vTo:m JeKapCcTBEH MPOAYKT NOMIEHKH Ha JOTBIHHTENHO Habmonenue. Topa me mo3Boiu GEp30To
YCTaHOBABaHE Ha HoBa HHGoOpManua oTHocHo GesomacHOcTTa. OT MEIHUMHCKMTE CTIELIHANIMCTH Ce
H3IHCKRa Ja choOIABAT BCAKA MMOA03HPAHA HEXKENIAHA PeaKiid. 3a Ha4uHHA Ha choliapake Ha
HEXENaHH PeaKklUMH BIDKTe TouKa 4.8,

L ATERA ATERLS TH JIERATETEATA |

1. HME HA JEKAPCTBEHHA ONPOAYKT i;‘,‘w)':___u,;mpag,.l_,eww,m 7 FpOTTa - HIPUAOKEHUE | l
17200

Benapa 21+7 0,03 mg/2 mg dprimnpann Tabnerku Vi Poz No e b o s -
ke/F147 /74" SHE22

Belara 21+7 0.03 mg/2 mg film-coated tablets et Ne e e

e Al B

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

21 ceeTnoposoBH TabNMeTKH:
Bcesxa ¢punmupana tabnerka cbaspxa 0,030 mg ermHunecTpaguon (ethinylestradiol) u 2 mg
XJIOPMagHHOH aleTaT (chlormadinone acetate).

IlomoInHH BellecTsa ¢ H3BECTHO JACHCTRHE:
Besaka dunMupana tabretka cbaspxa 66,07 mg nmakro3a (kaTo J1aKT03a MOHOXHApAT).

7 6enn TabneTku:
TabneTkaTa He CbABPXKA AKTHBHH BEHIECTRA.

TTomoniHy BenjecTra ¢ H3BECTHO NeHCTRYE: :
Beska gunmupata Tabnerka cbabpxa 94,44 mg nakrosa (KATO TaKTO3a MOHOXHIpAT).

3a MEJIHNA CIIKCBK HA [IOMOLIHHTE BEUISCTBA, BIDKTE To4Ka 6.1,

3. JEKAPCTBEHA ©®OPMA
dunmupana Tabnerka.

AxTuenarta ¢uiMupana TafneTka e CBETIOPO20Ba, KPbIia, ABOHHOHINEKHANE PHnMEpaHa TabreTka
Oez HagmHcH. JJHAMETEPBT € NpuOIHIHTeHO 6 mm.

[TnaueGo punMupaHata Tabnetka e Gana Ao moutu 6sna, KpEIa, ABoHHOK3MEKHANA QHIMHpaHa
tabneTka Ge3 Haanwck. JIHaMeTBPET e npHbIH3HTeaHo 7 mum.

4. KJIHMHHAYHU JAHHH

4.1 TepanesTHYIHH HOKAAHHA

XopMoHanHa KOHTpauenius.

Ilpu B3eMaHe Ha pellicHHE 3a Nipeanyceane Ha benapa 21+7 TpaOBa /1a ce uMat MpeiBM/| HACTOALIIUTE
pHcKoBH GAKTOPH Ha OTIETHATA JKeHa, ocofeHo Te3H 3a Beno3Ha TpomboemGonus (BTE) u Toa

Kakbh € puckbsT oT BTE nipur beapa 21+7 B cpaBHeHHE ¢ TO3H MPH APYTH KOMOHHHPARH X0
koHTpauentusl (KXK) (Bx. Toukn 4.3 1 4.4).

4.2 1o3HpoBKA B BAYHH KA NPUICKEAHE

O3HUPOBKA



Beexu aeH Tpabsa aa ce mpueMa 1o €Ha CBETIIOPO3OBA aKTHBHA (pruniMupana tabnetka, Mo eAHO H
CBHINO BpeMe Ha AeHA (penopbYHTeTHO Bevuep) B MPOABIDKEHHE Ha 21 nocieJoBaTeNHy JHH,
TIOCJIEIBAHO OT CEICMIHEBEH WHTepBal, pe3 KoHTo ce ipieMat Genute mnanebo TabneTky; oTnagHo
KbpBeHe MoAo0Ho Ha MeHcTpyalua TpabBa g HacThITH OT 1Ba IO METHPH JHH CNIe] 3an0YBaHe HA
NpHeMa Ha MoceHaTa akTuBHa GHMupaHa Tabnerka. Clien celeMIHEBHAA HHTEPBAJ C TIPHEM Ha
mnaueto TabneTky TpAGBEa Aa ce MPOLIDKH JIEHEHNeTO KaTo Ce IPHEMEe ThPBaTa aKTHBHA TabNneTka oT
ciensainara oniakopka benmapa 21+7, He3aBUCHMO OajH € CIIPAJIO KBPBEHETO WIH HE.

Hauns Ha MPHIIOKEHHE

[Teprata akTuBHa TabneTka TpaGBa Aa Obac M3BageHa OT OIMCTEPA HA MACTOTO NIOCOYCHO KATO
,HAYAI0” H 1a ObIe MoreJHaTa UaIa, ako e HeoOX0IHMO ¢ MAJIKO KOMHYECTBO TewHocT. OcTaHaHTe
AKTHBHA H Manebo TabneTku TpAGBa Aa GbIAT MpHeMaHH eXXeIHEBHO, CaeABalikH NocoKaTa Ha
cTpenKara.

3angusake Ha mpHeM Ha PuIMUpadiTe TabneTkn

Be3 npeduiecmaauy npuem Ra XOpMOHAREH KOHMpayenmus (no epeme Ha NOCAEOHUA MEHCMpYaneH
Yuxo)

ITepsaTa aKTHBHa UnMHupaHa TabneTka TpAGBa a OBIE NMpUETa Ha MLPBHS JE€H OT ECTECTBEHHA
LIMKDJ1 HA )KEHATA, T.6. Ha TbPBHA JICH ¢ KBPBEHE OT CNIEABALIMA UKL, AKO MEPBATA AKTHBHA
¢unmMupana TaGAeTKA € NPHeTa Ha IMLPBHA AEH OT UMKEJIA, KOHTPALCNIHATa 3aM0YBa OT IbPBUA A€H
HA NPUIOKEHHe H IPOABIDKARA CHIUO Mpe3 CeAeMAHEBHHA HHTEPBAN ¢ NIpHeM Ha Tuianebo TabneTku.

ITepBata akTHBHA QUNMUpaHa TabneTka Moxe Ia ObIe MpHeTa CBLIIO OT 2-pH A0 5-TW A€H OT LUHKEJI4,
HE3aBMCHMO JIAJTH KEPBEHETO € CIpAIO WK He. B Takek cimyuait Tpabea aa 6p0aT H3MON3BaHH
JOITBITHHTETHH MeXaHWYHH KOHTPALENTTHBHH CPeCTBA MO BpeME Ha IbPBUTE CEIEM IHH OT
NPHITOKEHHETO,

AKO MEHCTPYanHHAT LXK © 3aM0YHAM [IPE/H MOoBeYE 0T NeT AHH, TOTaBa XKeHaTa TpAOBa a Obae
MHCTPYKTHPAHA Aa M34aKa A0 CICABALIAA MCHCTPYaneH LIMKS pen Aa 3ano4He fa npHema Benapa
2147,

IIpemunasane om Opyz xopmonanen xonmpayenmug na Benapa 21+7

IIpemunaeane om opye KOMOUHUDGH XOPMOHAREH KORMPAUEnMig

Kenara Tpadea aa 3anmoune npuema Ha Benmapa 21+7 B nens ciaex obuvalinua HHTepsa Ge3 mpHem Ha
TabIeTku Wik Clex HHTepRaia Ha MpHeM Ha rwianebo ot Helinng npenueH KOMOHHEpaH XOPMOHATICH
KOHTpALeNTHE.

IHpemunasane om npuem ha MAbREeMKU, CLOBPICAWYU camo npo2ecmozer (, POP "}

[Tvpeara akTieHa benapa 21+7 duiMupana tabaeTka Tpabea fa Obe Mpuera B ICHA CNIEI CMIHPAHE HA
AEKAPCTBOTO, ChABPKAIIO caMo niporectoreH. o Bpeme Ha mepeHTe ceneM OHY TpaGea na Ovnar
M3MOJI3BAHH JIOMBIHHTEIHH MEXAHWYHH KOHTPAllEITHBHH CPeaCcTRa.

Ilpemunaeane om KOHMPAYENMUEHA XODMOHAIHA UHICEKYUA WU UMBAGHM

TIpunoxenuero Ha benapa 21+7 Moxe Ja 3aniovHe B ASHA Ha IPeMaxBaHE HA HMIUTAHTA WITH B ACHA,
KOraTo € IUTAHHPAaKOo Aa Ce HallpaBH HIXeKumaTa. I10 BpeMe Ha nbpBUTe ceneM AHH Tpabea Na Owaat
H3MNQJ3BAHH JOITEIHHTCIIHH MEXAaHHYHH KOH’I’palIel'lTHZBHH cpenc*rna.

—
Cred cnonmanno npexveeane Ha BpeMennocmma wiu abopm npe3 nepeUA MpuUMec g AW 7,
%
MpreMsT Ha benapa 21+7 MoXe Aa ce 3ano4He BeIHAra C/1el ClioHTaHeH abopT *_ié} r J0 :
JKeIaHKe Npe3 ITBPBUA TPHMECTED. B TakbB cydaif He ca HeoGX0IWMH AOITBIH Ly AT LI
E‘I T,

KOHTpAalleNTTHBHY MEPKH.



Cned paoicoarne, CROHMAKRKO NPEKLCEARE HA GDeMernocmma uiu abopm npes 6MOoPUR MPUMECTDD

XKenwnre, KOHTO HE KbPMAT, MOTaT 1A 3AMOYHAT NPHIIOXKeHHeTo 21-28 Inu cnell paxJaHETo, NPH
KOETO HE C€ M3HCKBAT HHKAKBH NOITHIHHUTEIHN KOHTPALENTTHBHH MEPKH.

AKO NpHIOKEHHETO 3an09He rosede oT 28 THK chel paxaaHeTo, HeoOX0AHMH ca AOITHIIHHTENHH
MEXAHHIHH KOHTPALCTITHBHY MEPKH Npe3 ITEPBHTE CeAeM IHH,

AKoO JkeHaTa Bede e HMaNa TTONIOB aKT Mpe/IH 3anovYBaHe Ha IPUIokeHneTo, Tpabea fa Gnae
H3IKMoYeHa OpeMEHHOCT HIM Jia ce Y3ITaKa HACTBITBAHETO Ha ClIeBaillig MEHCTPYaNeH LHKBIL.

Kvpmene (soic. mouxa 4.6).
benapa 21+7 ne Tpabpa na ce npyueMa OT KbPMELIH XKEHH.
Cneo cnuparie npuema na Berapa 21+7

Cnep crinpane Ha ripeMa Ha Benapa 21+7 akTHBHM TabNeTKH, HACTOATIMAT OWKEKI MOKe Ja Opae
YABJDKEH ¢ OKOJIO CEIMMLIA.

Hepenoren npueM Ha Tabnetkure
AKO XeHaTa NpoITyCHE NPHEM Ha aKTHBHA TableTKa, HO A NpHeMe B paMKATe Ha 12 9aca, He ca

HeoOXOAMMH JOITBIHATEIHH KOHTpaLenTHBHH Mepkd. TToTpeGurenure Tpadsa aa NPOIRLKAT MpHEMa
Ha aKTHBHH TabneTku B obuuaiiHOTO BpeMe.

Ako ofHuaiiHOTO BpeMe Ha NPHEM Ha AKTHBHM TabneTKH ¢ HaJBHINeHo ¢ HoBeue oT 12 9aca,

KOHTPaNenTHBHATA 3a1MTa MOXe [a € HaMalleHa. [IpH npomycHat npremM Ha TabneTku Tpabea Ja ce

CHa3BaT CICAHUTE IRE OCHOBHH ITPaRUNa:

1. npuemsT Ha TaBreTkure HHkora He TPAOBA ca ce NpeKbCBa 32 HoBeYe OT 7 AHH.

2. 3a1a ce NOCTHTHE aJeKBaTHO MOTHCKAHE Ha XHTNIOTANaMO-XHIIODH3IHO-OBAPHAJIHATA OC, €
HeoGXxonuMo TaGNIeTKHTe a e IpHeMaT 7 TIOCIICROBATENHH JHH.

TocnenHara npollycHara akTHBHA qinMHpaHa TabneTka TpAGBa na 6b4e npHeTa HezabasHo, AOpH
TOBA JIa 03HAYABa TIPHEM Ha One TabeTkH egHOBpeMeHHO. OcTaHANWTE aKTHBHY TabneTkd Tpabsa fa
ce mpueMaTt B 00HdaiHOTO Bpeme. JIOWBIHUTEIHO, B ClIeBALINTE CeNeM THH TPAORA Aa ce H3NON3BAT
CBIIO H MEXAHWTHH KOHTDALIENTHBHH CPENCTRA, HANP. KOHOOMH. AKo GbAaT npomycHaTH TabieTKH
TNpe3 MHPBATA CeIMHIIA Ha KB4 M € OCBILGCTBEH TIONOB AKT B PAMKHTE Ha CelieMTe JHH NpenH
NIPOMyCHATHTE TabneTKH (BIUMIOYHTENHO WHTepBaTa ¢ IPHEM Ha 11auebo TabneTkn), TpabBa na ce Hma
NpeIBH BB3MOKHOCTTA 38 HacThinia Gpemennoct, KosnkoTo nobeye TabnerkH GBIaT NpomycHaTH H
KonxoTo mo-6130 ¢a e no obuuaitHus HATepBal ¢ NpHeM Ha Iuanebo TabneTku, TONKOBA HO-BUCOK €
PUCKET Ot 3afpemeHABaHe.

AKO HACTOAINATA ONAKOBKA CHIBPXKA TIO-MATKO OT CeleM AKTHBHH TaONeTKH, IPUEMBT OT CleBalllaTa
onakoBka Benapa 21+7 tpalea na 3amo4He BeaHara criell KaTo CBBPUIAT aKTHBHHTE TaOMeTKH OT
HACTOALIATA OMAKOBKA, T.€. He TPSOBA 1a MIMa WHTEPBAJI C IPHEM Ha fulanebo TabrneTkH Mexay
ONaKoBKHTE. BEpoATHO HIMA I HACTHITH HOPMATHO OTNAJHO KbPBEHE NpeaH Aa Gblie M3NoN3BaHa
BTOPAaTa ONAKOBKA, HO BBIPEKH TOBA, 4ECTO MOKE J1a ¢e TIOARH [TPOOMBHO KbPBEHE WIIH 3aLIAMBaHE 110
BpeMe Ha MPICKeHUeTo Ha TabieTkuTre. AKO He c€ MOABH OTNAAHO KhpBEHE ClieA NPHeMa Ha Bropara
orakoBka Tpxa0Ba Ja ce HanpaBH TecT 32 bpeMeHHOCT.

ITpomycHarure mnaueGo Tabneriw (Tabnerkyu 22-28) He BAMAAT HA KOHTPALENTTHBHATA 3aILHTA H
3aTOBA MOKE f1a He GhAaT B3€TH NOX BHHMaHHe. BBrpeKH ToBa Te TpAGpa fa 6baaT npeM
ce u3berHe HEBOIHO YAL/DKABaHE HA MHTEPBAIA ¢ NpHeM Ha Ianedo Tabierku

Yka3aHus B ¢Iay9aii Ha NOBPRIHAHE HITH THAPHA
AXo B paMKuTe Ha 4 4aca cjieji TIpieM Ha aKTHBHHTE Tab/IeTKH BE3HWKHE NOBPBIL
AHAPHA, BE3MOMKHO € pe3opOlHATa MM 14 € HeMML/IHA M He MOYKE Jia Cé rapaHTHpa




saumra. B TaksB cyqait TpaOBa Aa ce cneABaT ykasaHHATA, nocoueHH B “HepenoeeH npuem Ha
rabaerkure” (8K, no-rope). [Ipuemst Ha benapa 21+7 Tpabea fa mpoamoKH.

Kak 1a oTnouUTe OTHATHO KEPBEHE

3a Aa oTnoxkH MeHCTpyaLua, xeHara TpAOBa Ja IPONL/LKHM ¢ MPHeMa Ha AKTHBHH TabJeTKH oT Apyra
6mucTepHa onakoeka benapa 21+7 Ge3 aa npuema nnaueCo tabnerkure. OrnaraneTo Moxe Aa Gbae
YIBDKEHO CTIOPE JKENaHWeTO HA NALMEeHTKATA, 10 Kpas Ha MpyHeMa oF BTopara onakoexa. [Ipes Tosa
BpeMe XKeHaTa MOXKeE Aa IToJTy s NPpoOHBHO KbpBEHe WM 3auanbBaHe. PeloBHMAT npHem Ha Benapa
21+7 Tpabea ga ce MOHOBH cliel oOHYaliHuA 7-HEBEH MHTEpBAN ¢ NpHeM Ha Tutanebo TabneTkn.

3a 1a MU3MECTH MEHCTPYALHATA B ieH OT CEIMHIIATA, Pas/IideH OT ACHA N0 TEKYLIATa CXEMa, JKEHATA
Moxce fa Ob/Je MoCHBeTBAHA Ja CKpAaTH HHTEPBa/la Ha IpHeM Ha mianebo tabnerky, ¢ KOJIKOTO NHH
xenae. Konkoro no-manko TabneTky npreMe, TONKOBA NO-TOAM € PHCKBT Ja HE NOJYYH OTIIATHO
KBPBEHE H /1 HMa nMpo0UBHO KbPBEHE WITH 3allalTBAHE 110 BpeMe Ha MPHEMA OT CIIeABAIIATA OMAaKOBKa
(TOYHO KaKTO Npu OTHaraHe Ha MEHCTPyaLlst).

ITeouampuuna nonynayus

Benapa 21+7 e rioka3as caMo ciey MeHapxe. bezonacHocTTa H epHKaCHOCTTa Ha XJIOPMALHHOH
aueTaT H eTHHHIECTPAIHNOJ ITPH IOHOIIH Ha BBIPACT noi 16 roaunHu He ¢a ycraHoBeHH. Jluncear
JaHHH,

Cmapuecka gv3pacm
Benapa 21+7 He e nokasad clie]] MEeHOIIay3aTa.

43 IlporuBonoxkasafus

KomOurnpanu xopMoHanau koHTpatenrTued {KXK) re Tpabba na ce H3NO03BAT NPH CASABHTE
CLCTOAHUA. AKO HAKOE OT TAX CE TOABH 3 ITBPBH ITET N0 BPEME Ha NIPIIMKEHHETO, YroTpebara Ha
Benapa 21+7 Tpabea He3alaBHO Aa Ce MPEyCTAHOBH:

- Hanwuue Ha WITH PHCK OT BeHO3HA TpoMOoembGonur (BTE):

- Benoaua TpomboeMOGonua — nactoam BTE (Ha aHTHKOary1aHTH) FUIH aHaMHE3a 3a TaKBB
{(nanp. aenboxa seHosHa TpomGo3a [JIBT] mnn 6enoapobua embonua [BE]).

- H3BecTHO HACACACTBEHO WITH NPHAOGHTO NpeApasnoJioKHAE KbM BEHO3HA
TpomMBOeMOOKA, KATO PE3UCTEHTHOCT KbM akTHBHpaH npoterH C (APC) (sxmounTrenHo
dakrop V Ha Leiden), neduumr Ha asTurpomGus 111, neduuur na nporenn C, neduumr
Ha TIPOTENH S,

- TonsMa XUpyprUyHa Hameca ¢ TIPOABIKHTENHa HMOOHTH3aIHA (BXK, Touka 4.4).

- BHCOK prcK 3a BeHO3HA TpOMGoeMOONHA BCISACTEHE HA HATMYME HA MHOXKECTBO
PHCKOBH (axTOpH (B, To4ka 4.4).

- Hanvwqee ua win puck ot aprepranta TpoMboemGomus (ATE):

- Aprepuranta TpoMOoeMGoNHs — HacToAI apTepHanHa TpomGoemOonus, anaMHe3a 32
aprepuanHa TpomGoembonua (Hanp. HHPapKT HA MHOKAPAA) HIH NPOAPOMAITHO
CBCTOAHHE (Hanp. CTEHOKAPINS).

- Mo3b4HO-Cha0Ra GOMecT — HACTOAN] MHCYNT, aHAMHE3a 38 MHCYIT WIH POAPOMAITHO
CBCTOAHWE (HATIp, MpexoaHa HexemHYHa ataka (THA)).

- H3BeCTHO HACHAEACTBEHO WIH MPHAOGHTO NpeApa3nomKeHHe KbM apTepHanHa
TpoMOGOeMOONHI, KaTO XHNEPXOMOLMCTEHHEMHS M aHTHHOCHONHIMAHHN aHTHTENA
(aHTHKApAHOMITMHOBH aHTHTENA, TYITyCeH aHTHKOATyIaHT).

- AHaMHe3a 33 MUTpPeHa ¢ POKaTHH HEBPONOTHYHH CHMITTOMH,

- Bucok puck ot aprepuaiia TpoMOoemMGonHs BCIEICTEHE HA MHOXKECTBO PHCKOBH
(axropu (BxK. Touka 4.4) WM Ha HATHIHETO HA €AHH CEPHO3CH PUCKOB $aKTOp, KaTo
HanpuMep:

— 3axapeH aualeT ¢xC CHAOBH CHMITTOMH
—  TEKKA XHIEPTOHHA
—  TEXKa AHUCTHIIONPOTEHHEMHU.
- Hexontpomupan 3axapes auaber.
- HeKOHTpoAHPaHA XHMITEPTOHHA WIH 3HAUMTENTHO MOBHIICHHE HA KPBBHOTO H
(nocroannn crofiHocrd Hag 140/90 mm Hg).




- Xernarur, XKBATeHHUA, HAPYLICHNN Ha YepHOAPoOHATS DYHKIMA, NOKATO [IOKA3ATENHUTE 32
yepHoApoOHaTa yHKIHA ce HOPMATTM3HpaT.

- [eHepanu3upaH NMpypHTYC, XONECTA3a, NO-CNEIHAITHO NO BpeMe Ha NpeaninHa SpeMeHHOCT WK
€CTpOreHHa Teparnus.

- Cwiapom ra Dubin-Johnson, cHuapoM Ha Rotor, HapyIIeHHS Ha JBIDKEHHETO Ha AUThUKATA,

- AHaMHe3a 3a WIH ChIICCTBYBaIUH 9ePHOAPOGHH TYyMOpH.

- Cunna Gonka B ermuracTpUyMa, yBelIHUeHHe Ha YepHUs Apod Wik CHMITTOMH Ha
HWHTpaaba0OMHHANHA XeMoparus (8. Touka 4.8).

- [IbpBa nosABa WIH pelMAHB Ha MOpGHpHA (i TpHTE GOPMH, ITO-CHEIMATHO NpHAOOHTA
noppupns).

- Hanvdre iyl aHaMHesa 3a 3I0KAYeCTBEHH XOpMOH-1yBCTBUTETHA TYMOPH, HaNpHMeEp Ha
I'bpAATA WIH HAa MATKATA,

- Texxu HapyIIeHUS HA TANHAHHA METAOOTHIBM.

- Hacrosi WiIH npekapas B MHHAJNIOTO NIaHKPEATHT, aKO € O CBBp3aH ¢ TekKa
XHTIEPTPHIITHUIEPHIEMHEA.

- OCTpH CeH30pHH HAPYLICHHS, HAIIPHMEP 3PHTENHH HITH CTYXOBH HapyIIeHHS.

- Hapyenus Ha MoToprkaTa (0co6eHo napest).

- Toenmenne Ha eNWIENTHYHATE MPHNANBLH,

- Texxa nenpecus.

- Orockiteposa, BomAapaiia ce o BpeMe Ha NpeAHIITHE GpeMeHHOCTH.

- HeoGscHuma amMeHoped.

- Ennometpranna Xunepriasus,

- Heo0scHHMO reHHTATHO KBpPBEHE.

- CBpBXJIYBCTEHTE/IHOCT KEM 8KTHBHHTE BELIECTBA HTH KbM HAKOS OT MNOMOLIHHTE BelIECTRA,
MOCOYSHH B TouKa 6.1.

HamuusieTo Ha eIMH TeXKbK PUCKOB $HaKTop HITH MHOXKECTBO PUCKOBH (DaKTOPH 32 BEHO3HA HITH
aprepuansa TpomMO03a MoxKe J1a PeCTaBIABA POTHRONOKA3aHHE (BXK, Touka 4.4).

Ynorpebara va benapa 21+7 e nporHBONOKa3aHa eHOBPEMEHHO C TEKAPCTBEHH TPOIYKTH,
ChABPXKAIIH OMOHTACBHP/IAPMTATIPEBUP/PHTOHOBHP U Aa3abyBup, WK JEKapCTBEHH MPOXYKTH,
CBHIBPXKAIIN raekanpeBHp/mHOpeHTacBup (BXK. ToUkH 4.4 1 4.5).

4.4 Cuoenualdun npelynpeXIlenHs H NpeAnNa3sHE MepPKn npsa yuorpeba
eNyNperKICHHA

TiOTIOHOMYIBEHETO YBE/IMYABA PHCKA OT TEXKHTE CHPASYHO-CHAOBH HEXKENAHW PeakiMi Ha
xoMOuHmMpannTe XopMoHanHH kKonTpauenTued (KXK). To3u puck ce noBHIIABA ¢ HANIPEBAHE HA
BB3PACTTA W KOHCYMAIIHA Ha LMTapH ¥ € MHOTO H3pa3eH IPH JXeHH Ha BB3pacT Haj 35 rofAHHH.
Xenwre Han 35-roaKINHA BE3PACT, KOMTO ITyIlaT, TpAGBA 14 H3ION3BAT APYTH METOAM 38
KOHTpaUenua.

VnorpeGara Ha KXK € ¢Bbp3aHa ¢ MOBHIIEH PUCK OT pa3nuYHH TexKu 3a60n1BaHuA kaTo HHapKT Ha
MHOKap/a, TpoMGOeMOONTHIBM, HHCYAT WM 4epHOAPOGHH HOBOOOpasyBaHUs. Ipyru pHCKOBH
(aKTOpH KaTO XHICPTOHHA, XHIICPAMIHIACMIA, 32T TECTABAHE ¥ AHa0eT ACHO MOBHINABAT PHCKA OT
3a001eBaEMOCT H CMBPTHOCT.

AKO € HAJIMYHO HAKOE OT CIOMEHATHTE MO-10JTY ChCTOAHUA WM PHCKOBH QakTopu, TpAGBa 1a ce
ofcnau ¢ xeHaTa aand Benapa 21+7 e noaxonam.

B cyvaii Ha BIOLIABAHE WM [TEPEA [10MBA HA HAKOE OT Te3H ChCTOAHMA WIH PHCKORH (aKTOpH,
’*eHaTa Tpadea fa ObJe NOCHBETBAHA N2 C¢ CBBPKE ChC CBOA JIEKAp, 32 [a Ce OTIPSASIIH Jal]
ynotpeGata Ha Benapa 21+7 Tpaba na ce npexpaTH.

Tpomboembonuzvm u Opyeu cv0osu 3a00AREAHUA

PC3YJ'IT&TH 0T enUIeMHONTOrHYHHTE NPOYHYBaHHA MOKA3RAT, Y€ CHIICCTBYBA RPB3Ka




NPMISTAHETO Ha XOPMOHAJIHHM KOHTPAUESTITHBH M NIOBHIIEHKA PHCK OT PaIBUTHE HA BEHO3HH WIH
aprepyanus TpomboemOonuuny 3abonssaHmi, HanpuMep HHQAPKT Ha MHOKApPAA, ATIOTUISKCHA,
oenboKa BeHO3Ha TpoMO03a M GenonpoGen eMOonu3bM. Tean chOMTHA BE3HHMKBAT pAako. HMa
M3KTIOMHTE/IHO PeKy chOOIIEeHHA 3a TpoMG03a B APYTH KPLBOHOCHH CHAOBE, HAMP. YePHOAPOSHH,
ME3eHTepHANTHH, GR0peyHH WM peTHHATTHH BeHM B apTEPHH, IIPH JKeHd, uanonssamy KXK.

Prck ot Beno3us rpomboembonna (BTE)

Vnorpebara Ha BcekH kOMOHHHpaH XopMoHaneH koHTpalenTus (ICXK) noBumaea pHcKa OT BEHO3HA
tpoMBoembomua (BTE) B cpaBHeHHe ¢ TO3M NpH nHIaTa, kouto He ynorpebasar KXK. IIpoaykra,
KOHTO ChALPKAT JeBOHOPIecTpesl, HOPTeCTHMAT HJIH HOPETHCTEPOH, Ca CBBP3aHU ¢ Hal-
nuckua puck ot BTE. Bee onte ne e A3necTHO KAKLS € pHCKbT npH Benapa 21+7 B cpasBenue ¢
TE3H NPOAYKTH ¢ NO-HECHK PHCK. Pemennero 3a ynorpeba Aa BCeKH NPORAYKT, pasjandeH oT
HAKoi, 3a KoiiTo ¢ H3IBECTHO, e HMa Hali-rRACHK pHck or BTE, Tpatsa aa ce B3eMa camo cien
ofcnkaane ¢ JKeHATa, 32 13 CE rapanTHpa, Je Ta pax0npa pucka or BTE npu KXK, kak neiinure
HACTORUIH PHCKOBH (PAKTOPH BJHAAT BLPXY TO3M PHCK H TOBA, 9¢ pucKbT o7 BTE 32 Hen e nai-
BHCOK B IbPBATa rOAHAS RA ynorpe6a. Hma ¢no H3BeCTHH JARHH, Y€ PUCKDT Ce YBETH9ARA,
xoraTo npaeMbT Ha KXK 3anoune oTHOBO ciie/l npexbeBane Ha ynovpea or 4 cexmunE BN
noBeve.

ITpu xenn, xouro ne wanomsar KXK 4 He ca 6pemertrd, okono 2 ot 10 000 we passuar BTE 3a
TIEPHON OT €IHA FOAMHA. BBIIpeKH TOBa, NPH BCAKA OTAENHA XKEHA PHCKBT Moxe ia Oblle Janeu mo-
BHCOK, B 38BHCHMOCT OT HelMHHTe CHUIeCTBYBAIlN PHCKOBH (akTOpH (BkK. MO-10My).

TMpy enuIeMHOKOIUYHH NPOYUBAHUA NPH )KEHH, KOHTO M3MOJI3BAT HUCKO030BM KOMOHHIpaHH
nepopanHy KOHTpauenTusH (<50 jg eTHHIIECTPAIHON) € YCTaHOBEHO, Y€ oT 10 000 xenu Mexty
6 1 12 we pa3suar BTE B pamkuTe Ha e[iHa roWHA.

Or 10 000 xenn, kouro winomseat KXK, coappaatny sesoHoprectpen, oxono 6' me passust BTE B
PAMKHTE HA efiHa MOJIHHA.

Bcee ome He € M3BecTHO KakbB ¢ pHcKsT Iipu KXK, chaspikamy X10pMaguHOH, B CPABHEHHE C PHCKA
npu KXK, chIppkalnyi 1eBOHOPreCTpet.

Bposr Ha cayuante Ha BTE rogumno npu suckoaosoute KXK e no-mamek ot 6pos, ogaksaH mpH
*KEeHH N0 BpeMe Ha OPEeMEHHOCT HTH B CTIEAPOAMIHIA NEPHO,

BTE moxe fa 6sae Qataned B 1-2% 0T cyvyauTe.

Puckorn paxropn 3a BTE

PucKbT OT BEeHO3HU TPOME0eMOOTIIHE YCOKHEHUA TIPH ykeHH, Hanonspamy KXK, moxe
CHILECTBEHO A3 Ce YBEIMYH NPH XEeHa ¢ JOBIIHUTENTHH PHCKOBH daKkTopH, 0cobeHo ako nMa
MHOXECTBO pucKOBH (akTopH (BX. TabaunaTa).

Benapa 21+7 e NpOTHBONOKA3dH, AKO JaqeHa HeHa HMa MHOXKEeCTBO PHCKOBH (PAKTOPH, KOHTO 4
M3NAraT Ha BHCOK PHCK OT BeHo3Ha TpomDo3a (B, Toaxa 4.3). Ako NaneHa *eHa HMa NIoBede oT euH
PHCKOB aKTOp, BB3MOXKHO € YREIHUYCHHUETO HA PUCKA JIa € T0-ToJIAMO OT CyMaTa Ha OTACIHHTE
daxTopy — B To3H cayvaid oOuaT puck ot BTE 3a Hes TpaGea aa ce npeueHH. AKO CBOTHOLICHHETO
TNoJ3a/prcK ce cuuTa 3a oTpriatenHo, KXK e Tpabra fa ce npeanwvcear (Bx. Touxa 4.3).

Tabanna: Puckosh dakropn 3a BTE

Prckos daxTop Komenrap P ﬂﬂ\
HansopMeHo Termo (MrIeke Ha PHCK®T 3HUHTEHO C€ YBE/IMUABA C TOBHIIAR @f‘k 0/?% Ny
TefaecHa Maca Hax 30 kg/mz). uupekca Ha TeaecHa maca (BMID). S ;’ﬁ\ ‘
S I S
{W" {";

! Cpeana Touxa B unTepean oT 5-7 ua 10 000 xeHn, B3 OCHOBA Ha OTHOCHTeTeH prck 3a KXK
NIEBOHOPTECTPET, CPAMO IKeHH, kKoHTo He n3nomeat KXK, or npubansurenno,3 no 3,6.



OcoleHo BAYKHO e 1A ¢ MPEIICHH, aKO ca HATMIIe K
IOPYTH PACKOBH HaKTopH.

TpombmxuTenHa IMOOHNH3aINS,
roAMa XHpypravaHa HAMeca, BCAKAKBA
XHpYprivHa HaMeca Ha Kpaxara HjiH
Ta33, HERPOXHUPYPrHYHA HAMECE HITH
rojama TpaBMa.

3abenexka: BpeMeHHA HMOOHIH3AHA,

BKJTIOMHTENHO MTYBAHE ChC CAMOAET

>4 yaca MOxe Chilio Aa Obae packon

paxrop 3a BTE, ocofeno npw sxeun ¢
 IpYTH PHCKOBH (hakTODH.

ITp1 Te3u ycnoBHA € NpenopbIUTeNnHO ynoTpebara Ha
IUTacTHP/xalmye/pLCTeH Aa ¢e pexpartH (B ciyyai Ha
TUIAHOBA OMepalMs NOBe YeTHPH CeIMHLIM ITO-PAHO) U
TIPUIICAKEHHETO MM A8 He 3aM0tBa OTHOBO 10 H3THIAHE
Ha /IBe CEAMHLM ClIeA MBIHOTO pas/iBivkBaHe, TpAGea
Jla ce U3No/3Ba ApYT METO/ 38 KOHTpALIENIHA, 34 1A ce
H3berHe Hexcenala GpeMeHHOCT.

Tpabea Aa ce oOMucH aHTUTPOMOOTHYHO JTeuenue,
ako ynotpebara Ha Benapa 21+7 He e npexpareHa
npeIBapUTENTHO.

Hanuuse Ha daMinta aHamHesa
(sero3na TpoMGoemGomua rmpu
Opat/cecTpa WM poguren, ocobeHo B
CpaBHHTENHO Mnajia Bh3pacT, Hanp.
mpeam 50 rogusm).

AKO UMa CHEMHEHHE 3a HACeNCTBEHO
TIpeipasoNoXKeHHe, KeHaTa TpAOBa Ja C¢ HACOUH 34
KOHCYTaUMA CbC CENHAIMCT NPERH Ja PelllH AAIH 1a
nanonssa KXK.

Apyru 3abonssanna, cebpzadu ¢ BTE.

Pax, cHCTeMEH MyTyC epUTeMaTOAEC, XEMOMHTHYCH
YPeMHYEH CHHAPOM, XpPOHHYHa Bh3nanutenHa Gomecr
Ha gepsara (Gonect Ha Crohn MiH yIIePO3eH KOIMT) B
ChPIIOBHAHOK/IETHYHA 8HEMHS

Hanpennama BB3PacT.

OcobeHo Han 35 roguHu

HsiMa KOHCEHCYC OTHOCHO BBIMOMKHATA POJIS HA BAPHKO3HHTE BEHH U MOBBHPXHOCTHHA TPOMOO(pIeOHT
B NTOABATa WIH NPOrpecHPAHETO HA BEHO3HA TpoMbo3a.

INosmuenuaT puck ot TpoMboeMGonHa 1o BpeMe Ha GpeMeHHOCT M 0cobeHO Ha 6-CeIMHIHUIA MIEpHo
Ha nyepnepdyMa Tpa6Ba aa ce Mma npensuy (3a undopmarma otnocHo ,,depTrunuret, GpeMeHHOCT H
KBbpMeHe” BK. ToUKa 4.6).

Camnromnu Ha BTE (a1vnGoka BeHo3Ea TpOMGO3a M fenonpobua emboang)

B ciayuaif Ha camrTOMH, XeHETE TpAGBA 1a GBAAT NOCHBETBAHM 1A NOTHPCAT CHEMHA MeAMUHHCKE
TIOMOII ¥ Jia HH(OopMAUPaT MEIHIIMHCKHS CrielianycT, 9¢ npreMar KXK,

CumnToMuTe Ha Ie160Ka BeHO3Ha TpoMbosa (J{BT) Morar ga BKIIOYBAT;
- €HOCTPAHEH OTOK HR Kpaka H/WIH XONWIOTO, HiM 110 IPOJL/DKEHHE HA BEHA B KPaKa;
~ 00/1Ka WIH TEKECT B KpaKa, KOATO MOJKE A8 Ce YCEIIa CaMO NPH CTaBaHe WK
XOIOCHE,
- 3aTOTUIAHE HA 3aCEerHATUR KPaK; 3a4epBABAHE WM IPOMSHA B LIBETA HA KOXKATA HA KpaKa.

Cumrrromure Ha 6eroapobHa em6oana (BE) Morar Ja BKIIOUBAT;

~ BHE3aNHA NOABa HA HeoOACHMM 3ayX WIM YYeCTeHO QWILAHE;

- BHE3aTHA KallUIKila, KOATO MoXe Ja Obae CEBp3aHa C XeMONTH3a;
- ocTpa 60MKa B IPBLOHMA KO,

- TEHKKA 3aMadHOCT WIH BHCHE HA CBAT,

- YCKOPEH HJIH HEfIPaBIICH ChPACHCH PHTEHM,

HsakoH OT Te3H CUMITTOMH (Hanp. ,,3aayx”, Kaumiua®) He ca crielud Iy 1 6uxa M
TIOTPENIHO HHTEPIIPETHPAHH KATO [10-YE€CTO CPEIIAHH WIH HE TOJIKOBA TeXKH C0
(Hanp. HHGEKIINK Ha IWXATeHHTE TBTHILA).

Jpyrd npH3HaUM Ha CHAOBA OKIY3HA MOTAT Aa BIIOYBAT; BHe3anHa OONKa, OTOK H
Ha KpahHHK.



AXO OKITY3HATA C€ NIOTY9H B OKOTO, CHMITTOMHTE MOTaT Ja BAPHPAT OT HeGONEe3HEHO 3aMBITIABAHE HA
3PEHHETO, KOETO MOXKE Aa NMporpecupa Ao 3ary6a Ha apenue. Ilongxora 3ary6ara Ha 3peHne MOXe 13
Ce MOJIYYH HOYMTH BEAHAra.

Puck or aprepaanna TpomGoemGonnsa (ATE)

Tpy enHAeMHAONOTHYHY NIPOYYBAHHA € YCTAHOBEHA Bpb3Ka Mexay yriotpebata va KXK u ysennyer
pUCK OT apTepHanHa TpomGoeMOonus (MHbapKT Ha MHOKapAa) WiIH OT MOIBYHO-CHA0B MHLMACHT
(wanp. npexojiHa HCXEMHYHa aTaKa, HHCYNT). ApTepuannanre TpoMGoeMOonIHH ¢HOHTHI MOTaT Ja
OpaaT paTaTHH,

Prcxopn haxropn 3a ATE

PHCKBT OT apTepHaiHi TpoMboeMOONHYHN YCIOKHEHMA WIK 0T MO3bYHO-CHI0B HHUMACHT [IPH XKEHH,
npHeMalli KXK, e ypeadqeH 1pH XKeHHTe, KONTO HMaT pucKoBy (paxTopu (Bx. Tabnuuara). benapa
21+7 e MpoTHRONOKA3aH, aKO JaficHa KeHa HMa eIHH CePHO3EH HIH MHOXKECTBO pUCKOBK (DaKTOpH 3a
ATE, koeto s 1ocraes BbB BUCOK PHCK OT apTepHanHa TpomOo3a (Bk. Touka 4.3). AKO JaneHa eHa
¥Ma [TOBEHE OT CAKH PHCKOB (aKTop, BE3MOXKHO € YBEIMYEHHETO Ha PHCKA 18 € TO-rOiaMO OT CyMaTa
Ha HHAMBHAYATHWTE QaKTopH — B TO3M ciryuali TpAGBa 1a ce npeueHH obUMaT pUck 38 Hed. AKO
CHOTHOLICHHETO NOM3a/pHCk ce cuuTa 3a oTpunarendo, KXK ne Tpatea a ce mpeanucBar (8.

Touka 4,3).

Tabauna: Puckoeu pakTopn 3a ATE

Packos dakTop

Komentap

Hanpenapailia Bp3pacT.

Ocobeno Hag 35 rogusu

TromoHOMy e HE. XKeuwnre Tpabpa Ja 6bAAT CLBETBAHH Oa HE MYILAT, aKO
Kenaar aa wanonssat KXK. XKenw Han 35 roouny,
KOHTO MPOAB/NKABAT A NYLIAT, TpAOBa HaCTOHYMBO Ja
O'BAAT CHBETBAHM A4 M3MT0/I3BAT PANTHYCH METOZ Ha
KOHTPALICTILIHSA,

XHNEPTOHMA.

Haxnopmero Terno (Huaexc Ha
TenecHa maca Han 30 kg/m?).

PHCKBT 3HAYHTENIHO C¢ YBEIHYaBa ¢ MOBHIIABAHETO Ha

KHIeKca Ha TenecHa Maca (BMI),

OcobeHo BaXKHO MPH XKEHH ¢ JOITBIHHTEIIHA PUCKOBH
aKTODH.

Hamwriue Ha damMuTHa aHaMHe3a
(aprepranna TpoMOoeMOONHA IpH
Gpat/cecTpa WK poauten, ocofeHo B
CPABHWTETHO MJIANA RB3PACT, HAIIP.
o 50 roauaH).

AKO HMa CHMHEHHE 33 HACTECTBEHO
NpeApasNoNoKeHHe, keHaTa Tpabsa na ce Haco4M 32
KOHCYJITRLHA CbC COCHHATHCT, NTPEAH J1a PeIuy NanH Ja
u3nom3sa KXK,

Murpena.

YBenH4aBaHeTO Ha YECTOTATA WITH TEHKECTTA Ha
MHTPEHO3HHUTE NPUCTHIM NO BPEME Ha MPHEMaHEe Ha
KXK (xoeTo Moxke [ia e NpoIpOMalTHO CBCTOAHHKE HA
MO3ZBYHO-CBH0B HHLMISHT) MOJKe Ja cTaHe NpHYHHA 32
He3abaBHO TIpeKpaTABaHE Ha TpPHEMa.

HpyTH 3a605i4BaHMA, CBLP3AHH ¢
HEXeTaHH ChICBH CROHTHA.

3axapen aualber, XHIIEPXOMOLHCTEHHEMHES, KJTATIHO
CEPICYHO 3a60NnsBare U OPSACHPIHO MBIICHE,
JOHCHAONPOTEMHEMHS M CHCTEMEH JTYTIYC
epHTeMAaToIeC.

Cumnromu ua ATE

B cnydaii Ha cHMITTOMH, JkeHUTe TpaOBa Aa (bAAT NOCHBETBAHK 1A NOTHPCAT CHEINHA MEARIHHCKE

TIOMOIN K A2 HHPOPMHpAT MeIHLMHCKKS criepanucT, e npueMar KXK.
CHMIOTOMMTE Ha MORBYHO-CHA0B MHIMIEHT MOraT Jia BKIIIOYBAT:
- BHE3AITHO U3TPBITBaHE WK ¢1aG0CT Ha NIMLIETO, PhLIETE WIH KpakaTa, ocobeHo

CTpaHa Ha THIOTO,

- BHE32IHO 3aTPyJHEHHE IIPH XOZIeHe, 3aAMAasHOCT, 3ary6a Ha PABHOBECHE WY Ki
- BHe3anHa o6bpKaHOCT, 3aTPYAHEH TOROD WIH 3aTPYAHEHO pasbupane;




- BHE3ATHO 3aTPYAHEHO BIDKJA2HE ¢ XHOTO HIH M ¢ JBETE OUH;

- BHE3ATHO, TEXKO HIK NPOTBIDKUTENHO ritaeobonHe Ge3 H3BECTHA NIPHYHHA;

- aary0a Ha Ch3HAHHE WI¥ NPHNAABK Che WM Ge3 rap.

TIpexoanuTe cHMITOMH MpeATIONarat, ye cEOMTHETO € NpexonHa HexeMHHa ataka (TTHA),

Cumriromure Ha mudapkT Ha Muokapzaa (HM) morar fa Brmroysar:

- Gonka, AucKoMGOPT, HaNpe:KeHHe, TEXKECT, YCEIAHE 38 CTATaHe HIH TEXECT B IEPANTE,
pBKaTa KITH [OR TPBAHATA KOCT;

- arCKOoM$OpT, pasnpocTpanABaly ce KsM rbpba, YemocTTa, THPAOTO, PhKATA, CTOMAXa;

- yCelane 32 CHTOCT, HaJIWYHE HA JIOWO XPaHOCMIIAHE HIIH 3alaBiHe,

- M3TIOTABAHE, IaieHe, IOBPBLIAHE WIH 3aMagHOCT;

- npekoMepHa cnaboct, 6e3noKkolicTBO WIH 3a71yX;

- YCKOPEH WIIH HeMPaBHIEH ChpAeueH PHTEM.

Tymopu

HsikoH eMHAeMHONIONHYHE MPOYYBaHKHA TIOKA3BAT, Ye MPONB/LKHTENHATA YIoTpeta Ha XOPMOHATHH
KOHTPALENTHEH ¢ PHCKOB (akTop 3a pa3BHTHETO Ha paK Ha INHHKATa Ha MaTKAaTa ITpH XKeHH,
HHpeKTHpaHH ¢ yoBeKy namunomeH supyc (HPV), O6aue Bee oliie He @ ACHO 0 KaKBa CTETIEH Te3H
Pe3YIITATH MOXKE [ia Ca ITOBIHAHH OT CHITBTCTBAINH edexTH (Hanp. pasTHIHS B Opos HA CEKCYATHHTE
MAPTHEOPH WK ynoTpeGaTa Ra MeXaHHYHH KOHTPALENTHBHY CPeacTsa) (Bx.cho . MeAUITMHCKH
npernexa”).

MeTa-aHann3 Ha 54 eNMAEMKEONOTHYHH TIPOYYBAHHA NMOKA3Ba, Ye MPH XKEHH, KOHTQ B MOMEHTA
npuemar KXK, nMa nexo noeuweH orHocurenex puck (R = 1,24) or pak Ha repaara. [Ipes
cnenpauteTe 10 roauHH cnen npeycTaHoBaBare Ha ynotpebara na KXK nosHmeHnsT puck
MOCTENEHHO ¢e A00kaBa A0 CRLPIAHKA ¢ B3pactTa puck. Thif KaTo pakhT HA MBpIATA ce Cpena
PAAKO TIpH >KeHH 1o 40 roAHIDHA RB3PacT, MOBHIIARAHETO Ha Opos HA AHATHOCTHLHPAHHTE CIYyHdaH ©
PaK Ha IBPAATA IPH JKEHH, KOMTO YIIOTpeSABaT B MOMEeHTa Wit KouTo ca ynorpebasam KXK, ¢
HE3HAYUTE/THO B CPaBHEHNe ¢ o0IIMA PUCK OT pak Ha bp/aTa.

B penxy cnyvas ce cpo0inasa 3a 10ABa Ha J0OPOKAYECTBEHN B OMIE NO-PAIKO HA 3MOKAYeCTRCHH
"epHOAPOGHH TYMOpPH 10 BpeMe Ha ynotpebaTa Ha XOPMOHAIHH KOHTpalielTTUBH. B HaonupaHu
cllyuan Te3H 3/I0KAYecTBEeHH 3a00/I9BaHHA Ca JOBENH A0 XUBOTO3ACTPALIABALL HHTPaal AOMHHAEH
KpBBOHINMB, B coyuaif Ha cumma KopemHa 6ofka, KOSTO HE OTIBYYaBa CIIOHTAHHO, XeMATOMEralud
HJTH NIPU3HALM Ha MHTpaabIOMUHAIHA XeMoparus, Tpa0Ba aa ¢¢ Bieme Moj BHHMAHHE BEPOITHOCTTA
3a TyMOp Ha YepHHs ApoS ¥ npuemsT Ha Benapa 21+7 tpabea ga Gnae npeycTaHoOBeH.

Apyau 3abonasanun

JHoGpe M3BeCTHH HeMKENAHH PEAKLIHM NIPH ynoTpebaTa Ha XOPMOHAIHK KOHTPALICIITHBH Ca RENPECHBHO
HaCTpOeHME | Aenipechs (B, Touka 4.8). [enpecHara Moxe Aa 6B/¢ cepHO3HA M € 106pe HIBECTEH
pHCKOB (haKTOp 33 CYHLIMAHO NoBeJeHue H camoybulicrso. Xennre Tpabpa na GbAaT CHBETBAHH Aa Ce
CEBBPIKAT C JICKAPA CH B C/Iydai Ha NPOMEHH B HACTPOEHHETO H JAETIPECHBHH CHMITOMH, BISTIIOYHTENIHO
H CKOpO Clteq 3arnoyBade Ha NeYEHHETO.

MHoOT0 eHH, KOWTO NIPHEMAT XOPMOHANHH KOHTPALENTHBH, MMAT J1IEKO NOBHIUEHO KPBBHO HaNATaHe;
SBIIPEKH TOBA KIHHHYHO 3HAYMMO MOBMIICHHE ce cpela panko. Bpeakara Mexkay NpHIIOKEHHETO HA
XOPMOHATHH KOHTPALCITUBH i KIMHUIHO NPOABEHA XHIICPTOHMA JI0Cera He € NOTBBpASHA. AKO MMa
KIHHWYHO 3HAYMMO NOBHIIEHHE HA KPBBHOTO HAIAraHE MO BpeMe Ha ynoTpebarta Ha benapa 21+7,
IPUEMBT Ha KOHTpPaLeNTHBA Tpa6Ba fa 6be NpeKpaTeH H XMIIEPTOHHATA [a Ce NeKyBd. [IpHeMET Ha
Benapa 21 +7 mOKe Ja NPOABLKH ReIHATA ClIES KaTO CTOMHOCTHTE HA KPEBHOTO HANATaHE ce
HOPMAJIH3UPAT NPK AHTHXMINEPTOHHUHO JIeYeHHE,

HPH JKEHM ¢ HACIEOCTBECH aHrHOeeM, €K30reHHHTE €CTPOTCHH MOTraT Ja NpeAU3RHKAT 11
aHrHogeM Wid 2& BJAOIAT HETOBHTE CHMITTOMM.

Ilpy >xenn ¢ aHaMHE3a 33 TECTALIHOHEH XepIiec MOXKe 11a HMa PelMAMB 1o BpeMe Ha NpH
TIpu xeHu ¢ TuuHa WK GaMHIHA aHAMHAE3a 33 XHIEePTPUINHIEPHISMHUA PHCKET OT NaH




MOBHIIABA No Bpeme Ha npueMa Ha KXK, TIpH ocTpH WiH XpOHHYHA HapylueHHA Ha veproapobHaTa
YHKIHS MOXKE A8 Ce HAIOKH NpeycTadoBaBaHe npueMa Ha KXK no Hopmannsupade na
MOKA3ATENMTE 32 YepHOAPOOHATA (PYHKIMA, AKO OTHOBO C& IOABH XOJIECTATHMHA XBITEHUIA, KOATO
ce € TTOABHNA ITEPRO 0 BpeMe Ha GpeMeHHOCT WM NIPH NPeAUINHA YnoTpeGa Ha NONOBH XOPMOHH, TO
npreMbT Ha KXK TpsCea 1a Gnae npeycTaHOBER.

KXK moxe 1a oxaxaT BMUSHEE BEPXY NepugepHaTa HHCYIMHOBA PESHCTEHTHOCT M IMIFOKO3HHA
TonepaHc. 3aToBa nalpeHTHTE ¢ quaber Tpabpa na Gpaar HabmoNaBaHH BHHMATEITHO, JOKATO
MpHeMaT XOpMOHA/IHH KOHTPARUENTHBH,

Heuecto Moxe 13 ce NOSBH XnoasmMa, ocofeHo IIPH KEHH ¢ aHAMHE33a 3a XA0a3Ma 10 BpeMe Ha
6pemeHHocr. HeHUTe CBC CIIOHHOCT KBM XJI0A3Ma Tpaﬁna Nia H36ArBaT HATATAHETO HA CITHHLIE H
YATPABHONICTORA CBETIIHHA, AOKATC IPACMAT XOPMOHANHH KOHTPALCITHBH.

Hpeanazuy Mepkn

IpunoxeHneTo Ha CTPOTEH WM KOMOHHALIMK €CTPOreH/TIPOTECTOTEH MOXKeE [1a KMa OTPHIIATENTHO
BB3JeHCTBHE BEPXY HAKOM CONecTH Wi CheTOAHMA. CrieLHanHo MeAKLIMHCKO HabnoneHHe e
HeoOXOauMO TIpH:

- CITIIICTICHA

- MHOJKECTBEHA CKIIepo3a

- TeTaHuA

- MHrpena (Bx. ¢BIn0 Touka 4.3)
- acT™a

- cepaedHa KK 6n0peyHa HeAOCTATEHHOCT

- Xopes MHHOp

- 3axaped guabet (BXK. ¢BIIO TOUKa 4.3)

- qepuoapobHu 3abonasanng (BX. ChIIO TOYKA 4.3)

- THCIUTIOTIPOTeHHEMHA (BK. CBIEO TO4UKE 4.3)

- ABTOMMYHHH 3a00/IABaHHA (BKIAIOMHTETHO CHCTEMEH JIYITYC €PHTEMATO3YC)
- 33 TIBCTABAHE

- XHepTOHHS (BK. CBIIO ToYKa 4.3)

- SHAOMETpHO34

- BapuKoO3a

- tneduT (BXK. ¢BmO TOUKa 4.3)

- HapYIIeHHA HA KPBBOCECHUPBAEHETO (BXK. ChIl0 TouKa 4.3)

- MACTOMATHS

- MaTo9YHa MHOMA

- FeCTaLMOHEH Xepriec

- nenpecus

- XPOHWYHO BR3IMAnUTeNHO 3a00ona8ane Ha depBara (Gonect na Kpor, ymieposeH koHT, BXK.

ChIIO TOuKa 4.8)

MeauiMHCKH perie/KOHCYITAHA

Ipenu 3anousane WK NOAHOBABaHE Ha npHeMa Ha bemapa 2147 Tpabsa na ce cHeMe MbAHa aHAMHE3a
(BKmouHTENHO (aMHITHA aHAMHE?a) | TpAOBa Aa ce Hakioun Gpemennoct. Tpabea aa ce namepu
KPhBHOTO HAATAHE M A C& HAMpaBy (U3MKANCH Npernel, PpKOBOJCH OT NPOTHBOMOKA3AHKATA (BK.
To4yka 4.3) v npenynpexneHunTa (B, Touka 4.4).

BaxkHO e BHHMaHHETO Ha JKeHara a ce Haco4M KbM HH(OpMAIIHATA 34 BEHO3HA W APTEPHAIHA
TpoMB03a, BRIOUMTE/THO PHcka pu Benapa 2147, cpasreH ¢ Tosu npu apyrute KXK, ¢
Ha BTE u ATE, uzBecTHHTe PHCKOBH QaXTOPH ¥ KaKBO Ja ¢ NpaBH B Cyvali HA ChMHg
Tpombo3a.

10 s



Kenara Tpabpa cuiio Aa Gb/ie HHCTPYKTHPAHA BHHMATENHO JA IIPOYEeTe TMCTORKATA 3a NoTpeduTend
H /12 ce TIPHABPIKA KBM HAJICHHTE ChBETH. YecTOTaTa i eCTECTBOTO Ha nperneauTe Tpalpa ha ce
OCHOBABAT Ha YCTAHOBEHHTE MPAKTHYECKM YKA3AHHA M JIa Ce A7IaITTHPAT 3a BCAKA OTAC/IHA KCHA.

Kenure TpaGBa 1a ce MHOOPMHpAT, 4e XOPMOHAIHHTE KOHTPaLENTHBY He npeana3sar ot HIV
ek (CITHH) u Apyru Sonecty, NpefaBaHu 1o NoiOB TBT.

Tonmxena edukacHoCT

DNpomyckane Ha akTHBHa prMHpana TaOneTka (Bixk. ,Hepenoeen npuem Ha TaGnerkure”), noBphilane
MK CTOMAUIHO-4PEBHH HaPYRICHHS, BRHOYHTEIHO IUapHA, NPOABL/LKUTENEH €IHOBPEMEHEH NIPHEM
Ha OTIpeieneHH ICKapCTBeHH MPORYKTH (B, TouKa 4.5) win B MHOTO peIkH ¢JIydal MeTabonuTau
HapyIIEHHA MOTAT Jia TIOHIKAT KOHTpaLeITHRBHATA ehHKacHOCT.

Biauguune BBPXY KOHTPOJIE HA HHKDAA

Ilpobusno xvpeene u 3ayamsane

BeHdky XOpMOHATHH KOHTPAUCTTHBH MOTAT Aa MpeAH3BHKAT HepeOBHO BArHHAIIHO KBPBEHE
(poBuBHO KBpREHE/3aLaNBaHe) 0COGEHO NPe3 MEPBHTE HAKOIKO Mecella Ha ynorpeba. Iopaau Toea,
OLICHKATa Ha HEPEAOBHHTE KPBHBOTEYCHHS TpAOBa Na ce HaNpaBH e/1Ba CleJl IEPHO/ Ha alanTalks OT
OKOIO TPH LIMKBJIa. AKO N0 BpeMe Ha ipuioxkerHeTo Ha benapa 2147 npobHBHOTO KbpBEHE
TIEPCHCTHPA WK Ce IOABH CJ1el PeJOBHH IMKNH, TPAOBA Ia ce HANPABH NPEITIEN, 3a A& C6 HIKIOYH
6peMeHHOCT WIH OpraHHYHO HapylueHue. Cnefi M3KmoYBaHe Ha OPeMEHHOCT WM OpraHUYHO
HapylueHHe, npueMsT Ha Benapa 2147 MoXe Aa NpoaBbKH WIH A2 ce MpeMHHe KM TIPHEM Ha ApYro
NIEKapeTBO,

Kepaene Mexay LIHKIHTe MOXKe Ja ObJie NpH3HAK 32 HapyleHa KOHTpalleNTHBHATA ePHKACHOCT (B,
»HepenoseH npueM Ha TabneTkwure”, ,, Y«xa3aHAd B ciydait Ha MOBPBINAHE MK Juapns™ B Touka 4.5).

Jlunca na omnaono xvpaene

Cnen 21 guv npwiokKeHWe Ha AKTHBHATE TAGNETKH OGMKHOBEHO BB3IHUKBA OTNAIHC KEPBEHE 11O
BpeMe Ha HHTepBajia Ha NpHeM Ha Tyiaue6o Tabnetkn. [louakora, 1 0co0eHO Npe3 MbPBUTE HAKOIKC
Mecella HA IPHEMa, MOXE 8 HAMA OTHagHO KepBere. O0a9e TORa He € HEMPEMEeHHO MHIHKAI 38
MOHWMIKEH KOHTpalUenTHBeH eeKT. AKo HAMA KbpPBEHE CHEA €AHH LHKDJ HA IPHIIoXKeHUe, B KOHTO He
e IPOIIyCHAT NpHeM Ha aKTHBHA QUIMKpaHa TabneTka, HHTEPBAXLT Ha TTpHeM Ha ialebo TabneTku
OT Ce/JieM AHH HE ¢ YAB/LKSH HIH MOC/IENBAH OT NTOYHBKE, HE Ca NPHEMAHH HOBPEMEHHO APYTH
NIeKapCTBa H HE © MMAano TIOBPBILAHES WiH JHapHM, € MATKC BEPOATHO Na HMa 3abpeMeHABaHe |
npueMsT Ha benapa 21+7 Moxe na Osae npoxsivkeH, Ao benmapa 21+7 He e npueMar B
CLOTBETCTBHE ¢ YKA3AHMATA TIPEJH ITHPBOTO OTCHCTBUE Ha OTNIAJTHO KBPBEHE WM HAMA OTNIAIHO
KBLpBEHE TIpH B4 [TOCICAOBATENHH UHKBAA, TpAOBA Aa ce M3KTIONH OpeMeHHOCT, Npeay NMPHEMBT Ja
NPOIBITAH.

Bunkosu jiekapcTa, CbALPHKALIM XKBAT KaHTapHOH (Hypericum perforatum) ne Tpabra na ce npuemMat
saefiHo ¢ benapa 21+7 (Bxk. Touka 4.53).

Horuuiapane #a AJIT
B KTHHWYHY M3NATBAHUA NPH MALKHCHTH, NpHEMAalH JeveHre cpemty Mabexuma ¢ xermatur C (HCV) ¢
NEKapCTBEHU MPOLYKTH, ChIBMKAIH oMOUTacBUp/MapUTATPEBHD/ PHTOHOBHP U fa3abysHp, ¢ WiH 6e3
pubasupHH, HupaTa Ha TpancaMuHa3a (AJIT) ca Gune moBede OT 5 ITBTH Haj TOPHATA FpaHHLE Ha

Hopmata (I TH) asasurento no-uecTo NpH KeHH, M3NOI3BAIIM JICKAPCTBA C ETHHHIECTPAN

raexanpesup/nubpenTaceup, ce HabmoJasa noprmasade Ha AJIT rmpH xeHH, U303
ChABPHKAINH CTHHIIECTPaAHON, KATO KOMOHHHpPaHH XOPMOHAIIHH KOHTPALETHBH {
4.3 u 4.5).
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[ToMoInHO BEINECTBO

To3H nexapcTEeH NPOKYKT ChALPIKA NAKTO3a (KATO NAKTO3a MOHOXHAPAT).

TTateHTH ¢ peaKA HacneACTBeHM NMpobieMH Ha HEMOKHOCHMOCT KbM TaJIaKTO33, MbJICH NaKTa3eH
NehHLMT HITH TIIIOKO30-TAakTo3Ha Manabeopbinia He TpabBa 1a MPHEMAT TOBA JIEKAPCTBRO,

4.5 BsaumogeHcTBHE ¢ APYIH JEKaPCTBEHA OPOAYKTH B APYTE JopMHE HA BlanMonehicTBae

3abenexxa: TpaOea a ce HANPaBH CNIPaBKa ¢ MPOAYKTOBATA HHGMOPMALMA Ha CHIBTCTBAMHTE
JIEKapPCTBA, 34 14 Ce YCTAHOBAT [TOTSHLHAIMHTS B3AUMONEHCTBHA,

QapmakoHHaMPYEY BR3ANMOACHCTRHS

Ilpu eqHOBpeMeHHaTa ynorpeba ¢ JieKapcTReHW NPONYKTH, CHIBPAKAIH
oMGHTacBHP/IapHTanpeBHp/pUTOHOBHD ¥ Naszabysup, ¢ nm 6¢3 pubaBupHH, KITH
riexanpeBup/nuGpeHTacBHp, MOXKE fa c€ MOBHIIH PHCKBT OT yBeymHuasane Ha AJIT (Bxk. Toukd 4.3 1
4.4).

Mopagw ToBa xenuTe, H3nonssawH benapa 21+7, Tpabra na NMPEMHHAT KbM a/ITEPHATHBEH METOR Ha
KOHTpaUenuus (Hamp. caMo ¢ NPOrecTepoH WIH HEXOPMOHAIHH METORH) NPCAH [a 3aII0YHAT IEYCHHE
¢ Tasu komGunana TexapeTea. Moxe 12 ce 3al0uHe OTHOBO NMpHeM Ha Bemapa 21+7 2 cenMuu cnien
3ABBPIUBAHETO HA EHEHHETO ¢ Ta3H KOMOHHALMA OT JEKAPCTRa.

apmakokHHETHYHM B3auMonelcTBIS

EdexTtu Ha W_IEKAPCTBEHMU TIpO pLpxy bemapa 21+7,

BaauMonecTBHATA MOTAT 13 BB3HUKHAT ¢ JICKBPCTBA, HHOYLHPalH MHKPO3OMAaTH CH3UMH, KOETO
MOXe Ja q0Belie 10 NOBHUIABAHS HA KITHPBHCA HA TIMIOBHTE XOPMOHH H O UPOGHBHO KBpBCHE Bum
HCYCNCIHa KOHTPAaUCIIIHA.

Jlevenne

Cneqn HAKONKO AHA Ha TeYCHHE BEYE MOXKE Ja e Habmoapa eH3HMHa MHAYKIMsA, MakcHManHara
CH3MMHA MHIYKIMA OOMKHOBCHO ce HaboaBa B PAMKHTE Ha HAKO/IKo ceamHun. Cnex criupane Ha
JICKApCTBEHATA TepanHA, eH3MMHATA VHIAYKUHNA MOKe 1a Ce 3aIbPKH NPHOANIUTENHO 4 CeaMULH,

Kpamxocpouno neyenue

HKenure, KOHTO ca Ha JeYeHHe ¢ AEKApCTBa, WHAYLMpPAIH eH3NMHTe, TPAOBA BPEMEHHO J1a 3TIO/3BAT
CapHepeH MeTO/ WM APYT METOA Ha KOHTparenuxa p JonwanenHe keM KOK. bapuepunst meron
TpsiGBa N1a ce M3noN3sa NO BpeMe Ha LU NepHON Ha CHITLTCTBAINA ACKAPCTBECHA TEPAITHA H B
paMKuTe Ha 28 RHH cnen HEHHOTO NPeYCTAHOBABAHE,

AKo nekapcTBeHaTa Tepanus NPOIE/DKH ¢Ied Kpas Ha TablieTkuTte oT onakopkarta Ha KOK, nmaue6o
tabrerkure TpAGsa Na OLIAT M3XBBPNEHH M IPHEMBT OT ceaealnara onakoeka Ha KOK Tpabea na
3an00v4He BeaHanra.

ﬂMZOCPOUHO JAeyeHue
TTpu xeHH, KOYWTO ca Ha TBITOCPOHHO TeUEHHE C JIEKAPCTREHH BEIIECTBA, HHIYLIMPaK
4ePHOIPOOHHTE EH3NMH, Ce TIPENOPBYBA APYT HANCHKICH HEXOPMOHA/ICH METON Ha KOHTPALEeTILHA,

Criequnte B3auMoeficTBIA ca choOIIABaHH B IMTEPATy PATA.

Bewecmea, xoumo nogumasam xatipvica na KOK (namanena epexmusnocm na KOK om enzumua
undyKyun), Hanpumep.

Bapburypary, 6o3enran, kapbamazenun, GapbexcakioH, GeHUTOHH, IPUMHAOH, MonadHH
pudaMTHUHH, pidabyTaH B nexaperpa npH HIV - prToHaBUp, HERHpanHA U edasupen
culo denbamar, rpuzeodyiBuH, okckapOasenyH, TonHpaMar H NPONYKTH, ChEbPK
JEKapeTBO XBAT KaurapuoH (hypericum perforatum).

Crednume nexapcingenu NPOOYKIMW AKMUBHE GEI4ECTNEaA, ROGUIUABTIY CIOMAUHO-YD!
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Momiinem i HapyuwieHama aﬁcopﬁuuuma, Mo2am 0a Hamanam CePYMHUNE KORYERMPAYUU HA
emuumecmpaduon:

MCKHOKJ’IGMHI[, aKTHBEH BBITICH,

Bewecmsa c npomennusu edpexmu svpxy xauponca na KOK:

Korato ce npunarar eqHospeMesHo ¢ KOK, Muoro komGunatmu or HIV nporeasun naXuOHTOpH 1
HEHYKIICO3HIHH HHXMOHTOpU HAa 06paTHATA TPRHCKPHITTA34, BKITIOMHTeNHO KoMGuRaumu ¢ HCV
HHXHOHTOPM, MOTAT []a TOBHILAT WIH NMOHWKAT IUTa3MEHUTe KOHLEHTPALKMA HA eCTPOreH WK
nporectyiny. [ocneapaiuuAT edekT OT Te3H MPOMEHH MOXKE 13 HMa KIIMHHYHO 3HAYEHHE B HAKOU
CydaH.

CneaosatenHo, TpsbBa 12 ce HANMPasH CIIPaBKa ¢ NPOAYKToBATa MHGOPMAUM Ha CHITETCTBALMTE
nexapcrea npa HIV/HCV, 3a yeraHoBsBaHe HA NMOTCHUMATHHTE B3AHMOJCHCTBUA M BCHYKH CBBD3aHU
¢ TOBa NpenopbKH. B eimyuait Ha csMuenne, Tpabpa 1a ce n3non3sa JonkaHUTENCH GapHepeH
KOHTPAUEITTHBECH METOJ TIPH JKSHH, KOHTO € NIeKyBaT ¢ MpoTeaseH HRXNOHTOP WIH HEHYK/ISO3MICH
UHXuuTOp Ha ofpaTHa TpaHCKpHITazA.

CrnenuuTe NeKapcTBeHH NMPOISYKTH/aKTHEHY BEIIECTBA MOFAT 12 MOBKIIAT CEPYMHHTE KOHUEHTPAlMH
HA €THHHIICCTPAAHO:

- aKTHBHH BElLECTBA, KOUTO HHXHOUpAT CyIDATHPRHETO HA ETHHUNECTPANHO B YDEBHATA CTEHA,
Harp. ackopbHHOBA KHCENHHA HIN NapaLeTaMon
- aTopactaTiH (nosumaea AUC Ha eTurmraecTpagyHon ¢ 20%)

- AKTHBHY BEILECTRA, KOHTO HHXHOHPAT MUKPO30OMAITHHTE €H3MMH B 4epHHA 1pod, KaTo
HMHZAA30/I0BY AHTHMHUKOTHYHH CPEACTEA (HAND. QUIYKOHA3O0N), HHAHHABHD HITH
TPONEAHIOMALIMH.

Bruanue na Benapa 21+ 7 evpxy opyzu rexapcmaenu npodyxmu
TNepopanHuTe KOHTPALIEITTHBH MOTaT Aa MOBIHAAT MeTa(onn3Ma Ha HAKOW APYTH 8KTHBHH BEILECTBA.
CBoTBETHO, ILTA3MEHNTE U ThKaHHATE KOHLIEHTPALMH MOTAT A2 Ce IIOBHIIAT WM NOHIKAT.

- upe3 yHXUOHpaHe Ha HePHOAPOOHUTE MUKPO3OMATHH C€H3HMH H OTTaM NOBMILABAHE Ha
CepyMHaTa KOHUEHTPALMA Ha aKTHBHH BEIeCTBa KaTo Iuasenam (4 apyrn GeH3onuasemia,
MeTaboH3UpaHH 4pe3 XHIPOKCHNHPaHE), IMKIOCTIOPUH, TeOdHITHH H NpeIHHI0A0H

- Ypes WHAYLWpPaHe Ha TTFOKYPOHUpPAHeTo B 9epHHA Apod W OTTaM MOHIKaBaHe Ha CepyMHHTE
KOHLISHTPALMH Hainp. HA TAMOTPIKHH, K1OhHOpaT, napameTaMost, MOpQHH u JIopajernamM

Hyxaute or HHCYTHH WIH nepopaiHi npothBoAualeTHH cpeacTsa MOXKe s ce IIPOMEHIT Mopaiu
BB3ACHCTBHETO BEPXY MMIOKOYHNA TONCPAHC (BiK. Todka 4.4).

Topa MosKe a3 ce OTHACA U 3a HACKOpO NPHCMAHH JICKapCTBRA.

Tpabra na ce nanpasy cnpaeka ¢ Kpatkata xapakrepuctuka Ha npoaykra (KXIT) na npeanncanma
JIEKApPCTBEH MPOAYKT 38 B3MOXKHH B3aHMOReHCTBHR ¢ benapa 2147,

Jabopamopny uscredsanun
Ynotpebata Ha KOHTPAUSTITHBHI CTEPOMAN MOXe Na MOBITHAC BBPXY Pe3yNTATUTE OT HAKOH
m260paTOpHM M3CIeBaHNKA, BKTIOYHTENHO GHOXHMHYHITE NapaMeTpd Ha YepHoapobHaTa, THpeouHa,
Hanb6wlpevHa u 6n0peuna GyHKIH, 1a3MEHATa KOHICHTPALWA Ha (TPaHCTIOPTHHTE) [IPOTCHHHY, Harp.
KOPTHKOCTEPOMI-CBBP3RAIMA IMOBYIHH H NMUNWIHUTE/ MUNONPOTSHHOBUTE (PPaKiliH, NapaMeTpH Ha
ofMsHaTa Ha BEIMIEXHAPATH ¥ MapaMeTpH Ha KPEBOCKCHpBane W pnbprHonmza. [Ipomennre
OOHKHOBEHO OCTABAT B HOPMATHHTE Ta0OPATOPHH IPAHHI.

4.6 Pepraanrer, HpeMennoCcT B KbPMeHe

Bpemennoct
IpremsT Ha benapa 21+7 He e nokasaH no speMe Ha GpeMennoct. [Tpean sanoy
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JCKAPCTROTO TPAORA Na ¢ M3KMIoUH GpeMEHHOCT. AKO HACTHITH OpeMERHOCT No BpeMe Ha ynorpebara
Ha Benapa 21+7, npreMBT Ha NexapcTBEHHA NPoAYyKT TpaGBa na ce nperpaTH He3abaBHo. [Tpu
obMMpPHA eMANEMHOTIOTHYHH NPOYYBAHUA HAMA KIHHAYHY AAHHH 38 TEPATOreHHH 1 (eTOTOKCHIHH
edexTH, KOTATO ECTPOTEHM €2 IPHEMAHH CTydaliHO 1o BpeMe Ha GpeMeHHOCT B KOMOHMHAINA ¢ IPYTH
TIPOTECTOrSHH, B 103H, T0K0GHH Ha TesH npH benapa 21+7. Bripexy ue 1pu ekCnepUMEHTH ¢
KHMBOTHH HAMA JaHHH 38 PeNPOIYKTHBHE TOKCHYHOCT (BX. TOYKa 5.3), KIHHHIHHMTE AAHHH OT NOBEME
ot 330 6peMeHHOCTH NpH XOpa He NoKa3RaT eMOPHOTOKCHYHHM eeKTH Ha XIOPMAAHHOH aUETaT.

Ip# pE300HOBABAHE Ha npuema Ha benapa 21+7 TpaGea na ce UMa NMpeBRH] NOBUIIEHUAT PHCK OT
seHosHa TpomGoembonna (BTE) no epeme Ha cnenponoeus nepuon (Bx. Touku 4.2 n 4.4).

Kspmene

EcTporennre Mose Ja NOBIMAAT BHPXY KbPMEHETO, Thi KATO Té MOrar Aa OBIHAAT Ha
KONTHYECTROTO ¥ ChCTABA Ha KbpMaTa. Mallki koM4ecTBa KOHTPALENTHBHA CTEPOMIH W/HITH TEXHHTE
meTaboaHTH MOXKe J2 06 OTHENST B KbPMATa H MOXE J1a OBMMAAT Ha Aeteto. Criegosatento benapa
21+7 He Tpalsa Aa ce H3MONIBA IO BpeMe Ha KbPMEHE,

4.7 Edexrn BLpXY cnocobHocTTa 33 modupane B paGora ¢ MATHAR

Hama nankn koMBHHBpaHHTe XOpPMOHATTHY KOHTPALEIITHBY 1a OKA3BAT OTPULIATEIHO BIHAHHE BEPXY
criocoGHOCTTS 38 Wodupade i paboTa ¢ MallMHHA,

4.8 Hexenann JeKapcTBERH PeakiiEn

a) Kiomsunynnre manureanns ¢ benapa 21+7 nokasear, ye Haii-4ecTo CpelllaHHTE HEMENAHH
nekapcTBedn peakiud (> 20%) ca npoGHBHO KhpBeHe, 3allanBane, rnaBobonie u JuckoMdopT B
repauTe. HenpaBriHaTa KpeRo3aryba oOMxHOBEHO HaMAIIIBa ¢ NMPOIBIDKaBaHe Ha mpHema Ha benapa
21+7.

6) Crobimasa ce 3a clleJHUTE HEXeNnaHU IeKapCcTBEHU peakuuK cnel ynorpeba Ha benapa 2147 upu
KIHHMYHO B3nuTsane ¢ 1629 xeHu.

Cucremo-oprausn | Muoro | Yecrn Hewectn Peaxs ' Muor . C pessBecTna
Knacose ‘mecrm | (21/100 | (= /1000 (> 1/10 600 0 - qecrora(Bba
{MedDRA) (21/10)  po<1/10 | no<1/100) | po<1/1000) | peaks  OCHOBS Ha
| ;‘ 3 (<1/10  maamwEHTE
1 000) | naH4A He :
? ' moxe na Gune !
 HanmpaBeHa |
i GubpoanreHo
aobpokauecreenn, | M Ha TBpHATA |
| 3JIOKAYECTBEHH H {
. HeoTPERETEHH ’
(BKT. KHCTH H
TOAMNH) L
Hapywenus na é CBpBbX4yBCT
HMYHBATA CHCTEMA BHTEITHOCT
KBM
NeKapCTBOTO
{(BxyTIIOUMTEN
HO
ajNepruMHy
P KOKHH
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‘Hapymemmama | | Yyscro | Bomxmam

MyeKyHo- | Ha TexecT | repba,
CKENeTHATA MycKynHn
cucTemMa 1 HapyILeHuT
ChelHANTE-HATR |
ThKAH S S N N A N |
Hapymienns na - Baruna | Bosxu
BL3NPOHIBO- | eR . HHCKO B Ha T'BpIHATE,
ARTENHATA CHCTEMA | CEKpeT, | Kopema Menoparus,
B ILPAATA : Jncmen | Tpenmen-
- opes, CTpyaneH
. AMeHop | CHHAPOM

e . S R S
O6ms Hapymienus - Vmopa,
f edexTH HA ; . Orok,
MACTOTO Ha { | Mopuuras
npRAOKeNHe ’ i aHe Ha
................ i imemer0 i | S R R
Hacnensanan . [Tosuman

. aHe Ha

. KPBBHO

| Marnsrae

B JomsnHeHue, caen MycKaHETO Ha nasapa npH ynotpeba, ca GHnH JOKNaaBaHH CSIHHTE HEKeNaHH
PEaKLIH, CBBP38HH C aKTHBHHTE BEIUCCTBA (ETHHIASCTPANHMON M XJIOPMAIMHOH aleTaT). aCTCHHS,
ANePrudHU PERKIMH, BIIOMHTENHO aHrHoeaeM.

Onucanye Ha U30PaK HEHCERAHYU REKAPCMBEHU DEAKYUN

Crobinapa ce | 3a CeHHTE HEXeJIAHH JICKAPCTBEHHN PeaKkuuy npu ynorpeba na koMOHHHpaHU

XOPMOHANHY KOHTPALENTHBY, ChARpKamu 0,03 mg eTuriecTpaHon B 2 mg XIOPMAIUHOH aLeTAT:

- pu xenw, kowro wanoissatr KXK, e RaGmonasaH NOBHINEH PHCK OT apTEPHATHH H BEHOZHH
TpoMGo3HM K TpoMOoeMOoIIMHE CHOHTHA, BRIIOUHTeAH0 HHDAPKT HA MHOKapIa, HHCYIIT,
NPEXOIHY MCXEMUTHH ATaKH, BeHO3Ha TpomGo3a H Genoapoba embonud, koHTo ca 0bebaeHn
no-nogpo0HO B TovKa 4.4,

- IMpy HAKONKO H3NATBAHMA ce CHOOW(ABA, Y€ MOKE Aa HMA NIOBMINEH PUCK oT 3abonssaHnd Ha
MUIBYHHTE METHINA, axo ¢e npuemat KXK 3a nponbnkdTecH MEPHOI OT BpeMe.

- Msoro paako ce csofumiaka 3a Z06pOKAYSCTBEHH H OLIE MO-PANKO 38 3OKAYECTBEHM
TYMOpH HA YepHHa Apol cnes ynorpefa Ha XOPMOHATHH KOHTPALCITTHEH, 8 B U30IUPAHH
CIyvaH Te ca J0BeNH J0 XKHBOTO3aCTPalIaBall HHTPaaGIoMHHANEH KPEBOHIHBE (BXK. To4kKa 4.4},

- BriowmasaHe Ha XpOHWIHO BB3NATATENHO 3a60118ane Ha yepsata (Gonect Ha Kpow, ymieposen
KOJINT, BK. CRIIO TOUKA 4.4)

3a Opyrv ceprO3HA HeXKETaHH JeKapCTBEHH PeaKLHH, KaTO HANPHMED PaK Ha WIMIXATa HA MaTKaTa
WIH PAaK Ha CbPAATa, BIKTE TOUKA 4.4,

Bzaumodeiicmsun
IMpofiueHo KEPBEHE /MK HEYCEIHA KOHTPAeNIMA MOXKE 1a POH3TEYE OT B3aUMOJECACTRBUA Ha
OPYrH NeKapcTBa (eH3SHMHM HHIYKTODH) ¢ NEPOPATHH KOHTPALESHTHRH (BIDK TOUKA 4.5).

Crobinasade Ha TONO3INPAHH HEIKETAHH PeAKiHH
Cro0uIaBaHeTo Ha NONO3MPAHH HEXENaHH peakLy Cle/] papewrasane 3a ynortpeda Ha Jiexs
OPOAYKT € BakHo. ToBa MO3BONABA 12 IPONBIDKH HAGNIONCHHETO Ha CHOTHOILIEHHETO T} o
NEKapCTBeHMA NPOMYKT, OT MEIHIMHCKUTE CELMATHCTH C¢ HIHCKBA Jia ChofIaBaT DRy

MO03HpPAHA HeXKenaHa peakuya upe3 H3nbaAxATeTHA ar¢HIMA 110 JIEKapcTRaTa yil. ,,
8, 1303 Codwa, Tem.: +35 928903417, yebeatir: www.bda.bg,
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4.9 UOpenoanpane

Hama nuopmaims 3a CepHOIHM TOKCHIHK eeKTH B CTyvait Ha npezosupane, Moxe Ja ce ToABAT
CTICAHMTE CHMITTOMH: TaJIEHE, MOBPBIAHE H NO-CHELMATHO NPH MIATM MOMUIETA, TEKO BIaraTUITHO
KpbBOTeueHHe. Hama aHTHAOT; 1eYeHneTO Ha Te3H cHMITTOMM TPpAGBa fia € CUMIITOMATHYHO. B peku
CTYH4aH MOMKE Aa Ce HaNOXKH IPOCASAsBaHe Ha BOJHO-eNEKTPONHTHHS fanaHe H 2eproapobHaTa
byuxuns.

5. ®APMAKOJOIHMYHH CBOUCTBA
5.1 dapmakogHRHAMHYHH CBOIHCTBa

(PapMaKoTepaneBTHYHA rpyna; 1IoNoBY XOPMOHM ¥ MOIY/IATOPH Ha IOA0BATA CHCTEMA; IPOTSCTOTEHH
¥ eCTporeHH, dukcupann xomGurawn. ATC koa: GO3AALS

Mexanu3nm Ha geficTeue

HenpexbcHaTHaT npueM Ha benapa 21+7 akTuBHE TaGNeTkH B npogs/pkeRne Ha 21 oHu uuxulrpa
xunothusnara cexpends Ha FSH u LH, 1 no 1034 HAYKWH OBY/NAUMATA. EHAOMETPHYMBT nponudepupa
M NIpeTBpIIABa CeKpeTopaa TpaHchopmaims. KoHcHeTeHIMATA HA LIEPBHKAIHAA MYKYC C€ ITPOMEHA.
Tosa npeyn Ha MUrpaLMSTA Ha CIIEpMa TIpe3 LSPBHKATHHA KAHAN H MPOMEHS NOABIKHOCTTA Ha
CIIePMATO30MINTe.

Hali-auckata qHeBHa /1038 XT0pMaAHHOH alleTaT 3a EIHO UHXHOHpane Ha oBytaumnta e 1,7 mg.
I¥ennata nosa 3a enfoMeTpHanHa TpaucdopMaiiud € 25 mg Ha LUK

XnopMagnuHOH aUETAT € IPOrecToreH ¢ AaHTHAHAPOreHHU cBoficTea. HeroBuit edext ce ocHoBasa Ha
cniocobHoCTTa My 12 H3MECTBA AHAPOTEHUTE OT TEXHHTE PELICTITOPH.

KI IHHHYHA egb HEKACHOCT

Hpu wivmriay #3NHTBaHAS, TIPH KOUTO NMPHIOKEHHETO Ha benapa 21+7 ¢ H3cneasaHo B
NPOABIDKCHME Ha [0 2 TONMHM 1pH 1655 MeHu H nosede ot 22 000 MeHCTpyaTHH LIMKENA, € uMano 12
GpemennocTy, [Ipn 7 seHH € KManO rpediks Ipyu NPHeMa, CHITBTCTBALINM 3a00/1ABAHUS, KOHTO
NIPeOH3BUKBAT FaCHE H MOBPBIIAHE, MITH CHITETCTBAIIO NPAIIOXKEHHE Ha IEKAPCTEA, 328 KOHTO €
H3BECTHO, 3¢ NOHIHKARAT KOHTPALENTHBHHA €)eKT HA XOPMOHAIHHTE KOHTPAIICIITHBE B YIEPHOAA Ha
3avucBaHe.

Bun ynotpeba Bpoii na Hupexe ua Peard 95% nomepuTenen
i OpemenmocTHTE | | MHTepBAX
 Obuwughmayporpebe | 12 0,698 [0,389; 1,183} |
Tlepdexrna ynorpeta | 5 0,291 [0,115; 0,650}

5.2 @apMakoKHHETRYRM CBOKCTRA

Xnopmadunon ayemam(CMA}

Abcopbuus
ITpunoxen nepopand€o, XN0pMaOMHOH aLeTaT ce pesopbupa 65p3o u HanbpnHO. CucTeMHaTa
BHOHATHYHOCT Ha XIOPMAIUHON AUETAT € BUCOKA, ThH Kato Toli He NpeThpraBa MeTaboTHTHH

nNpoMeHH Ha YbPRO NPEMHAABAHE, MaKCHMATHY TUIa3MEHH KOHUEHTPALAH C& ROCTHFAT ¢,

Pasupepenenue
Crhp3BaHeTo Ha XJIOPMAZHHOH AlETAT ¢ NPOTEHHUTE B HOBEIIKATA UTa3Ma, OCHOBHO

nogeye ot 95%, XnopMaauHOH aueTaT HaMa ahHHITET Ha CBhpP3BaHE ¢ robynuna, ¢
nonosuTe Xopmond (SHBG) unu rooSynnna, cespisam kopruzona (CBG). Xnopm
HATPYTNBA NPeIHMHO B MACTHATAE THKaH.
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buorpanchopmanms

Pasnuquu peqyKIMOHHA H OKHCTHTS/IHA NPOLECH H KOHIOTHpAHE 10 TITYKOPOHUIN ¥ CY/AQAaTH BOAST
AG MOTy9aBaHeTO Ha pasiTiyHy MeTabonHTH. OcHOBHITE MeTaOOKTH B SOBSMIKATA I11a3Ma ¢a 3u- 1
3B-XuMAPOKCH-XAOPMAaMHON BUETAT ¢ GHONOrHYEH NOMYXHBOT, KOHTO He €& PA3THYABA CHILECTBEHO
OT TO3UW Ha HeMeTabonH3HpaHus XIOPMAIHHOH aueTar. 3-XuIpokcH MeTaloNHTHTE HMAT CXOIHA
NpOTHROAHIPOTreHHA aKTHBHOCT, KakTo CaMMA XJIOPMAIWHOH anerar. B ypurara meraGomurdre
IPHCHCTBAT OCHOBHO KaTo KOHIoTaTH. Cliel €H3UMHO paslienBaHe OCHOBHHAT MeTaboNMHT e 20-
XHIPOKCH-XTIOPMaAHHOH aleTaT, 32eIHO ¢ 3-XAAPOKCH MeTaboRNTH # AMXHAPOKCH MeTaGonuTy,

EnvMuanpatie
XA0pMagHHOH ALETAT ce eMUMUHNPA OT TU1A3MaTa Che CPEeaeH MONYKHBOT OKON0 34 waca (cnen

TIpHEM Ha €THOKPATHA 1038) W oKono 36-39 waca (caex MuoroxkpartHo npunoxenne). Cren nepopanHo
NPWIOKEHHE XNOPMATHHOH ALETAT W HETOBHTE MeTabOoMHTH ce eMMHUHEPAT KakTo npes OsbpennTe,
Taka H BB (eKaTHUTE B NPHOIHIATETHO AHAKEH KOITHYECTEE.

Emununecmpaduon (EE)
AGcopluus

Erurunectpagnon ce pezopOupa Gbp3o ¥ MOYTH HAIMBNHO CIEK EPOPANHO PHIOAEHHE H CPEIHATA
MaxcHMAa/THa Ia3MeHa KOHLEHTPaLA ce AOCTHIa ¢tex 1,5 uaca. AGCOMOTHATa GHOHAMUYHOCT KaTo
Pe3yNTaT OT MPECHCTEMHO KOHIOTHPaHe H MeTabo/IITHH NIPOMEHH Ha ITHPBO NPEMHUHABAHE fIpe3
qepHus Apob e caMa okono 40% H BMa 3HAYMTEIHK PasIHMHA TIPH OTIENHATS HEAUBHIH (20-65%).

Pasnpenenenvie

OndcanuTe B TUTEPATYpaTa MIa3MEHU KOHLICHTPRUHH H2 €THHHIIECTPAAHON & PaINIaBaT
sHaumTesnHo. [pubausurenno 98% oT eTMHWIECTPANHON C& CBBP3BA ¢ IUTA3MEHHTE 6EITHUH, HOYTH
u3ANo ¢ anbyMuH.

Buorpanchopm:

[MonoGHO Ha eCTECTBERHTE eCTPOTEHY STHHIIISCTPAIMON TIpeTEPIABa SHOTpaHCHOpMaLMa upes
{trroxpom P-450 meauspaHo) XHOPOKCHAMPaHE Ha apoMatHis npeeTed. OcHosauaT Metabomur e 2-
XHIPOKCH-eTHHHIIECTPaIHOIN, kolfro ce meTabomuzxpa A0 palTHHA MeTabOoINTH ¥ KOHIOTATH.
ETnrmnecTpaaron mpeTspnasa MPECHCTEMHO KOHIOTHPAHe B JINTABHLATA HA THHKOTO YEPBO H B
qepHus apod. B ypuHata cé OTKpHBAT OCHOBHO TIIOKYPOHM/IM, & B MUTbYKATA H IUTA3MaTa OCHOBHO
CyngaTH.

EnmMuuspane

CpeaHHAT DOMYKHBOT B II1a3MaTa HA €THHWIECTpaANoN ¢ npubmnurento 12-14 gaca.
Emsnunecrpaguon ce enuMuHEpa upes Gupeunre v dekanuure B cuoTHOmERHAE 2:3.
ErnHunectpanHon cyndar, enMMUHHPAH Ype3 #TYKaTa Clies XMAPOIN3a OT YpeBHUTe GaKTepHH,
MPeTHPIABA EHTePOXENATATHA THPKYIaLMA,

5.3 IpeaxsnunvHs 1aAAu 3a 6e30NACHOCT

OcTpaTa TOKCHUHOCT Ha eCTPOreHHTe @ HHCKa. Ilopany ACHO U3pa3eHHTe PA3ITHKH MEXTy
eKCIePHMEHTATHY HHBOTHHCKH BHJIOBE H XOPa, PE3YIITATHTS OT NPOYYBAHHATA HAa €CTPOTEHH NIPH
AKHBOTHH HMAT CaMO OrpaHHYeHa NPeOHKTUBHA CTOHHOCT 32 Xopa. ETHHHANECTPaHON, CHHTeTHYCH
€CTPOTEH, YeCTO W3TON3BAH NIPH XOPMOHATHHTE KOHTPALEITHEH, UMa e(eKT CMBPT Ha eMOPHOHA NpH
nabopaTopHK H3CNeBaHHS C XKHBOTHH AOPH H NIPH CPABRUATENHO HUCKH J03K; HabmodasaHd ca
TIATOIOrHYHH OTKIOHEHHA HA YPOreHWTENIHES TPakT H GeMURU3Npane Ha MEXKKH eMOpuonn. Te
e(eKTH ce CHHTAT 3a CTIeUHEN4HY 33 BUNOBETE.

[Ipn npunokeHHe Ha XI0pMaZUHCH aueraT e Habnronasad edekT ha CMBPT Ha eMOPHOH,
IeXoBe # MHmxH. OCBeH TOBa TEPATOreHHOCT ce Rabmtonasa 1pH eMOPHOTOKCHMHM [
H TIpK Hali-HyUCKaTa W3cnenBaKa fo3a (1 mg/kg AHEBHO) nipr MUKy, KiMBUMHOTO 3Ha
pe3yNTaTH 3a NMPHICKEHHE TPH X0pa He & ACHO.
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YIpenxTMHAMHUTE NAHHK OT KOHBCHIHOBAIHH HINHTBAHNS 33 XPOHUYHA TOKCHUIHOCT,
FEHOTOKCHYHOCT H KaPLHKOreHEH IOTEHIHAN HE NTOKA3BAT CIELIUAIIHM PHCKOBE 38 XOPATa, OCBEH
PHCKOBETE, KOWTO BEYe Ca OMHCAHH B OCTAHATHTE TOYxY Ha KpaTkata XapakTepucTHKa Ha NPORYKTA,

6. DAPMAREBTHYHHA JAHHHA
6.1 Coucnk Ha TOMOIMMAATE BEINECTBR

Axmusenu gunmupanu mabremxu:
Crpuesnna Ha rabaerkara:
TIaKTO32 MOHOXMIpAT

LAPEBUTHO HUIIECTE

nosuaoH K-30

MArHEIHEB CTeapar

DHIMOBO MOKPHTHE:
xuripomenosa (tun 2910)

NaKro3a MOHOXHADAT

THTRHOB AHOKCHI (E 171)
TaJK

Mmaxporon 6400

TIPOMIJICHT AUKOIT

qYepBeH xeneseH okcHx (E 172)

ITnayebo mabremxu:

C’BQQ@BHH& Ha TabreTKaTa:
JAKTO34 MOROXHIpAT

TOBH/IOH
KPOCHIOBHAOH
MarHe3HeB cTeapaT

DHIMOBO TOKPUTHE
xunpomenosa {Tun 2910)

NaKTO38 MOHOXMADAT

TaIK

THTaHoB auokcus (E 171)
maxporon 6000
NPORHISHIIHKON

6.2 HecrBMecTHMOCTH
Henpunoxumo,

6.3 Cpok Ba ronsocy

3 rogvnw.

6.4 Crpenuajany YCIOBHA HA ChXPaHeEHRE
Ja He ce cexpanasa Han 30°C.

6.5 Bua s coanpkaHine Ha ONAKOBKATA

Benapa 21+7 0,03 mg / 2 mg dbuimHpanu TabneTxn ca onakoBaHH B OxUcTepH oT
anymunnil//PVC/PVDC. BancTepHTe ca ONaKOBaHHW B KAPTOHEHH KYTHH,
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Bunose onakoeky;

1%(21+7) punmupanu Tabnerku
3x(21+7) punmmpann TabneTKM
6x(21+7) hrwimupann TabneTku

Beexy 6rmuctep cpabpia 21 cBeTniopo3oBH akTHBHH QHAMupaHy TabneTku u 7 6eiu wik noary Hean
wianebo puaMupann TabneTKy,

He Bewuxn puaone onakopky Morat na 6aaT ITycHaTH 8 rpoaakba.
6.6 CuenuaiaNs npeanazHA MepKH NPH BIXBRBPARHE R padoTa
Heusnonssauusr UpoAyKT HiH OTNATLYHUTE MATEPHATH OT HeTo TPAGBA Ja ce H3XBLPIAT B
CHOTRETCTBHE ¢ MECTHHTE H3HCKBAHUS,

7. TIPATEXATEJ HA PAZPEHIEHHETO 3A YIIOTPEERA
Gedeon Richter Pic.

1103 Budapest,

Gydmréi at 19-21.

Yuarapus

8. HOMEP HA PASPEIIEHHETO 3A YITIOTPEEBA
20140161

9.  JATA HA IIBPBO PAZPEITABAHE/TIOAHOBABAHE HA PASPENIEHHETO 3A
YIIOTPEEA

Jara Ha mepeo paspemasape: 21/05/2014
Jara Ha nocremno nogHorseane: 24/01/2019

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA
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