JIUCTOBKA




JIncToBKA: HHPOPMALUHA 32 BALHEHTA

Ato3nban EVER Pharma 37,5 mg/S ml konuentpar 3a undyznoHeH pa3rsop
Atosiban EVER Pharma 37.5 mg/S ml concentrate for solution for infusion
aTo3ubaH (atosiban)

IIpoyeTreTe BHHMATE/IHO UAJ1ATA JHCTOBKA, Npean Aa Ba 6bae npaiokeHo ToBA J1eKAPCTBO Thil
KaTo T4 CLALPXKA BaxHa 3a Bac aadopmanua.
- 3ana3sere Ta3W JUCTOBKA. MoXe aa ce HalloXK a 1 MPOYETETE OTHOBO.
- AKO UMaTe HAKAKBH JOMBJIHUTEIIHY BBINPOCH, IONMTaHTe Baluug nekap, akylepka wiu
(hapMaLeBT.
- AKO Nnonay4HTe HAKAKBU HEXKeNaHU peakLMH, yeeaomere Bawng nekap unu ¢papmauesaT. Topa
BKJTKOUBA H BCHUYKH Bb3MOXXHH HEXKENAHW PEAKLIMK, HEONHUCAHH B Ta3H JUCTOBKA. BuxkTe

To4yka 4.

KaKBo ¢bABPKA TA3H JINCTOBKA:
Kakso npeacraBnasa Atosnban EVER Pharma u 3a xakso cep
Kakso TpsbBa aa 3Haere, npean na Bu 6bae npunoxen ATos
Kak e Bn 6bae npunoxken Atoszuban EVER Pharma
B13MOXHH HEXETaHU peaKUuHH

Kak na cexpaHaBate Ato3znbaH EVER Pharma

AN o

1. Kakso npeacrasasBa Ato3n6an EVER Pharma u 3a kakE

ATto3uban EVER Pharma cvabpxa aroznban. Atoauban EVER Pharma Moxe na ce uznonsea 3a
NpeROTBPAaTABAHE Ha NPEKACBPEMEHHO paxKaaHe Ha Bawero 6ebe. Atozmban EVER Pharma ce
H3MON3Ba NPH Bb3pACTHH OpeMeHHH KeHH, oT 24-Ta po 33-Ta ceaMHLA Ha OPeMEHHOCTTA.

Ato3nban EVER Pharma neiicTea, kaTo HamanaBa CHJIaTa Ha KOHTpaKLKHUTe Ha MaTkata Bu. Ocgex
TOBa KOHTPAKUHHTE HACTBINBAT NO-pAOKO. T0Ba ce noAy4Yasa B pe3ynrar Ha OJ10KHpaHe Ha NEHCTBHETO
HA €CTECTBEHHSA XOPMOH, HAPEYEH “OKCHTOLIMH ', KOWTO NPEAH3BHKBA KOHTPAKLIMM Ha MaTKaTa.

2. KaxBo Tpa0Ba 1a 3Haere, npeau 1a Bu 6bae npusioxen Arosnb6an EVER Pharma

He n3noassaiite Ato3aban EVER Pharma:
- aKo cTe Opemenna npeau 24-Ta ceamMuLa.

- ako cTe OpemeHHa cnen 33-ta ceaMuLia.

- aKo ca By H3TeKIIH BOAUTE (MPEXKAECBPEMEHHO CITYKBAHE Ha OKOJIOMIOAHHSA MeXyp) M cTe ¢iea 30-Ta
ceaAMHLA OT OpEMEHHOCTTA.

- aKO 0BT ((PeTYCHT) HMA HapyIlIeHa ChPAEYHa HECTOTA.

- AKO KMAaTe KbpPBEHE OT BAArajJHIIETO U BawuaT nekap npenopbyea paxaaHeTo Aa 3afovyHe BeHara.
- KO MMATe Taka Hape€yeHara ,, T¢XKKa nmpeeKaMncus” ¥ Bawmnar nekap npenopbyBa pa’k1aHeTo 1a
3aMo4YHe BeAHara. [exkara npeeknamrcus € CbCTOSHHE, FIPH KOETO MMaTe MHOIO BUCOKO KPbBHO
HaNAraHe, 3aabp>KaHe Ha TEHHOCTH W/ HNH BenThK B ypUHATA.

- aKO UMATe Taka Hape4deHara ,,eKIaMIcHa, CbCTOAHHE, KOETO € NMOAOOHO Ha ,,TEXKKA NpeekaMncus™,
HO MOX€ 1a BIJTIOYBA M I'bpuoBe (KOHBYNCHH). ToBa 03Ha4aRa, He pakaaHeTo TpaOBa a 3anouHe
BEIHara.

- aKO NNOABT € MBPTHB,

- aKO MMAaTe HJIH € Bb3MOXKHO Ja MMATE MH(PEKUHA Ha MaTKaTa.

- aKO nnaueHTara By € nokpuna pogosms KaHasl.

- aKo nnaueHTara Bu ce e otnenuna ot creHaTa Ha MaTkara.

- aKO NpH Bac Wiu npH mnoga uMa Apyru CbCTOAHKMSA, NPH KOHTO 6U 6U10 onac
NPOLABIKH.




- aKO CTe aJIepri4HU KbM aro3ndaH WK KbM HAKOS OT OCTAHAJIUTE ChCTABKM HA TOBA JIEKAPCTBO
(M3bpoenu B TOUKA 6).

He wanonseaire Atosuban EVER Pharma, ako Hsikoe oT ropeusdpoenuTe ce otHacs a0 Bac. Ako He
CT€ CHTYPHH B Helllo, ropopeTe ¢ Bamiua nexap, akyniepka Win papmMauesT, npeay aa Bu npuaoxar
Arto3uban EVER Pharma.

IIperynpexacHus H NPeanNa3HA MepKH

I'oBopete ¢ Bawus nekap, akywepka unu gapmatierT, npead na Bu npunoxar Ato3uban EVER
Pharma:

- aKO MHCJIHTE, Y€ Ca BU W3Ten BoaxTe (NPEKACBPEMEHHO CITYKBAaHE Ha OKONOMAOAHHSA MEXYP).

- aKo uMare npobnemu ¢ OBOpeunTe UK YepHUA ApoH.

- ako cre OpemeHHa B 24-ta 10 27-Ma ceaMuLa OT OpeEMEHHOCTTA.

- aKO ¥MaTe MHOronnogHa OpeMeHHOCT.

- aKO KOHTpakuuuTe BH 3anouHaT oTHOBO, neueHneto ¢ Atosnoad EVER Pharma moxe aa ce
NOBTOPU HAH-MHOTO OLUE TPH MBTH.

- aKO MJIOALT € MaNbK 32 Neprona Ha OpeMeHHOCTTa Bu.

- BB3MOXKHO € criocoOHOCTTa Ha MaTkaTa By Ja U3BbpLIBA KOHTPAKUMH [a HAMAJIee Cle] PAKIAHETO
Ha 6ebeTo. ToBa MOXe 1a NPUMHHHU KbPBEHE.

- 8KO cTe BpeMeHHa ¢ noseye oT euH MNoa W/uind ca Bu npeanucaHu nekaperea, KOUTO MOrar fa
3a0aBAT paxxaaHero Ha Bawero 6ebe, kaTo HaNpUMep JIeKapcTBa 3a BUCOKO KPBBHO HastaraHe. Toea
MOXKE J1a YBEJIHYH pHCKa oT Henoapoben oTok (chbupaHe Ha TeunocT B HennTe ApoboBse).

AKO HAKOE OT ropeH30poeHuTe ce oTHacA Ao Bac (1M He cTe curypHa), KoHCcynTHpaiite ce ¢ Bawns
JeKap, akyliepka Wiy gapmauesT, npeau aa Bu 6bae npunoxen Ato3znbad EVER Pharma.

Adena v WHOIIM
Ato3nban EVER Pharma ne e npoyueH npu 6peMeHHH xeHH Ha BB3pacT rnoa 18 roauHu.

HApyru nexapcrsa n ATo3nb6an EVER Pharma
Tpabea na kaxeTe Ha Baltna nexap, akyliepka Ui papMaueBT, aKo NPHEMATE, HACKOPO CTE
NPHEMANIH UJTH € BL3MOXKHO Aa NMpHEMaTE APYIH JIEKapCTRa.

bpeMeHHOCT H KbpMeHe
AKO cTe OpeMeHHa H KbpMHTE NO-roNsaMo JeTe, TpAOBa aa NpeKpaTHTe KbPMEHETO, AokaTo Bu
npunarar Atozuban EVER Pharma.

3. Kak me Bu 6bae npunoxen Atozu6an EVER Pharma

ATto3nbaH EVER Pharma e Bu 610e npunoxen B 601HHLA OT nekap, MEAULIMHCKA CECTPa MM
aKywepka. T'e ille pelaT OT KAKBO KOJIMHECTBO HMATE Hyx(aa. Te Cbillo TaKa Ile Ce YBEPAT, U€e
PasTBOPHT € OHCTBP H HE ChABLPHKA YACTHLIM.

ATo3nban EVER Pharma we Bu 61n1e nprunoxeH no BeHO3€H NbT (HHTPABEHO3HO) Ha TPH €Tana;
- ITbpBata usxekuus ot 6,75 mg B 0,9 ml we Bu 6b1e urxekTHpaHa 6aBHO NO BEHO3EH NMBT B
NpoAb/DKEHHNE HA €/HA MUHYTA. |

- Cnen Toea we Bu 6bae npunoxkeHo HenpekbcHATO BIMBaHE (KaNkoBo) ¢ £o3a 18 mg Ha vac B
MpoALLKEHHE HA 3 yaca.
- Cnen tosa ute By 611e NpHNoeHO ApYro HENPeKbCHATO BIHBaHE (KANKOBO) ¢ 1032
NPOABLJKEHHE Ha 45 Yaca, Wiy JOKaTO KOHTpaKUUHTe Bu cnpar.

Ofuwara NpoAbKATENHOCT HA NEYSHUETO He TpaOBa Ja HaaxBbpas 48 uaca.




Mo-HaTaTbUibo nevenue ¢ Ato3nban EVER Pharma moxe /1a ce NpHiIoxkH, ako KOHTpakuunTe BH

121104HAT OTHOBO. Jleuenyeto ¢ AToznban EVER Pharma moxe na 6bAe NPHIIONKEHO HAR-MHOMO OIE
TPW MbTH.

Mo speMe Ha neueHKeTo ¢ ATo3nbaH EVER Pharma Mose aa ce npocieasBar KoHTpakuuure Bu v
chpAeyHaTa YECTOTA Ha M0Aa.

*

[penopbusa ce Aa HE €€ Npuarat nosete oT TpH LIMKBIA Ha neveHune no BpeMe Ha eaHa OpeMeHHOCT.

4. BLiMOXKHH HEXKETAHH PEAKUHH

KakTo BCHUYKH IEKapCTBa, TOBA NIEKAPCTBO MOXKe la NPEAH3BHKA HOXEaHN PEaKLIMH, BbIIPEKH HE HE
BCEKH MW NONYyHaBa. |

HeskenaHuTe peakuny, HabniofasaHy Npy Maikara, B I0BEUETO CllyHan ¢a ACKH. He ca n3gecTHH
HeXeNaHW PeaxuHH Npy Naoja Wiy HOBOPOACHOTO.

CretHUTE HEXENAHH PeakuMy MoraT Aa 6baat npean3BuKaHHi OT TOBA JIEKApCTBO.

Muoro uecT (3acarat nosede ot 1 Ha 10 aylu)
- ['ancHe.

Yectn (3acarar go | Ha 10 nyuwin)

- I"'napobonue.

- UyBCTRO HaA 3aMasaHOCT.

- ['opetin BbIHA.

- [TopbluaHe.

- Yekopena cbpaetHa AeHHOCT (cbpuebueHe).

- Hucko kpbBHO HanaraHe [Ipu3HauuMTe MOTraT 1a BKAIOUBAT 3aMaRHOCT Nk NpPUMAaNIABAHE.
- Peakuys 1a MSCTOTO H& HHKEKTHPAHC.

- Bucoka KpbBHA 3axap.

Heuecry (3acarat a0 | Ha 100 gyum)
- Bucoka remnepatypa (Tpecka),

- [Ipobnemu c¢be cbha (GescuHuUe).

- Cbpbex.

- Obpus.

Peunku (3acarat a0 | Ha 1000 nyusu)

- BLaMOKHO € crocoBHOCTTa Ha MaTkaTa By aa ce chKpaluasa Aa € HamaneHa el paxAaHeTo Ha
6ebeto Tora MOXKE Aa MPHYMHHA KbPBEHE.

- ANepruyHy peakuH1u. '

MoxeTe 14 NoNyunTe 3abXBate Wi Henoapoden oToK (cbOupaHe Ha Te4HOCT B GennTe 1pobose).
0cOBEHO aKo CTE BPEMEHHA C MOBEUE OT €AHH IUI0A W/HIIY Oy HaBaTe APYTH JICKapeTBd. KOWTO MOTaT
na 3a6assaT paxcaaHero Ha Bawero Gebe, kaTo HanpuMep ICKapeTea 33 BUCOKO KP'LBHO HA/IATAHE,

Cho0maBaHe HA HeXeJaHH PECAKIHH

AKO fONYUNTE HAKAKBH HEXENAHHW JIEKapCTBEHH PEaKUMH, yBECAOMETE Batuus nekap, akyliepka HiH
dapmawesT. ToBa BKIIOUBA BCHUKH BBH3MOXKHH HCOMUCAHN B Ta3K NIMCTOBKA HEXKENAHN poaf
MoskeTe ChILO Ja ChOOLLUUTE HeXeNaHu peakurH AUPEKTHO Ha:

U3nbAHKUTENHA areHLUMS NO €KapcTraTa
yn. Jamsan ['pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417




yebcadit: www.bda.bg

KaTo cpobl1aBaTe HeXXenaHu pP€aKLUHH, MOXCTE 1d AaACTC CBOA HPHHOC 34 NoJyYaBaHE HAa NOBEUC
HH(I)DPMHL[HH OTHOCHO De3onacHocTTa Ha TOBa JICKapCTBO.

3. Kak na chxpanasate ATo3Hb0an EVER Pharma

I[ﬂ CC CbXpaHABa Ha MACTO, HCJOCTBNHO 3a ACLA.

He u3non3seaiire ToBa ekapcTBO ciell CpoKa Ha rOAHOCT, oTOena3aH BbpXY eTHkeTta caea ,.J'oaen no:*
CpOKbT Ha rogHOCT OTroBapA Ha NMOCNEHUA AEH OT NMOCOYEHHA MECELL.

Ja ce cvxpaHaBa B xjagunHuk (oT 2°C no 8°C).
Ja ce cbXpaHsaBa B OPUIMHAIHATA ONAKOBKA, 3a Aa CE€ NPeANna3H OT CBET/IUHA.

XuMHYyeckaTa H pusnvecka ctabunroct npu ynorpeba e aokasaHa 3a 48 yaca npu craitva
TEMINepaTypa ¢be U 6e3 3aLUUTa OT CBETJIMHA H B XJaJHIHHK., OT MHKpOOHONOrHYHA IMEAHA TOYKA,
NpoAyKTHT TpabBa aa ce U3non3sa HezabaBHO. AKO HE ce U3NON3Ba BEIHAra, BpEMETO W YCJIOBHATA HA
CbXpaHeHHe Npean ynorpeda ca OTroBOPHOCT Ha noTpeOUTENs W He OW TpAOBAIO Aa €A NO-ABICU OT
24 yaca npu 2°C po 8°C, ocBeH ako pa3peKIaHeTO HE € H3BBLPLIEHO MPH KOHTPOJIHPAHH U
BaJTMAMPaHH acEITTUYHH YCIOBHA.

He n3nonssaiire ToBa n€KapCcTBO, ako 3abenexuTe BUAHUMHU YaCTHLIM MW NPOMAHA B LIBETA NpeaH

NPUIOKEHHE.

6. Chabpacanue HA ONAKOBKATA H JONBJIHHTENIHA HHpOpMaNHS

Kakso coanpka ATo3nb6an EVER Pharma

- AKTHBHOTO BelleCTBO € aTo3nbaH. Beeku ¢akoH (5 ml) ¢ 37,5 mg/5 ml koHueHTpar 3a
HHQY3HOHEH pa3TBOp chAbpXka 37,5 mg aro3ubaH (kaTo auerar).

Bcexu m] koHUEHTpAT 3a HHDY3HOHEH pa3TBOP ChABLPHKA 7,5 mg aro3ubaH (kaTo auerar).

- HpyruTe ¢bCTaBKM €a MAHKTON, XJIOPOBOJOPOAHA kucenHHa | M (3a kopexuwms Ha pH), Hatpues
xuapoxcu (3a kopekuys Ha pH) u Boaa 3a HHXKeKLHH.

Kak nirnexna Arosuban EVER Pharma u kakBo chABbpka onaKoBxara

ATto3uban EVER Pharma 37,5 mg/5 ml xoHueHTpar 3a undy3uoHeH pasTBop e npo3paueH, 6e3uBeTeH
pa3TBOp O€e3 YaCTHLH.
Enna onakoBka chaspika eauH ¢giakoH ot 5 ml pasreop.

CucremMata 3a 3aTBapAHe Ha KOHTEHHEPA CE CbCTOM OT €AHH Ge3HBETEH CTHKIEH (DAKOH, 3aTBOPEH C
6pomofyTHI0BA FyMEHa 3ayluanKa ¥ OTYYNBALIO CE Kanade OT MOMHAPOTHIEH U allyMHHHIA.

IIpuTekaTen Ha paspelIeHHETO 3a yHoTpe6a B NPpOH3IBOAHTE

EVER Valinject GmbH
Oberburgau 3

4866 Unterach am Attersee
ABCTpHS

IIpon3iBoanTen:

EVER Pharma Jena GmbH




Otto-Schott-Str. 15
07745 Jena
['epmMaHun

EVER Pharma Jena GmbH
Briisseler Str. 18
07747 Jena

['epManus

ToBa J1ekapcTBO e pa3pemeHo 3a ynorpeta B AbpkaBHTE — WieHKH HA EBponeiickoTto
HKOHOMHYECKO NPOCTPAHCTBO, H B ObennneHoTo kpaacrso (Cepepaa Uphanaug) noa ciaeanure
HMEHA:

— el ey . L

Jdara ra nocjieHo npepasriexiaHe Ha JHCTOBKATA

ABCTDHS Atosiban EVER Pharma 37,5mg/ Sml Konzentrat zur Herstellung einer Infusionsldsung
Benrua Atosiban EVER Pharma 37,5mg/ 5ml -
Concentraat voor oplossing voor infusie
Solution a diluer pour perfusion
_ _{ Konzentrat zur Herstellung einer Infusionsldsung
bbarapus Aroanban EVER Pharma 37,5 mg/ 5 ml koHueHTpaT 3a HH(Y3IHOHEH pa3TBOp
_‘-{-e:mxa Atosiban EVEI{}’harma 37,5mg/ Sml Koncentrat |;o infuzni roztok
penybaukKa
['epManus Atosiban EVER Pharma ?:'7_,Smg/ Smi Konzentrat zur Her:tellung einer lnfusionslﬁsu;g
,H;HHH Atosiban EVER Pharma 37,5mg/ Sml koncent;t til infusionsvaeske, oplasning
ch;;m Atosiban EVER Pharma 37,5mg/ Sml concentrado para solucidn para perfusion EFG
Pununangua | Atosiban EVER Ph;ma 37,5mg/ 5ml infuusiokonsentraatti, liuosta varten
(Dpa;mﬂ | Atosiban EVER Pharma 37,5mg/ Sml solution a diluer pour perfusion
r'l:.pl_l;ﬂ | Atosibam’EVER-;hanna
rr)('hpﬂarmi | Atosiban b:VER Pharma 37,5 nTg/lS n;i koncentrat za otopau za infuziyu
| HAranus t Atosiban I:Z_VER Pharma o B )
JiokcemOypr | At;sibanEVER Pharma 347.:5 mg/5 ml solution a dilue:pour perfusion
Hunpaepnanaus | Atosiban EVER Pharma 37,5mg/ Sml conce;traat voor oplossing vogr infusie
Hopeernus i _gtosiban EVER Pharma 37,5mg/ Sml kﬂnsentr; til infusjonsvwskefoppltasning i
[Toniua Atosiban EVER I:harma B
[loptyranus | Atosiban EVER l:hanna 37,5mg/ 5ml Co;lzzentrado para S(;;c:ﬁ_o para Perfusido
PyM’b:Hﬂ Atosiban EVET( Pharma 37,5mg/5;I ;o_Lmentrat pentru so]-u-tie perfuzabila
].[JBeu_;ﬂ -Atosiban EVER Pharma 37,5mg/ Sr-nljl‘mncentrat till int;sionsviitska, [Osning
CJ‘IDBE::IHH Atoziban EVEJI-Q Pharma 37.Smg/ 5ml koncentrat za:a_z-;ﬂpinﬁ za infundiranje
C.TIOB&_II]KEI | Atosiban EVER Pharma - -
Penybnuka
Oﬁeﬂu_ﬂeun Atosiban EVEJI:{ Pharma 37?1;1;/ Sml Concentrate f{;r Solution for | /
Kpancteo ) / _ m




[TocoueHara no-aony nHOpMaLIMA € MpeaHa3HaY€Ha CaMoO 3a MEAHLMHCKH CreLHanucTH:
(ByrkTe CHLIO TOYKA 3)

HHCTPYKIHH 32 H3NO/I3BAHE
INpeaun na wanonseare Arosuban EVER Pharma, TpaGsa na ce nposepu, 4e pa3TBopbT € OUCTBD H Oe3
HACTHLM.

ATo3nbad EVER Pharma ce npunara MHTpaBeHO3HO B TPH NOC/IEA0BATENIHH €Tana:

- Hauannara nHrpaBeHo3Ha uHxekuus ot 6,75 mg B 0,9 ml ce nwxekrHpa 6aBHO NO BEHO3€EH MBT B
NPOABIKEHUE HA €AHA MHHYTA.

- HenpexkbeHaTa HHQY3ua cbe ckopocT 24 ml/4ac ¢ce npunara B npoawnKeHHe Ha 3 Yaca.

- Henpexbehnata uHoy3ua cbe ckopocT 8 ml/uac ce npunara 3a He noseye ot 45 yaca, HIH J0KaTO
KOHTPAaKLMHMTE Ha MATKATa NpecTaHar.

O6uaTta NpoaABIKUTETHOCT Ha NEYEHHUETO HE TpAOBa a Hanxebpas 48 yaca. [To-HaTaTbILHO NeyeHHe
¢ Aro3uban EVER Pharma Moxe ga ce npunoxky, ako KOHTpaKLHHMTE 3ano4HAaT OTHOBO, [Ipenopbusa
ce J1a He ce NpHarar Nnopeye OT TPH LIKKIA Ha JieYeHHe No BpeMe Ha ¢1Ha OpeMEHHOCT.

IIpurorBafe HA HHTPABEHO3HHN HHPYIHOHEH PA3ITBOP:

HHTpaBeHo3HaTa HH]Y3HS C€ NPHIrOTBA Yype3 paspexaaHe Ha Atozuban EVER Pharma 37,5 mg/S ml
KOHUEHTPAT 3a HHPY3IHOHEH Pa3TBOP B MHIKEKLIMOHEH Pa3TBOp Ha HaTpHeB xnopua 9 mg/mi (0,9%),
pa3TBop Ha PuHrep naxrar und 5% 1./06. pa3tBop Ha rnoko3a. ToBa ce OCbLIECTBABA, KaTo Ce
u3ternat 10 ml paszteop ot 100 ml undysuoHeH cak u ce z3amectar ¢ 2 ¢nakoHa ot S ml Aroszuban
EVER Pharma 37,5 mg/5 ml koHueHTpat 3a HHpY3HOHEH pa3TBOp, 3a Na Ce NOAYYH KOHUEHTPALIUS OT
75 mg aro3unbaH B 100 ml. Axo ce u3nonsea uHPy3uoHeH cax ¢ pazivueH obem, Tpadea aa ce
HanpasH CbOTBETHOTO U3UMCIIABAHE HA NPOIMOPLHUUTE 3a 1A CE NPHI'OTBH.

Ato3nban EVER Pharma ue Tpafea na ce cMecBa ¢ Apyru aekapcTBEHH NPOAYKTH B HHPY3IHOHHHUSA
Ccak.




