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1. HME HA JEKAPCTBEHHS ITPOAYKT A e g

Jluuraueet 30 75 mukporpama/30 Mukporpama o6BUTH TabneTKH
Lindynette 30 75 micrograms/30 micrograms coated tablets
2. KAYECTBEH H KOTHYECTBEH ChCTAB

Bceska Tabierka ceabpxa 75 MEKporpama recrozien (gestodene) n 30 MHKporpaMa eTHHIITECTPAZHOI
(ethinylestradiol).

To3u nexapcTeen mpoykT chabpika 37,165 mg nakrosa MoHOXMApaT # 19,66 mg 3axapo3a.

3a OB/IHAA COMCHK HA NOMOUIHHTE BEILECTBA, BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

O6puTa TabneTka.
BrexoKBITH, KPBLJIH, JBOHHOHIIEKHAIM OOBHTH TaG/ICTKH, 6e3 HAAIIHCH H OT JABETE CTPAHH.

4. KJIHHHAYHHA TAHHHA
4.1 TepaneBTHYHHA NOKA3AHUS
INepopanua koHTparienms.

I1pu B3eMaHe Ha pellietiie 3a npeanuceane Ha JIMHAuHeT 30 TpaOea Aa ce UMAT MpeBUA HACTOALINTE
PHCKOBH (aKTOPH Ha OT/EITHATA XEHA, 0cOGEHO Te3H 3a BeHo3Ha TpoMGoembonna (BTE) 1 ToBa Kakes €
pucksT ot BTE npu Jlunauser 30 B cpaBHeHUE ¢ TO3H NP APYTH KOMOHHHPAaHH XOPMOHAJIHH
kxonTpauentiel (KXK) (Bx. Touku 4.3 1 4.4).

4.2 J03HPORKA H HATHH HA NPHIIOKEHHAE

INpeau npueMae Ha Jluraveet 30 TpaGsa Aa Ce M3KIOUM HATHUMETO HA GPEMEHHOCT.

ﬂosnponxa

Tabnerxwure TpAGBa Aa ce MpHEMAT B peaa, NOCOYEH HA OMAKOBKATA, BCEKH JIeH MPUOIM3UTENHO TI0 eHO U
celo Bpeme. [Ipuema ce no enHa TabneTka Ha AeH B MPOJBKEHAE Ha 21 JHH, NOcaeNBaHH OT 7-AHEBEH
HHTEpBAJI, TIpe3 KOHTO TabneTkH He ce npHemar. Beska ciieipama onakorka TpaGea aa Obae 3anoynara cien
HHTepBan Oe3 npHem Ha TabneTkH. OTnagHo KepBeHe 00MYaiHO HACTHIIBA HA 2-HA WA 3-HA AEH CIeA
MIPHEMAHE Ha MocreHaTa TabaeTka H MOXe /1a He € CIPAIo Npey 3a[I09BaHeTO HA CEABANIATA ONAKOBKA.

Kax oa ce 3anoyne npuemom na JTunounem 30

Axone e RPURAzAHd XOPMOHAIHA KOHMPpayenyia npes ROCREOHUS Mecey
HpHeM'BT Ha TabIeTKHTE TpﬂﬁBa Ja 3alloYHE¢ HA TBPBHA ACH OT HOPMaTHHA LIHKEJ Ha HKE

AEH OT MEHCTPYATHOTO KbpBeHE). BEIMOKHO € nMpreMET Ha TabneTkuTe Aa 3aloyHe Ha 2-
MEeHCTPYAIIHHA LHKEJI (T.€ 3all0YBAHE B HEACNA), HO Mpe3 MspBUTE 7 AHM Ha ynorpeba ce
H3MOJI3BAHE W Ha NOITBJIHHTENICH HEXOPMOHAJIEH KOHTPALETTHBEH MeTO (HaNp. KOHIOM

e ‘ .-\

N



IIpemunasane om Opye eud xombunupan xoumpayenmug (kombunupan nepopanen konmpayenmus (KIIK),
SazuNHANIeH NPLCMEH Wik MpancoepmMaieH KOHMpayenmuser naacnup,)

3a npeanodxTate € XKeHATA 1a 3anouHe npHeMa Ha Jlunmurer 30 Ha cyiemBalHa AeH cien NpHeMa Ha
MOCNE/IHATA AKTHBHA TAONETKA OT NIPEAHIIHUA KOMOHHMpPAH NepopaneH KOHTPALENTHB, HO HE NMO-KBCHO OT
AeHs cnen obidaiiHua nepuon Ge3 npHeM Ha TabNeTKH WTH NMEPHOAA Ha NIPHEM Ha ruiale6o-TabneTkuTe npu
MpHJIaraHe Ha NpeIHIIHHA KOMOGHHHpPaH NMEpOpPLIeH KOHTPALIENTHB.

[Ipy W3NMOA3BaHE Ha BATHHANEGH HPBCTEH WIH TPAHCAEPMANIEH KOHTPALENTHBSH IUTACTHD, 34 MPSANOYHTaHE ¢
JKEHATa Ja 3anoyHe MpHema Ha JInuauHet 30 B IeHS Ha OTCTPAaHABAHETO MY, HO HE NO-KBCHO OT JACHA, B
KoiiTo e TpadBano Ja ObAaT MOCTaBEHH OTHOBO.

Ipemunasane om xonmpayenmugen Memod camo ¢ nPo2ecmuH (nepopaner KORMPAayenmus, WMRIGHMATM,
avmpemamoyna cucmema (BMC), unocexyuonen xonmpayenmua)

- [TaunenTKaTa MOXKe Ja NPEKpaTH NpHEMa Ha NEPOPATHOTO KOHTPALIENTHBHO CPEACTBO, ChABPIKALILO
CaMo TIPOreCTHH, BbB Beekk ¢HH AcH. [IpueMsT Ha JIunausuer 30 Tpabea na 3anoyde Ha CleaBALIHA
JIeH.

- I[Npuemsr Ha JInnguner 30 Tpabera xa 3anouHe B IeHs HA OTCTPAHABAHETO HA UMIUTaHTaT MM BMC,
CBABPKAIIH CaMO MPOreCTHH.

- [MpueMsT Ha JlunauneT 30 Tpadra Aa 3anouHe B IcH 3a NPWIAraHe Ha clieBallaTa HEDKEKIHH,
CHABIKALNA CAMO NPOTeCTHH.

BBB BCcHUKH Te3H CIy4aH, NANHeHTKATa TpA6Ba na 6ae nochLBeTBAHA J1a H3TION3Ea U HEXOPMOHANCH METOX
Ha KOHTpauend [pe3 MEPBATE 7 AHK OT NpHnaraneto Ha Jlunaunrer 30.

Creo abopm g nvpsua mpumechmop
K eHara MOKe N3 3anoYHe [pHeMa Ha TAONETKHTE BeaHara. B TakHBa cliydau He ca HeoOXoquMu
JOIBITHATENHH KOHTPALIETITHBHH MEPKH.

Caeo paxcoane

IpuemeT Ha JIunaurer 30 Tpabpa na 3anovHe He MO-paHO OT 28-MA JIEH CEA PAKAAHETO TIPH JKEHH, KOUTO
HE KBbPMAT, HITH cJle]l aDOPT BB BTOPOTO TPHMECEUHE, Thif KATO MEPHOTET HEIOCPEACTBEHO CIE/ PAKAAHETO
€€ CBBP3Ba ¢ IOBHINEH PHCK OT TpomOoembonnzbM. XKenara Tpabpa na 6bae nocsBeTBaHA [1a H3NON3BA H
JOITHIHHTE/IEH KOHTPALICIITHBEH METO/ IIPE3 ITPBHTE 7 JHH OT NPHIOKEHUETO Ha TabneTkHTe. AKo 0bade
Beve e OU oChINECTREH NOOB KOHTAKT, Tpe/IH 3alouBaHe Ha TipueMa Ha Jinnaurer 30 Tpabpa fia ce W3KIIOYH
OpEeMEHHOCT WM 14 Ce H34aKa HACTHIBAHETO Ha TbPBATa MEHCTpYyaLusa (8. ToUKkH 4.4 1 4.6).

Hponycram npuem na mabremxu

IIpH nmporyckase Ha TIpHEM Ha TallIeTKa, KOHTPALENITHBHUAT e(ekT MoKe Aa Obe HamaieH, 0cobeHo ako
BPEMETO Ha 3aKbCHCHHE YIB/KK neproja 6e3 npHeM Ha TabNeTKH.

AKO 3aKbCHEHHETO B [IPHEMa Ha aKTHRHATA TabreTka € mo-manxko ot 12 waca, xeHata TpAOBa Ja npHeMe
TabneTkaTa BE3MOXKHO Hall-CKOPO CJie/l KaTo CH CMIOMHM 3a ToBa. Cieapamure TabneTkH Tpabea Aa ce
MpHEMaT B 00HaiHOTO BpeMe.

AKO 3aKECHEHHETO B IPHEMAHETO Ha NlOc/ieJHATa NponycHaTa TabieTka npesumasa 12 Jaca,

KOHTPALENTHBHHAT (DEKT MOXKe /12 HaMmanee. Peliennero 3a ToBa KaK Aa ce MOCTHIH MOXE 13

PBKOBOJAEHO OT CJIEHHTE B OCHOBHH MPABHJIA!

1.  IlpuemsT za obeuTHTE TabneTkn HUKOTa He TpAOBa /a ObAe 3abaBsH nopede oT 7

2. 3amoCTHrade Ha aJeKBATHO NOTHCKAHE HA XMIOTAIAMO-XMIO(A30-AHUHMKOBATA
HENPeKbCHAT 7-JHEBCH NMPHEM Ha JIEKAPCTBEHHS TIPOXYKT.

3a nenTa, B eXKeJHCBHATA MPAKTHKA MOTAT A4 OBLIAT JaBaHH CIEAHHTE CHBETH:



Ivpea ceomua

TlampenTkaTa TpabRa fa MpHeMe NMOCNEAHATA NPoNycHaTa o0BHTa TablieTka BE3MOMXKHO HaH-CKOPO CJIE KaTo
CH CTIOMHH 32 TOBa, I0PH aKO TOBa 03Ha4asa, ye Tpafsa na npreme 2 TabeTKH eqHoBpeMeHHo. Crex Toea
TpsbBa Aa NpoARDKY Na npueMa oOBHTHTE TabneTku B 06nuaiinoTo Bpeme. [Ipes cnenpamure 7 AHH T4
Tpa0Ba 1a HINOJ3Ba €JHOBPEMEHHO H GapuepeH KOHTpAaLEeNTHBEH METO, Hanp. KOHAOM., [Ipu ocbluecTset
[0J10B KOHTAKT Tpe3 [Ipe/lIiecTBauIMTe 7 IHH, TpAOBa Ja ce HMa MpeJBHA Bb3MOKHOCTTA 33 HACTBITHIA
6pemennocT. KomkoTo nosege ca mpommycHarite 00BHTH TA6NETKH H KOJKOTO BPEMETO HA MPOMYCKAHETO HM
e no-61m30 0 neproaa 6e3 npueM Ha TabNETKH, TONKOBA 0-TOJIAM € PHCKBT OT OPEMEHHOCT.

Bmopa cedmuya

- ITaumenTxara Tpabsa fa npreMe MoCNEAHATA MPOITYCHATA 0OBHTA TabieTKa BE3MOXKHO HaH-CKOPO ClIe]l KaTo
CH CTIOMHH 3a TOBa, JOPH aKo TOBA O2HavaBa, ue TpsGBa aa npueme 2 TabnerkHd egHoBpemenHo. Crie Topa
TpAOBa Jja NPOALIDKA Aa npHeMa o6BuTHTE TabneTku B 06HUaiiHOTO Bpeme. AKO JISKAPCTBEHHAT IIPOAYKT €
NpUEMAaH NPaBHIIHO B POARKEHHE Ha 7 JHH TIPeH MpOITycKkaHeTo Ha TabneTkara, He e HeoOXoaMMO fa ce
TIpUIaraT ZOMBIHATEHH KOHTPALenTHBHN Mepke. O0aue, ako TOBa He € Taka HIIH KO € MPOITyCHara fIoReYe
ot | Tabnerka, sxeHaTa Tpabea Aa OBAC MOCHBETBAHA Ja H3MON3BA PYT KOHTPALICOTHBEH METOL B
MPOABJLKEHHE Ha 7 IHH.

Tpema ceomuya

PHCKBT OT MoHIDKaBaHe HA KOHTPALISIITHBHATA MIPOTEKIIMA C¢ YBeHYaBa ¢ NpHOnmkaBaHe Ha NepHO/a, NMpes3

KOHTO He ce npHeMar TabneTky. Ho NoHWKaBaHeTO HA KOHTPALIENTHBHATA IPOTEKLHA MOske fia Ob1e

NPEROTBPATEHO Upe3 PEry/MpaHe TpHeMa Ha OOBUTHTe TabNeTKH. 3aTOBa, NPH YCIOBHE Y¢ OOBHTHTE

TabNeTKH ca GHIH [IpHEMaHH NPABIIHO B IPOABL/DKEHHE HA 7 OHH A0 NPONyCKaHETO Ha TabneTka, He €

HeOOXOOHMO [IPHNAraHe Ha JOMTBIHHTEHH KOHTPaLEIITHBHE MEPKH. AKO TOBA He € TaKa, keHaTa Tpabea aa

ObJie MockBeTBAHA A2 C/IE/IBA [FHPBATA OT JBETE [TOCOUEHH [10-I0TY BE3MOXHOCTH H €JHOBPEMEHHO C TOBA 14

H3I10J13Ba JPYT KOHTPALENTHBEH METO/] B POXBDKEHHE Ha 7 THH.

1. IMaruenTkata TpAbBa qa MpHEMe MOCAeAHATA NMpoIycHaTa o6BHTa TabeTKa BE3IMOKHO HaH-CKOPO Clieq
CH CTIOMHH 3a TOBA, JOPH AKO TOBA O3Ha4aBa, de Tpiabea Aa npueme 2 TabneTku eAHoBpeMeHHO. Cnen
ToBa TPAGRA Ja MPOALIDKH Ja Npuema obsuTHTe Tabnerku B 06uvaiinoro peme. Ta Tpabpa na 3anouHe
cnenBaiiara onakoska JlnaaureT 30 BeTHara cie KaTo MpHeMe MoCIeAHATa TabIeTka OT HaCTOMIIATa;
TOBA 03HAYaBa, 4€ HAMA /1a HMA Nay3a MexIy ABeTe onakosxH. IIpean kpas Ha npHema Ha TabieTkHTe
OT BTOpAaTa OMAaKOBKA BEPOATHO HAMA Ja HACTHITH MEHCTPYAITHS, HO TMALHCHTKATA MOXKE 13 MOTYYH
CTIOTHHT (3allaNBaHe) HIH [IpoOHBHO KbpBEHE.

2. Hpyra eeamoxkHocr: ITaiseHTKaTa Moxe ¢hiIo A2 OhAe MOCHEETBAHA a fIPEYCTAHOBH [IPHEMA Ha
ofBuTHTE TRONETKH OT HACTOAINATA OMAKoBKa. B To3M ciy4aii, T4 TpaGBa fa cnasu uHTepRan Ge3 npueM
Ha TabNeTKH 3a TIepHoA 10 7 JHH, BKIKOYHTENIHO JHHTE, B KOMTO € IPOIyCHANA Ja pHeMe 0OBHTHTE
TaONIETKH, 1 CJie] TOBA Aa NPOIKDKH Che ceapaniaTa onakopka Jluuaunet 30.

AKO eHaTa e NPoIycHana no-rojiaM 6poii 0OBMTH TAONETKH M CJIEA TOBA 10 BpeMe Ha IMhpBHA obH4aeH
HHTEpBa O3 MpHeM Ha TabJIeTKH He € HACTBITHIIO MEHCTPYAJIHO KbpBeHE, Tpa0Ba Na HMa NPEIBH/
BEPOATHOCTTA OT OPEMEHHOCT.

Kax 0a ce nocmenu e cayuaii na nospvuyane/ouapus

Axo no 4 uaca cnen npueMa Ha oOBHTaTa TaG/eTKa ce NosABH NOBPBIIAHE WK qHapH, abcopOuHATa Ha
AKTHBEHTE BEIECTBA MOXKE Ja HE € ITBJHa. B ro3u ciy4ail Tpabea na GbnaT npHeMaHy TabETKH OT pe3epBHA
OMAKOBKA, KAKTO € ONMHCAaHO B TOYKA ,,[1pormycHaT npueM Ha TabneTku™.

Heobxoaumure akTHBHU TabneTkH Tpadea Aa GbAaT B3eTH OT pelepBHa OMAKOBKA,

Kax da ce omuodicu racmenganemo Ha MeHcmpyayus:
3a j1a OT/I0XKH HACTBHIBAHETO HA MEHCTPYAIIHA, JKEHATA TpA0Ba J1a IPOALIDKH ¢ APYra O
30, Ge3 ma cria3Ba MHTepBana, 8 KOHTO He ce mpHeMar Tab/ieTKH. MeHCTpyauHsaTa Mo
OBJITO, KOJIKOTO 3KEHATA JKeNlae, HO He Io-ABITr0 OT 3aBLPIIBAHETO H2 BTOPATa ONAKOR
OT/IaraHe Ha MEHCTPYAaLHATA XKeHaTa MOKE A MOTYIH NPOGHRHO KBEPBEHE MITH 3aLiall



Ha JluHauuet 30 Tpabea na ce BE300HOBH clieX 00HYaNHHA 7-AHEBEH HHTEPBAN, NPe3 KOWUTO HE CE IpUEMAaT
TabneTKH.

Coennannn nomy1anHu

Heduampuwuna nonyrayun
JlunpaneT 30 e mokazaH camo cJie/l HACTBNBAHE HA ITEPBO MEHCTPYANIHO KhPBEHE.

Ilayuenmu & cmapyecka ev3pacm
Henpwioskumo. Jlusauner 30 He e moxasaH 3a ynoTpeba npH MOCTMEHONAY3ATHH XKEeHH.

Hayuenmu ¢ veproOpobro yepexcoane
JIuamuaeT 30 e MPOTHBOMOKA3AH [IPH KEHH C YEPHOAPOOHO yBpeskaaHe (BIDk Touka 4.3).

Hlayuenmu ¢ 6v6peunc yepexcoane
Hsama JaHHY NpH NalMeHTH ¢ 6E0peyHo yBpesKaaHe.

4.3 Hporreonokazaans

KomGunupanute xopMoHanuu kourpacertisi (KXK) ne TpsGea aa ce prnarar npH HaATHYHE HA TIOCOUECHHTE
MO-A0y CBCTOSHHA. AKO HAKOE OT T€3H ChCTOSHHA HACTBITH IO BpeMe Ha ynorpeba ra KXK, npueMsT Ha
npoaykTa Tpabea na Obae npeycraHoBeH He3abaBHO, CBPBXUYBCTBHTEHOCT KbM AKTHBHHMTE ChCTABKH HIH KM
HAKOE OT OMOUIHHTE BelIECTBa, H30POEHH B TOMKa 6.1

-  Hanwume Ha nau puck ot Benosna Tpomboembonns (BTE)

- Benosna tpomboembonns — ractoau BTE (Ha aHTHKOATY/IaHTH) HIH aHAMHE33 33 TAKBB
(nanp. apn6oKa BeHo3Ha Tpombosa [[IBT] uau 6enoxpobua embonus [BE]);

- H3BecTHO HACIEACTBEHO HITH NIPHAOOHTO MPEPasNONOKEHHE KbM BeHO3Ha TpomboeMOoNHA, KaTo
pe3HCTeHTHOCT KbM aktueupa npoterd C (APC) (mountento daktop V Ha Leiden), neduupr na
auTHTpoMOuH I, nedwmur Ha npotenn C, neduuur Ha nporeuH S;

- Tonama XMpypriusa Hameca ¢ MPOXBIDKATENIHA HMOOHTH3a1mA (Bx. Touka 4.4);

- BHcok pHCK OT BeHO3HA TpoMO0eMOONHA BCIEACTBHE HA HATHYMC HA MHOMKECTBO PHCKOBH JaKTOpH
{BK. TOYKa 4.4),

- Hanwvue Ha unm pHck ot aprepuanna TpoMGoemGomus (ATE)
- Aprepuansa TpomboeMGonra — HacTod1IA apTepranHa TpomMboemBonns, aHaMHe3a 34 apTepHanHa
TpoMGoemOoua {Hanp. HHGbAPKT Ha MHOKAp/A) MM NPOAPOMANHO CHCTOSHHE;
(Hanp. cTeHOKapIHAY;
- Mo3puHo-CBI0Ba §0IeCT — HACTOALL HHCYIIT, aHAMHE3a 33 MHCYJIT WM POAPOMAJIHO ChCTOSHHE
(umanp. npexonHa HexXeMHuHa ataka, [TMA);
- M3BeCTHO HaceACTBEHO MM MPHAOGHTO npeApasnoNokeHHe KbM apTepHaiHa TpoMOoeMOomnH,
KATO XHMIEPXOMOLHCTEHHEMMS B aHTHHOCHONHNHAHH aHTHTENA (AHTHKAPAHONIMIHHOBH aHTHTCTA,
JAyfyCceH aHTHKOArYJIanT);
- AHaMHe3a 3a MHIPeHa ¢ (OKATHH HEBPOJIOTHYHH CHMITTOMH;
- Bucok puck oT aprepranta tpoMGoeMOOMUA BCIieICTBHE HA MHOXKECTBO PHCKOBH (DAKTODH (BiK.
To4Ka 4.4) WK Ha HANMYHETO HA €IMH CEPHO3EH PHCKOB (PAKTOP, KaTO HANPHMED:
- 3axapeH AHaler ¢be ChAOBH CHMOTOMH,
- TeXKa XHIICPTOHHA,
- TEeXKA JHC/IHNONPOTEHHEMHS.
- Hacrosin wiH IpemecTpan; naHKpeaTHT, CBBP3BaH ¢ TEXKKA XMIEPTPHITTHLIEPHIEMUA;
- Hanuuyue Ha WK aHaMHe3a 3a TexKo YepHonpobHO 3a6osaBaHe (HACTOAILM HAPYIICHHA Ha
yepHoApobuaTa Qyuxima);
- Hacrosmm min npemmecTeatuy 106poKaveCTBEHH HIH 3MOKaYeCTBEHH YepHOIpOO;
- Hanuune Ha M3BECTHH HIH MOIO3HPAHK HITH aHAMHE3A 33 3JI0KAYECTBEHH 320
CTEPOH/IHHTE TIOJIOBH XOPMOHH (HAMp. paK Ha FEeHHTATHUTE HIN MIIeYHATa 5T
- BaruHamHi KPBBOTEYEHHA ¢ HEH3ACHEH MPOHIXO;
- bpemeHHOCT HIH NoJo3HpaHa GpemenHOCT (BIDK pa3aen 4.6).




Ynorpe6ara Ha Jluaauser 30 € npoTHBONOKA3aHA €IHOBPEMEHHO C JIEKAPCTBEHH NPOAYKTH, ChIBPHALLH
oMOMTaCBHp/MAapHTANPEBHDP/ PATOHOBUP W 1a3a0YBHp, HIM IEKAPCTBEHH IPOAYKTH, CHABPKAIH
[JIeKaNpeBHP/NUOPEHTACBHD (BK. TOUKH 4.4 1 4.5).

44 Coenuanuu npeAynpekAeHHs H CHCNHANHA NPeANA3HA MePKH NPH ynoTpeda

[Ipy HaMHYHe HA HAKOE OT CIIOMEHATHTE T0-A0TY CHCTOAHHA HITH PHCKOBH (aKTOpH, ¢ skeHaTa TpsaOBa aa ce
obcraM, Janu Jluaauaet 30 e nogxoqqI 32 MpHIaraHe.

B cnyyaii Ha BiomaBate, 060CTpsAHE HIM ITLPBA NIOABA Ha HAKOE OT TE3H CHCTONHHMSA WIH PHCKOBH (hakTopH,
JKeHara TpA6Ba Ja ce CBBPKE ChC cBOA Jekap. JlekapaT we pewy aanu ynorpeOara Ha Jluamaner 30 Tpabsa
na O'be TpeKpaTeHa.

1. Hfupxyramopuu napywenus

Pack oT BeHo3zHa TpoMboembouna (BTE)

YrotpebaTa Ha Beekd koMOHHHpaH xopMoHaneH kortpauenths (KXK) nopuiiaea pucka OT BEHO3HA
tpomboemGonnsa (BTE) B cpaBHende ¢ To3u npH nuuara, kouto He ynotpebasat KXK. IIpoaykra, konto
CBALPKAT ICBOHOPTECTPE/l, HOPreCTHMAT HJIH HOPETHCTEPOR Ce CBLP3BAT ¢ Kaii-HHcKHA pack oT BTE.
Apyra npoaykrn, karo Jluaauaer 30, MOraT Aa HOCAT A0 ABA IbTH HO-TOJSM pHcK. Pemennero 3a
ymorpe6a Ha BCeKH OPOAYKT, pa3nudeH OT HAKOH oT Te3d ¢ uaii-uuchk pack o1 BTE, rpalea aa ce
B3eMa caMo cJiel 00ChKIaNe © XKenaTa, 3a Ja ce rapanTApa, ve Ta pasbnpa pucka ot BTE npn
JIanguaer 30, kak HeilHHTe HACTONINH PHCKOBH (PaKTOpPH BJIHAAT BbPXY TO3H PHCK H TOBA, 4¢ PHCKBT
otT BTE ¢ Haii-BacOK B IBpPBaTa rogHAa Ba ynorpeda. AMa cbino H3BECTHH JaHHH, Y€ PHCKBT ce
yBeJH4aBa, Korato npaeMbT Ha KXK ce Bb300HOBH eI NpeKheBane oT 4 ceIMHIH H/IH NIOBeYe.

Ilp#H xenn, xonto He wsnonzeat KXK u He ca Gpemennd, okono 2 ot 10 000 me paseasat BTE 3a
mepHo/ OT eAHa roARHa. Boopexn T0Ba, IpH BCiKa OTAE/IHA JKeHA PHCKLT MoXke 1a Obae naned no-
BHCOK, B 3ABHCHMOCT 0T HeliHHTE CHICCTRYBALIH pACKOBH $akTopa (BAK. I0-10.0Y).

H3uaucieno ¢,! ge ot 10 000 :xenn, konto m3uamsat KXK, ChABKAITH TecToneH, Mex Ty 9 u 12 sxenn
me passuat BTE B paMKHTe na ¢qHa roJHHA; TOBA € CPRBHAMO ¢ 0K0J0 62 IPH XeHH, KOHTO
mnoasatT KXK, cbabpakaniu leBonoprecTpen.

H B aBaTa cayyas, 6posaT Ha ciaydanTe Ha BTE rogamno ¢ no-MansK 0T Oposi, 09aKBaH IPH 3KeHH N0
BpeMe Ha OPEMEHHOCT HiIH B CICAPOIHIHAS HEPHO.

BTE moxe aa 0bae daranen s 1-2% o1 curyuanTe.

Bpeii ciryaan na BTE na 10 000 xenu B paMKHTe HA €AHA TOAHHA

! Teau cnyuau ca 6UAKM uauucnenn oT obiwus 6poit AaHHW OT eNMASMUONOrMHHM NPOYYBAHHA, KATO
PHMCK 33 PA3NWYHWTE NPOAYKTH, cpasHerk ¢ KXK, CaabpXalln nepoHoprecTpen.

2 CpeaHa TO4Ka B MHTEPBaN OT 5-7 Ha 10 000 XeHH, Bb3 OCHOBA HA OTHOCHTENEH pUCK 3a KXK,
COPAMG MEHW, KOWTO He usnonaeaT KXK, ot npubnMautento 2,3 oo 3,6.
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Hewanonsaupm KXK KXK . cogupmalyn nepoHoprectpen  KXK, ChbpHalm ApOCHUpeHOH
(2 cryqan) {2 cryuan) (9-12 cayuan)

Hma n3k/iO4YHTENHO peaKkH chobuieHus 3a TpoMGO3a B APYTH KPBBOHOCHH CBHIIOBE, HAIP. YSPHOAPOOHH,
Me3eHTepHalHH, 6b0peyHH, uepeGpanuy HIH PETHHAHKM BEHH U APTCPHH, TP NIALMEHTKH, H3NOI3BALUH
KXK.

Puckosd paxropn 3a BTE

PHCKBT OT BeHO3HH TpoMboeMOONHIHE YCI0KHEHHS TIPH MALMeHTKH, Winoassamy KXK, Moxe ChIIECTBEHO
Ja c€ NMOBHILH INMPH KEHA ¢ JOIMBIHATEITHH PHCKOBH (aKkTopH, 0co0eHO TIPH HATHYHE HA MHOKECTBO PUCKOBH
(axropu (mk. TaGmuuara).

Jlurauuer 30 € MPOTHBOMOKA3aH, KO Ja/IeHA KeHA HMa MHOMKECTBO PHCKOBH (DAKTOPH, KOMTO A H31AraT Ha
BHCOK PHUCK OT BeHO3Ha TpoMOoeMGonua (B:K. Todka 4.3). AKC AaaeHa AeHa HMa NoBeYe OT EJHH PUCKOB
dakTop, BE3MOKHO € YBEIIHYEHHETO HA PHCKA [1a € MO-TOJISAMO OT CYMATa HAa OTAeIHHTe BaKTOPH — B TO3H
ciry+3aii Tpabea na ce npeneny Heiinuar o6m puck or BTE. Ako cLOTHOIIEHHETO MoJN3a/PHCK ce CHHTA 34
OTPHIIATENHO, He TpAOBa Ma ce npeqmuckar KXK (Bk. Touka 4.3).

Tabaana: PackoBn gaxropu 3a BTE

Pucxop daxtop KomenTap

HagnopMeHo Terno (HHASKC Ha
TenecHa Maca Hag 30 kg/m?).

PHCKET 3H2UATENHO Cce YBE/IHYaBa ¢ MOBHINABAHETO HA
HHIeKca Ha TenecHa Maca (BMI).

OcobeHo BaXHO € 11a ce TIpelieHH, aKo ca HAIHLE H
JpYrH pUCKOBH (akTopH.

Iponb/mKMTEHA HMOOKHIHZALIMA,
roaaMa XHpPYPrauea HaMeca, BCAKAKEa
XHPYPriYHa HAMeCa Ha KPaKaTa HiIH
Ta3a, WM FOJAMA TPaBMa.

3abenexka: BpeMeHHa HMOOHIM3anus,
BKJIFOUHTETHO NBTYBaHE CHC CAMOJIET
>4 qaca MOKE CBIIO Aa OBJE PHUCKOB
taxrop 3a BTE, 0cofeHo rpH sKeHH ¢
JpYrel pHCKOBH (PaKTOpH.

TIpu Te3u ycnosus € mpenophYHTENHO YNIOTpebaTa Ha
IUIACTHP/Xanve/PECTeH Aa ¢e MpeKpaTH (B CIy4aii Ha
IUTAHOBA OTIEpallysi NOHe YeTHPH CeIMHLIH MO-PaHo) H
NIPHIOKEHHUETO UM J1a HE 3a109Ba OTHOBO IO H3THYaHe
Ha JIB€ CEAMHLUM Clie]l MBJIHOTO pa3AsixkBake. TpaGea
Ia ce H3ION3BA JAPYr METOJ 33 KOHTpaLeNt4, 3a Ja ce
m30erHe Hexxenana SpeMeHHOCT.

TpabBa na ce obMucnu aHTUTPOMOOTHYHO JICYEHHE,
ako ynotpebara Ha JIuaauret 30 He e npexpaTeHa
NpEOBapHTENHO.

Hanuuue Ha dpaMHIHA aHaMHe3a

AKO UMa CHMHEHME 32 HACASACTBEHD




(BeHO3HA TpoMbOoeMOOTHA TIpH NpeapasnookeHHe, JKeHaTa TpAOBa fna ¢e Haco4H 32
6pat/cecTpa sm pogures, 0cOOEHO B | KOHCYNTALMA CHC CTIELMATHCT IPeH A3 Pl AalH Ja
CPaBHHUTEIIHO MIIaJa Bb3pAcT, Harp. usnomsa KXK.

npean 50 ronusn).

Jpyru 2abonseanns, cebp3and ¢ BTE. | Pak, cHcTeMeH Iymyc epHTEMaTOAeC, XeMOIHTHYEH
ypeMKUYeH CHHPOM, XPOHHIHA BE3MaiHTENHa 6o1ecT
Ha ueppata (Sonect Ha Crohn wiH yiuepo3eH KOJIHT) 1
CHPIIOEHIHOKIIETHYHA aHEMUA.

Hanpensama pe3pacr. Ocobeno Haa 35 roamyy.

Hsma KOHCEHCYC OTHOCHO BB3MOXKHATA POJIS HA B2PHKOBHHUTE BEHH WIH MOBBPXHOCTHHA TpoMboduebur B
NoABATA XM NPOrpeCHPaHETO HA BEHO3HA Tpombo3a.

IosuinenusT puck ot TpoMGoemOonHa Mo Bpeme Ha OpeMeHHOCT M 0cO0eHO Ha 6-CeMHYHHA EPHOL HA
MmyeprepHyMa Tpa0Ba ia ce MMa npeABuj (3a HHPOPMAIHA OTHOCHO ,,DepTHHTET, OPEMEHHOCT M KBpMEHE™
BK. Touka 4.6}, '

Cumnromu Ba BTE (npa60ka Beno3Ha TpomGoza B Geaonpobua emGoans)

B ciyuaii Ha cumnTOMH, keHHTE TpAOBa A2 OBNAT NOCHESTBAHH Ja MOTHPCAT CHSINHA MEJIHIMHCKA FIOMOLL H
A3 HHYOPMHPAT MEAMIIHHCKHA CeIMaNHCT, Ye npuemat KXK.

CumnToMuTe Ha Aen00Ka BeHO3HA TpoMOo3a (JIBT) Morar ia BKIIIOYBAT:

- €JIHOCTPAHEH OTOK HAa KPaka W/MITH XOIHIO0TO, WM 110 MPOAB/DKEHHE HA BEHA B KPaKa;

- Oonka WIH TexkecT B KpaKa, KOATO MOXe Ja Ce YCEIa CAMO [P CTABAHE WITH XOAICHE,

- 3aTOMNAHE HA 3aCerHaTHA KPakK; 3a4epBABAHE HIIM MPOMAHA B [[B€Ta HA KOKATA HA Kpaka.

Cumoromute Ha 6enoapoOHa emGomus (BE) Morar na BKIOYBAT:

- BHE3AITHA [10ABA HA HEODACHHM 3a/yX HITH YUECTEHO AHLIAHE;

- BHE3aNHa KalLTHL{a, KOATO MOXKe fa Ob/ie CBEP3aHA C XEMOITTH34;
- ocTpa Gomnka B rpBAHAA KOLT,

—  TeXKa 3aMafgHOCT WM BHEHE Ha CBAT;

—  YCKOPEH WIH HETIPaBHJIEH CBPEYCH PHTHM.

Hsikow OT Te3H cUMITTOMH (Hanp. ,,3a0yX”, ,KalUIHIA") ca HecTielM(HIHA H G1Xa MOTJIH 11a 6B1aT MorpeLiHo
HHTEPIIPETHPAHH KATO MO-YUECTO CPelliaHH M/TH HE TOITKOBA TEKKH ChOUTHA (Hanp. HHPEKIHH HA
IHXaTENHATE MBTHILA).

JpyTH NpH3HALK 1a ChAOBA OKIY3HA MOTaT Aa BKIIOYBAT: BHe3alHa 60MKa, OTOK M JIEKO [TOCHHABAHE Ha
KpalHuK.

AKO OKJTy3HATa HACTHITH B OKOTO, CHMITTOMHTE MOTAT Ja BapHpar oT HeGone3HeHO 3aMbITIABaHe Ha
3PEHKETO, KOETO MOXe Ja HpOrpecHpa J1o 3ary0a Ha sperne. [lonskora 3aryfara Ha 3peHHE MOXKE 14 HACTBITH
FIOYTH BeJHAara.

Prck or aprepnanna tpomboembouans (ATE)

Ilpu enuaeMHONOTHYHH NPOYYBaHHA € YCTAHOBEHA Bph3ka Mexay ynorpebata Ha KXK v mosuuien puck ot
aprepHanda TpoMGoeMOonus (MAGApKT Ha MHOKApPAA) WK OT MOIBUHO-CHAOB HHIIMACHT (HANp. [PeXO/HA
HCXEMHYHA ATaKa, HHCYIT). ApTepHanHuTe TpoMGoeMbonHaHH CHOKMTHA MoraT Aa 6BAaT daTalHH.

Puckonn gaxroph 3a ATE

PuckeT o1 apTepuanHu TpoMO0eMOONIMIHH YCIOKHEHUS HITH OT MO3BYHO-CHAOB HHIMIE:

npremauld KXK, e ypemudeH NpH XKEHHTE, KOMTO UMAT PUCKOBH akTopH (Bk. Tabmuuayy .

NPOTHUBONOKAZAH, AKO Aa/ieHA XKEHA HMa eIMH CEPHOICH HIIM MHOXKECTBO PHCKOBH (akTdpes AALLERGETS 5

[OCTaBA BBB BHCOK PHCK OT apTepHanHa Tpombo3a (BK. Touka 4.3). Ako AaneHa :KeHa H %.*Big ¢ ,;
AN S

7
\ T

"
e AN




PHCKOB (paKTOD, BE3MOKHO € YBETMUEHHETO Ha PHCKA /A € MO-TONAMO OT CYMaTa Ha HHIHBHTyalIHHTE
dakTopH — B TO3H cily4qaii TpAGBa aa ce NPEleHH OOLIMAT PHCK 3a Hed. AKO CHOTHOLIEHHETO TI0N13a/PUCK ¢e

cumTa 3a oTpHuarento, KXK He Tpa6sa na ce mpemmucear (Bx. Touxa 4.3).

TaGauna: Puckoen dpakropun 3a ATE

Prekor paxrop KomenTap

Hanpeneaiua Bp3pact Ocobeno nax 35 roanx

TomoHONy1IEeHE XKenure Tpabpa fa ObAaT CHBETBAHM Jla HE MyIIAT, aKO
*enant na wznomzsat KXK. JKeuu Hag 35 rogunn,
KOHTO NPOXB/DKABAT Aa MYINAT, TpAOBA HACTOHYHBO Ja
OBIOaT CHEBETBAHM /1A MAMOA3BAT PAIIHUSH METO Ha
KOHTPAIICTIIHA.

XuneproHus

3arnscTABaHe (HHASKC HA TEAECHA
maca naz 30 kg/m?)

PHCKBT 3HaYMTENTHO ce yBenHYaBa ¢ IOBHUIARAHETO HA
HHAeKca Ha TenecHa Maca (BMI).

OcobeHo BaxKHO NPH XKEHH ¢ ACITHIHHTETHH PHCKOBH
dakTopH

Hamwuwe Ha gamunHa anaMHesa
(apTepuanHa TpoMBoemGomma npu
Gpat/cecrpa HIH poauTen, ocobeHo B
CPaBHHTEHO MIIANA BE3PACT, HATP.
nox 50 roguHH).

AKO ¥Ma CEMHEHHE 34 HACIE€ICTBEHO
NpeAPasNoNoKeHHe, keHaTa TpaGBa na ce HACOUH 3a
KOHC}U’I’I‘&.L[PIS[ CBC CTICUHATHCT, ITpEIH Oa pe]]]H JanmH Ja
mnomea KXK.

Murpena

VBenuuaBaHeTo HA YECTOTATA HIIH TEXKECTTA HA
MHIPEHO3HHTE NPHUCTHIIH 10 BPpEME HA [PHEMaHE Ha
KXK (roeto Moxke Aa € NPpOAPOMATHO CECTOAHHE HA
MO3BYHO-CBI0B MHIHAEHT) MOXKE Ja CTAHE NpHYHHA 33
He3a0aBHO NpeKkpaTiBaHe HA OPAEMa.

Jpyru 3a6onaBaHus, CEBP3aHH ¢
HeXeMaHu ChAORH ChOuTHs

3axapen auabet, XHNepXOMOUUCTEHHEMEA, KITAITHO
CBpPACHHO 3aGonﬂBaHe H npeachrpaHoO MEXICHC,
AHCITHIIONPOTEHHEMHA K CHCTEMEH JIyIIYC
epHTEMATO/IEC.

Cuamoromu Ha ATE

B cityqait Ha cHMIITOMH, JkeHUTe TpAOBa 2 OBAAT MOCHBETBAHH Aa MOTHPCAT CHEHIHA METMIMHCKA IIOMOII 1

Ia HHGOPMHPAT MEAHUITHHCKHSA CTieLHAIACT, Ye npHeMaT KXK.

CHMITTOMHTE Ha MO3BYHO-CBAOE HHIHAEHT MOraT 1a BKIIOYBAT:

- BHE3AMHO H3TPENBAHE MWK c1abOoCT HA JMLETO, PHLETE WIH KpakaTa, 0co0eHo OT €IHAaTa CTpaHa Ha

TALOTO;

- BHE3AMHO 3aTPYIHEHHE NPH XOJCHE, 3aMasHOCT, 3ary0a Ha paBHOBECHE WIIH KOOPAUHALMA;
- BHE3AMMHa 00bPKAHOCT, 3aTPyIHEH FOBOP HITH 3aTpyAHEHO pasbHpaHe;

- BHE3aMHO 3aTPYAHEHO BDKIAHE ¢ €AHOTO HITH H ¢ ABETE OUH;

- BHE3AITHO, TEKKO HIIH MPOTBIDKHTENHO IaBoGoHe Ge3 H3BeCTHa IPHYHHA;

- 3aryfa Ha Ch3HAHHE WIH MPUNagsK CbC WIH 6e3 Ibpy.

IIpexopHATE CHMITTOMH MpEAMNONarar, 4e ChOHTHETO e npexoaHa HexeMHdHa ataka ([THA).

CumnroMuTe Ha aHGpapKkT Ha Muokapaa (M) morat fa BxinoyBsar:

- Gonka, TUCKOMPOPT, HAMPEIKCHUE, TEXKECT, YCELAHE 34 CTAraHe HIH TEXECT B Th

noJ, rpsAHATA KOCT,

- INHCKOMQOPT, pa3NpocTpaHsBalL ce KbM Mbpfa, YENoCTTa, MbpIoTo, PhKa
- yCeIaHe 33 CHTOCT, HAIHYHE HA JICLIO XPAHOCMHJIAHE MITH 3aJaBAHeE;

- H3NOTABAHE, rajieHe, MOBPHIIAHE WM 3aMagHOCT;

- npexoMepHa cnaboct, 6e3noKoiicTBO HIH 3a1yX;




— YCKOPEH WIH HETIDABHIICH CHPIACUYCH PHTEM,

BHOXHMHYHHTE (aKTOPH, NOKA3BALH HACTCACTBEHA HIH IPHACOHTA IPEAPa3NoNOKEHOCT 34 Pa3BUTHE Ha
BCHO3HA WITH apTepHanHa TpomGo3a, BKIHOUBAT PE3HCTEHTHOCT KbM akTHBHpaH npotenH C (R-aPC),
XHIEPXOMOLHCTEHHEMH S, ieuuut Ha anturpombut 1T, neduuyr Ha npoterH C, AeHUMT Ha IPOTEHH S,
HaTHYHE Ha aHTHhOChHOMMIMHAHN aHTHTENA (BHTHKAPIHOTMIMHOBY aHTHTENA, JIYILyCeH AHTHKOAryJIaHT) H
JAACTHOONPOTCHHEMHUA.

2. Tymopu

Hali-BaxXHH#T pHCKOB (aKTop 3a pa3BHTHE HA PaK Ha LIMHKATA HA MATKATA € IEPCHCTHPAIA HHOEKIUA ©
4OBellIKM nanuiomeH Bupyc (I1B). PesynraTHre OT HAKOH €ITHIEMHOJIOTHYHH [IPOY4YBaHM TTOKA3BAT, Ye
IBArocpourara ynorpeta Ha KITK moke fa MOBHMIOH JOMBIHHMTE/IHO TO3H PUCK, HO MPONB/IKAaBa Aa
CHLIECTBYBA CIIOP OTHOCHO CTEMEHTA, IO KOATO Te3H AaHHH G MOTJIO Ja Ce ThKAT Ha CMeCeHHTe eexTH Ha
ApYrH (GAKTOpH, HAMp. HEPBHKANESH CKPHHHHT H CEKCYAITHO MOBEIEHHUE, B TOBA YHCHo ynorpeba Ha DapHepHH
KOHTPAlENTHEH.

Mera-aHanus Ha 54 enuASMHUONOTHYHM MPOYIBAHHA [IOKA3Ba, Y¢ TPH XEHH, ynorpebasaiiy KoMOHHHpaHH
MEpOPAJIHH KOHTPAUeNITHRH ¢ HabmnroAasa cnabo nosuieH otHocureneH puck (RR=1.24) 3a pasBuTHe Ha pak
Ha repaata. IIopHIIeHHAT pHek nocTeNeHHO HaMansaBa npes nocieasamiTe 10 romuum cnea
npeycTaHoeaBaHe Ha ynorpebara na KXK. Thif kaTo paksT Ha rbpAaTa ce cpellia pAIKo pH skeHu nox 40-
roAwiliHa Bb3pacT, NOBHILEHHETO Ha Opos Ha AMArHOCTHLHPaHH CITydaH Ha PAK HAa MEPAATa NPy JKEHH, KOHTO
B MOMCEHTa ynotpebaBar Wi kouto ca ynorpebapany KXK, e Manko B CpaBHEHHE ¢ PHCKA 32 Pa3BHTHE HA
pak Ha IbPAara 1o BpEMe Ha UE/IHMA TeXEH KUBOT. Te3H NpoyuBaHHa He MPENOCTAaBAT AOKA3ATE/ICTRA 32
[PHYHHHO-CTIEICTRCHA BPB3KA.

Ha6ronasasnre ciryyan Ha MOBHIIEH PHCK MOXeE Jja e IBIDKAT Ha MO-PAHHOTO AHATHOCTHIHPAHE Ha PaKa Ha
I'bplaTa npH xkerH, uanonssawu KXK, Ha 6uonornunnte edextu na KXK v Ha koMOHHALMA OT BETE.
PaksT Ha rbpaaTa npH xeHH, KOHTO B MOMEHTA IIPHEMAT KOHTPAlEITHBH, OOMKHOBEHO C¢ JHATHOCTHLIHPA B
MO-MATKO HATIPEIHA] KIHHHYEH CTaJli B CPaBHEHHE C KEHH, KOHTO HHKOI'a He ¢a MPHEMAaJTH KOMOHHHMpPaHH
MEPOPATHA KOHTPALETTHRH.

CroblaBa ce 3a pekH ClTyuad Ha J0GPOKAMSCTREHH H Ole TIO-PEAKM CiTydaH Ha oKauecTBeH# 3a0oasatmng
Ha YepHHS pol, J0BE/H IO H30IHPAHH XKHBOTO3ACTPAIIABAITH HHTPAAG/IOMUHATHH KPBBOHITHEH CIIE]
ynorpeba Ha KIK. 3nokavectsenure 3a0onseanus Ha uepHus apo6 TpaGBa a ce MMAT NPEBU. B
andyepeHIIAaIHATA THATHO3A PH MOSABA Ha OcTpa OONKA B FOPHATA YacT HA KOpeMa, yBe/THHEH 4epeH Apod
WIH NIPH3HALN 32 HHTPaabaoMHHANEH KPBBOM3IIHB.

3. Zlpyeu cxcmoanug

Jlo6pe M3BeCcTHH HeKeIaHH peakiH PH yrnoTpefara Ha XOpMOHAITHE KOHTPaUeTHBH €a ACTIPECHBHO
HacTPOCHHE H JienpecHs (BK. Touka 4.8). lenpecusTa Moxe aa 651e cepuosHa H € 00pe H3BECTEH PHCKOB
takTop 3a CyHMUMIHO MoBeAeHWE H camoyOuiicTBo. XKeHHTe TpaGBa na GHAAT ChHBETBAHH [1a CE CBLPIKAT €
Jlekaps CH B CITy4ail HA IPOMEHH B HACTPOEHHETO H ACTPECHBHH CHMITTOMH, BIJIIOUYHTETHO H CKOPO Cle]l
3aMOYBAHE HA NEICHHETO.

JKenu ¢ anamuesa 3a ienpecis, ynorpedabaty KOMOMHMpPaHH NEPOPAIHH KOHTPALIEITHBH, TpAGBa fa Gbriat
CTPHKTHO HaGJIFOaBaHH H [IPH MOBTOpPHA TI0ABA HA CEPHO3HA CTENESH Ha ACIpecHa ynoTpebata Ha
JIEKApCTBEHHA NMPOAYKT TpAGRA Aa Obae nMpekpareHa. [TanneHTKH, H3NaTHANH B TEKKA JSNPECHH 110 BPEME Ha
ynoTpeba Ha NepopaiHH KOHTpauenTHeH TPAGBA A2 PEYCTaHOBAT MpHeMa H Ja H3MOJ3BAT ATTePHATHBEH

XeHH ¢ XHNIEPTPHIIHIEPHASMHA HIH ¢ (aMiuTHa OOpeMEeHEHOCT 3a TOBa CECTOAHHE,
NOBHILIEH PUCK 32 PA3BHTHE HA MAHKPEaTHT IIpH ynoTpeda Ha KITK.

Kenn ¢ xunepaunuaemus Tp0Ba Aa GbIaT CTPHKTHO Hab/moaBanu, ako H3bepar



BbnpexH de npu ronaMa yact ot xkeHuTe, npueMaitd KIIK, ce crobmaea 3a Jieko MOBHIIEHHE Ha CTOHHOCTHTE
Ha apTepHaNHOTO HANATaHe, CIy4aHTe Ha KIHHUYHO 3HaUHMO NOBHILICHHE Ca PSIIKH. AKO 1O BpEME HA
ynorpebaTa Ha KOMOMHHpaHa IEPOPATHA KOHTPALECTIIHA TIPH CHIISCTBYBALIA XHIIEPTOHHA, TPAHHO
TIOBHIIEHOTO apTepHATHO HAIATAHE WIH 2HAYHMO MOBHILEHIE HA HANSITAHEeTO He CE MOBIHARAT aIEKBATHO OT
AHTHXWOCPTEH3HBHA Tepanud, npHeMbT Ha KITK Tpabsa na ce npeyctanoByd | fa 6be 3an04HATO JICYCHHE HA
XHINESPTOHHATA. AKO € YMecTHO, ynotpebaTta Ha KITK Moske na 661e Br300HOBeHa NPH IOCTHTAHE Ha
HOPMOTEH3HBHH CTOHHOCTH B PE3YJITaT Ha MPOBEACHATA AHTHXHIIEPTEH3WBHA TEPAIKA.

Hma crobmenns 3a mosBa WIH BIOLIABAHE HA CIEAHHTE CHCTOSHHA, KAKTO 10 BpeME HA OPEeMEHHOCT TaKa M
np ynotpeba Ha KIIK, Ho HAMa ybenuTennn rokasatencTeara 3a Bpb2ka ¢ ynotpebara Ha KIIK: xenrenuua
W/HJIN NPYPHTYC, TBIDKAIIH ¢€ Ha xonecTasa; 00pa3yBaHe HAa KAMBHH B ¥UTBYHHA MEXYP; MOpJHpHE; CHCTEMEH
JTYIyC epHTEMATOEC; XEMOIMTHYHO-YPEMHYEH CHHAPOM; Xopes Ha CHeHXaM; recTallHOHEH Xeprec; 3aryba
Ha CITyX, JRXKAINA CE€ Ha OTOCK/Iepo3a.

ExsoreHnure ecTporeHd MOrar a MHAYIHPAT MOABA HIIH Jia 00OCTPAT HATMMHH CHMITTOMH Ha aHTHOCIEM,
0coDeHO MpPH KEeHH ¢ HACTEACTBSH AHTHOEM.

OcTpH WIH XpOHHYHH HapyIIeHUs Ha YepHOAPOOHaTa QyHKUMA MOraT Ja HAaNOKAT NPEKPATABAHE HA
ynorpebata Ha KIIK no Bprmane na ueproapoGHATEe PYHKUHOHANHHA M10Ka3aTe M B HOPMAAHH rpaduiy. [Ipu
MALHEHTH ¢ Y¢PHOAPODHA ANCHYHKIIHA MOXKE J1a € Ha/lMLe HApYIUeH MeTabOTH3EM Ha CTEPOHIHHTE XOPMOHH.
[opTOpHAaTa MOARA Ha XONECTATHYHA SKb/ITEHHIIE, HACTHIIMAA ITHPBO 10 BpeMe Ha GpeMEeHHOCT WIH NpH
NpeIHINHA YTIOTpeda Ha CTePOHIHH MOJIOBH XOPMOHH, H3HCKBA TIpeKpaTaBaHe Ha yrnoTpebara Ha
KOHTPaUeTHBHOTO CPeACTBO.

KIIK moraTt fa noBmHsaT nepHepHaTa HHCYTHHOBA PE3UCTEHTHOCT H MIIOKO3HHA Tonepanc. Brnpeku
BBE3MOXKHHA €(DEKT Ha MEPOpalIHUTE KOHTPALENTHBHH CPEACTBA BBPXY nepubepHaTa HHCYJIHHOBA
PE3HCTEHTHOCT W MIFOKO3HHA TOJIEpaHe, HAMAa JaHHH 3a He0OX0JHMOCT OT HPOMSIHa B TEPATICBTHYHHA PEXHM
pH NALMEHTH ¢ AHabeT, KOUTO YNOTpeOsIBaT HUCKOIO3HPAHH MEPOPATTHE KOHTPALISITHBHH CPEACTBA
{ceappkamu <50 MHKporpama eTHHHNECTpaaHo). Jenure ¢ uaber Tpabea na 6bAAT CTPUKTHO
HabnmoaaBaHu No BpeMe Ha ynotpebaTa Ha epPOpaTHa KOHTPALISILIUA.

3abonapanus kato Gonect Ha KpoH u yiueposen konMT ce CBLp3BaT ¢ ynorpebarta Ha KOMOWHHpaHH
NEPOPaIHH KOHTPALIEITHRH.

[onaxora Moxe Na ce moABH XJ10a3Ma, 0COOSHO TTPH KEHH ¢ aHAMHECTHYHH JaHHM 3a XJ10a3Ma IO BpeMe Ha
6pemeHHOCTTa. JKeHH Che¢ CKIIOHHOCT /13 PA3BHAT TOBA CHCTOAHAE TPAOBa Aa u3bArsar usaraHe Ha CITbHYEBA
CBETJIMHA I HA YJITPaBHONETOBA pagydauus, nokaro npuemar KXK.

penynpexaenns

MegRoHECKE Nperie)/KoHCyATAIHS
[Ipeau 3anoyBaHe WM NOAHOBABAHE Ha npueMa Ha JlnaauHet 30 Tpabea na ce cHeMe ITBJIHA aHaMHe3a
(BrmounTenHO (haMHIHA aHaMHe3a) H TpAOBa Aa ce m3kmoun SpeMenHocT. TpsbBa na ce H3MEPH KPBEBHOTO
Ha/IAraHe | 1a e HaNpasH $hu3UKaleH nperien, PEKOBOAEH OT MPOTHROIIOKA3AHMATA (BXK. TO4Ka 4.3) H
npeaynpexIeHHaTa (Bx. Touka 4.4). BaxHo ¢ sHHMaHHETO Ha sKeHaTa Ja ¢€ HaCOUH KEM MH(pODMALIHATA 34
BCHO3HA K apTepHAIHA TPoMOOo3a, BRIIIOUHTENIHO prcka npu Jiunmmser 30, cpaBHeH ¢ To3u npH apyrure KXK,
cumnromute Ha BTE u ATE, ussecThuTe pHCKOBH (pakTOPH H KaKBO Ja CE NPABH B CIy4Yal Ha ChMHEHHE 3a
TpomMBO3a.

JKenara Tpa6Ba CHILO fa ObAE HHCTPYKTHPAHA BHMMATEHO Ja MPOYETe IHCTOBKATA 3a NoTped ace
TIPHIBKA KBEM AAJICHHTE ChBETH. YecToTaTa H eCTECTBOTO HA NperfieauTe TpaoBa Ja ce o :
YCTaHOBEHHTE IPAKTHYECKH YKA3AHHA H Jia CE€ afaNTHpAaT 3a BCAKA OT/Ie/THA JKEHa.

XKenure Tpabea na ce HHGOPMHUPAT, Ye NEPOPANTHHTE KOHTPALIENTHEBH HE MPEATa3BaT
(CITHH) u npyru GonectH, npeaaBady no nomos meT.



Ioamxera epukacHoCT

EdukacHocTTa Ha IEpOpATHATE KOHTPALIENTHBH MOkKe 1a Ghjie IOHIKEHA B CITy4ail Ha IPOITyCHATH TabJIeTKH
HJIH [ACTPOMHTECTHHAHM HApYIUeHus (BIDK pa3aen 4.2) HIH NPH CHITBTCTBALIC IPHIOKEHHUE HA IPYTH
JICKAPCTBEHH NIPOIYKTH (BIXK pazzen 4.5).

INormxen KOHTPO/ HA HAKHAA

Ipu BeHuKH KOMOHHHPAHH IEPOPATHY KOHTPALISITTHBY MOTAT /]a HACTBIAT HEPEIOBHH KPBHBOTCUCHUS
(3auanBane MiTH MPOOMBHO KBPBEHE), 0cOOCHO Mpe3 MBPBHTE MECELH OT HpIIokKeHHeTo HM. ClieoBarenHo,
OLICHKATA HA BCAKO HEPEIOBHO KbpBEHE TpAOBa fa Ob/e HanMpaBeHa clel H3BECTEH NEPHOJ Ha ajaltTHpaHe,
KOMTO € NpHOIH3UTEIHO TPH IMKEIA.

AKO HepeJOBHHTE KPBBOTEUEHHS NPOXBILKAT, TpAORa aa ce oOMucnu ymotpebara #a KIIK ¢ BHcoko
CBABPAKAHNWE HA XOPMOHH. AKO HEPEIOBHHTE KPBHBOTEUEHHA HACTHIAT Clell MbPBOHAYAIHO PeJOBHH LHIUTH,
TpabBa Aa 6BIAT B3ETH NMOA BHEMAHHE HAKOH HEXOPMOHAIHH NPHYMHM W 13 C& NPORSAAT AASKBATHH
JHACHOCTHYHM H3CIIEABaHHA, 3a Ja ObJaT H3KMOYEHH MATHTHEHH 3a0oimeanus wik 6peMeHHocT. Tosa MoXe
Jia BIJTIOUBA KIOPETLK.

Ilpu HAKOH jkeHH MOXE J]a He HACTBHITH OTNAHO KBPBEHE NPE3 MEPHOAA, B KOHTO He ce MPHEMAT TabJieTkH,

Axo obBHTHTE TAGNETKH €a NPHEMaHH ChIIIACHO HHCTPYKLIMHTE, ONHCaHH B pasfen 4.2, Malko BEPOSTHO €
»eHara na ¢ 6pemenHa. Axo obaqe KITK He ca mpHeMaHH B CHOTBETCTBHE ¢ TE3H HHCTPYKLIWH, TIPEAH
OBPBOTO JIMIICBALIIO OTNAJHO KbPBEHE M MPH NPOIMYyCKaHe Ha {Be OTNAJHH KPbBOTEYCHHS, MPEIH
Npoab/DkaBaHe HA MPHEMA HAa KOHTPALCNTHEA TPAORa Ja c¢ H3K/IIOUH €BEHTYaHa OpeMeHHOCT.

Heua

bezonacHocTTa H eyHKACHOCTTAa Ha KOMOMHHPaHH NEPOPATHH KOHTPALIENTHBE ¢a OHIH YCTAHOBEHH HPH
3peJiH XKEHH B perpo/fyKTHBHA Bb3pacT. HaMma mokazanns 3a TAXHaTa yniorpeba npey HaCcTBIIBAHE HA
MeHapxe.

Crapuecka BB3pacT

KOMGHHHP&HHTE NepopanHE KOHTPAUCIITHBH HE Ca NOKa3aHH 3a ync)'rpeﬁa IIPH KSHH ciel MEHOIay3aTa.

Hoesnmaeane aa AJIT

B XITHHHYHH H3MHTBaHUA NPH NALHEHTH, MPYeMAallH JTeueHune cpeity HHpekuusa ¢ xenmatit C (HCV) ¢
ACKApCTBEHH TTPOAYKTH, CHABPXKAILK OMOHTACBHP/TApUTANPEBHP/ PUTOHOBHD | Na3albyBup, ¢ HIH O¢3
pubaBupHH, HUBaTa HA TpaHcamHHaza (AJIT) ca OHnH Noeeve OT 5 IMETH HAJ MOPHATA IPaHHIIA HA HOpMATa
(I'TH) 3HaYHTeNHO HO-YECTO [PH KEHH, HIOI3BALIH JIEKAPCTBa ¢ eTHHHIECTPAJHOIN, KaT0 KOMOHMHHpaHH
xopmoHaHH KoHTpauenTied (KXK). Chimo Taka, NpH MaLHEHTH, JIEKyBaHH C IIeKanpesHp/mabpenTacsup,
ce Habmoaaea noprmasane Ha AJIT NPy xKeHH, HINOM3BALLM IEKAPCTBA, ChABPKALIMA ETHHWIECTPANHOI,
KaTo KoMOHHHpaHH xopMonanHi KoHTpauenTisH (KXK) (ex. Touxs 4.3 u 4.5).

To3u nekapcTBeH NpodYKT ChIbDKA IZKTO3a W 38Xapo3a

INaipeHTH ¢ peKH HACNENCTBEHH NPOG/IEMH HA HETIOHOCHMOCT KBM TaJIaKTo3a, TBAeH JIAKTa3eH AedHumT,
[JIOKO30-TalnakTo3Ha Manabcopbups, HEMOHOCHMOCT KbM (PYKTO3a HITH 33Xap030-H30MANTA3EH IChUIINT, He
TpaGBa Ja MpHeMaT TOBA JIEKAPCTRO.

Tosu nexapcTBeH MpodyKT ChABPIKA No-Manko oT 1 mmol Hatpuii (23 mg) Ha Tabnerka, T.¢. MOXe aa ce
Kake, Ye NMPAKTHYSCKH HE ChABpYa HATPHId.

4.5 BsaumopeiicTBHe ¢ IPYTH JeKapCcTReHA NPOIYKTH H APYrA ¢GOpME HA B3aHMO/ICHCT

3abenexxka: 3a HaeHTHOHLMpaHE HA TIOTEHIHANHMA PUCK OT NEKAPCTBEHH B3AHMONEHCTRHA
npeaBHA HHGpopMarMsTa 32 NIPeINMCBaHe HAa CHITHTCTBALINTE JIEKAPCTBEHH TepartHi.

DapMakoHHAMEYHH B3AHMOAEHCTBHA




ITpH eqHOBpeMeHHaTa yTIOTPe6a ¢ NIEKAPCTEEHH NPOIYKTH, ChIbDKAIIH OMOHTACBHD/ TIAPHTANPEBH/
PHTOHOBHD U Aa3abyBup, ¢ Wik Ge3z pHOaBHPHH, HIIK TJleKanpeBHpP/MHOPEeHTaCBUp, MOXKE 12 CE MOBHILH PHCKBT
ot ysenmtarare Ha AJIT (k. Touxu 4.3 1 4.4). ITopaau ToBa xenuTte, wanomeamy Jluaauset 30, pabea ga
NPEeMHHAT KbM aTTTEPHATHBEH METO/] Ha KOHTPALETILKA (HANP. CAMO C MPOreCTEPOH HIH HEXOPMOHAITHH METO/IH)
MpeH Ja 3aloYHAT NIEYEHHE ¢ Ta3H KOMOHHALHs iekapeTea. Moske /ia ce 3alotHe OTHOBO MpHeM Ha JluHauHeT
30 fBe ceAMHLIM cel 3aBBPINBAHETO HA JICYSHHETO ¢ TA3H KOMOHHALMS OT JEKAPCTBA.

DapMakOKHHETHYHH B3aHMOACHCTBHA

Bruanue na opyzu nexapemeenu npodykmu evpxy JTundunem 30

BsauMoeHcTaHATa ¢ NeKapCTBEHH NNPOAYKTH, KOHTO Ca HHAYKTOPH Ha MHKPO3OMAIIHMTE €H3HMH, MOTraT aa
NOBHIIAT KIMPBHCA HA MOMIOBHTE XOPMOHH, BOJASHKH 0 NPOOHBHO KbpBEHE H/IWTH HeedeKTHRHA
KOHTpaUenLus.

Jeuenue

B noseueTo ciyyad eH3MMHA HHAYKLAA HACTBIIBA CAMO Clle/| HAKOIKOMAHEBHO NeveHre. Makcumania ensMMHa
HHIYKIHA c& HabmosaBa cief HAKOIKC ceMHIE, EH3MMHATA MHAYKIMS MO3KE 1A C€ 3al1a3H B POTDKCHHE Ha
4 ceAMHIIA CICHK MPCKPATABAHE HA JIEKAPCTBEHATA TEpaIHs.

Kpamrocpouno nevenue

Kenure, NTEKyBaHH ¢ €H3UMHH HHIYKTOPH, TPSOBa BpEMEHHO [1a M3rom3BaT GapHepeH METOI HIIH APYT METO/ Ha
KOHTpAUETHs B Jomb1HeHHe KeM KITK. bapuepuusaT MeTon Tpadea na ObAe HINOMIBAH NPE3 IANOTO BpEMe Ha
CBHIIBTCTEAINA NIEKAPCTBEHA TEpalid U B MPOAWDKeHHE Ha 28 THH clieq HEHHOTO NpeKpaTaBaHe.

AKO CBITBTCTBAINATA JEKAPCTBEHA TEPAITHSA NPOABIKH ClIe IPHELPLIBAHE HA OTIAKOBKATAa KOMOHHUpaHH
KOHTpPaLENTHBHH TabJeTKH, ClIeBAmATA ONakoBKa Tpabea fa 6bae 3anouHaTa BefHara ciefl Hes, 6e3 crazpaHe
Ha o6uuaitiua nHTEpBan Ge3 npHeM Ha TAONETKH.

Jenzocpouno nevenue
TTpH keHH Ha JBITOCPOYHO JICYEHHE ¢ AKTHBHH BELIECTBA, HHIYLIMPAIIH YepHOAPOOHHTE SH3KMMH, Ce
NIPENOpPBYBa APYT HAJAEHISH METO/ 33 HEXOPMOHAIHA KOHTPALIETTLIHA.

B nureparyparta ca ONHCaHH CIICAHHTE B3aHMOACHCTBHA:

Bewecmsa, nosuuas, rrupvrca na KIIK (namanena echexmusnocm na KITK ecnedcmeue enzumna
Bapburypati, GocenTan, kapGamazenis, GeHHTOMH, MPHUMH/IOH, pH(AMITHLIMH H JICKAPCTBEHH IPOIYKTH 32
neucHue Ha HIV pHGeKIIM ka0 pUTOHABHD, HEBHPaNKH U eaBHPEHN| H BEPOSTHO Chillo (enbamar,
rpuseodyIBHH, OkckapGa3enyH, TONMHPaMAT, KAKTO H TPOMYKTH, ChAbPKalH OHIKaTa KBIT KAaHTAPHOH
(Hypericum perforatum).

Bewecmsa c uweH edhexn evpxy xaupwhca na KIIK

Ipu eqnoBpementa ynotpeGa ¢ KIK, MHoro kom6Gunaumy Ha HIV nporeasHH HHXHOHTOPH W HEHYKIIE03HIHH
HHXHOMTOPH Ha 00paTHATa TPAHCKPHITTasa, B TOBA YHCIO koMOHHaums ¢ HCV unxuburopn mMorar fa
NOBHIIAT KM 1A HAMADIT [UTASMEHHTE KOHLCHTPAUHH HA ECTPOTCH HIH NMPOTECTHHH. B HAKOM CITyyad HETHHAT
eexT Ha Te3H NMPOMEHH MOXe Ja 6bie KIHHHYHO 3HAUHM.

CrienoeaTeNTHO, [IpH €AHOBPEMEHHO NpHIarane Ha cpeAcTsa 3a jedenrie Ha HIVVHCV undexuny Tpadea na ce
HMa NpeBUA HHPOPMALIHATA 33 TAXHOTO NPEANHCEAHE H CHOTBETHUTE PENOPEKH, C e HeHTHGHIMpaHe Ha
[OTEHLHATHA B3aUMoeiicTeiA. B ciyaii Ha cbMHEHue, XeHWTe, NOTyJaBalliy IeYyeHHe C NIPOTEeasHH

HHXHOMTOPH HITH HEHYKJICO3HIHH HHXHOMTOPH Ha 00paTHaTa TPaHCKPHITA3a, TPAOBA 3 W3OS
JONBIHHTENEH OapyepeH KOHTPALICTITHBEH METO.

JIlaGopaTopHH TecToBe
VnoTpe6ara Ha KOHTPALICIITHBHH CTEPOMAHH XOPMOHH MOXKE J1a IOBJIMAE PE3YITATHTE
nabopaTOpHHA TECTOBE, B TOBA YHCNO OHOXHMMYHHTE NAPAMETPH, OTpasseauli GyHKIHs



WHTOBHHATA #Ule3a, HanOBOpeUHHTE Ie3H H OBOpelHTe; MIa3MeHHTe HHBA HA TPAHCTIOPTHHTE NIPOTEHHH,
Hanp. KOPTHKOCTEPOHI-CBBD3aHHA [NTO0YIHH H AHIHA WIH THIONPOTEHHOBHTE (paKuuy; TapaMETPHTE Ha
BBIIEXHAPATHHA METADOIHZBM H IapaMeTPHTE Ha Koarynauus u GuOprHonusa. CTOHHOCTHTE Ha
MPOMEHHTE OGHKHOBEHO OCTaBaT B paMKHTE Ha pedpePEeHTHHTE MPaHHLIH.

4.6 GepTRIHTET, GPEMEHHOCT B KEPMeHe

BpeMeHHOCT

Ilpeau 3ano4yeane Ha npueMa Ha JIHHAMHeT 30 TpAGRa ga Gbie HIKTIOYEHA BE3MOKHA OpPEeMEHHOCT.

Ipu HacTeNBake HAa OpeMeHHOCT Mo BpeMe Ha neueHue ¢ KIIK,

NOHATaTBLIHKAT TipHeM TPA0Ba Na Obae

npeycradoseH. Hama KaTeropuysu noxaszatenctsa, ve cpaspikamure ce B KIIK ecrporen M nporectus Morar
Na MPHYHHAT YBPEXKAaHe HA Pa3BHBALIOTO ¢€ ICTe TPH CIIydaiiHo 3aueBaHe 1o BpeMe Ha ynorpeba na KITK

(Bx. Touka 4.3).

ITpu Br306HORABaHE Ha mpueMa Ha JlunauaeT 30 Tpabea fa ce ¥Ma MPEIBUA MOBHIIEHUAT PUCK OT BEHO3HA

TpomboeMbonua (BTE) no BpeMe Ha criepofoBus epHO (BIK.

Kepmene
Masiki KOTHYeCTBa CTEPOMIH OT NEPOPAIHHTE KOHTPALIEITTHBH

ToukH 4.2 1 4.4).

¢4 OTKPHBAHH B MJIAKOTO HA KbpMavKH H Ca

CboOIABAHY HAKOM HEKEMAHH PEAKLMH TIPH ASTETO, BKIIOUATENTHO HBJITEHHLA H YTOIEMABAHE Ha Mbp/IHTE.
KITK moraT na MOBMHAAT KEPMEHETO, ThiH KATO MOTAT [a HAMAIAT KOJHYECTBOTO HA KEPMATa H Ja NPOMEHAT

ChCTaBa H.
Jlunouner 30 He Tp2OBa Na ce HINMOJI3BA MO BPEME HA KbPMEHE.

4.7 EdexT BBpXY cnocoGrOCTTa 32 ModHpane B padoTa ¢ MANTHUH

JHaueeT 30 HAMa WM MMa HE3HAUHTENHO BITHAHHE BBHPXy crnocoOHOCTTa 3a modHpaHe U paboTa ¢ MAIMHH.

4.8 Hexenann neKapcTBeHH PeaKuA

CpoO1IeHH ca HeKeNIaHH PeakLiMK ChC CeHATA YeCTOTa:
Mamoro yectn: (=1/10);

Yecru: (=1/100 go <1/10};

Heuectn: (=1/1 000 xo <1/100);

Penxu: (=1/10 000 no <1/1 000);

Muoro peaxs (<1/10 000),

C Heu3BecTHA 4ecTOTA: {He MOXKe Aa ObJIe OLIEHEHA OT HATMMHUTE JAHHH).

Ilpu xenn, vsnomsamy KITK, ca crobmens clieaHuTe CEPHO3HH HEXETaHH CHOMTHA:
- apTepHaTHa U BeHO3Ha TpoMbo3a u TpomboemMGomizpm* (kaTeropus HAa 4eCTOTA: PeaxH) (BXK. CHILO TOYKA

4.4);
- HHTpAaCIHTCIIHA HCOIUTA3ZHA HA MaTOYHaTa mnﬁxa;
- pak Ha rbpaaTa;

- TIOBHILIEH PHCK OT A00pOKauecTBEHH YePHOAPOOHH TyMopu (HAIp. Qokanka HOAYIapHA XMIEpILUIa3ug,

4epHOAPOOEH aICHOM).

*[1pu sxenw, n3nomseamy KXK, e HabmioaBaH NOBHINEH PHCK OT apTEPHATIHH H BEHO3HH TPOMOOTHUHH K
TpomOGoeMOonMYHM CLOWTIS, B TOBA YHCAO MHOKApIEH HH(APKT, HHCYIIT, IPEXOIHH HCXEMHYHH aTAKH,
BeHo3Ha Tpombosa H Benoapoben eMGoNNILM, OGCHACHH NO-110APOOHO B Touka 4.4

CucreMo Opranns KiacoBe
MedDRA

Hudexnun n aadecranuu
YecTn

HexkellaHa peaknus %\,\\sﬁﬂ f?o}
F
7T \

BaruauT, B TOBA YHC
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Heonnazmu - noGpokauecTsens,

3/I0KAIECTBCHH H HEONPEeC/ICHH (BKJ’I. KHCTH H

HOTHITH)
Meuoro peaku

Xenarouemynapet
KapILHHOM

Hapymlenns HA HMYHHATA CHCTEMA
Penxu

MpHoro peaxu

AHaQHIaKTHIHW aHadHIAKTORIHY PeaKIHH,
B TOBA YHCJIO MHOT'O PEIKH Cllyyas Ha
YPTHKApI, aHTHOEAEM H CEPHO3HH PEaKLHH C
IMPKYJIATOPHH H PECIUPATOPHH CUMITTOMH

OBGocTpsHe HA CHCTEMEH JIYITYC €PHTEMATO3YC

Hapymenus Ha MmeTaGoansma B XpaHeHETO
Yectu

Heuectu

Penxu

MHoro peaku

IpoMenH B TeieCHOTO TerIO (MIOBHIICHHE
JUIH HAMAIICHHE)

IIpoMeHH B HUBOTO Ha CEPYMHHTE JTHITHIH,
BKJIIOMHTETHO XHOESPTPHIIHIEPHAEMHS,
[IPOMEHH B ANETHTA (MOBHIIEH HIH HAMANEH)
[MonmxkeHo HUBO Ha cepymuute domaru*,
TJIIOKO3€H HHTONEPaHC

ObocTpane Ha nophup

IlcExHYHA HapyIICHHNA
YecTn

[IpoMeHH B HACTPOSHHETO, B TOBA YHCIIO
JenpecHs
IIpomsna B JHbHOOTO

Hapymenus HA HepBHATA CHCTeMa
MHoro vectu (>1/10)

Yectn

Meuoro penku

I'masobonue, B TOBA YHCIIO MUTPEHA
HepeHroct, 3amaiiBaHe

OOocTpate Ha xopes

Hapymennsn 5a 04HTE
Penxn

Mpuoro peaxu

JlpasheHe B OuHTE NPH HOCEHE HA KOHTAKTHH
JelH

OnTitieH HeBpUT, **peTHHAIHA ChI0BA
TpoMBo3a

Cohpacusn Hapymesns
Heuectn

XHIepToHuA




CLa0BH HapyIennsn
Peaxu

Benoaxa tpomboembGonus (BTE)
Aprepuansa tpomboemGomus (ATE)

CroMamBo-upeBHH HApYmICHHN
YectH

Heuecrn
MHoro peakn

C HeH3BECTHA YeCTOTA

Tanese, nopprmane, 601kH B KOpeMa
Kopemnn cria3MH, nogyBaHe Ha KopeMa
ITankpeaTyT, HCXEMUYEH KOJIHUT

Brananurento upesHo 3aGonasane (Gonect
Ha KpoH, y/Iuepo3eH KOJIHT)

XenaTtoOunnapHu HADYIReHHS
Pemxn

Meoro penku

C HeH3BecTHA YeCTOTA

XonecTaTHYHA JKBITEHHIA
X ONELMCTHT, BEMOYHTENHO XOMEIHTHA3a**

XenaTouemy/japHo yBpexkaHe (KaTo XelaTHT,
uepHOApoOHA NHCPYHKINA)

HapymeHAS HA KOXKATA H NOAKOKHATA THKAH
YecTH

HeuectH

Penxu

MHor0 penka

Axne

VprHKapH4, X10a3Ma (Menazma), KosTo MOKe
na Gbe MOCTOSHHA, XHP3YTH3bM, aONeLHa

EputemMa HOXO3YM

Epurema myntadopme

Hapymenns na 6b0penare 1 nHKOYHHTE
ubTHMA
MHoro peaxu

XeMOIHTHYHO-YPEMIUCH CHHAPOM

Hapymieasa Ha BL3NPORIBOHTEHATA
CHCTEMA H FBPAATS
MHoro gecTH

YecT

3ananBaHe/MpoOHBHO KbpBEHE

Bonka B repaute, GonesHeHOCT, MOLyBaHe,
CEKpPELMA, AMCMEHOPEs, NPoMsiHa B
MEHCTPYaIHHA TIOTOK, IPOMEHH B EKTOMHATA
H CEKpeLHATa HA MaTOYHATA LUHIKa,
aMeHopes

OO0y napylienns o edeKTH HA MACTOTO HA

OpRJICKEHHE

Hectn 3arppaane Ha TEYHOCTH/OTOK

Hacnensannn

Yectn TipoMeHH B TEIECHOTO TeT,
HIH HAMAIICHHE HA TET. TN

Hegectu TToBHIIEHO ApTEpHAT MCHH |
CTOMHOCTHTE Ha IU1a3 !-ﬁ'rx ATRUT, B TOB;
YHCAO XHICPTPHITHICPHAEMEAT .o + "~
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Penxu (=1/10 000 u <1/1 000) HamManenue Ha HUBOTO Ha IIAIMCHUTE
donaru*

* Husara Ha cepymHuTe donati Morar fa 6paat noHmxeHn npH npueMane Ha KOK. IToHwkeHueTo Moke na
Oblie KIMHHYHO 3HAYUMO NPH JKEeHH, 3a0peMeHeNH HACKOpO ClIeX npekpaTasane npueMa Ha KOK.
**ONTHYHHAT HEBPHT MOXKe 14 IOBEE JO YACTHYHA HITH ThHA 3aryba Ha 3peHHe.

***[Ipuemanero Ha KOK Moe aa BAOLIM CLOIECTBYBALIO 3a00/I9BaHe HA HITHUKATA H 1a YCKOPH Pa3BHTHETO
Ha TakoBa 3a0o/ABaHe Npy xeHH 0e3 npeAmecTBALIM CHMITTOMH.

Ex3orennure €CTPOrcHHA MOrart Ia HHAyOHpaT IIoABa HIH fa 0600"[])51'1‘ HAJIHYHH CHMIITOMH Ha QHTHOCICM,
ocobeHo IIPH KEHH C HACTTCACTBEH aHIHOALM.

Crobulapade Ha NO03HPAHN HEXEJAHH PeaKi{iH

CrobimaBaneTo Ha [I0J03MPAHH HEXKEJIAHH PEaKIIMH Cliej| paspelnaBane 3a ymoTpeda Ha
JIEKapCTBEHHA NPOAYKT € BaXHO. ToBa no3so/iea aa npoab/DKH HablioJeHHETO Ha ChOTHOIEHHETO
[oN3a/PUCK 3a TEKAPCTBEHHS MPOAYKT. OT MEAHIHHCKHTE CNIEHHAIHCTH Ce H3MCKBA Aa ChoOmaBaT BCAKa
NoJO03HpaHa HEXKENIAHA peakiud dpe3 upe3 ManmbIHHTeNHA areHINs [0 JleKapcTBaTa yil. ,,Jlamsad ['pyes” Ne 8,
1303 Codms, Ten.: +35 928903417, yebeaiir: www.bda.bg.

4.9  Hpeaosnpane

CuMNoMHUTE HA NPEO3HUPAHE C XOPMOHATHO KOHTPALIITHBHO CPEACTRO MOTaT /i BKIIOUBAT rajeHe,
TIOBPBIIAHE, HANMPEXKEHHE B MBPIUTE, 3aMasHOCT, KOpeMHa Gonka H chHimBocT/yMopa. TTpH xkeHu MOXKe Aa Ce
TIOABH OTNAfHO KpeBoTeyeHue. Hama cnienuduyen antunor. [Ipy HeoOX0AUMOCT OT JONBJIHHTEIHO JIEYCHHE
TIpH TIpeJIo3upane, To TpAGBa Aa 6bAe CHMITOMaTHYHO.

5. PAPMAKOJOTHYHM CBONCTBA

51 PapMaAKOTHHAMHYHM CBOHCTRA

DdapmakoTepanesTHyHa rpyna; [Iporectorend H ecTporeHs, pHKCHpaHH KOMOHHAIMH

ATC kona: GO3AALQ

MexaHH3BEM Ha JeiicTeHe

KomOGHHHMpaHHTE NepopanrHi KOHTPALCIITHBY ASHCTBAT Ype3 NOTHCKAHE HAa TOHAOTPONHHUTE. Bhipeku ye
TbPBHUHHAT MEXAHH3BM Ha EHCTBHE € HHXHOHIHA Ha OBY/AIMATA, 22 KOHTPALIENTHBHHA e(eKT AOTPHHACAT

¥ ADYTH MEXaHH3IMH, B TOBA YHCAO NIPOMEHH B LSPBHKAITHMA MYKYC (3aTpyAHARALIM NPOHHKBAHETO HA
crepMa B MaTKaTa) M €HIOMETPHYMa (HaMalsBALIH BEPOSTHOCTTA OT HMIUIAHTHPAHE Ha SHIIEKNCTKHTE).

Ilpu mocTosHHa B MpaBIIHA YIOTpe0a, PHCKBT OT HeepeKTHBHO AeiicTRHe Ha KOMOHHHPAHHTE XOPMOHAIHH
KoHTpauenTHBH ¢ 0,1% Ha roguHa. [TpH o6Hyaiina yoTpeOa pUCKET OT HEE(QEKTHBHO JAEHCTBHE TIPH BCHIKH
MepopajHi koHTpalenTHBH e 5%. EdekTHBHOCTTa Ha IOBEYETO KOHTPALIENTHRHE METOJM 3ABHCH OT TAXHOTO
NpaBUAHO NpunaraHe. B noseyeTo ciryuau HeeeKTHBHOTO AeHCTBHE CE XB/DKH Ha MPOTYCHATH JO3H.

npeanasparie oT 3abpemensrane. [locrenHoTo Moxe Ja ToNpHHECE 32 HAMAMABAHE HA NOA
AeduumT.




YcTaHOBEHO € HAMATIEHHE Ha PHCKA OT PaK Ha SHAOMETPHYMa M sifuHuiTe. B NOIMWIHEHHE, JEMOHCTPHPAHO €,
Y€ BUCOKONO3SHPAHHTE KOHTpaileITUBHA TabneTk# (50 Lg eTHHUIECTPaAUOI) HAMANABAT PHCKa OT
(DHUOPOKUCTHUHH TYMOPH Ha I'bPAATA, SHUHMKOBY KUCTH, AHCKCHTH, EXTONAYHA GPeMEHHOCT, KaKTO ¥ Pak Ha
€HIOMETPHyMa K AiYHHIMTe. Bee ome He e NOoTBBPIeHO, Ye TO3H €eKT ce OTHACAH M 33 H HHCKOJO3HPaHH
KOHTpALIEIITHEH.

5.2 PapMaKoKHHETHIHH CBOHCTBA

Tecmooen

Abcopbuus
Ilepopanno npueTHaT recroaeH ce abcopOupa 6bp30 M HATBMHO B raCTPOMHTECTHHATHHSA TPAKT.

BHOHAMHYHOCTTA € MoyTH 99%. Cnex npHeM HA eAHOKpaTHA 1033, MAKCHMAITHA CePYMHA KOHICHTpaIlHs ¢¢
AOCTHIA NpHONN3KTENHO A0 1 Jac.

PaznpeseneHue
B cepyMa rectofeH ce cBnp3Ba npeauMHo (50-70%) ¢be cekc-xopMoH-cebp3atius raobynus (CXCI) 1 B

110-MaNKa cTeneH ¢ anbymuxa. CamMo Manxo ko/imuecTeo recroleH (1-2%) ce OTKpHBa Kato cBOGONEH
CTEpOH.

HugyumpanoTo OT eTHHWIeCTpagHONA nosuineHHe Ha HuBoto Ha CXCI Boau ao noumasane Ha CXCI'-
¢BBp3aHaTa (paxiHi H HaMa/lueaHe Ha an0yMHH-CBBP3aHaTa dpakiua. CleJ MHOMOKPATHO NpHIaraHe,
PeCTOEH Ce aKyMyJIHpa B cepyMa. [lnasMeHO HHBO Ha PABHOBECHO ChCTOSHHE CE MOCTHIa BB BTOpaTa
[OJOBHHA OT Ne4EOHUA LMK, [Pe3 KOATO CEpYMHOTO HHBO HA FecTOTeH ce MOBHINABa OT 3 10 5 [IBTH.

buoTpanchopmanus

I'ecroneH ce merabonu3mpa HabIIHO Upe3 peiyKUHA Ha 3 KETO-TPYTATa H JeTa- 4- NBOHHA BPB3Ka, KAKTO U
vpe3 HAKONKO APYTH CTHIKH Ha XHapokcHaupaHe. Hama naHHM 3a 3Ha4nM eeKT Ha NeCTOACH BLPXY
KHHETHKATa Ha ETHHHECTPAIHO/ IIPH SHOBPEMEHHOTO UM [IpHIIAraHe.

Enumunupane
TepMHHATHAAT NOMYKABOT HA recToleH ¢ npubau3nTenHo 16-18 yaca. MeTaGonHTHTE HA recTOEH Ce

€KCKPETHpAT NPEAHMHC B YPHHATA, HO He H ¢ (peKamuuTe.

Emununecmpaduon

Abcopbrus
IlepopaiHo NPHETHAT ETHHHIECTPATHOM ce abcopOupa 61Lp30 M HAITRIHO B FaCTPOMHTECTHHANHHA TPAKT.

AbcomorHara GHoHaNM4HOCT ¢ npHbauzaTenHO 40-60%. Cnea npHeM Ha eAHOKPAaTHA 1033, MAKCHMAaTHA
CEPYMHA KOHLICHTPALIHA C€ JOCTUra MpudanzuTento cney 1-2 vaca.

Pasnpenenenue

ETHHHNECTpaiHON € CBBP3aH CUATHO ChC cepyMHus andymMuH (npHOmm3urentHo 98%) H BoaH A0 NMoKaypaHe Ha
cepyMHarta koHueHTpauusa Ha CXCT. PaBHOBeCHO CBCTOSHIE c€ MOCTHra Bb8 BTOPATa MNOJOBHHA OT
neueOGHMA muKe. Cliel MHOrOKpaTHO JO3HPAHE, IUTA3MEHOTO HUBO ce nosHiuasa ¢ 30-50%.

BuorpaschopMal
ETHHWIeCTpagHO! NPETHPIARA NPECHCTEMHA KOHIOTALHA, KAKTO B TBHKOYPEBHATA IMTaBHIIA, TAKA i B
yepHusA Apo6, U HaBIIH?a B eHTEPOXeNaTaIHaTa LWPKYIalus, [IpBHYHATA peakiii Ha OKHCIICHHE € 2-
XHAPOKCHJIALMSA, OCBINECTBABAHA OT UHTOXpoM P450 ersnmu. O6pasyBat ce MHOXKECTBO pasnHiHH

XMAPOKCH/IHPaHA H METHIHPaHH MeTabOMHTH, KOMTO CHIECTBYBAT KaTo cBOGOAHH MeTabon
KOHIOTATH C MNMIOKYPOHHIN H CyN(aTH.

EnuMunmpane



CepyMHHTE KOHUEHTPALHM Ce TIOHIKABaT B Aee a3y, KpaiiHara ¢asza Ha THCTIO3MLIMA C& XapaKTepH3Hpa ¢
NOMTY*HBOT OT NpHONH3IATENHO16-18 Haca. MeTaGonmrire Ha eTHHANIECTPAIMON CE€ €KCKPETHPAT INIaBHO B
ypuHaTa H B N0-MalKa CTENeH BbB (ekanmuTe.

53 IlpeaknuuaAaTHA AAHHH 32 6e30MacHOCT

B HewHHHYHHTE MpOYYBAHHA HEXKEITAHH MOCTICACTBHA Ca HalJoJaBaHH caMo npH H3J1araHE Ha JO3H, CHIHO
HaNBHINABAIH MaAKCHMATHOTO H3NMAarade MpH YOBEeKa, KOSTO HMa MATKA KITHHWYHA 3HAYAMOCT. TpﬂGBa Jace
HMa [IPEABHI, Y€ IOJIOBHTE XOPMOHH MOraT J1a CTHMYJIHPAT PAacTeka Ha HAKOH XOpPMOHO3aBHCHMH THKAHH H

TYMOPH.

6. GAPMANIEBTHYHH TAHHH

6.1 CoHcEK A NOMOMAHTE BEIEecTBA
Sapo va Tabnerkara:

- Harpueso-kammes enerar

- Marnesnes creapar

- CwimuueB JHOKCHI, KONOHAeH Ge3BoaeH
TMosuaon K-30

LapeBHdno HulleCTE

- Jlakro3a MoHOXHMApAT

IMokputHe Ha TaGneTxaTa:

- KeeHomuH xbiat (E 104)
- Ilosumon K-90

- Twuranos auokcna (E 171)
- Makporon 6000

-  Tanx

- Kanumes xapGonat (E170)
- 3axaposa

6.2 HecuemecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roanocT

3 ronuHH.

6.4 CuoeuHajiHd NpenopLKH 3a ChbXpancHHe

Ha ce corxpanaea nog 25°C. [la ce cpxpaHiBa 8 OPHTHHAJIHATA OTIAKOBKA, 32 Aa ce NPEANA3H OT CBET/IMHA K
BJiara.

6.5 Bnj H chabpxaHAe HA ONAKOBKATA
Bmucrep: PVC/PVDC/AL

Bmucrep: PVC/PVDC/Al 8 PETP/AI/PE nnukueTa.
Onakoeky: 1 x 21 TaGnetky; 3 x 21 tabnerkn.

6.6 CrnensajHH npeINasHH MEPKH IpH AIXBLPJIsIHE

HsMa crielMaIig H3MCKBAHHA.




HeH3non3eaHHAT NpoqyKT WIM OTNAAEYHATE MaTEPHANTA OT HETO TPAOBa fa ce YHHIIOXKAT B CHOTBETCTBHE C
MECTHHTE H3HCKBaHHs.

7. IMPUTEXKATEN HA PASPEIIEHHUETO 3A YIIOTPEBA

Gedeon Richier Plc.

Gyomréi ut 19-21.

H-1103 Budapest

VHrapua

8. HOMEP (A) HA PASPEIIEHHUETO 3A YIIOTPEBA

Per. Ne 20040311

9. JATA HA ITBPBO PASPEIIABAHE/IIOJHOBSABAHE HA PAPEIIEHHUETO 3A
YHOTPEBA

Jlata Ha mepBo paspemasane: 01.07.2004

Jara Ha mocnenno NoAHOBABaHe Ha pa3pellieHHeTo 3a ynotpeda: 22.06.2010

10. HATA HA AKTYAJIU3HPAHE HA TEKCTA




