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JIucroBKa: HHpopMalLHd 32 NAlHEHTA

ATto3nban EVER Pharma 6,75 mg/0,9 ml unixxexunonen pasrsop
Atosiban EVER Pharma 6.75 mg/0.9 ml solution for injection
aTto3nbax (atosiban)

IIpoueTeTe BHHMATEAHO L{A1ATA JHCTOBKA, IpeadH 12 BH 6bae NPpHI0KEHO TOBA JIEKAPCTBO ThH
KATO TH CLABPKA BaXxHa 3a Bac nudopmannusg.
- 3ana3ere Ta3u NUCTOBKA. MoXe Aa c€ HaNOXKH Jia 4 NIPOMETETE OTHOBO.
- AKO MMaTe HAKAKBHW JOMBAHUTENHH BBIPOCH, NonuTaiiTe Bawuns nexap, akywepka WiH
dbapMaLeBT.
- AKO nony4uTe HAKAKBH HEXENIAHU peakluHH, yBeaoMeTe Bawus nexap unu gapmaueet. Tora
BKJTIOUBA U BCHUYKH BBb3MOXKHHU HEXKENAHH PEaKLMH, HEONMUCAHU B TA3M NMCTOBKA. BuxTe

TOYKa 4.

KakBo CBABLPKA TA3N JHCTOBKA;
Kakso npeactaenasa Atozubad EVER Pharma u 3a kakBo ce uanonssa

l.

2. KakBo TpabBa na 3Haere, npean aa Bu 6bae npunoxed At e 'pa:‘:r TS

3. Kak we Bu 6bae npunoxen Atosn6an EVER Pharma : HA ATEHLIAR N0 REKAPCTBATA

4, B13M0XKHH HEXENaHH peaKUHH | lucmodua - Npunomarue 2

5.  Kak na cexpanssare Ato3nban EVER Pharma  Kaat Pog. Ne JZ J ;2 ﬁ AL o

6. CobabpxkaHue Ha onakoBKaTa ¥ JOMBJAHNUTENHA HHPOpMaLl In | — e
| &/J%} /3[] ~01- 2025

1. p— e

ATo3uban EVER Pharma cbabpika ato3nban. Atozubad EVER Pharma moxe n0a ce v3nonsea 3a
NpenoTBpaTABaHE HA NpeXAeBpPEeMEHHO paxkaane Ha Bawero 6ede. Arozuban EVER Pharma ce
M3NO0N3Ba NTPH BB3PACcTHH OpeMeHHM xeHH, OT 24-Ta a0 33-Ta ceAMHLIA Ha OpEeMEHHOCTTA.

Atoznban EVER Pharma neiicTra, kaTo HaMangBa cunara Ha KOHTpakuuHuTe Ha MaTkata Bu. OceeH
TOBA KOHTPAKLIMHTE HACTBNBAT NO-paAKO. TOBa ce nosy4asa B pe3y/iTaT Ha OJIOKMpaHe Ha JeHCTBHUETO
Ha €CTECTBEHKHS XOPMOH, HapeyeH “OKCHTOLMH”, KOHTO NMpeAN3BHKBA KOHTPAKLIMHM HAa MaTKarta.

2. Kakpo TpsOBa na 3naere, npean aa Bu 0nae npuioxen Aroznban EVER Pharma

He n3nonssaiite Ato3ub6an EVER Pharma:
- axo cTe OpeMeHHa npean 24-Ta ceamuLia.

- aKo cTe OpemeHHa cnen 33-Ta cegMHLA.

- ako ca BH u3Teknu BoauTe (NpeKIEBPEMEHHO CITYKBaHE HAa OKOJOTUIOAHUA Mexyp) U cTe cien 30-Ta
celMHLa OT OpeMeHHOCTTA.

- aKko NAoAbT (PEeTyCchT) HMa HapYLIEHA ChPASYHA YECTOTA.

- 8KO HMAaTe KbPBEHE OT BlAaranuiieTo W BaluMaT nekap npenopbuBa paXKIaHeTo 1a 3arouHe BeqHara.
- aKO UMaTe TaKa HapeyeHaTa ,,TeXKa npeeknamMncua™ U BaliuaTt nexap npenopbusa pax/aaHeTo Aa
3anoYHe BeaHara. TexKKaTa npeekyaMICHA € CbCTOAHKME, NMPH KOETO HMATe MHOTO BUCOKO KPbBHO
HaJIAraHe, 3aabpXKaHe Ha TEYHOCTH W/UIH 6enThK B ypUHaTa.

- aKO UMaTe TaKa HapeueHaTa ,,6KIIaMIICHA™, CbCTOAHHE, KOETO € NOAOOHO Ha ,,TeXKKa MpeeKNaMncHa™,
HO MOXKE J1a BKJIIOYBA M I'bp4OBe (KOHBY/ICHH). TOBa 03Hau4aBa, Ye paXXAaHETO TPSAOBA a 3aMouHe
BEZIHAra.

- aKO MJIOABT € MbPThB.

- aKO HMaTe UK € Bb3MOXKHO [a UMATE HHPEKLIMA Ha MaTKAaTa.
- aKo ruiaueHTara By € nokpuna poJoBHa KaHal.

- ako nuiauenTara Bu ce ¢ otnenwna ot creHaTa Ha MaTKaTa.

- ako npH Bac Wnu npn nnona uma Apyru CbCTOAHHA, NPU KOUTO O 61n0 onacHo 6pf
MPOABIIKH.




- aKO CT€ aJIEPruuHH KbM aTO3H0aH WIIH KbM HAKOA OT OCTAHAIMTE CBCTABKH HA TOBA JIEKAPCTBO
(n36poeHH B TOUKA 6).

He usnonssaiite Ato3ndban EVER Pharma, ako nakoe ot ropeusdpoeruTe ce oTHacs a0 Bac. Axo He
CTe CUFYPHH B HEHIO, roBopeTe ¢ Baiiva nekap, akywepka und ¢gpapmauesT, npeau Aa Bu npunoxar
Ato3uban EVER Pharma.

IpeaynpexaeHHs B NpeaNnasHH MepPKH

"oBopeTe ¢ Baiuus nekap, akyuepka uind gapmauesT, npeay aa Bu npunoxar Atosubad EVER
Pharma:

- aKO MHCJTUTE, ue ca Bu u3Ternm BoauTe (NpexxXaeBpeMEHHO CMYKBaHE Ha OKOJIOMACAHHA MEXYP).

- ako umate npobnemu ¢ 6OpeurTe HAK yepHUs apod.

- ako cTe OpemenHa B 24-Tta go 27-ma ceaMuLua oT OpemMeHHOCTTA.

- aKO UMaTe MHOronnoaHa 6peMeHHOCT.

- aKO KOHTpakuuuTe BH 3anouHar oTHOBO, nevyeHneTo ¢ Atozuban EVER Pharma Moxke na ce
NOBTOPH HAH-MHOTO OLIE TPH MBHTH.

- aKO IUIOBT € MAJTBK 3a NepHoaa Ha OpeMeHHocTTa Bh.

- Bb3MOXHO € cnocobHOCTTa HAa MaTKaTta B Ja U3BbpilBa KOHTPAKLMH Ja HAMAJee Clell paXkK/J1aHeTo
Ha 6ebeTo. ToBa MOXKE J1a MPUYHUHH KbPBEHE.

- ako ¢Te HpeMeHHa ¢ noBeye OT €AMH NIoA WKWK ca BU npeaArnucaHy nekapcTea, KOUTO Morar ja
3a0aBaT paxnaHeTo Ha Bawero 6ebe, kaTo HanpUMep NeKapCTBa 3a BUCOKO KPLBHO HanaraHe. Toea
MOJKE J1a YBENHUYH pucka oT OenoapobeH oTok (cpOHpaRre Ha TeuHOCT B BenuTe Apobose).

AKO HAKO€E OT ropensdpoeHUTe ce oTHacs N0 Bac (WM He cre curypHa), KOHcynTupaiite ce ¢ Bawuus
nekap, aKkyuiepka unuv ¢apmauesT, npead Aa Bu 6vae npunoxen Atoznban EVER Pharma.

Jdena H IOHOUIH
Ato3uban EVER Pharma He e npoyueH npu OpeMeHHM KeHH Ha Bb3pacT noa 18 roauHu.

JApyru gexapcrea H Ato3u6an EVER Pharma
TpabBa na kakere Ha Bawna nekap, akywiepka unv (papMaueBT, ako MPHEMATE, HACKOPO CTe
NMPHEMANK WK € Bb3MOXKHO [a NpUeMaTe Ipyry NeKapcTsa.

bpeMeHHOCT H KbpMeHe
AKO cTe OpeMEHHA U KbPMUTE NMO-TONAMO JeTe, TpAOBa Aa npekpaTuTe KbPMEHETO, JoxaTo By
apunarat Ato3udbad EVER Pharma.

3. Kaxk me Br 6bae npraoxen Atoznban EVER Pharma

ATto3ubaH EVER Pharma we Bu 61ae npunoxen B 60n1HHLIA OT JieKap, MEOULIMHCKA CecTpa WK
aKkyuiepka. Te e peuaT oT KAKBO KONHUYECTBO UMaTe Hy»Jaa. Te cbluo Taka Wie Ce YBEPAT, UYe
Pa3TBOPDLT € OHCTLP M HE CHABbPIKA YaCTHLIM.

Aro3uban EVER Pharma we Bu 6bae npuioxeH no BeHo3eH NbT (MHTPABEHO3HO) HA TPH eTana:
- [TepBaTa urxexkuus ot 6,75 mg B 0,9 ml ine Bu 6bae nHxexTHpaHa 6aBHO NO BeHO3EH MbT B
NPOABLKEHHE Ha €JHA MUHYTA.

- Cnen Tosa e BH 6bae rpHIOXeHO HENPEKBLCHATO BIMBAHE (Kankoeo) ¢ ao3a 18 mg Ha yac B
NPOABLKECHHE Ha 3 yaca.
- Cnen Toa we Bu 6bae npunoxkeHo Apyro HeNMpeKbLCHATO BAMBaHE (KankoBo) ¢ 403
npoAbHkeHUE Ha 45 vaca, UK JOKaTo KOHTpakuuuTe By cnpar.

ObulaTa NpoaBLMKMTENTHOCT Ha NEeYeHHETO He Tpabea na Hagxsbpad 48 yaca.




[To-HaTaTbluHO Jievende ¢ ATosuban EVER Pharma moxe aa ce npunoxu, ako KOHTpakuunTe By

zanovHaT oTHoBO. Jleuenuero ¢ Atosnban EVER Pharma moxe na 6vae npyunoXeHo Hail-MHOFO oule
TPY NBTH.

[No Bpeme Ha neuenueTo ¢ Atozuban EVER Pharma moxe na ce npocnenasat KoHTpakunHTe Bu n
CbpACYHATA YECTOTA Ha MIoJA.

[IpenopbuBa ce jla HE CE NpUIarar noseye oT TPH LUHUKBLA Ha ISUEHUE N0 BPEME Ha e1Ha OPEMEHHOCT.

4. BbiMOoKHH HexkeNaHH peaKudH

KakTo BCHUKH EKapCTRa, TOBA NCKAPCTBO MOXKE Ad NPEAH3BHUKA HEKEIIAHH PCAKLMHK, BLITPCKHA HE HC
BCECKH I'H 1OJyHaBa.

HexenanuTte peakilny, HabnrojaBaHy NPy MaWKaTa, B NOBEYETO cllydaH ¢a neku. He ¢a n3BecTHH
HeXXEaHH peakLivy NPH NNoAa WiK HOBOPOOEHOTO.

CriegHHTe HeXeNaHU peakuvu Morar aa Obaar npeiM3BUKany OT TOBA NEKapCTBO!

Muoro yect# (3acaraTt noBeue ot 1 va 10 ayum)
- ['anene.

YecTu (3acarat 10 |1 Ha 10 aywn)

- I napobonwue.

- UyBCTBO HA 3aMasHOCT.

- Topetn BbJIHHK.

- [Mospbutane.

- YCKOpeHa cbpae4Ha JCHHOCT (cbpuebueHe).
- Hucko kpbB1i0 Hanarave [[pyu3HauuTe MOraT Aa BKAKOYBAT 3aMasHOCT WIH NMpUMalisBaHe.
- Peakuus Ha MACTOTO Ha MHXKEKTUpAHE.

- Bucoka kpbBHa 3axap.

Heuectu (3acarat ao | Ha 100 nyuin)
- Bucoka temneparypa (Tpecka).

- [lpobsiemu cbe CbHA {(De3chhHUE).

- Cbphex.

- Obpus.

Penkn (3acsrat 20 1 Ha 1000 nywn)

- Bx3moxkHo € cnocobHOCTTa Ha MaTkaTa By aa ce chKkpallasa g4 € HaManeHa chell paxkIaHeTo Ha
bebeto ToBa Mmoxe na NPHUUKMHKM KhPBEHC.

- ANEpruyutu peaKkiimH.

MoxeTe na noayuure 3ajibxpane win denoapoben oTok (CuOKpaHe Ha TedHocT B benurte qpodose),
ocobeHo ako cTe OpeMeHHa ¢ noseyve 01 €AHH INOA W/HIIK NOJy4dBaTe APYIrd JIEKAPCTBA, KOHTO MOTaT
na zabasaT paxaaHeTo Ha BaweTo 6e0¢, KATO HaNpUMEp JIeKapcTBa 3a BUCOKO KPbBHO HanAraHe.

CrofuiaBane Ha HeKeNAHH PeaKUHH
AKO NOMYYUTE HAKAKBY HEXENAHW JIEKAPCTBEHH peakuUMH, yBedoMeTe Baluus iekap, akylepKa Wiu

MoxkeTe ¢btilo A3 CHODLIMTE HEXENAHKM PEaKLUMKN AMPEKTHO Ha:

HM3nbnHuTENHA areHUMa RO neKapeTsatra
yn. ,Jdamsan I'pyes™ Ne 8

1303 Codns

Ten.: +359 2 8903417




yeGcaiiT: www.bda.bg

Kato cp0o011aBaTe HeXeNnaHU pPCAKLHHN, MOXKCTC Aa AaAC€TC CBOA NMPHHOC 34 NOJY4HaBaHC Ha MOBCHC
HH(!)OPMHL[HH OTHOCHO De30nacHOCTTa Ha TOBa JCKAPCTRBO.

4. Kak aa cexpansBaTte ATo3H0an EVER Pharma

I[a C€ CbXpaHABd HA MACTO, HEAOCTBLITHO 34 J€U4.

He n3nonzpaiiTe ToBa nekapcTBoO cie cpoKa Ha rOAHOCT, OTOenA3aH BbpXY €TuKeTa cael ,.l'oaeH ao:*
CpoKbT Ha FOAHOCT OTrOBaps Ha NMOCNEAHHA AEH OT NOCOUYEHUA Mecell.

Ha ce cbXxpaHsaBa B xnaauaHuk (ot 2°C po 8°C).
Ha ce cbxpaHaBa B OPMI¥HANHATA ONAKOBKA, 3@ A4 CE Npearnasy OT CBETNHHA.

Crnen oTgapaHe Ha ¢akoHa, NEKAPCTBEHUAT NPOAYKT TpaOBa a ce u3non3sa HezabasHo.

He u3non3BaiiTe ToBa JCKApPCTBO, AKO 3a0eeXXKHTE BUAUMH YaCTHLM WJIH NnpoMdaHa B LIBCTA MNPCIH
NMPHI0XKCHHC.

6. ChabpkaHHe HA ONAKOBKATA H JONMbJHHTENHA HHPOPMALIHA
Kakpo cbhabnpxa ATo3ub6an EVER Pharma

- AKTHBHOTO BelIeCTBO € ato3ubaH. Beeku dnakoH ¢ 6,75 mg/0,9 ml uwxekunoHeH pasreop
CbhAbLPXKA aTO3UOAHOB aueTaT, eKBUBAIEHTEH Ha 6,75 mg ato3uban & 0,9 mi.

- Jlpyrure CbCTaBKH Ca MAHHMTOJ, XJI0pOBOAOpOAHa KHcenuHa | M (3a kopekuus Ha pH), Hatpues
XUApPOKCHA (3a KopekuHsa Ha pH) 1 Boaa 3a HHXKEKLIUH.

Kaxk narnexna Aro3zuban EVER Pharma H KakBo ¢bAbpKa onakoBKara

ATo3nban EVER Pharma 6,75 mg/0,9 ml nHxkekunoHeH pasteop e npo3padeH, 6e3uBeTeH pa3Taop Oe3
YACTHLU.
Eara onakoska ¢baAbpKa eauH ¢gnakon ot 0,9 ml pastsop.

CHcTemara 3a 3aTBapsHe Ha KOHTeliHepa ce ChCTOM OT €aMH 6e3LBeTeH CThKIEH (PNAKOH, 3aTBOPEH C
OpomMoOYTHIOBA ryMEHa 3amy1ianka ¥ OTYYNRALLO CE Kanaye OT NOJUIIPONUAEH H anyMUHHHIA.

IlpuTexcaTes Ha pa3pelliecHHETO 32 yNoTpeOa H APOH3IBOXHTE

EVER Valinject GmbH
Oberburgau 3

4866 Unterach am Attersee
ABCTpHA

IIpoussoanten:

EVER Pharma Jena GmbH
Otto-Schott-Str. 15
07745 Jena

I epMaHus

EVER Pharma Jena GmbH
Briisseler Str, 18




07747 Jena
["'epmanus

ToBa Aekap<TBO € paspeneno 3a ynorpedba B AppxaBHTe — “1eHKH HA EBponeHckoTo
HKOHOMHYECKO NpocTpaHcTBo, H B OfeanHeHoTo KpaicTRo (Cepepra Hpaanaus) noa cjreanuTe
HMEHA:

ABCTpHA Atosiban EVER Pharma 6,75mg/ 0,9ml Injektionsldsung

benrus Atosiban EVER Pharma 6,75mg/ 0,9ml|
Oplossing voor injectie
Solution injectable

Injektionsl&sung

ma

brarapus ATto3anband EVER Pharma 6,75 mg/ 0,9 ml nHxxexuuoHeH pa3Tsop
Yeuixa N ;\-tﬂsiban EVER Pharma 6,75mg/ 0,9ml lnj.ekéni roztok
penybauka
L_l:'epmanuﬂ | Atosil::_an EJ\«_’ER_P narma E75111g/ 0,?111] h}iektionsli:isung _ ) )
HaHus Atosiban EVER Pharma 6,75mg/ 0,9m] injektionsvaeske, oplgsning
Hcnauus Atosiban EVER Pharma 6,75mg/ 0,9ml solucidn inyectable EFG
Ounnanaus | Atosiban EVER Pharma 6,75mg/ 0,9ml injektioneste, liuos

Opanuus Atosiban EVER Pharma 6,75mg/ 0,9ml solution injectable

["bpLMS Atosiban/EVER Pharma

XbpBaTHs Atosiban EVER Pharma 6,75 mg/ 0,9 ml otopina za injekciju

HUranus Atosiban EVER Pharma

JhokcemOypr | Atosiban EVER Pharma 6,75 mg/0,9 ml solution injectable

Hunepnanaus | Atosiban EVER Pharma 6,75mg/ 0,9ml oplossing voor injectie

Hopserus Atosiban EVER Pharma 6,75mg/ 0,9ml injeksjonsvaaske, opplesning

[Nonwa Atosiban EVER Pharma

[Topryranus | Atosiban EVER Pharma 6,75mg/ 0,9ml Solugdo Injetavel

PymMbHUA IAtr‘:r;sib:em EVER Pharma 6,75mg/ml 0,9ml solutie injectabila

[HIpeums Atosiban EVER Pharma 6,75mg/ 0,9ml injektionsvitska, l6sning

CnoBeHus Atoziban EVER Pharma 6,75 mg/ 0,9 ml raztopina za injiciranje

Cnosalilka Atosiban EVER Pharma
Penybnuka

— e

Obenuneno | Atosiban EVER Pharma 6.75mg/ 0.9ml Solution for Injection
Kpanctso

I[a"ra HA NOCNECIHO NMpepaIriaekKaane Ha JHCTOBKATA




[TocoueHarta no-gony HHGOPMALIHA € NpegHAa3HAUYEHA CaMO 3a MEAHLIMHCKH CTIELIHATHCTH:
(BHxTe ¢buio TOUKa 3)

HHCTPYKIHH 328 H3M0JI3BAHE
[Tpenn na uznonzeare Ato3znbad EVER Pharma, TpsabBa na ce npoeepH, 4e pa3TBOpbT € OUCTHL U De3
YACTHULIM.

Ato3nban EVER Pharma ce npunara WHTpaBEHO3HO B TPH MOCIACAOBATE/IHH €Tana:

- Hauannara uHTpaBeHO3Ha HHXekuua oT 6,75 mg B 0,9 ml ce urkekTHpa GaBHO MO BEHO3€EH ITLT B
NpOAL/DKEHHE HA eAHa MUHYTA.

- HenpexbcHaTta uHpY3Ust cbe ckopocT 24 ml/yac ce npunara B npoab/HKEHHE Ha 3 yaca.

- Henpexwenara urdysnsa ¢be ckopocT 8 ml/uac ce npunara 3a He noseue ot 45 yaca, MM AOKATO
KOHTpPaKUMHTE Ha MaTKaTa IpecTaHar.

O61uaTta NpoARMKUTEIHOCT Ha JIeYeHHETO He TpAaGBa aa Hagxebpis 48 vaca. [To-HaTtaTbuiHO neveHue
¢ Atoanbad EVER Pharma Moxe aa ce npusnioxH, ako KOHTpaKUKKUTE 3ano4HaT oTHoBO. [Ipenopbuba
ce na He Ce NPUIarar floBeye OT TPH LUMKbBIA Ha JIEYEHUE NO BpeMe Ha €1HA OPEMEHHOCT.




