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Yrporecran 300 mg BarmHA/IHH KANCYJIH, MEKH

Utrogestan 300 mg vaginal capsules, soft 7—\9 £S5 # 18 -12- 2025

NMporecTepoH
progesterone

[IpoueTrere BHHMATE/IHO UAJIATA JIHCTOBKA, MPEAH 1A 3aM04HeTe /1a H3M0J/I3BaTe TOBA JIeKAPCTBO,
ThiH KaTO T4 CbAbPKA BaXKHA 3a Bac uudopmauus.

- 3ana3seTe Ta3d JUCTOBKA. MOXKe /1a c€ HAJIOXKH /1a i MpOYeTeTe OTHOBO.

- AKO MMaTe HAKaKBH JOMbJIHHUTEIHH BBIIPOCH, nonuTante Bawuus nekap, papmaleBT UiaH
MEMLIMHCKA CecTpa.

- ToBa nekapcTBO € npeanucaHo AM4HO Ha Bac. He ro npeorcrbnBaiTe Ha Apyru xopa. To Mmoxke
J1a UM HaBPE/H, HE3ABUCUMO Y€ MPU3HALIUTE HA TAXHOTO 3a00/19BaHe ca ChlUMTE KaTo Bawure.

- AKO NOJIy4YuTEe HAKAKBH HEXKEJIaHM JIEKAapCTBEHHU peakluH, yBeaomere Bawus nekap, papmauent
WJIM MEMLIMHCKA cecTpa. ToBa BKJIHOUBA U BCHYKH Bb3MOXKHH HEXKEJIAHU PeaKLIMH, HEOMNMUCAHH B
Ta3u JUCTOBKA. BHokTe TOuKa 4.

KakBo ¢cbaABbpKa Ta3H JIHCTOBKA:
KakBo npeacrasngsa YTporectaH v 3a KakBO €€ W3I10/13Ba

KakBo TpsaOBa na 3HaeTe, npeaM aa u3nosi3Bare Y TporectaH

g —

3. Kak na uznon3sare YtporecraH

4. Bb3MOXKHH HEXKEJIaHU peakKLiH

S. Kak na cbxpaHsBare YTporecraH

6. CbabpKaHKWe HA ONAKOBKATa W JOMbJIHUTEIHA UHPOpMALIUS
1. KakBo npeacras/isiBa Y TporecTaH H 3a KAKBO ce H3I0./13BA

MmeTo Ha Bawero nekapcTBo € YTporectaH. Y TpOrectaH CbAbpiKa XOPMOH, HAPEUYEH IMPOreCTepPOH.

3a KaKBO ce H3M0.13Ba Y TpPOrecTraH
YTporectaH MoXxe aa ce U3MoJ13Ba 3a NOANOMAaraHe Ha 3a0peMeHsIBAaHETO M0 BPEME Ha LIMKJIM Ha UH
BUTPO OIUI0XkK/1aHe.

3a noanomarane Ha 3a0peMeHsIBAHETO
YTporecraH e 3a )K€HH, KOUTO C€ HYXKAAAT OT JIOMbJIHUTE/IEH MPOrecTEPOH, I0KATO Ce MolaraT Ha
JIeYEHHWE B Mporpama 3a aCMCTHpaHa penpoayKTUBHA TEXHOJIOT .

2s Kakso TpaOBa 1a 3Haere, npean Aa H3M0.13BaTe Y TPOrecTaH

He n3noa3Baiite YTporecrau:

- aKO CT€ aJIepru4Hu (CBPbXUYBCTBUTEHH) KbM COSl MM QbCTBHLM;

- aKO CT€ aJIEPriUHU KbM NPOrecTePOH UM KbM HAKOS OT OCTAHA/MUTE CbCTABKH HAa TOBA
N1eKapcTBO (M30pOEeHU B TOUKA 6);

- aKO MMAaTe YEePHOAPOOHH HApYLUEHHUS;

- aKO UMATe MOXbJITABAHE HA KOXKATA WM OYUTE (HKbJITEHHLIA);

- aKo [10JIy4uTe HEOOSICHUMO BarMHaAJIHO KPbBOTEYEHHE;

- aKO MMaTe paK Ha rbp/jara WjiH KapLuHHOM Ha FreHUTATHUS TPaKT:;

- aKo uMarte TpomMood1eOumT; ([

- aKO MMATE WJIH CTE UMAJIM KPbBHHU CbCHPELIM BbB BeHUTE (TpoMOO3a), HaNpUMep Ha KpakaTa
(abi0oka BeHo3Ha Tpomb03a) wiu OenrTe apodose (OenoapodHa embonus); |

- aKO CT€ UMAJIH MO3bYEH KPbBOM3IUB UJIH HHCYIIT; |



- aKO CTpajiaTe OT pAAKO 3abonaBaHe HAa KPBLBTA, HAPEUEHO NOPPUPHA, KOETO CE npeaasa
HACNEACTBEHO;
ako cTe OpemeHHa, HO OebeTo BM € MOYHHANO BBLB BAC (IPOMYCHAT CIOHTAHEH abopT).

IlpeaynpexaeHua n npeanasHH MepKH

YTporecraH TpaOBa aa ce H3non3ea camo npes mbpsure 3 Meceua oT dpemennoctTa. ['oBopere ¢
Bawus nekap uau papMaLeBT, Mpead 4a NPUIIOKHTE Y TPOrecTaH.

YTporecran He € KOHTpauenTHs,

AKO uMmare aHader 1 M3MO0M3BaTe UHCYIIKH, 34 Ja KOHTPO/JIHpATE HUBATa HA KPbBHATA CH 3axap,
NEYEHHUETO C MPOreCTEPOH MOXKE Ja MOBIUAE HAa PeakKLUHMATAa B KbM HHCYJIMHA H MOXKE 1A CE€ HATOXKH
KOpPEKIiHA Ha aHTUAKA0ETHHTE NIeKapCTBa.

AKO MMaTe BarvHajlHO KbpBEHE, roBopeTe ¢ Balunsa nekap.

AKO MHCIIUTE, Y€ MOXKe J1a CTe HaNnpaBWIH COHTaHeH abopT, roBopete ¢ Baiuug nekap, Toii kato
TpaOBa 1a CrpeTe NPHUIIOXKEHHETO HA Y TPOrecTaH.

TpabBa na ce cabpikere ¢ Bauiua aexap, ako ce MOYYBCTBATE HEPa3NOI0KEHH A0 HAKOJIKO JHH cnen
NPHWIOKEHHETO Ha JIEKAPCTBOTO.

Jlenna B WOHOIMH
YTporecTas He e npeaHa3HaveH 3a ynorpeda npu Aeua ¥ IOHOLLK.

JApYra jiekapcTea B Y TporecTan

Tpabra na xaxere Ha Bamua nexap wiH ¢gapMaueBT, aKo NpUeMare, HaCKOPO CTe NPHEMAITH, WK
MOKE Nla IpHEMEeTe ApYrH AeKapcTea. ToBa BKIKOYBA JIEKAPCTBA, OTITYCKaHH 0€3 peLienTa,
BKJTFOYHTETHO TAKMBA OT PACTUTENICH Mpou3xoa. Tosa ce Hanara, Tbif KATO YTporecTaH Moxe na
NOBIHAC ACHCTBHETO HA HAKOM ApYTrH AekapcTBa. OT CBOA CTpaHa APYIH JICKAPCTBA ChLUO MOraT Ja
NOBNUAAT JEHCTBHETO HA YTpOrecTaH.

[To-cneunanHo, TpsadBa na kaxere Ha Baluua nexap win gpapMaLeBT, ako MPUEMaTe HAKOE OT CEAHHTE

NIeKapCTBa.

- paspeaHTENIH HA KPbBTA KATO KYMAapHHH WIH €HHHOHOH;

- LUMKIOCIIOPHH WIH TAKPOMHMYC (H3IT0I3BaH 3a NOTHCKAHE HAa HMYHHATA CUCTEMA);

- TH3aHHIHH (MYCKYJIEH PeNlaKCaHT);

- OpOMOKpHUNTHH, H3TION3BaH NpH NMpobaeMu ¢ xunopuszara WK donect Ha IlapxuHCOH;

- CeIernHH (3a JeueHue Ha Oonect Ha [lapkucoH);

- Aua3enam, XJIOpIHA3eNnoOKCH, annpa3onam, okcasenam uiH aopasenam (3a JeueHyne Ha
TPEBOMKKHOCT WIH Oe3CHHHE);

- JeKapcTBa 3a JeucHue Ha TyOepKyno3a (Karto pudaMnuurH 1 pndadyTHH);

- aHTHOHOTHUH (KaTo Hanpumep rpuseodyNBHH, AMITHLKANH, BMOKCHLWIHH H TETPALMKIHHH),
KOUTO C€ U3MON3BAT 32 JICYCHUE Ha OTNIpeAeneHH HHQECKLWH;

- (denuroun, denobapburan, kapbamasenuH, ecaukapdazenun, okckapdazenuH,
NPUMUAOH/pyPHHAMKUI, MepaMnaHea WIH TOMpaMaT (M3NOJ3BAHO MPH EMWISNCH ),

- PACTHUTENHH JIEKAPCTBEHH [TPOAYKTH ChIbPAKALUH XCBJIT KAHTAPUHOH;

- JapYHaBHp, HENPHHABHUD, docaMNipeHaBUP WM JJONMHHABHAP (M3MON3BAHH 33 JIEYCHHE Ha
BUPYCHH HH(pEKLUHN);

- Go3eHTaH (M3MON3BaH 3a NeueHHe HA DenoapoOHK HapylUeHHA );

- 1y KOHa301, UTPAKOHA30, BOPHKOHA301 {M3MON3BaHH 3a IeUeHHE Ha rbOuYHH HHPEKLHH);

- KeTOKOHa30J (H3MON3Ba Ce 3a JICUSHHE HA CHHAPOM Ha KYUIHHT - KOraTo TAIOTO NPOH3BEXAA
M3JIHLIBK Ha KOPTH30.);

- aTOPBACTATHH H/TH PO3YBacTaTHH (M3M0/I3BaHH 3a KOHTPOJHpPAHe HAa HUBATA HA XOJNECTepo);

- arperiMTalT (H3MON3BaHH 3a NPeBeHLHA Ha raJeHe M NMoBpbLUaHe).

YTporecTad ¢ Xpada H HATATKH fw P
YTporecran ce npunara BaruHanHo. [I[pueMbT Ha XpaHa U HAMUTKH HE MOBJIMABA eudn®ery. ™~ . "
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bpemMennocT, KbpMeRe B pepTRIHTET

- Yrporecral noanoMara 3a0peMeHaBaHETO, aKO NPOBEXKIATE NeueHKe 3a pepTunuTeT. Brokre
TOYKA 3 OTHOCHO KaK Ja npujarare Y TporecTaH.

- He u3non3seaiite YTporectaH, akO KbpMHTE.

IHodupane u paboTa ¢ MAIIHHHA
YTporectaH oka3Ba He3HaA4YHTENEH €PEKT BbPXY CnOocOOHOCTTA 33 WogHpaHe K padoTa ¢ MallKHH.

YrporecTaH ChaABPKA COEB JCEIHTHH
AKO CTE anepruyHi KbM QBLCTBUN WIH CO4, HE H3MOI3BAUTE TO3H JIEKAPCTBEH MPOAYKT.
3. Kak 1a n3noJjszsare YTporecran

Bunaru u3non3saitme ToBa 1€KapCcTBO TOYHO KAKTO By e kazan Bawusar siekap. AKO He CTE CHTYPHH B
Heillo, nonuTaiTe Balunsa fnekap wid gapMalleBT.

Yrnorpeba npr noanoMarane Ha 3abpeMensBaneTo

o He npuemaiite YTporectaH npes ycrara. BEIIpeKkd TOBa, aKO CIydyalHO [pUeMeTe Y TporecTaH
npe3 ycrara, TOBa HAMA Ja BH HaBpeau, a camo Lliie HAMATH BE3MOXKHOCTTA 3a 3abpeMeHsBaHe,

Ho3npoBKa

° JleyeHHeTO Ce 3aMmovBa HEe MO-KbCHO OT TPETHA AEH cliel CbOHPaHETO Ha AHLIEKIETKHTE.

° H3nonspaitre 600 mg YTporecraH JAHEBHO, B 3aBUCHMOCT OT YKa3aHUATa Ha Baiiua nekap.
[TocTrapsaiiTe eaHaTa KancyJia CYTPHH, & Apyrara Beuep npeau JaraHe.

° [1py naboparopHo aoka3zaHa GpeMEHHOCT, MPOABLKETE ChLUIOTO A030BO NMPUIIOKEHHE OO NOHe 7-

Ma ceaMHLA OT OPeMEHHOCTTa H He MO-KbCHO OT 12-Ta ceamMHuLua OT OpeMEeHHOCTTa, B
3aBUCHMOCT OT YKa3aHHWATa Ha Bauius nekap.

A0 cTe H3NOA3BAJIE HOBEYE OT Heo0X0AEMATA J03a YTporecTan

AKO CT€ H3INON3BAH MOBEYE OT HeOOXOAUMATa A03a YTpOrecTaH, ropopere ¢ Baunga nexap uiu
otHaete 1o Hah-6anskara Sonunua. Bsemere nekapeTroTo ¢ue cebe cH.

Morar aa ce MosBAT CNEAHKUTE CTPAHHYHH €(PEeKTH - 3aMasHOCT M YMOpa.

AKO cTe NPONYCHAIH 14 H3NOA3BATE Y TPOreCTaH

* aKO CTe NMPONMYCHAIHW 4033 Ha JIEKAPCTBOTO, NMPWIOXKETE IO BEAHAra, LLIOM ce ceTHTEe. Bbnpeku
TOBA, KO BPEMETO 3a NpuiaraHde Ha clieaAsainara no3a ¢ Habmoxuno, He npunaraire
NpoMyCHaTara.

* He npunaraiire asofiHa no3a, 3a 1a KOMNEHCHPATE NPOITYCHATATA.,

AKO CTe CIpPeJIH 218 H3N0JA3BaTe Y TPOrecTan

* ['oBopere ¢ Bamms nekap, papMaLieBT UM MEIULIMHCKA CECTpa, Npeau aa cnpere ynorpebara
Ha TOBa JICKAPCTBO. AKO crnipeTe ynorpedara Ha N€KapCTBOTO, TOBA HAMA 3 BH NMOMOTHE Ja
3abpeMeHeere.

* AKO HMaTe BBLIIPOCH OTHOCHO ynotpebara Ha TOBa JIeKApCTBO, KOHCYATHpaHTe ce ¢ Bamusa

nekap, papMaueBT HJIH MEAMLIMHCKA CECTpA.

4. Bb3MOXKHH HeKeJIAHH PeaKklHH

MHoro penku (Morar na 3acerHar oo | Ha 10 000 gywmn):
- CepHo3Ha anepruyHa peakuus, KOATo NPpUYMHABA 3aTPYIHCHO JHLIAHE WM 3aMa




HexxenaHu peakuMH ¢ HEM3BECTHA 4eCTOTA (OT HAIMYHHTE AAHHHK HEe MOXe aa Obje HanpaBeHa
OLleHKa):

- Conplex;

-  BarvHanHo KbpBeHe;

- Ma3seH CexpeT OT BAarajtileTo.

B pamkure Ha | - 3 uaca or ynorpebara Ha N1eKapCTBOTO MOXKE [1a H3NUTATE KPAaTKOTpaiHa ymMopa HiH
BHEHE Ha CBAT.

AKO 3a0enexuTe HEeXXENaHU peakLivi, pasiiIi4HH OT NOCOYEHHUTE MO-rope, yaeaoMere Bawus nekap.

Crobmasane HA HEXKEJIAHY peaKuHH

AKO NOMy4yHUTE HAKAKBY HEXXellaH! JIEKAPCTBEHH peakumy, yeeaomere Bawus niekap, papmaueBT wiu
MeOHLIHHCKA cecTpa. ToBa BKIIOYBA BCHYKH Bb3MOXKHH HEONMCAHH B Ta3M THCTOBKA HEXKETaHH
peakiiny. Moxerte cbLIO Ja cLOOLIMTE HEXKENAHU PEAKLMH JUPEKTHO Upe3 M3muiHKHTeIHA areHUHs N0
nekapcrsara yi. ,,Jlaman I'pyer” Ne 8, 1303 Codus, ten.: +35928903417, yebeairr: www.bda.bg. Karo
choOlI1aBaTe HEXENAHHM PeaKkLMH, MOXKETE Ja AadeTe CBOA NMPHHOC 3a NoJy4YaBaHe Ha MoBeye
HHGOpMaLHA OTHOCHO 0€30MaCHOCTTa HAa TORA JIEKAPCTBO.

S. Kak aa ¢expansasare YTporectran
Ha ce cbxpaHdaBa Ha MACTO, HEAOCTBITHO 34 jeLa.

He uznon3saiiTe TOBa JIEKAPCTBO Clie[l CPOKA HA MOAHOCT, OTOENA3EH BbPXY KapPTOHEHATA ONAKOBKA.
CpoKbT Ha FOZHOCT OTroB8apa Ha NOCASAHHUA AEH OT MOCOYEHHs MECELL.

Cnen orBapsHe Ha OyTHUnKara, H3NMON3BAKTE KANCYIUTE B paMKHUTE Ha 15 aHu.
Ha ce cbxpaHiaBa B OpHrHHAJIHATA OnakoBKka (OyTHNKara).

Ila ce cbxpaHsaBa npu TeMneparypa nog 30°C.
He nanonseaiite TOBa nekapcTeo, ako 3a0enexnTe BUAYMH NPOMEHH BbB BBHIHHA My BH].

He M3XBBPISHTE JISKAPCTBATA B KAHANH3ALMATA WM B KOHTECHHEpA 38 AOMALUHK oTnIaaelM. [fonuraiire

Bawunsa ¢apmaLeBT Kak 1a H3XBBPIATE NEKAPCTBATA, KOUTO Beue He U3non3eare. Tezn MepkH 1ue
CMOMOTHAT 3a ONa3BaHe HAa OKOJIHATA Cpea.

6. Coanpxkanne HA OHAKOBKATA H JONbJAHATEIHA HEPOPMALHSA

KakBo chABpKA Y TpOrecran

- AKTHBHOTO BelleCTBO € nporecTepoH. EaHa kancyna ceanpaka 300 mg nporecTepoH.

- JpyruTe ChbCTaBKY B KANCYJ1aTa ¢a CIbHYOTNIEA0BO Macio, papUHUpAHO, COEB JIELIMTHH,
xenatud, rauuepon (E422), turanos avokcua (E171) u npeuncreHa Boja.

Kak n3raexaa YTporecTan H XakBo ChAbPXKA ONAKOBKATA
Kancynure ca npoabIroBarH, ’XbITeHHKABH MEKH >XXEJIAaTHHOBH KarCyH, ChAbpPKALIH Ma3Ha
Oene3nukara cycneHsss. Pasmepure Ha kancynara ot 300 mg ca npubausurento 2,5 cm x 0,8 cm.

YTporecraH ¢e A0CTaBs B KAPTOHEHH OMAKOBKH, CbAbPXKAIIH: m IE'?:‘“-?:\
e Oenu MIaCTMACOBH OYTHIIKM OT MONHETHIIEH C BUCOKA TUTBTHOCT, ChC 3aIIIMTE y
MNOJHNPONUICHOBA Karnavka ¢ BUHT U Kbcalllo ce cpedupHo dponuo. 'onem 13@/ i)
Oyrunka ceaspxatua 15 kancyau. '

e PVC/Alu 6nucrepn c 15, 30 unu 45 kancynu.

He BcHuxu BUIOBE OMaKOBKH MoraT Aa ObJaT MycHaTH Ha nasapa.




IIpATexkaTes Ha paspemieBHETO 3a ynorpeda H NPOR3IBOAHTE

IlpaTexxaTen HA paspelmIenneTo 38 ynorpeba
Besins Healthcare Ireland Limited

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

Dublin 1, DO1 A9N3

Hpnauaus

IIpon3BoanTeN

Cyndea Pharma S.L.

Poligono Industrial Emiliano Revilla Sanz
Avenida de Agreda, 31

Olvega 42110 (Soria)

Hcnanus

HWIH

BESINS MANUFACTURING ESPANA
Poligono Industrial El Pitarco, parcela nr. 4

50450 Muel (Zaragoza)

HUenaaus

To3u nekapcTBeH nNponykT ce aAucTpudyTHpa B brarapus or EKODAPM EOO/.

To3H JekapcTBEeH NPOAYKT ¢ pa3peieH 3a ynorpeda B appxaBaTe WieRkH Ha EHII noa

CJIEAHHTE HMCHA.

benrns

brarapus
JlaHus
Ecronug
Hpnanaus
Ucnarnus
Hcnanus

Hranus

Kunsp
JlaTBHA
JInTBa
JTrokcemOypr
Manra
Hunepnanaus
Hopeerus
[lommna
[TopTyranus
CnoBakus
CnoBeHud
YHrapus

DOuHIaHINA

DpaHuuA
XbpBaTUA
Yexus

Utrogestan Vaginal 300 mg capsules molles/Utrogestan Vaginal

300 mg zachte capsules
Yrporectad 300 mg BaruiHaXHHU Kancy/ I, MEKH

Progestan
Utrogestan

Utrogestan Vaginal 300 mg Vaginal Capsules, soft
Progestan

Utrogestan

Utrogestan

Utrogestan

Progesterone Besins 300 mg mikstds vaginalds kapsulas
Progesterone Besins

Utrogestan Vaginal 300 mg capsules molles

Utrogestan

Utrogestan 300 mg, zachte capsules voor vaginaal gebruik
Utrogestan

Utrogestan

Utrogestan

Utrogestan 300 mg mikké vagindlne kapsuly

Utrogestan 300 mg mehke vaginalne kapsule
Utrogestan 300 mg lagy hﬂvelykapszula

300 mg vaginal, kapsel, mjuk

Utrogestan

Utrogestan 300 mg meke kapsule za rodnicu
Progesteron Besins




[LIBerus Utrogestan 300 mg mjuk vaginalkapsel

3a nonmbiHUTENHA HHPOPMALIHS OTHOCHO TO3H JIEKAPCTBEH NMPOAYKT, MOJIA CBBPXKETE C€ C JIOKATTHUA
MpeACTABHTE] HA MPUTEXKATeNd Ha pa3pelleHHeTo 3a ynorpeba:

EKO®APM EOO

ya. ,,AtaHac Jlykos” 29, er.3, 1407 Codus

ten: (02) 906 90 70

dakc: (02) 906 90 71

HAara Ha NoC/AeNR0 NPEepATIeKIAHEe HR JIHCTOBKATA




