JlucroBka: HHpopmMauHs 32 NALHEHTA agoag AR VIS EEY,

Yrporecran 400 mg BaArnHAJIHH KANCYJIH, MEKH
Utrogestan 400 mg vaginal capsules, soft -~ 6 F Y3 % 02 -09- 2025

[porecTepoH
progesterone

[Ipouerere BHHMATEJHO UAJIATA JIHCTOBKA, NPe/IH /1A 3aN04YHeTe 1a H3M0/13BaTe TOBA JIEKApPCTBO,
ThH KaTO TH ChAbpP/Ka BaxkHa 3a Bac nudopmanus.

BuHaru u3nos3BaiTe TOBA JIEKAPCTBO TOYHO KAKTO € ONKMCAHO B Ta3H JIMCTOBKA MM KakTO Bu

¢ Ka3as1 Bamus nekap, ¢papMaueBT MM MEAUIIMHCKA CECTpa.

- 3anasere Ta3H JIUCTOBKA. MoOKe /1a ce HaJI0KH J1a A MpoYeTeTe OTHOBO.

- AKO UMaTe HAKAKBH JOMBIHUTEIHH BBIIPOCH, nonuranre Bawus nekap, papmMaueBT UM
MEHULIMHCKA CecTpa.

- ToBa nekapcTBo € npeanydcaHo JH4HO Ha Bac. He ro npeorcrenBakte Ha Apyry xopa. 1o moxe
/1a UM HaBPE/H, HE3aBUCUMO Y€ MPU3HALUTE HA TAXHOTO 3a00/1gBaHe ca cbhluuTe Kato Bawmure.

- AKO NONy4YUTe HAKAKBH HEXKEJIaHHW JIEKAPCTBEHH peakluHu, yBeaomere Bawus nekap, papMaueBT
WK MEJIULMHCKA cecTpa. ToBa BKJIHOUYBA MU BCHYKH Bb3MOKHH HEXKEJIAHH PeaKLIMK, HEOMHUCAHH B
Ta3u JUCTOBKA. BHxKTe TOuka 4.

KakBo cbabpka Ta3H JIHCTOBKA:
KakBo npeacraBnsBa Y TpOrectaH v 3a KakBO C€ U3I0J13Ba

.

2, KakBo TpsOBa aa 3Haere, npeaM aa u3noJi3sare Y TporectaH

3. Kak na m3nosnssare Y TporecrtaH

4, Bb3MOXKHHU HEXKEJIaHU peaKLIUK

s Kak na cbxpansBare YTporecrtaH

6. CbabpkaHUe Ha ONAKOBKAaTa M AOIMb/HUTEIHA HH(OpMALIKA

1. KakBo npeacrasiisiBa Y Tporectad H 3a KaKkBo ce H310./13Ba

MmeTo Ha BaweTo nekapcTBo € YTporectaH. Y TporectaH CbAbpKa XOPMOH, HAPEUYEH MPOreCTEPOH.

3a KaKBO ce H3M0./13Ba Y TPOrecran
YTporecrtaH Moke /1a ce U3M0J13Ba 3a noAarnomaraHe Ha OpeMeHHOCTTa.

3a moamomaraHe Ha OpeMeHHOCTTA
YTporectan moxe f1a ce U3roJi3Ba, 3a /la NOMOrHE Ha )KEHUTE /1a HAMaJIAT PUCKa OT CIIOHTAHEeH abopT
MPH XKE€HU C KbpBEHE B HacTOALLAaTa OpeMEHHOCT U aHAMHE3a 3a MOBTAPALUH C€ CIIOHTAHHHU abopTH.

2, Kakso TpsOBa aa 3naere, npeau aa uinoJisare Y rporecram

He u3nou3Baiire YTporecrau:

- aKO CTe aJIepruyHMu (CBPbXYYBCTBUTE/IHH) KbM COS MK (PbCTBLM,

- aKoO CT€ aJIEPruyHU KbM TMPOreCTepPoOH UK KbM HAKOS OT OCTAHAJIMTE CbCTABKH HA TOBA
neKapcTBO (M30pOeHHU B TOUKA 6);

- aKO MMaTe YepHOAPOOHHU HApy LUEHHS:
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- aKko CTpajare OT paako 3abonfBaHe Ha KPbBTA, HApEeYeHO NOpdHUpHs, KOETO Ce NpejaBa
HAC/EeCTBEHO;

Ilpeaynpexaenus H NpeanasHH MepPKH
YTporecTtaH TpabBa Aa ce H3N0a3Ba caMo Npe3 bpBHUTE 3 Mecela oT OpeMeHHocTTa. ['oBOpETE C
Baus nekap wiav gpapMaLeBT, MEAMLIMHCKA CECTPA WIH aKylLIepKa NMpead Ja NPUIoKHTe YTpPOrecTaH.
YTpOrecTaH HE € KOHTPALECNTUB,
AKO MHC/IHTE, Ye MOXKE [a CTe HalpaBHJIM CNOHTaHeH abopT, rosopeTe ¢ Bauiua nekap, Tvif kaTo
TpsAOBa Aa crpeTe NPUIOKEHUETO Ha YTporecTaH.
Tpabga na ce cebpxkere ¢ Bamus nexap, ako:

® MMaTe BarMHAJIHO KbPBEHE

® CC NOYYBCTBATC HEPA3NOIOKEHH Q0 HAKOJKO AHH CJIEA NPHIO0KCHHUETO HA JICKAPCTBOTO.

Jdena H IOHOIIH
YTporectaH He € npeaHa3HaudeH 3a ynorpedba npu aeua.

JApyra jekapcrsa H YTporectan

Tpabea na kaxxere Ha Bawna nekap uny gapmaueBT, ako npyeMare, HaCKOpoO CTe nNpUueMaltu, UM
MOXKE /12 [IPHEMETE IPYrH JiekapcTBa. ToBa BKIIOYBA N€KapCcTBa, OTNYCKaHU He3 peuenra,
BIJIIOYMTENTHO TAKHBA OT pacTUTENEH nponsxoa. Tosa ce Hanara, Thil KaTo YTpOrectaH Moxe /1a
MOBIUAEC NEHCTBUETO HA HAKOH XPYrH jiekapeTBa. OT CBOS CTpaHa OpYrH JiekapcTea ChLLUO MOTaT Aa
[MOBIUAAT ACHCTBUETO HA YTPOreCTaH.

[To-cneumnanHo, Tpabea aa kaxkeTe Ha Baluus nekap wiv ¢apMauesT, ako MPHEMATE HIKOE OT CACAHHTE
neKapcTaa:

- LMKIOCTIOPHH (M3MON3BaH 338 HaMansBaHE Ha HMYHHUA OTTOBOP);

- OpOMOKPHIITHH, H3NOI3BaH Npy npodnemu ¢ xunoduzara uau 6onect Ha [lapknuHcon;

- nekapcTea ¢ puaMHUMH KaTo pyudaMnuiuH (M3M03BaH 3a JJeUeHHE HA HHDEKUHH);

- KETOKOHA30 (M3N0a3BaH NpH redu4HK BHdEKLHN);

AKO Hackopo cre OunH TecTBaHH 3a NPODIEMH C YepHHUA AP00 WKW XOPMOHANTHH NPOOIEMH.

YTporectaH ¢ XpaHa H HANNHTKH
YTporecTtaH ce npuiara BaruHantHo. [IpveMbT Ha XpaHa ¥ HATTUTKH HE MOBIHABA IEYEHHUETO.

bpeMeHHOCT, KEPpMeHe H QepTHAHTET
He n3nonsBaiTe YTporecraH, ako KbpMHTE.

lllodpupane u padora ¢ MALIHHHA
AKO ToBa nekapcTBo Bu Kapa na ce yyBCTBaTe ChHIMBH, He WodHpaliTe U He paboTeTe ¢ MalHHH.

YTporecTaH Chakpka COeB JeHTHH
AKO CTe aepru4Hd KbM QbCTbLUM WIH €O, HE U3MOI3BANTE TO3M IEKAPCTBEH NPOAYKT.
3. Kax aa a3nmpaseare Y Tporecran

BuHaru u3non3saitte ToBa 1ekapcTBoO TOMHO KakTo Bu e kazan Bawusar iekap. AKo umaTe HeXenaHH
peakuuy, KOHCYnTHpaiTe ce ¢ Bamua nekap, papmaleBT HIH MEAMLIHHCKA CECTPA HIH aKyLLEpKa.

3a 1a ce HaMa/ln PHCKa OT CIIOHTaHEeH adopT NpH KEHH C KbPBEHE MO BPEME Ha HACTOALLATA
bpemeHHoOCT YTporecTan TpaOBa fa ce 3ano4He Npv NbPBUTE NPU3HALKW HA BArKHAMHO KbPBEHE npes
MbPBHUA TPUMECTBP H TpAOBa Na npoab/ky noHe A0 16-Ta cenMHuua oT OpeMeHHOCTTA.

H3noa3BaHe HA TOBA JIEKAPCTBO 34 HAMAJIABANE HA PHCKA OT 32N1aMBALN RJ/IH
cMoHTAHEH adopT
 [locTtaBere TOBa 1€KapCTBO AbAGOKO BbB BNAranyILETO.
e He nornbuwaiire.



Koako YTporectan Aa A3no./13BaTe

e [llocrassiiTe no eaHa Kancyna Y TporectaH ABa IbTH AHEBHO, €1HA CYTPHH H €AHa Npeay
ASiTAHE, UK KakTo By e xazan BawusaT nekap.

¢ [lpoarmkere CbC CHUIMA PEXHUM HA JO3UpaHE, NoKaTO Bamunar nekap He Bu kaxe na cnipere.

AKO cTe M3N0/1I3BATH NOBEYE OT HEOOX0AHMATA 1032 Y TPOorecTaH

A KO cTe U3MoA3BaIy NoBeye oT Heobxoaumara no3a YTporectad, rosopete ¢ Bawius nexap uiu
oThaere A0 Hau-Onun3kara Honunua. Biemere nekapeTBOTO Che cebe cHl.

Morar za ce NOsBAT CA€AHUTE CTPAHUYHU e(PEeKTH - 3aMasHOCT W YMOopa.

AKO cTe NPpONYCHAJH Ja H3N0/3BATE Y TPOrecTaH

® 4KO CTC MNpOonyCHa/IH 103a Ha JICKaApCTBOTO, MPHUIMKETE A BCAHara, oM €€ CETHTE, B'hﬂpel{ﬂ
TOBa, aKO BPCMETO 34 [pUnaradc Ha cncapauiara no03a € H&ﬁ.ﬂlﬂﬂKHﬂO, HC HpHHﬂl"&ﬁTﬁ
NnponycHarara.

¢ He npunarakre aBoiHHa 0034, 3a 1a KOMIIEHCHpATE NPONyCHATaTa.

AKoO cTe cCIpeJiH 12 H3NoJ13BaTe Y Tporecran
e [‘oBopete ¢ Bawns nekap, papmauesr, MeaHUMHCKa cecTpa WK akyluepka, npeau 1a CnpeTe
ynorpedara Ha TOBa IEKapCTBO.

¢ AKO MMAaTe BBIPOCH OTHOCHO ynoTtpedaTa Ha TOBa JIeKapcTBO, KOHCYITHpaiiTe ce ¢ Bawus
nekap, papMaLeBT, MEAULIMHCKA CECTPa WK aKylliepKa.

4, BB3MOXKHH HEXKETAHH PeAKIHH

KakTo BCHUKH JIEKAPCTBA, TOBA JICKApPCTBO MOXKEC A4 NMPpCAH3IBHKA HEXKENadHH PE€AKUIHH, BHIOPEKH Y€ HE
BCCKH I't NNOJIyHaBaA. CneaHuTe HexenaHy PCaKlHu MOTaT Aa CE€ NOABAT T1PH TOBA JIEKaAPCTBO!

Hesxenann peaktiyi ¢ HEU3BECTHA YECTOTa (OT HATMUHHTE JaHHH He MOXe Ja Oble HanpaBeHa
OLEeHKa):

- Copbexk unH yceluane 3a napeHe

- MaseH CeKpeT OT BnaraitileTo.

B pamxkuTe Ha 1 - 3 yaca ot ynorpebarta Ha IekapCTBOTO MOXKe 14 U3IMTATE KpaTKOTpaiHa yMopa HiH
BUECHE HA CBAT.

A ko 3a0€eNeUTE HEXKENAHH PEAaKUHH, Pa3IMYHU OT MOCOYEHUTE No-rope, yeeaomere Baiwuua nekap
HJIH (apMaueBT, MEOHLIMHCKA CecTpa WIH aKyuIepka.

CrobmaBaHe HA HEXKEIAHHA PeaAKIHA

AKO NMoAyYHTE HAKAKBH HEXKENaHU NEKapCTBEHH peakuyH, yBeagomete Bawua nekap, gapMauesT unu
MEQMLMHCKA cecTpa. ToBa BKIIHOUBA BCHUYKH Bb3MOXKHK HEONMHUCAHH B Ta3H JIMCTOBKA HEXENAHH
peakuuH. MoxkeTe Ccbilto Aa ChOOIIMTE HEXKENAHH PEAKUHH AUPEKTHO upe3 U3mbiiHHUTEIHA areH1Ha 1o
nekapcreara ya. ,,Jlamsan I'pyes” Ne 8, 1303 Codus, ten.: +35928903417, yebeaitr: www.bda.bg. Karo
CcbOOLLABATE HEXKEJNAHH peaKlMH, MOXKETE Aa JAaNeTE CBOA NPHHOC 32 NMOoJy4aBaHe Ha NoBeYe
HHOpMaLIMA OTHOCHO De30nacHOCTTa Ha TOBA NEKAPCTBO.

S. Kak na chbxpaHsiBate Y TpOrectan

¢ Jla ce cbXxpaHaBa Ha MACTO, HEAOCTBITHO 32 Aela.

¢ (bxpaHsBaWTe B OpUrMHa/IHaTa onakoBka (OyTHiIKaTa).




¢ He u3xsbpnsaiiTe nekapcTBaTa B KaHATU3ALMATA WA B KOHTEHHEPA 3a IOMAILHHK OTNAIbLMH,
[TonuraiiTe Baiuua dpapMauesT Kak Ja U3XBBPJIATE JieKapCTRATA, KOMTO BEUYE HE H3MOJI3BATE.
Te3n MepKH LIe CMOMOrHaT 3a ona3eaHe Ha OKONHATA cpena.

¢ He u3nonszeaiite Tora JACKApCTBO, AKO 3a0enexXHTe BHAUMM NMpOMCHH BBHB BbHUHHA MY BH .

6. CopabpxanHe HA OMAKOBKATA H JOADbJIHHTEIHA HHPOpMaNHA

KakBo chAbLpxa YTporectan

- AKTHBHOTO BeLECTBO € nporecTepoH. EaHa kancyna cxabpika 400 mg nporectepoH.

- Hpyrure cbecTaBkH B Kancyara ¢a paduHUpaHO CILHYOMTEAOBO MACA0, COEB JIELIUTHH,
aenatun, ravuepon (E422), ruranos anokena (E171) n npedudcrtena Boaa.

Kax nariexaa Y Tporectan H KAKBO ChAbPAKA ONAKOBKATA
Kancynure ca 1poAbJIroBaTH, CbATEHUKABH MEKH XKENATHHOBH KANCyJIM, CbhAbpXKalld Ma3Ha
Oeneznukasa cycreHsuns. Pazmepure Ha kancynara ot 400 mg ca npubnusutento 2,5 cm x 0,9 cm.

Bua onakoska: 15 kancynu B HDPE OyTtunka. bytunkara ce aocTaBs B KAPTOHEHA KYTHA.
IIpaTexarea Ha pa3pelicHHETO 32 YnoTpeda H npoH3BOAHTE.

IIpuTexkaTen HA pa3pellieHHeTO 3a ynorpeda
Besins Healthcare Ireland Limited

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

Dublin 1, DOT A9N3
Hpnauaus

IIpou3BoauTe I

Cyndea Pharma S.L.

Poligono Industrial Emiliano Revilla Sanz
Avenida de Agreda, 31

Olvega 42110 (Soria)
HUcnaHus

To3R nexapcTBeH NPOAYKT € pa3peiueH 3a ynorpeba B AnpxkaBute 4ieHKH Ha EHII nox
CJIEIHUTE HMEHA:

bbunarapus, EctoHusa, YHrapusa, Xopearus, Knobsp, Opanuus, Upnanaus, Uranua, Manra,
Hunepnanaus, Hopeerusa, [lonwa, Lseuus, CnoeeHus, Cnosakus, Ucnanug: Utrogestan
benrus, JlrokcemOypr, [Nopryranusa: Utrogestan Vaginal

Ouunanaua: Lugesteron

Jlateus, Jlutea: Progesterone Besins

Hexusn; Progesteron Besins

Hanus, Mcnaupug: Progestan

3a JONBLAHHTENHA HHPOPMALKA OTHOCHO TO3H JIEKAPCTBEH NMPOAYKT, MOJIS CBBPXKETE Ce C JTOKATHHS
NPEACTABUTEN HA MPUTEKATENA Ha pa3pelleHHeTo 3a ynorpeba:
EKODPAPM EOO/]

ya. ,,AtaHac JlykoB” 29, et.3, 1407 Codus

Ten: (02) 906 90 70

dakc: (02) 906 90 71

Jdara HA NoCIeAHO Npepa3r/iexiaHe Ha JHCTOBKATA
HOnuu 2025




