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Yrporecran 300 mg BArHHAJIHH KANCYJ/JH, MEKH
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[IpoyeTeTe BHHMATE/IHO UNA1ATA JIHCTOBKA, NPe1H 1A 3aM04HeTe 1a H3M0.13BaTe TOBA JIEKAPCTBO,
ThH KaTO TH CbABbPAKA BaxkHaA 32 Bac undopmauus.

- 3anasere Ta3u JIMCTOBKA. MOXKe /1a ce Hal0KH Ja i NPOYETETE OTHOBO.

- AKO UMaTe HAKAKBH JIOMTbJIHUTE/IHH BBIPOCH, nonuTante Bawua nekap, hapmaueBT UM
MEHLIHHCKA cecTpa.

- Tosa nekapcTBo e npeanucaHo JM4yHo Ha Bac. He ro npeorcrbnsaiite Ha apyru xopa. To moxe
71a UM HaBpE/H, HE3aBUCHMO Y€ MPH3HALIUTE HA TAXHOTO 3a00/19BaHe ca CblUMTe KaTo Bawuure.

- AKO MOJIy4YHTE HAKAKBH HEXKEJIAHHW JIEKAPCTBEHH peakUMH, yBeaomere Bawus nekap, papmauesr
WM MEJIMLIMHCKA cecTpa. | oBa BKJIHOUBA H BCHUYKH Bb3MOXKHH HEKE/1aHHU PeaKLHH, HEOTTHCAHH B
Ta3H JUCTOBKA. BukTe TOuKa 4.

KakBo cbabpxa Ta3H JIHCTOBKA:
KakBo npeacrasisipa Y TporectaH W 3a KakBO € M3110J13Ba

s

2, KakBo Tps0Ba j1a 3Haere, npeau aa u3nosi3sarte Y TporectaH

3. Kak na w3nonssare Yrporecrat

4. Bb3MOXKHH HEXKENAHH peaKUHH

3. Kak na cbxpanssare YTporecraH

6. CbabpikaHue Ha ONaKoOBKAaTa M A0NbJHUTEIHA UHPOPMALIUS
1. KakBo npejacrasiasiBa YTporecran H 3a KakBo ce H31M0./13Ba

MmeTo Ha Bawero siekapetBo € Yrporectan. YTporectaH ¢babpixa XOpPMOH, Hape4eH MporecTepoH.

3a KakBO ce H3M0J13Ba Y TPOrecTaH
YTporectan MOXe /1a ce H3MoJI3Ba 3a NoaArnomaraHe Ha 3adpeMeHsIBAHETO MO BpeMe Ha LIMK/IM Ha MH
BHTPO OIJIOMkK/1aHe.

3a noanomarane Ha 3abpemeHsiBaHeTO
YTporecTtaH € 3a )KeHH, KOUTO C€ HYXKAaAT OT AOMbJHHUTEIEH MPOrecCTEPOH, /1I0KAaTO Ce nojyiaraT Ha
JIeYEHHE B MporpamMa 3a aCMCTHpaHa pernpoayKTHBHA TEXHOMOIUS.

2 Kakso TpadBa 1a 3Haere, npeaH A1a H3No/A3BaTe YTporecran

He n3noa3Baiite Yrporecranu:

. aKO CTE€ aJIEPrU4HH (CBPbXUYYBCTBHTE/IHH) KbM COS WK (PbCTHLM;

- aKO CTE aJIEprHYHU KbM MPOreCcTepPOH WK KbM HAKOS OT OCTAHA/IMTE ChCTABKH Ha TOBA
1eKapcTBO (M30poeHH B TOUKA 6);

- aKO UMAaTe YEepHOAPOOHH HAPYLUCHHS:

- aKO MMATE MOXKb/JITABAHE HA KOXKATA HJIH O4YMTE (KbJITEHHLA);

- aKo MoJly4ynuTe HEOOACHUMO BarMHAJIHO KPbBOTEYEHHE,

- aKO UMaTe paK Ha rbp/JaTa HJIH KapUHHOM Ha F€HHUTAHHSA TPAKT;

- aKko umate TpoMOO(p1eOHT:

- aKO UMATE HIK CTE HMAJTH KPbBHH CbCHPELIM BbB BEHUTE (TpOMOO3a), HanpuMmep Ha
(1badoKa BeHO3Ha TpoMOo3a) uau deaute apodose (6en0apodHa emO0Hs):

- aKoO CT€ MMAJIM MO3bYEH KPLBOW3/IHB HJIM HHCYIIT,




- aKo CTpajare OT ps/1Ko 3a00/4BaHe Ha KPbBTA, HApe4YeHO NoppHpHs, KOETO ce rnpeaasa
HACJIEACTBEHO;
- ako cte OpeMeHHa, HO 6e0eTo BH € NMOYHHAIO BB Bac (MPOIyCHAT CroHTaHeH adbopT).

[lpeaynpexaeHnsi H npeanasHH MEpPKH

YTporectan TpsiOBa 1a ce W3nosi3Ba camo npes nbpBuTe 3 meceua ot OpemenHocTTa. ['oBopere ¢
Bawius nekap wiun papmaueBT, npeaM j1a NpuIoKHTE Y TPOrecTaH.

YTporectaH He € KOHTPAaLUENTHB.

AKO umare 14adeT U M3M0A3BaTe HHCYJ/IHH, 3a 1a KOHTPOJIMpaTe HUBATA HA KPbBHATA CH 3axap,
JICYEHHETO C NMPOrecTepOH MOXKE /1a NOBJIMAE HA PEAKLMATA BU KbM HHCYJIMHA K MOKE /1a C€ HAJI0KH
KOpPEKLIMS Ha aHTHAHA0ETHHUTE JIeKapCcTBa.

AKO UMare BarMHaJIHO KbpBeHe, ropopete ¢ Bawus nekap.

AKO MHCIHUTE, Y€ MOXKE /1a CTE€ HANpaBU/IM CIIOHTaAHeH adopT, ropopete ¢ Bawuus sekap, Tbi Kato
TpsAOBA /1a CTIPETE NMPHI0KEHHETO HA Y TPOrecTaH.

TpsabBa na ce cebpkere ¢ Bawus nekap, ako ce noyyBCTBATE HEPA3NOJ0KEHH 10 HAKOJIKO AHH clle]l
MPHJI0KEHHETO HA JIEKAPCTBOTO.

Jleuia 1 FOHOINH
YTporecrtaH He € npeHa3Ha4veH 3a ynorpeda npu aeua v FoHOLLH.

JApyru jJiekapersa H Y Tporecran

TpabBa na kaxkere Ha Bawuus nekap wiun papmauesT, ako rnpuemare, HACKOpPO CT€ NPHEMATH, HIIH
MOJKE [1a MpUeMeTe ApyrH jiekapcTBa. ToBa BK/IKOYBA JIeKapCcTBa, OTIYCKaHU 0e3 peuenTa,
BKJIFOYMTE/IHO TAKMBA OT pacTUTEsIEH Npou3xo/. Tosa ce Hanara, Thi KaTo YTporectaH Moxe aa
NOBJIMUSI€ 1€HCTBHUETO HA HAKOM ApYrH JekapcTa. OT CBOs CTpaHa ApYrH JIeKapcTBa CbLO MOrar ja
MOBIUAAT 1€HCTBHETO HA Y TpOrecTaH.

[lo-cneunanuno, TpsdBa na kakete Ha Bawiuns nekap wau papmaueBT, ako NMpUEMATe HAKOE OT CI€IHUTE

JIeKapCcTBa:

- pa3peaUTE/IM HA KPbBTA KATO KYMapHHH WJIH (GEHUHIHOH;

- LMKJIOCMIOPHH MJIH TAKPOJIHUMYC (HM3M0/13BaH 3@ NOTHCKAHE HA HMYHHATA CUCTEMA),

- TU3aHHHH (MYCKYJIEH PEJIaKCaHT):;

- OpPOMOKPHITHH, W3IM0JI3BaH NMpH npodsieMu ¢ xunodusarta wiau 0osect Ha [lapkHMHCOH:

- CeJIern/InH (3a siedeHune Ha OosiecT Ha [lapkHcoOH);

- AMazernam, XJIOpaAHa3enoKcy/1, ajinpasosiaMm, OKcasenam MM Jlopa3enam (3a JieueHHe Ha
TPEBOXKHOCT HJIH Oe3CbHHUE);

- NeKapcTBa 3a JieueHHe Ha TyOepKyo03a (kato pudaMnuumH U pudadyTHH);

- AHTUOHMOTHUM (KaTO HaNpuMep rpus3eody/IBHH, aMMULMJIMH, AMOKCHLIMJTHH M TETPALIMKIIHHH),
KOMTO C€ HU3I10/13BAT 3a JIeYEHHUE Ha ONnpe/1e/ieHH HHPEKLIMH;

- denuTomnH, peHodapOuTan, kapdbamasenuH, eciukapOasenuH, okckapOasernuH,
NMPUMMAOH/pY(PHHAMUI, NEPAMIIAHEN WKW TONMUpPaMaT (HU3M0A3BaHO NMPH eNKJIencus);

- PACTUTE/IHH JIEKAPCTBEHH NMPOAYKTH CbAbPXKALLH KbIAT KAHTAPHOH;

. AapyHaBHup, HeJpuHaBUp, pocampeHaBUp WK JONMUHABUP (U3M0J13BaHH 3a JIeYEeHHE Ha
BUPYCHH HH(PEKLIMH):;

- 003eHTaH (M3N0JI13BaH 3a JieyeHHe Ha 0e10aApOOHH Hapy LUEHHUS ):

- ($J1YKOHA30J1, HTPAKOHA30./1, BOPHKOHA30.1 (M3MO0/13BaHH 32 JIeYEHHE HA MbOHYHH MHPEKLHH);

- K€TOKOHA30.1 (M310/13Ba ce 3a JIeYEHHEe Ha CUMHAPOM Ha KyLIMHT - KOraTo TSJ10TO Npou3Bexaa
H3JIMLIBK HA KOPTH30J1).

- aTOpBACTaTHH MJIM PO3YBACTaTHH (HM3M0JI3BAHHU 3a KOHTPO/IMPAHE HA HUBATA HA XOJ1€CTepO.);

- anpernuTaHT (M3M0Ja3BaHH 3a NMPEBEHLIUA HA raIEHE WU NOBPbLUAHE).

Undopmupalite Bawns nekap, ako Hackopo Bu e Oun noctaBeH aHecTeTHK, KaTto OyNMBaKawH, UH
aKO HACKOPO cTe OMJIM TECTBAHH 3a NMPOOJIEMH C YEPHHUA APOO UM XOPMOHAIHH NPOOIEMH.

YTPGFECTHH C XpPAHA H HAIIHTKH
YTPOTECTHH CC lpHJiara BariHa/1HoO. anEMbT Ha XpaHa H HAlMHTKH HEC MOB./IHABA JICHCHHET




bpemenHocT, KbpmMeHe H pepTHIAHTET

- YTporectan noanomara 3adpeMeHsIBaHETO, aKO MNpoBeXkK/1aTe eueHue 3a pepruauret. Buxre
TOYKA 3 OTHOCHO KakK /Ja npujiarare Y TpOrecTaH.

- He u3nonssaite YTporecrtaH, ako KbpMHTE.

llopupane u pabora ¢ MalIHHH
YTporectan oka3Ba He3HauuTelleH eeKT BbPXY CNOCOOHOCTTA 3a wodupaHe H padoTa ¢ MALIKWHH.

Yr1porecran ¢babpAKa cOeB JICHHTHH
AKO CTE aNepruyHi KbM (PbCTbUH HIH COS, HE U3MNOJI3BANTE TO3H JIEKAPCTBEH NPOAYKT.
3. Kak na m3nosizBare Yrporecran

BuHaruv v3nosizBaiTe TOBa JI€KapCTBO TOYHO KakTO BH € ka3an Baiwuuar siekap. AKO HE CT€ CUTYPHHU B
Heuwo, nondraiTe Bawus nekap wau apmauesr.

Ynorpeda npu nognomMaraHe Ha 3a0pemMeHsiBAHETO

® He npuemaiite YTporectan npe3 ycrara. Bbrpeku ToBa, ako ciiy4yaiHo npueMere Y TporectaH
npe3 ycrara, ToBa HimMa 1a Bu HaBpeaH, a camo 1ie HaMalli Bb3MOKHOCTTA 3a 3a0peMEHsBaHe.

Jlo3upoBKa

J JleyeHueTo ce 3anoyBa He NO-KbCHO OT TPETHSA A€H cJie/l CbOMPAHETO HAa AHLIEK/IETKHTE.

e U3nonzsaite 600 mg YTporectan AHEBHO, B 3aBUCHUMOCT OT yKa3aHUATa Ha Bawus nekap.
[locTaBsiliTe eHaTa KarncyJia CyTpHH, a ipyrara Beyep pe/M JisiraHe.

s [Ipu nabopaTtopHO A0Ka3aHa OPEMEHHOCT, NPOAb/IKETE ChLLOTO A030BO MPHIOKEHHE /10 NOHE 7-

Ma CCIAMHLIA OT 6PEMEHHDC'I'T3 M HE NO-KBbCHO OT 12-Ta CCAMHILIA OT 6PEMEHHDCTI'3.. B
3aBHCHMOCT OT YKa3aHHUATA Ha Bauius JICKap.

AKO cTe H3M0./13Ba/IH NoBe4Ye OT Heo0XoAuMaTa 103a Y Tporectan

AKO cTe U3M0/13BajIK NOBeYe OT HeoOXoAuMaTa 103a YTporecrtaH, ropopere ¢ Bawuus nekap uau
oTujaeTe 10 Han-Onn3kaTta bosHKua. B3emeTe nekapcTBOTO Cbhe cede CH.

Morat aa ce NnosBAT CJeAHUTE CTPAaHUUYHH €(PEKTH - 3aMasiHOCT U YMOpa.

AKO cTe NpOoNnyCHAJIH 12 H3M0J13BaTe Y TPorecTraH

@ aKo CTe NpOIyCHaIM 1032 Ha JIEKAPCTBOTO, MPUJIOKETE o BeaHara, om ce cetute. Bonpeku
TOBA, aKO BPEMETO 3a MpUJiaraHe Ha Cje/ABalara /103a € HabJIMKHKI10, He NpUHiaranmre
nporiycHarara.

® He npunaraire 1BoHHA 1034, 3a A1a KOMIIEHCHpATE MpoIycHarara.

AKO CTe CIpe.IH 1a H3noJI13BaTe Y Tporecran

® [‘oBOpeTe ¢ Bawuus nekap, ¢papmaueBT WKW MEAMUMHCKA CeCTpa, Npeau Aa cnpete ynorpedara
Ha TOBA JIEKapCcTBO. AKO cnipeTe ynorpedara Ha N1eKapcTBOTO, TOBA HAMA /1a BU NMOMOTHE /1a
3a0pemeHeeTe.

@ AKO HMaTe BBLIPOCH OTHOCHO ynoTpeOdara Ha TOBa JIeKapcTBO, KOHCY/ITHpaiTe ce ¢ Bauwus

nekap, (papMauLeBT WM MEAULIMHCKA CEeCTpa.

4. Bb3MOKHH HeKeJITAaHH peaKIHH

KakTo BCHUKH JICKApCTBA, TOBA JICKAPCTBO MOXKC /1d INPEAXU3BHKA HC)KCIIAHHW P€AKLIHH, BLITPEKH Y€ HC
BCCKH I'H IOJ1y4aBa. C.ﬂeﬂ.HHTe HCYKECJ/IAHH PCAKUHUH MOraT Ja €€ MNosABAT MpH TOBA JICKAPCTBO:!

MHoro peaku (Morar aa 3acerdar a0 | Ha 10 000 aywm):
- Cepuo3Ha anepruyHa peaxkums, KOATO NPUUYUHABA 3aTPY/AHEHO /IMLLIAHE WK 3aMaliBaHe;



HesxesnaHu peakumu ¢ HEM3BECTHA YECTOTa (OT HAJIMYHUTE J1aHHU He MOJKe /1a Ob/1e HanpaBeHa
OLICHKA):

- CbpOex;

- BaruHanHo kbpBeHe;

- Masen cekper OT BiarajauieTo.

B pamkute Ha 1 - 3 yaca ot ynorpebara Ha JIeKapCTBOTO MOJKe /1a M3MUTATEe KpaTKOTpaiHa yMopa WiH
BHEHE Ha CBAT.

AKO 3a0e/1e)KHUTEe HEKENaHH PEaKLHH, pa3/;IH4YHH OT MNMOCOYCHHTE MO-Tope, YBC10MECTC Bawus JeKap.

Cho0maBaHe HA HeKeJIAHH PeaKLHH

AKO MOJIyYHUTE HAKAKBH HEXKEIaHH JIEKAPCTBEHHW PEaKkLMH, yBeaomeTe Bawuuns nekap, dpapmauest wim
MEMLHHCKA cecTpa. [oBa BKJIKOYBA BCHYKH Bb3MO)KHH HEOMNUCAHHU B Ta3W JIMCTOBKA HEXKEJIaHH
peakuru. Moxere chlo 1a ChbOOLMTE HEXKETaHW peaKLMKd IUPEeKTHO Ype3 U3nbaHuTeHa areHuuUs no
nekapcrearta yi. .. Jlamau I'pyes” Ne 8, 1303 Codus, ten.: +35928903417, yebcaiit: www.bda.bg. Karo
cbOOLIaBATE HEKEIAHH PEAKLIMM, MOXKETE /1a Ja/IeTe CBOS IPHUHOC 3a NOJIy4YaBaHEe Ha MOBEYe
HHpOpMaLIM OTHOCHO 0€30MacHOCTTa Ha TOBA JIEKAPCTBO.

S Kak na cbxpansBarte YTporecran

ﬂﬂ CC CbXpPaHABA HA MACTO, HCJOCTBITHO 3a /I€lla.

He u3non3saiTe TOBA JIGKapCTBO /1€ CPOKA HA MOAHOCT, OTOE/IA3aH BbPXY KapTOHEHAaTa ONakoBKa.
CpOKBT Ha rOAHOCT OTroBaps Ha NMOC/EAHHUS JEH OT MOCOYEeHHUS Mecell.

Cnen orBapsiHe Ha OyTHAKaTa, M3NOA3BANTE KANCY/IUTE B paMKHUTE Ha |5 nHM.
Jla ce cbxpaHsiBa B OpMrMHasiHaTa onakoBka (OyTuikara).

Jla ce cbxpaHsBa npu Temneparypa noa 30°C.
He u3non3sakte TOBa IeKapcTBO, aKO 3a0€1€KHTE BUAUMH IPOMEHH BbB BbHIIHHUA MY BM/I.

He n3xBbpisiiTe JlekapcTBaTa B KaHajlM3aLMATa WM B KOHTEHHepa 3a a1omalliHu otnaabuu. [lonuraire
Bawuuns apmaueBT kak 1a U3XBbpsATE JI€KapcTBATa, KOUTO Beye He u3no/i3Bare. Te3u MEPKH Liie
CIMOMOTrHAT 3a Ona3BaHe Ha OKOJIHATa cpeja.

6. ChabpxanHe HA ONAKOBKATA H 10NbJIHHTE/IHA HHopManHs

Kakso cbabpxka YTporecran

- AKTHBHOTO BELLECTBO € nporectepoH. EaHa kancyna cbabpxka 300 mg nporectepoH.

- Jlpyrure cbCTaBKH B KarcyJiata ca CabHYOr€10BO Maciio, paMHUpPAHO, COEB JICLIMTHH,
KenatuH, ravuepon (E422), uranos avokeua (E171) m npeuncrena sona.

Kak u3riiexkaa YTporectan H KAKBO CbAbpPAKa ONAKOBKATA
Kancyaure ca npoabiroBartH, sKbJITEHHKABH MEKH JKE€JTATHHOBH KarCy i1, ChAbprKallll Ma3Ha
Oesie3HMKaBa cycnen3us. Pasmepure Ha kancyaara ot 300 mg ca npudaunsurento 2,5 ¢cm x 0,8 cm.

YTporectan ce 10CTaBAT B O€/1M MNJ1aCTMACOBH OYTH/IKH OT MOJIMETHIIEH C BUCOKA MJIBTHOCT, CbC
3alllMTEeHa OT Jeua 0s1a noJIMNpPONMKIEHOBA Kanayka ¢ BUHT U Kbcallo ce cpedbpHo GosiHo.

Bua onakoBka: OyTuika cbabpakaiia 15 kancyu.

[IpuTexaren Ha paspemieHHeTO 32 ynorpeda H NPOH3BOAHTE.I




[IpuTexaresn Ha paspemieHHETO 3a ynorpeda
Besins Healthcare Ireland Limited

Plaza 4, Level 4 Custom House Plaza
Harbourmaster Place, |FSC

Dublin 1, DOT A9N3
HUpnanaus

[IpousBoauTe

Cyndea Pharma S.L.

Poligono Industrial Emiliano Revilla Sanz
Avenida de Agreda, 31

Olvega 42110 (Soria)

Ucnanus

To3u nekapcTBeH npoaykTt ce aucTpudyTupa B bwarapus ot EKODAPM EOO/I.

To3n JiekapcTBeH NPOAYKT e pa3pellen 3a ynorpeda B AbpxaBute wieHkH Ha EWUII noa

CJAC€AHHTEC HMCHA:

benrus Utrogestan Vaginal 300 mg capsules molles/Utrogestan Vaginal
300 mg zachte capsules

bbarapus YTporectad 300 mg BaruHaJIHM KancyJid, MeKH

Jlanus Progestan

EcTtoHus Utrogestan

Upnanus Utrogestan Vaginal 300 mg Vaginal Capsules. soft

WUcnanaus Progestan

Ucnanus Utrogestan

Utanus Utrogestan

Kunbp Utrogestan

JlaTBus Progesterone Besins 300 mg mikstas vaginalas kapsulas

JIutBa Progesterone Besins

JItokcemOypr Utrogestan Vaginal 300 mg capsules molles

Mautta Utrogestan

Hunepnanus Utrogestan 300 mg, zachte capsules voor vaginaal gebruik

Hopserus Utrogestan

[Toama Utrogestan

llopryranus Utrogestan

CrnoBakus Utrogestan 300 mg mikkeé vaginalne kapsuly

CrnoBeHHst Utrogestan 300 mg mehke vaginalne kapsule

YHrapus Utrogestan 300 mg lagy hiivelykapszula

Dunnanaus Lugesteron 300 mg emitinpuikko, kapseli, pchmeéd/ Lugesteron
300 mg vaginal, kapsel, mjuk

MdpaHius Utrogestan

XbpBaTus Utrogestan 300 mg meke kapsule za rodnicu

Yexus Progesteron Besins

[HIBeuus Utrogestan 300 mg mjuk vaginalkapsel

3a f1onbAHUTENIHA HHPOPMALIMA OTHOCHO TO3H JIEKAPCTBEH MPOAYKT, MOJISt CBBPIKETE C€ C JIOKATHHS

MPEeACTABUTEI HA MPHTEXKATENA HA pa3pelleHUETO 3a ynorpeoda:

EKOD®APM EOO/]

ya. .,Atanac [lykos™ 29, er.3, 1407 Codmus
Tesa: (02) 906 90 70

dakc: (02) 906 90 71




JlaTa Ha MOCJIe/IHO npepa3r/iek/1aHe HA JITHCTOBKATA
Mai 2025




