JIHcToBKA: HE(BOpMALIHA 34 NOTPeOHTE N

Kpunon 80 mg/g BaruHajeH re
IIporecrepon

Crinone 80 mg/g vaginal Gel
Progesterone

IlpoueTere BHHMATEHO [IAJIATA JHCTOBKA, IPEAH A4 3AII0YHETE A2 HIMOJ3BATE TOBA

JIeKAPCTBO, ThH KATO TH CbABPAA BAKHA 3a Bac undopmanus.

- 3amaseTe TasH MMCTORKA. Mojke J1a ce HANIOXKH Aa S MPOICTETE OTHOBO.

- AK0 HMAaTE HAKAKBM AOITRJIHMTEIHH BHIPOCH, noruTaiite Bammus nexap unu dpapmanesT.

- Tosa nexapcTBo € mpeanucano muaHo HA Bac. He ro mpeorcrensaiire Ha Apyrn xopa. To Moxe
Aa UM HABPEAM, HE3aBUCHMO Y€ NIPHIHALIATE HA TAXHOTO 3a00/IgBaHe ca chinuTe Kato Bamure.

- AKO NOTY9IHTE HAKAKBH HEXETAHH JICKAPCTBCHH PEaKUMH, yBeaoMeTe Bainug nexap win
¢apmanesT. ToBa BKIIOUBA H BCHYKH BH3MOKHH HEXXCIaHH PCAKLIMK, HCOTTHCAHH B Ta3H
JIACTOBKA. Brokre TOUKA 4.
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KaxkBo cbaAbLpoka Ta3H JJHCTOBKA

Kakgeo Tpa6sa na snaere, npeau aa msnonssare Kpuhon o" O /370 /. S
Kax pa mamonssarc Kpunon KM P2, N2 e e eeeeseerert v reeecsanesnaeanes

Bb3MOXHH HeHEIaHH PCAKLIMK Pagiraudiett:e Ne 10 -01- 202

Kak na coxpanisare Kpuron  B03/1A8/ NP "535{/37;
ChAbpkaHHe HA OTIAKOBKATa W JOITETHUTETHA HHPOPME N /
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1. Kakso npeacraeiaasa KpuHon # 3a KakBo ce H3M0J13BA

[IbmoTo mMe Ha Bamero nexaperso ¢ Kpanon 80 mg/g armnanes ren. B Tasn aucToBka ¢
H3II0JI3BaHO NO-KpaTkoTo nMe Kprnon. KpuHOH ChABPKA XOPMOH, KOWTO C€ HAPHYA NMPOTSCTCPOH.
Cnen nocraBaHe Ha rena BEB BarMHaTa, NPOTecTepOHBT 6aBHO ¢¢ 0cBOOOXKAaBa BBB BameTo
KPBBOOOPAICHHE NPE3 LIS ACH.

KpuroH ce n3non3ea rnpu HeoOX0aAUMOCT OT JOIThJIHUTENCH NMPOreCTEPOH NPH aCHCTHpaHa
PEIpOAYKTHBHA Nponieaypa. Tora me Bu nomorse aa 3a6pemeneere. Moxe cpmo ga OpaeTe
IOCHBSTBAHE Aa MPOIBIDKMTE Aa m3nonssare KpuuoH, 3a 4a noaxspxare Bamara HoBa OpeMEHHOCT.

2, Kaxso TpabBa ga 3naere, npean aa H3nonisare Kpuson

He msnonseaiire Kpunon:

- aKO CTe WICPTHYHH KbM NPOTECTEPOH MIM KbM HAKOA OT OCTAHATIHTE ChCTABKH HA TOBA
nexkapeTBo (M30poeHH B TOUKa 6)

- AKO HMaTe HCH3ACHEHO BATHHAITHO KbPBEHE

- ako CTpajaTe oT nopdupus (HACIEAIBAHA B CeMEHCTBOTO HEBB3MOKHOCT 32 PasrpakaaHe Ha
OMPEACICHM BEMECTBA (TOpPHUPHHH)

- 4KO HMaTe HIIH MHCIHTE, Y€ MOXKE a2 HMATE PaK HA I'bPAATA HIH e HUTATHHTS OPraHu

- aKo HAKOra CTC HMAJIH KPBhBEH CbCHPEK NOpaaH pasmupeHH BeHH (TpoMOo¢daeOnT), 3amymeH
KPBBOHOCEH ¢B1 (TpoMOOeMOONHYHO 330019BaHe) HIH UECYIIT

- axo cte OpeMenHa, Ho BameTo 6ebe e ympsano B yrpobara Bu (zaxepaan abopr)

He usnonssaitre KpunoR, axko HIKOE 0T #30pOCHHMTE TIO-TOPE CHCTOAHHA CE OTHACA 33/

CHrypHU, rosopeTe ¢ Bauma nexap wimm GapMalceT NpeaH Ja H3MOI3BaTe TORA Jie




IlpeaynpexaeHnsi H Npeana3HH MePKH

['oBopeTe ¢ Bamus nekap, npequ Aa H3MON3BATE TOBA ICKAPCTBO, AKO HAKOE OT CIISAHUTS ChCTOAHHS
c¢ oTHACH 3a Bac. Te Morar ga H3uckBaT NO-BHMMATETHO HAOIIOACHHAE NO BPEME Ha JICUCHHUETO.

- ako uMare yepHo poOH Mn OpOpeurH mpobneMu

- aKo MMat¢ mpodIeMH ChC CBPLIETO HIIH AHAOCT

- AKO HMare acTMa

- 8KO HMATe eIHJICTICHA HIIH YeCTO CTPaJaTe OT MHTPEHA

- AKO HSKOTa CT¢ CTPAjAIH OT ACTIPECHA.

HMudopmupaiite Bamnsg nexap, ako nosyuHTe HEOYAKBAHO K'BPBCHE, 3a A2 MOXKE Ja Ob/Ie H3CICABAHA
MPHYHHAATA 33 TOBA.

Jeua # WOHOIIN
KpuHoH He ¢ npeaHasHayeH 3a ynorpeda OT ACA HTH IOHOLIH.

HicnensaHua ¥ MEAHIHHCKH TIPerjeaAu

[Ipeawn aa 3amo4yHeTE A2 M3MON3BATE TOBA JCKAPCTBO TPAOBA (pAC HIBEPIICH MEAHLIMHCKH NPETICT U

TAKWBA TPETIean TpA0Ba uecTo 42 ObJaT HABLPIIBAHH MO BPEME HA MPHIATAHCTO HA NEKAPCTBOTO.

Tto-Touno:

- [Ipenm ma n3monsBate ToBa ISKApPCTBO, e OBAe HeoOxoauMo Bamuar rexap Aa HaNpaBH
IHTOHAMA3KA H Ja H3caeasa repaute Bu v Mankus ta3.

- ITo Bpeme Ha neyeHueTo, Bammuar nekxap me mpopepssa 3a NPoGIEMH ¢ MAaTKATA KaTO
yaebengpaHe Ha THTaBUIaTa (CHAOMCTPHAIHA XANCPIasHd). Jlekapure me npoBepABaT ChUI0
M 33 HAKAKBH IPH3HALY 32 00pa3yBaHe HA KPbBHH ChCHPELH B KPBBOHOCHHTE ChAOBE.

Apyru aexapcerea H Kpuno
He mnonzeaiire KpHHOH ¢ THOBpEMEHHO € ZPYTH JCKAPCTBA, KOWTO CC NIOCTABAT BbB BarHHATA.

Wnrdopmupaiite Bamus nekap uin ¢papMaLesT, ako MpHEMaTe, HACKOPO ¢TC MPHEMAITH HITH €
BB3MOKHO Ja NMPHSMATE APYTH JIEKAPCTBA.

bpemMeHHOCT H KbPMEHE

- Kpuson ¢ npeaHasHagscH 3a ynmorpea no BpeMe Ha ACHCTHPaHa PEPOAYKTHEHA NMPONCAYPA.
Mosxe cpino Aa OBACTE MoChBETBAHH A IPOIBIDKUTE A3 M3noa3Bare KpuHOH, 32 Aa
noanspxate Bamara HoBa OpeMEHHOCT.

- Ilo Bpeme Ha kppMeHE yniotpeOara Ha KpuHoH He ce mpenopbusa.

Ilodupane u padoTa ¢ MALIHHH
Hoxkaro nznonssare KpuHoH, MOkeTe 1a ¢ YYBCTBATE MHOTI'O H3MOPEHH. AKO TOBA €€ CJIVYH, HE
wodupaite u He paboTeTe ¢ MammuuK. YoTpebara Ha ATKOXOA MOXKE Aa 3ACHIH yMOpaTa.

KpuHOH cbaBbpKa COpOHHOBA KHCENHHA

Kpunon cpappxka copbraoBa kuceamHa. T4 MOXE Ja MPHYHHHA JJOKAJIHH KOXKHH PCaKIHH KaTo
KOHTAKTCH ACPMATHT, 1€31 KOXKHH peakI(ii MOTAT A4 C¢ MOABAT U Ha NCHNICA Ha MAPTHROpa By,

MPH IOJIOB aKT 110 BPEME Ha mpuiokeHHeTo Ha Kpunon. Tosa Moxke Ja ce u3berHe, ako ¢€ H3MOJ3BAT
OpPC3CPBATHEH.

3. Kak aa n3noassare Kpunon

Buraru msnonaeaiTe TOBa IEKAPCTBO TOYHO KakTO BH ¢ kazam Bammar nexap. AKoO HE CTe €
He1NO, monurakte Baimus nekap nnm papManesT.




Kosnko aa ce u3nonsea

Ot aens Ha eMOpHOHATHMS TpaHC]eEp, MOCTABANTE CHABPIKAHUETO HA €JMH arTMKaTop KpHHOH BbB
BarMHaTa BCEKH JCH, 3a mpeanounTane cyTpuH. Cliea kaTo U3CaeABaHUATA MOTBBPASAT, 4C CTC
OpeMeHHa, MOke aa ObaeTe MoMoIeHa Aa MPOABIDKUTE Aa H3nonssare KpHHOH, 3a Aa moaabpKare
HOBara OpeMeHHOCT — 00mo 30 qHH.

AnNIIHKaTOPBT € TaKa MPOCKTHPAH, Y€ Aa A0CTaBs TOYHO onpeaeaeHo koauuectso rea (1,125 g,
ceabpxkamu 90 mg nporecrepon). Oyaksa c€ MaIKO KOJIMYECTBO OT reéja Aa OCTAHE B aluIMKaTOpa.
To moke aa ce H3XBBPAK, ThH KaTO CTC MPHEIH HEOOXOAMMOTO KOIHYECTBO JICKAPCTBO.

Kak aa ce uznmosizsa

Tora JEKapCTBO € CaMO 3a BarHHAJIHO TPHJI0KCHHE, KaTO CC HU3I10/I3Ba MPEABAPHTCITHO HAITB/IHCH
AIlJTHKATOP, MOCTABCH B ONNAKOBKATA.

[Tpeaun na u3nonssaTe anaukaTopa, MOJIS MPOUYCTETE HHCTPYKLIMHUTE MO-A0IY.
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Kak u3rnesxaa aniukaropa
pe3epBOap 3a BB3AVX

MUIOCKA 4acT B yacOeaeHus Kpa
yae0¢eIeH Kpau

TbHBK Kpau

Kamnaye

DL

[ToaroroBka Ha ansiIHKaToOpa

XBaHeTE aruiMkatopa B vaeOeneHus kpai MExK Ay najieua u nokasaineua. Hacouere ThHKHS KpaH Ha
aryTHKaTopa HaJ0.1y KbM 3€MSTa U Pa3K/IaTeTe aluIMKaropa HaJ0.1y, 3a Aa € MPUABHKH L/I0TO
KOJIMYECTBO I'eJl KbM ThHKHS Kpau.

OrBapsine Ha anIMKaTOpAa

XBaHETE amuIHKaTOpa 3a IUIOCKATa 4acT Ha yacOeneHus kpaH. 3apbpTETe H OTCTPAHCTE KAnavueTo B
MPOTHUBOMOIOXKHUS ThHBK Kpad. Ha To3u etan, 3a ga He u3reye reisT npeau ynorpeda, He
HATHCKAaHMTE Bb3AYLIHUS pe3epBoap B yacOeneHus Kpai.

IlocraBsine Ha aniuKaTopa
O6nerueTe ce Ha3aa WIH JIETHETE ChC CBUTH M PA3TBOPEHH Kpaka. BuuMaTeHO mocraBeTe 100pe
arnJIuKaTopa BbB BarMHara, J0KaTo ppkata Bu ce J0koCHE 10 TAI0TO.

HatucheTe CHIIHO BB3AVINHMS pe3epBoap B vaeOeneHus Kpai Ha aruinkaropa, 3a 1a 0CBOOOAUTE rena
OT alyIMKaTopa BbB BaruHaTa.

Cnen w3non3BaHe HA ATLUTHKATOPA
H3xBBpreTe anumkaTopa 3acJHO ¢ OCTAHAIOTO BBTPE MAJIKO KOTHYEeCTBO rei. M3noa3sauT
aIIMKaToOP CaMO BEIHDBK.

KpuHOH rea Moxe aa ce 3a1bppsKi BbB BarMHata HAKOJIKO AHU. [Ipe3 ToBa BpemMe MO
TeyeHue noa popmara Ha 6exk0BO 10 KadsaBH OVUKH WIH I'bCTO 0510 TeueHHE. TOB
MPUTCCHSBA.



AKO CTe H3n0a3BAJIH NoBe4e 0T HeoOxoaumaTa ao3a Kpuson
BepoAaTHOCTTA A2 H3NOIBATE MOBEYS OT JSKAPCTBOTO ¢ MANKA, ThH KAaTO BCEKH AIUMKATOP ChABPKA
TOYHO OMpPEACIICHO KOIHYECTBO,

Axo cTe nponycHaNK Aa H3noaiBare Kpnnon
He usnonssaiite ABO#HA 7034, 32 Ja KOMIIEHCHPATE MPOMyCcHATATa. AKO CT¢ 3a0paBHIIH [a H3TI0A3BATE
KpuHOH ¢IMH ACH, MOJIS IPOIBIDKETE KAKTO OOMKHOBCHO C €1HA 4033 HA CJICBAINHA JCH.

AKO HMaTe HAKAKBH JAOITBIHHTEIHH BRIIPOCH, CBBP3aHH ¢ yHoTpedara Ha TOBA JISKAPCTBO, TOMHMTANUTE
Bammus nexap nnm gapmaugsr.

4, B13MOXKHH HeKeJIaHH peaKuHH

Kakro BcHUKH nexapcTBa, TOBA ACKAPCTBO MOYKE A MPSAH3BHKA HOXKEIAHU PEAKLHH, BBIIPCKH U¢ HE
BCCKH I'H NOJTYYABA.

ANnepruuHy peaxiuu

AKO nonyuure aneprivHa peakuys, Cupere Ja npunarare KpuHoH u seaHara oTHACTE Ha NPerica npu
nexap. Moxere aa nonyunre HanpuMep ChpOA KOXKeH 0OpHB, OTOK HA BY/BATa, IOAYBAHC B
ofnacTTa Ha rEpAUTE U MHIETO. BEPOATHOCTTA OT Takapa HEXKCENAHA PEAKUHA HE € H3BCCTHA.

JApyru HexeaHH peakunu

YecTu (Morar ga 3acernar ue roeeue ot 1 Ha 10 ayian):

- rIaBoDoIHE;

- CBHJIUBOCT,

- 00JIKa MM CIIA3MHU B CTOMAXA HITH YEPBaTa (CTOMAITHO-YPEBHUS TPAKT);
- MOBHIUICHA UyBCTBHTCITHOCT HA MbPANTE;

- KBPBCHE H3BBHH NCPHOIHMTE HA MCHCTPYALHS (3aLIANBAHE ),

- APa3HEHE WM APYTH JICKH PCAKLMH B WJIN OKOQJIQ BAATATHINCTO.

Mouaa, oThenexere:

KpuHoH ren Moxke Aa ocTaHe BbB BAIMHATA A0 HAKONKO JHH. Moxke aa momyvHTe 6ex0B0 10 KadaBH
Oyuky wiH recTo 0410 TeYeHHE Pe3 TORA BpeMe. ToBa TeueHHE MOXKe A3 IPEAH3BHKA IPa3HEHS,
Oonka HIH NOAYBaHe HA BaruHara, HO TOBA HE TpAOBa fa Bu mpurtecHsBa.

AKO NOTYYHTE HAKAKBH HEXKE/AHH ICKAPCTBCHH Peakiuuu, yeeaomere Bamus nexkap wim papmManesT.
Topa BrIIOYBA BCHUKH BB3MOXKHH, HSOITMCAHH B Ta3H JIHCTOBKA HEXE/IAHH PCAKIHH.

CrofinaBaHe Ha NOJO3HPAHH HEMEJIAHH DEAKIHH

AKO NONYYHTS HAKAKBH HEXKEIIAHN JCKAPCTBCHY PeakiyH, yBeaoMere Barmus nekap win dapMaliesT.
Tosa BKIIOUBA BCUYKH Bb3MOYKHH HSOMHCAHH B TA3H JTHCTOBKA HEXKEIAHH peakiH. MoxeTe ¢bino aa
¢hOOIINTE HEXKENAHA PCAKIHH JUPESKTHO UPC3:

Wb THUTE THA areHIs M0 JISKapCTBaTa
vi. , Jdamsu [pyes” Ne 8

1303 Codus

Ten.: +35 928903417

yeOcaitr: www.bda.bg

Kato ¢pobimaBare HEXEIaHH peakdEH, MOXCTS A3 AAACTC CBOS NPHHOC 34 NMOTYYABAHE
yH(pOpMAaLHs OTHOCHO 6€30MacHOCTTa HA TOBA JCKAPCTBO.

S. Kak na coxpanssate Kpunon

Jia ce chXpaHidBa HA MACTO, HEAOCTRITHO 34 Jclia.




He u3nonzsalte TOBa JIEKAPCTEO CICK CPOKa Ha TOAHOCT, OTOSNA3aH BEPXY KAPTOHEHATA ONIAKOBKA H
Ha BHTPEIIHATA ONAaKOBKA.
Ha ce cexpanssa nog 25°C. la He c¢ 3aMpasssa.

M3non3saitte BCeky armmHKaTop camo BeAHbK. [ erpT, KOMTO OCTaBa B AINTHKATOPA, TPiAOBa Oa c¢
WU3XBBPITH.

He n3xspprsiiTe TeKapcTBaTa B KAHAJIM3ALMATA HIH B KOHTCHHEpa 34 JOMAITHH OTIIa(BIH.
INonumraiite Bamms papMalieBT Kak A3 H3XBBPIATE JIEKAPCTBATa, KOHTO Beue He H3non3sare. Teau
MEPKH 1€ CIOMOTHAT 3a ONa3BaHe Ha OKOJIHATA Cpea.

6. CbaABpKaHHE HA OHAKOBKATA H JONMBJIHHTEIHA HHOPMaLHA
Kakpo coabpxa Kpunon

- AKTHBHOTO BEIECTBO ¢ IporecTepoH. Beeku aruikarop AocTassa Bps BaruHara 1,125 g
BarHHAJICH rell, Chappikain 90 mg mporeCTepoH.

- Hpyrate cberaBku ca copOuHoBa kuceauna (E 200), rmuuepon, redes napadus,
XUIPOTCHUPAHH T THLICPUAM OT MAJIMOBO Macio, kapbomep 974P, nomukapbogpun, HaTPHCH
XUAPOKCHJ H MPEUUCTCHA BOAA.

Kax narsniexaa KprHoH ¥ KaKBO ¢ChABLpKA 0NAKOBKATA

KpusoH e rmagex Oan g0 nourn 041 ren. BaruHaaHuaT ren ¢ HAMbJIHCH B €14 MOJHETHICHOBH,
BarMHAIHH AIUTHKATOPH 33 €JHOKPATHO MPUIOKSHKE, ChCTOAIUTE OT ¢IHA HacT, ¢ Karave oTrope,
KaTO BCEKH allIMKATOP € 3al¢4araH BbB (POTHO OT XapTH/aTyMHHHI/HOHOMEPHA CMOJIA.

KpHHOH c¢ A0CTaBs B OMAKOBKH OT 6 wiH 15 eaH0a030BM arutHkaTopH. He BCHUKH BHAOBE OTIAKOBKH
Morar ja OpJar mycHaTH B nmpoaakda.

[IpuTekaTen HA pa3peleHHETO 3a yrnioTpeda

Mepk brnrapus EAJ]
Bbyn. CurHaxkoso Ne 48

Oducu Cepauka, eT.6
Codus 1505

Bruarapua
IlpousBoanTe

(atalent France Beinheim
74, rue Principale
Beinheim, 67930
Ppaninsg

ToBa nexapcrBo e oa06peHo B cTpaHuTe-wieHKH Ha EBponeelickoTo MkoHOMHYECKO
IlpocTpancTBo MOA CIeAHATE HAHMEHOBAHMY

benrapus: Kpunon 80 mg/g BarunaneH ren

Xspeatus: Crinone 80 mg/g gel za rodnicu

Ecronus: Crinone 80 mg/g vaginaalgeel

Opanrms: Crinone 80 mg/g gel vaginal

I'epmanma: Crinone 8% Vaginalgel

Jlateus: Crinone 80 mg/g vaginalais gels

Jlurea: Crinone 80 mg/g maksties gelis

Hugepaanaua: Crinone 80 mg/g gel voor vaginaal gebruik




IMoyma: Crinone zel dopochwowy
Pymbuua: Crinone 80 mg/g gel vaginal
Cnoserns: Crinone 80 mg/g vaginalni gel
Hcnanna: Crinone 8% gel vaginal

Jdara Ha nocsieaHo 0J00peHHe HA JIHCTOBKATA
10/2023




