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KPATKA XAPAKTEPUCTHUKA
HA HPOAYKTA

POSTINOR-DUQO tablets

IHOCTHHOP-AYO tabaerku
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1. THPTOBCKO HME HA JEKAPCTBEHUS ITPOAYKT
Postinor-Duo tablets
TlocTurop-Iyo tabnetku

2. KAYECTBEH 1 KOMMYECTBEH CBbCTAB

Levonorgestrel 0.75 mg 3a Bcaka Tabnerka ot 100 mg

32 HOMOIMHITE BelecTra, Briox 6.1,

MUHUCTERPCTBO HA 3BPABEONARBANETD

Tipiaomedie Kak
paspeweiue 33 ynotpebal fy L4 L)Y 1

4. KJMEAIHV NAHHH 6RY,/AF-05. 01 pltle

4.1. TepanesTHUHH NOKA3AHHS

3. JEKAPCTBEHA ®OPMA

Tabmetru

CrewHa KoHTpauenuus no 72 daca ciefl HENPOTEKTHPaH MOJIOB aKT WM IpH
HEeyCIIeINHO IPUAOAKEH METOJ Ha KOHTPaUeIA.

42, Jio3HPOBKZ H HAYHH HA NIPAJOKEHHE

3a mepopanno npmioxkenmne. pe Tabmetku TpabBa na ce IpuHeMaT 3aefHO,
KONXOTO € BB3MOXHOQ [I0-CKOpPO, 33 NpennomiTaHe Ao 12 gaca ¥ He MO-KBECHO OT
72 gaca CHEN HENPOTEeKTHPaH HOAOB aKT (B S5.1).

Ifpy mosBa Ha HOBPHIN@HE HO TPM uaca clef OpHeMaHe Ha TabneTkuTe,
ue3abaBHO TpaOBa A ce B3eMAaT IpYrdl ABe TaOleTKH.

TlocTrsop-/lyo MOke fa ce W3NMON3BA 0 BCAKO BPEMe HA MEHCTPYaMHUA UAKBI,
OCBeH KOTaTo MEHCTPYalL#siTa € IPOCPOHEHA.

Creql H3NON3BAHE Ha CHEINHA KOHTpalleNud ce IPenophyBa fa Ce Nphiara
faprepeH MPOTHBO3auaThYEH METOZ (Bamp. KOHAOM, AuatdparMa WK HepBHKaNHa
Ianyina) N[O HAcTLIIBAHETO Ha clefBalmata MeHcTpyamus. MsmonsBaHeTo Ha
TloctuHop-Z{yo He € OpPOTHBONIOK23aHHE 33 NPOABIDKABaHe Ha pPeAoBHaTa
XOPMOHAIHA KOHTPaLETILHS.

Meya: Tlocturop-I{yo He ce HpenopBYBA 34 NPHIIOKEHHE IIPH HeHa.
HanuuuuTe OaHHM 33 KeHE N0k 16-rogunHa BE3pacT ca MHOTO OrpaHuyieHH.

43. IIpornsonokasaHHs

CBp’I:X‘lYBCTBHTeJIHOCT KBM aKTUBHATZ CBECTABKa JIEBOHOPreCcTpel HiM HAKOE OT

HOMOLIHHTE BEIRSCTRA. . fr‘;-——'—': e -
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44,

4.5.
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Coennajing fpesynpexneHHss M CHeNHANBH NIPeANa3sHH MepKH HpH
ynorpeda

CnemnaTa KORTpAENMs e MEeTOZ, KONTO Ce npuiara B “HsBpHPEIHA CHTYALHsA .
Toii me Tpsbpa B HHKak®LB CIydaii ja 3aMeCTBa PEeOBHHA KOHTpAHEHTHBEH
METOZ,.

CuemHaTa KOHTPAUENLu:A HE NPENOTBpariBa OpeMEeHHOCT BbB BCEKH CHydYai.
AKO & HECHIypHO YCTaHOBABZHETO Ha BPEMETO HA HENPOTEKTHPAHKA NOJOB KT
WA JKEHATa € MMAJIa HENpPOTEKTHPaH CEeKCYaneH KOHTAKT HPEdH HOoBedue OT 72
yaca B CHUIHA MEHCTPYANeH HHKEI, € BB3MOXHO fa HacTenu Opemennoct. lio
Ta3u npuuHHA H3nonssakero Ha I[Mocturop-Ilyo cnep BTOpUs MONOB aKT MOKE A3
Obme HeedexTUBHO 32 NMpENOTBpATABAHE HA OpeMeHHOCT. AKO MEHCTPYaJIHOTO
KPBEOTEUSHHE € 3aKBbCHAIO ¢ HoBeYe OT 5 AHM HIH CE € MOJBHIIO HaBpEME, HO €
aBGHOPDMHO, WIH CHINECTBYBA ChbMHEHHE 3a OpeMeHHOCT YO HAKaKea Apyra
OpHuMHA, TPsSOBa 2 ce U3KIIOYH HAIMYHETO Ha OPEMEeHHOCT.

Axo cren npuemane Ha Ioctunop-Jlyo nacTeim OpemenHoct, TpaBa ma ce HMa
IIPeABHN BH3MOKHOCTTA 32 EKTONMM4YHA OpeMeHHOCT. AOCONIOTHHAT PHCK 32
eKTONMYHA GPEeMEHHOCT O BCsIKA BEPOATHOCT € Manek, Thif kato Iloctanop-Ilyo
IpenoTEpaTasa opyaanusata ¥ deprimmsannara. Extonmynara 6pemMeHHEOCT MOXKE
72 IPOARIDKARS, BEIPEKH HOSBATAa Ha MATOYHO KPEBOTEYEHHUE,

Toctunop-lyo He ce npenopbuBa NpH DANUEHTKH ¢ TEXKO Hapylienne Ha
yepHOApoOHaTa QyHKIHA.

Texxu cunppomu Ha Manabeopbuus, kato donecrta Ha Crohn, Moke [a HaMAalAT
edrkacuoctra Ha Ioctusop-Lyo.

Crnen, nipuem ma Iocturop-Ilyo MeHCTpyallHHTe KpBBOTedeHHs ODMKHOBEHO ca
HOPMAMHH U Ce MOSBABaT Ha 04YakeaHaTa ata. IToHsakora Mosxe a MOApaHAT HIH
Ia 3aKBCHEAT G HAKOJNKO OHU OT OuaxkpamoTO Bpeme. JKenute Tpsbea ma Gbpat
CBBETE4HH J1a CE& HAIPaBH KOHCYNTALNS C JieKap 32 3al0YBaHe MM aHanTaius Ha
METOJ[ 3a PEeNOBHZ KOHTpauenuusd, AKO He ce NOABH OTNaAHO KbpBeHE B
crefpaia nepHoy Oe3 npuem Ha TabneTkH, ciiex xaro e usnonssas IlocTHHOD-
Jdyo cnen pefoBHA XOPDMOHANHA KOHTpallenmHs, TpadeBa Ha Ce H3KMOYH
HaJIMYHEeTO Ha OPeMEeHHOCT.

He ce npenopnyBa MOBTOPHO TPHIOKEHNE B PAMKHUTE HA MEHCTPYANHHs HKBI
MOPanH BB3MOXKHOCT OT CMyLeHHE Ha HUKBAA.

octunop-JIyo He e Taka e(eKTHREH, KAKTO TPAOMUHMOHHHMA METOX 32 PEXOBHA
yrrorpeba Ha KOHTPAUENTHBHM TalleTkd M € MOAXOHAIN caMo KaTo CIeINHa
Mapka. JeHH, KOHTO pa3vuTaT Ha NOBTOPEH KYPCOBE Ha CIEIIHA KOHTpPalenis,
TpsaA0Ba Aa OBAAT NOCLBETBAHH A2 ¢ OOMMCIAT MeTOAM H2 KOHTpanenums 3a
MPONBJKHTENHA yHoTpeba.

Hsnonspagero Ha CHSINHA KOHTpPANENiHs He OTMeHs HeobXomuMocTTa OT
IpeAnasHH MEPKHU CPEINY IOIOBO-IPEHOCHMH 3abonapanus.

JlekapcTBEHH H ZPYIH B3auMoaeHCTBHS

MerabomusMBT HA JIEBOHOPIECTpEA €€ YCKOpABA TpPH €HHOBPEMEHHO
NPHNO/KEHHE HA HHAYKTOPH HA YSPHONPOOHHTE CH3HMH. S




JlexapcTeaTta, 32 KOHTO C€ HpeAnoJsara, 4e MMaT CrocoOHOCT A2 Hamayipar
e(beXTHBHOCTTA Ha JIEBOHOPrecTpen, BKmOuBaT OapOuTypaTH (BKIOUHTENHO
npuMAAOH), GeHuTORH, Kapbamasenun, OMIKOBH NPOAYKTH C XKBAT KaHTAPHOH
(Hypericum perforatum, St.John’s Wort), puamnunus, patonasup, pudabyrut,
rpH3e0¢yIBHH.

JexapcTsa, CLOBPXKAINM JIEBOHOPrecTped, MOrat fAa 3acHJMT PpHCKA OT
TOKCHYHOCT Ha HHUKAOCIOPHH MOpaa BH3MOKHOCTTTA 3a HHXMOHpaHe Ha
meTaboim3Ma Ha DUKJIOCIIOPHEA.,

4.6. BpeMeHHOCT B XBPMEHE
Epemennocm
octurop-yo He Tpsbpa ma ce fapa Ha OpeMeHHNM >KeHH, TOH HAMA Ha HPEeKbCHE
OpevenHocTTa. B crnyuali Ha HacThmmna Bede GPEMEHHOCT, OrpaHHYEHH
eNUAEMHOAOrHYHN TPOYYBaHUS HE NOKA3BAT HEeKenaHu eexTH BEpXY Miona, HO
HAMA KAHHAYEA AAHHM 32 DOTEHIMANHNR HOCISACTBHS, 4KO ¢a MPHEMaHH [03H,
no-HCOKH OT 1.5 mg meBonoprectpen (Buix 5.3).
Kuparene
JlepoHOprecTpen ce OTAeNd B MaiiumHaTa Kkbpma. [loTeHUManBOTO M3naraHe Ha
KBEpMadero Hoj AelCTBHeTo Ha JEBOHOPrecTpe)l Moke Aa OBIe HaMaieHo, aKo
KbpMeLIaTa Makixa B3eMe TabNeTKHTS BERHAra ClieZl KepMeHe U u3darsa 1a KepMu
crex npmwioxernero Ha Ilocturop-Jyo.
47. EdexTn Bbpxy cnocofHocTTa 32 iodupaye B padoTa ¢ MANIHHE
He ce cpofmmaBa 3a mpoyupaHMs OTHOCHO edekra BBpPXY crocobsocTTa 32
moupane 1 paboTa ¢ MAITHHA,
48. Hexrenanu JeKAPCTBEHH PeakLMH
Hait-uecTo choblnapawara HexenaHa peakuysa e rajene. CrnemHuTe HEKENaHH
peakitiu ca HabMIoNaBauy NPy ABe pa3IIHA IpoyHBaHKA 1z,
Cucrema YecToTa Ha HEXSAAHH PeaKip
Msoro gecro YectO
1/10) (>1/100)
EHaokpHHHA cHcTeMa KzpeeHe, HecBBp3aHo © 3aKbCHEHME Ha
MEHCTPYaUHITa* MeHCTpYyaLHaTa oBeYes OT 7
,HHH**
Hepenorxo xpeBoTEIEHHE H
3dLIANBaHE
Hepsna cucrema 3amaiiBane
I"nasoboime
TacTpo-HHTECTHHATHA Tapene Huapua
CHCTEMA Bonka B foiHaTa J4CT IToepsmane
Ha Kopema
PenpoayKTHEHA cHCTEMA H HanpesxeHne B TEPAUTE
IrbpAH
Obmu Vmopa il
- oy i - .
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1 Task Force on post-ovulatery Methods of Fertility Regulation. Randomised controlled trial of
levonorgesirel versus the Yuzpe regimen of combined oral contraceptives for emergency contraception.
Laneet, 1998; 352:428-433

(1=977: data on Postinor-Duo taken as two 730 microgram doses with a 12-hour interval)

Herizen et al. Low dose mifepristone and two regimens of levonorgestre! for emergencey contracepiion: a
WHO multicentre randomized irial. Lancet, 2000;360:1803-1810

(n=1,339; data on Postinor-Duo taken as two 750 microgram doses at the same time)

=n=1011 outof 1,359

= p=1,334 out of 1,359

w2

B1:3MOKHO € BPEMEHHO Jia UMa CMYLIEHUS B XapakTepa Ha KPBBOTEYEHHETO, HO
IpH MHOBEYETO JKEHH CNEABAIIaTa MEHCTPYallHa Ce NosBsBa X0 / JHH OT
OYaKBAHOTO BpeMe,

Ako cnefBamaTa MEECTPYallsa € IPOCPOUeHa C IoBeYe OT 5 juu, TpadBa na Onne
H3KIEOYEHA OpeMeHHOCT.

Hpenosnpane

Hama co0menus 3a CeprO3HH HEKENaHH PeaKiiy CeR OCTPa HHTOKCHKALMS C
FOJIEMH [{03H OT OpaJlHH KOHTpauentHeH. IIpeRo3HpaHeTo MOXe Ha NpEeNUsBHKA
rajleHe W € BE3MOXHO A4 CE HOABH OTHANHO KbpBeHe, Hsma cremudirmn
aHTHAOTH U JiedenneTo TpadBa Aa Obie CHMIITOMATHIHO.

OAPMAKOJOTTYIHU JAHHH

DapMaAKOEFHHAMHYHE CBOHCTEA

HHPOTECTATEHH
ATC ron: GO03A C03

TousuAT MexaHu3bM Ha Aeiicteue xa IToctunop-/{yo e HensBecTeH.

TIpu npenopbyBaHus PeKUM Ha NO3HPaHe JISBOHOPrecTPpeN AciicTBa TMABHO 4Ypes
HOTHCKAHE Ha OByjmamuara M (epruinsanuaTa, aK0 NONOBUAT akT e Oun B
npeoBynaTopHaTa (asa, korato (QepTHnHaTa CcHOcOOHOCT € Hak-BUCOKA.
JlesonoprecTpen MO¥e ChHINO TaKa A3 NPEAW3BMKA TPOMEHH B eHAOMETPHyMa,
KOMTO [pPEeNATCTBAT HMIUIAHTAIMATA. He e edexTHBeH, axko [POUEChT Ha
HMIIHaHTAHA Beue € 3al109YHall.

Eguracrocm: YCTaHOBEHO € OT PE3YNTATH Ha NPEMINHO KIHHHIHO NPOYyYBaHe
(Lancet, 1998; 352: 428-433), ye Hocturop-Hyo (npuer xaro ase nosu mo 750
MEKporpama ¢ 12-gacoB wuHTepsan) npeforepatsBa 85% oOT OuaKBaHWTe
OpemenHOCTH. EQHKACHOCTTA M3INISKAA HaMaJsBa C BPEMETO, M3MUHANO CHEH
nonosus akr (95% po 24 waca, 85% wmexuy 24-usa u 48-us uac, 58% npu
H3MON3BAHE MEKAY 48-1sa U 72-14 gac).
Pe3syaTaTH OT NOCHEAHOTO KIHHWYHO mpoyysake (Lancet, 2002; 360:1803-1810)
moxasamu, ue fee Tabmetku or 750 MukporpamMa II€BOHODreCTpeH, NPHETH
€OHOBPEMeHHO (M /10 72 Jaca Cilef HelPOTEKTHPaH NONIOB aKT) Ca IPeNOTBPATHIIH
84% ot ouaxsauwte GpemeHHOCTH (B cpasHenue cue 79%, xoraro TalmeTkure

i Y .

OWIK IPHETH TOOTAESIHO IIPe3 HHTEpBa oT 12 uaca). T g




Ilpy npemopeMBaHHs PEXUM He Ce OYaKBa JIGBOHOPreCTpen Aa INpefH3BHKa
3gauNTeNHa npoMana Ha GaKkTopuTe Ha KPHBOCECHPBAHE, KAKTO ¥ HA IMNHAHAL 1
BBIIIEXHAPATHNA META00MHIBM,

52. @apMaKOKHHETHYHH CBOHCTBA
JIesonoprectpen: IlepopanHo NpHICKEHHAT JesoHOprecTpen ce abcopbupa
OBP30 H HOYTH HAI'BIIHO.
Pesyntatute OT nposemeHo (apMakOKHHETHYHO H3clefdsane npu 15 s3ppasu
JKEHH ca TOKasaJH, dYe& Cclen [pHeM Ha egHOKpaTHa fo3a oT 1.5 mg
JIEBOHOPrecTpes MAKCHMANHNUTE CEPYMHH KOHLEHTPALlHH Ha JIEKapcTBOTO OT 18.5
ng/ml ca oTkpuTH Ha 2-us yac. Cnel OCTHTaHe Ha MAKCHMAHH CEpYMHH HHBA,
KOHIEHTpALUHsSTa HA HEBOHOPrecTpeNl € Hamajila CbC CPEAeH MEePHON Ha
HOJIY>KHEOT OT OKoJio 26 1aca.
JIeBoHOprecTpeNn He CE& eKCKpeTHpa B HENpPOMEHEH BHA, a mof (GopMara Ha
merabonuTa,
MeraGonnTHTe HA NEBOHOPFECTPEN Ce eKCKPeTHpaT B NPHOIM3HTENHO €OHAKBH
AOpOUEHTH B ypuHara ¥ (ekaminre. buoTpancdopmawpsTa crepa NO3HATHTE
OBTHINA HA CTEPOUAHHS MeTaboNM3bM, KaTo JIGBOHOPreCTPEN Ce XUAPOKCHIIHPA B
gepuusa Apob u MeTabOJIATHTE Ce eKCKPETHPAT KaTo MIFOKYPOHHAHU CHEIHHEHHS.
He ca uzsectay GapMaKoJIOrHyYHO aKTHBHH MeTab0NHTH.
JlesoHOpPrecTpel e CBBP3BA ChC CepYMHIS aR0YMHE U CEKC XOPMOH CBLD3BALIHS
rnobymun (SHBG). Camo oxomo 1.5% or ofmure CepyMHH KOHLEHTpalHH
CBHINECTBYBAT KAaTo cBOGOHEH CTEponL, a 65% ca cnermdudso cerp3ani ¢ SHBG.
AbcomoTnara GHOHANHYHOCT Ha JIEBOHOprecTpes e onpepeneHa Ha noutu 100%
OT IPHIOXKEHATA K034,
Oxono 0.1% oT nozata, npHera OT MalkaTa, MOKe @ JIOCTHTHE A0 KbpMauero
ypes MaliuiIoTO MIISKO.

53, lpeaxnmumuni JAaHHH 32 0e30NacHoCT
ExcnepumMenTH BLPXY *KHBOTHH C NPHEM Ha BHCOKH JIO3H JIEBOHOPreCTPEN He ca
HOKas3alii BUpPHIH3auHs Ha JKeHCKnTe (eTycH.

6. OPAPMAITEBTIUYHN TAHHI

6.1. CHHCBK HA HOMOM(HHTE BEHIECTEA
Colloidal anhydrous, silica, magnesium stearate, talc, maize starch, potato starch,
lactose

6.2. HecbEMecTHMOCTH
He ca useectnH.

6.3. Cpox HAa rOOHOCT \

; -

5 romuHR
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6.4.

6.5.

6.6.

10.

Crnenuajny HPEeNOPbKH 32 ChbXpaHeHHE

Hama cnenpaniy npenopbKy 3a ChXpaHeHHe.

Jayuy 32 onakoeKaTa

Jlaxupano, HaneyaTaso, TRLPHC adyMmunueso domuo u TeEpac PVC dommo 3a
Onucrep.

Biucrepst cuanpxka 2 Tabnerru. Exsa GmucTepHa EHTa € ONaKoBaHa B CrbBaeMa
KapTOHEeHAa KyTHA.

HpenopsKy npH yHoTpeda/Mananyampane

Hama crienyaiHy 13HCKBaHUA.,

HAME U AIPEC HA IIPUTEXATEJI HA PASPEHIEHUETO
3A YIIOTPEBA

Gedeon Richter Lid.
1103 Budapest X., Gyomroi ut 19-21., Hungary

PEITHCTPAIITMOHEH HOMEP
20000358

ITBPBO PASPEIHEHHUE 3A YHOTPEBA HA
JEKAPCTBEHIA ITPOOAYKT

12.06.2000

JATA HA (UACTHYHA) OBPABOTKA HA TEKCTA
10 mapt 2004
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