JIncroBka: HHpopmManud 3a noTpeduTE A

IIpoayrekc 25 mg HHKEeKIHOHEH Pa3TBOP B NIPEABAPHTEHO HANNLJIHEHA CIIPHMHIIOBKA
Prolutex 25 mg solution for injection in pre-filled syringe

[Iporecrepon (Progesterone)

IIpoyereTe BHHMATE/IHO AJIATA JIMCTOBKA, MPEIAH A 3all0YHeTE a H3I10J13BaTe TOBA

JIEKApCTBO, ThH KaTO TH ChbAbPKa BaxKHa 3a Bac undpopmanus.

- 3ana3sere Ta3d JUCTOBKA. MoOXe /1a ce HaJI0XKH J1a s TPOYEeTeTe OTHOBO.

- AKO ¥UMare HAKaKBH JOITbJIHUTE/IHU BBIIPOCH, NonuTanTe Baluug jekap uiav gapmaiesr.

- Tosa niekapcTBO € npeanycaHo JUYHO Ha Bac. He ro npeorcrenBaiTe Ha apyru xopa. To Moxe
Jla UM HaBpeIH, HE3aBUCUMO Y€ MPU3HALMTE HA TAXHOTO 3a00JisIBaHE ca ChlUUTE KaTo Baluure.

- AKO noj1y4YuTe HAKaKBH HEKEJIaHHU peakLMH, yBeaomere Baiuus nekap uau ¢papmauesT. ToBa
BKJIKOUBA U BCHYKH Bb3MOXKHHU HEXKEJIAaHU peaKkLMH, HEONUCAHU B Ta3u JIMCTOBKA. BukTe Touka 4.

KakBo cbabpxka Ta3H JIHCTOBKA

KakBo npeacrasnssa [IposyTekce v 3a KakBO c€ M3M0J13Ba

I,

2. KakBo Tps0OBa na 3Haete, npeau aa usnonssare [Iposyreke

3.  Kak na usnonssare [Iposyrekc i )9 1230309

4.  BB3MOXHH HEKEJIAHH peaKLUH —— - e

3. Kak na cvxpansBare [IponyTrekc |

6. CbabpxaHHE HA OMAKOBKATa M AOMBbIHUTEIHA HH(POpMALMA G3556 3 1-07- 1025
1. Kakso npeacrasiasia [IposyTrekc H 3a KAKBO ¢e H3M0/13Ba

[IponyTekc cbabpka akTHBHAaTa ChCTaBKa nmporectepoH. [IporecTepoHbT € ecTeCTBEH JKEHCKH MOJIOB
XOpMOH. JIekapcTBOTO AeHCTBa BLPXY JIMraBULlaTa Ha Matkata U1 Bu nomara aa 3abpeMeHneere v aa

OCTaHeTe OpeMeHHa.

HPDHyTBKC € Np€AHAa3HA4YCHO 34 )KC€CHHU, KOUTO CC HY>KAAAT OT AOITBJIHUTC/IHO KOJIHHECTBO

NpPOrecTEPOH AOKATO C€ MOJIaraT Ha JieYeHHe B rporpamMa ¢ aCUCTHPaHHU Perpo/lyKTHBHH
TeXHOJIOruH (APT), KOUTO HE ca B CbCTOSSHUE /1a U3MOJI3BAT UJIK MOHACIT BArMHAJIHM TpenaparH.

2 KakBo TpsiOBa 1a 3Haere, npeau ja usnoussare Ilpoayrekc

He u3noassaure Ilpoayrekc

e AKO CTe aJIEpriYHH{ KbM MPOrecTepoH UJIM KbM HAKOS OT OCTaAHAJIMTE ChbCTABKHM HA TOBA
JeKapcTBO (MOCOYEHHU B TOUKA 6).

e AKO cTpajaTe OT BarMHaJIHO KbpBeHE (pa3/IM4HO OT HOpMajlHaTa MEHCTpYyallus), KOeTO He €
OM10 OLleHEHO OT Bawuusa nekap.

e AKO CTe€ MMaJIM CIIOHTaHeH abopT U BawuusaT nekap noao3upa, 4ye HAKOM ThbKaHHW ca BCe OlLE B
MaTKara.

¢ AKO [OHACTOSALIEM UMATE U3BBHMATOYHA OPEMEHHOCT.
AKO MOHOCTOSALLEM UMATE UJIK CTE€ UMAJIU TEKKH YEPHOAPOOHH MpodiIeMH.

e Ako Bu e nocraBeHa auarHosa WM MMa CbMHEHME 3a paK Ha rbpjaTa WM pak Ha
pENpOAYKTHUBHHUTE OpPraHHu. ~ ERU 4

€H3UMH ).

e AKO MOHACTOSALLEM UMATE UK CTE UMAJIM KPbBHU CbCUPELIM B KpakaTa, O€JIuT iy “‘“--.::F’f \
O4YMTE WJIM ApYyrajie B TAJ0TO. ) dae ;:\;-:cg_}

e AKo cTpaaare ot nopgupus (rpyna HacjaeACTBEHHU WK NPUAOOUTH HapyLLe ", .E N } =
by A% 2 M ‘



e AKO no BpeMe Ha OpPEeMEHHOCT CTE CTPaJaiy OT XKbIATEHHUIA (MOXKBJITABAHE HA OUHTE H
KOXaTa nopagu vepHoaApoOHU npobieMu), CHleH cbpbex WK MEXypH O KOXaTa.

® AKO CTe Ha Bb3pacT noj 18 roguHu.
IIpenynpexaeHHs H Npeana3sHd MEPKH

Ob6npHeTe cnenuaIHe BEHEMAHEE NpH yonoTpedara HA [Ipoayrexe
AKO NOJIYUUTE HAKOE OT H30POECHHUTE T10-A0Y 1O BpeME Ha JI€YEHHETO, YBeoMeTe He3a0aBHO
Bamnsa nexkap, THil KATO MOXE J1a C€ HATOXKH aeYeHHETo By na O6vae cnpaHo. Cobuio Taka He3abasHO
yBeAoMeTe Bawns nekap, ako M3NUTaTe HAKOE OT TAX HAKOJKO IHH CJie[ MocjieAHaTa 103a:
e CwpaeueH npuCThN {OONKH B rbpaMTe UK O0NKH B repda W/HnH IbM00KH 00JIKH H ITyJICUpaHe
B €/HATA UJIM IBETE PbLE, BHE3ANEH 33X, H3NOTABAHE, CBETOBLPTEXK, 3aMAAHOCT, FaACHE,
cbpuebuenre)
e UHcynt (cwiHo rinapoGonue WIH NOBpbLUAHE, 3aMasHOCT, IPHMAJIABAHE HJIH NPOMEHH B
3PEHHETO WIH rosopa, ¢1aboCT WIH H3TPHIIBAHE HA PbKa WM KPaK)
¢ KpbBHH CHCHPELIM B OYMTE MM KBAETO U Aa e B TU10TO (60J1Ka B OunTe MK 601K W NOLyBaHe
B I'IE3€HUATE, XOAWIATA U PbLETE)
e BioluaraHe Ha AcnpecUaTa
¢ Texxu rnarobonus, NMPOMEHHU B 3PCHUETO

IIpean neuenne ¢ Ilpoayrexc
YeeaoMmere Bawua nekap, ako CT¢ UMaTH WM UMATE HAKOE OT CACIHUTE, NPEeIH Aa H3MON3BaTe
[Iponytekc:
o YepHoapoOuu npobnemMu (JiekH WIH YMEPEHH)
Enunerncug
Murpena
Act™Ma
[IpobneMu cbe chpuero wiu 6b6peurTe
Jlnaber
e Jlenpecus
AKO HAKOE OT rOpHHTE ce OoTHacs 3a Bac, Bainuat nexap wie By Habnronasa BHUMaTENHO 1O BpeMe
Ha JIEYEHHETO.

Jena u oHOmMH
[TIpoayKTET He ce MpenopbyBa 3a ynorpeba npu Acua U I0HOIIH.

Apyru aekapcrea # Ilpoayrekc

HudopmMmupaiiTe Bamna nexap Wik papMaLEeBT, aKko NPUEMATE, HACKOPO CTE NMPHEMAJIH WIK MOXe aa
NpHeMETE HAKAKBH JIPYrH JIEKapCTBa, BKIIDYHTENHO JICKApCTBa, OTITycKaHu Oe3 pelienTa H OWIKOBH
nexapcTsa. Bb3MOXKHO € HAKOH JIeKapCTBEHH NMPOIYKTH Ja B3auMoaeucTsart ¢ [Iponyrekc. Hanpumep:

Kapbamazenun (M3n0/13BaH 34 JIEUEHHE HA I'bPYOBE/TIPUNIAIBLH)
PudamMnuumH (aHTHOHOTHK)

["puzeodynBuH (MpOTHBOrEOHMUHO NEKAPCTBO)

dennTouH U PeHobapburan (M3NOA3BaHM 32 IEHEHUE HA SITUNENCHA )
BUIKOBU MPOAYKTH, CHABPAKALIN XK BJIT KAHTAPUOH

L{MKI0CNOPHH (JIEKAPCTBO 3a HAKOH BUIOBE BB3MAICHHUE W CNEN TPAHCIUTAHTAUMUS HA OPraHu)
JlekapcTea 3a AedeHue Ha nquadert
KeTokoHa3on (MpOTHROIMEOHYHO NIEKAPCTBO)

® & & & » & & »

He HPHJI&FEFITE HPOHYTGKC COHOBpPEMCHHO C KOCTO H Ia € APYI0 HHXKCKLIHOHHO JIC



bpeMeHHOCT H KbpMeEHe
[TocbBeTBaiiTe ce ¢ Baiuus nekap unu ¢gapmaLeBT, NpeaH 1a NPHEMETE KaKBOTO H Ja € JIEKAPCTBO.

. [IposnyTekc MOKe a Ce U3MON3Ba Mpe3 MbPBUTE TPH MeceLa OT OpeMeHHOCTTA.
. Tosa nekapcrso He Tpabsa Aa ce H3NOA3Ba 10 BpEME Ha KbPMEHE.

[liojpupane 1 paréOTA ¢ MAIIHHHA
He wo@upaiire ¥ He U3NOI3BANTE HUKAKBU HHCTPYMEHTH WJIH MAIlIMHH, aKO CE YyBCTBATE ChH/IHBa
W/ WK 3aMadgHa o BpeMe Ha ynorpebara Ha [TpoayTekc.

IIpoayrexke ChABPXKA HATPRH
ToBa nekapcTeo Chabpaa no-mManko ot 1| mmol HaTpui (23 mg) B 1030Ba € JHHHLIA, T.€. MOXKE [1a CE
Kaxke, Y€ NPaKTHYECKH He CbAbPKA HATPHUH.

3.  Kak na u3nonssare Ilpoayrekc

BuHary U3nosi3BaiTe ToBa A€KapCTBO TOYHO KakTo Bu e xazan Baumat nekap. KoHcyntupaiite ce ¢
Baiuns nekap, ako He cTe CHIyYpHH B Helto. He 3abpagsiire, ue [Iponyrekc Tpabsa na ce uznonssa
caMo Moj HabMOAEHHETO HA JICKAP ¢ OMHT B JIEYEHHETO Ha NpodaeMH ¢ pepTHIIMTETA.

Kakso koandecTso [Ipoayrexc rpadsa 1a H3N0/13BATE H KOJIKO JBJAro?

[IpenopbukTenHaTa A03a € BeAHbX AHEeBHO HHDXKEKTUpaHe Ha 25 mg, obukHoBeHo a0 12-ta ceamuia
Ha MOTBBbpAcHAa OpeMeHHOCT (T.€. 10-cenAMHUYHO NleveHue).

Kak Tpsab6Ba na ce npuaara Ilpoayrexc
[IponyTexc TpaOBa Aa ce nmpuiara rnoj Kokara ([10AKOXHAa HHXKEKLMA, T.e. SC).

[lle moxxeTe aa ukextrupaTe 25 mg [IponyTeke NOAKOKHO clied MOAXOAALIH YKa3aHHa H oByueHue
ot Baiua fekap Win MeAHLIMHCKH CNIELIHAJIMCT.

[lpenu na cu vrxkeKkTUpaTte [IponyTeKe Like NOay4HTe CIIEAHOTO OOYHUEHHE U YKAa3aHHA:
o llle ce ynpaxuuTe aa npaBUTe NOAKOKHU HHXKEKLIMH
e Kbae a cM HHXKEKTUpPATE JIEKapCTBOTO
¢ Kak na npunarare Baluero nekapcrtso.

Mouas, npodYeTeTe YKa3aHAATA MO-J0JTYy 32 NOATOTOBKA H npAnarane na Ilpoayrekc.

CTBIKHUTE 34 CAMOHIKEKTHUPAHE ca:
A Tloaroroeka 3a HHXKEKLMATA
b IIpoBepka Ha omakOBKaTa
B Hmxexktupane
[ HaxebpasHe HA A3NOA3IBAHUTE NIPEAMETH.

Te3u cTbnKkH ca 00acHEeHHU NOAPOOHO MO-A0AY.

A. IloaroroBka 3a HHKEKIRATA
BakHo € 1a nogobp’KaTe BCUYKO Bb3MOXKHO Hali-4HCTO, TaKa Y€ 3arMo4YHETE, KaTO H3MHU
PBLETE CH U I'M NOACYLIHUTE C YKCcTa Kbprna. M3bepere unucra 30Ha, 3a 1a NPUrOTBHTE HH
CH.



CrneaHuTe apTUKYJ/IM He ce 10CTaBAT ¢ Balwuero nekapctBo. BawuaT nekap wid ¢papManeBT Lie
[MPEAOCTaBU T€3U NPOAYKTH.
e J[Ba TaMIIOHa, HANIOEHHU CBC CITUPT
e KoHTelHEep 3a OCTPHU NpeaMeTH (3a 0e30MacHO U3XBBPJISIHE HA NMPEABAPUTEIHO HAITb/IHEHATA
CMPHUHLIOBKA U 1p.)

b. IIpoBepka Ha ONaKOBKATA
e He u3noJ3BaiiTe NPoAYKTA aKO OMAKOBKATA € OTBOPEHA HJIH NMOBpPeEAeHA
e VYBepere ce, 4e MpeABapUTEIHO HalbJIHEHATa crnprHLOBKa [IponyTeke cbhabpika pa3TBopa.

e VYBepere ce, Y€ CPOKbT Ha NOJAHOCT BbPXY MPEABAPUTEIHO HAITb/IHEHATA CIIPUHLIOBKA C
[IponyTekc e Bce ouie BaiMaeH. He uanon3pauTe nNpoaAyKTUTE, aKO CPOKBT HA MOAHOCT €
U3TEKBJI.

B UnkekTHpaHe

e BawuAaT 1eKkap WM MEAULIMHCKH CrieLHaiMcT Beue BU e nokasa Kb/e 1a CH MHIKEKTHpATE
[IposiyTekc (Hanp. Kopema WM npeaHaTa 4act Ha 6eapoTo).

e He Hatuckaiite OyTanoTO Npeau HHKeKTUpaHe. Tora MoXke Aa noBejie 10 3aryda Ha JIeKapCTBOTO.

e OTBOpETE TAMIOHA, HANOEH CBC CIMUPT M MMOYUCTETE BHUMATEIHO 00/1aCcTTa HA KOXKATa, KbAETO
1€ C€ MHXKEKTHUPA, M 1 OCTABETE /1a U3CbXHE.

e OrcTpaHere Kanaykara Ha uriarta. BeaHbk oTcTpaHeHa, He MO3BOJIIBaiiTe Ha UrJiaTa Jia ce
NOKOCBa A0 HHULIO. ToBa e, 3a Aa CTe CUIYPHHM, Y€ Mrjlara lie OCTaHe YUCTa (CTepHIHA).

e JlpbKTe CIpUHLIOBKATA B €HaTa pbKa. M3non3BaiiTe apyrarta pbKa, 3a 1a NPUTUCHETE
BHMMATEJIHO KOXaTa B 00JIacTTa Ha MACTOTO Ha MHXKEKTHpaHe MEX1y rnasielia v nokasajena

v @ C nomouilra Ha ABHXKEHHE, MOJOOHO Ha 3a0MBaHE Ha CTPEJIUUKA,
BKapamlTe urjara B KoXkara, Taka 4ye Ko)kara W urjara ja

oOpa3yBar npaB bI'bJl.

e BkapaiTe urnara qokKpau B Koxkara. He HHKeKTHpaHTe JHPEKTHO BbB BeHA.

e HHxekTHpaiTe pa3TBOpa, KATO HATUCKATE BHUMATEIHO OyTasoTo ¢ 6aBHO U paBHOMEPHO
ABH)KEHHME, JOKATO LEJHAT pa3TBop Obe MHXKEKTUPaH 1101 Koxkara. MHxKeKkTupaiTe ueaus
pa3TBOP.

e (Ocpoboaere KoKaTa U U3AbpPHANTE B MpaBa MOCOKA HaBbH UIJIaTa.

e MH30bpliere koxkaTa Ha MSICTOTO Ha MHXKEKTHpPaHE C TaMIOHA, HaMoOeH ChC CITUPT, NMPaBeHKu
KPbIrOBH ABHIKEHHUS.

Besika npeaBapUTe/IHO HalmbJIHEHA CIIPUHLIOBKA € CaMO 3a €/IHOKpaTHa ynorpeoa.

I'. U3xBBLp/IsHE HA H3N0JI3BAHHTE NPeIMETH
® Cnen KaTo NPUKIIOYUTE C HHIKEKLMATA, NOCTABETE MPEABAPHUTEIHO HAITbJIHEHATa CIIPUHLIOBKA B
KOHTEHHEP 3a OCTPH MMPEAMETH.

AKO cTe H3M0/13BAJIH MoBeve oT HeoOxoaumarta a03a [poayrekc
Kaxxere Ha Baiwus nekap uiau ¢papmaueBt. CUMIITOMUTE Ha MNPEA03MpaHe BKJIKOYBAT CbHJIMBOCT.

AKoO cTe nponycHaaH Aa u3noassare Ilpoayrekc
[TpunoxkeTe no3aTa BeHAra LOM CH CIIOMHHUTE W CJi€/] TOBA MPOIBJIKETE KAKTO MPEe/H.
npuiaraiite ABOMHA 1034, 3a J1a KOMIIEHCHpaTe nponycHarara ao3a. Kaxere Ha Baiuu
CTE€ HanpaBWJIH.



AKko cTe copedn ynorpedara Ha [Ipoayrekc

He cnupaiite na nanonssare [Iponyrekc 6€3 nbpBo Aa ropopure ¢ Bamns nekap wiu dapmaliesT.
BHe3zannoTto criupane Ha IIponyTeke MOXe Ja IPpeAU3BAKA MOBHLISHA TPEBOXKHOCT, MTOTHCHATOCT M 1A
YBEJIHYH PUCKA OT I'bPYOBE (IIpUNaabLH).

AKO ¥MMaTe HIKaKBH JOITBJIHATEHU BLIIPOCH, CBBP3aHHU ¢ yrioTpebara Ha TOBA JE€KapCTBO, MONHUTaNTE
Bauns nexap wnim papMalesT.

4. Bb3MOXKHE HEKEIAHH peaKkHH

KakTo BCHUYKH JIeKapcTBa, TOBA IEKAPCTBO MOXKE /1a MMPESAU3BHKA HEXXEIAHU PEaKLMH, BHIIPEKH Ue He
BCEXH 'H MOJTy4aBa.

Chnpere DpHENOKEHHETO HA TOBA JIEKAPCTBO H Be3a0aBHO NOTHpPCeTe MEARIHHCKE NOMOII, AK0
HMATE HIKOH OT CJICIHHATE CHMIITOMH:

e (CBpbXCTHUMYJALMA HAa AUHHLKMTE (CUMITTOMHUTE BIJIKOYBAT OOJIKa B JOJHATA 4acT HA KOpeMa,
YYBCTBO Ha >KaXKJa M rajieHe, a OHAKOra M NMoBpblliaHe, OTAe/SHE Ha HaMaJIeHH KONHYEeCTBA
KOHLIEHTpHpAaHAa ypHHA U HaJAAaBaHE Ha TETJIO),

o Jlenpecus,

[loxwrTABaHE HA KOXAaTa U OA710TO HA OUHTE (GKBATEHULIA),

e Texka anepruvHa peaxkiUus, KOATO MOXE Ja MPUYHHH 3aTPYIHEHO AHLUAHE, [TONYBaHE Ha
JIULIETO ¥ I'bPJIOTO WIK TEXKbK 00pHB (aHa(DUAAKTOHIHU pEaKLIH).

Maoro 9ecTu: Morart Aa 3acerHar noseyve ot 1 Ha 10 gywm

o bonka, 3auepBaBaHe, cbpOex, ApasHEHE WITH ITOAYBAHE Ha MACTOTO Ha UHXKEKTHApAHE
e (Cria3bM Ha MaTKaTa

e BaruHanHo KbpBeHe:

YecrH: Morar ga 3acerHar 10 1 Ha 10 qyuwm

I naBobonue

[ToayT Kopem

CroMallHu 6051ku

3anex

IloppbllaHe U raaeHe

UyBCTBHTENTHOCT HA H/WIH OOMKA B bPAXTE

BarMHaIHO Te4eHHUE

H3TpbnBaHe WiIH HENPUATHO APa3HEHe WK CHPOex HA KOKATA HA K OKONO BIAraiHILETO
BTBBbpAsBaHe HA 30HATA OKOJI0 MACTOTO HA HHIKEKTHPAHE
CHHHMHHA OKOJIO MACTOTO Ha MHXKEKTHpaHe

YMopa (IpekoMepHa yMOopa, U3TOUIEHHE, CBHITHBOCT)

® & » & 4 > 4 & P b+

Heuecrn: Morar aa 3acerHart o | Ha 100 gyuu
s [IpoMeHH B HACTPOCHHETO

e 3aMadgHOCT

s bescnHue

e CTOMAalIHO-YPEBHU CMYILEHHA (BKIIOUHTEIHO CTOMALUEH IMCKOMPOPT 1/ wH OONE3HEHOCT,
razose, D0ne3HeHH Cra3MH M rajieHe)
KoxHau 00puBH (BKIKOYHTENTHO 3a4€pPBEHA TOILIA KOXA WIH NMOBAKWIHATH, CHpOALIM
MeTHA MM CyXa, HanmyKaHa MITH JIIOLIEUA CE UIIH NOAYTa KOXa)
[MonoyBaHe WHIH YroaeMsaBaHe Ha I'bpJaTta

YyBCTBO Ha ropeLiyHa

O01110 YyBCTBO HA JUCKOMMOPT WK ,,MYBCTBO HA HEPA3IIOI0XKEHHE™
bonka

® & & 0




C HEeM3BECTHA YeCTOTAa: OT HANMMYHHUTE JaHHH He MOXxe aa Obpae HaripaBCHa OLICHKA 3a 4YeCToTara

CneaHuTe HapyLLIEHHs, BBIIPEKH Ue He ca JOKIABaHH OT MALMEHTH B KIIMHHYHH MPOYy4BaHHA,
u3non3sally IIporyreke, ca onucaHu ¢ ApYry NporeCTUHMU: 0e3CbHUE { HHCOMHMSA ), CHHIPOM,
noao0eH Ha NpeIMEeHCTPYaIHUA B MEHCTPYAJIHU CMYLLEHHSA, KOMMPUBHA TPeCKa, aKHe, NPEeKOMepPEH
pacTeXK Ha Kocara, koconaj (anonewus ), HaaAaBaHe Ha TerJIo.

CrofmaBane HA HEXKEJAHH PeAKIHH

AKO NOJIYYHUTE HAKAKBY HEKENAHU peakLuH, yeeromere Bamns nekap, papmMalueBT WIH MEIUIIMHCKA
cecTpa. TOBa BKIIOYBA BCHYKH Bb3MOXHHU HEOMMCAHU B Ta3H JIMCTOBKA HEXeJIaHU peakuui. Moxere
ChIIO Aa CbOOLIKTE HEXEIAHH peaKlMd JUPEKTHO Ypes3:

H3nbaHMTENHA areHLH|a 1o JeKkapcTBara

yi. ,JlamsaH I'pyes” Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiiT: www.bda.bg
Karo cnobiaBare HexxeNaHM peakLyu, MOXETE Aa JaJieTe CBOS MPUHOC 34 NOJYyYABaHE HA MOBeYe
HHGPOPMALIMA OTHOCHO 0€30MacHOCTTa HA TOBA JIEKAPCTRO.

S. Kak xa coxpansBate IIpoayrexe

Ja ce chxpaHsaBa Ha MACTO, HEAOCTBIIHO 3a AeLia.

I[a HE C€ ChXpaHABa B XJIaZHUJITHUK WIH 3aMpa3fBa.
ﬂ;ﬂ CC CbXxpaHsiBa B OpHUI'HHa/lHaTa ONaKOBK4, 3a Aa CC [IpCAIla3Hn OT CBCTIIMHA.

He u3non3paiite TOBa J1eKapCTBO CJie/l CPOKA HA FOAHOCT, OTOENA3aH BbPXY €THKETA U KapTOHEHaTa
onaxoBka cnen ,,l oaeH no:™.

He w3non3saliTe TOBa JIEKapCTBO, aKO 3a0€1eXHUTe YaCTHLM B Pa3TBOPa MJIH aKO pa3TBOPHT HE €
OUCTDD.

Beaka npeaBapHTENHO HAITBIHEHA CIPUHLIOBKA € CaMO 3a €JHOKpaTHa ynorpeba.

He u3xBbpisiiTe N€KapcTBaTa B KAHAIM3ALUUATA WIH B KOHTSHHEPA 3a AOMALUHH OTIIAABLM.
[TonuTaiite Bamuna dpapmaueBT Kak Aa U3XBBPIIATE JIEKAPCTBATA, KOMTO Beue He uanonseare. Tesu
MEPKH LLE CITOMOTHaT 3a Ona3BaHEe HA OKOJIHATA CpeAa.

6. C'b,II'l:pilEaHHE HAa ONI&AKOBKAaTAa H JONILJIHHTC/THA HH(I)DpMa[lHH

Kakso cbabpixka Ilpoayrexc

AKTHMBHOTO BELIECTBO € nporectepoH. Bedaka npeasaputenHo HanmbiaHeHa cnipuHuoBka (1,112 ml)
ChABPKaA 25 mg nporectepoH (22,48 mg/ml).

Hpyrure chCTaBKU Ca: XMAPOKCHNponwideraaeke, auHaTpuer docdar, Harpues quxuaporeH docdar
JUXUAPAT, BOOA 38 MHXKEKLHH.

Kak m3raexza IIpoayreke H KAKBO CHABPAKA ONAKOBKATA

HPOJ]}/TEI{C € SHCTBP 633].I,B6T8H pPasTBOp 3a HHXKCKTHPaAHE B MpCIBaApUTCJIHO HAITBJIHE
NnpeaoCTaBCH B CThKJICHA CIIPHHLOBKA.




Beska KapTOHEHA KyTHA ChABPXKA 7 WK 14 nIpeIBapUTEHO HAMbJIHEHU CIIPUHLOBKHM. He BCHYKH
BHI0BE ONMAKOBKYW MOraT Ja 6paarT mycHATH Ha fasapa.

[IpuTexkaTes] HA pazpemeHHeTo 32 ynoTpeda H NPOR3IBOAHTE:
IBSA Farmaceutici Italia srl

Via Martirt di Cefalonia, 2

26900 Lodi — Uranus

Tosa neKkapcTBO € pa3spelieHo 3a ynoTpeda B CTpaHUTE WieHKH Ha EBponeiickoTo HKOHOMMYECKO
npocTpaicTBO H B O0ennHeHoTO KpancTeo (CesepHa Upnanaus) noa cliefHUTE TLProOBCKU HMEHA:

ABcTpHui: Progedex
benrus: Inprosub
bearapus: Prolutex
Kunsp: Prolutex
Yexud: Prolutex
Jauus: Prolutex
Ecronus: Lubion
dunnanmmg: Prolutex
®panuus: Progiron

[ 'epManns: Prolutex
[spuus: Prolutex
YHrapus: Prolutex
WUranus: Pleyris
JIurea: Lubion
JlatBus: Lubion
JIrokcembypr: Inprosub
Hopserus: Prolutex
[Tomma: Prolutex
[Topryrammsa; Prolutex
PyMsHUA: Prolutex
CnoBakusi: Prolutex
[[IBewus: Prolutex
Hcnanua: Prolutex
Hunepnannus: Prolutex
O6enuneno kpajictBo (Cepepra Hpnanaus): L.ubion

Hara Ha DocjieaHo npepasriexknane Ha Jucropkara: 05/2025




