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- JENAPHARM GmbH _ Tpucucron®
Tbproscko HaMMeHoBaHue Ha nexapcTBeHns ng ﬁx ETEPCTBG }ia BQPABEOHA
Trisiston
It e | 08 09,00
KauecTBeH U KONUYECTBEH CBLCTaR hod / {9.12. 00 Ké&ﬂ mi
Beaka onakosKa 3a euH LUMKBN CbabpKa 21 obbur-TaomeTRIm - /

(6 uepseno- kadsasy, 6 6enu, 9 KADABO-XKBIITH).
Besxa uepseHo-kagAea Tabnetka ceabpia: Ethinylestradiol 0.030 mg
Levonorgéstref 0.050 mg
Beska 6ana tabnetka crgupka: Ethinylestradiol 0.040 mg
devonorgestrel 0.075 mg
Besika kadaso-bnTa 7abnetka cegbpxa: Ethinylestradiol 0.030 mg
Levonorgestrel 0.125 mg

FtekapcTBeHa dopma

-abBuTK TabneTkun

Knunuum ocobeHocTr
TepaneBTHYHN flOKa3anunA
XOpMOHaneH KOHTPOI Ha pax(p,aemdcwa (koHTpauenyun)
lpunoXxenne u [o03MPoOBKa
Dozupane Ha eguHUUHN nHeBHn [o3u

‘TpaGea pa ce Bsema no epHa Tabnetka TpucucTor® pHeBHO B
npogwivkeHue Ha 21 [Hu.

Hauuu na npunoxetrne

Ynotpebarta Ha xopmoHanuu kouTpadentueu Tpabea pa ce npejluectsa

. 0T nwaed ofW MeguuuHCcKY npernen, BKhlOUBaul, W3MepBaHe Ha
KPBBHOTO HanaraHe U TERecHOTO TErfio, TECT 3a 3axap B YpuHaTa, ako &
HeoOxopumo, [oOpu cneyuduyHa [UarHoOGTUKa 3a uepHoppobuu
- 3ab0nsaBaHMA ¥ TUHEKONOoruyeH nperner, BKMOUBaL MASYHITE JKNe3u U
LUMTOROrMUHO W3CHIEdBaHe Ha UEepPBUMKaneH CeKpPeT U  LepsuKanHa
‘HaMmaska.

Cullo taka 7psbBa fa ce cHeme BHUMaTenHo GpaMunHa adamHesa, sa
03 CE yCTaHOoBY Hanuuueto Ha 3abonsBade, HYKAAEW|O Ce OT neu -

JKeHaTa He e GpeMeHHa



Tps6Ba pa ce M3KAlouaT HapyweHuss B cucTemara Ha
KpBBOCHLCUPBAHETO.

AKO Tip¥ HSIKOM YACHOBE OT CEMEMCTEOTO Ha Xehnata nmMa
anamKeza 3a TpoMbemboanuHn 3aboassanus (Hanp. BBbADOKM
ECHO3HM TPOMGO3M, MHCYAT, MMOKapAeH WHQapKr) B fo-
MAapa Bb3pacTt, Te3U faHHn OT @amMuAHaTa aHamHesa Tpsbea
pa ce BKaloyaT npu onpefeasHe Ha pUcKa npu Npefnuceare
na TpuoucTos® B TaKKBa CAyUau.

Beska xeHa Ha Tpucucrton® Tpsi6Ba ia NpoBeXaa nperaenu
npes wecT MeceLa. '

HezaBucuMoO KaK € Mpegnucax, Tpucmc-rou@ Tps6Ba HAa ce
3arioyHe Ha 1MA DeH OT Meceunus UMKbA, LOPU 8KO XKeHaTa e
B3emaAna APyl XOPMOHaAEH KOHTPaUEenTuB rpean Toea.

Muvpeata yepeeHo Kadssa TabAeTKa ce B3eMa OT GAavcTEpa,
KboeTo e oTbeassaHo (1). TabaeTkata ce rbaTa UfAd C
LOCTaTbUHO KOAMYECTBO TEUHOCT.

Chep TOBa ce B3eMa rno ejiHa TabAeTKa BCEKU KEH MO NOCoKa
Ha uudpuTe UM CTPEAKWTE, [OKaTo CEbPLIN MeceuHaTa
OnaKoBKa. Ba)kKHO e [a ce 3afouHe C LIECTTe YepBeHo KadsBU
TaBAETKH, CASE KAaTO CEBbpIIAT Aa ce B3emaT beAute U Hakpas
BeBeTTe KapsaB0o XBATH.

TabaeTkute TpA6GBa pa ce B3emar Mo €JHO U CHLUO BpeMe Ha
neHs.

21-nHEBHUA KYPC Ha B3emMaHeTo Ha TabAeTKuTe ce rnochenea
oT 7-IHeBEH MHTEpPBaA, B KOHTO HE ce B3eMart TabGAeTKM.
OGMKHOEBEHO 2 0 4 OHM CAEL fiocAepHaTa oT 21 TabAeTKy e
3aroyse MEHCTPYaAHO KbpBeHe.

[TppBUAT UMKBA Ha Tpucuctow®, 3a pasauKa OT CAeEBaMNTE,
fpoabAXKaBa Cano OKOAO 23 no 25 AHY BMECTO 4 cegmMuLINA.

Canep 7-pHeBHaTa TMOUMBKEa MPOBbAXaBd B3eMaHeTo Ha
7aGAeTKY OT HOBA OrNaKoBKa, HE3aBUMCUMMO Ban KbPEEHeTO €
CHPSAO AN OLLE HpoLEANaBa.

Babenexka (ePeKTHBHOCT Ha KOHTPaUenunaTa):

O7 nbpEUAT BEH Ha NpUeMaHeTo Ha TabAeTKUTE KeHaTa ©
fnpennaseHa oOT 3abpemeHsBaHe. lMpennassaHero  oOT
3abpemeHsiBale € OCUIypPeHo u fpe3 7-gHeBHUS UHTEPBAaA,; B
KOITO He ce B3eMaT TabAeTKN.

Axo TpucucTon® ce 3anouHe MHOFO CKOPO CAER paxaaHe uan
abopT, AckapsT TpsbBa Ba MpeleHn [aam [a rnpenopsha
[OMBbAHUTEAHN KOHTPaUENnTUBHY MEPKX MO Bpene Ha NbpBusa
UYKBA.

KoHTpaulenTMEHOTO HeicTBME MOXe pa ce Hapyuy o7

HEMPABMAHO  MPUACKEHWE, TMOBPbLILAHE WAM  “PEBBIET szy

sa6oAsBaHMA € DBuapusa, NPOABAXUTEAHZ ERHOBPEeMS]
ynotpe6a Ha OfNpemeAcHU MeAankameHTH  (BX./ y



4.3.

,B3auMozieicTBNA € APYru ACKapcTea u pgpyru ¢opmu ha
EzanmopeicTBue”), KakTo 1 fipyM MHOTO PEAKU MHOVUEUAYAAHU
MeTaboAUTHU HapViuewus. [TbpBOHavaAeH NpU3Hak Ha T0Ba €
roseata Ha WHETEPMEHCTPYaaHO Kbpeere. AakcaTueBHUTE
npenapaTtu c MEeKOo BeiAcTeue He HapylwaeaTt
KOHTpauenTUEHNA edeKT.

AKo xeHaTa 3abpaBu Aa cv B3eme TabAeTKaTa B 06MUaiiHOTO
BpemMe, Ta TpsiGEa Aa A B3eMe npes caegealinTe 12 vaca.

AKO 3aKbCHee € noBeue 07 12 yaca, T7.€. HagBULLY HOPMaAHUS
24-4yacoB VHTEPBAA MeXny BBReTe TabAeTKH ¢ noeeue oT 12
yaca, B TO3Y LMKBA [OBEYE HEe € rapaHTupaHa HapeXpha
KoHTpauenuua. HesaBucumo ot TOBa, XeHata TpaAbGeBa pa
MPOOBAXKM 3ano4yHatata ONakoBKa, KaTo B3emMe BCUUKMU
ocTanaAn TabaeTku (M ocTaBM NponycHaTuTe) B 06UuaiiHoTOo
EpEMe, 3a Ba NPeHoTBparu rnosBa Ha FMpeXAaeBpemeHHo
KbpBeHe. Ta TpAbBa fa U3NoA3Ba ApYT, HeXOPMOHAAEH, METON
Ha KOHTpauenuus - ¢ U3KAloueHne Ha, KaAeHRapHUs VIETOR Ha
Ogino-Knaus M TemnepatypHusa wmetop. [iponycHatute
TabAeTKY He ce B3emar.

[0 chlunTe NPUUMHY, CIOMEHATH B Apepylurus naparpad, e
ce rnpenopbyea NPEKbCBaHE Ha TaOASTKMTE B CAyYait Ha
NOBpBUiaHE, AVapusi 1M HApPYyri CbCTOsHWUS, HamaasBalu
KOHTPALEnTUBHOTO JgelicTBye. AKO 7TOBa CbCTOfAHUE
NPONBbAXM KPaTKO, B TO3U LUKbA TpAGBa fa Ce U3NOASBAT
AOMBAHUTEAHM KOHTPaUERTHBHU Mepku. AKO CbCTOsHUE,
KOETO HaMaAnsiBa KOHTPaLenTUBHOTO NEACTBUE, MPORBAXMA
NO-ObAro, XOPMOHaAHaTa KOHTpaLenuua ce cunta 3a
HEenopXonsAa.

FMpoRBAXUTEAHOCT Ha yroTpeba

FMpORBAKUTEAHOCTTA Ha YHOTpeba Ha Tpucucton® saBucu ro
ApPVHLMI OT BBNPOCAa KOAKO HAbAT0 JEHaTta Llie UCcKa fa
M3MOA3Ea XOPMOHaAEH METOR Ha KOHTpauenrums, He3aeucuMo
ye MMa puUcK 32 30PaBeTo a. TH TpAGBa fa ¢ KOHCYATUPA C
AEKap#f ¢ OTHOCHO NMPOABAXKUTEAHOCTTa Ha YrioTpe6a Ha TO3u
APORYKT.

AKoO XeHaTa nporiycHe MEHCTPYaAHOTO KbpBEHE 1[0 BpemMe Ha
7-0OHEBHUS WMHTEPBaA, B KOATO He ce B3emaTtT TabaeTku, T8
Tpsb6Ba pa cnpe Tpucucton® fokaTo ce uzkaloun GpeMeHHOCT.

lNMpoTuBoOnOKa3aHuA

Tpucucron® He TpsGBa fa ce USNNUCEA, aKO HACTbNM HAKOE OT
CAELHUTE CbCTOSHUA:

- BpemenHocT
- UepHoppobHy 3abonsBaHuA

OCTPY M XPOHUUHKW uepHOApobHKM 3a6GOASBAHUS,
CMYTEHa €KCKpeumsa Ha OGUAMPYGUH B MADBUKE
(cunpponmu Ha Dubin-Johnson u  Rotor), cmy




XABYHAE CEKpeuMs, MABUYHO HalmbABaHe Ha ChOTBETHM
opraly (Xoaecrasa, [opu aHamHesza 3a TaKaea, aKo
noseata G € 6uAa cBbp3aHa ¢ OPEMEHHOCT uAW
yrioTpeta Ha NOAOBYU cTeponay [NOAOEM XOpMOKN]; TOBa
BKAlOUBZ MAMONaTUUHA XbBATEHMUE WAN NPYPUTYC MO
BEpeme Ha npenuiiHa OpeMeHHOCT WAKM AeueHue ¢
€CTPOreHM U MPOrecTepoH); ‘

canep rnipeGoaepyBaH BUPYCEH XenatuT, T.€. CAeR
HOpMaAua3upase Ha yepHOOpPOGHUTE GYHKUMKN, TPAGBa
na MUHaT OKOAO 6 MeceLia Npeay ga 3anoyxe ynoTpeba
Ha TO3U MEBUKAMEHT;

MUHaAU BAK CHLLECTBYBALUM YEePHOZPOBHN TYMOPU.
CbooBK NAKN MeTaboANTHUN 3ab0AaBaHNSA

nywaukyu (Bx. 4.4. ,Crielmannu nipepynpexpeHus U
npennasxy MepKn npu yrnotTpeta“);

MMHaAM WMAM ChbLieCTBYBamy Tponm6Bu (Tpombosa,
TpomGemMBoAN3bM) Ha BeHM UAU apTepum (ocoBeHo
WHCYAT, MUOKapaeH WHOapKT, ZHRbAOOKM BEHO3HYU
Tpombosu, 6enonpobHa emMboaust), KaKTO U CbCTORAHUSA,
KOMTO 3aCUABAT MPERPasnOAOKEHNEeTO KbM HAKOU OT
[O-rGpHXTe, Hanp. CMylUeHUs B KoaryAauusitTa cbe
CKAOHHOCT KbM 06pasyeBake Ha KPbBHU ChbCUPELN,
HacAeRcTBeH pneduunt Ha AT-IH, npoteun-C un/uau
npoTekH S, criellndPUURN ChpAeYHN 3a00AaBaHNS;

apTepUanHa XUNEPTOHNS, HYXXAAeLla Ce 0T ACUEHNE;

TEXbK 3axapeH puabetr CbC CbAOBU FPOMEHYU
(MunkKpoaHruonaTms);

CHPHOBUAHO KAETHYHE aHEMWA,

TEXKM HapylleHWs Ha AUMUEHUS MEeTaboAu3bM,
0CcO6GEHO npyM HaAuMuMe Ha HOMbAHWUTEAHU PUCKOBU
dakTop =3a pasBUTME Ha CBbpPHEYHO CbAOBU
3aboasBaHUS.

Tynmopu

GHELW!(])M‘!HM HeolAa3MK, Hanp. Ha MAedHaTa KAead,
IUMAKaTa Ha MaTKata UAM eHOoOMeTpUuyMa, MSAeKyBahU
AU CaNMO NOAO03MPaHN.

EnpomeTpransa Xxunepnaasus
Lipyru 3aboasasaBns

Xepriec recralMoHUC; OTOCKAEPO3a C BAOLlaBaHe No
BpeMe Ha npepuwHyu 6pemMeHHOCTHU; 3aTABCTSBAHE B
TEXKKa- CTerneH; MWUrpeHa, CblpoBOLEeHa ¢ napanrus,
CeTMBHM W/MAM H[BUFraTEAHN HapywmeHus (migraine

accompagnée); HERWarHoCTUIMPaHo BarvHasBg™
KbpBeHe (BX. 4.2. Jipuaoxenue u nosmpoeka”).




Mpuunny 3a He3a6aBHO NPEKbCBaHe ynoTpebata Ha
Tpucrcron®

Hactenuaa uan cycriekTHa 6pemeHHOCT

HauaAHu npusHaum Ha $AebuT; HeobuuaiHu BGOAKU B
OOAHUTE KpalHULUM WAU TiopyBaHe (BEPOATHM AbADOKM
BEHO3HU TPpoMBO3K, HANP. B KpakaTta); 60AKK B repauTe
npyM gQUIUaHe WAM KaluAsHe C© HKesCeH TMPOousXOoR
(BeposaTHa GeaonpobHa emboAUs); GOAKE MAKM YYECTBO
Ha cTsAraHe B TFpbOHMSA KOW (BEpPOATEH MUOKapaeH

NHQAPKT)

[aanoBa onepauus (OKOAO 6 ceamMUM MPenu TOBa) U
110 BpeMe Ha NPORBAXKUTEANEH MOCTEAEH PEXuM, Hamp.
CAER KaTacTpodu

fMitpsa mosBa Ha MWIPEHONOJOOHO FAGBOGOAME MAM
nosMiaBaHe uecTorata Ha HeobuuahHO  CUAHO
raas060Ane, BHe3anHa napanrvs, CeTMBHU (3PUTEAHH,
CAYXOBM HapyLUeHus), KaKTo U ABUraTeAHN CMyLUeHUs,
0COBEHO CUMMMATOMM Ha napaausza (MoXxe pa 6BBEAT
MbPBY APNU3HaLKU Ha MHCYAT) :

OnnaKkesanus B obAacTTa Ha ernuracTpuymva,
YEEAMua@BaHe Ha uepHus EpPo6 MAM npusHaumn Ha
vHTpaabpomMuHanHa xeMoparus (BXx. 4.8. ,,CTpaHnyHM
edekTn/OnaakBasna oT obaacTTa Ha enuracTpuyma“)

MoeMllaBaHe HAa KPbBHOTO HaAasfraHe BO TOCTOAHHU
cToitHocTh Hap, 140/90 mmHg

[MogBa Ha XbATEHMULA, XenaTuT, reHepaausupaH
rPYPUTYC, XOAECTa3a, KAaKTO 1 NOBULLUEHU CTONHOCTU Ha
yepHOBPOobHNUTE EeH3NMK

YeeAnueHa 4yecToTa Ha envAenTUM4MHNTE NpUCTEIN

FibpBa nosBa UAM peLnamns Ha nopdupusa (BcuukuTe Tpu
¢dopmu) )
CBCTOSTHUS, KOUTO MU3NCKBAT CHEUN3NAHO AEKaPCKo
Habalonesue

3aboasBaHMA Ha cbpHeTOo KM G6bb6peunTe, MUrpesa,
ernuAEncys M acTMa, MAM aHamHe3a 3a HAKOe OT TAX, TbH
KaTo TE3M MaTOAOru4HM CbCTOSHNSA MOXKE Aa Ce BAOLUAT
OT 33APbXKa Ha TeYHOCTH; HELO MOBEYEe aHaMHEesa 3a
baebUT, M3pazeHa CKAOHHOCT KbM  BapuKos3ag,
MYATUNAEHA CKAEPO3a, XOpes MUHOD, TeTakus, 3axapeH
rnabet, KakTo M NPenpasnonAoKeHne KbM HEro, MuHaau
yepHORPOGHK 3a00ARBaHKA, HapylueHus B AUNUBHWSA
MmeTaboAM3bM, 3aTABCTSAABAHE B TEXKa  CTereH,
fnoBUILUaBaHe Ha KPbBHOTO HaAsraHe, eHOOMeTpuosa,
MacTonaTus, OTOCKAEPO3a.

Xennte Hap 40 roguilHa Bb3pacT TpsbeBa pa




.J‘

NpocAefsSBaHN BHUMATEAHO, Thi KaTO CKAOHHOCTTa KBM
Tpomb603a ce yEeAluyaBa ¢ Bb3pacTia.

4.4. CreuManHn FfpPEenynpeXxpgeHus W npennasHu Mepku npu

ynotpeba

lMopagu BEPOATHOCTTA OT S3HAUMTEAHO HapylueHue Ha
31 paBOCAOEBHOTO CLCTOSHUE OT TpomGembGoaun (BX. 4.8.
,CTpanuunn edekTH®) BCcekn puckos dakTop (Hanp.
pasiumnpeny BeHy, GaedbuT ¥ TPOMO03a B MUHAAOTO, KaKTo #
cbpieuHu  3aboasiBaHUS,  3HGUUMTEAHO  3aTABLCTABAaHe,
CMYLUEHUS B KPbEOCbCUPEBAHETO) Y naumeHTKatad, Kakto H
BCSKO CbCTOAHME Ha BEHO3Ha TPOMGemMOOAUSs, BL3HUKHAAO
npu 6AM3bK PORHUHA B MO-MAaga BbL3PACT, TPAGea pa ce
BUarHocTMuMpa BHUMATeAHO U MMa npeaBUA rnpu B3eMmaHeTo
Ha PelUeHUE AaAM A8 CE USMOAZBE TO3N MEEUKAMEHT UAK HE.

PucKbT OT EBb3SHUKBaHe Ha BEHO3Ha TpombBembBOoAMs npu
yrnioTpe6aTta Ha OpaAHM KOHTpaLenTMBHM CPEencTBa obaue, e
3HAYMTEAHO NO-MaAbK, OTKOAKOTO TO3M MPU BPEeMEBHOCT.

Mylauknte, KOUTO U3NOA3BAT XOPMOHAAHU KOHTpauenTUBu-
3a KOHTpOAUpaHe Ha paXxpaemMmocTTa noemMar HONTbAHUTEAEH
PUCK OT pasBUTHME Ha CEPUMO3HN YCAOXKHEHUA Ha CbAOoBHTE
3a60AsiBaHNA (Hanp. iMoKapaeH MHGapKT, UHCYAT). PUCKET Ce
fnioBKllapa € HanpenBaHe Ha Bb3pacira U yYeeandasahe
KOHCYMauMaTa Ha nurapiu.

CAepoBaTeARO, XXeHute Hap 30 roguiuHa Bh3pacT He TpAGBa
na nywart, BoKato yrioTpebasat XOpMOHaAHM AeKapcTea 3a
KOHTPOAMpPaHEe Ha paxgaemoctra. AKO He  chnipart
TloTloHONyLWIEeHeTo, Te TPAORE Ka U3NOA3BaT BPYru MeToam Ha
KOHTpaLenuys, 0CO6EH0 B MPUACBECTEMETO Ha AONMBAHUTEARR
pUcKoBu paKTopu.

Mpenu npegnuceaHe Ha Tpucucton® Tpsibea pa ce cHeme
BHMMATEAHO aHaMHe3a, fa ¢e HaripaBn 061y MeRULMHCKU W
rUHEKOAOrMYeH Nperaen, BKAIOUMTEAHO HE MASUHNUTE XAE3U U
LUTOHaMa3Ka.

KoraTto ce cHema anamHe3a Ha JKeHaTa, Tpstea Aa ce 06bpHe
CriellUaAHO BHUMaHWe Ha: gaMuAHa aHaMHe3a 3a cbpre4Ho
cbhoBY 3ab60AfBaHUS, CMyLIEHVS B KPHBOCHCUPBAHETO; Ha
anamHes3aTa 3d H[ONbAHUTEAHW puckoeu aKTopu, Karo
TloTloHonyleHe 1 ynoTpeba Ha MEAUKaMeHTH.

AKO ce Hanara oOT aHamMHesata Ha nNauMeHTKara, ©e
fApenopbYsa U3BbPIUBAHETO Ha BONbAHUTEAHN ANarHoCTNYEN
TECTOBE, Hanp. AUMMEEH cTatyc, onpeneasHe Ha AT-ll, C
npoteuH W S npoTteuH, opanreH rAloKO30TOAEpaHTEH
TECT,USCAEABaHE Ha TPaHCaMUHA3H, 0QTAAMOCKONMA.

JKenata TpsGBa pa npemMuHaBa npes 00 MeAMLMHCKA W

rMHEKOAOFMUEH TPeEraen BCEKM 6 wmecela (BX.
L»TIPUAOKEHNE U fOo3UpoBKa™).
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AKTMEHMTE CBHCTaBKM Ha TpucucTor® mpemuHaBatT B
AAalleHTata U naoga. Benukn npegmiHu M3CA€ABaHWUS ca
nokasaAn, ue yrnoTpeBGara Ha MPOAYKTH, ChAbpXalmn
€CTPOreHy U NPOrecTEPOH [O BpeMe Ha GpEMEeHHOCT, HOpU B
pasHa GpemeHHOCT, He VYBeAuuyaBaT pPUcKa OT MofBa Ha
mandopmauun. Hezasucnmo o7 70Ba, NOAOBUTE CTEPOVAM Ca
APOTUBONOKA3aHKU MO Bpeme Ha 6pemMeHHOCT, TbA Karg He
MOJKE HanbAHO fa ce usKaloun yBpexpaHe Ha naopa. Taka, ye
Apenu ha ce NpennucBat XOpPMOHaAHW KOHTPauenTMBM hHa
rnauuMeHTKaTa, TpsioBa ga ce uskaloun 6pemerHocT. Beska
XeHa TpaAbea pa 6bhe uHGOpMUpaHa M Ba e KOHCYATHMPZ €
A€Kap, 2Ko MponycHe KbpBeHe B MHTEPBaAa, Korato He B3eMa
TabAaeTKUTE.

Toil Kato NOAOBMTE CTEPOMOM M TeXHUTE MeTaboAuTU
npeMuHaEaT B Kbpmara, Kbpmaukure He Tpabea pa
M3MOASBAT XOPMOHaAHM KOHTpauentveu. Tpsbea pa ce
o6bpHE BHMMaHue KU Ha d¢akra, ue KombuHauusTa OoT
€CTPOreHN M NPOrecTepPOH HaMaAfBa MASYHaTa CeKpeuus.

He mMoOXe TOWHO fa ¢e ORpedeAn MWHUMAAHaTa BH3pacT 3a
nipeanuceaxe Ha XOPMOHAaAHY KOHTPaLenTUBU.
MbpEOHZUAAHOTO MPERNMCBaHETO TPSIORa Aa ce OcCHOBaEBa Ha
cTeneHTa Ha GMOAOrMuHAE U MCUXOAOTMYECKA SPSAAOCT.

BsaumoneiicTBue € RPYrM AekKapcTea u ppyr dopmu Ha
ESauNOLencTEME

KoHTpauenTMBHMAT edEKT Ha TO3MU MPOJNYKT MOXe Hna ce
Hapyl¥ oT eBHOBpemeHHata ynoTpeba Ha BellecTsa,
3acUABaLUY MeTaboAn3Ma Ha CTEPOUIHUTE XOPMOHY, KAKEUTO
ce cnbabpKaT B Tpucucton®, Hanp. cepaTMBHM CPERCTBa
(6apbutypatu), pudamnuuyH, Tpn3e0dyABUH,
MPOTUBOPEBMAaTUYHHU cpencTea (derunbyrason) u
NpoTMBOENUAENTHMUHM  cpepcTBa (Karo  6apGeKcaKAoH,
KapbamaszenuH, @EeHNTONH, MPMMUAOH).

B onpemencHUM CAyuau NpoOMeHeHaTa upeBHa Gaopa npu
eAHOBpeMeHHaTa ynoTpeba ¢ aHTubnoThuK, Hanp. avrininAng
MAM TETPaUMKAMHM M MpU yrnotpeba Ha akTuBeH BBrAEH e
NOBEeAa N0 HAMAASBaHe KOHUEeHTpauMsaTa Ha AeKapcTBoTo. B
CblUOTO Bpeme ca oTbenssaHM Tio-yecTa nosiea Ha
VHTEPMEHCTPYaAHO KbpBeHe U HAKOAKO BpeMeHHOCTH.

Hyxpata OT WHCYAMH WAM OpaAHu [poTMBOAUabeTHN
CpPEencTBa MOXKe A2 Ce MPOMEHM NMopanu BANSHMETO Ha ToBa
AEKapCcTBEO BbPXY rAloK03HUA TOAEPAHC.

BpenMeHHOCT M KbEpMEeHe
TpucuctoH He TpsAbea pa ce M3NOA3Ba MO BpeMe Ha

Tpucucton® Xenata Tpsbea pa 6bae CUryphHa, ue Y%
6pemeHHa. AKO, Bb3HUKHE BPeMeHHOCT QOKaTO XeH




YnotpebaTta Ha TPUCUCTOH B MMHAAOTO obade, He e foBoj, 3a
npeKscBake Ha 6peMeHHOCT.

TpUCUCTOH He TPAGEa Aa Ce MINOA3BE N[O BpeMe Ha KbpMeHe,
Ako TPUCUCTOH Ce B3eMa N0 BPEME Ha KbpMeHe, Tpabea faa ce
UMa MAPeaEMp, u4e KOAMYECTBOTO Ha KbpMmara mMoXe gja
Hamanee. MuuaumaaHM KoaAuuecTBa oOT n.r:en,uxaru:ei-rra ce
EKCKpeTHUpaT B KbpMaTa.

BAusHME BBPXY CIOCOGHOCTTA 32 WogUupaHe 1 USNOA3BaHe Ha
MaLIUHN

Hama panHu
HexxeAanu AeKapcTeeHM peakumm
HYecro cpelyary peakunu

Yriotpe6ata Ha XOPMOHAAHU KOHTPaUenTuBM Ce CBbPSBa ¢
NMOBUINEH PUCK OT BEHO3HM K apTepuansM TpomGeMO6oANUHN -
3abOAsIBEHMS, Hanp. BeHO3Hu Tpombo3u, bLeaogpobHa
eMBOAUSA, UHCYAT, MUOKapaeH MHQEpPKT. To3U PUCK MOXe Ha
Cce YBEAWUM Olue MOBEYE OT NONBbAHUTEAHM (aKTOpH, KaTto
TlotloHOnyIEHe, BUCOKO KPBBHO HaAasiraHe, CMYLUEHWs B
KPHbBOCBCUPBEHETO  UWAM  HapylleHMs B AMMUOHUA
MeTaboAN3bM, HEUNTEAHO 3aTABCTABAHE, PasLIMpPEeHY BEHN,
bAebuT ¥ TpomMBo3a B MuUHaAOTO (BXK. 4.4. ,,CrneumanHu
NpenyNpeXXieHns U NpeanasHy MepKu npu ynoTpeoda“).

Bpyrn ctpannuHn ePekTi, KOUTO MOXe Oa Ce MOABAT FAaBHO
npes MePBUTE HAKOAKO LMKbAZ OT YrioTpebarTa Ha npenapara:
60AEc3HEHOCT B 06AaCTTA Ha rbpOuTe, BapupaHe B TErAOTO,
NEenNPeCMBHO HacTpoeHue, MPOMEHU B AMOMAOTO, CTOMALLHO
pascTPoCTEO, rapeHe, noBpbliaHe, raasoboame (ChbLo U
MUTPEHO-MORODHO). .

Bt3MOXHO € HapyluaBahe B NMOHOCHMMOCTTa KbM KOHTaGKTHUTE
helin.

Caen NPoobAXKUTEAHA yrioTpe6a TAGEHO npu
pEespastioAOXXEHUTE XEeHMU MNOHSKOra mMoXe Aa ce MNoABAT
KapasM neTHa no AMLETO (XA0a3ma), KOUTo fga CTaHaT no-
n3pasehy CAeR JHAbATOTpaliHO W3AaraHe Ha CAbHuUEBa
ceeTauHa. [penpasnoAokeHuTe Xewu Tps6ea pa wnsbsarear
NPoaBbAXUTEAHOTO M3NAraHe Ha CAbHLUE.

OTHOCHMTEAHO UECTO MOXEe Ha Bb3HUKHAT OMPEHEAEHN
BAGraAMLHN nHGEKLMK, Hatp. MAeUHULE (KaHENE03a).

Mo>xe pna ce HabalopaBaT KOXXH) 0OPUBU U epUTEME HOLO3YM.

Hexenanu AeKapcTBeHM peakKuui CBbp3aHu ¢ MEHCTPYaAHs
BVKBA:

MHTepMEHCTPYaAHO KbpEEHE:

AKo no Bpeme Ha nbpensa 21-AHEBEH Kype Ha TPUCUCT
nosSBM CAab0 uU3paseHo UHTEPMEHCTPYaAHO
ApUeMaHeTO Ha TabaeTkuTe TPAOBa Ba MPOABAXM.




WHTEH3MBHO W nopoBHO Ha  HOPMaAHMS  LMUKBA
MHTEpPMEHCTPYanHO KbpBEHE TpsbBa pBa Ce Hanpasu
KOHCYATaLMNS € AeKap, 3alloTo MpUUMHaTa 38 Hero moxe Aa
6bae opraHuyHa.

Crl10TO BaXW M 33 33larnBaHeTo, KOETO BL3HMKEA Ha
HEpPEROBHN MHTEPEaAM B HSAKOAKO MOCA€ROBATEAHM LUKDBAA
MAM 32 [bPBM NbT CAEH TNPOOBAXMTEAHa Yynotpeba Ha
Tpucuctor®. Takbe BUE UHTEPMEHCTPYAAHO KbpPEEHE MOXe
na 6bAe pe3yATaT U Ha B3aMMOREACTENSA C BPYTY AEKapCcTBa,
nPUeMaHy o exHOo U Cbilo Bpene (BX. 4.5. ,Bsanmopeitctens
C LPYrY AEKapCTEa U BpYru GOpMU Ha B3auMopfencTene”).

Aurica Ha KbpBEHE CAER crinpaHe Ha TabAeTKUTE:

AKo, B PERKY CAy4ay, He Cce NOsEM KbPBEHE B WHTepBaAa, B
KONTO He ce B3emaTt TabAeTKWTe, TPsSGBa Ba ce HanpasM
KOHCYATELUA C AeKap, 3a fa Ce NpeleHn faiu fa NPoabAXKaBa
yrnoTpeGarta Ha TpucucTon®.

Sabenexka:

Caezrl cniupaHe UMAM TipeKbCBaHe ynoTpebarta Ha Tpucncrou®,
MOAOBUTE XAE3Y Lie Bb3BbPHAT CKOPO CBONTa QYHKLMSA, TaKa
ue XXeHaTa e MoXe fa sabpemeree 0THOBO. [BPBMAT LUKBA
OGMKHOBEHO Ce YEBAXKABA C €fHa ceamuua. AKO LIMKAWTE He
ca ce HOpMaAu3upaAu npes NbpeBUTE 2 RO 3 Meceua obave,
TpsabBa Ka ce Hanpasn KOHCYATauus C AeKap.

AKO eHaTa He ucKa pa sabpemenee npes To3W nepuvon, ca
noKasaHy fPYrM KOHTPauenTUBHUA METOAM.

OriAnaKkBaHusi OT 0BAECTTa Ha eluracTpuyma

Tipn APOAbAXUTEAHA . yrnoTpeba Ha XOpPMOHAaAHN
KoHTpauenTuBy ¢ HabalojasaHa noeuiueHa 3aboneBaeMocT
Ha JXADBYHMTE nbTuila. CoilecTBYBaT NPOTUBOPEUNBEYN MHEHUS
OTHOCHO BEPOSATHOCTTA 3a obpasyeaHe Ha KaMbHU B XXABUHUSA
MexXyp npu yrnoTpeba Ha eCTpOreH-cbabpKailll AeKapcTea.

Caen ynotpeba Ha XOpPMOHWU, KaTo 7e3W CbAbpKaluu ce B
TpUCUCTOH, B penku CAyuau ca HabalopaBaHu
[OOGpPOKaYeCcTBEHU NPOMERN B yepHus Apob U BCe HO-PABKO
3nOKauecTEEeHM (UepHORPOGHM HEOMAasMM), KOUTO B
M30AUPAHN CAyYau ca hnpuuMHa 3a nosBaTa Ha MXUBOTO
3acTpallaBaliv KpbBOTEUYEHUSA B KOPeMHaTa KyXuHa.

Aekapatr TpsibBa npa Obpe uHbOpMMpaH 3a nosearta Ha
HeobuuailHM ONAaKBaHUs B 0bAacTTa Ha enuracipuyma, KouTo
He M3Ue3BaT OT camo cebe cu 3a KpaTko Bpeme, Thbi Karto
MOXKe [a ce HAaAOXM CripaHe Ha MeguKaMmeHTa.

FMosBarta Ha ONMCaHUTE CUMITOMM B MHOMO Penky caydau e
BEb3MOXKHA NP HaAnyue Ha Tpombos3a Ha qepHonpoGHuTefﬂn%ah
Me3eHTEePUanH BEHN. R A,

Bausitine BbPXY A360paToOpHN PE3YATaTH



FMpu ynoTpebata Ha XOPMOHAaAHM KOHTPaUENTHEY MOXKe ga ce
APOMEHAT HSAKOU AabopaTopHu pesyATaTyw. Hanpumep,
CKOpOCTTa Ha YTasBaHe Ha epuTpoLUTHTE MOXe Ha ce
yeeauuy 6e3 cbilecTeByBallo saboasBaHe. OcsBeH NPOMeEHU B
ppyr¥ AabopaTopHy roKasatean, WumMa cbobuleHns 3a
NoBMILaABaHE, Hanp. Ha CepPyYMHUTE KOHLEHTPaun Ha Meara u
JKEAR30T0, KAaKTO U Ha aAKaAHaTa AeBKouuTHa ¢ochaTasa.

HedicTBue BepXY TeKaKHTa Ha N'epRaTa

KapuvHOMBET Ha MAEYHaTa JXAe3a NpPUHanAeXy KbM rpynaTa
Ha XOPMOHO-3aBUCHMMMTE Tymopu. PUCKOBM ¢akKTopu 3a
pazBUTME Ha KapuMHOM Ha MAeuHaTa Xaes3a, Kouto ca
U3BECTHEU oTHaBHa, BKAalousar, Harp. damuaHo
npefpasnoAoXeHue, paHHO MeHapXe, KbCHa MmeHonaysa (caen
52 roguiliHa BbL3PAaCT), He pa)KnaAn XKeHW, XXeHH, KOUTO He ca
KbpMuAM 1 T.H. HeAKOM. OT Te3au CbCTOSHUA MpepnoAarar
BEpPOSTHOCTTA OT XOPMOHaAHO BANSHUE BbPXY pasenuTUeTo Ha
KapuMHOM Ha MAeuHaTa XAe3a. [oAoBUTE XOpMOHY MOraT fa
yBeAuuaT NpPEeppasnoOAOKEHUETO KbM  Bpyru daKTopu,
cbieicTEalun 32 pazButue Ha KapuuHom. OT pgpyra crpaHa,
NOAOBMTE XOPMOHM NPERCTABASBAT PUCKOB QaKTop OTHEAHO
OT HAKOAKOTO HpYyr¥ BepoOsiTHYM PUCKOBU  QEKTOPH,
HECBBP3aHU ¢ YroTpebata Ha XOPMOHAaAHN KOHTPRaRenTuen.

EnupnemMuoaoruuHnTe Rpoy4saHus, M3cAepBaily
BeposiTHOCTTa 0T Bpb3Ka MEXEY  XOPMOHaAHMTE
KOHTPaUenTUMBM M KapuuHOMa Ha MAedHaTta XAesa, ca
OCTaBMAM OTKPUT BbMpPOCa ROKOAKO 3a00AeBaeMocTTa € no-
BUCOKa rpy JKeHU Ha CPERHa Bb3PACT CAEH NPOLBLAXKUTEAHE,
3anouHaAa paHo, ynotpeba Ha opaAHM KOHTpauenTUeu. Toea
obaue, e camo €eOUH Cpef HSKOAKOTO BEPOATHU PUCKOBU
¢akrTopa (BUX ro-rope).

B usoAupaHy caydau ca HabAlopaeaHy ceKpeumns o7 MAeuHaTa
JKAEe3a U yBeAnuyasaHe Ha FepanTe.

Tpom6oza (BX. 4.4. ,CrienqnarHy nNPERyNPEXAeHus wu
ripeanasHy MepKn rpn ynorpesda“)

lNpegosupaHe
MpuaHauy ¥ CHMATOMN Ha MHTOKCUKanus

MNpu3Hauy Ha BEPOATHO NMpefo3upaHe, Hanp. nNpy Aela CAER
AOrAbLUaHE Ha HAKOAKO TabAeTKY, MoXe Ba BKAlOUBaT rapexe
1 noepblLaHe, KOUTO 0BUKHOBEHO HacTBMBaT cAep, 12 po 24
yaca ¥ MOXe Aa NPONBAXKET B0 HAKOAKO gHu. B noreueto
CAYYau He ce ouaKBaT CepUO3HU 3a60oARBaHNSA.

AeueBte Ha MHTOKCUKaULNAaTa

BzeMaHeTo Ha NOBeve TAGAESTKM WUAM BCUUKM TabaeTKn OT
efHa ONaKoBKa €[HOBPEMEHHO He USMCKBA CrielnanHy Mepku,
AKO € MOrbAHaTO MO-TOASIMIO KOAMYECTEO, Ce npenopjatigg_ Xk
M3BbPLUBAHE HA NbPBUYHA Ae3MHTOKCUKaLNS, Kato cTonﬁam;-:aA ,,",
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nMpoMMBKa W NPEeEU3BUKBaHE Ha NOBpbLIaHe, ako TOEA €
CTaHAaAO ripeny He NMoeeve oT HEKOAKO Haca.

5. (DapmakoAOrMuyHU CBOMCTBA
51. ®apmakopMHamu4Hu 0COOEHOCTU
Ethinylestradiol

Ethinylestradiol, npuer nepopanHo, € MOIUEH CUHTETVYEH
eCTPOreH U npuTexasa OCHOBHUTE CBOCTBA Ha €CTECTBEHNS!

ecTporeH, 17B-ecTpagyoA.

MpuHUMOBT Ha feiicTBNe Ha eCTPOreHHaTa CbCTaBKa Ha epuH
XOpMOHaAeH KOHTpauente ce b6a3vpa Ha [O30-3aBUCUM,
npoAudepatueeH edeKT BbpXy e€HpomeTpuyma. Tosu
rnpoandepaTueed edeKT ce OTHACA W 3a BCUYKW HApPYyru
ennuTeAnM Ha MOAOBMTE OpraHu ripy XeHata. Helto noeeue,
ethinylestradiol nopTUCKa cekpeunaTa Ha GQOAUKYAO-
cTmyaupawinsi (FSH) u aytennunsupalums xopmoH (LH). Toea
npenoTBpaTaRa pacTtexa Ha doAMKYAa B ARYHNKAE.

Ethinylestradiol ctumyanpa npOBYKUMATA Ha UHepBUKaneH
MYKyC, HaMaasiBa BMUCKO3UTeTa My M nopobpsea HeroeaTta
€AaCcTUYHOCT.

Ethinylesiradiol npepusBMKBEa HapacreaHe Ha MAEUHUTE
KaHanyeTa v NoORTUCKAa AaKTauusaTa.

Ethinylestradiol nvia u3apaseHo BANsIHNE BbpXY YepHUS BPod ¢
yAecHsBa 06pasyBaHeTo Ha cneunduyHn cepyvHO CBbP3aHn
rnpotemiu. [onibanuteaHo, ethinylestradiol yseanuasa
CKOpOCTTa Ha KPBBHUS TOK M[pe3 pasAMuHUTe TbKaHu M
CTUMYAMPE npoAndepaumsaTa Ha enuTend Ha [uKoYHUTE
rbTULA. TOR ROBULIABA CUHTE3A Ha KoAareH B KOXXaTta u
eKecTpaLeAyAapHaTa 3afpbXKa Ha TeuHocTn. Mexubupa
ocTEeoropo3ara, CBbp3aHa €  ecTporeHos  peduuunt.
Ethinylestradiol rnoeauaBa onpefeaeHn CTOAHOCTM Ha
AMAWEHUSA U BbrAEXUMAPaTHUA MeTaboAM3bM, XOMEeOocTasara,
cucTeMaTa PEHUH-aHr MOTEeH3UH-aAR0CTEPOH.

Levonorgestrel

Levonorgestirel, 6uonornuHo akrueHata d-koHdurypauus Ha
HOprecTpen, HpUTeXabBa rOAsMa NporecTaresHHa MOLLHOCT.
Hait-BaXXHUAT nporecrareHeH edekr e ceKpetopHata
TpaHchopMaumnsa Ha eHpomeTpuyMa. TpaHchopmaunoHHaTa
Lo2a3, NPy OBapueKToMMpaHa JeHa, KOATO € rioAyuasaha
DBOCTaTHbYHO KOAMMECTEBO €CTpOreH hpenu Ae4YenueTo, ce
ouexsiea Ha 5 o 6 mg. Levonorgestrel nogrvicka cekpennata
Ha roHapjoTponuB OT  apeHoxuniodusara. Jlosara,
MHXnbUpaLla opyaaunsTa, goctura go 0.06 mg nHeBHO.

Oceen nporecrtareHHa edeKTUBHOCT, levonorgestrel uma,.

OTHOCUTEAHO CUAHO U3paseHn aHTU-ECTPOreBHU U no@}/gu?ﬂf:mq
n3paseHyM SHAPOreHHM CBONCTBaE, KouTo ce Habalo
rpus3auy, KaTo BUPUAN3aLIMNA Ha JKEHCKNTE NACLOBE.




5.2.

yacTuueH aHpporexer edeKT Apu Xopa MOXe fia ¢e 0GACHK
cbt¢ cebp3Base Ha levonorgestrel ¢ FAOBYAMH, CBbLP3BELY
rionosyu xopnmosk (SHEG). B To3u npouec, 4act o7 NpoTenH-
CBbp3aluA TEeCTOCTEPOH Ce W3MeCTBa, KOEToO F[oBeXAaa RO
roBMWABAHE HAE CepyMHUTE KOHUEHTpauumv Ha ceobopuus,
6UOAOrYHO aKTUBEH TECTOCTEPOH. KAMHNUHO, aHAPOTeHHUAT
yacTuueH edekT ce Habalopara mHoro pspko. Mpu xewuu,
KOUTO c3 OCO6EeHO UYBCTBUTEAHW HAa aHgporeHu, caabo
napaseHy NpPU3HauW Ha aHpgporesusaulnsa (Hanp. akwe,
sarpy6sBase Ha raaca) obave, He morar pa ce M3kalouar
HanbAHO.

AHTU-ecTpOreHoBaTa aKTMBHOCT c€ U3passiea B HaMaAfiBaHe
Ha eAacTMMHOCTTa Ha UEPBMKaAAHMS MYKYC U WU34Ye3BaHe
deHomeHa Ha KpMeTaAn3npaHe Ha LepEUKaAHaTa CAy3.

NMopo6HO Ha nporecTepona, levonorgestrel nma TrepmorereH
edeKT.

dapmakoKnHETUYHN CBOACTEA
Ethinylesiradiol

Caen nepopaAHo nipuAcxeHue ethinylestradiol ce abcopbupa
6bp30 OT THHKUTE uepBa W ce meTaboAusupa B YpeBHaTa
CTE€Ha, KaKTo 1 B uepHus gpo6 B 50 - 60%, TAaeBHO RO
cyadatHn metaboAuTH (edekT Ha NbPBO npemuHasaHe).
INopasny ToBa HeropaTa 6MoOHaAuuHoCT € camo 40 - 45%.

Chaep nepopancH npuen MaxKcumManHu nAasnveHu
KOHUEHTPalLMy ce [OoCTMratT npe3 nbpeute 2 uaca. [loay-
XUBOTHTE BbB $asata Ha pasnpeneneHue sapupat ot 0.5 go
2.5 uaca, a BbB $asara Ha eAvMBupane, ot 10 no 27 yaca.

MaAbK MPOUEHT NpeMUHaEBa B KbpMmaTta.

Ethinylestradiol yma roasm a®uHUTET KbM peUenTopuTe Ha
pPasAuuHN TaPreTHY Opraly, Hanp. Xunoduaa v marTka.

O7 1 po 2% ot ethinylestradiol chiiecTRYBa B nAa3MaTa B
ceEobopHO CbCToskue, [okato B 96 - 98% e cBbp3aH
HecneurdPUUHO ¢ anbymriHa. Boripekyt, e YAeCHsBa CuHTesaTa
Ha SHBG (rao6yaun, cBbp3saH ¢ noaosH xopmodu) u CBG
(rAOGYAMH, CEBP3aH ¢ KOpTHKocTepoun), ethinylesiradiol He
Ce CBbP3Ba C Te3u TPpaHCNOpPTHM 6eATbUN.

Buorpascpopmanmara Ha ethinylesiradiol ce ocbluecTEABa
rASBHO Kato peakuuss Ha XMAPOKCUMAMpaHe ¢ NOCAesBalla
konlorauus ¢ raloxypoHOBaTa u/uAK capHata KMceauHa. Hact
o7 ethinylestradiol ce ekckpeTupa upe3 MADbUKaTa M
KonlornpaH raaesHO ¢ TAloKypoHoBaTa KWCeAauHa, fonaika B
eHTepoxXenaTanHaTa HUMPKYAauus, 7.e. peabcopbupa ce.

No 60% or eAMMMHMPaHeTO HE MeTaboAuTHT,
ocbliecTeABa upes BubpeunTe. OKOAO 30% .ce CKCKRE.
pexannmTe. o




Levonorgesiref

Caegn mnepopanHo npuaoxehue levonorgestrel uma nbaHa
6uonaAnuysocT. AGecopbupa ce 6bp30. MaKeumanuyu cepymun
KoHUeHTpauwnmu ce gocturar 1 po 2 uaca caep npuemaxe. He ce
ycTaHoEsBa e)eKT Ha NbpBo npeMuHasake. MsmepeRusTt
MOAY-XHUBOT € 2 yaca BbB dasarta Ha pasnpeseAeHne U 10 po
24 yaca BbB $aszaTa Ha eauMnHupake. lNAasmMeHnaT KAMPBHC
noctura go 106 mi/h/kg.

Maaxkn koauuecTea ot levonorgestrel npemuHaBat B KbpMara.

Levonorgestrel e cBbp3aH B 93 - 95% € nAasMernst aAGyMUH u
no crieumaAHo cbCc SHBG. EpHoepemenHata ynotpeba c
ethinylestradiol Bogu po noBulaBaHe Ha GMOCUHTE3aTa Ha
SHBG 1 cAeEOBaTEAHO, Ha HEroBus KanauwuteT Ha CBbp3BaHe,

. Levonorgestrel ce eaumunupa riog ¢opmata Ha pepyumpanu

. U/VMAN XULAPOKCMAMPaHY MeTaboauTH, FAaBsHO KoHlorupaHu c
ralokypoHoBaTa M CApHata KucearHa. EAMMUHMpPaHeTo € no
paBHO upes ypuHaTa u GeKaauuTe.

5.3. [ipeBEKAUHKYHY RaHHK 3a Ge30nacHoCT
Ethinylestradiol

Ethinylestradiol uma mMHOro HMcKa ToKCM4HOCT. LDy, Ha
ethinylestradiol caer nepopaAHo TNpUACXKeEHUE Ha NADXOEE
(MBIKKM ¢ XKEHCKU XKMBOTHM) € >5.0 g/kg TeaectHo Terao (BW).
[ipy MBXKKM 1 JKeHeKn muiku LD, e okono 2.5 g/kg BW.

Levonorgesirel

Levonorgestrel MmMa MHOro HMCKa TOKCHMUHOCT. LDy, npu
FABLXOEE (MBXKNA M KEHCKM KUBOTHM) CAeg TEepopanHo u
NMOLKOXHO NpHACKeHue e >4.0 g/kg BW.

. 6. QapwmaneBTU4NEN 0CODEHOCTU
. 6.1. ChuchHK Ha MOMOLUKUTE BELUECTBA
Bcska uepeeHo Kadsga TabAeTKa ChADpXKa:

lactose monohydrate ,talc,potato starch ,edetate sodium
,magnesium stearate, glucose syrup, sucrose ,gelatin
;macrogoi 35000, polyvidone K25 ,magnesium carbonate,
calcium carbonate ,carnauba wax, titanium dioxide, red iron
oxide

Bcska 6sana TabAeTKa CbobpXKa:

Jactose monohydrate talc,potato starch ,edetate sodium
Jsnagnesium stearate, glucose syrup, sucrose .gelatin
,macrogol 35000, polyvidone K25 ,magnesium carbonate,
calcium carbonate ,carnauba wax, titanium dioxide

Beska KadaBO KbATa Tabaetka cCbAbpXa:




stearate, glucose syrup, sucrose ,gelatin ,macrogol 35000,
polyvidone K25 ,magnesium carbonate, calcium carbonate
,carnauba wax, titanium dioxide,yellow iron oxide

6.2. HecbBMECTUMOCTH
Hama
6.3. Cpok HarogHocT
CpOKbT Ha rOBHOCT € 5 rOBUHN.

He na3nioa3BaiTe TOBa AEKapcTBO CAel U3TUuaHe CpOKa Ha
TOOHOCT.

6.4. CrheuuansHu MEpKW npu cbXpaHenue
Hsama
6.5. Bup ucbhabpXaHUe Ha ornakoBKaTa

BaucTepHa OnaKoBKa oT Bakyymupad PVC-guam (250 pm) u
anyMMHKeB0 GOAMO Ha 3afHaTa cTpaHa (20 pm)

OnakoBka 0T 21 NOKpUTH TabAETKM (LIMKAVYHA ONaKoBKa)
OnaKoeka oT 3 X 21 NoKpUTH TabAeTKMN (LMKAKUHE ONaKOBKA)
6.6. MuCTPYKLUMMN NPU U3MOASBAHE
Hama
TipousBOAUTEA
Jenapharm GmbH & Co. KG a SCHERING group company
Otto-Schott-StraBeis
07747 Jena
Germany
Hocutea Ha perucrpaumnata
.Jenapharm GmbH & Co. KG a SCHERING group company
Otto-Schott-Strape15
07747 Jena
Germany
Dara Ha nocAepHa peRakKunsa Ha TekeTta
Anyapu 1987 roguHa
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