JIucroBka: HHpoOpMALHSA 32 NALHEHTA

Yrporecran 400 mg BarnHAJIHH Kancy./4, MeKH
Utrogestan 400 mg vaginal capsules, soft

MpoOrecTepoH
progesterone

[IpoueTeTe BHHMATEIHO LAJIATA JIHCTOBKA, NPEIH 12 3aN0Y4HETE 12 H3N0./13BATE TOBA JIEKAPCTBO,
Thil KATO TH CHABPKA BakHa 32 Bac nupopmanus.

BuHaru u3mnoJi3Baite TOBa JEKAPCTBO TOYHO KAKTO € OMMCAHO B Ta3d JJUCTOBKA HJIH KAKTO Bu

e kaza BawmusT nekap, papmaneBT HIH MEIHIIHHCKA CECTPa.

- 3anaszere Ta3u JUCTOBKA. MOXKe Ja ce HaJIOXkH Ja s Mpo4YeTeTe OTHOBO.

- AKO MMaTe HSKAKBH JOMMbIHUTEIHHU BbIPOCH, nonuTaite Bawusa nekap, papMaLesT HiH
MEJMLIMHCKA CecTpa.

- ToBa JieKapcTBO € MpeanucaHo AuuHo Ha Bac. He ro npeoTcTbnBanTe Ha 1pyry Xopa. To moxe
1a UM HABPEIH, HE3ABUCHMO Y€ MPU3HALIMTE Ha TAXHOTO 3aD0/IABaHE Ca CHIIMTE KATO Bawuure.

- AKO NOJIyYHTE HAKAKBU HEKE/IAHH JIEKAPCTBEHH PEAKIIHH, yBEIOMETE Bawius nekap, apmaueBT
WK MeJMLMHCKA cecTpa. ToBa BKJIKOYBA H BCHYKH Bb3MOXHH HEXKEJIAHH peakliHH, HEONMCAHH B
Ta3u 1ucToBKa. Buwkre Touka 4.

T ET——— = e B ———————
- - A TE W L = - T T, T =

KakBo cbhbAbpKa Ta3H JIHCTOBKA: P e wa e . .
R R B e  W3MbAHWTESIHA ATEHLUAA NO NEKAPCTBATA

ks KakBo npeacTasiisBa YTPOreCTaH H 3a KAKBO €€ M3MOMBBA e
2. Kakso Tpsa0Ba na 3Haere, Mpeau Ja U3Nnoa3Bare Vrporectaff e e p |
3. Kak ga uw3nonssare Y TporectaH | kum Pez. N /@00,450050 S
4. Bb3M0OKHH HexKeJlaHHU peaKkLHH '“L e .

' FPaspelwseHue N Al AR
5.  Kak na cexpanssare Y TporecraH | 2(COE L 1-04- 202
6. CbabpkaHHe Ha ONAKOBKATa M 0MbIHHTENHA HHOpMATHA MP ..... S0~ S T ———
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1. KakBo npeacraBisBa Y TporecTaH H 32 KaKBO Ce H3M0./13Ba
Wmerto Ha BaweTo nekapcTso € YTporectaH. Y TporecTa CbAbpxa XOpMOH, Hape4€H MporecTepoH.
3a KaKBO ce H310/13Ba Y TPOrecTaH
YTporectaH MO)Ke J1a Ce M3I10J13Ba 3a MoAnoMaraHe Ha OpeMEeHHOCTTA.
3a moanmomMaraHe Ha OpeMeHHOCTTA
VTporecTaH MOXe /1a Ce W3M0/I3Ba, 3a /12 OMOTHE Ha XEHUTE /12 HAMAIAT PUCKA OT CTIOHTAHEH adopTt
[PH JKEHM C KbpBEHE B HacToALIaTa OPeMEHHOCT W aHaMHE3a 3a MOBTAPALLH CE CIIOHTAHHH adopTH.
2. KakBo Tpa0Ba aa 3HaeTe, NPeIH 1a H3MO0I3BaTe Y TPOrecTan
He u3noJi3Baiite Y Tporecras:
- AKO CTe AIePruuHy (CBPbXYYBCTBUTE/IHH) KbM COSl HITH (PBCTBLH;
- aKO CTE aJIEPrHuHH KbM MPOreCTEPOH HIIK KbM HAKOS OT OCTAHAIWTE ChCTaBKH HA TOBA

nekapcTBO (M30poeHH B TOUKA 6);
- aKO MMaTe YEpHOAPOOHH HapYyLUIEHHUS,
- AKO UMATE MOYKBJITABAHE HA KOYKATA WJIM O4YMUTE (KBJITEHHLIA);
- aKo IOJIyYMTE HEIMarHOCTHLIMPAHO BarHHATHO KbPBEHE, s —
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- aKO cTpagare OT paaxo 3abongBaHe HA KPbBTA, HAPEUCHO nopdupus, KOETO ce npeaasa
HACJIEACTBEHO;

MMpeaynpexaeHns B NPeANa3HA MEPKH

Yrporectad TpabBa aa ce€ M3MoA38a CaMo Mpe3 MbpBUTE 3 mMeceua ot OpemeHHocTTa. [ OBOpeTE C
Bawus nekap Wwid papMauesT, MeIMUMHCKA CECTPa HITH aKylliepka NpeaH 1a NPUIOKUTE YTporecTaH.
YTporectaH HE € KOHTPALUENTHB.

AKO MUCITHTE, He MOXE 13 CTE HarpaBMIIK CTIOHTakeH abopT, rosopeTe ¢ Baliua nexap, Tbi KaTO
TpsOBa Aa crpeTe NPUNCKEHHETO Ha Y TPOTECTaH.

Tpabsa na ce cBbpxeTE ¢ Baluus nekap, ako:

¢ yYMaTe BarHHAIHO KbpBEHE
® Ce NOUYBCTBATE HEPA3NOMNOKEHH 0 HAKOJIKO HH ClIC NPUJIOKEHHETO Ha JICKApCTBOTO.

J{ena # 1OHOIIH
VTporecTaH He € npeAHa3HaueH 3a ynorpeda npH aeua.

JIpyrs nekapcTBa H Y TPOrecTan

Tpabsa na kaxere Ha Baluns aekap wiv gapMateBT, akO NMPHEMATE, HACKOPO CTE NPHEMAITH, WK
MOJKe Aa NPUEMETE APYTH jekapcTsa. ToBa BRIKOYBA IEKAPCTBA, OTIYCKAHH Oe3 peuenTa,
BIUTIOYMTEIIHO TAKHBA OT PACTHTENEH npon3xoa. Tosa ce Hanara, TbH KaTo YTporectaH MoxKe Oa
MORIHMAE JEHCTBHETO HA HAKOH ApYyry nekapcTsa. OT ¢BOA CTpaHa ApPYTH JIEKApPCTBA ChLIO MOraT Aa
NOBNUAAT ACHCTBHETO HA Y TPOrecTaH.

[Mo-cneuuanto, Tpabea na kaxere Ha Baluus nekap wid $GapMaLeBT, ako PHEMATe HAKOE OT CIICAHUTE
neKapcTBa:

- LIMKAOCTIOPHH (M3MON3BaH 38 HAMANABAHE HA UMYHHHUS OTTOBOP);

- GPOMOKPHITTHH, H3MOA3BaH NMPH NPoGAEMH C XHNOPHIATA HITH 6onect Ha [TapkHHCOH;

- nekapcTha ¢ pudaMULMH KaTo pHGAMNMLKH (H3MOI3BaH 33 NEUCHHE Ha HHPEKLHN);

- KETOKOHa301 (H3no3BaH Npy rkOUYHH HH(PEKUHHN);

AKO HACKOpO cTe GWUAN TeCcTBaHH 3a NPOGAEMH C YEPHHA APOD HITH XOPMOHAIHH npoGaeMH.

YrporecTaH ¢ XpaHa H HANHTKH
YTporecTaH ce npunara BarHHANHo. [IpUemMbT Ha XpaHa ¥ HAMHTKK HE NOBJIHABA JICYCHHETO.

bBpeMeHHOCT, KbpMeHe H dpepTHIRTET
He nanon3Baite YTpOrectaH, ako KbpMHTE.

Modrpane H padoTa C MANIHHHA
AKo TOBA NlekapcTBo By kapa Ja ce YyBCTBATE CHLHAUBH, HE LWODHPAHTE U He paboTeTe ¢ MaLLWHH.

YTporecTan chAbpka COEB JIEIHTHH
AKO CTe aneprudyHu KoM QbCTbUM HAH COA, HE H3MON3BAHTE TO3M NEKAPCTBEH NPOAYKT.
3. Kak aAa HinoJa3Bare Y Tporectas

BuHary W3MoN38aiiTe TOBA NeKapcTBO TOUHO KakTo Bu e ka3an Baumst nekap. AKo MMAaTe HEKeNlaHH
peakLMH, KOHCYATHpakTe ce ¢ Bawna nexap, ¢dapMaLIeBT WIIH MEAMLIMHCKA CECTPA WK aKyulepka.

3a 14 ce HAMajlH PACKa OT CTIOHTaHeH abOpT Np# KEHHU C KbPBEHE MO BpEME Ha HacToAllaTa
GpeMeHHOCT YTporecTaH TpsGBa Aa ce 3an0kHe NPH MbPBUTE NPU3HALIK HA BATHHANIHO KbPBCHE NP3
MbPBUsSl TPUMECTBP H TPAOEA A3 NPOAB/KH MOHE [0 16-Ta ceamuLia OT OPEMEHHOCTTA. oy

H3noa3Bane HAa TOBA JIEKAPCTBO 32 HAMAJIABAHE HA PACKA OT 3ANJAALUIBALL HJIH Jus
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Konko YTporecraH Aa H3NoJ13BaTe
e [loctapsiiTe no eaHa kancyna Yrporectat iBa I'bTH AHEBHO, €AHA CYTPHUH H €1HA NPCIK
nsiraHe, unu kakto Bu e xazan BauwnaT nekap.

o [IpoatikeTe CbC ChILMA PEXKUM HA JO3MPAHE, NOKATO BawusT nekap He Bu kaxe na cnpere.

AKO cTe H3NMOJ3BAJH MoBeYe oT HeoOxoaHMaTa 1032 Y TporecTaH

A KO CTE M3MON3BAIY TOBeYe OT HeobXxoauMaTa f103a YTporecTau, rosopere ¢ Baiuna nexap win
OTHIAETE A0 Hak-Onu3KkaTa GonHuua. B3lemeTe JICKapCTBOTO ChC cebe cH.

MoraT Aa ce MOABAT CISAHUTE CTPAaHWYHHU €PEKTH - 3aMasHOCT U yMOpA.

AKO CTe NPONMYCHAJIH 12 H3NO/13BATe Y TPOreCTaH
® aKo CTE MPOMyCHAJIH J03a HA JEeKAPCTBOTO, MPHIOKETE A BEAHArA, 11IOM CE CETHTL. Brnpeku
TOBA, AKO BPEMETO 3a MNPUIAraHe Ha caeasaluara 103a € HaOnwKNUN0, HEe NpunaranTe
MpONyCHaTaTa.
e He npunaraiite ApoiiHa 1034, 3@ Aa KOMIIEHCHPATE NponycHaTata.

AKO CTe Crpe/iH Ia H3M0A3BaTe Y TporecTaH
e [oBopere ¢ Bawms fekap, hapmauesT, MEHLIHHCKA CECTpa WK aKylIepKa, Npean 1a cnpere
ynoTtpebaTa Ha TOBa JIEKAPCTBO.

» AKO HWMaTe BBNPOCH OTHOCHO yroTpebara Ha TOBA JIEKapCTBO, KOHCYJITHpaiTe ce ¢ Bauins
nekap, papMauesT, MEAMLIMHCKA CECTPA WIIH aKyUIEPKa.

4. BbIMOXKHH HeXKeJAHH PEAKIHH

KaKTo BCKUKH JIEKapcTRa, TOBA JIEKAPCTBO MOXKE A3 NPEAH3BUKA HOXKENAHH PCaKLIMK, BLIIPEKH HE HE
Boexu rM noAyvapa. CNEHNTE HexXeaHN PeakLMH MOraT J1a e NOABAT MpH TOBA JIEKapCTBO:

HexxenaHy peakldi ¢ HEU3BECTHA 4eCTOTa (OT HATMYHHTE JaHHH HE MOXKE Na O6bae HanpaseHa
OLIEHKA):

- Cbpbexx unu yceluaHe 3a napeHe

- Ma3seH cekpeT OT BAarajinuieTo.

B pamkute Ha | - 3 yaca ot ynorpebara Ha I€KapcTBOTO MOXKC /13 U3NHTATe KpaTKOTpaiiHa yMOpa HIlH
BUEHE HA CBAT.

Ako 3a0eexuTe HexENaHH PEakLUH, pa3/iMiHK OT NOCOYEHHTE NO-TOpE, YBCIOMCTE Bawus nexap
Y dapMaleBT, MEAULIMHCKA CeCTpa MK aKyllepKa.

CrofiaBaHe HA HeXKEJIAHHA PCAKIIHH

AKO MOJYUYHTE HEKAKBH HEXKENAHH JIEKAPCTBEHH peaKkury, yBEAOMETE Baiuvs nekap, papMaLesT WiH
MEIMLIMHCKA cecTpa. ToBa BKJIIOUBA BCHUKH Bb3MOMHHW HEOMHCAHH B Ta3H THCTOBKA HEXKCNAHH
peakiyn. MoxeTe cbilo 1a ChOOLUATE HEKENAHH PEAKLMA THPCKTHO 4pE3 H3nbiaHuTenHa areHuys no
nekapctsata yn. ,,JlamsH [pyes” Ne 8, 1303 Codus, Ten.: +35928903417, yebeaiiT: www.bda.bg. Karo
ChOOIIABATE HEXKENIAHY PeaKLIiK, MOXETE [a JaneTe CBOs NPUHOC 32 NOy4HaBaHE Ha MOBCHE
WHGOPMALIMA OTHOCHO D€30MacHOCTTa Ha TOBA JICKapCTBO.

5. Kak na chxpaHaBare YTporecTaH

r r
r

He 3moM3BaliTe TOBA NEKAPCTBO CNEN CPOKA HA FOXHOCT, OTOEns3aH BLPXY KapT '
onakoska. CpOKET Ha FOAHOCT OTTOBapA Ha MOC/NEAHHS ACH OT MOCOHCHHS MECeL.

e CobxpaHasaiiTe B OpUrMHaiHaTa OfnaKoBKa.

Jla ce chbXpaHABa HA MACTO, HEROCTBITHO 32 Aeua. //f/ -
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e He u3xBBpAAITE NEKAPCTBATA B KAHANM3ALMATA MK B KOHTEHHEpA 33 10MALIHH OTNAXBLHA.
[TonuTaiiTe Bawuna dapmMaleBT Kak Aa HIXBbLPAATE JIEKApCTBATa, KOHUTO BEHE HE H3NOJ3BATE.
Te3u MepKH LIe CNOMOTHAT 3a ONa3BaHe Ha OKOJiHaTa Cpela.

e He nanonspaiite TOBa NEKApPCTBO, aKO 3a0€NEXKHTE BHAXMH MPOMEHH BbB BLHLUHUA MY BHA.

6. CbabpxaHHe HA ONAKOBKATA H JONLIHHTENHA HHpOpMaNHA

KakBo chabpKa Y TporecTan

- AKTHBHOTO BELIECTBO € nporecTepoH. Enna kancyna chabpka 400 mg nporecTepoH.

- Jlpyrute ¢ChCTaBKH B KamcyJiata ca padHHHUpaHo CIbHUYOTIEA0BO MACIIO, COEB JCLUNTHH,
sxenatuu, rauuepon (E422), turanoB anokeua (E171) u npeuncreHa poaa.

Kak n3riexaa Yrporectad H KakBO ChAbPAKA ONAKOBKATA
KancynuTe ca IpOOLJIrOBaTH, JKbITEHHKABH MEKH JKEJIaTHHOBHM KarliCylu, CbAbpiKallK Ma3Ha
Gene3HnKasa cycrneHsus. Pasmepure Ha kancynara ot 400 mg ca NpHOIH3HTETHO 2,5cmx 0,9 cm,

Bua onakoBka:
e 15 kancyau 8 HDPE GyTunka. byTtunkara ce nocTaBs B KApTOHCHA Ky THA.

o PVC/AluGnncrept ¢ 15, 30 mnn 45 kancyau B KapToHEHA Ky THA.
He BcHUKH BHAOBE ONAKOBKH MOraT Aa ObaT fNycHaTH Ha nasapa.

IpaTexare’ ua pa3penieHHETO 32 ynoTpeda B POH3BOAHTE

[MpuTexkaTe] HAa pa3pelICcHHETO 34 yNOTpeda
Besins Healthcare [reland Limited

Plaza 4, Level 4 Custom House Plaza,
Harbourmaster Place, IFSC,

Dublin 1, D01 A9N3

Hpnanaus

IIpousBoauTE

Cyndea Pharma S.L.

Poligono Industrial Emiliano Revilla Sanz
Avenida de Agreda, 31

Olvega 42110 (Soria)
HUcnaHus

UIH

BESINS MANUFACTURING ESPANA S.L.
Poligono Industrial El Pitarco, Parcela 4
Muel, 50450 Zaragoza

HMcnaunsg

To3H JeKxapCTBeH NPOIYKT e paspemex 3a ynorpe6a B anpkasure Wwienxn Ha EMII noa
CJICIHUTE HMEHa:

Buarapus, Ectonus, YHrapus, Xspsatua, Kunbp, @panuusd, Mpnanaus, Hranus, Manra,
Hupepnanaua, Hopeerus, [Tonwa, Lseuns, Cnosenus, Crosakus, Henanus: Utrogestan
benrusa, Jiokcembypr, [Topryranus: Utrogestan Vaginal
®uHnanana: Lugesteron

Jateus, Jiutea: Progesterone Besins

Yexusa: Progesteron Besins

Manua, Ucnanaus: Progestan




3a JOMbIHUTENHA HH(OPMALIMA OTHOCHO TO3H JEKAPCTBEH NPOAYKT, MO CBBPKETE CE C JIOKANHHA
NpefcTaBUTeN Ha NPUTEXATENs HA PA3PELCHHETO 3a ynoTpeda:

EKODAPM EOOA
yi. ,,AtaHac [lykos” 29, e1.3, 1407 Cous

ten: (02) 906 90 70
dakc: (02) 906 90 71

JlaTa HA MOCJIEAHO NpepasrieKiaHe Ha JIHCTOBKATE




