peau 50 TOIUHN). na pemy ganu aa usnomsa KXK.

Hpyru 3abonsBanmus, cebp3anu ¢ BTE. Pak, cucremen nymnyc epuremaroiec,
XEMOJUTHYEH YPEMUYCH CHHAPOM, XPOHUIHA
BB3MAIUTETHA OoJiecT Ha yepBara (Ooyect Ha
Crohn unu ynepo3eH KOJIUT) |
CHPIOBUAHOKJICTHYHA AaHEMHUSL.

HampenBane Ha Bb3pacTTa Ocob6eno Haj 35 roguHw.

! Te3u 4€CTOTH Ca M3YHCIEHN OT CHBKYITHOCTTA OT JAHHUTE OT EMUIEMHUOIOTHYHOTO MPOYYBAHE, KATO CE M3MOJ3BAT
OTHOCHTEJIHU PUCKOBE 33 Pa3INYHATE JISKAPCTBEHH MIPOJYKTH B CPaBHEHHE C JICBOHOprecTpen-chabpkamy KXK.

2 Cpenno 5-7 na 10 000 xeHa-roguun 6a3supaHo Ha OTHOCHTENHUS PUCK OT ynotpebara Ha KXK, cbabpsKallu JIEBOHOPTeCTper,
crpsiMo mpubmmsuTenHo 2,3 no 3,6 npu numata, Kouto He ynorpedssat KXK

JIumncBa KOHCEHCYC OTHOCHO BB3MOXKHATA POJISl HA BAPUKO3HUTE BEHH U IOBBPXHOCTHUS TPOMOO(IeOuT
P Bb3HUKBAHETO WU MPOTPECUATa Ha BEHO3HATPOMOO3a.

TpsiOBa na ce B3eMe NpeABHI OBHIIICHUAT PUCK OT TPOMOOEMOOIHS 110 BpeMe Ha OPEeMEHHOCT U
0COOCHO B 6-CEIMUYHUS TIOCICPOIOB MepHO/T (32 HH(OPMAIUS OTHOCHO ,,BpeMEHHOCT 1 KbpMEHE™, BXK.
TouKa 4.6)

Cumnmomu na BTE (0vaboka sernosna mpom6osa u 6enoopobna emooaust)
B ciyuait Ha CUMIITOMM JKEHUTE TPsIOBa Ja ObJIaT MOCHBETBAHM J1a MOTHPCST CIEIIHA MEIUIIUHCKA
MOMOIII ¥ Jia UHHOPMHUPAT MEAULIMHCKHUS CHeHUAIUCT, ue npueMat KXK.

CumnroMuTe Ha JIBJI00Ka BeHOo3Ha TpoMOo3a ([IBT) moxe na BkIro4Bar:

- €IHOCTPaHEH OTOK Ha KpaK /WU CTHIIANIO, WM IO X0/Ia Ha BeHa Ha Kpaka;

- 00JIKa WM 9yBCTBUTEITHOCT B KpPaKa, KOSTO MOJKE JIa Ce MIOTYBCTBA CAMO B M3MPABEHO IMTOJIOKEHUE
WJIH TIPUXOJICHE;

- 3aTOIUISIHE B 3aCETHATHS KpaK, 3auepBsBaHE WM TPOMSHA B [IBETa Ha KOXAaTa Ha KpaKa.

Cumnromute Ha OenonpooHa emOonus (bE) moxe na BxirouBar:

- BHE3AaIIeH NMPUCTHIT HA HEOOSICHUM 3aJyX WM YYECTCHO JTUIIIaHE;
- BHE3aIHA KA, KOATO MOXeE Ja ObJie CBbp3aHa C XEMOITH3a;
- ocTpa 00JIKa B TPBAHMUS KOIII;

- CHJIHA 3aMastHOCT WJIM CBETOBBPTEK;

- YYECTEH WM HENPABUIICH ChPJCUCH PHTHM.

Hsikou ot Te3u cumitomu (Hamp. ,,3a1yX ", ,,Kanuimna“) ca Hecrelu@UIHU U MOXKe J1a ObJaT
HEMPABUJIHO UHTEPIIPETUPAHU KATO MO-YECTO CPEIIaHU MU HE TOJKOBA TEKKU ChbOUTHS (HAIIp.
MHQEKIUY Ha TUXATSIIHUTE MBTUINA). [[pyru mpU3HALM Ha ChI0BA OKIIY3Us MOXKE Jla BKJIFOYBAT:
BHE3aIHa 00JIKa, OTOK U JIGKO TIOCHHSIBAHE Ha KpailHHUKA.
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Axo OKJTy3usiTa CC IPOSABU B OKOTO, CUMIITOMHUTC MOXKC a Baprupar OT HeOO0JIE3HEHO 3aMBIIISIBAHE HA
3PCHUCTO, KOCTO MOXKC [1a IIporpecupa 10 3ary6a Ha 3pCHUCTO. Ilonsxora 3ary6a Ha 3pCHUC MOXKEC 1a
HaCTBIIM IIOYTH B€AHAra.

Puck ot apTepuanna tpomooemoonus (ATE)

EnuneMuonornyau mpoy4uBaHus CBbp3Bar ynoTpedara Ha KXK ¢ moBuilieH puck OT apTepraiHa
TpoMOoeMOoHs (MHOKapaeH HHDAPKT) WM MO3BbYHO-CHI0B HHITUICHT (HAIP. TIPEX0IHA NCXEMUYHA
aTaka, HHCYJNT). ApTepHaTHuTe TPOMOOEMOOINYHN HHIMACHTH MoraT Aa ObAaT (aTaiHu.

Pucxosu paxmopu 3a ATE

PucksT 0T apTepuanHu TpoMOOEMOOINYHN YCIOKHEHUS HITH OT MO3bYHO-CBHA0B HHIIUIEHT MIPU
ynotpeda Ha KXK ce moBuinasa npu >keHH ¢ pUCKOBHU (akTopu (Bxk. Tabiuuiara 2). YrnorpebaTa Ha
Drovelis e mpoTHBOIOKa3aHa, aKo KeHaTa HMa €JJMH CEPUO3EH M MHOXKECTBO PHCKOBH (pakTopH 3a
ATE, koeTo s mocTaBsi BB BUCOK PHCK OT apTepuaiHa TpomOo3a (Bxk. Touka 4.3). AKo KeHaTa uMa
MoBeYEe OT €JINH PUCKOB (haKTOp, BH3MOXKHO € TIOBUINIABAHETO HAa PUCKa Jla Ha/IBUIIaBa CyMaTa OT
WHAWBUAYaTHUTE PaKTOpU — B TO3M CiIy4ail TpsiOBa a ce B3eMe MpeaBua OOIUAT PUCK IIpH Hesl. AKO
CHOTHOILIEHHETO MOJ3a-PUCK CE CUMTA 3a OTPHULIATENIHO, HE TpsAOBa Aa ce npeanuca KXK (Bx. Touka

4.3).

Tabsmna 2: Puckosu paxropu 3a ATE

PuckoB ¢pakTop

Komentap

HanpenBane Ha Bb3pacTra

Oco0eno Hax 35 roguuw.

TroTIOHOITYIIICHE. JKenure TpsiOBa ma Ob1aT CHBETBAHHU Ja HE
mymar, ako sxenaar aa usnoisBat KXK. XKeunu
Haj 35 roJuHH, KOUTO TPOIBIDKABAT Jla MyIar,
TpsiOBa HACTOWYMBO Ja ObIAT CHBETBAHU J1a
M3IIOJI3BAT Pa3jinyeH METO/I Ha KOHTPAIICIIITHSI.
XUNepTOHMSL.

HazsHopMeHO Terno (MHAEKC Ha TeJlecHa Maca
naz 30 kg/m?).

PI/ICK’LT SHAYUTCIIHO CC yBCJin4aBa C
IIOBHUIIIABAHCTO HA NHACKCA HA TCJICCHA Maca
(BMI).

Oco06eHO BaXHO MPH SKCHH C JOTBbITHUTEITHH
PUCKOBH (PaKTOPH.

Hannuue Ha ¢pamMmiiHa aHaMHe3a (apTepraiHa
TpomMOoeMOonus pu Opat/cecTpa Uiu
poauTen, 0COOCHO B CPABHUTEIIHO Milaa
BB3pacT, Hanp. ox 50 TouHN).

AKO0 UMa CbMHEHHE 3a HAaCIEACTBEHO
MpeIpa3nookKeHNe, )KeHaTa TpsiOBa J1a ce
HaCcOYHM 32 KOHCYJITAIUs CbC CIICLIUAIUCT,
npeay Ja pemu aanu jga usnoizsa KXK.

Murpena.

YBenM4aBaHETO Ha YECTOTATa MM TEKECTTa Ha
MUTPEHO3HUTE IPUCTHITH 110 BpEMe Ha
npuemane Ha KXK (koeto Moxe na e
MPOJIPOMAITHO ChCTOSIHUE HA MO3bYHO-ChHJIOB
WHITUJICHT) MOXKE Jla CTaHE NMPUYMHA 3a
He3a0aBHO MPEKpaTsABaHe Ha MTPHEMa.

Jpyru 3a0onsBaHusi, CBEP3aHH C HEXKEIaHU
CBIOBU CHOUTHSL.

3axapeH Z[I/Ia6eT, XUIICPXOMOINUCTCUHEMUS,
KJIaITHO ChbPACYHO 3a00J19BaHe U npeacoppaAHO
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MBXKJIEHE, TUCIUIONPOTENHEMHUSI U CUCTEMEH
JYTIyC epUTEMATOIEC.

Cumnmomu Ha ATE
B cnyuait Ha cuMmniTomMu JKeHUTE TPIOBa Aa OBJIAT MOCHBETBAHU /1 MOTHPCST CIEIIHA MEIUITTHCKA
MOMOIIT 1 Jia KHHOPMHUPAT MEAULIMHCKUS CHEHUAIUCT, ye mpueMaT KXK.

CUMIITOMHTE Ha MO3bYHO-CHJIOB HHITUACHT MOXKE J1a BKJIIOYBAT:

— BHE3AITHO M3TPBIIBAHE WM C1a00CT Ha JIUIETO, PhKa WU KpaK, 0COOCHO B €HATa CTPaHa Ha
TSUIOTO;

— BHE3AITHO 3aTpyIHEHUE MPH XOJIeHE, 3aMasiHOCT, 3ary0a Ha paBHOBECHE WJIM KOOPAMHAIIUS;

— BHE3aImHa 00bPKAHOCT, 3aTPYAHEH TOBOP WIIM 3aTPYAHEHO pa30upaHe Ha peuTa;

— BHE3AITHO 3aTPYIHEHO BHXKIAHE C €HOTO MJIM U C JIBETE OYH;

— BHE3aITHO, CUJTHO HJIM HPOIBJDKUTEIIHO TJIaBO00IME C HEYCTAaHOBEHA NMPUYMHA,;

— 3ary0a Ha Ch3HAHUE WITU MPHUIAIBK ChC WK 0€3 ThpY.

HpeXOI[HI/ITe CUMIITOMH MOXKC 1a O3Ha4YaBarT, Y€ CTaBa AyMa 3a IMPCXOAHA UICXCMHUYHA aTaKa (HI/IA)

CHUMITOMUTE Ha MUOKap/icH HH(APKT MOXKE J1a BKJIFOYBAT:

- 0oJka, TucKoM(OPT, HAIIPEKEHUE, TEXKECT, YCeIllaHe 3a CTAraHe WK TEKECT B I'bPANTE, phKaTa
WJIU TIOJT TPhHATA KOCT;

- JIUCKOM(OPT, MPEHACSI] ce KbM I'bp0a, YelIioCTTa, IbPJIOTO, PhKaTa, CTOMAXa;

— ycelujaHe 3a CUTOCT, JIOIIO XPaHOCMUJIAHE UJTU 33JaBsIHE;

— M3N0TSABAHE, raJicHe, MOBPbILAHE WU 3aMasHOCT;

— MpeKoMepHa c1ab0CT, TPEBOKHOCT WITH 33TyX;

— YYECTCH WIN HEMIPABMWICH CHPACUCH PUTHM.

Tymopu

[Ipu HAKOW eNHUIEMUOIOTHYHH IPOYIBAHMSI CE CHOOIaBa 3a MOBUIICH PHUCK OT IIEPBUKAJICH KAPIIUHOM
pu uIa ynorpeossanu npoabmkutenHo KXK (>5 roguan), HO IpoIbbKaBaT J1a ChIIECTBYBAT
MTPOTUBOPEYHBH MHEHUS OTHOCHO CTEIICHTA, JIO KOATO MOJ00HH HAXOJKH Cca PEe3yiTaT OT CMECCHU
e(eKTH Ha CeKCyalTHO MOBE/ICHUE U IPyTH (haKTopu KaTo YoBenkus namnwmioma Bupyc (HPV).

[Tpu ynorpebata Ha Bucokogozupanu KIIK (50 pg eTnHunecTpannoi) HaMaisiBa pUCKbT OT pa3BUTHUE Ha
pak Ha eHJoMeTpuyMa U ssiuHuLuTe. Bee olle He € NoTBbpIeHO Jaiu ToBa Baxku U 3a KIIK,
CBABPIKAIIN €CTETPOIL.

Merta-aHanu3 Ha 54 enuIeMHOIOTMYHY IPOYYBaHMS MTOKa3Ba, Y€ UMa JIEKO NMOBUILIEH OTHOCUTENEH PUCK
(RR=1,24) 3a quarHocTupane Ha paKk Ha I'bpAaTa IPH )KEeHHU, KOUTO B MoMeHTa puemat KXK,
CBABPIKAIIYN ETUHIIECTPaauo. [IoBUIIEHUAT pUCK MOCTENEHHO U34e3Ba B MpoAbbkeHne Ha 10 roauHu
cien cnupane Ha ynotpedara Ha KXK. Twit kaTo pakbT Ha rbpaaTa € pSaKo cpeman npu skenn noj 40-
TOJIMIITHA BB3PACT, TOBUIIICHHUAT OPOH THATHOCTHIIMPAH paK Ha I'bpJiaTa MpH >KEHH, H3II0JI3BAIIN WIIH B
MomeHTa u3noi3pan KXK, e Maabk 10 OTHOIIICHHE Ha OOIIKs PUCK OT paK Ha rbpjara. PakbT Ha
rbpAaTa, IMarHOCTHIHpPAaH Mpu ynotpedssanute Hiakora KXK, e mo-cnabo u3paseH oT KIMHUYHA TIeIHA
TOYKa OTKOJIKOTO KapIIMHOMHUTE, AUATrHOCTUIIMPAHU TIPH JIHLIA, KOUTO HUKOTa He ca ynoTpebdsBanu KXK.
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HabnronaBaHusT Mozien Ha MOBUILEH PUCK MOYXKeE Jja ce IbJDKM Ha Mo-paHHaTa Iuar€osa Ha pak Ha
repaata npu m3nomBauure KXK, 6nonornunute epextn Ha KXK nnn Ha komOuHaus ot aBere.

B penku ciayuan, npu ynotpeossanu KXK, cbabpikaliy eTHHHISCTPAIHOI ca HaOI01aBaHu
JIOOPOKAYECTBEHH YePHOIPOOHH TYMOPH, a OIlIe TO-PS/IKO ¥ 37I0KaYECTBEHH YePHOAPOOHU TyMOpH. B
W30JIMpaHu CIy4au, Te3U TYMOPH ca JOBEJIH 10 KUBOTO3aCTPAIIaBaIN KOPEMHH KPHBOU3IUBH.
CnenoBateltHo, uepHOPOOEH TyMOp TPsIOBa Jia ce UMa NMPEABH B TUPEePEHIIMAITHO-TUATHOCTUYCH IIJIaH
MpH CHMJTHA 0OJIKa B TOpHATA YacT Ha KOpeMa, yroJieMsBaHe Ha YepHUs Apo0 wir Oene3n Ha
WHTpaabOMUHAJICH KPBBOU3IIUB TIpH xkeHu, mpueMarm KXK.

Xenamum C

ITo Bpeme Ha KIMHUYHU M3MUTBAHHUS C KOMOMHHUpaHA TEPANIeBTHYHA CXeMa C
OMOUTACBUP/TIAPUTAIIPEBUP/PUTOHABHP, ChC U 03 Aa3a0yBUp 3a JieucHUe Ha BUpyceH xenatut C,
nosumieHn HuBa Ha AJIAT moBede oT 5 mbTH Hax ropHaTa rpanuia Ha HopMmata (I'TH) ce mabmogasar
3HAYUTEIIHO MO-YECTO MPH KEHU, KOUTO H3II0JI3BAT JIGKAPCTBEHH MPOLYKTH, ChABPKaIU
erTuHwiecTpanuod, karo Harmp. KXK. OcBeH ToBa, ¥ py NaunMeHTH, JISKYBaHH C
rieKanpeBup/mudpenTacBup win cohocOyBUp/BeaTacBUp/BOKCUIANIPEBUD, Ca HAaOII01aBaHH
noBuiieHn HuBa Ha AJIAT npu skeHH, KOUTO U3IION3BAT JIEKApCTBa, ChAbPKAIIN CTUHHIIECTPA U0,
kato Hanp. KXK. ITpu skeHu, KOUTO M3MOJ3BaT JIEKAPCTBEHHU MPOYKTH, ChIbPKAIIN €CTPOTEHH,
Pa3IMYHU OT ETUHHIIECTPAINOI, KaTO €CTPaAHOII, CTETIeHTa Ha moBumeHn HiBa Ha AJIAT e cxonHa ¢
Ta3u MPH KEHH, KOUTO HE IPUEMAT HUKAKBH €CTPOT'CHHU; BBIIPEKH TOBA, TOPaJId OrpaHHYCHHUs OpOit
JKEHU, TIPHEMAIIlF Te3U Pa3IMYHH €CTPOTCHH, € HEOOXOAMMO MOBHIIICHO BHUMAHUE MPH
€/IHOBPEMEHHOTO MPUJIOKEHHE HA KOMOWHMpaHa TepareBTHIHA CXeMa C
OMOHTACBUP/TIApUTAIIPEBUP/PUTOHABHD U a3abyBHp, CbC WK Oe3 prubdaBUPHH, KAKTO U IIPU CXeMa C
riieKkanpeBup/nmudpenTacBup nim codpocOyBup/BeanaTacBup/BoKcuiIanpesup. Bikre Touka 4.5.

Q pyau ycioeus

[IporecrunnaTta koMmmoneHTa B Drovelis, ApociipeHOH, € aHTarOHWCT Ha ajJI0CTEPOHA U IMa CBOMCTBO
Jla 3ama3Ba Kanusi. B moBedeTo ciydan He ce o4akBa MOBHINABAaHE HA HUBATa Ha Kanwid. [Ipu kmuHIYHO
M3MUTBaHE, 00aye, MPU HAKOU MAIMCHTH C JICKU WU CPEIHU ObOPESUHH YBPEKAAHUS, IPUSMAIIN
€THOBPEMEHHO KalIMH-ChXpaHIBAIIIH JCKAPCTBEHU MPOTYKTH, € UMAJIO JIEKO, HO HE CHIIIECTBEHO
MOBUINIAaBaHE Ha HUBATa HA KaJWil B cepyMa 10 BpeMe Ha MpueMa Ha 3 mg APOCIUPEHOH 3a 14 qHu.
[Topaau ToBa ce mpernopb4Ba MPOBEPKa HA CEPYMHUS KaJIU TI0 BpeMe Ha MbPBUS [IUKBII HA JICUCHUE C
Drovelis mpu manuenTr ¢ 650pedHa HEAOCTATHYHOCT, KAKTO M CEPYMEH KaJIHil IPEeIu JICUSHHUETO B
ropHara pedepeHTHa I'paHUIla, 1 0COOCHO TP €THOBPEMEHHA YITOTpeOa Ha KaTHH-ChXpaHIBAIIH
JIEKapCTBEHU POAYKTH. Bikre chuio Touka 4.5.

[Ipu >keHu ¢ XUNePTPUTIANLEPUAEMHUS HITH (paMuIIHA aHAMHE3a 3a TaKaBa MOXKE /1a IMa TOBHUILIEH PUCK
3a maHkpeatuT rnpu ynorpeda na KXK.

Brnpeku ge npu MHOTO sxeHH, KonTo n3non3BaT KXK ce chobmasa 3a ciiabo nosuieHue Ha
apTepHATHOTO HaJIsTaHe, CIy4yauTe Ha KIMHUYHO 3HAYMMO MOBUIIEHKE ca peaku. He e qoka3aHa Bpb3ka
Mexay ynorpedara Ha KXK u knmuHruHaTa XUnepToHus. AKO ce pa3BHe TpaiHa, KIMHUYHO 3HAYNMa
XHUIEpTOHUS 10 Bpeme Ha ynoTpebara Ha KXK, ToraBa mpaBiIHHAT OAXO OT CTpaHa Ha JieKaps e
Ob/lc 1a IpeKkpaTH IpreMa Ha TaOJIeTKUTE U Jia JIEKyBa XurnepronusTa. Korato ¢ ymecTHO, ynorpedara
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Ha KXK moxe Ja ce B’B306HOBI/I, aKoO CC JOCTUTHAT HOPMOTCH3UBHHA CTOMHOCTH C AHTUXUIICPTCH3UBHA
TCpanus.

Nma choO1ieHns 3a Bb3HUKBaHE WM BJIOIIABAHE HA CIICTHUTE ChCTOSHUS KAaKTO MPU OPEeMEHHOCT, Taka
u npu ynotpeda Ha KXK, HO nokazaresncreara 3a Bpb3ka ¢ KXK He ca yOenuTeNIHuU: KbATCHULIA H/HITH
CcHpOEK, CBBP3aHU C X0JIecTaza; o0pa3yBaHe Ha KAaMBHH B JKIIBYKATa; TOPGUPHUS; CUCTEMEH JIYITYC
€pUTEeMaTO3yC; XEMOJIUTHYEH YpeMHUYeH CUHAPOM; Xopesi Ha CHulieHXaM; TeCTalliOHEeH XepIiec; 3aryoa
Ha CJTyXa, CBbpP3aHa C OTOCKIIEpOo3a.

Ex3orennure C€CTPOrcHU MOT'aT Aa MPECAU3BUKAT ITOsABa HAa HACJICACTBCH U HpI/II[O6I/IT AHTrMoCaCM I Ja
BJIOomIaT HEroBUTC CUMIITOMMU.

OcTpu Win XpOHUYHHA CMYIICHIS Ha YepHOApOOHATa PYHKITHS MOXKE J]a HAJIOXKAT MTpeKpaTsIBaHe Ha
ynotpedara Ha KXK, nokaro yepHoapoOHuTe QYHKIIMOHATHH [TOKA3aTeJIM CE Bb3TAHOBST KbM HOpMATa.
[ToBTOpHATA MTOsIBA HA XOJECTATUYHA KBITECHHUIIA, MTOSBIJIA CE ITBPBO IO BpeMe Ha OPEMEHHOCT WIIH TTPH
MpeIuIIHa yoTpeba Ha OJI0BH XOPMOHU, U3UCKBAT MpeKpaTsBaHe Ha rprema Ha KXK.

Brnpekn ue KXK mosxe na uMat eekt BbpXy nepudepHaTa HHCYJIMHOBA PE3UCTEHTHOCT U TIIOKO3HUS
TOJIEpaHC, HAMAa AaHHU 32 HEOOXOJUMOCT OT IPOMSHA HA CXeMara Ha JIeYeHHe Ha JualeT 1o BpeMe Ha
ynotpe6a Ha Hucko go3upann KXK (cwappxkamu <50 pg ernannecrpaauon). XKenute ¢ nuadert, obaue,
Tps6Ba a ObAT BUHMATEJIHO HAOJI01aBaHU, 0OCOOCHO B paHHHUTE cTaauu Ha ynorpeba Ha KXK.

Nma cpo0OmieHns 3a BiIolIaBaHe Ha €HJOT€HHA Jienpecus, enwiencus, 6onect Ha Kpon u ynueposexn
konuT npu ynorpedata Ha KXK.

JloOpe M3BeCTHH HEXeNaH!U PEeaKIUy IPH yHoTpedaTa Ha XOPMOHAIHU KOHTPAICTITUBY Ca JETPECUBHO
HacTpoeHue U aenpecus (Bxk. Touka 4.8). Jlenpecusita Moxe 1a Obie cepruosHa u e 100pe H3BecTeH
PHUCKOB (aKToOp 3a CyUIHIHO MTOBeIeHHe U camoyOuiicTBo. XKeHuTe TpsaOBa na ObJaT ChBETBAHH Jia C&
CBBPIKAT C JIeKaps CH B clly4all Ha MPOMEHHU B HACTPOEHHUETO U JIEPECHBHU CUMIITOMH, BKIFOUHUTEITHO U
CKOpO cJIe]] 3a1I04YBaHe Ha JICYEHHUETO.

ITonsikora Mmoxe Ja C€ II0sABH XJI0a3Ma, 0co0eHOo IIpU )XCHU C aHAMHE3a 3a chloasma gravidarum.
JKeHnTe cbC CKIIOHHOCT KBM XJI0a3Ma TpH6Ba Ja M305TBaT U3JIAraHeTO Ha CJIBHIIC UJIU YJITPABHUOJICTOBA

CcBeTNMHA, nokaro npuematr KXK.

Meouyuncku npezned/Koncyimayus

[Ipenu 3amouBaHeTO WM IOJHOBSIBAHETO HA preMa Ha Drovelis 1a ce cHeMe TbiiHa aHaMHe3a
(BxuTROUMTENHO (haMIITHA aHAMHE3a) U TPOBa Ja ce M3KITI0un OpeMeHHOCT. TpsOBa ma ce u3Mepu
KPBBHOTO HaJISITaHE U Ja C€ HAaNpaBu (U3UKaJICH Mperiiesl, PbKOBOAEH OT MIPOTHBOIOKA3aHUITA (BXK.
Touka 4.3) u npeaynpexaeHusnTa (Bx. Touka 4.4). BaxxHO € BHUMaHHETO Ha )KeHaTa Ja Ce HACOYH KbM
nHpOpMaLUATa 32 BEHO3HA U apTepraiHa TpoMO03a, BKIIOUUTEIHO prcka npu Drovelis, cpaBHeH ¢ To3u
npu apyrure KXK, cumnromute Ha BTE u ATE, uzBectHute puckoBu GakTopy U KaKBO J1a Ce IPaBU B
ciIy4ait Ha CBMHEHHE 3a TpoMmbo3a. JKenara TpssOBa nma 6’b/1e MHCTPYKTHpaHA CHIO TaKa Ja MPOUETe
BHHMATEITHO JIUCTOBKATA 3a TIOTPEOUTENIS U JIa Clie[iBa ChBETUTE B Hesl. UecToTaTa M €CTECTBOTO Ha
nperiieinTe TpsOBa Jja ce 0a3upaT Ha YCTAHOBEHUTE NMPAKTUIECKH PHKOBOJICTBA U JIa CE aJIanTHPaT
WHIMBUJIyaITHO 32 BCSIKA YKCHA.
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Kenwure TpsiOBa na ObAAT NpenyNpeacHH, Y€ XOPMOHATTHATE KOHTPALICITUBH He mpeanassat ot HIV
nndexnun (CITMH) u apyru 6onectu, nperaBaHy MO TOJIOB ITBT.

Hamanena edmxacnocm

Eduxacunocrra Ha KXK Moke na 6b1¢ HamMalieHa B cIydail Ha: IPOITyCHATH Ta0JlIeTKH (BXX. Touka 4.2),
CTOMAIITHO-YPEBHU HAPYIICHUS TIPH IIPUEM Ha PO30BUTE aKTUBHH TA0JICTKH (BXK. TOUKa 4.2) WU TIpH
CBITBTCTBAIIA YIIOTpeOa ¢ APYTH JIEKAPCTBEHU NPOAYKTH (BXK. TOUKa 4.5).

KOHW[DOJZ HA YUuKv1a

[Tpu Bcmuku KXK Moke 11a ce mosiBu HepeAOBHO KPBBOTCUCHHUE (3allallBaHe WITH TIPOOMBHO KbPBEHE),
0co0eHo Tpe3 MbPBUTE Mecelr OT preMa. ETo 3amo omnenkara Ha KakBOTO U JIa € HEPEIOBHO
KPBBOTEUCHHE UMa CMHCHJI CaMO CJIe]] aJalTAllHOHEeH MIEPUO OT 0KO0JIo 3 muKbiIa. HepemoBHO
KPBBOTCUCHHE WITH 3alianBane ce Habironasa npu 14% mo 20% ot xenute, npuemaniu Drovelis.
[ToBeueTo OT TE€3U €NU30/1U CE€ OTHACST CaMO JI0 3allalBaHeE.

AKO HEpeJOBHUTE KPbBOTECUCHHUS IEPCUCTHPAT WIIK CE TIOSBAT CJIe] PEIOBHU LIUKIIM, TOTaBa TpAOBa Ja
ce UMa MpeBUI HEXOPMOHAITHY IPUYHMHY | Ja Ce MpeanprueMaT HeOOX0ANMUTE AUATHOCTUIHU
U3CNEeBaHMUs, 3a JJa C€ U3KIII0UM 3]I0Ka4eCTBEHO 3a00isiBaHe min OpeMeHHOCT. ToBa MoKe J1a BKJIFOUBA
1 KIOpETaxX.

[Tpu Marbk motieHT xeHu (6-8%) MoXke 11a He ce MOsSBH OTHAHO KbPBEHE MPe3 Iepruoa ¢ MpueM Ha
riame0o TabneTku. AKO JIUIICBA KbpBeHe U Drovelis e mpuemMaH B ChOTBETCTBUE C M30POSHUTE B TOUKA
4.2 yka3aHusl, BEpOATHOCTTA JKEHATa Jla € OpeMeHHa e Manka. Bee nak, ako Drovelis He e npueman
criope] yKazaHHusATa WU € TIPOIyCHATO KbPBEHE MOPaan MIPEKbCBaHE Ha MpHEMa JBa TETH
MOCIIE0BATEITHO, MIPEIU 1a MPOABIDKY prueMbT Ha Drovelis, TpsOBa ia ce H3KIF09n OpEMEHHOCT.

Jlabopamopru uscieosanus

VYnorpebara Ha XOPMOHAJIHN KOHTPALCIITUBH MOXKE J1a ITOBJIMSAE PE3YJITATUTE OT HAKOU TaOOpaTOPHU
W3CIIEeBaHNS, BKIIOYUTETHO OMOXUMUYHHUTE TIOKa3aTeN! 3a (QYHKIUATA HA YSpHUS P00, IIUTOBUIHATA
XIe3a, HanObOpeYHnTE KIIe3u 1 ObOpennTe, ITa3MEeHUTE HUBa Ha IPOTEUHH (TPaHCIIOPTEPH),
HampUMep KOPTUKOCTepor ] cBbp3Ball ri1ooynud (CBG) n nunuaHu/ munonpoTenHoBY (ppakium,
MOKAa3aTeNn 3a BbIIIEXUAPATHUS MeTaOOU3bM U MOKa3aTesH 3a KoarynauusaTa u ¢pudpunonuzara. Kato
ISUJI0 TIPOMEHUTE OCTAaBAT B HOPMAJHHU JIaOOPATOPHU IrpaHUIH. [{pOoCIMPEHOH IPUYMHSBA TIOBHUIIIABAHE
Ha IUIa3MEHAaTa aKTUBHOCT Ha PeHMH U IJIa3MEHHS aJI0CTePOH, MHAYLIMPAH OT HEroBaTa JIeKa aHTH-
MHHEPAIOKOPTHKOUIHA AaKTUBHOCT.

HOMOWHM seulecmed C u3eecniHo Oeticmeue

[NaruenTu ¢ peaky HacIeACTBEHU MPOOIEMH Ha HEIIOHOCUMOCT KbM TalaKTO3a, IIbJICH JIAKTAa3eH
JIeUITUT WK TIIFOKO30-TaJaKTO3Ha MaadcopOIus He TpsOBa J1a MpueMar TO3H JIEKaPCTBEH MPOAYKT.
To3u iekapCcTBEH MPOAYKT ChIbprKa IMo-Majiko oT 1 mmol Hatpuii (23 mg) Ha TabieTKa, T.€. MOXKE Ja ce
KaXke, 4e TPaKTHYECKH HE ChIbpPKA HATPHIA.

4.5 B3auMojeiicTBHE € APYIrH JIeKaAPpCTBEHU NMPOAYKTHU U APYru GopMu Ha B3auMojgeHcTBHE
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d)apMaKo JUHAMWUYHHN B3aHMOHeﬁCTBHﬂ

Bausnue na opyau aexkapcmeenu npooyvkmu evpxy Drovelis

B3anMopeiicTBusATa MOTaT 1a BE3HUKHAT C JICKAPCTBEHU MPOIYKTH, HHAYITUPAIIA MUKPO30MaTHH
€H3WMH, KOUTO MOTaT JIa JOBEAAT J0 IMOBUIIaBaHEe Ha KIMPHHCA HA TIOJIOBUTE XOPMOHHU M MOTaT Ja
JIOBEJIAT JI0 MPOOUBHO KbPBEHE W/MJIM KOHTPALIEITUBEH HEYCIIEX.

- Hauun na oeiicmsue

EH3MMHA HHIYKINSA Beue MOXKE J1a ce HaOIroqaBa ciie/l HAKOJIKO THH Ha JieueHre. MakcumarnHarta
CH3MMHA MHIYKIIMSA OOMKHOBEHO Ce Ha0JI01aBa B pAMKUTE Ha HAKOJIKO ceamuit. Crien
MPeyCTaHOBSBAHE HA JICKAPCTBEHA Teparnusi, CH3MMHATA MHYKIIHSI MOXE JIa Ce TIOIbPKa 33 OKOJIO 4
CEIMHIIH.

— Kpamkocpouno neuenue

JKenu, KOUTO ca Ha JICUECHHUE C JICKAPCTBEHH MTPOAYKTH, HHIyIIMPAIIA SH3UMH, TPsiOBa BPEMEHHO J1a
M3TOJI3BaT OapuepeH METOI WiIu APYT METO Ha KoHTpamnenus kato qonbiHenne Ha KXK. bapuepen
MeTo TPpsOBa Aa ObJe M3MOJI3BaH MPeE3 ISUIOTO BpeMe Ha € THOBPEMEHHOTO MPIIIOKCHHIE HA
JIEKapCTBEHUST MPOAYKT U B IPOABJDKEHUE HA 28 THHU ciell peKpaTsiBaHe Ha mpueMa My. AKO
TepanuAiTa ¢ JIeKapCTBEHUS MPOAYKT POABIDKY U CIIeN Kpas Ha po3oBuTe akThBHH TabneTku B KXK
OTIaKOBKaTa, OenuTe 1mamnedo TabieTkuTe TpsiOBa Ja ce U3XBBPIIAT U BeHAra TpsOBa Ja ce 3arovHe
npueM ot caenpamara KXK omakoska.

- Jvreocpouno neuenue
3a 'keHHU, KOUTO ca Ha MPOABIDKUATEIHO JISYeHNE C aKTHBHHU BEIIECTBA, MHIYIHPAIX YePHOPOOHNTE
€H3UMH, C€ IPEeNophyBa APYT HAIEKIECH, HEXOPMOHAJIEH METO]T Ha KOHTPALICTIIIHSL.

CrnenHuTe B3aUMOJEICTBHS ce ChOOIIABAT B TUTEpaTypara.

Jlexapcmeenu npoodyxmu yeenuuasawu kiupwvrca Ha KXK (en3umna unoyxkyus)

bapOuryparu, 603eHTaH, KapOamasenuH, GeHUTONH, MPUMHIOH, pudamnuuua 1 HIV-nekapcTBern
NPOIYKTH (Hamp. pUTOHABUP, HEBUPANMH U e(haBUPEHIT), H €BEHTYaJIHO CHIIO Taka (endamar,
rpu3eodysIBUH, OKCKapOa3enrH, TONUpaMaT, 1 OMIKOBH HpeTapaTH ChIbPXKAIIN KBIT KaHTapUOH
(Hypericum perforatum).

Jlexapcmeenu npooykmu ¢ npomenausu egpekmu 6vbpxy kaupvica na KXK

Korato ce npunara egnoBpemenno ¢ KXK, mHoro komounatmu ot HIV npoteasan nHXUOUTOpHU U
HE-HYKJICO3UIHU HHXUOUTOPH Ha oOpaTHaTa TPaHCKPHUIITA3a, BKIIOYMTENHO KomMOuHanuu ¢ HCV
WHXUOUTOPH MOTAT Aa MOBUIIAT WJIM MOHMKAT IJIa3MEeHaTa KOHIIEHTPALHs Ha €CTPOTeH WIN
nporectareHd. EQexThT OT Te3n NpoMeHH MOKe 1a MMa KIIMHUYHO 3HaUYCHHUE B HAKOH CIIyYau.

[opanu ToBa, TpsiOBa Ja ce HANpaBH CIIPaBKa ¢ MPOAYKTOBaTa HH(POPMALIUS Ha €THOBPEMEHHO
npuemanute nekapcrsa cpemry HIV/HCV uaxubutopu, 3a fa ce yCTaHOBSIT OTEHIIMAIHUTE
B3aMMOJEMCTBHS U BCUUKH CBBP3aHM C TOBA NMPENOpPbKHU. B ciyuait Ha cbMHEHHE, TOMBIHUTEICH
OapuepeH MeTo]] 32 KOHTpaLenuus TpsOBa Ja ce U3M0I3Ba OT JKEeHU Ha NPOTea3eH HHXUOUTOpP WiIn
He-HYKJICO3HIeH MHXHOUTOp Ha 0OpaTHATA TPAHCKPHIITA3a.
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Jlexapcmeenu npodykmu, nonusicasawu kiupvrca Ha KXK (ensumnu unxubumopu)

KimmandHOTO 3HaYCHNE HA TOTCHIMATHUTE B3AaUMOJICHCTBHS C CH3UMHH HHXHOUTOPHU HE € U3BECTHO.
EnnoBpeMeHHOTO MpuiiokeHue Ha criiHr nHXuouTopru Ha CYP3 A4 Moke 1a OBHINY TIa3MEHUTE
KOHIICHTPAIMH Ha ECTPOT'CHHU WITH MTPOTeCTAreHH, VJIH U Ha JIBETE.

- Tomenyuannu e3aumoodeticmsus ¢ OpoOCHUPEeHOH

[Ipu n3nuTBaHE ¢ MHOTOKPATHH J031 HAa KOMOMHALMS OT APOCIEepHI0H (3 mg/mHeBHO)/
etuauaectpaaunon (0,02 mg/nHeBHO), eAHOBPEMEHHOTO npuiiokenne Ha cutausg CYP3A4 uaxuburop
KETOKOHA30J1 B Mpo ibJhkeHne Ha 10 THU yBennyaBa IUIoNITa 101 KpUBaTa 3a epuoj ot 24 yaca
(AUC0-24ny) Ha IpocriepuoH (U eTuHIIecTpaauon) ¢ 2,7 (1 1,4 mbTH, CbOTBETHO).

- Tomenyuannu 63aumooeticmeus. ¢ ecmempo.

EcterponbT ce rimokyponnsupa npeauMHo ot easuma UDP-rimroxyponosuntpancgepasa (UGT) 2B7
(Bx. Touka 5.2 ,,apMakOKHHETHYHH cBocTBa). He € HabmogaBaHO KIMHUYHO 3HAYUMO
B3aumMozekcTBre ¢ ecteTpoi U cuiHus UGT MHXUOMTOp BalInpoeBa KUCEIHHA.

Bausnue na Drovelis evpxy Opyeu aekapcmeenu npooyKmu

[lepopanHuTe KOHTPALENITUBY MOTAT J1a TIOBIUSAT METa00IM3Ma Ha ONPEIeNICH! APYTH aKTUBHH
BellecTBa. B crneacTBue Ha TOBA, MIA3MEHNUTE U ThKaHHUTE KOHLIEHTPALWU MOTaT Jia e MOBHUIIAT (HATIP.
LUKJIOCTIOPYH) WIIN TIOHIKAT (HAIp. TAMOTPHKKH).

B®b3 ocHOBa Ha in vitro Ipoy4BaHUs 3a HHXUOUPAHE U in Vivo TIPOYYBaHHS 332 B3aMMOACHCTBUE TIPU
KEHU-T0OOPOBOJIKH, U3IO3BAIIN OMENPa30il, CAMBACTATHH MM MUJIa30JIaM KaTo MapKepHH CyOcTpaTH,
€ YCTaHOBEHO, Y€ € MAJIKO BEPOSTHO B3aUMOJICHCTBUETO MEX Ty JPOCIIMPEHOH B 1032 3 mg U
MeTa0oIM3Ma Ha JPYTH JIEKapCTBEHU MPOIYKTH.

B®3 ocHoOBa Ha in vitro MMpoy4BaHUA 3a I/IHXI/I6I/IpaHC, B3aHMOHCﬁCTBHeTO Ha €CTCTPOJI, ChbAbPIKAIIl CC B
Drovelis, ¢ MeTtaboau3Ma Ha APYrvu aKTUBHU BCHICCTBA € MAJIKO BEPOATHO.

d)apMaKo JUHAMWUYHHU B3aHMOHeﬁCTBHﬂ

EnnopemennTto npmioxkerane Ha HCV nmekapcTBeHH MPOITYKTH, ChIbPIKAIITN
OMOUTACBUP/TIAPUTAIIPEBUP/PUTOHABHP U a3a0yBUP, ChC M 03 prubaBUPHH, MOXKE Ja YBEIMYH PUCKA OT
nosuiiaBane Ha AJIAT npu skeHu, U310N3BAllM JIEKAPCTBEHU NMPOAYKTH, ChAbPKAIIH
ernHmiecTpannoi, kato KXK (Bx. Touka 4.4). [Ipu xeHu, N3M0I3BAILH JIEKAPCTBEHN POIYKTH,
ChIbPIKAIIM ECTPOTECHH, PA3IMYHY OT CTHHUIISCTPAINOJ, CTETICHTa Ha MoBUIIeHN HiBa HA AJIAT e
CXOJlHA C Ta3W MPU JKEHH, KOUTO HE U3I0JI3BaT HUKAKBU €CTPOreHH; BCE MaK, OPagl OrpaHudeHHsI Opoii
KEHH, IPHEMAILY T€3U Pa3IMYHH ECTPOTeHH, € HEOOXO0ANMO MOBUIIEHO BHUMAHHUE IIPU CHIITBTCTBAILIOTO
MPUIOKEHUE Ha KOMOMHUpAHa TEePaNleBTUYHA cXeMa ¢ OMOUTACBUP/IAPUTATIPEBUP/PUTOHABHP H
na3a0yBUp, ChC U 0€3 puOaBUPHUH, KAKTO U IPU CXEMa ¢ TJICKaIPEBUP/THOPESHTACBUP MU
coocOyBup/BeNmaTaCBUP/BOKCHIANIPEBUP (BXK. TOUKa 4.4).

HpI/I NalMCHTKH oe3 61>6peqHa HEAOCTATHYHOCT, CAHOBPECMCHHOTO NPUIIOKCHUEC HA APOCIUPCHOH U

ACE-unxuburopu niau HCIIBC He e nokazana 3HauuTeIeH €EKT BbPXY CEPYMHHS KaIHi.
HeszaBucumo ot TOBa, €THOBPEMEHHOTO MPHUIIOKEHUE HA Drovelis 1 angocTepoHOB aHTarOHUCT HITH
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3ama3Balll Kaluid IWypeTuK He e Ouino npoyyBaHo. B To3u ciryyail mpe3 MbpBUAT UUKBI Ha JICUCHUE
TpsiOBa J1a ce U3clieiBa cCepyMHUsI Kaiuid. Bik. cpio Touka 4.4.

IleguaTpryHa IOMYJIAIIHS

[IpoyuBanus 3a B3anMOIEHCTBHIE Ca IPOBEXKIAHN CaMO TPH Bb3PACTHH.

4.6 dDeprrauTeT, )peMEHHOCT U KbPMeHe

Bpemennoct

Drovelis He e moka3aHn o BpeMe Ha OpeMEHHOCT.

AKo HacThITH OPEMEHHOCT 110 BpeMe Ha npueM Ha Drovelis, mpueMbT TpsOBa ga ObAe MpeyCTaHOBEH.
Nma orpaHnYeHo KOMUYECTBO JaHHH 32 ynoTpedaTa Ha Drovelis mpu OpeMeHHU jKeHU.
[IpoyuBaHusTa MPU )KUBOTHU MOKA3BAT PEMPOAYKTUBHA TOKCHYHOCT (BXK. Touka 5.3). Bb3 ocHOBa Ha
TE3W JaHHHU HE MOXKeE J]a Ce U3KIIoUYaT HeXellaH! e(heKTH, mopaad XOpMOHAITHOTO JICHCTBHE Ha

AKTUBHUTEC CbCTAaBKHU.

[ToBumenust puck ot BTE 1o Bpeme Ha cieapomnoBus mepuot TpsiOBa 1a ce mMa IpeIBUI TIPH
Bb300HOBsIBaHE Ha npuema Ha Drovelis (Bx. Touku 4.2 u 4.4).

Kopmene

MaJku KOJTUYeCcTBa OT KOHTPAIICTITUBHUTE CTEPOUIA M TEXHUTE METa0OIUTH MOTAT Jia CE eKCKPEeTUpar B
KbpMaTa U TOBa MOXE JIa € OTPa3H BbPXY HOBOPOJACHUTE/KbpMadeTara.

KXK more n1a moBIusisiT KbpMEHETO, Thid KATO T€ MOXKE Jla HAMAJIAT KOJIMYECTBOTO U J]a TPOMEHST
chcTaBa Ha kbpMata. ETo 3a11o He ce mpenopbuBa npuembT Ha KXK, nokaro MaiikaTta He cIipe Aa

KbpMH, 4 HA JKCHUTC, KCIIACIIHU 1a KbpMHIT, Tp$[6Ba Aa CC NMPCIOKU aAJITCPHATUBCH KOHTPAIICIITUBCH
METOA.

depTuaurer

Drovelis e moka3an 3a mpeama3BaHe oT OpeMEHHOCT. 3a nHGOpMAIHs 10 OTHOIICHHE Ha pepTHianTeTa
BIDKTE TO4YKa 5.1

4.7 EdexTu BbpXy cioco0HOCTTA 32 mo¢upaHe n padoTa ¢ MAIIUHA

Drovelis He moBnusiBa Win NOBIHSABA NIPEHEOPEKUMO CIOCOOHOCTTA 32 mopupaHe U padoTa ¢ MaIIUHU.
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4.8 Hexenanu JeKapcTBeHH PeaKIuH

PesroMe Ha ipoduiia Ha 0€30MaACHOCT

Haii-uecto cpobmaBannTe HexenaHu peakiuu npu Drovelis ca metpoparus (4,3%), TmaBoOonue
(3.2%), axne (3,2%), BaruHaneH KpbBOU3NHB (2,7%) u aucMenopes (2,4%).

TabauyeH CIHUCHK HA HEXKETAHUTE PCAKIINN

WnenTnduuumpanute HexeaHU PeakuK ca M30poeHr B Tabnunara no-aoiny (Bx. Tadnuna 3).
Hexxenanute nekapctBeHu peakunu ca n3dpoenu cnope MedDRA cuctemMo-opraneH Kiac U KaTeropuu
I10 YeCTOTa, KaTo Ce U3II0JI3Ba CiieaHaTa KoHBeHIus: yecTH (> 1/100 mo < 1/10), veuectu (> 1/1000 mo

< 1/100) u peaxu(> 1/10 000 mo < 1/1000).

Tabauna 3: CnuchbK HA HesKeJIAaHUTE PeaKiuu

U uH(eCcTanuu

Barunanna undexims
WHpeknus Ha THKOYHAUTE
ITBTHUILA

Cucremo-opraneH Yectu Heuectn Penxn
KJIac
WNudexun I'bOnuna nHpEKIUS Mactur

Heomnazmu — ®dubpoazecHOM Ha
JIOOpOKaYECTBEHH, rbpaaTa
3JI0KAYE€CTBEHU U
HEOTIpeIeJICHH
(BKJI. KHCTH U
TIOJIUIIN)
Hapymenns Ha CBpBXUyBCTBUTEITHOCT
UMYHHATa CHCTEMa
Hapymenus Ha Hapymenwne Ha anetuTa XumnepkanueMus
MeTaboIu3Ma u 3agbpkaHe HA
XpaHEHETO TEYHOCTH
IMcuxuanu Hapymienus u Henpecnsa® HepsHocT
HapyIICHAS CMYIIIEHUS B TpeBoxxHO
nactpoenuero'!) pascrpoiicteo®
Hapymenue B bescpaue
nOuI0TO Emornmonanxo
pascrpoiicto®
Crpec
Hapymenus Ha I'maBoGomue Murpena AMHe3us
HEpBHATA CUCTEMa 3amaiiBane
ITapecTe3us
CpHIHBOCT

Hapyiienus Ha
ouuTe

3pUTETHO YBpPEXKTaHE
3aMBIIICHO 3PCHHE
Cyxorta B ounte
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Hapymenus Ha CBeTOBBpTEK

YXOTO U TAOMPUHTA

Cb10BY HAPYIICHUS Topetu BbJIHU XunepToHUs
Benoszna Tpombo3a
Tpombodnedut
XunotoHust
Pasmupenu Benun

CromamHo-upeBHr | Kopemna Oonka PaznyBane Ha KopeMa lactpoesodareanta

HapyIICHAS

T"amene

TloBpbiiane
Huapust

pediykcHa Oosect
Konur
CroMantHo-4peBHO
pa3cTpoiicTBO HA
MOJIBYKHOCTTA

3anek

Jucnencus
MeTteopuszbm

Cyxora B ycTara
IToxyBaHe Ha yCTHUTE

Hapyiienus Ha
KoXarTa u
MOJIKOKHATA ThKaH

AKHe

Arnornenus
Xunepxuapoza®
Hapymenus na koxara®

Hepmatut!”
Hapymienue na
nurmenranusara®
XUp3yTU3bM
Cebopes

Hpypuryc

IToxyBane Ha JIHUIIETO
Yprukapus

ITpomsana Ha 11BeTa Ha
KOoXara

Hapyiienus Ha
MYCKYJIHO-
CKeJIeTHATa CUcTeMa
U ChEIMHUTEITHATA
ThKaH

Bonka B repba

MycKyJIHH KpaMIli
Huckomdopt Ha
KpalHULIUTE
[lonyBaHe Ha cTaBuTe
Bonxka B kpaiiHuIUTE

Hapymenus Ha

Cna3bpM Ha TUKOYHUS

OBOperuTe 1 MEXyp
UKOYHUTE IIBTULIA HexapakrepHa
MHUpHU3Ma Ha ypUHAaTa

BpemenHocT, M3BbHMaTOUHA

MyeprepuyM u OpeMeHHOCT

nepuHaTaAIHU

CHCTOSIHUS

Hapymenus Ha bonxka B repaata AOGHOPMHO OTHAIHO Kucra Ha situnnka

BB3IPOM3BOIU- Metpoparust kbpBene” Hapyienust Ha

TeJIHaTa cucTeMa U Barunanex [lonyBane Ha repauTe JaKTanusATa

repaaTa KpbBOU3JIUB BynBo-BarunanaHa Hapymienue na
JIlucmeHopes auckompopt!? CHIOMETPHyMa
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Menoparus Barunanzo teueHue JuchyHKIMOHATHO
[Ipenmencrpyanen MaTOYHO KbPBEHE
CUH/IPOM Ta3zoBa Oonka
Heonnasma na repaara!’) | Hapymenne na
Cna3Mu Ha MaTKaTta 3bpHaTa
MaroueH KpbBOU3IUB IIpomsana Ha 11BeTa Ha
MenomeTpoparus repaara
Hucnapeynus KbpBene cnen
CHOIIICHUE
OO0 HapyuIeHUS 1 Vmopa Hepasnonoxenue'?
e(heKTH Ha MACTOTO Ortox bonka
Ha MPUJIOKEHHUE Bonka B repaute XunepTepmMus
Heob6u4aitno 1yBCcTBO
N3cnenpanus TIpomsiHa B Ternoto IToBumieH yepHoapoOeH IToBuiieHO KPHBHO
€H3UM HaJsIraHe
Jlunmuaute ca U3BBHH Tecra 3a 6p0peuHa
HOpMaTa (yHKIUS € U3BBH
HOpMaTa
[ToBuen kanuit B
KpbBTa
[ToBuieHa KpbBHA
TJTIOKO3a
Hamanen xemorno6un
Hawmanen cepymen
(dheputun
Kp®B B ypunara

() pKII0YMTENHO 3acsAraHe Ha TaOUIHOCT, THAB, €y(OPUUHO HACTPOEHHUE, PA3APA3HUTEIHOCT,
IPOMEHEHO HACTPOEHUE M IPOMEHH B HACTPOECHUETO

) BKIIIOUMTENHO JENPECUBHO HACTPOEHHUE, AEMIPECHBEH CUMITOM, I1a4 M JEIPecHs

) pxmI0unTENHO BB30Y/1a, TPEBOKHOCT, FEHEPAIU3UPAHO TPEBOKHO PA3CTPONCTBO M MAHMYECKA aTaKa
4) BKJIIOUMTETHO EMOLMOHAIHO Pa3CTPONCTBO, EMOLIMOHANIEH JUCTPEC H IIIad

() BKJTIOYNTEIIHO HOIHO U3MOTABAHE, XMIIEPXUIPO3A U CTYAE€HA TIOT

©) BKIIIOUMTENTHO CyXa KOa, OOpPUB U MOLyBaHe HA KOKATa

(") BKJIIOUMTETHO JEPMATHT U €K3eMa

®) pKIIOYMTENHO XJI0a3Ma M XMUIIEPIIUTMEHTALHMS Ha KOXKATa

© pxmounTenHo aGHOPMHO aGCTHHEHTHO KBPBEHE, aMEHOPEs, MEHCTPYAJIHO Pa3CTPOMCTBO, HEPEIOBHA
MEHCTpyaLHsi, OJIATOMEHOPEs. ¥ TIOJIUMEHOpEst

(19 BKNMIOYMTENHO BarMHAIHA MUPHM3Ma, ByJIBOBarMHAIEH JUCKOM(OPT, ByJBOBArMHAIHA CYXOTa,
ByJBOBAarMHajIHa 0OJIKa, ByJIBOBAarMHAIICH IIPYPHUTYC U BYJIBOBATMHAIIHO yCEIAHE 3a ApeHe

(1) BKITIOYMTENHO HEOIIIA3MO03a Ha ThpaaTa M pUOPOKKCTO3HA GOJIECT HA I'bpaaTa

(12) BKITIOUNTETHO HEPA3IONOKEHUE M HAMAJIEHa CIIOCOOHOCT 3a paboTara

Onucanue Ha I/IB6D8.HI/I HCXKEJIaHU pCaKIIMH

[pu xenn, npuemaniu KXK, ce HaOIr01aBa MOBUIIICH PUCK OT apTEPUATHU M BEHO3HH TPOMOO3HH U
TPOMOOEMOOJTUYHN CHOUTHS, BKIIFOUUTESITHO MUOKAP/ICH NH(APKT, UHCYJIT, IPEXOTHU HCXEMUYHU
aTak®, BEHO3Ha TpoM003a 1 6emoapodHa eMOoIHsI, KOUTO ca pasriielaHd oIpoOHO B ToUKa 4.4.
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CrenHuTe cepro3HH HEXETaHU JICKApCTBEHU peaKkiy ca HabIroAaBaHu npu skeHu u3non3samu KXK, n

ca o0cbeHu B Touka 4.4 CriequaiHy NpeaynpeKIeHUs U NpeAna3sHi MEpKH MpH yrnoTpeoda:

- BeHo3Hu TpoMOEMOOIMYHN HAPYIIICHHUE;

- ApTepuaiiHi TpOMOEMOOTMYHN HAPYIIICHMS,

- XUNepTOHHUS;

- YepHOIpOOHH TYMOPH;

- [losiBa mnu BrOIIaBaHE Ha ChCTOSIHUS, 3a KouTo Bpb3kaTa ¢ KXK He e ybeaurenna: Oonect Ha
KpoH, yniepaTiBeH KOJIUT, SNUIETICHsI, MATOYHA MUOMA, MOPGUPUPHS], CUCTEMEH JTYITYC
epuTeMaTo/iec, FeCTallMOHEeH Xeprec, xopesd Ha CHIeHXaM, XeMONUTHYEH YPEMUUEH CHHIIPOM,
XOJIECTaTUYHA YKBITCHHULIA;

- Xmnoa3Mma;

- OcTpo WIM XpOHUYHO YBPEXKJIaHEe Ha YepHOAPOOHaTa (PYHKIHMS MOXKE J]a HAIOKH MPEKpaTsIBaHEe
ynotpebara Ha KXK 1o Hopmanu3npaHe Ha MapKepHuTe Ha YepHOIpOOHaTa QyHKIINS;

- Ex30oreHHHTE €CTPOreHN MOTaT J1a IPEIU3BUKAT TOSIBAa HA HACIEICTBECH U MIPUIOOUT aHTHOEIEM
WJIH J]a BIIOIIAT HETOBUTE CIMITTOMH.

YecroTaTa Ha TMarHOCTULIMPAH KApLMHOM Ha I'bpPAATa € MHOTO JIEKO YBEIMUYEHA CPENl U3IOI3BATIUTE
KXK. Tsit kaTo KapIIMHOM Ha I'bpJaTa ce cpella psIko mpu keHu nox 40 roguHu, MOBULICHUST Opoii e
MaJIbK OTHECEHO KbM OOMINS PUCK OT KapIIMHOM Ha I'bpaata. [[puunHHO-clieIcTBeHaTa BPh3Ka ¢
ynotpebara Ha KXK e Hen3BecTHa. 3a TombIHUTETHA HHPOPMAIHS, BXK. Toukn 4.3 1 4.4.

Bzaumooeticmeus

B pesynrtaT Ha B3aUMOAEHCTBHS C JPYTH JIeKapCTBa (€H3UMHU HHIYKTOPH) C TIEPOPATHU
KOHTpAIENTHBH MOXKE Jla Ce TI0SIBU IPOOMBHO KhPBEHE W/MIIM HEYCIeX Ha KOHTPALEHIUATA (BXK. TOUKa
4.5).

IleguaTpryHa IOMYJIAIIHS

B npoyuBane ¢a3a 3, BkmouBaio 105 neBoiiku Ha Bb3pacT oT 12 10 17 roaunu, Drovelis ce monacs
no0pe 3a 6 MUKBJIa Ha yrmoTpeda 1 1o BpeMe Ha IIPOYyYBAHETO HE ca BH3HUKHAIN OIMACEHHSI OTHOCHO
Oe3omacHoCTTA.

Hati-uecTo choOIIaBaHUTE HEXKEIIAHU PEaKIIUU MPU IeBOUKUTE ca ounu nucmenopes (1,9%) u ranexHe
(1,9%). Apyru HexxenaHu peakuyu ca AoKIafaBanu npu < 1% oT u3ciieBaHaTa MOMyIaLusl.

Cho011aBaHe Ha MMO03UPAHN HEXKEITAHHN PEAKIIUN

Cpo01IaBaHeTo Ha TIOIO3UPAHN HEKETIaHU PEaKITH clie] pa3pelaBaHe 3a ynorpeda Ha JeKapCTBEHUS
MPOAYKT € BakHO. TOBa 1M03BOJISIBA Ja MPOIBJIKK HAOJIIOICHUETO Ha ChOTHOILICHUETO OJI3a/PUCK 32
JIEKapCcTBeHUs MPOAYKT. OT MEAMIIMHCKUTE CIICIIUAIMCTH CE€ M3KUCKBA JIa ChOOIaBaT BCAKA MMOI03UPaHa
HEeXeJlaHa peakius Ype3 HallMOHATHA CHCTEMa 3a Cho0IIaBane, mocoueHa B [Ipmioxenue V.

4.9 IIpeno3upane
Jo cera Hsama onuT ¢ npenosupane Ha Drovelis. Ha 6a3ara Ha o01mus onut ¢ KOMOMHHPaHH IIEPOPATHU

KOHTPALECITHBH CUMIITOMU, KOUTO MOTI'aT J1a CE MOABAT IPH Ipe03upaHe Ha PO30BH, aKTUBHHU Ta0JICTKH
ca: raJicHe, OBPBIaHE M BATMHAIHO KbpBeHE. OTIATHO KBPBEHE MOXKE J1a CE€ TIOSBY TIOPH IIPU
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MOMHYCTATa Npeau MCHapXe, ako cnyr{aﬁHo npueMar JCKapCTBCHUA MPOAYKT. Hsama AHTHUIOO0T U
IOCICABAIIOTO JICUCHUC ou CJICABAJIO Ja 6’BI[G CHUMIITOMAaTHU4YHO.

5. ®APMAKOJIOTHYHU CBOMCTBA
5.1 @apmakoaIHHAMUYHHU CBOIiCTBA

®dapmakoTeparneBTUyHa rpyna: [1o10BU XOpMOHU U MOJTyIaTOPU Ha MOJIOBATA CUCTEMA, IPOT€CTOICHU U
ectporeny, pukcupanu komonaanuu, ATC kox: GO3AA18

MexaHU3bM Ha JIEHCTBUE

Drovelis cbhibpika ecTporeHa ecTeTpoI U MPOorecToreHa IPOCIeprHOH. ECTeTpobT € ecTporeH, KOUTo
ce MPOM3BEXKA caMo 110 BpeMe Ha OpEMEHHOCT OT YepHUs Jpo0 Ha III0/1a Ha YOBEKa.

EcterponbT AeMOHCTpUpa aHTUTOHAJOTPOIIHA aKTUBHOCT, XapaKTepu3upala ce ¢ 10303aBUCUMO
HaMalsiBaHe Ha HUBaTa KakTo Ha cepyMHus onukynoctumynupani xopmos (FSH), Taka u Ha
nytenHunupamus xopmon (LH).

[Iporecrorena ApocMpeHOH MPUTEXKaBa MPOTeCTareHHU, aHTUTOHAIOTPOITHHU, aHTHAH/IPOTCHHU U JIEKH
AHTUMHUHEPATKOPTUKOUIHN CBOWCTBA M HAMa €CTPOTE€HHA, TNTFOKOKOPTUKOUIHA U
AHTHUTITIOKOKOPTHUKOHIHA aKTHBHOCT. [10 TO3M HaUMH IPOCTTUPEHOH CHITHO HAIOA00sBa 110
(hapMakosoruueH mpoQui Ha eCTECTBEHUS] XOPMOH IIPOT€CTEPOH.

KOHTpaI_[eHTI/IBHI/ISIT C(beKT Ha Drovelis ce ocHOBaBa Ha B3aHMO,Z[eI>'ICTBI/I€TO Ha MHOXXECTBO (l)aKTOpI/I,
Hall-BaXKHUAT OT KOUTO € I/IHXI/I6I/IpaHeTO Ha OBYyJIanuysTa.

Kanangna egbI/IKaCHOCT 1 0€30IMacHOCT

JIBe KITMHUYHY U3MUTBAHMS ca OWIM TIPOBEJICHU B cBeTOBEH Maiad, ocHoBHO B EC/Pycus u
noaabpxkaio npoyusane B CAILl mpu skeHu Ha BB3pacT Mexxay 16 u 50 roaunu B npoabkeHue Ha 13
nMKbiIa/l roguHa.

B nposeneno B EC/Pycus knmuHu4HO M3NMUTBaHe, Bh30CHOBA Ha 00110 14 759 mukbia, B KOUTO ca
M3KITIOYEHH IUKIIK C pe3epBHA KOHTPALIEIINS U UK 0e3 CeKCyaaHa aKTUBHOCT, Ca H3UHCIICHU
cjenHUTe MHACKCH Ha Pearl mpu skenu Ha Bb3pact 18-35 roaunu:

Heycniex na metona: 0,26 (ropra rpanuna Ha 95% nosepurenen unatepsan 0,77);

Heycnex Ha MeToma v rpentku OT cTpana Ha norpedurens: 0,44 (ropHa rpanunia Ha 95% nosepureneH
unTepBan 1,03).

B nposeneno B CAILl KTMHUYHO W3MUTBAaHE Ca yCTAaHOBEHH NO-BUCOKHU Pearl nHaekcu, OTKOIKOTO €
or6enszano B npoyuBaHeTo B EC/Pycus. U3BectHo e, ue Pearl nnaexkcute Ha nmpoy4BaHusi, IpOBEACHH B
CAIll, ca mo-BucOK#H OT Te3H, oTOeNs13aHn B mpoyuBanus B EC, HO mpuunHaTa 3a TOBa HECHOTBETCTBHE
€ HEU3BECTHA.
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B pangomusupano oTkputo u3nutBaHe 97% ot sxeHuTe B rpynara Ha Drovelis ce HaOmonaBa
BB3CTAHOBSIBaHE Ha OBYJALMATA 10 Kpas Ha [UKBJIA CIE JEUSHUETO.

EnpomerpuanHaTa XUCTOJIOTHS € U3CIeBaHAa B €HO KIIMHAYHO M3MHUTBaHE B oATpyTa skeHu (n=108)
cnen 13 nukbiia Ha edenne. He ca HaOIroaBaHy IATOJIOTUYIHH PE3YIITATH.

IleguaTpryHa IOMYJIAIIHS

MHOTOIEHTPOBO, OTKpUTO MTpoyuBaHe daza 3 ¢ eHO paMo 3a OlleHKa Ha O€301acHOCTTa,
choTBeTCTBUETO U (papmakokuHeTnkata (PK) Ha Drovelis ipu neBoiiku cienr mosiBa Ha MEHapXe €
nposeaeHo B EBpomna, BkmouBamio 105 manuenTy Ha Bb3pacT oT 12 1o 17 ronuuu 3a 6 HUKbIa Ha
ynorpe0a. JlaHHUTE 3a IUTAHUPAHO ¥ HEIUTAHUPAHO KbPBEHE MPHU JICBONKUTE IMMOKA3BaT JOOBP KOHTPOI
Ha IIUKBJIa ¥ TIPUEMJITUB MOJIENI, ¥ ¢a B ChOTBETCTBHE C TE€3H OT (ha3a 3 mpoydBaHUS MMPU BH3PACTHU
kenu. Jleuenuero ¢ Drovelis mpu AeBOWKY € TOBEJIO 0 HAMAJISIBAHE Ha CHMITTOMHUTE Ha TUCMEHOPES,
KOETO Cce M3pa3siBa ¢ HaMaJleH CKOp 10 BU3yallHa aHajorosa ckaia > 30% u HamansBa HyXaaTa OT
CIICIIICH TIPUEM Ha JIeKapCTBa clie/] 3 MUKbJa Ha yIoTpeda U 0cTaBa Taka JIo Kpas Ha MPOYyYBaHETO.
Hannunute papmMakoOKMHETHYHH JaHHH Ca OMUCAHH B TOUYKa 5.2.

5.2 ®apMakoKMHETHYHM CBOIiCcTBA

Ecmempon

AOGcopOrus

Ecretpon ce abcopbupa 6bp30 cnen npunarane. Cnen npueM Ha Drovelis, cpenHuTe TMKOBY IJ1a3MEHN
KoHIeHTpanuu ot 18 ng/ml ce gocturar 0,5-2 yaca cien eIHOKPATHO MOTITbIIAHE.

OOmiara eKcro3uIys Ha eCTETPOII € MoJ00Ha, HE3aBUCUMO OT IpreMa Ha XpaHa. Cmax Ha €CTETPOI Ce
HamassiBa ¢ mpubnmsurerso 50% ciex mpueM Ha XpaHa.

Paznpenenenue

Ecterponst He ce cBbp3Ba ¢ SHBG. EcTeTponsbT moka3Ba yMepeHo CBbP3BAHE C YOBEIIKH IJIA3MEHU
npoteunu (45,5% no 50,4%) u yoBeuiku cepyMeH anoymuH (58,6%) 1 HUICKO CBbP3BaHE C YOBEIIKH
anda-rmukonpoteut (11,2%). EcteTponbt ce pasnpenens paBHOMEPHO MEKIY YePBEHUTE KPHBHU
KJICTKH W IJIa3Mara.

[IpoyuBanusra in vitro moka3Bar, 4e¢ ecTeTpoibT ¢ cyoctpaT Ha P-gp m BCRP tpancmoprepu.
ExHOBpeMEHHOTO IpHIIOKEHNE Ha JIEKAPCTBEHUTE MPOIYKTH, KOUTO BIHAAT BHPXY aKTUBHOCTTA Ha P-
gp u BCRP, o6ade e Mako BEpOsATHO J1a JOBEIE JO KIMHAIHO 3HAYUMO JICKAPCTBEHO B3aUMOICHCTBHE
C ECTETPOI.

Buorpanchopmanus

Cren mepopaiHo MPUIOKEHUE ECTETPONBT MPEThPIIsiBA EKCTECH3UBEH MeTabonn3bM (aza 11, mpu koero
ce 00pa3yBaT IIIFOKYPOHHIHH M CyJI(haTHH KOHIOraTH. J[BaTa OCHOBHH METa00IMTa ECTETPOI-3-
TITFOKYPOHHUT ¥ €CTETPOJI- 1 6-TIIIOKYpOHHUI UMAT HE3HAYUTENHA ecTporeHHa aktuBHOCT. UGT2B7 e
nomunupamara UGT uzodopma, yuactpaia B Onorpanchopmanusra Ha eCTETPOJ B TUPEKTCH
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TIIOKYpOHKA. ECTeTponbT ce moyiara Ha cyiadarupane, TIaBHO Ype3 crenuduIHa ecCTporeH
cyadotpanchepasza (SULTIED).

Enumunupane
B cranmmonapHo ChCTOSIHUE KPAWHHST STUMUHAIIMOHEH TTOTYXKUBOT (t12) Ha ecTeTpo € 24 Jaca.
Cren mpuiarane Ha eIMHUYEH TIEpOpaeH pa3TBop Ha 15 mg [*C]-ecterpon, mpubiusuTenno 69% ot

o01aTa Bb3CTaHOBEHA PaIMOAKTUBHOCT € OTKpHTa B ypuHata u 21,9% BbB hekanuuTe.

JInHeHOCT/HETMHENHOCT

B cranmonapHo cecTostHue, korato Drovelis ce npuiara ot 1 10 5 nmpueMa, miia3MEHUTE HUBA Ha
€CTEeTPOJI HE MOKa3BaT 3HAYNMO OTKJIOHEHHUE OT MPOIIOPIIMOHATHOCTTA Ha /103aTa, CJIeJl €THOKPATHO
MIPHITIO’KEHHE.

CTaLII/IOHaDHO CbCTOAHHEC

CraimoHapHO ChCTOSIHHE CE IMOCTHUra cliea 5 HU. MakcuMaHaTta Tiia3MeHa KOHIICHTPAIUs Ha eCTETPOIT
ot okouio 17,9 ng/ml ce mocrura 0,5-2 yaca cnen npuema. CpeJHUTE TIIA3MEHU KOHIICHTPAIIUH ca

2,46 ng/ml. KymynnpaHeTo € MHOIO OrpaHHYCeHO ¢ JHEBHA Lo moj kpuBata (AUC) B cTalliOHAPHO
creTosiaue ¢ 60% mo-roJsiMa, OTKOJIKOTO clie/l €AHOKpaTHA J03a.

Bvbpeunomo yepescoane

[IpoyuBane, oneHsBaIIO eekTa Ha OBOPEYHOTO 3a00IIABaHE BHPXY (hapMaKOKHMHETHKATA HA €CTETPOI, €
MPOBEJICHO C €IMHUYHA TIepopaiHa 103a 20 mg eCTEeTPOJI MOHOXUPAT, MPUIIOKEH TPHU KESHHU C
HOpMaTHa ObOpeuyHa (pyHKIHS, JIeka CTeleH Ha OBOpedHO yBpekaaHe (a0COII0OTHA CKOPOCT Ha
riomepyiHa punrpanus (GFR) >60 1o <90 ml/min), ymepeHa creneH Ha ObOpEYHO YBpEKIaHE

(GFR > 30 no < 60 ml/min) u Texxka crernen Ha 6b0peuno yBpexnane (GFR < 30 ml/min)).

Cinax 1 AUCjn Ha €CTETPOII ca ChOTBETHO ~1,1 IbTH U ~1,7 IHTH MO-BUCOKH TIPH JICKa CTEIEH Ha
O0BOpedHO yBpEKIaHE B CPaBHEHHE C JIMIa C HOpMallHa ObOpedyHa QyHKIH; ChOTBETHO ~1,8 mbTH U ~
2,3 IbTH NO-BUCOKH MPH YMEPEHa CTEINeH Ha ObOpevHo yBpeKJaHe B CPAaBHEHHUE C YYACTHHIIU C
HopMaiiHa ObOpedHa QpyHKIMA U CHOTBETHO ~1,5 mbTH U ~2,3 MBTH NMO-BUCOKH MPH TEKKA CTEIICH Ha
OBOpedHO yBpEKIaHE B CPABHEHHE C YYaCTHULM ¢ HOpMaiHa ObOpeuHa QyHKIusl.

Bbropeunusr knupbHe (CLr) e Hamanen ¢ 20% B rpymnara c jeka crereH Ha O050peuHo yBpexkaane, 40%
B IpyTmara ¢ yMepeHa cTerneH Ha 0p0pedno yBpexxaane u 71% B rpymnata ¢ Texka CTerneH Ha Ob0pedHo
YBpEXJIaHE B CPAaBHEHHUE C TPyIaTa ¢ HopMaliHa ObOpevHa QyHKITHUSL.

PeBy.]'ITaTI/ITC OT IPOYYBAHCTO IMOKA3BaT IMMOBUIIICHA IJIA3MCHA CKCIIO3ULIUA Ha €CTCTPOJI IPU YUYaCTHULIN

C YMEpEeHa U TeXKa CTEIeH Ha ObOPEYHO YBpEKIaHe B CPABHEHUE C YIACTHUIIM ¢ HOpMasiHa OBbOpevHa
(yHKIUS, KOETO MOXKE J1a € OT KIIMHUYHO 3HA4YeHUe (BXK. TouKa 4.2).
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Yeprnoopobromo yepescoane

ITpoBeneHo ¢ mpoy4BaHe ¢ eAUMHNYHA 103a 20 Mg eCTETPOJI MOHOXH/IPAT, MIPUIOKEH MPH KESHHU C
HOpMaJIHa YepHOAPOOHA QYHKIIHS, JIeKa CTEICH Ha YepHOApoOHO yBpekaane (kiaac A mo Child-Pugh),
yMEpeHa CTeIeH Ha 4yepHoapoOHO yBpexaane (kiac B mo Child-Pugh) u Texxka cTeneH Ha 4epHOAPOOHO
yBpexaane (kiaac C mo Child-Pugh).

Pesynratute nmokazBar, 4e Cpax 1 AUCinr Ha €CTETPOI ca ChOTBETHO ~1,7 IbTH B ~1,1 ITETH TIO-BHCOKH
MIPY JIeKa CTETeH Ha YePHOAPOOHO YBPEIKAAHE CITPSIMO MAIMEHTH ¢ HOpMalTHA YepHOAPOOHA (HYHKIINS;
CHOTBETHO ~1,9 BTH ¥ ~1 BT MO-BUCOKH MPU YMEPEHA CTEIECH HAa YEPHOAPOOHO YBPEKIAHE CIIPSIMO
MaIMeHTH ¢ HOpMaJTHa YepHOAPOoOHa QYHKIHUS U ChOTBETHO ~5,4 MbTH U ~1,9 MBTH MO-BUCOKH MPH
TEXKa CTENEH Ha YEPHOIPOOHO YBPEKIAHE CIPSIMO MAIUSHTH ¢ HOPMAJTHA YePHOIPOOHA (DYHKITHS.

ngcnugeyoy

AOGcopOrus

JHpocnupeHoH ce abcopOupa 0bp30 U moutu HamrbiaHO. Ciiey mpueM Ha Drovelis, MakcuManau
KOHIISHTpAIUK OT OKoJIO 48,7 ng/ml ce mocTurat 3a 0koJo 1-3 Jaca ciiei MHOTOKPATHO IpHJIaraHe.
BuonanmmunoctTa € Mexay 76 u 85%. O01aTa eKCro3uius Ha JPOCIUPEHOH € OA00Ha, HE3aBUCUMO OT
IpueMa Ha XpaHa OKOJIO TpueMa Ha TabJeTKara.

Paznpenenenue

JIpociiupeHoH ce CBbP3Ba ChC CEPYMHHUS aIOYMHH U HE Ce€ CBBP3Ba C MOJOBUS XOPMOH CBBHP3Ball]
rnoOynun (SHBG) unn koptukons cebp3sanus raooyimuH (CBG). Camo 3-5% ot obmure cepyMHH
KOHIIGHTPAIlMM Ha aKTUBHATa ChCTaBKa CHLIECTBYBAT KaTo cBoOOAeH crepon. CpeqHUsT 00eM Ha
pasnpezerneHue Ha apocnupeHoH e 3,7 £ 1,2 1/kg.

Buorpanchopmarnus

JpocnupeHoH ce MeTabonn3upa eKCTEH3UBHO CIIE]] IIEPOPaNTHO MpriokeHue. OCHOBHHUTE METa0OUTH B
Ia3Mara ca Kucelna ¢opMa Ha APOCIIUPEHOH, MOJIy4YeHA PU OTBAPSIHE HA JIAKTOHOBUS NPHCTECH, U
4,5-nuxunpo-apocupeHoH-3-cydar, 00pa3yBaH upe3 peAyKIus U TOCIEIBAII0 Cyl(aTHpaHe.
JpocMpeHOHBT CHIIO € 00CKT HAa OKUCITUTEICH MeTabon3bM, KaTanuzupad oT CYP3A4.

Enumunupane

Crnen mepopaito npuiioxkenue Ha Drovelis, cepyMHHATE HUBA Ha APOCIICPUHOH CIIaAaT ¢ TEPMUHACH
TTOJTY>KHUBOT OT OKOJIO 34 yaca. MeTabOoNMUTHHSIT KIMPHHC Ha IPOCIIUPEHOH B cepyMa €

1,5 + 0,2 ml/min/kg. JIpocriupeHOH ce eKCKpeTHpa caMo KaTo Clieid B HEIIpoMeHeHa (opma.
MeTtabonuTute Ha APOCITUPEHOH CE EKCKPETHpAT ¢ PeKaJTuuTe U ypHUHATA IIPU CKOPOCT HA EKCKPELHS
okoino 1,2 no 1,4. [lomyxuBoTHT Ha MeTabonuTHATA (t1/2) EKCKpeLus ¢ ypuHa U (hexannu e okoso 40
qaca.

JIMHEeHHOCT/HEIMHEHHOCT
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IIna3mennTe HUBA HA APOCHHPCHOH HC IMOKAa3BaT 3HAYMMO OTKJIOHCHHC OT MPOMOPIHUOHATHOCTTA HAa
A03aTa B paMKUTC Ha 103aTa OT 3-15 mg, cJea CAHOKPATHO MPUIIOKCHUEC, KAKTO U B CTAlUOHAPHO
CHhCTOSHHUE.

CranmoHapHU CbCTOSHUS

CraunoHapHoO cbCcTOsiHME ce noctura cie 10 auu. MakcumanHaTa 1ia3MeHa KOHIIEHTpaIus Ha
JpocrupeHoH oT okoJo 48,7 ng/ml ce moctura cien okoino 1-3 yaca ciex npuemane. CpenHaTa
KOHIIEHTpAIH 110 BpEME Ha CTAl[MIOHAPHO ChCTOSHNUE 32 24-4acoB NEPHOA HA IIPUEMaHE €
npubnusutento 22 ng/ml. HatpynBaneto e MHOrO orpannueno ¢ nueBHa AUC B cTannoHapHO
cbeTosiHue ¢ 80% Mo-roIsIMO, OTKOJIKOTO CIIE] €IHOKpaTHa J103a.

Bvbpeunomo yepescoane

B npoyuBane, mpoBeAeHO ¢ APOCIIMPEHOH 3 Mg CaMOCTOATEITHO, IPUJIaraH NepOpaIHO B MIPOIBIDKCHNE
Ha 14 gHU, cepyMHHTE PaBHOBECHU HHMBA Ha JPOCIUPEHOH MPH XKEHH C Jeka (opma Ha ObOpedHo
yBpexnaade (kpeaTHHUHOB KIUpBHC (CLcr)=50-80 ml/min) ca cpaBHUMU ¢ Te3H Ha KEHH C HOpMalTHa
O0b0peuna pynkmua. CepyMHUTE HUBA HA JPOCIIUPEHOH ca CPeaHO 37% MO-BHCOKH IIPH KEHU C
ymepeHo 060pedno yepexaane (CLcr=30-50 ml/min) B cpaBHEHUE C T€3U NIPU KESHU C HOPMAaITHA
O0bOpeuHa QyHKIIHUS.

Yeproopobromo yepeicoane

[Ipu npoy4BaHe Ha €THOKPATHO MPUIIOXKEHA 1032, IIEPOPATHUAT KINpBHC Ha apocrnupeHoH (CL/F)
cnana ¢ okosio 50% mpu 10OPOBOIIU ChC CPETHO TEKKO YEPHOIPOOHO YBPEKIAHE B CPABHCHHE C TC3H
C HOpMaJIHa YepHOApoOHa (DYHKIIHS.

IleguaTpryHa IOMYJIAIIHS

Konnenrparuure (Ciough) B CTAIMOHAPHO CHCTOSIHAE OCTABAT CTAOMIIHU TIPe3 MUKINTE U Ca CXOIHH MIPH
BBH3PACTHH U FOHOIIIH.

HDVI‘I/I CIICMaJIHU ITOMMyJdalnn

Emnuuecxu epynu
He ca HaGirojaBaHy KIIMHUYHO 3HAYUMHE PA3JIUKU BB (PapMaKOKHHETHKATA HAa €CTETPOIT HITH
JIPOCIUPEHOH MEKY *eHu B SImoHust u KaBkasku, ciiesl eqHOKpaTeH npreM Ha Drovelis.

5.3 IlpenkaMHUYHM JAHHU 32 0€30MACHOCT

Hpoy‘lBaHI/IHTa 34 TOKCUYHOCT IMPU MHOTOKPATHO MPUIIOKCHUC HA CCTCTPOJI, APOCIICPUHOH HUJIU U Ha
JBaTa B KOM6I/IHaI_[I/I$[ IMOKa3BaT OYaKBAHUTC CCTPOTCHHU U T'CCTArCHHU e(l)eKTI/I.

HpI/I MaﬁMYHPI CJIC] MHOI'OKPATHO IMMPUJIOKCHHUE HAa KOM6I/IHaHI/I$ITa, IIpU EKCIIO3UIMH, HaJIBUIIaBalln

Te3M IPH Xopa, u3nosseaiy Drovelis (~27-kpaTHO 3a ecTeTpoII U ~3,5-KpaTHO 3a APOCIIUPEHOH), Ce
HaOJr0/1aBaT KAMEPHU XUCTOJIOTHYHH MTPOMEHH, 03 KIIMHHYHH €EeKTH.
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Hpoy‘-IBaHI/IHTa 3a PCIIPOAYKTUBHA TOKCUYIHOCT IIPU ITBXOBC U 3a171u1/1, MMPOBCACHU C CCTCTPOJI, ITIOKA3BaT
eM6pI/IOTOKCI/I‘lHI/I n (bCTOTOKCI/I‘-IHI/I C(l)eKTI/I IIpU ) KUBOTHHU NPU KIIMHUYHO 3HAYMMHU CKCIIO3ULIUH,
e(i)eKTI/ITC, KOHUTO BEPOATHO 3aBUCAT OT YTCPOTOHUIHUTC C(l)eKTI/I B Kpas Ha 6peM€HHOCTTa.

C xoMOHMHAIUATA HE ca MPOBEXKIAaHH MPOYYBaHUS 32 OlIEHKA Ha TEHOTOKCUYHOCT M KapIIMHOTEHHOCT.
EcterponbT U IpoCIMpeHOHBT HE CE CUUTAT 32 TeHOTOKCUYHU. VI3BecTHO € 0baue, 4e mopaau CBOeTO
XOPMOHAJIHO JICHCTBHE MOJIOBUTE CTEPOUIM MOTAT Jia TIPEJN3BUKAT PA3BUTHETO HA ONPEIeIIeHU
XOPMOHO3aBUCHMH THKAHHU U TYMOPH.

Orenka Ha pucka 3a okoiHara cpena (OPC)

[IpoyuBaHusTa 32 OIIEHKA HA PUCKA 332 OKOJIHATA Cpejia ca MOKa3ali, 4e JPOCITUPEHOHBT MOXKE Ja
MIPEACTABIISIBA PUCK 3a BOIHATA cpena (BX. Touka 6.6). [IpoyuBanusiTa 3a OIlcHKA Ha pHCKa 3a OKOJTHATA
cpesa ¢ ecTeTpoI, BKIFOUUTEIHO MPH Pa3IlupeH TECT 3a BH3MPOU3BOJICTBO HA €IHO IMOKOJICHUE MPH
STIOHCKHUTE pUOW MeJlaKa, TIOKa3BaT, 4e MPOTHO3MpaHAaTa eKCIIO3HIIUS Ha €CTETPOI HiMa JIa TMOBJIKsIEC Ha
BOJIHATa EKOCHCTEMA.

6. OAPMAINEBTNYHU JAHHHU
6.1 Cnucnbk Ha NOMOIIHHUTE BelleCTBA

Po3oBu, akTuBHH, GUIMUDAHU TAOJIETKH

Aopo na mabremxama
JlakT03a MOHOXHUIIPAT
HaTpueB HUIIIECTEH TIIMKONAT
[MapeBuyHO HUIIECTE
[HoBumon K25

Maruesues creapart (E 470b)

Tabremna obsuska

Xunpomernosa (E 464)
Xuapokcunponuiuenynosa (E 463)
Tank (E 553b)

[TamyuHO Maciio, XUAPOTE€HUPAHO
TuranoB guokcug (E 171)
XKeneszen oxcua, yepseH (E 172)

Benu mnanebdo ¢duiMupany Ta0IeTKU

Aopo na mabremxama
JlakTo3a MOHOXHUIIPAT
[MapeBuyHO HUIIECTE
Maruesues creapart (E 470b)

THokpumue na mabremrxama

28



Xurpomenosa (E 464)

Xunpokcumnpornuenynosa (E 463)

Tank (E 553b)

[Mamy4HO Macio, XUJPOTEHUPAHO

TurtanoB muokcuxn (E 171)

6.2 HecnbBMecTUMOCTH

Henpunoxumo

6.3 Cpoxk Ha rooHocT

4 roguHN

6.4 CrnenuanaHu ycJ10BHA Ha CbXpaHeHUe

To3u nekapcTBeH MPOAYKT HE M3UCKBA CIICIIUATHA YCIOBHS 32 ChXpaHEHHE.

6.5 Bwuau chabpkaHne HA ONIAKOBKAaTAa

[Ipospauen PVC/anymunuer oauctep, chabpikail 28 puiamupanu tTadietku (24 po30BU aKTUBHU
TabyeTku U 4 Oenu miare0o TabJIeTKN) B KyTHS ¢ etul yaHTa 3a chbXpaHenue u 1, 3, 6 wiu 13
camMo3arnemnBani(f) ce CTUKep(¥) 3a THUTE OT CEMUIIATA.

Bunogre onakoBku: 28 (1 x 28), 84 (3 x 28), 168 (6 x 28) u 364 (13 x 28) punmupanu TabIETKH.
He BcuykH BHIOBE OMAKOBKK MOTaT Jia ObJAT MyCHATH Ha Ma3apa.

6.6 CrnenuajaHu nMpeana3Hu MePKH NPH U3XBbPJIsIHE

JlekapcTBeHUTE MIPOAYKTH, ChABPIKAIIHN IPOCIIMPEHOH, MOTAT JIa MPEJICTABIISIBAT PUCK 32 OKOJTHATA
cpena (Bx. Touka 5.3).

Heusnon3BaHuAT NPOAYKT WK OTIAALYHUTE MAaTEPHAIH OT HETO TPSAOBA Ja CE U3XBBPJIAT B
CHOTBETCTBHE C MECTHUTE N3UCKBAHMUSI.

7. NPUTEXATEJ HA PABPEIHIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.

Gyomrdi ut 19-21.

1103 Budapest

VYHrapus

8. HOMEP(A) HA PASPEHIEHUETO 3A YIIOTPEBA

EU/1/21/1547/001
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EU/1/21/1547/002
EU/1/21/1547/003
EU/1/21/1547/004

9. JATA HA TBPBO PA3ZPEINABAHE/TIOJJHOBABAHE HA PASPEIHIEHUETO 3A
YIIOTPEBA

Jlata Ha mBpBO pazpemanane: 19 mait 2021 T.
Jlata Ha TIOCJIETHO TTOTHOBSIBAHE:

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

[Toapo6Ha wHpOpPMAIIKA 3a TO3U JEKAPCTBEH MPOIAYKT € MPEAoCTaBeHa Ha yebcaiita Ha EBporietickaTta
areHITus 110 JeKapcTBaTa http://www.ema.europa.eu.
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IMPUJIOKEHUE I1

INPOU3BOAMTEJIN, OTTOBOPHU 3A
OCBOBOX/JIABAHE HA ITAPTUIHN

YCJIOBUA NN OTPAHUYEHUS 3A TOCTABKA U
YIIOTPEBA

APYI'N YCJIIOBUA 1 U3UCKBAHUS HA
PASPEHIEHUETO 3A YIIOTPEBA

YCJIOBUA NN OTPAHUYEHUS 3A BE3OITACHA U

E®EKTUBHA YIIOTPEGA HA JIEKAPCTBEHUS
HNPOAYKT
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A. TTPOU3BOAUTEJIN, OTTOBOPHHU 3A OCBOBOXJIABAHE HA TAPTUN

Hme n aJpeC HA MPOU3BOAUTCINTE, OTTOBOPHH 3a OCBO60)KI[aBaHC Ha DapTHAUTC

Haupt Pharma Miinster GmbH
Schleebriiggenkamp 15

48159 Miinster

I'epmanus

Gedeon Richter Plc.
Gyomroi ut 19-21.
1103 Budapest
VYHrapus

[TeuaTHaTa TMCTOBKA HA JIEKAPCTBEHUS MPOIAYKT TPOBa J1a ChIbPKa UMETO | ajipeca Ha
MTPOU3BOAMTENS, OTTOBOPEH 32 OCBOOOKIABAHETO HA CHOTBETHATA TAPTH/IA.

b. YCJI0OBHMA NWJIN OTPAHUYEHUA 3A JOCTABKA U YIIOTPEBA

JlexapcTBEHHAT MPOAYKT C€ OTITyCKa 10 JIEKApCKO MpearcaHue.

B. JPYI'M YCJIOBHUSA U N3NCKBAHUS HA PASPEHIEHUETO 3A YIIOTPEBA
. IlepunoanyHu akTyaJan3upanu 1okjaaam 3a 6esonacuoct (PSURs)

W3uckBaHusATa 3a [10/1aBaHe Ha NEPUOJUYHY aKTyalU3UPaHU NOKJIAAM 3a 0€3011aCHOCT 3a TO3U
JIEKapCTBEH MPOJIYKT ca MOCOUEHH B CIIHCHKA ¢ pedepeHTHUTE Natu Ha EBpomnetickus cpro3 (EURD
CIHCHK), peasuieH B wi. 1078, an. 7 ot Qupextura 2001/83/EO, 1 BbB BCUUKH clieIBaIIN
aKTyaJIM3aluH, MyOJINKYBaHU Ha €BPONEHCKUS yeOmopTai 3a JieKapcTaa.

r. YCdiIoBus Uit OIrPAHUYEHUA 3A BE3OITACHA U EOEKTUBHA YIIOTPEBA
HA JIEKAPCTBEHUSA TPOAYKT

. Ilnan 3a ynpasienue Ha pucka (ITYP)

[purexeTenat Ha pasperieauero 3a ynorpebda (IIPY) tpsOBa na u3BbpIiiBa H3UCKBAHUTE JCHHOCTH
JeHCTBUS, CBBP3aHU C pOCiesiBaHe Ha JeKapcTBeHaTa O€30MacHOCT, MocoueHH B 0g00penus [TV P,
npencrased B Mozyn 1.8.2 Ha pa3penienueTo 3a ynorpe0a, KakTo U IPpH BCUYKH CIIEBAIN
CBhITIACYBaHU aKTyanu3anuu Ha [TYP.

Axryanmupan [TYP Tps6Ba ja ce monasa:
* 10 UckaHe Ha EBpomnelickaTa areHIus 1o JeKapcTBara;
* BHWHArwW, KOraTo c€ M3MEHsI CHCTEMaTa 3a YIIPaBJICHHUE Ha PHCKA, 0COOCHO B PE3yJITaT Ha
MmoJTy9aBaHe Ha HOBa MH(OpMAITHs, KOSTO MOXKE J1a JOBENIE 10 3HAYMMH ITPOMEHH B
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CbOTHOIICHHUETO non3a/pncr<, WK CJIEA JOCTUTaHC Ha BAXXCH €TaIl (B’BB BpPB3Ka C
MpocCJICAABAHC Ha JICKApCTBCHATA 0e3MacHOCT HIIH CBCIKAaHC Ha pUCKa 10 MI/IHI/IMYM)

M 3aabiaskeHue 3a MPOBEKIAHEC HA MEPKHU CJI€A paspeliaBaHe 3a yn0Tpeﬁa

[Ipenu craptupaneTo Ha Drovelis BbB Besika abpikaBa-uicHka, [IPY 1ie cbriacysa ¢ HallMOHATHHS
KOMIIETEHTEH OpraH ChbPKaHUEeTO U opMaTa Ha YIeOHUST MaTepUal, BKIFOUUTEITHO U
KOMYHUKAIIHOHHUA METOJIH, YCIOBUSATA 32 PA3NPOCTPAHECHUE U BCUUKHU APYTU ACTIEKTH Ha IIporpamara.
OOyunTeTHUTE MaTepUAIIM Ca HACOUYSHHU KbM IPEIOCTABSIHE HAa HACOKU 3a YIIPABICHUE HA PUCKA OT
TPOMOOEMOOJUYHN CHOUTHSI.

[IputexxaTenusaT Ha pa3pelICHUETO 3a yIoTpeda rapaHTupa, 4e BbB BCAKA AbPrKaBa-u4eHKa, KbJIETO CE
mpoaaBa Drovelis, BCHUKH 3paBHY CIICIHAIMCTH U TAIIMEHTH/00IHOIICAaYH, OT KOUTO C€ 0YaKBa Jia
MPEIIUCBAT, OTITYCKAT MJIM U3MOJI3BAT MPOYKTa, UMAT JOCThBII J0:

. KoHTpoJieH ciuchk Ha IPEANMUCBALIUTE MEAUIIMHCKH CIICIIHATUCTH

. NudopmarmonHa kapra 3a )KeHH.

KoHTpoeH cniuchk Ha MPEIMUCBAIMTE MEIUIIMHCKH CIICIIMATMCTH TPAOBa J]a MMa 3a 1elT 1a ce
3armoyHe 00CHkKIaHe MEXK/TY JICKYBAIIUs JIeKap U KEeHaTa, 3a J1a CE OLCHH JaJH € MOAXOASIIIO 13 pHeMa
Drovelis, 0c06eHO 110 OTHOIICHHE Ha HATHMYHUETO Ha TPOTHBOITOKA3AHUS WK PHCKOBH (hakTOpH 3a
TPOMOOEMOOJIUYHN CHOUTHSL.

KoHTposeH cnuchbk Ha MpeNniucBalIiTe MEIUIMHCKH CIICIIMATMCTH TPIOBA J]a ChIIbpiKa CIICAHUTE
KIIFOUYOBH €JIEMEHTH:
. TOYKH, KOUTO TPsiOBa /1a ce 00XBaHAT MPU KOHCYATALUATA (PUCK OT TpoMOoeMOoIus ¢
KXK, edexr Ha npuchIy pucKoBU (pakTopH, na ObaeTe HAIIPEeK 3a MPH3HALM ¥ CHMITOMHA
Ha Tpom003a);

. KOHTPOJICH CIIUCHK C IPOTUBOIIOKA3AHHUS;

. KOHTPOJICH CIUCHK 32 PUCKOBH (DaKTOPH;

. HaTOMHSIHE 32 HH(OpMHpaHe Ha KEHUTE 33 CUTYalluH, KOTaTO PUCKBT OT TPOMOOEMOOIHSI
€ MOBHIIIEH, U 32 ChBETBAHE HA KEHHUTE JIa HHPOPMHPAT 3APABHHUTE CIICIAIICTH, e
npuemat KXK.

WNudopmanmonHaTa kapTa 3a )KeHH ce IPEIOCTaBs KaTo YacT OT OMAKOBKATa Ha MPOJYKTa, YUHTO TEKCT
e BrimroueH B pwitoxkenwue I1. MadopmaronHaTta kapTa 3a )KeHH UMa 3a 1elT 1a PeIOCTaBH Ha
KEHUTE HHPOPMAIUS 3a PUCKa OT TPOMOOEMOOIHS, CBbP3aH ¢ KOMOMHUPAHHN OPATHU KOHTPAICTITHBHA
XamyueTa, U3BECTHUTE PUCKOBH (haKTOPH, KAKTO U MPHU3HAIM M CUMITOMHU Ha BEHO3HA U apTepUaHa
TPOMOOEMOOJIHS | Ja TouepTae 3HaUCHUETO Ha PAaHHOTO OTKPUBaHE Ha BCSIKa TPOMOOEMOOIMYHA
croOuTHE.
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MHNPUJIOKEHUE III

JAHHHU BBPXY OITAKOBKATA U JIMCTOBKATA
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A. JAHHHU BBPXY OITAKOBKATA
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JAHHU, KOUTO TPABBA JA CBJABPKA BTOPUUYHATA OITAKOBKA

KAPTOHEHA KYTUA

1. HUME HA JIEKAPCTBEHUA ITPOAYKT

Drovelis 3 mg/14,2 mg ¢punmupanu tabieTku
JPOCIUPEHOH/ECTETPOIL

2. OBSBABAHE HA AKTUBHUTE BEIIECTBA

Bcesika po3oBa akTuBHA Ta0neTKa ChABPKA 3 Mg APOCIUPEHOH U ECTETPOI MOHOXUIPAT, CKBHUBAJICHTCH
Ha 14,2 mg ecTeTpour.
Bceska 6s1a mmare6o (HeakTHBHA) TablleTKa HEe ChABPKa aKTUBHU BEIIECTBA.

3. CIIUCBK HA IOMOIIIHUTE BEHIECTBA

Cobabpprka ChILO JIAKTO03a MOHOXHApAT. BrkTe JUCTOBKATA 3a TOMBIHUTEIHA HH(OPMAITHSL.

| 4. JIEKAPCTBEHA ®OPMA U KOJIMYECTBO B EJJHA OITAKOBKA

OuaMupaHu Ta0IETKH

28 (1 x 28) punmupanu TabIETKH
84 (3 x 28) dhmnmupaHu TabIETKH
168 (6 x 28) pumupaHu TabIETKH
364 (13 x 28) puaMupaHu Ta0IETKH

| 5. HAYYH HA ITPUJIOKEHUE U ITbTUIINA HA BBbBEXK/IAHE

[Ipenu ynotpeba npoyereTe NUCTOBKATA.
[lepopanHo mpunoxeHue.

6. CIIEHUAJIHO NPEAYIIPEXJIEHUE, YE JIEKAPCTBEHUAT ITPOAYKT TPSIBBA
JA CE CBbXPAHSBA HA MSICTO JAJIEYE OT NOTJVIEJA U TOCEI'A HA TELA

I[a CC ChbXpaHsABa Ha MACTO, HCAOCTHIIHO 3a ACIA.

| 7. APYT' CHEIMAJIHU IIPEAYITPEXKIAEHUA, AKO E HEOBXOJUMO
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| 8. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

T'ogen mo

9. CIIELHUAJIHU YCJIOBUS HA CbXPAHEHUE

10. CHEHLUWAJIHU ITPEAITA3HUA MEPKU ITPU U3XBBHPJISIHE HA HEN3ITOJI3BAHA
YACT OT JIEKAPCTBEHUTE INPOAYKTHU NJIN OTIIAABYHU MATEPHAJIN OT
TAX, AKO CE U3UCKBAT TAKHUBA

11. HUME U AAPEC HA ITIPUTEKATEJISA HA PASPEHIIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.
Gyo6mrdi ut 19-21.
1103 Budapest, Yarapus

12. HOMEP(A) HA PASPEILIEHUETO 3A YIIOTPEBA

EU/1/21/1547/001
EU/1/21/1547/002
EU/1/21/1547/003
EU/1/21/1547/004

13. TTAPTHUJAEH HOMEP

ITaptuna

| 14. HAYMH HA OTIITYCKAHE

| 15. YKA3AHUA 3A YIIOTPEBA

| 16. MH®OPMAIIMA HA BPAMJIOBA A3BYKA

Drovelis
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| 17. YHMKAJIEH NJEHTU®UKATOP — IBYU3MEPEH BAPKO/|

JiBymsmepeH 6apKoJ ¢ BKIIIOUEH YHUKAJICH HACHTU(PHUKATOD.

| 18. YHMKAJIEH WJIEHTU®UKATOP — JAHHMU 3A YETEHE OT XOPA

PC:
SN:
NN:
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MMUHHUMYM JAHHHU, KOUTO TPABBA JJA CbABPXAT BJIMCTEPUTE U JIEHTUTE

BJIMCTEP

1. HUME HA JIEKAPCTBEHUSA TPOAYKT

Drovelis 3 mg/14,2 mg TabieTku
JPOCIIMPEHOH/€CTETPOIT

2. NUME HA ITIPUTEXATEJIS HA PASPEIIEHUETO 3A YIIOTPEBA

Gedeon Richter Plc.

| 3. JATA HA UI3TUYAHE HA CPOKA HA TOJHOCT

EXP

4. ITAPTUJAEH HOMEP

Lot

|5.  JIPYTO

Start

]1-2—>3—>54—>5—...—>28
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MHUHHMMYM JAHHU, KOUTO TPABBA JJA CbABPKA CTUKEPA

CTUKEP

Uzbepere cTrkepa ¢ MTHUTE, KONTO CHOTBETCTBA Ha JICHS, B KOWTO 3all04BaTe preMa Ha TabJeTKaTa U
MPEMECTETe CUMBOJIA “=>"" OT paMKaTa BbPXY CHIIHS CUMBOJ OT OJUCTEpHATA KapTa.

Bceku jieH e ce u3paBHU € pejI OT TAOJIETKY.

AKo TIporrycHeTe TabiieTka, HallpaBeTe CIpPaBKa C JINCTOBKATA.

" BT cp T T cO HIT
BT cp 4T T cO HIT IH
cp qT T co H]I IH BT
T T cO HI ITH BT cp
T cO HIT " BT cp qr
co H H BT cp gt T
HJT H BT cp 9T 0T ch
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MMUHHUMYM JAHHU, KOUTO TPABBA JJA CbABbPKA UHOOPMALIMOHHA KAPTA 3A
KEHAN

NHOOPMAIIMOHHA KAPTA 3A ’)KEHHU
BAKHA UHO®OPMAILIUA 3A DROVELIS U PUCKBT OT KPBbBHU CbCHUPBIIN

Bcuukn koMOMHMpaHU KOHTpalenTuBu kato Drovelis yBennuaBaT prcka oT KpbBeH cheHpek. OOnmsT
DHCK OT KpbBeH cheHpek nopaau Drovelis € Malibk, HO ChCHPELUTE MOTaT Jia ObJaT CEPHO3HU M B MHOT'O
peIKu cIydau IOpH Ja ca (aTaiHu.

MHor0 € BaXKHO Jla pa3sno3HACTE KOora MOXKE 1a CTE U3JIOKECHHU Ha IMO-T'0JIAM PUCK OT KPBBEH CbCUPEK, 3a
KaKBH MpU3HAOU U CUMIITOMUA Tpf[6Ba Jla BHUMaBaTe U KakBU JEUCTBUS Tpi[6Ba Ja IpeAnprueMeETe.

B kou cuTyanuu pucKbT OT 06pa3yBaHe Ha KPbBEH ChbCHPEK € Hali-BHCOK?

- TIpe3 IMbpBaTa rojiMHa oT ynorpedara Ha Drovelis (BKIFOUHMTEIIHO ako Bh30OHOBSBATE yIoTpedara
Clie/l TIOYMBKA OT 4 CeMHUIIM HJIH TIOBEYE)

- aKo MMAaTe CBPbXHAIHOPMEHO TErJI0

- aKo CTe Ha BB3pacT Haj 35 roJuHu

- aKo MMaTe WICH Ha CeMEHCTBOTO, KOWTO € MMal KPBBEH ChCUPEK B OTHOCHTEITHO MJIala Bh3PacT
(namp. mox 50 roauHN)

- aKo CTe pa)IaJH Ipe3 MOCISIHUTE HIKOJIKO CeIMULH

AKoO NyIIHTE ¥ CTE HAa BB3PacT Haja 35 roJIMHU, CHITHO CE MPENopbhyBa JIa CIpEeTe Aa MyIIUTE WK J1a
M3M0JI3BaTE€ HEXOPMOHAJIEH METO/] 332 KOHTPALIETIIIHSI.

He3adaBHo moTbpceTe METUIIMHCKA MOMOIII, AKO MOJYYHTE HAKOM OT CJIeTHUTE CHMIITOMM:

e Cwna 6oJika WM IOJyBaHe, B HAKOHU OT Kpakarta Bu, koeTo Moxe nia Obj1e IpuapyKeHO OT
YyCTBUTEIHOCT, TOIJIMHA UJIM TPOMEHH B LIBETa Ha KOXKaTa, KaTo rnodeisBaHe, IoYepBeHsIBaHEe
WM MOCHHsABaHEe. Moyke 1a uMare IbJa100Ka BeHO3Ha TpomM0o3a.

e BHesaneH HEOOSCHUM 3ayX WM YY€CTEHO JMIIAHE; CHIIHA 00JIKa B THPIUTE, KOSTO MOXE JIa Ce
YBEJIUYH MPH ABIO0KO BIUIIBAHE; BHE3AMMHA KAIUTHIIA 0€3 OYeBH/IHA TIPUYUHA (KOSTO MOXKE J1a
J0Bezie 10 KPBB). Moxe J]a UMaTe Cepro3HO YCIOKHEHUE Ha TBI00Ka BEeHO3HA TpoMOo03a,
HapedeHo OesiogpodHa eMOousi. ToBa ce ciIyuyBa, akO KPbBHHAT ChCUPEK CE JIBIKU OT KpakKa
KBbM Oemust 1po0.

e bouka B rbpuTe, Y€CTO OCTPA, HO MOHAKOTA MPOCTO TUCKOM(OPT, HATHCK, TEKECT, AUCKOMDOPT
B FOpPHATA YaCT Ha TSUIOTO, OT KbM I'bp0a, YeNocTTa, I'bPIIOTO, PhKaTa 3aeJHO C yCellaHe 3a
TEXECT, CBbP3aHO C JIOIIO XpaHOCMUJIAHE WU 33/1aBAHe, U3NOTIBaHe, TaJicHe, HOBPbIIaHe WIH
3aMasgHOCT. MOXKe Jja UMaTe ChpaeyeH yaap.

e  CiaboCT WM M3TPhIIBAHE HA JUIIETO, PhKATa WU KpaKaTa, 0COOCHO OT elHaTa CTpaHa Ha TSUIOTO;
npoOJIeMu ¢ TOBOpa MU pa30upaHeTo; BHE3AIMHO 00bpKBaHE; BHE3AIMHA 3ary0a Ha 3peHUE HIIH
3aMBIJICHO 3PEHUE; TEKKO IIIAaBOOOIHME/MUTPEHA, KOETO € MO-JIOMIO OT HOpMaITHOTO. Moxe aa
MOJTyYNUTE HHCYJIT.

BuuMmagaiiTe 3a CHMIITOMHM Ha KPbBEH ChbCHPEK, 0CO0eHO0 aKo:
®  HACKOPO CT€ IMPETHPIEIH Onepaus

e  cre Omiu 00€3JBIDKCHU 32 IBITO BpeMe (HarpuMep MOpaau HapaHsIBaHe, WK 3a00JsIBaHE WK
aKo KpaKbT BH € B THIIC)

e  IBJIro mbTyBaHe (moBeue OT 4 yaca)
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He 3a0paBsiite 1a kaxxeTe Ha Bamus Jiekap, MeIUIIMHCKA ceCTPa WM XUPYPT, Ye npuemMare
Drovelis, ako:

° Bu OpEaACTON HUJIU CTC MPETHPIICIIN OIICpalusl

° BBB BCsIKA CUTYyallrs, B KOATO MEAUIUHCKHU CIICLIUAIUCT Bu nuta ganu NpUEMATEC HAKAKBH
JICKapCTBa

3a pomreiHUTENHA HH(DOpPMAaITUs, MoJis, poueTeTe JIMCTOBKA 3a MalMeHTa Wik oThaeTe Ha [www.bda.bg].

Axo noao3upare, 4€ uMaTe HEXKEJ1aHa pEaKuus, CBbP3aH C yHOTpeGaTa Ha KXK, MOXKETC Ja C’I)O6HII/ITC 3a
TOBAa HA MCAUIHMHCKHA CIICHHUATIUCT UJIK B CbOTBETCTBHUEC C HAIMOHATHUTC U3MCKBAHMSA 3a JOKJIaABAaHC.
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b. JUCTOBKA
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JlncroBka: undopmanus 3a norpeduTeNs

Drovelis 3 mg/14,2 mg ¢puamupanm tadaeTKu
npocnupeHoH/ecteTpo (drospirenone/estetrol)

Ba:kna nndgopmanusi, KosiTo TpAOBa 1a 3HaeTe 0OTHOCHO KOMOMHUPAHUTE XOPMOHATHHI
kouTpaunentuBu (KXK):

Te ca eqHu OT Hal-HaASKIHUTE OOPAaTUMK METOAHU 3a NpelIa3BaHe OT 3a0peMeHsIBaHe, aKo ce
MpujIaraT NpaBUiIHO.

Te cmabo noBuIaBaT prcka OT 00pa3yBaHETO Ha KPbBEH ChbCUPEK BbB BEHUTE U apTepUUTE,
0co0OeHo mpe3 mbpBaTa roJHa OT yrorpebara 1 Ipyu Bb300OHOBSBAaHE Ha IIpHeMa Ha
KOMOHMHMpaH XOPMOHAJIEH KOHTPAENTHUB ciel 4-CeIMUYHO MM TIO-ABJT0 MPEKbhCBAHE.

Mo, ObZieTe BHUMATEITHH U c€ KOHCYATHpaiiTe ¢ Bamus nekap, ako cMsararte, e Moxke Ou uMaTte
CUMIITOMHU 32 HaJIM4re Ha KPhBEH ChCUPEK (BIkTe Touka 2 “KpbBHU checupenn’™).

IIpoueTreTe BHUMATEIHO ISIJIATA JINCTOBKA, IIPEIH 12 3aI0YHETE a IPHEeMaTe TOBA JIEKAPCTBO,
Thil KaTo TS ChbABbPKA BaxkHa 3a Bac undgopmanus.

3amazere Ta3u JIUCTOBKA. MOKe /1a Ce HAJIOKH J1a 5 IPOYETETe OTHOBO.

AKO UMate HAKaKBH JIONMBJIHUTEIIHA BBIPOCH, TonuTaiiTe Bamus jiekap win GapMarieBT.

Tosa nekapcTBO € npeanucaHo Ju4Ho Ha Bac. He ro npeorcThnBaiite Ha Apyru xopa. To Moxke
Jla IM HaBpe.IH.

AKO TIoNTyYuTe HAKAKBU HEXKENaHU pPeaklny, yBeqoMere Bamms nekap unn dapmarneBT. ToBa
BKJIFOYBA 1 BCUYKU Bb3MOXHH HEKCJIaHU p€aKIIMK, HCOIMMCAaHN B Ta3W JINCTOBKA. Bmxre Touka 4.

Kakso CbAbPiKa Ta3u JUCTOBKA

ANl S e

1.

Kakso npencraenssa Drovelis 1 3a KakBO ce W3M03Ba
Kaxso Tpsi0Ba na 3Haere, mpeau ga nmpuemere Drovelis

Kak na npuemate Drovelis

BB3MOKHM HEXETaHU peaKkun

Kak na cexpansBare Drovelis

CoppprkaHne Ha OTIAKOBKATa M JOIBIHUTEIHA HHPOpMALUs

KakBo npencraBasiBa Drovelis u 3a kakBo ce H31m0J13Ba

Drovelis e KOHTPALICITUBHO CPCACTBO, KOCTO CC M3IIOJI3BA 3a MPCAINAa3BaHe OT 3a6peMCH$lBaHe.

Bcewaku 24 po3oBu hunmMupaHu TaOJIETKH ca aKTUBHU U ChIBPIKAT MAJTKO KOJMIECTBO OT JABa
Pa3INYHHU JKEHCKH MTOJIOBU XOPMOHA, HAPEUYEHH €CTETPOJI U JIPOCIIUPEHOH.

Uerupure Oenu puiMupany TabJISTKU ca HEaKTUBHY TaOJIETKH, KOUTO HE ChIbPKAT XOPMOHH U
ce Hapu4ar 1iane6o TabIeTKy.

KoHTpanentuBHuTe TabIETKH, KOUTO CHIBPIKAT JBA pa3IMIHU XOPMOHa, kKato Drovelis, ce
HapuyaT ,,KOMOMHANUS WU ,,KOMOWHUpaHu Tabnetku. Te paboTAT 3aeqHO, 3a 1a MPEIOTBPATIT
oByJnanusTa (0CBOOOXK1aBaHe Ha AUIEKIICTKA OT SIMYHUKA) U J]a HAMAJISIT IIaHca 0CBOOOIeHaTa
SIMTIEKIIETKA Aa OBbJe OIUIOJCHA U 1a 3a0peMeHeeTe.

KakBo TpsioBa 1a 3HaeTe, npeau n1a npuemerte Drovelis
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Oo0mm OesexKn

[Ipenu na 3amounere npuem Ha Drovelis, TpsOBa BHUMATEIHO Jla MpoUyeTeTe HHPOPMAIIUSITa OTHOCHO
KPBBHUTE ChcHUpEld B Touka 2. OcoOCHO BaXKHO € J]a IPOUYETETe 32 CAMIITOMUTE Ha KPHBEH ChCUPEK
— BIKTE Touka 2 “KpbBHU ChcHpeIn”.

[Ipenu na Mmoxxete na 3anmouHere nmpuem Ha Drovelis, Bamusit nekap e Bu 3amane Hkonko BbIpoca
OTHOCHO Bailieto 3/1paBoCI0BHO ChCTOSIHHE U TOBa Ha BarmuTe pogHunu. JlekapsT 1ie uamMmepu
Bamietro kpbBHO HasITaHE U B 3aBUCUMOCT OT ChCTOSIHUETO Bu, MOKe Ja HanpaBU U HIKOU
JOT'BJIHUTEITHHU U3CJICIBAHMUS.

B Ta3u nrcToBKa ca OnmMcaHu HAKOJIKO CHUTYAIlNH, IPA KOUTO TPsIOBa /1a CIpeTe nmpreMa Ha
TabJETKUTE WM NIPU KOUTO TSAXHATA HAJCKAHOCT MOXKE 1a € HamalleHa. B TakrBa cUTyalluy Wid He
TpsiOBa J]a UMaTe MOJIOB KOHTAKT, WA TPA0Ba /1a B3eMeTe TOMbIHUTETHN HEXOPMOHATHU
KOHTpPAIICNITHBHY MpeINazHu MEPKH, HAITPUMED Jia U3MOJI3BATE NPE3ePBaTHB WIH JAPYT OapuepeH
MeTo. He m3non3paiite KaneHaapeH WK TeMIIEpaTypeH MeTo. Te3n METOAN MOXKeE Ja He ca
HaJeKIHH, IOPagl TOBA, Ye TAOJETKUTE BIUSAT BbPXY OOMYaHUTE MPOMEHH B TeMIIepaTypara u
[IEpPBHUKAJIHATA CITy3, KOUTO Ce HaOJII01aBaT 10 BpeMe Ha MEHCTPYaAIHHUS [IUKBJI.

Drovelis, mono0Ho Ha ocTaHAINTEe XOPMOHAJHN KOHTPALCNITHBH, He NPeANna3Ba 0T HH(peKIus ¢
yoBelmiku uMyHoaeduuuTer supyc (XUB) (cuHAPOM Ha NPUAOOUTA HMYHHA HEAOCTATHYHOCT,
CIINH) nau gpyru 60J1ecTd, NpeJaBaHu 10 N0J10B IIbT.

He npuemaiite Drovelis

AKO UMaTe HAKOE OT ChCTOSIHUATA, U30pOeHH 1M0-10.1y, Bre He TpsOBa na usnonssare Drovelis. Ako
MMaTe HIKOE OT TsX, TpsiOBa na uHGopmupate Bamus stekap. Toit e 00chau ¢ Bac kakBa apyra ¢opma
3a MpeJna3Bane oT 3a0peMeHsIBaHe Ou OrJIa Mo-1ToIX0/IA1IIa

- aKo CTe aJIEPTUYHU KbM €CTETPOJ WIH APOCITUPEHOH WIH KbM HSIKOS OT OCTaHAJINTE ChCTABKH Ha
TOBa JIEKapcTBO (M30pOeHH B TOUKa 6);

- aKo uMmare (WM HSIKOTra CTe MMalli) KPbBEH ChCHPEK B KPbBOHOCEH ChJ Ha KpakaTa (IbJI00Ka
BeHO3Ha TpoMbo03a, [IBT), 6enute npodose (OenoapodHa emOonus, BE) unu apyru opranu;

- ako Bu e n3BecTHO, 4e nMare HapyIIEHO ChbCUPBAaHE HA KPBBTa — HApUMep IepHULUUT HAa TPOTEHH
C, nepunur Ha npoteut S, nedpuuut Ha anTuTpoMOuH 11, paktop V-Jlaiinen win
aHTU(HOCHOUIHITHA aHTUTENA;

- aKo ce Hy’>KIaeTe OT ONepallisl WIH OT JBJITO BpeMe cTe 00e3IBIKEHH (BIKTE TOUKa ,,KpbBHI
CchCUpenn‘);

- aKo HSKOTa CTe MMM MHMAPKT WK UHCYIIT;

- aKo uMmare (WM HSIKOTa CTe UMAaIT) CTEHOKapAus (ChCTOSIHUE, KOSTO MPUYUHSBA CHITHA OOJIKA B
I'BPIMTE U MOXKE J]a € MbPBOHAYAJICH MPU3HAK HAa HH(PAPKT) WM MPEXOAHA HCXEMHUYHA aTaKa
(ITMA — mpexoaHA CUMIITOMH Ha UHCYIT);

- aKo MMaTe HIKOE OT cleTHUTE 3a00IIIBaHMS, KOUTO MOXKE Ja IOBUIIAT PUCKA OT KPBBEH ChCHPEK
B apTepUUTe:

- TEXBK THA0ET ¢ YBpEXJaHe Ha KPbBOHOCHHUTE CHIOBE;

- MHOT'O BUCOKO KPBBHO HAJISITaHE;

- MHOT'O BUCOKO HUBO Ha Ma3HHHHUTE B KPBBTA (XOJIECTEPOI WA TPUTITHLEPUIN);
- CBCTOSTHHE, U3BECTHO KaTO XUIIEPXOMOIHCTEHHEMHUS,

- aKko umare (WM cTe UMaJli) BUJl MUTpEeHa, HapedyeHa ,,MUrpeHa ¢ aypa‘;

- aKo uMare (WU CTEe UMaJli) TyMOpP Ha 4epHHS Ipo0 (100pOoKayeCTBEH MM 3JI0KAYECTBEH);

- aKo uMare (WU CTe UMalli) YepHOIPOOHO 3a0omsaBaHe U 4epHUAT Bu npob Bee ore He
(YHKIIMOHUPA HOPMAITHO;
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- ako Ob0OperuTe Bu He pabotar mobpe (0b0pedHa HeTOCTATHIHOCT);

- aKo mMate (MU CTe MMAJU), WM € Bb3MOXHO J]a UMaTe, PaKk Ha IbpJaTa WU pak Ha
TCHUTATNHTE;

- aKo UMaTe HeM3sCHEHO BarMHAIHO KbPBEHE.

AKO HSIKOE OT TE3H ChCTOSHHUS C€ TIOSIBY 3a ITBPBH BT, oKaTo u3non3eare Drovelis, He3a0aBHO cripeTe
npueMa My 1 uHpopmupaiTe Bamus nekap. MexmyBpeMeHHO HU3I0I3BaiTe HEXOPMOHATHU
KOHTpAaIeNTUBHU cpencTBa. ChIo Taka BIKTE U ,,O0IHM OSIeKKN B TOUKA 2 MO-TOPE.

IpenynpesxieHus v MpeanasHu MePKH
T'oBopere ¢ Bamms nekap nnu gapmarieBT, npeau na npuemere Drovelis.

Kora tpsibBa na ce cBbprkeTe ¢ Bamms ekap?

IToTwspcere crieniHa MEAUITMHCKA TTIOMOII]
° aKo 3a0eeKUTE BB3MOXKHH MPU3HAIM 32 KPBBEH ChCHUPEK, KOSTO MOXKE J1a 03HAaUaBa, ue ce ¢

o0pasyBai KpbBEH ChCHPEK B Kpaka (HarmpuMep IbI00Ka BEHO3HA TpoM003a), KpbBEH ChCHPEK B
Oenust 1po6 (Hanpumep 6enoapodHa eMOonus), THPAPKT WK UHCYIT (BX. ,,KpbBHU chcupenn”
10-JI0ITY ).

3a onrcaHue HA CUMITTOMUTE Ha TE3W CEPUO3HU HEXEJIaHU PeaKIluu, MOJIs, ipoueTeTe ,,Kak na
pasmo3HaeM KPbBEH ChCHPEK .

HNudopmupaiite Bammus jekap, ako HAKoe 0T H30pOeHNUTE MO-10J1y CHCTOSIHMS ce OTHacsi 3a Bac
AKO CBCTOSTHHETO Ce pa3BHe WM BIIOLIH, JoKaTo npueMate Drovelis, cpino TpsiOBa 1a yBegomure
JIeKapsi CH.

- ako Baii/a 01nu3bK/0/11M3Ka pOIHHHA MM WIIH HAKOT'a € MMaJjl/a pak Ha I'bpJaTa;

- aKo UMare HaCcJIeCTBEH WK MPUA0OHT aHrroeneM. JlekapcTBa, KOUTO ChAbPIKAT ECTPOTCHU
MorarT Jia NpeAU3BUKAT MM BJIOLIAT CHMIITOMUTE Ha aHrHoeaeM. HezabaBHO ce KOHCYyITHpalTe ¢
Bammmws siekap, ako MoJdy4uTe CHMITOMH Ha aHTHOEIeM KaTo MOyBaHe Ha JIMIIETO, e3UKa W/HITH
'BPJIOTO, W/WITH 3aTPYIHEHO TMPETTbIIaHe, WK O0PUB ChC WK 0€3 3aTPYAHEHO JIUIIAHE;

- aKo MMare YepHOIpoOHO 3a00IsABaHe WK 3a00JsIBaHe HA JKITbYHUS MEXYD;

- ako umare 6b0peuHo 3a00Is1BaHE;

- aKo uMaTe auaber;

- aKo CTpajaTe OT JCTPecus;

- ako mMare emmiencus (Bukrte Touka 2 ,.JIpyru nekapctsa u Drovelis®);

- ako umare 6osect Ha KpoH uiu yiepo3eH KOMUT (XpOHHYHO BB3MAIUTEIHO 3a00IsIBaHe Ha
yepBara);

- ako umare cuctemen nymnyc eputematoziec (CJIE - 3abonsBane, 3acsraino Barrata umyHHa
cucreMa);

- aKo uMare XeMoJIHuTHIeH ypemuueH cuHipoM (XY C - HapylieHre Ha KphbBOChCUPBAHETO,
MpUYUHSBAIIO OBOpEeYHa HETOCTATHYHOCT);

- aKo UMaTe ChPIOBUIHOKICThYHA aHEeMHsI (HACIIESCTBEHO 3a00JISIBaHE HA YUEPBEHUTE KPHhBHU
KJIETKN);

- aKo UMare MOBUILICHH HUBA HA Ma3HWHH B KPHBTA (XUMEPTPUTIUIEPHIEMHUS) HIIH TOJTO0KHUTEITHA
(amMuITHa aHaAMHE3a 32 TOBA ChCTOSIHUE. XUIIEPTPUIIIUIICPUICMHUSITA CE CBBP3Ba C IOBUIIICH PUCK
OT pa3BHUTHE HA MMAHKPEaTHUT (BB3MAaJICHUE Ha TTAHKpeaca);

- axo Bu ce Hanmara omneparnys Wim OT IBJITO BpeMe CTe 00e3ABIKeHH (BIKTE ToUKa 2 ,,KpbBHU
ChCHUpEIn‘);
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- aKO TOKY-IIO CTE POJUIIM, CTE U3JI0KEHH Ha MOBHIIICH PUCK OT KPbBHU ChcHpery. TpsoBa na
MOTIUTATE JIEKAaps CH KOJIKO CKOPO CIIE/ PaXKIaHETO MOXKETE J1a 3arovHeTe ja npuemare Drovelis;

- aKO MMaTe Bh3MAJICHUE Ha BEHUTE O] KOXKaTa (MIOBBPXHOCTEH TPOMOO(hIeOuT);

- aKo MMaTe pa3lIupEeHU BEHH,

- aKo MMaTe WM HIKOTa CTe UMaJld Xj10a3Ma (00e31BETsIBaHEe Ha KOKaTa, 0COOEHO 110 JIUIIETO MJIH
BpaTa, Taka HapeYCHUTE ,,lIeTHA Ha OpeMeHHOCTTa ). B TakbB cioyuaii, TpsiOBa aa n30srBare
JTUPEKTHO M3JIaraHe Ha CIbHYEBA WK YITPABHOJIECTOBA CBETIINHA.

- aKO MMaTe ChCTOSIHUE, KOETO C€ € TMOSABUJIO 3a IPBB BT 10 BpeMe Ha OPEMEHHOCT WIIH MTPEIUIIIHA
ynotpe0a Ha I0JIOBU XOpMOHH (HampumMmep 3aryda Ha ciryxa, 3a00J1siBaHe Ha KPbBTa, HAPEYCHO
nopdupusi, Ko>keH 0OpHB ¢ MeXypueTa 1o BpeMe Ha OpeMeHHOCTTa (recTallMOHEH XEepIIec),
HEBPOJIOTHYHO 3a00JIIBaHe, MPH KOETO MOXKE Ja C€ TOSBAT BHE3AITHH JIBUKCHHSI Ha TSUIOTO (XOpest
Ha CHuzeHxam).

KPBbBHU CbCUPELIN

AKo ce n3noa3Ba KOMOMHUPaH XOpMOHAJIEH KOHTPAIIETITUB, KaTo Drovelis, pUCKbT OT pa3BUTHE HA
KPBBEH ChCUPEK € M0-BUCOK, OTKOJIKOTO aKO HE CE€ M3MO0JI3Ba TAKHB KOHTPALICNITHB. B peaku ciydan
KPBBEH ChCUPEK MOXKE Jla OJIOKMpa KPBBHUTE ChIOBE U JIa Ch3/1aJle CEPUO3HU MPOOIEMH.

KppBHE chcupenn Moxe 1a ce o0pasyBar
- BBB BEeHHTE (M3BECTHH KaTo ,,BEHO3HA TpomOo03a®, ,,BeHo3Ha TpoMOoembonus niu BTE)
- B apTepunTe (U3BECTHH KaTO ,,apTepPHaIHA TPOMOO3HU, ,,apTepraiHa TpoMOoeMOOIns* HiTH
ATE).

Bb3cTaHoBsIBaHETO OT KPBBHU CbCUPCIN HE BUHAT'U € IIBJIHO. PH[IKO Ca Bb3MOXHU CCPHUO3HU
IBITOTPAWHU €EeKTH HITH, MHOTO PSAKO, T€ MOTaT ja Obaat (atanHu.

BaikHo e 1a 3an0MHHTe, Ye OOLIUAT PUCK OT YBPEKIALl KPbBEH ChbCHPEK NOPaju ynorpeda Ha
Drovelis e manrbK.

KAK JIA PA3IIO3HAETE KPBBEH CbCHUPEK

HOT’L[}C@TG CrICIHa MCIUMITMHCKA ITOMOIIL, aKO 3a0€JIeKUTE HAKOH OT CJICIHUTEC INPpU3HAIU WU
CUMIITOMM.

Mwmate nu HIKOM OT Te3U MpU3HALN? OT KaKBO € BE3MOXKHO J1a
crpagate?

- OTOK Ha eIMHUS KPaK WU 110 MPOIBIDKEHIE HA BeHa B Kpaka win | [Ip100ka BeHO3Ha TpoMO03a
XOIHMIIOTO, OCOOEHO KOTraTo TOBA € CHIIPOBOJIEHO OT:
- Ooika win OOJIE3HEHOCT B Kpaka, KOsITO MOXeE JIa C€ ycelna
caMo IpH CTaBaHe WM XOJCHE
- 3aTOIUIHE Ha 3aceTHAaTHA Kpak
- TIpoMsHA B IIBETa Ha KOKaTa Ha Kpaka, HallpiuMep cTaBa OIer,
YEPBEH WA CUH

- BHe3alcH HEOOSICHUM 3a/IyX WIH YCKOPEHO JHIIAHE; BenmonpobHa emOomust

- BHe3aITHa Kaluuia 0e3 BUauMa IpUIrHA, TIPU KOSTO MOXE J1a Ce
OTKAIILIS KPBB;

- ocTpa 0oJKa B TPHIHUS KOII, KOSITO MOXKE J]a C€ YCHIIH MIPH
JUBJIOOKO BIWIIIBAHE;

- CHIJTHO NIpPUMAJISIBaHE WJIU 3aMaiiBaHe;
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YCKOpEH WITH HEeTPaBWICH ChpACUCH PUTHM;
CWJIHA 0OJIKa B CTOMAaXa;

AKO HE CcTe CUTYpHH, TOBOPETE C JIEKApP, Thil KATO HAKOU OT TE3U
CUMITOMHU, KaTO KalllTUI[a WK 33]lyX MoraT Jia ce 00bpKar ¢ mo-
JIeKo 3a00JIBaHe, KaTO UH(PEKIUS Ha JTUXATSIHUTE ITHTUINA
(mampumMep mpocTyaa).

CI/IMHTOMI/I, KOHUTO Hal-4eCcTo ce mojrydaBaT B €IHOTO OKO:

BHE3aITHa 3ary0a Ha 3peHue Wi HeOOJIe3HECHO 3aMbIIISIBaHE
Ha 3PEHUETO, KOETO MOXKE Jla porpecupa 1o 3aryda Ha
3peHHE;

Pernnamna BeHo3zHa TpoM0O03a
(KpBBEH CHCHPEK B OKOTO)

0omKa, TUCKOM(OPT, HAIPEIKEHHUE, TEIKECT B TPhIHUS KOIII,
yCelllaHe 3a CTATaHe WM TEXKECT B ThPANTE, PhKaTa Wi TOJ]
IpBIHATA KOCT;

yCeIllaHe 3a CUTOCT, JIOIIO XPAHOCMILUIAHE HITH 3a/1aBSHE;
JTUCKOM(OPT B TOPHATA YaCT HA TSIIOTO, PA3MPOCTPAHSIBAIL] CE
KBbM I'bp0a, YeNII0CTTa, I'bPIIOTO, PbKATa M CTOMAXxa;
U3MOTSBaHE, TajIcHe, MOBPBIAHE UK 3aMasiHOCT;
MpeKoMepHa c1abocT, 0€3MOKONCTBO WK 33/yX;

YCKOPEH WU HEMPABUIICH ChPJICUCH PUTHM.

WNudapkr

BHE3arHa c1aboCT WK U3TPBIIBAaHE HA JIUIIETO, phKaTa MU
Kpaka, 0cOOCHO OT eTHaTa CTpaHa Ha TSIOTO;

BHE3AITHO 00BPKBAHE, 3aTPyTHEH TOBOP MIIN 3aTPYIHEHO
pasbupane;

BHE3AITHO 3aTPyIHEHO BIDK/IAHE C €HOTO WJIH U C IBETE 0YH;
BHE3AITHO 3aTpyIHEHUE NP XO/IeHE, 3aMasHOCT, 3ary0ba Ha
paBHOBECHE WJIN KOOPAMHALINS;

BHE3AIHO, TEXKO WM MPOIBIDKUTEIHO TTaBodonue 0e3
W3BECTHA TIPUYNHA;

3ary0a Ha Chb3HaHME WU MIPUIIAABK ChC WU 0€3 I'bpY;

[ToHsiKOTa CUMIITOMHUTE Ha MHCYJIT MOTaT Ja ObIaT KPaTKOTPalHU C
MOYTH He3a0aBHO U IIBJIHO BB3CTAHOBsIBaHe, HO Bue Bce mak TpsiOBa
Jla TOTHhPCUTE CHEIIHAa METUIIMHCKA [TOMOII, Thil KATO MOXKeE J1a
uMaTe PUCK OT APYT HHCYIIT.

Wncynr

OTOK U JICKO TIOCUHSIBaHE HA KPAHUK;
crHa 6onka B cTomaxa (,,0CThp KopeM™).

KpbBHE cheupeny,
OJIOKHMpAIIH IPYTH
KPBbBOHOCHHU ChJIOBE

KPBBHU CbCHUPELI BbB BEHA

KakBo Moske 1a ce ciIy4Hd, ako KpbBeH ChbCHPEK ce 00pa3yBa BbB BeHa?

Ynorpebara Ha KOMOMHUPAaHU XOPMOHATHN KOHTPAIIETITUBY € CBbP3aHa C yBEJIMYCHNE Ha PUCKA
0T 0oOpa3yBaHe Ha KPbBHH ChCHPEIM BbB BEHUTE (BeHO3HA TpoM003a). Te3u HeKeIaH! PeaKiiuu
obaue ca peaku. Haif-uecTo Te ce monmy4aBar npe3 mbpBaTa roguHa Ha ynorpeda Ha KOMOMHHUPaH

XOpPMOHAJICH KOHTPALCTITUB.

AKO KPBBEH ChCHPEK Ce 00pa3yBa BbB BEHA B KpaKa WX XOAUIOTO, TOW Moxke 1a npudunau JIBT.
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- AKO KpBBEH ChCHUPEK IIPEMHHE NP3 Kpaka M MomnagHe B 6emus apoo, Toit Moxe faa npuduau bE.
- MHoro psIKO ChCHPEK MOXE JIa ce 00pa3yBa BbB BeHA B IPYT OpraH, HAIPUMEP B OKOTO
(peruHaHAa BEHO3HA TPOMOO03a).

Kora puckbT 0T 00pa3syBaHe Ha KPbBEeH CbCHPEK BbB BeHa € Hali-BUCOK?

PucksT 0T 00pa3zyBaHe Ha KpbBEH ChCHPEK BbB BEHA € Hali-BUCOK B IIbpBaTa FOAMHA OT IIpUeMa Ha
KOMOHMHMpaH XOPMOHAJIEH KOHTPAIIENTHB 32 MbPBH ITBT. PUCKBT MOXKe ChIIO 1a Ob/E MO-BUCOK, aKO
MOJTHOBUTE TIpUeMa Ha KOMOWHUpAH XOPMOHAJICH KOHTPAIETITUB (CHIMUS MM PA3IIUEH MPOIYKT) CIIE]
MIPEKbCBAHE OT 4 CEAMUIIN WM MTOBEYE.

Cnen mbppBaTa roiHA PUCKBT HAMAJISBA, HO € BUHArM MaJIKO MTO-BUCOK, OTKOJIKOTO aKO HE U3I0JI3BaTe
KOMOHMHHpaH XOPMOHAJIEH KOHTPAIEIITHB.

Korato npekparute npuema Ha Drovelis, puckbT oT 00pa3yBaHe Ha KpbBEH ChCHPEK IpH Bac ce Bpbina
KbM HOPMAQJIHOTO B PAMKHTE HA HAKOJIKO CEAMMIIH.

KakbB e pucKkbT 0T 00pa3yBaHe Ha KPbBEH chcupek?

Pucksbt 3aBucu ot Bamms ecrectBen puck ot BTE u ot Buza koMOMHUpPaH XOpMOHaJICH KOHTPALICIITHB,

KOMTO M3M0JI3BaTe.

OOmumAT puck oT oOpa3yBaHe Ha KPBBEH ChcHpeK B kKpaka i Oenust apo6 (ABT wnu BE) npu

ynotpeba Ha Drovelis e Manbk.

- [Tpu oxoio 2 sxenn ot 10 000, KOUTO HE U3MON3BAT HUKAKHB KOMOWHUPAH XOPMOHAJIEH
KOHTpAIICNITHB U He ca OpeMeHHH, 111e ce 00pa3yBa KpbBEH ChbCUPEK B PAMKUTE Ha €JHA TOAWHA.

- [Ipu okoino 5-7 sxenu ot 10 000, KouTO U3MOI3BAT KOMOMHUPAH XOPMOHAJIEH KOHTPALlENTHB,
ChIBpIKalll HUCKA 71032 eTHHIIecTpanuoi (< 50 MUKporpaMa eTHHHIECTPaAu0I) KOMOMHUPAH C
JIEBOHOPIeCTpes, HOPETUCTEPOH MM HOPrecTHUMAT, Iie ce 00pa3yBa KPbBEH ChbCUPEK B PAMKUTE
Ha €JJHa TOAMHA.

- Bce o1ie He € U3BECTHO KaKbB € PUCKBT OT 00pazyBaHe Ha KPbBEH ChCHPEK MPH yrnoTpedaTa Ha
Drovelis B cpaBHeHue ¢ pricka npH ynorpedbata Ha KOMOMHUPAaH XOPMOHAJICH KOHTPAIICTITUB,
ChIbp>Kalll IEBOHOPIECTPE.

- PuckbT 0T 06pa3zyBaHe Ha KpbBEH ChCUPEK 3aBHCHU OT Bamara inyHa MeJUIMHCKA HCTOPHUS
(BuxTe ,,DaKTOpPH, KOUTO yBEIHNYABAT PHCKA OT 00pa3yBaHe Ha KPbBEH ChCUPEK BbB BE€HA MIPU
Bac* mo-gomy).

Puck oT pasBuTHE Ha KPbBEeH
ChCHpeEK 3a Mepuoj oT eJHa
roANHA

JKeHun, KouTO He M3MOA3BAT KOMOMHUPAHO XOPMOHATHO Oxkogo 2 Ha 10 000 xenu

Xar4e/mIacTUp/IpbCTeH U He ca OpeMeHHU

JKeHun, konTo M3MO3BaT KOMOWHUPAH XOPMOHAJICH Oxkoro 5-7 Ha 10 000 >xenn

KOHTpAIENTHB 1Mo/ (hopMaTa Ha Xarde, ChIbPKalll HUCKA 71032

eTHHUIeCTpaauod (<50 MUKporpamMa eTHHIIICCTPAIHOIN)

KOMOHMHHpAH C JIeBOHOpPTrecTpeJ, HOPeTHCTEPOH UM

HOPrecTHMAT

2Kenn, xouro m3nonssat Drovelis Bce o1ie He e n3BecTeH

dakTopH, KOUTO YBeJIMYABAT PUCKA OT 00pa3yBaHe HA KPbBeH ChCHPEK BLB BeHa npu Bac
PuCKBT OT KpbBEH ChCHPEK BLB BeHa IpH ynorpeda Ha Drovelis € Mambk, HO HSIKOU ChCTOSTHHS 1€ TO
MOBHINAT. BammsT puck e mo-BUCOK:

- aKo CTEe C MHOT'O TOJIIMO HaJIHOPMEHO TerIo (MHAEKC Ha TeaecHa Maca wii UTM nan 30 kg/m?);
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- aKo HAKOU oT Bammre Hali-OJIM3KN POJHUHY € HMal KPBBEH ChCUPEK B Kpaka, OenmnuTe ApoOoBe
WK IPYT OpraH B MiiaJia Bb3pacT (HanpuMmep, npean S0-roauniHa Be3pact). B To3u ciryyaii Moxe
J1a IMaTe HACJICACTBCHO HAPYILICHNE HA KPbBOCHCUPBAHETO;

- aKo ce Haiara ja Bu onepupat uim ako cte 00e3/IBIDKEHH OT JIBJITO BpeMe Mopajiy TpaBMa Ml
3a00JIsIBaHe, MM aKO KpakbT Bu e B ruric. Moe Jia ce HaJloXKH Jia IpeycTaHOBUTE yroTpebaTa Ha
Drovelis HSKOJIKO CEIMUIIU MPEH ONEPANUAITa HIIH JOKATO CTE ITO-MaJIKO TOJBIKHH. AKO €
HEo0X0IMMO Jia cripete ynotpebara Ha Drovelis, koHcynTupaiite ce ¢ Bamus nekap kora Moxerte
Jla 3aII0OYHETE JIa IO U3IO0JI3BaTe OTHOBO.

- C HampeBaHe Ha Bh3pacTTa (0CO0EHO ciel 35-rouiIHa Bb3pacT);

- aKo CTE€ POAMIIN MPEIH O-MAJIKO OT HAKOJIKO CEIMHUIIH.

KonkoTo nmoBeue 3a00sBaHNs ©MAaTe, TOJIKOBA IIOBEYE PUCKBT OT 00pa3yBaHE Ha KPbBEH ChCHPEK
HapacTBa.

CamounereH noset (> 4 yaca) MOJke BPEMEHHO J1a YBEJIMYHU pUCKa OT 00pa3yBaHe Ha KPBBEH ChCHPEK
pu Bac, 0co0eHO ako umare HAKO# OT IpyruTe u30pocHHu (HaKTOpH.

Baxuno e na uadopmupare Bamms nekap, ako HIKOE OT T€3U ChCTOSHUS ce OTHacs 10 Bac, mopu ako He
cte curypHH. Jlekapsat Bu mosxe na pemn, ye ynotpedata Ha Drovelis Tps6Ba fa ce nmpeycTaHOBH.

AKXO HSIKOE OT ChCTOSIHUSITA TIO-TOPE ce TIPOMEHH JI0KaTo u3non3Bare Drovelis, Hanpumep O1H3bK
poaHMHA pa3Bue TpoMO03a ¢ HEYyCTaHOBEHA MPUYMHA WM HAaIIbJIHEETe MHOTO, HH(pOopMHupaiiTe Bamms
Jexap.

KPBbBHU CBbCUPELIU B APTEPUSA

KaxkBo mo:ke 1a ce ciyun, aKko KpbBeH ChCHPeEK ce 00pa3yBa B apTepusi?
[Tono6HO Ha KPBBHUS CHCUPEK BHB BEHa, 00pa3yBaHETO Ha KPbBEH CHCHPEK B apTepHsi MOXKE Aa
NPUYIMHHU CEpHO3HH ITpobaeMu. Hanpumep ToBa Moke fa NMpUYMHN UH(APKT WIK UHCYIT.

dakTOpH, KONTO MOBUIIABAT PHCKA 0T KPbBEH ChCHPEK B apTepusi

BaxxHo e ma ce 3Hae, 4e pUCKBT OT WHGAPKT WM HHCYNT npH ynotpedara Ha Drovelis e MHOTO MaibK,

HO MO€ J]a c€ TIOBHIITH:

- C Hampe/BaHe Ha Bb3pacTTa (Clies] OKOJIO 35 roJIuHHM);

- ako mymmuTe. Korato u3nonssare KOMOMHUPaHN XOPMOHAJIHH KOHTpaLenTuBy, kato Drovelis, e
MPETIOPHYNTETHO A CIIPETEe TIOTIOHOITYIIEHETO. AKO HE MOXeTe Ja CIIPeTe TIOTFOHOITYIIIEHETO U
CTe Ha BB3pacT HaJ 35 ronunu, Bamust nekap Moxxe na Bu mpenopbya 1a usnon3saTe APYyT TUI
KOHTpAIICTITHB;

- aKo CcTe C HAJHOPMEHO TETJIO;

- aKO MMaTe BUCOKO KPHBHO HAJISTAHE;

- ako Barr 6im3bK pogHMHA € uMall HHGAPKT WK HHCYJIT B Milaja Bb3pacT (mpenu S0-roauiiHa
BB3pacT). B T03u cirydaii pucKbT OT WHGAPKT WIM HHCYIT MOXKE J]a € TT0-BUCOK | ITpH Bac;

- ako Bue nnm Bam 63K pogHHHA MMaTe BUCOKO HUBO HA Ma3HMHHM B KPBBTA (XOJIECTEPOIT WITH
TPUTIIMLEPUIN);

- aKo MMaTe MUIpeHa, 0COOEHO MHUTPEHa C aypa;

- aKo mMate MpoOJIeMH ChC ChPIETO (KIATHH MOPOIH, PUTHMHO HapyIlIeHHe, HapeueHO
MIPEACHPIHO MBXKICHE);

- aKo mMate 1uader.

AKO uMare 1moBeve OT €IHO OT TC3H CHbCTOAHUA NI HAKOC OT TAX € 0Cco0eHO TEXKO, PUCKET OT
06pa3yBaHe Ha KPBBCH CHCHUPCK MOKEC Ja CC MOBUIIIN JOPU OILIC MMOBLCYC.
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AKo0 HSIKOE OT TOPHUTE CHCTOSIHUS C€ TPOMEHH, I0KaTo mpuemare Drovelis, Hanpumep, 3anodHeTe 1a
nymmure, Bam 6113bK poHIHA pa3Bre TPoM0O03a ¢ HEYCTaHOBEHA MPUYMHA WIIM HAITBJTHEETE MHOTO,
uHpopmupaiite Bammus nekap.

Pax

[Ipu >xeHu, n3Moa3BaIIM KOMOMHUPAHU KOHTPALIENTHBY, paK Ha I'bpJaTa ce OTKPHBA MAJIKO IO-YECTO,
HO HE € U3BECTHO JIaJii € MPUYNHEH OT TepanusaTa. Hanmpumep, Moke f1a ce IbKU Ha (hakTa, de
TYMOPHUTE C€ OTKPUBAT MTO-YECTO TPH KEHHU, MPHEMaIld KOMOMHUPAaHU KOHTPAIICTITHBH, 3aI[0TO TE CE
Iperyiexxaar no-4ecto ot jJekap. Cies cnupane Ha NpueMa Ha KOMOWHUPaHUTE KOHTPALETITHBH
MOBHUILIEHUAT PUCK NIOCTENEHHO HaMalsiBa. BaxkxHo € fa mpoBepsiBaTe IbpAUTE CH PEAOBHO U aKO
nmouyyBcTBaTe Oy4Ka, J1a ce cBbpkeTe ¢ Bamms nekap. Cwino Taka TpsiOBa ja yBegomure Bamus nekap,
ako Barra 6113Kka poJHHHA MMa HIIM € UMajla pak Ha rbpjaaTa (BuxTe Touka 2 , IIpenynpexaeHus u
Mpeana3Hd MEpKu‘).

B penku cmydan no6pokadecTBeHH (HEPAKOBH) YSPHOAPOOHH TYMOPH, a B OIIIE MO-PEIKA CITyUaH -
3JI0KAYE€CTBEHU (PaKOBH) YEPHOIPOOHH TYMOPH ca ChOOIIaBaHH MTPH YIIOTPEOSBAIIUTE TAOICTKH.
CBBpiKeTE Ce C JIeKaps CH, aKO UMaTe HeOOMJaliHO CHITHA KOpeMHa O0JIKa.

PakbT Ha mmiikata Ha MaTKaTa ce IpUUMHIBA OT MH(eKuus ¢ yoBewku nammioma Bupyc (UI1B). Uma
CHOOLICHUS, Ye Ce MOSBSIBA M0-YECTO MPH KEHH, KOUTO Ca MPpHUEMaliil KOHTPALETITHBY OBEYE OT

5 roaunu. He e u3BecTHO nany ToBa ce Jb/DKU Ha IIpUeMa Ha XOPMOHAJIHU KOHTPALEITUBY, WIN Ha
IpyTu (GakTopu, KaTo HAIIPUMEp Pa3iiuKa B CEKCYaIHOTO I1OBEJICHUE.

IMcuxuvyHn HApyIEeHUsT

Hsikon eHHM, KOUTO M3II0JI3BAT XOPMOHAITHN KOHTpAIENTHBY, BKItounTenHo Drovelis, cho0miaBar 3a
JIeTIpecHsi WK JICTIPECHBHO HacTpoeHue. JlenpecusTa Moxe J1a ObJie Cepro3Ha M MOHSIKOTa J1a JOBEIE 10
MHCJIH 32 CAMOYOMHCTBO. AKO MOJTYYUTE IPOMEHHU B HACTPOCHHETO M CHMIITOMH Ha JICTIPECHSL, TIPH
IbPBa BB3MOXKHOCT CE CBBPXKETE CE C JISKapsl CH 3a JIOMBbJIHUTEIHA MEUIIMHCKA KOHCYITAIIHS.

KbpBeHe MexIy OTAETHATE KN

BammsT muKBII 0OMKHOBEHO IITE 3aIT04Ba, JOKATO MpHeMaTe OelnTe Tuane0o TabIeTKH OT OImaKkoBKaTa
Drovelis. ITo BpeMe Ha IbPBUTE HAKOJIKO Mecella, B KOUTO IpuemaTe Drovelis, Moxe 1a umare
HEOUYaKBaHO KbpBeHE (KbPBEHE M3BBH 0OMYaitHUTe 1U1are0o nHu). B moBeueTo ciryyau ToBa KEPBEHE ©
JIeKO ¥ OOMKHOBEHO HE M3UCKBAa CAHUTApHA 3aIfuTa. AKO TOBa KbPBEHE MIPOIBIDKHU TIOBEUE OT HIKOJIKO
Mecella, WIH aKo 3aIovHe CIIe]] HIKOIKO MECEIIa, JeKapsaT TPsAOBa Ja OTKpHe MPHUINHATA.

KakBo Tpsi0Ba 1a HanpaBUTe, AaKO He ce MOABH 00NYaiiHOTO KbpBEHe

AKO cTe npHeIy BCUYKH PO30BU TaOJIETKHU NPABUIHO, HE CTE UMM MOBPBILAHE WIN TEXKKa JUapusl U
HE CTe MpHEeMaJIn IPYTH JIEKapCTBa, MAJIKO BEPOSTHO € Aa cTe OpemeHHa. [IpoabmkaBaiiTe aa npuemare
Drovelis kakTo 0OUKHOBEHO.

AXo0 He cTe IpHEeNH IPaBUIHO BCUYKH TaOJIE€TKHU, UM aKo JBa OPEIHU IBTU HE CE MOABU OOMYaiHO
KbpBEHE, MOKe J1a cTe OpemeHHa. HezabaBHo ce cBbpikeTe ¢ jekaps cu. He 3anousaiite cnenpamara
OTIAKOBKa, IOKATO HE CTE CUTypHa, Y€ He cTe OpeMeHHa. BukTe cbiio B paszaen 3 ,,AKO MOBpBILATE WIN
uMare TexKa Iuapus wim B paszaen 2 ,,/lpyru nexapcrsa u Drovelis*

Jeua u roHomu
Drovelis e moka3zan 3a ynorpeba camo ciiex MeHapxe (ITbPBHUST MEHCTPYaJleH LIUKB).

JApyru nexapctBa u Drovelis

WNndopmupaiite Bamus nekap nin ¢papmaneBT, ako mprueMaTe, HaCKOpo CTe MPUEMali WK € Bb3MOXKHO
Jia preMeTe Apyru jJekapcerBa. ChIo Taka HHGOopMUpaiiTe BCEKH YT JIeKap WX CTOMATOJIOT, KOWTO
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Bu nmpenmnucsa apyro nekapctso (wim papmaneBt), ue n3nonspare Drovelis. Te me Bu yBegomsT nanm e
HE00XO0IMMO J1a B3eMETe JOBIIHUTECIHU KOHTPAIICTITUBHU MEPKHU (HArpuMep yrorpeda Ha
Mpe3epBaTUBH) U aKo /13, 38 KOJIKO BpeMe, WU Jalli IPpyroTo JIEKapCcTBO, OT KOETO ce Hy)KIaeTe, TpaoBa
na Ob/ie CMEHEHO.

Hsikom nekapcTBa Morar Jia MOBIUSIST HA KphBHUTE HUBA Ha Drovelis 1 Mora Jja HamansT

edpexTuBHOCTTa HA Drovelis mpu npeanazBane oT OpeMEHHOCT WM Jja MPEAU3BUKAT HEOUaKBaHO

KbpBeHe. TyK ce BKIIIOYBAT JIGKAPCTBA 3a JICUCHNE Ha:

- enmyercus (HapuMep 6apoutypartu, kapdamaszenuH, GeHUTONH, TPUMHIIOH, (endamar,
OKcKap0a3enuH, Tonupamar);

- TyOepKyIio3a (HarpuMep puhaMIuIKH);

- HIV u xematur C Bupycuu (HCV) undeknnm (Taka HapedeHUTE MPOTea3HN HHXUOUTOPH U He-
HYKJICO3UTHU UHXHUOUTOPH HA 00OpaTHATa TPAHCKpHUIITa3a, KATO pUTOHABUD, HEBUPAIIUH,
eBa(upeH);

- rpOMYHN WHGEKITHN (HalpuMep rpu3eodyIIBHH);

- MTOBUITIaBaHE HA HAIATAHETO B KPHBOHOCHUTE CHIIOBE Ha OennTe apoboBe (HampuMep O03¢HTaH).

BunkoBusT MpoyKT *KBIAT KaHTapuoH (Hypericum perforatum) chIio MOXe J1a TIOBJIHsIC JSHCTBUETO Ha
Drovelis. Ako o Bpeme Ha npueMa Ha Drovelis nckate fa u3no3Bare OMIKOBH MPOAYKTH, ChIbpPKAIIN
KBJIT KAHTAPUOH, TIPEH TOBA TPsiOBa fa ce mochBeTBaTe ¢ Barmms nekap.

AXo mIpreMare Te3u JIeKapCcTBa WITH OUITKOBH MTPOJTYKTH, KOUTO MOTAT Jia HAMAJIAT IeHCTBUETO Ha
Drovelis, e He00X0IMMO J1a H3IIOJI3BATE CHINO OapuepeH KOHTpaIeNTHBEH MeTo . bapuepHusT MeTos
TpsI0Ba /1a ce M3I0JI3Ba MPe3 ISUIOTO BPeMe Ha €HOBPEMEHHOTO JICYCHHE C IPYTOTO JIEKAPCTBO U JI0
28 gHM cien mpekpaTsiBaHeTo My. AKO €JHOBPEMEHHATa Tepanus MPOAbIDKH CIIe]] MPUKII0YBAHE Ha
PO30BUTE aKTHBHU TaOJIETKH Ha TeKymnaTa Bu omakoBka, 6enure miamnedo TadleTKu TpsiOBa Ja ce
M3XBBPIAT U BeHAra J1a 3all0YHETe IPUEeM Ha HOBa onakoBka Drovelis.

AKO ¢ He00X0IMMO TIPOIBIDKUTEITHO JICUCHHE C HIKOE OT TOPEU30pPOCHUTE JIEKapCTBa, TPSOBa Aa
M3II0JI3BaTe HEXOPMOHAIIEH MeTO/ 3a KoHTpanemnius. Koncynrupaiite ce ¢ Bamus nekap wnu
(hapmarieBT.

Drovelis Moxe 1a mopnusie IHCTBUETO HA JPYTH JIEKapCTBa, HAIIPUMED:

- IUKIIOCTIOPYH (JIEKAPCTBO, M3TIOI3BAHO 32 TIPEIOTBPATSIBAHE HA OTXBBPIISTHETO HA THKaH CJe]
TpaHCIJIaHTALNA);

- JMaMOTPWKUH (JIEKApCTBO, U3IOJI3BAHO 32 JICUCHUE HA CTIUJICTICHS).

KomOunmpaHnara TepaneBTiuHa cxema 3a jieduenne Ha HCV ¢ oMmOuTacBup/mapuranpeBup/puToOHaBUpP U
na3a0yBUpP ChC WK 0e3 puOaBUPHH, KAKTO M CXEMa C IJIeKalpeBUp/TMOPEHTACBUD HITH
cothocOyBHp/BeNNaTaCBUP/BOKCUIANIPEBUP, MOXKE Aa AOBEE 0 MOBUIICHU CTOMHOCTH Ha KPBBHHUTE
MOKA3aTe)IH NIPU U3CIEIBAHUS Ha YepHOIPOOHAaTa (yHKIHS (TTOBHUIIICHN HUBA HA YSPHOAPOOHUS CH3UM
AJIAT) npu sxenu, u3noissaim KXK, cbaspikariu eturmiecTpaauon. Drovelis cbabpika ecTeTpos
BMECTO €THHUIIeCTpaauoi. He e n3BecTHO manm, korato n3noispare Drovelis ¢ Tesu HCV
KOMOWHHpaHU TEPAIICBTUYHU CXEMHU, MOXKE JIa € HAOJI0JaBaT MOBUIIICHN HIBA HA YSPHOAPOOHUS
en3uM AJIAT. Bamust nexap me Bu noceseTsa.

[TocwBeTBaiiTe ce ¢ Bamms nekap wim gapmaneBT npeau ynorpedaTta Ha IpyTH JIEKapCcTBa.
JlaGopaTopHuU U3C/IeABAHUS

Axko Bu npejicTon u3ciieBaHe Ha KPbB WK ypuHa, nHGopMupaiite Barius aekap, ye u3moi3are
Drovelis, Thli KaTO TOBa MOXeE J]a C€ OTPa3u Ha PE3YIATATUTE OT HIKOH WU3CIICIBAHUSI.
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Drovelis ¢ xpana u HAMUTKH
ToBa nexapcTBO MOXKeE Jla ce IpreMa ¢ WiIu 0e3 XpaHa, ¢ MaJIKO KOJIMYECTBO BOJIa, aKO € HEOOXO0IUMO.

BpemeHHoCT U KbpMeHe

ToBa nexkapcTBO He TPsIOBa Aa ce U3MOJI3Ba OT )KEHH, KOUTO ca OpEMEHHHM HJIH IpeIoiaraT, 4e MoXe 1a
ca OpeMeHHHU.

Axo 3abpeMeneerte 1Mo BpeMe Ha npuema Ha Drovelis, TpsiOBa BeHara Jia cripete npremMa H Ja ce
cBBpKETE ¢ Bammsg nekap.

Axo uckare Ja 3a0peMeHeere, Moxe Ja crpere npueMa Ha Drovelis 1o Bcsiko Bpeme (BHKTE TOYKa 3
,»AKo crnipete puema Ha Drovelis®).

He ce npenopruBa ynorpebara Ha TOBa JIEKAPCTBO MO BpeMe Ha KbpMeHE. AKO jKenaeTe Ja N3MoI3BaTe
MPOAYKTa, TOKAaTO KbpMHTE, TIOCHhBETBalTe ce ¢ Bammus nekap.

Modupane u padora ¢ MAIIUHU
Drovelis He moBn#siBa WiIH MOBIIKSIBA TPEHEOPEKUMO criocoOHOCTTa BU 3a modupane uinm padota ¢
MaIluHH.

Drovelis cbabpaxa 1akTo3a u HaTpUii

Axko Bammsr nekap Bu e ka3Bai, ye uMaTe HEMOHOCHMOCT KbM HSIKOM 3aXapH, TIOCHBETBAMTE Ce C HEero,
Hpeau J1a B3eMeTe TOBa JICKapCTBO.

PozoBara akTrBHa TabaeTKa ChABpKa Mo-Manko oT 1| mmol Hatpwii (23 mg) Ha eqHA TabeTka, T.e.
MOXKeE J]a ce KaKe, Ye MPAKTUIECKH He ChIbpKa HaTpUH.

3. Kak na npuemare Drovelis

Bunaru npuemaiite TOBa JIEKapCTBO TOYHO KakTo Bu e ka3an Bammst nexap wim ¢apmaneBT. AKo He
CTe CUTYpPHHM B Hello, onuraiire Bamus nexap uiu GpapmaiesT.

Kora u xkak 1a npuemare TadjaeTKUTe

bructepsT chabpika 28 punmmupanu TabnaeTku: 24 po30BU aKTUBHU TAOJIETKH C AKTHBHHUTE BEIIECTBA
(momepa 1-24) u 4 6enu rianebo TabieTku O0e3 akTHBHU BelecTBa (HoMmepa 25-28).

Bceku mbT, KoraTo 3anousare HOB Onuctep Drovelis, B3emaiite po3oBaTta akTuBHa TabieTka,
ob6o3HaueHa ¢ Homep 1 (Bmxk ,,Start™). OT cemeMTe JIETIEHKN ¢ 0003HAYCHHUTE JTHU OT CEAMHUIIATA,
n3bepeTe Ta3u, KOSITO OTTOBaps Ha JeHs, B KOWTO 3amousate npuema. Hanpumep, ako 3amouBaTe npuema
B Cpsiia, U3MOJI3BATE JIeTeHKaTa ¢ HaJIuc ,,cp*. 3ajiemnere s OT MpeJHaTa cTpaHa Ha OJucTepa BbPXY
crMBoOJa “~ 7, Bceku eH oTroBaps Ha peaa Ha Xxamderarta. Tosa e Bu mo3Bonm na mpoBepsBaTe gaiu
cte npuenu BamaTa tabnerka 3a JeHS.

[Mpuematite enHa TabNeTKa BCEKU JCH MPUOIM3UTEIHO TI0 €HO ¥ ChIIIO BPEME, C MAJIKO BOJIA, aKO €
HEOOXOINMO.

CrnenpaiiTe TOCOKaTa HA CTPEIIKUTE BHPXY OJINCTEpa, TaKa Ye MMHPBO Ja MPUEMETE PO30BUTE aKTUBHU
TaOJIETKH U clIe] ToBa OelnTe 1iamnedo TabIeTKH.

BamaTa MeHcTpyarust e 3armo4He mpe3 YeTUPUTE THH, TTPe3 KOUTO U3MOI3BaTe OenuTe mmianedo
TabJieTKy (Taka HApEUEHOTO OTMAIHbYHO KbpBeHe). To OOMKHOBEHO 3amouBa 2 10 4 JHH CJIe] IpueMa Ha
MocjeTHaTa po30Ba aKTHBHA TabJIeTKa U MOKE J1a He € CBBPIIMIIO TIPE/IU J1a 3arl0vHeTe IpueMa Ha
cienBamus OiucTep.
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3anoyHeTe npreMa Ha TaOJCTKUTE OT CeABAIKs OIMCTEp BeaHara ciie]] mocjieaHara osia mianedo
TabJyieTka, Jopu MeHCcTpyanusaTa Bu na He e npukiouria. ToBa 03Ha4YaBa, 4e BUHATH IIIE 3aI10YBaTe HOB
OJIMCTep B €IMH U CHIIM JICH OT CEAMMIIATA, a ChINO U 4Ye Bamara MmeHCTpyanus 1ie 0bae
MPUOTU3UTEITHO B €JTHH U CHIIU JTHK OT BCEKU MECEII.

ITpu HsIKOM JXEHH MEHCTPYyaIUsATa MOKE JIa He HACTBIIBA BCEKH MECeIl 10 BpEME Ha IpreMa Ha OenuTe
miame6o tadbneTku. Ako npuemate Drovelis Bceku €H ChIIIACHO MHCTPYKIMHUTE, € MaJIKO BEPOSITHO J1a

cTe OpeMeHHa.

3amouyBaHe Ha ObpBaTa OIIaKOBKa Drovelis

Koeamo npesz npedxodnus mecey ne e usnonzean xopmonanien KOHMpayenmug

3anounere npuemMa Ha Drovelis B mbpBus eH oT Bammst MeHCTpyalieH [IUKBI (TOBa € IbPBHS JICH Ha
MEHCTPYaJIHOTO KbpBeHe). AKo 3ano4yHere npueM Ha Drovelis B mbpBus aeH ot Baliara MeHCTpyanus,
Bue Benmnara e cre npemnaseHu oT 3a0peMeHsIBaHe.

Moske ChIIo Ja 3armovyHeTe npueMa Ha 2-5 JIeH OT MeHcTpyanusaTa Bu, Ho Toraa TpsOBa /ja M3M0a3BaTe
JIOITBTHUTETHA MEPKH 32 Mpe/ila3BaHe OT 3a0peMeHsIBaHe (HampuMep Jia H3M0I3BaTe MPE3ePBaTHB) Npe3
M'bPBUTE 7 JTHH OT MpHEMa Ha TaOJIETKUTE.

IIpemunasane om Opye KOMOUHUPAH XOPMOHAEH KOWMPAYENMUS, Ul KOMOUHUPAH KOHMPAYENMUBEH
6A2UHANICH NPLCIEH WY NAACTUD

MoskeTe na 3armovHeTe npruemMa Ha Drovelis B ieHs ciieqr mprieMa Ha IToCiieTHaTa akTHBHA Ta0IeTKa
(mocnemHaTa TabNeTKa, ChABPIKAIA aKTUBHU BEIIECTBA) OT BaireTo mpeuiHo JeKapcTBo, HO Hali-
KBbCHO B JICHI cJie]] CBOOOIHYSI OT IPUEM Ha TabJICTKH WHTEPBAJ clie]l KaTO CBLPIIH MPEUITHOTO Bu
JIEKapCTBO (MJIH CJIE/ MIpreMa Ha MmoclielHaTa HeakTUBHA TableTka oT BamuTe npeAnniag XamieTa).
AKO TIpeMHHaBaTe OT KOMOMHHPAH KOHTPAIICTITUBEH BarHAJICH NPBCTCH WK TUTACTUD, CIICIBANTE
WHCTPYKIIUUTE Ha Bamms nekap.

Ilpemunasane om memoo, coObPACAU, CAMO NPO2ECMEPOHOE NPOOVKM (Npo2ecmeponosa mabiemxa,
UHIICEKYUS, UMNIAHIM UTU NPO2ECmOo2eH-0c8000dcoasaia sbmpemamoydna cucmema [BMCJ)

Moske 1a mpeMUHETe BbB BCEKH EIMH JCH OT IporecTepoHoBa tadyerka (ot uMiiant i BMC B neHst
Ha OTCTPaHsSBAaHETO MY, OT HH)KEKIIMS - B ICHS, B KOWTO TPsIiOBa Jia ce IOCTaBH CJICABallaTa MHKECKIHS),
HO TIPU BCUYKH TE3U CIIydau TPsAOBa Jja M3MOI3BATE JOMBIHUTEICH KOHTPAICITUBEH METO/ (HAaIpUMep
MIpe3epBaTUB) TIPe3 IIbPBUTE 7 JTHHU HA ITPUEM Ha TaOJICTKUTE.

Cneo cnonmanen unu abopm no dicenanue
Cnenpaiite HHCTpYKIMHTE Ha Bamus nekap.

Cned padxcoane
Mosxete na 3anouHete nmpuema Ha Drovelis Mexxy 21 u 28 mHU ciiesi pakaaHeTo. AKO 3allOYHETE I10-

KbCHO OT 28™ 11eH clie]l pakIaHeTo, Ipe3 MbPBUTE 7 IHHU OT npuema Ha Drovelis TpsiOBa chIlo 1a
M3MOJ3BaTe OapuepeH MeToa (HarpuMep Mpe3epBaTB). AKO, CIIe paXkIaHETO, TIPS JIa 3aTl0YHETE
npuema Ha Drovelis, cTe nManu 1ojIoB KOHTAaKT, YBEPETE Ce, Y€ He CTe OpeMeHHa Wi U3JaKanTe
clIe/BaIiaTa C MEHCTPYaIus.

Axo kepmume u uckame oa sanoyneme Drovelis (omnoeo) cied pascoanemo.
IIpouetere Touka ,,bpemMeHHOCT U KbpMeEHE".

B ciryqai, ge He cTe cUTypHa KOTa Ja 3all09HeTe, TOCHBETBANTE C€ C JICKaps CH WiIu GapMarieBT.

Axo cTe NMpueJau nmoBede oT HeoOxoamMaTa 03a Drovelis
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Hsma cpo0mieHnst OTHOCHO CEpHO3HU BpeIHH e(DeKTH BCIeICTBUE HAa TPUEM Ha TBHPJE MHOTO TabJIEeTKH
Drovelis.

AKO CTe MpHUeNn HIKOJIKO Ta0JIeTKH €HOBPEMEHHO, MOKE JIa CE MOSBYU TaJIcHE, TOBPBIIaHE WITH
BAarMHAaJIHO KbpBeHE. Jlopu MOMHYETa, KOUTO BCE OILE HE Ca UMAJId MEHCTPYallHs, HO Ca IPUENH
CIIy4allHO TOBa JIEKapCTBO, MOKE J]a II0Jy4aT BArMHAJIIHO KbPBEHE.

Ako cTe npuenu TBbpe MHOTO TabneTku Drovelis nin oTkpuere, ye neteto Bu € B3eno HAKOIKO,
nonuraiTe Baius nekap win GpapMaiieBT 3a ChBET.

AKo cTe nponycHaau a1a npuemere Drovelis

[locnennure 4 6enu TabneTku oT OiMcTepa ca mianedo TadbneTku. Ako 3a0paBuTe J1a IpUEMeTe eAHa OT
TEe3W TabJIETKH, TOBA HIMa JIa OKaxke epeKT BbpXy HajekaHocTTa Ha Drovelis. 3xBbpiete
mporycHartaTa Osiia ramne6o TabieTka.

AXo MIpomnycHeTe IpreM Ha po30Ba, akTUBHA TabdJeTka (Tabnerku 1-24 ot 6mucrepa), TpsOBa na

HAaIpaBUTE CIEIHOTO:

o aKo CTE 3aKBbCHENU C MO-MAJIKO OT 24 yaca ¢ IpreMa Ha po30Ba aKTHUBHA TabJeTKa,
KOHTpAICTITHBHATA HA/ISKJHOCT HE € HaMalieHa. B3emere TabieTkara BeJjHara oM CH CIIOMHHUTE,
a ciie/IBalInTe TabJIETKU pUeMeTe B 00MYaiiHOTO BpeMe.

° aKoO CTe 3aKbCHEJH ¢ 24 yaca WJIH MoBeYe C ImpyueMa Ha po30Ba aKTHBHaA Ta6J'IeTKa,
KOHTpALCIITUBHATA HAACKIHOCT MOKC 1a € HaMaJICHA. Konkoro noBeue Ha 6p01>i TaOJIETKHU CTE
MpoOITyCHAJIU, TOJIKOBA IMO-TOJISIM € PUCKBT OT 3a6p6M6H$IBaH6.

PucksT o1 HemrbiIHA 3amuUTa OT 320peMeHsIBaHe € 0COOCHO TOJISIM, aKO CTE MPOITyCHAN PO30BU aKTUBHU
TaOJIETKX OT HAYaJIOTO M Kpast Ha OIucTepa. 3aToBa TpsOBa J1a clieiBaTe MpaBuiiaTa, M30pOeHH MO-0ITy
(BMXKTE CBIO THUAarpamara):

Ilponycuama e noseue om edna madbaemka om baucmepa
Cebpxere ce ¢ Bamus jgekap.

Eona pozosa axmuena mabiemxa e nponycuama medxicoy onu 1-7

B3emerte mpomnycHaTaTa TabneTka Bb3MOXKHO Ha-CKOPO, TOPH U TOBA Jla O3HAYABa JIa B3EMETE JIBE
TabIeTK HaBeIHBXK. [IpoabipkeTe 1a mprHeMaTe TabJIeTKUTE B OOMUAHOTO BpEME U M3IIONI3BAlTE
JOITBITHUTEIHA KOHTPAIIENITHBHI METO/IH, HAIIPUMEP MIPE3ePBATHB, B CAEIABAIINTE 7 JHH, TOKATO
mpruemMare MpaBuiIHO TabNeTKUuTe. AKO Tpe3 CeMHUIIATa PEN Ia MPOMyCHETe TabJIeTKaTa CTe UMalTi
TOJIOB KOHTAKT, TPAOBa [1a 3HAETE, Ue MMa PUCK OT 3abpeMeHsiBaHe. B TakbB ciTydaii ce CBhPIKETE C
Bamus nekap.

FEona pozosa akmusna mabremxa e nponycuama medicoy ouu 8-17

B3semere mporycHaTaTa TabieTka Bb3MOKHO Hai-CKOPO, TOPH M TOBA JIa O3HAYABA JIa B3EMETE JIBE
TabseTku HaBeAHBXK. [Ipoabmkere 1a mpueMate TabiaeTkuTe B 00uuaitHoTo Bpeme. [Ipeana3BaHeTo OT
OpEMEHHOCT HE ¢ HAaMaJICHO U HE € HEOOXOAMMO Jla U3MOJ3BATe AOMBIHUTEIHHU MPENa3HA MEPKH.

Eona pozosa akmusna mabaemka e nponycrhama medcoy ouu 18-24

Moske 1a n30epere OT CIeABANUTE 1B BAPUAHTH:

1. Bsemete mpomycHaTaTa TabaeTKa B3MOXKHO HAil-CKOPO, IOPY M TOBA Jla O3HAYABA J1a B3EMETE
nBe TabeTku HaBeAHBXK. [IpoabinkeTe Aa mpreMare TabIeTKUTe B 00M4aliHOTO BpeMe. Bmecto
Nla mpuemare OenuTe ranedo TabieTKu OT OucTepa, U3XBhPIICTE TH U 3aII0OYHETE MTPUEM Ha
clIe/(BaIaTa ONAaKOBKA (HAYAIHUSAT JICH IIe ObJIe pa3IUUCH).
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Haii-BeposTHo, 11e IMaTe MEHCTPYaIHO KbPBEHE B Kpasi HA TIpreMa Ha BTOPHS OJHCTep, TOKATO
npreMare OenauTe rianedo TabIeTKY, HO MOXKE Ja UMATe JICKO WM ITOJI00HO Ha MEHCTPYaITHO

KBbPBCHC 10 BPECMC Ha IpUEMa Ha BTOPUA 6J'II/ICTCp.

2. Moske na cupere nprueMa Ha PO30BUTE aKTHBHU TaOJCTKH M JUPEKTHO Ja MPEMHUHETE KbM IPUEM
Ha 4 6enu mwane6o tadnerku. [Ipeaun npuema Ha Oenu TuTane6o TabIeTKH cu 0TOCNIeKETE JACHS,
KoraTo cte 3a0paBmin Bamrara tabierka. [leproasT Ha miane6o He TpsSOBa 1a HaABUIIABA 4 THU.
AKO HCKaTe Jia 3all0YHETe HOB OJINCTED B JCHS, KOraTO BUHATH 'O 3all0uBaTe, MpreManTe Oenu

rmaue6o TaOJIETKH 3a IMO-MaJKo OT 4 JHH.

AKo cria3uTe eIHa OT TE3H JIBE MPENOPBKH, I1ie OBAeTe MpeAna3eHa oT OpeMEHHOCT.

Ako cre 3a0paBWiM Ja IpueMeTe HAKOS TabJieTKa OT OJHrcTepa U He MOJYyYUTE MEHCTPYaTHO KbPBEHE,
JIOKaTo Mpuemare miamnedo TabieTku, Moxe aa cre OpemenHa. [lockBeTBaiite ce ¢ Bamms nekap, npeau
Jla 3alI0YHETE Ja IpreMaTe Ta0JIeTKUTE OT CIICABAIUs OJuCTep.

HI/IaI‘DaMa, aKo CTe 3aKbCHEIU 24 yaca WM IOBEUE C OprucEMa Ha po30BaTa aKTHBHA Ta0JIeTKa

IToBeue oT

1 nponycHaTa po3oBa
aKTHBHA Ta0JIeTKa OT
1 Giucrep

Camo 1 po3oBa akTUBHA
TabJeTKa € MpoIycHaTra
(mpuera 24 uyaca WaH
noBeve M0-KbCHO)

Jen 1-7

A 4

Juu 8-17

+ Ilonuraiite Bamus nexap 3a cbBeT

*

Jla

f

Mmaiu v cTe mOoJIOB KOHTAKT CEMUIIATa TIPS J1a
mpomnycHere Tadierkara?

|
He

v

« IIpuemere npomycHarara TabneTka

+ M3nomsBaiite nomeiHUTENIEH OapHepeH METO
(TIpe3epBaTHB) 3a CleABAIIUTE 7 JHU

 JloBbpurere Gimcrepa

\4

Jun 18-24

« IIpuemere npomycHarara TabneTka
« JloBbpurere 6imcrepa

o

o

Ipuemere mpomycHarara TabieTka 1

JloBbpiieTe npueMa Ha PO30BHUTE aKTUBHU TaOJICTKH
Uzxebpiiere 4™ Genu mianedo TabiaeTku
3anoyHeTe cie/iBalara OnakoBKa

NI

o

Crpere BefHara npreMa Ha PO30BH aKTHBHH TaOIeTKH
JlupexTHO MpeMuHeTe KbM npHueM Ha 4 6enu mianedo
TalbneTku

ITocie 3anouHeTe nMpUeM Ha HOB GiiCTEp

HponycHaJm CTe MoBeYe OT e¢Ha TabdJIeTKA OT TO3HU 6J'II/ICTep
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CrnenpaiiTe MHCTpYKIMHATE Ha Bamus gexap.

AKO NOBpPBIIATE WU UMATe TEKKA THAPHUS

AKO TIOBpBINIaTe B paMKUTE Ha 3-4 daca cjieq IIpreM Ha pOo30Ba aKTUBHA Ta0JIeTKA WITH MMaTe TEKKa
IUapys, IMa PUCK aKTUBHUTE BEIIECTBA Ha XaIlueTo J1a He ca ce abcopOupaiy HallbjIHO B OpraHu3Ma
Bu. Curyauusita e mogoOHa Ha Ta3u, ako cte 3a0paBwiin mprueM Ha TabneTka. Ciel MOBphILAHE WK
rapus, KOJIKOTO € Bb3MOXKHO TI0 CKOpO, TpsIOBa Ja MpreMeTe Apyra po3oBa akTHBHA TalOJeTKa OT
pe3epBHUS OrcTep. AKO € BB3MOXKHO ITpUEMETe s B paMKUTE Ha 24 yaca OT 0OWYaiiHUs TIprUeM Ha
Bamrara tabneTka. AKO TOBa HE € Bb3MOYKHO MJTH ca M3MUHAIIM 24 yaca WiIH 1oBeye, TpsOBa Aa ciieBaTe
cbBeTa JajeH B "AKo cre npomycHanu aa npuemere Drovelis".

Oriiarane Ha HUKBJIA: KAKBO TPA0BA 1a 3HaeTe

Jlopu 1 fa He € MPENOPBUYUTEIHO, MOXKE Ja OTIOKUTE HUKBJIA CH KaTo HE IpueMeTe OenuTe mianeoo
TabyeTku oT 4™ pej U BeJHAra 3aro4yHeTe npreM Ha HOB Oiuctep Drovelis u 1a npueMate TaOJIETKUTE,
JIOKaTo CBBpIIHN OsncTepa. Moxke a UMaTe JIEKO WU ITOJ00HO Ha MEHCTPYaTHOTO KbpPBEHE, JOKATO
npuemare BTopus Oauctep. 3aBbplueTe BTopHs Oiuctep kato npuemere 4™ 6enu miane0o tabieTky.
[ocne 3amounere HoB Onuctep. [Ipeau ga pemmre 1a OTIOKUTE MEHCTPYaTHHUS CH IUKBJI, MOXKE J1a ce
MTOCHBETBATE C JIEKaps CH.

AKo0 HCKaTe 1a MPOMEHNTE HAYAIHHUS JIeH HA IUKBJIA CH

AKo npuemMaTe TaOJICTKUTE CIIOpe]] MHCTPYKLIMUTE, BallusaT HUKbII e 3a04Ba 110 BpeMe Ha I11ane6o
nHUTE. AKO TpsiOBa JJa CMEHUTE TO3M JICH, HaMaJleTe TuIanedo JHUTE — KOTaTo mpreMare OeuTe
r1ame0o TabJIeTKH, HO HUKOTa He TH yBelln4aBaiite (4 mHu € MakcuMyMbT). Hammpumep, ako 3amouHere
Jla puemare OenuTe ane0o TabJeTKU B METhK U MCKATe Ja o IPOMEHHUTE Ha BTOPHUK (3 JHHM I10-
paHo) TpsIOBa J1a 3a[I0YHETE HOB OyMcTep 3 IHU MO-PaHO OT OOMKHOBEHO. MOXe /1a He ce T0sABU
KBPBEHE 10 BpeMe Ha ChKpaTeHUs NIeproT 3a prueM Ha Oenu 1utane6o Tabnerku. JlokaTto usmonsBare
clieBaIIus OJIMCTEp MOXKE J1a Ce MOSBY 3allanBane (KaIrauily WK NeTHHIA KPBB) WX TPOOUBHO
KLpBeHe B JHUTEC, B KOUTO HpI/IeMaTe AKTUBHUTC pOSOBI/I TaGHeTKI/I.

AKO He cTe CHTYPHH KaKBO [1a IPaBHUTe, NOChBeTBaliTe ce ¢ Bamust jJexap niu ¢gapmManesT.

AKo cTe cnipesu npuema Ha Drovelis

Moxe na cupete npuema Ha Drovelis o Besiko Bpeme. AKo He kemaere J1a 3a0peMeHeeTe, MbpBO
nonuraiite Bamms nexap 3a Apyrute METOAH 3a MpeAra3BaHe OT 3a0peMeHsBaHe.

Axo cnpere npuema Ha Drovelis, 3amoro uckare na 3abpeMeHeeTe, ce NpernopbyuBa Ja n34akaTe
HACTBHIIBAHETO Ha PEJOBHO MEHCTPYaJIHO KbPBEHE, IPEAH /1a ce onuTare aa 3abpemeHeere. Toa me Bu
MIOMOTHE J1a OTIpeleNIuTe Kora TpsioBa aa ce poau 6edero Bu.

AKO MMaTe HIKAaKBU JOIBIHUTEIIHH BBIIPOCH, CBBP3aHH € yIIoTpedara Ha TOBA JIEKAPCTBO, IOIMHUTANTE
Bamms nekap nnu gapmanesT.

4. Bb3MOXKHHU HeKeJIaHU peakluu

KaxTo Bcuukm nexkapcTBa, TOBa JIEKAPCTBO MOKE J1a PEIU3BUKA HEXXENIaHU PeakIiy, BbIPEKH Ye He
BCEKU T'M 1I0JIyyaBa. AKO MOJIY4YHUTE HAKAKBA HEXKEJIaHA PEaKLUs, 0COOEHO aKo € TeXKa WK
MPOABIDKUTENHA, MM aKO HEIlo ce IPOMEHH B 3IpaBOCIOBHOTO Bu cberosiHue, koero copen Bac moxe

Ja ce IBJDKM Ha ynoTtpebara Ha Drovelis, MoJist, KoHCynTHpaiiTe ce ¢ Bamus iekap.

[loBumen prck oT 0O6pa3yBaHe Ha KPbBHU ChCHPENH BHB BeHa (BeHo3Ha TpomOoeMOomus (BTE)) nnn
KPBBHHU ChCUpeLH B apTepus (apTepuanHa Tpomboembonus (ATE)) e Hamue npu BCHYKH KEHH,
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TIpUeMaIii KOMOMHUPAaHU XOPMOHAITHN KOHTPAIECTITUBH. 3a Mo-ToipoOHa HH(OPMAIIHS OTHOCHO
Pa3IUYHUTE PUCKOBE, CBBP3aHHU C YIIOTpeOaTa Ha KOMOMHHUPAHH XOPMOHAITHA KOHTPAICITHBH, MOJIS,
BIKTe ToukKa 2 ,,KakBo Tps0OBa fa 3Haere, npenu Aa usnoiseare Drovelis®,

CremHuTe HEXXETIAaHU PEaKIMK ca CBbp3aHu ¢ mpuema Ha Drovelis:

Yecmu (moeam oa 3aceenam 0o I na 10 oywiu)

- MIPOMEHHU B HACTPOEHHUETO, PA3CTPOMCTBO Ha THOUIOTO;

- rJ1aBoOoIHe;

- 0oJKa B KOpeMa, raJicHe;

- aKHE;

- 0oJKa B Ir'bpauTe, 00JI€3HEHa MEHCTPYaIWsl, BATHHAIIHO KbPBEHE (110 BpeMe Ha WITH MEXIy
IUKIIUTE, CUITHO HEPEIOBHO KbPBEHE);

- MIPOMSIHA B TETJIOTO.

Heuecmu (mooice 0a 3aceenam 0o 1 na 100 oywiu)

- rbOMYHa HHGEKIN, BaruHaaHa HH(eKuns, HHPEKIHsI Ha MMKOYHUTE TbTHILA;

- MIPOMEHHU B aneTuTa (HapyIleH areTur);

- JIeTIpeCcHsl, EMOLIMOHAIHO Pa3CTPOHCTBO, TPEBOKHO PA3CTPOMCTBO, CTPEC, MPOOJIEMH ChC ChHS;

- MUTPEHa, BUEHE Ha CBAT, ‘00A€XKH U MpaBy4KaHe , CbHJIMBOCT;

- TOpeLIH BbIIHH;

- MolyBaHe Ha KOpeMa, IOBpPbhILaHe, TUAPHS;

- Kocomaz, MPEeKOMEPHO MOTeHE (XUIEPXUIPO3a), CyXa KOka, 0OpHB, OTOK Ha KOXKATa;

- 0oJka B rbp0a;

- MoyBaHe Ha I'bpANTE, OyUKa B I'bPAUTE, HEOOMUAHHO KbPBEHE OT FTeHUTAINUTE, OOJIKA 110 BpeMe
HAa TIOJIOB aKT, PUOPOKHCTO3HA OOJIECT HA I'bpaTa (HAIWYKE Ha eTHA WM TIOBEeYe KICTH B
I'bplaTa), TEKKH MEHCTPYaIHH LUKIIY, JTUIICA Ha MEHCTPYaJIHH LUKJIM, HApyIICHUE Ha
MEHCTpyalusTa, MpeAMEHCTPYaIeH CHHAPOM, ClIa3MH Ha MaTKaTa, MATOYHO WJTH BarHHATHO
KbPBEHE, BKIIIOYHUTEIJIHO 3allalBaHe, BATMHAIHO T€UEHHE, BYJIBOBarMHAJIHO HapylIeHHe (CyXoTa,
0oxKa, MupHu3Ma, TUCKOM(}OPT);

- yMOpa, IIoyBaHe Ha HIKOM YacTH OT TsUI0TO, HApUMeEp TJie3eHH (efieM), 00JIKa B TPBIHUS KOIII,
HEOOWYAIHO yCeIlaHe;

- KPBBHHU M3CJIEBAHNS, IOKA3BaIllM OBUIIEHN YePHOAPOOHH €H3UMH, IPOMEHH B HSIKOU KPbBHU
Ma3HUHU (JTUTH]IN).

Peoku (moowce 0a 3acecnam oo I na 1 000 oyuu)

- Bh3MAlICHUE HA ThPIUTE;

- JI0OOPOKAYECTBEHO 00pa3yBaHUE HA TbPJIUTE;

- CBPBXYYBCTBUTEITHOCT (QJIepTHs);

- 3aJIbpKaHe Ha TEYHOCTH, TOBHUIIICHN HHUBA HA KaJIHW B KPHBTA;

- HEPBHOCT;

- 3a0paBsHe;

- CyXOTa Ha OYHTE, 3aMbIJICHO BIXKJaHEe, HAPYIIICHHE Ha 3PEHUETO;

- 3aMasHOCT;

- BHCOKO MJIM HUCKO KPBBHO HaJIsiTaHe, Bh3MaJICHHE Ha BeHa ¢ 00pa3yBaHe Ha KPBBEH ChCUPEK
(TpoMO0dIeduT), pa3sIInPEHH BEHH;

- 3areK, CyXxoTa B yCTara, JOIIO XpaHOCMIIaHe, I0lyBaHe Ha yCTHUTE, Fa30Be, Bh3MAaJICHUE Ha
yepBaTa, CTOMAIleH peiyKe, HeOOMUYaiHN ClIa3MHy Ha YepBara;

- AJIePTUYHU KOYKHU PEaKI[MH, 3IaTHCTOKA(SIBY MUTMEHTHHY METHA (XJI0a3Ma) U APYTH HAPYIICHUS
Ha MATMEHTAINATA, MBXXKH THII OKOCMSIBaHe, IIPEKOMEPEH PacTeX Ha KOcaTa, KOXKHU ChCTOSHIS
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KaTo JCPMATHT U CHhPOSII] IepMaTHUT, ITBPXOT U Ma3Ha Koxka (cebopest) M Ipyry HapyIIeHus Ha
KOXKaTa;

- MYCKYJIHH CIIa3MH U TOAYyBaHE Ha CTaBHUTE, OOJIKa U AUCKOMOPT;

- 00JKa B MUKOYHHUTE MBTUIIA, HEOONYaliHa MIPH3Ma Ha YPHUHATA;

- OpPEMEHHOCT, KOSITO HACTHITBA H3BHH MaTKaTa (€KTONMMYHA OPEMEHHOCT);

- KHUCTH Ha SIMYHULUTE, IOBUILECHO CIIOHTAHHO OTJIENISIHE HA KbpMa, O0JIKa B Taza, 00e31BETIBaHE Ha
I'BpPIUTE, KbPBEHE MO BpeMe Ha TI0JIOB aKT, CHIOMETPUATTHH HApYyIICHNUs, HApYIIIEHHUs Ha 3bpHATA,
HEOOWYaHO MaTOYHO KbPBEHE;

- HEPa3IoJIOKEHUE U 0010 yCelIaHe 3a HepasoIOKEeHUE, TOBUIIIABaHE HA TeJeCcHaTa
TemIeparypa, 00JKa;

- MOBHIIIABaHE HA KPHBHOTO HAJISITaHE, MPOMEHHU B KPHBHUTE U3CIEIBaHUS (HEOONYAHN
u3cinenBaHus Ha ObOpeuHaTa QyHKLNS, MOBUIICH KA B KPBBTA, MOBHUILEHA KpbBHA 3axap,
MOHM)KEH XEMOTJIOOMH, TIOHMKEHH JeTla Ha JKeNsA30 B KPBbBTA, KPbB B ypUHATA);

- YBPEXKIAIIN KPBBHHU ChCUPELIM BB BEHA, HAPUME:

- B Kpak wiu creraino (Hanpumep JBT)

- B Os gpo0 (nanpumep BE)

- uH(papKT

- HMHCYNT

- MHUKPOWHCYJIT MWW NPEXOAHH CUMIITOMH, HAMO100SBaII HHCYIIT, H3BECTHH KaTO MPEXO0/IHA

ncxemudHa araka (ITHMA)

- KPBBHH ChCHpELH B UepHUs Opob, cToMaxa/dyepBaTa, ObOpeKa Wim OKOTo
BeposiTHOCTTa 32 00pa3yBaHe Ha KPBBEH ChbCUPEK MOXKeE Ja ObJie MO-ToJIsIMa, aKO UMaTe HIKaKBH
JIPYTH ChCTOSHUS, KOUTO MTOBHUIIIABAT TO3W PHUCK (BIKTE TOUYKA 2 3a MMOBede HHPOPMAIHSI OTHOCHO
CHCTOSIHUATA, KOWTO MOBUIIIABAT PUCKa OT 00pa3yBaHe Ha KPbBHU ChCUPEIN U CHMIITOMHTE 32
KPBBEH CHCUPEK).

Cpho01iaBaHe HA HeKeJIaHU peaKluu

AKO MoITyuuTe HIKaKBU HEXKEJIaHU JIEKapCTBEHH Peakiiy, yBeaomere Bammus nekap, GpapmanesT u
MeIUIHCKa cecTpa. ToBa BKIIIOYBAa BCHYKH BH3MOKHH HEOITMCAHU B Ta3W JIMCTOBKA HEXKEIaHH
peakun. MoxeTe ChII0 a ChOOIUTE HeXKETaHH PEaKIMU JUPEKTHO Ype3 HAlMOHATIHA CHCTEMA 32
cboOIaBane KbM M3mbIHUTENHATA areHIMs 10 JIeKapcTBara, yi. ,,Jlamsa [pyes Ne §, 1303 Codus,
Ten.: 35928903417, yebcaiiT: www.bda.bg. Kato cro0uiaBaTe HexelaH! peakilu, MOXKETE J1a JIaJICTe
CBOSI IPHHOC 3a MOJTyYaBaHe Ha MOBEYe HH(POPMAIHS OTHOCHO O0€30I11aCHOCTTa Ha TOBA JIEKAPCTBO.

5. Kak n1a cexpansiBate Drovelis

[a ce cpxpansBa Ha MACTO, HEJOCTBITHO 32 J€La.

He m3nomn3BaiiTe TOBa JIEKapCTBO CIIE] CPOKA HA TOJHOCT, OTOENsI3aH BEPXY OJricTepa U KapTOHEeHaTa
omnakoBka cien ,,EXP”/, 'onen 10”. CpoKbT HA TOJHOCT OTTOBAPS HA MOCICAHUS JCH OT IIOCOYCHHUS
Mecell.

ToBa nexapcTBO HE M3UCKBA CIIEIIUAIHN YCIOBHS HA ChXpaHEHHE.

He u3xBbpsiiTe JekapcTBaTa B KaHAIU3AlMATa WM B KOHTEHEpaA 3a IOMalllHK OoTHaabiu. [lonuraiite

Bammws dapMmarieBT kak J1a U3XBBPISITE JIEKAPCTBATa, KOUTO Beue He U3Moi3Bare. Te3u MEepKH Iie
CIIOMOTHAT 32 OMa3BaHe Ha OKOJIHATA Cpelia.

6. ChabpkaHHe Ha ONIAKOBKATA M JONBJIHUTEIHA HH(pOpManHs
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Kakso cbabp:xa Drovelis

AKTUBHHTE BEILIECTBA Ca APOCITUPEHOH U €CTETPOII.

Bcesika po3oBa akTHBHA TabJeTKa ChAbpAKa 3 mg IPOCIUPEHOH U €CTETPOII MOHOXHIPAT, €KBUBAJICHTCH
Ha 14,2 mg ecTeTpour.

Bcsika Osa mtane6o tabneTka He ChIbpyKa aKTHBHU BEILIECTBA.

Jpyrure noMONIHY BEILIECTBA ca:

Po3oBu akTuBHM (DuaMupaHu TaOJIETKH

Aopo na mabremxama

JlakTo3a MOHOXMApAT (BUKTE Touka 2 ,,Drovelis chabpika nakTo3a 1 HATpUN’), HATPUEB HULIECTEH
TJIMKOJIAT (BIDKTE TOUKa 2 ,,Drovelis chbpika JakTo3a M HATpUi ), APEBUYHO HUIIIECTE, TOBHIOH K30,
Maruesues creapar (E 470b).

Obsuexa na mabremkama
Xunpomenosa (E 464), xuapokcunponuiienyiosa (E 463), tank (E 553b), namy4yno macio,

xuaporeHupano, Turanos auokcun (E 171), uepsen xenesen okeun (E 172).

Bbenn mmanebo ¢rimMupany Ta0IeTKH

Aopo na mabremxama
JlakTo3a MoHOXHIpaT (BIKTE TOUKa 2 ,,Drovelis chappika JIaKTO3a M HATPHiL ), TAPEeBUIHO HUIIIECTE,
maruesue creapar ( E 470b).

Tabremua obsuska
Xunpomenosa (E 464), xuapokcunponuiienyiosa (E 463), tank (E 553b), namy4yno macio,
XuaporeHupano, Turanos auokcun (E 171).

Kak usraexna Drovelis 1 KakBO ChABPKA OMAKOBKATA

AKTHUBHUTE QUIMUPAaHU TaOJICTKH ca PO30BH, C AMAMETHP 6 mm, KPbIUIH, IBOHHO U3IIBKHAIH C
TPABUPAHO JIOTO OT €IHATA CTPaHA.

[Tname6o punmupanuTe TabJSTKU ca O MK HOYTH OeJd, ¢ AMaMeThp 6 mm, KPbIJIH, IBOHHO
M3I'bKHAJIM C TPABUPAHO JIOTO OT €/1HaTa CTpaHa.

Drovelis e Hanuyen B 6auctepu ot 28 ¢punmupanu tadnetku (24 po30BU akKTUBHU TabJeTKu U 4 Oenun
rtane6o TableTkH), OakoBaH B KapTOHEHa onakoBKka. KaproneHnara onakoBka Ha Drovelis chabpxka
JOIBIHATETHO KbM OJMCTEpPUTE BHHIIIHA OITAKOBKA 32 ChXpaHEeHHe, KakTo u 1, 3, 6 mwim

13 camo3asienBaIiy ce CTUKEPH C JTHUTE OT ceIMUIIaTa. bposT Ha camo3alienBaluTe ce CTUKEPH 3aBUCH
ot Opos Ha OiucTepuTe.

Bun omakoBkum: 28 (1 x 28), 84 (3 x 28), 168 (6 x 28) u 364 (13 x 28) dunmupanu TabIETKH.
He Bcruky BuiOBE ONMAKOBKH MOTAaT J1a ObAaT MyCHATH B TIPOJIAXK0a.

IIpuTeskaTes Ha pa3pelIeHUETO 32 yoTpeda

Gedeon Richter Plc.

Gyomréi at 19-21.

1103 Budapest
VYHrapus
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IIponsBoauTen

Haupt Pharma Miinster GmbH
Schleebriiggenkamp 15

48159 Miinster

I'epmanus

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

I[aTa Ha MOCJICAHO NMpepasrijckaane Ha JIMCTOBKaTa

[Tonpo6Ha nH(OpManKs 3a TOBa JIEKapCTBO € MpeJocTaBeHa Ha yeOcaiiTa Ha EBporelickara areHIus mo
JieKapcTBara: https:/www.ema.europa.eu.
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