KPATKA XAPAKTEPUCTHKA
HA ITPOJIYKTA

Oxcuronun-Puxrtep S IU/ml uHkeknuoHeH pa3TBop

Oxytocin-Richter S IU/ml solution for injection




N3NLAHWUTENHA ATEHLIUA NO NEKAPCTBATA

Kpamxa xapaxmepucmixa Ha npodyxma - fipunowerive 1

1. HUME HA JIJEKAPCTBEHHUA INIPOAYKT |, WW:@QD_,UMM

OKCHUTOLIMH-PUXTEP 5 IU/m] umxexkiuoHes pa3Thefospeno: .<L, /f Vad
OXYTOCIN-RICHTER 5 IU/ml solution for injection

2. KAYECTBEH A KOJIMYECTBEH CHCTAB

Bcesaxa ammyna ot 1 ma ecsaepxka 5 IU/1 ml oxytocin.
3a IOMONIHUTE BEIleCTBA, BX. 6.1.

3. JEKAPCTBEHA ®OPMA

MuxexnuoHeH pa3TBOp. bucTep, O€3UBETECH, CTEPUICH Pa3TBOP, CHABPXKAIN BOJAA 34
HHXKCKIHUHN H €TAHOI.

4. KIMUHUYHHU JAHHHU

4.1. TepaneBTHYIHH NOKA3aHHA

Oxcutonuu-PruxTep € IMoka3aH 3a MNpPEIH3BHKBAHE WM CTHMYJHMPAHE HA MATOYHHUTE
KOHTPaKIMH.

IIpeapoaosn  mnokazaamsi: OKCUTOIMH € T1I0Ka3aH 33 HHAYKIUS Ha PaXIAHETO IO
MEIMIHHCKHA [TOKa3aHMs

C.]IEQEOQBBH NOKA3AHHN: KOHTPOJ Ha CIHCAPOLOBHATC KPBBOTCHCHHUSA M MAaTO'YHATA
XUITIOTOHHA

JIpyru noKazaHun: KaTO dYacT OT TepamusTa IIpH  HHKOMIUICTEH  HWJIH
IIPOrpeAUEHTCH abopT

JdMATrHOCTHYHA: 3a OleHKa Ha (eTO-INIAIEHTApHHS PECOMPATOPEH KamaluTeT
IpH BUCOKOPHCKOBH OpeMeHHOCTH (GYHKIIHOHATICH
OKCHTOIITHHOB TECT)

4.2. 1o3MpOBKA M HAYHH HA IPHJICKECHHE

osupoBKkaTa TpadBa 1a 6bpAe choOpa3ecHa ¢ HHAMBHAYAIHUATE HY XU Ha BCsIKa IMallHEHTKa B
3aBHCHMOCT OT MaiiauHus U (PeTaTHuA OTTOBOP.

Cnenpainata HHGOpMalHs €€ OTHAacd A0 pa3jIMYHH PEXUMH Ha JO3UpaHe H IMOKAa3aHHUS B

MHO3HHCTBOTO OT CIIYUAHTC.

Uuayknua HIH cTEMYJIAIHS Ha paxaanero MuTpaBeHosHaTa AH(Y3Hs (KalKOB METOI) €
Hal-IOAXOMANINAT HAYMH Ha IPUIIOXKEHHe ITPH HHAYKIM WIH CTUMYJIAlua Ha paxaaHero. Ot
OCHOBHO 3HAY€HHE € CTPUKTHHAT KOHTPOJ HA CKOpPOCTTa Ha KalkoBaTa HHQYy3us. 3a Io-
roJisMa CUTYPHOCT € HeOOXOAMMO H3ION3BAaHeTO Ha HHGY3NOHHA [TOMIIA HIIH APYTo IMOAOOHO
YCTPOHCTBO M HM3BBPHIBAHETO HA YECT MOHHUTOPEH KOHTPOJ Ha CHJIaTa Ha KOHTPAKIUHTE H
Chbp/JeYHaTa 4eCTOTa Ha IUIOAd MO BPEME Ha HHAYKUHMSA MIIH CTHMYJIAIlUA Ha p
MATOYHUTE KOHTPAKIIMH CTaHAT TRBPAC CHIHH, UHy3UsATa MOXKE Ja C€ C & fab;:mhm H ﬁ

BAI'HHAJIHH IIPpOCTal IaHAHHHA.




1. Tpsabra na ce BKIKOYMA UHPY3US C pa3TBOP, KOUTO HE CHIBPIKa OKCHTOILIMH - pa3TBOP Ha
(bH3M0IOTHYHA eIEKTPOIIUTH.

2. OOnyaliHUAT pasTBOP 3a MH(PY3UU ce NPUTOTBS KAaTO CHABPKAaHUETO Ha €JHa aMIlysa
or 1 ml (5§ IU) ce pasrBapa acentnuno B 1000 ml d¢usmonoruuesn pasTeop.
KoMOuHMpauuiIT pa3TBOp, CJ€J BHHMATEJHO paskiamaHe, cpABpXka 5 mU
okcuTOIWME/ml. baHkaTa ¢ pa3TBopa HAa OKCHTOHOHH C€ BKIKOYBA B CHCTEMAra
NoCpeACTBOM HH(PY3HOHHA MOMIIA HIIK APYTO NOTOOHO YCTPOMCTRO C OINIed CTPUKTEH
KOHTPOJI Ha CKOPOCTTa Ha HHY3HATa.

3. Havanmuata mo3a He TpsOBa Aa HagBuimaBa (,5-4 mU (MUIMSIAMHAIM) HA MUHYTA.

Jlo3ata MOXke Ja ce moKauyBa mnocteneHHo Ha Beekw 20 mo 40 muBytH ¢ o 1 go 2
MHJIMEIMHHAI/MHH. 10 YCTAHOBABAaHE Ha ajeKBaTHa MaTo4YHa akTUBHOCT. Korato ce
[IOCTATHE eJlaHaTa 4ecToTa Ha KOHTpakuuute (MogodHa Ha Ta3d MPH CIIOHTAHHO
HOpMAaJTHO paxkaaHe) 0e3 NMpH3HAIY Ha (eTalcH JUCTPEC M PaxJaHEeTO € HanpeaHalo
o0 4-6 cm pasKpUTHE, CKOPOCTTAa HAa OKCUTOLMHOBATA MH(Y3UA MOXKE Jd C€ HAMAaJH
CBC CBINATa MOCTEIIEHHOCT. Ha TepMHH, BHCOKOCKOPOCTHa WH(pY3usd TpaOBa ga ce
npHjiara ¢ roJAMoO BHHMaHHE H MHOTO PAZKO CE€ Hajlara M3MOJI3BaHETO Ha I10BedYe OT §-
9 munuenuHuid/MuH. [Ipeqn TepMHMHA 4Ye€CTO €a HYXHH IIO-TOJIEMH KOJHMYECTBA,
noHsKora Haj 20 Mume IMHULIM/MUH.
AKO TIpM >X€HH, KOUTO ca OJW30 0 TepMHMHA, HE C€ MOCTHUTHE aJCKBaTHa MaTOYHA
aKTHBHOCT ciel uHGy3Hus Ha obmo S IU okewronun, ce npenoprpuBa 1a ¢ IPEKpaTH
ONHTA 3a HHAYKIHA Ha pAKAAHCTO, OMUTUTE 3a HHAYKUMS HA PaXXAaHETO MOrar Ja ce
BB300HOBAT HA CJICABAIIHSA JIEH, 3aII09BAMKA OTHOBO OT Ao3a 0.5-4 mU/min.

4. HeoOxonuMo e TpocCleasgBaHe Ha CHpAeYHATa 4eCTOTa HAa IUIOAa, MAaTOYHUS TOHYC
H3BhH KOHTPAaKIHHTE, KAKTO M YecToTara, NPOAB/DKUTENHOCTT2a H CHJIaTa Ha
KOHTPaKLNHUTE,

5. OxcuronmuHoBaTa HHMY3Ua TpsaOBa He3abaBHO Ja ce NpeKpaTH B CiIydad Ha MaToYHa
xurepakTusHocT ik deranen auctpec. Ha poamnkara 1psabea ga ce Aale KHCIOPOL.
CBCTOSIHHETO HA MalKaTa H I1oa TpadBa fa ObAaT OCHEHH OT KOMIIETEHTEH JIEKap.

KoHTpoJ Ha cJIeAPOAOBH KPHBOTCYCHHA:

a) HMHTpaBeHo3Ha MHGQY3HUSA (KAIIKOB METON): 3a KOHTPOJ Ha CIEJPOAOBH KPBBOTEUEHHUA CC
pastBapar 10-40 exqunnmy okcuTonuH B Ganka oT 1000 ml ¢usnosorugen pasTeop, KaTo ce
npunara nOpa ckopoct 20-40 MunWeIWHULM/MHMHYTA, JOCTAaTRYHH 3a MNOpeANasBaHe Ha
MATOYHATA ATOHUA.

6) HurpaMmyckyano mpuaoxenne: 1 ml (5 equHUIM) OKCHTOLIMH C€ IIPHIATAT CJIET OTACIIAHE

Ha IIJTalHCHTAaTA.

Ynorpe6a NpH HHKOMILIETEH HJIH NPOrpeJHEHTEH a00pT
BamBar ce 4upes uHTpapeHo3Ha uHpy3us 500 ml ¢u3nonoruyen pasrsop WK 5 % JEKCTPO3a
BBB (DH3UOJIOTHYEH pa3TBOp, KbM KolTO ca nobdaBeHHu 10 eQHHHIM OKCHTOLHMH, CBC CKOPOCT

20-40 xanku/MHHYTA.

J{Marso3a Ha yrepo-ianedrapaa HECypunuennud (PyHKIHHOHAIEH OKCHTOIHHOB TECT)
3amouBa ce ¢ HHTpaBeHo3Ha uHGy3ud Ha 0,5 MUNHEeTHHAIIN/MHHYTA, yABOSBAHY Ha-BCEKH 20
MHEHYTH [0 JOCTYraHe Ha egekTHBHaTa n03a (OOMKHOBEHO 35-6 M _’e,;{ﬁHHuufmﬁH
MakcuMyM 20 MuUIHeIMHHUOM/MUH.). Cnel perucTpupaHe Ha TpH QpeHH o . cuna
KOHTPAKITHH (¢ IpOABIDKATETHOCT oT 40 1o 60 cexyHIu) 3a HHTEPBAT O l.ﬁ MHH Hch»yanmra
ce IpeKparsBa H C€ CICAM 3a IO0ABATA HA KBCHH HWIM HPOMEHIH 1»1:? J{Iﬁllﬁ.lfﬂpaIIHH Ha |
ChpAeYHaTa 9€CTOTa Ha IUIoJA. A n




4.3. IlporaBonOoKa3aHuA

ITpunokeHneTO0 Ha OKCHTOLMH € MPOTHBOIOKA3aHO IIPH BCEKH OT CIEJHHTE CIIydad:
HANHEHTKH CBC CBPBXYYBCTBATETHOCT KBM JIEKAPCTBOTO; 3HAYUTEIHO HECHOTBETCTBHUE MEXKIY
rojJleMHHaTa Ha IUIOAa W Ta3a, HeOJIAronpusTHa MO3ULMA WIM Ipe3cHTAlUs Ha III0Aa, NpH
KOUTO paXJaHETO € HEBH3MOXKHO 0e3 IpeABapUTeiiHa Bep3uA ([Ip¥ HAIPCYHU NPEAICKAHUA),
T.e CIEIIHM aKYyIIepCKH CBCTOSHHA, IIPA KOUTO PHUCKBT 3a MaMKaTa WM IUIoJa Hajara
XHPYprudHa HHTECPBEHIHA; B CIIyUaHTe Ha CTpaJaHUE Ha IIIOJA, KOraTO paXKJaHETO He e
NPENCTOSIO;, IPOALDKATEIHO IPUIIOKEHHE [IPU MHEPTHAa MaTKa WM TEXKa TOKCHKO3a;
MATOYE€H XHUIIEPTOHYC; MHIAYKIMA HWJIH CTUMYJAald Ha POJOBHA IpoLEC IIPH
IPOTHBOIIOKA3aHHsl 3a BarMHATHO POAOPA3PEIICHUE KAaTO INpelexama HiIH Iposiabupana
I'BIIHA BPEB, TOTATHO IIPSAICKAHNE HA IUTAIICHTAaTa UM Ha CHJIOBE.

4.4. CnennajHn npeaynpexkIcHHA H NPeANA3Hi MEPKH NpH ynoTpeda

C u3KmoueHUue Ha HeoOHualHw 00CTOLTeNCTBa, OKCHTOLUMH HE TpaOBa a ce mpHiara IpH
CJICIHUTE YCIIOBHSA: HEJIOHOCEHOCT, TPAaHNYHA MEIIBH-PEeTaTHA JUCIIPOIIOPLM, [IpeAIIecTRAIIA
olepalls Ha IMUHKATa HIN MAaTKaTa, BKJI. Lle3apeBO CEYCHUE, IPEPA3TATaHe Ha MaTKaTa, BHCOK
MYJITHIIApDHUTET, HHBA3UBEH KaplMHOM Ha mmiikata. He Tpsa0OBa na ce npunara 3a HHAYKIHA Ha
paXJaHETO HPeAN aHraXXKUPAHETO Ha MpeAsie)kalnara 4acT Ha IJIoJa - TJ1aBa HiIH CCIATHIIE.
[Topanu pasHooOpa3HeTo Ha KOMOMHAmWu OT (PAKTOpPH IIPH OIIHMCAHMTE IIO-TOpe YCIIOBHA,
onpenencHueTo “‘HeoOM4aiHm OOCTOATENCTBA C€ OCHOBaBa Ha IIPEIleHKaTa Ha JieKaps.
Pemennero TpsOBa Ja ce B3eME ¢aMoO CJie BHHMATE/IHA IpelCHKAa Ha NOTCHIHAIHUA
IIOJIOKUTENER edekT, KOHTO MOXE Za c€ IIOCTUTHE ¢ OKCHTOUMH B J&ACHHS CIydaH, cpemmy
pSaKaTa, HO CHIIECTBYBAINA BB3MOXXHOCT JIEKAPCTBOTO Aa JOBENE IO MATOYCH XHIEPTOHYC
WU TeTAaHWYEH CIIa3bM.

[TpunaraHeTo Ha OKCHTOIIHMH 3a MHAYKIHs WIH CTHMYJAiHsd Ha paXIaHeTo TpsadBa Ja crasa
caMO IO MHTPAaBEHO3EH MBT M IIPH aJEKBATCH MEAULIHMHCKH KOHTPOJ B OOJIHHYHH YCJIOBHA.
Bcudky MauMeHTKH TpaOBa n1a OBAT MOCTaBeHHA 104 HEMIPEKbcHATO HabmoAeHUue 0T 00y4YeH
HepcOHAN ¢ AOOpH IO3HAHHSA 32 JIEKAPCTBEHOTO CPEACTBO H KBAIM(PHIMpaH Ja yCTaHOBSABA
yenokHenus, Ha pasmonoxenue TpsbBa Aa mMMa jckap, KOHTO na OpJ¢ B ChCTOSHHE da C€
CIIPAaBH ¢ BCAKAKBH YCIOXKHEHHUA. [10 BpeMe Ha IPHIOXKEHHETO Ha OKCHTOLHH IOCTOAHHO C€
npocaeAsBaT MaTOMHUTE KOHTpPaKIUH, ChpAcdYHATa 4eCTOTa Ha MailikaTa H IUIOZA, KAKTO U
KPBBHOTO HalAraHe Ha paxjamaTa ¢ oriej u30sArsaHe Ha ycnoxHeHHsA. B cioyvyan Ha
BL3HMKBAHE HA MATOUYHA CBPBXAKTHBHOCT OKCHTOINMHOBaTAa MH(Y3Ud TpaOBa Ja ce IpeKpaTH
He3a0aBHO, HHAYIIHpaHATa OT OKCUTOLMHA CTUMYIallUs] HA MAaTOYHHMTE KOHTPaKUHMHA HaMalsiBa
CKOPO CJIE/ IpeKpaTsBaHe HA MHPY3HUATA.

Koraro ce mpuiara MpaBHiIHO, OKCHTOIUHET IpeIU3BHKBAa MATOUHH KOHTPAKUMK I0J00HH Ha
Te3d OpH HOpPManHO paxaaHe. CBpPBEXCTHMYNIAlMATa HA MaTKara 4Ype3 HCNPaBUIHO
NPUIOKEHHE HA JIEKAPCTBOTO € PUCKOBA, KAaKTO 3a Malikara, Taka W 3a Iuoga. Hopu npu
NpaBHJIHO [PHIOKCHHE M aJeKBaTeH XOHTPOI MoOrar Jia BB3HMKHAT XWNCPTOHUIHH
KOHTPAKITHH NIPH MMAIIHEHTKH CbC CBPBXYYBCTBHTEIHA KBM OKCHTOIIMH MaTKa.

F-‘..-‘I ——. ey,

B ciy4aii Ha CMBPT Ha IIOAA B MarTKaTa W/HIM HATHYHC Ha MEKOHHYM B OKOJIO
BOJIM, Jia ce M30sarBa OypHa POIOBa JEHHOCT ITOpagy PUCK OT aMHUOTHYHA eMOOJIHAL.

Bunaru tpgabBa ga ¢e MMa IpeABUI, Y€ CHIISCTBYBA BE3MOXKHOCT 32 YBCTHYICHA K
1 aUOPHHOTCHEMHS. 1



[lybnukyBaHd ca Ciiydal Ha MaidWHA CMBPT [OPajM XHIEPTOHHsA, CyOapaxXHOUAAHH
KPBLBOM3IUEH, PYNITYPA HA MaTKaTa, KaKTO M Ha (peTajHa CMBPT IO Pa3INYHU [IPHYHHU BBHB
BPB3Ka C MApEHTEPATHOTO NPUIOKEHUE HA OKCHTOLIMHOBH IPOAYKTH 32 HHIAYKIUA HIH
CTHMYJIAI[MS B IIbpBaTa ¥ BTOpaTa (pa3a Ha paXkJIaHETO.

TloxazaHo €, Ye¢ OKCHTOIHMHET UMa 3HAUMTENICH aHTHONYPETUUEH €(eKT IO IHTS Ha 3aCHIBAHE
Ha peabcopbuusara Ha raomepynuus ¢uarpar. Cnegopare/HO TpsAOBa 1a ¢¢ HMa IpeABH]
BBR3MOXHOCTTA 3a BOJHA HHTOKCHKAIHs, OCOOEHO IIpH NPOALIDKHUTEIHA MHTPaBEHO3HA
MHQY3Hs M aKo pOAMIKAaTa IoeMa TE€YHOCTH Ipe3 ycrara. llpemorsparsaBaHeTo Ha TOBa
CBHCTOSAHME BKJIIOYBA CJIEHHUTE IPOLEAYPH: IIPHIIATaHE HA CJIEKTPOIUTH B HH(Y3Hs, KOTaToO €
HeoBXOOUMO MPOIBDKUTENIHO BIHBaHE¢ HA OKCHTOIMH; NOUIbpKaHe Ha ciaad naeOMT Ha
BIIMBAHUTE TEYHOCTH, OrpaHH4YaBaHE¢ Ha IIPHEMa Ha TEYHOCTH MHPE3 yCTaTa, HEIPEKbLCHAT
KOHTPOJI HAa BOJAHHSA OajaHC M HAOMIOACHHE HA CEPYMHHTE €ICKTPOIHTH IPH ChMHECHHE 3a

OTKIIOHCHHA.

OKCHTOLHMH € IIPOTHBOMOKA3aH IIPY MAIMECHTKH ¢ NpEeAMeCTBala CBPbXTYBCTBUTCIIHOCT KBM
HETO.

OkcUTOIIMH He OUBa Ja ce Ha3HAYaBa €JHOBPEMEHHO Ype3 IIOBeYe OT €JUH HaYWH Ha
IPUJIOKEHUE.

4.5. JlekapcTBeHH H APYrHd B3aHModeHcTBUA

OnucaHy ca Cliydad Ha TeXKa XHIIEPTOHHS, KOraTo OKCUTOIIHH ce npuiara 3 1o 4 gaca ciexn
npodUIAKTHIHO IMPHIIOKEHHE Ha Ba3OKOHCTPHKTOPH BBEB BPB3Ka CBC CIIMHAIHA aHECTEe3Hs.
[IpuiaraHeTo Ha LUKIONPONAH [PH aHECTE3Ms MOXeE Aa MOAH(HUMpA KapAHOBACKYIapHHUS
eeKT Ha OKCHTOIMHA U Ja IPpeAN3BAKa HEOUaKBAaHH PE3y/ITaTH KaTo XMIIOTOHHMS. 1IpH chinaTa
KOMOMHAMST ca ONMCAaHH cJIy9ad Ha CHHycoBa Opaaukapaus ¢ aOHOpMeEH
aTPHOBEHTPUKY/IAPEH PUTEM Y MaiKara.

Teil Kato € YCTaHOBEHO, Y€ NPOCTArJaHOWHUTE [OTCHIMHpAT €(QeKTa Ha OKCHTHIHH,
eHOBpeMeHHaTa MM yIroTpeba He ce Ipenoph4yBa. AKO NMPOCTariaHOIWHA M OKCHUTOIMH CE
NpujiaraT IOCIEJOBATEIHO, MATOYHATA aKTHBHOCT TpsOBa Ja ce MpoCiensBa ¢ MOBHIIEHO
BHUMAaHHE.

4.6. bpeMenrHOCT H KEPMEHE

He ca n3BecTHH Jpyrd HHAMKALMH 3a [IpUJaraHe Ha OKCHTOIIMH IPE3 IIbPBUTE TPU MECEHA HA
OpeMEeHHOCTTA, OCBEH NPH CIIOHTAHEH HJIH ApPE/M3BHKaH adopT. B3 OCHOBA Ha roJIEMUsl OMUT
C TOBA JICKAPCTBO, HErOBAaTa XMMHYHA CTPYKTypa U (papMaKOJIOTHYHHM CBOHCTBA, HE C€ CUHMTA,
g9¢ TOU JOBEXOA O aHOMAaJIMH B III04A, KOTaTO C€ MpUiara crope] HHIHKaIHUTE.

MaJiky XoIMYecTBa OKCUTOIIHH €€ OTKPHBAT B MAMIHHOTO MIISKO.

AXo ce Ipuiiara OKCHTOLIMH IIPH TPETHPAHE Ha TEXKKHM KPHBOH3JIMBH, KEPMEHETO HE TPAOBa 1A
3aII04YBa MIPEIH OKOHYATENIHOTO MY CIIHPAHC.

Thif KaTO € YCTaHOBEHO, Y€ MPOCTANIAHAHHUTE INOTCHIMHUpAT €(PeKTa Ha OKCHTOLMH,
eIIHOBPEMEHHATa UM ymorpeda He ce NpenopbdBa. AKO IPOCTAarjlaHAMHH ¥ OKCHTOLMH Ce€
IpuIaraT IIOCHEA0BATENIHO, MAaTOYHATa akTHBHOCT TpAOBa Ja ce MpocensBa C
BHHMAHHE.

4.7. EqexkTH BLpPXY cnioco0HOCTTA 32 ModHpaHe ¥ padoTa ¢ MANIHHA
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4.8. HexxenaHnu 1eKApCTBEeHH peaKIUH

Chednume Hedcenanu peakyuu ca HabAO0asanu npu Maiikama.

[Ipenosupane MU CBPBXYYBCTBHTEIHOCT KBM JIEKAPCTBOTO MOXKE Ja JAOBEAE IO MATOYHA
XUIIEPTOHMS, CIIA3BM, TCTAHWYHY KOHTPAKIMY WK PYIITypa HA MaTKaTa.

[IpunaraseTo Ha OKCHTOLIMH OM MOTJIO J1a JOBEAE A0 CIASAPOJOBH KPBBOTEUSHHUS; TO3H e(heKT
Ce ABJDKHM HA YCTAaHOBEHA OKCHTOLMH-HHAYLHpaHa TPOoMOOLUTONCHHS, abHOpHHOTEHEMHS H
xunonporpoMbuneMus. [IpH BHUMATEMHO BOASHE HA paXJaHETO YeCTOTaTa HA MOsABa Ha
CIeAPOAOBO KPHBOTEYECHHE MOXKE JIa C€ CBEAE J0 MUHHMYM.

Onucanu ca peaKy cliydad Ha Ta30BH X€MaTOMH.

ITpu BBLBEXIAAHETO HA TOJIEMHU JO3U OKCUTOLMH € BB3MOXHO JIa CE NOABAT ChpJAcUYHA apUTMHUS
WM [OPEeKICBPEMEHHM KAMEPHH CBKpalICHHS; XUIOTOHHA, NOCIEABAHA OT XHICPTOHHSA H
pedICKTOpHA TaxXHUKapIUs.

H3BecTHU ca clIy4yad Ha rajcHe U IMOBPEIIAHE.

[Topaau aHTHAUMYPETHUHUA €(PEKT NPOAB/DKUTEIIHATA MHTPABEHO3HA MH(PY3HA ¢ OKCHUTOIIMH
(obukuoBeHo npu 40 go 50 MENMMEAMHUIIM HA MHUHYTA) U TONEMH O0EMH BJIMBaHWA MOTaT Ja
OOBEIAT JO TEXKKA BOJAHA HHTOKCHKamuA. OnrcaHa € TexXKa popMa Ha BOJHA HHTOKCHUKAIHS C
KOHBYJICHM H KOMa BBB Bpb3Ka ¢ OaBHA OKCHTOIIMHOBA HH(Y3US B IIPOBIDKEHHE HA TIOBEYE OT
24 gaca. Cpob1maBa ce | 3a ¢JIydad Ha MayWHA CMBPT, JBJDKAIIA ¢€ Ha BOJHA HHTOKCHKALIUA
BCIIEACTBHE HA OKCHTOIIMHOBA HHPY3HA.

UspecTHH ca ciydau Ha aHadHIAKCHA H APYTH ANEPrHYHH PEeaKlMH, KOUTO B MHOTIQ PEIKH
Cilydas MMAT (aTajicH H3XOJ.

Crednume Hedcenanu peakyuit ca HaAOAIV0ACAHYU NPU NTT0OA UAU HOBOPOOEHOMO:

- BCJIEACTBHE Ha IpeAuU3BHKAaHATa MaTOYHA JEHHOCT: CHHYCOBa Opaaukapius, TaxXHUKap/ud,
IPEKICBPEMEHHN KAMEPHH CHKPALCHUA HIIM APYT BUI apUTMUA, TpaiHO yEpexkaane Ha [[HC
MIA MO3bKa H CMBPT Ha ILIO/a BCICACTBHAE aCPUKCHSI.

- TOpaJ iy NPHIOKEH HA MaiKaTa OKCHTOIIMH: HHMCK3 OIEeHKa Io ANrap Ha S5-Ta MHHYTAa,
HCOHATAJIHA XBJIITCHULA U HEOHATAJICH KPBBOU3/INB Ha PETUHATA.

4.9. Ilpenosuapane

[Ipeno3npaHeTo HA OKCHUTOIMH 3aBUCH OCHOBHO OT MaTo4YHAaTa XMIIEPaKTHBHOCT, AbJDKAIA Ce
HUIHA He Ha CBPBEXYYBCTBHTEIHOCT KBM TOBA JEKAPCTBO. CBPBXCTUMYJIANUATA, U3PA3€HA CBC
CHJIHH (XHIIEPTOHUYHHN) WIH MPOABIDKUTEIHH (TE€TaAHWYHH ) KOHTPAaKIUH WJId OCTATHYEH TOHYC
MEXY KOHTpaKIMHuTe OT 15 10 20 mm BojeH ¢THI0 UM IIOBEYE, MOXKE Ia IoBeHe O0 OYpHO
paxkgaHe, pynTypa Ha MaTKaTa, pa3KbCBAaHHMS Ha INHMKATa W BJIATAIALOICTO, CIICAPOIAOBH
KPBBOM3JIHBH, YTEpPOINAUEHTapHA xumnonepdy3ud MU IIPOMEHJUBH JeHellepaldd Ha
chpAeuHaTa AeHHOCT Ha ILIOJA, XHIOKCHSA, XMICPKAITHUA WM CMBPT Ha IUTofa. BoxHara
WHTOKCHKAIIHS ¢ TbPUYOBE, ABDKAINA C€ HA IPHCHIIHS aHTUANYPETHYEH e(eKT Ha OKCUTOIHHA,
€ CEPHO3HO YCJIOXKHEHHE H MOXE Ja BB3HMKHE NpH BUcOKM Ao03u (40 no 50 ml/mumyra),
BJIHBAHH 3a IPONB/DKUTENCH NepHoa. JIeueHHeTO Ha BOXHATa MHTOKCHKAUMS C€ CBCTOH B
He3afaBHO IIpeKpaTsBaHe Ha HHPY3HUATA ¢ OKCHTOI{UH, OrpaHUYaBaHe HA [IPUEMa HA TEUHOCT,
OCHTYpSABAaHE Ha OWype3a, HHTPABEHO3HO Ha3HAYABAHEC HA XHUICPTOHUYEH COJIEBH pasTBOD,
KOpEKIIMsl Ha ENEKTPONMTHUA nucDalaHc, TpeTHpaHe Ha TIBPIOBETE € pasyMHU AGSH -
GapOuTypaTH H OKa3BaHE Ha CIICIMATHH TPHKH 32 KOMATO3HY MAlUEHTKH. e
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S.1. PapMakoJHHAMHYHH CBOHCTBA

ATC xoa: HOIB B02

INN: oxytocin
®apMakOJOTMYHHUTE W KIMHHYHH CBOMCTBA Ha OKCHTOIIMH Ca HMAEHTHYHU ¢ TE3H Ha
€CTECTBEHHA OKCHTOILIHH, OTHAENAH OT 3aJHUA T Ha xunoduszata. MaTOUHHAT MHOMETPHYM
ChABPXKA CHEUU(PUYHH DPELENTOPH 3a OKCHTOLIMH, IIPHHAJUICKAmM KBEM rpymara Ha G-
NPOTEUH-CBBP3BAIMUTE peuenTopd. OKCHTOLMHBT CTUMYIHpPA KOHTpAaKIHATA HA TIaIKHs
MYCKYJI Ha MaTKara 4pe3 MNOBHIIABAHE HA KOHLECHTpANMsATa HAa BBTPEKIICThYHUS KalIlHii,
KOETO MPEeIU3BUKBA KOHTPAKIUU KAKTO IIPH HOPMAHOTO CHOHTAHHO DAaKIAHE H BPEMECHHO
[IOBUINIABaHE Ha MAaTO4HHMA KpBBOTOK. [IOBHMINABaT ce aMmMIUTATYZaTa H BPEMETPACHETO Ha
MATOYHUTE KOHTPaKIHH, KOETO BOAH A0 PasKpUTHE M H3IIaXJaHe Ha InHiikara. bpodT Ha
PELEITOPUTE U CHOTBETHO YYBCTBHTEIHOCTTA HA MaTKaTa KbM OKCHTOIMHA HapacTBa IO
BpeMe Ha OpeMeHHOCTTa W JOCTHra MakKCHMMyMma HO BpeMmMe Ha TepMHHa. Ilpe3 BpeMe Ha
OpEMEHHOCTTA OKCHUTOLUMHLT € B CBHCTOAHHE Ja NPEeAN3BHKA TMOCTEIIEHHO IIOBHINABAaHE Ha
MATOYHUS MOTWIHTET OT YMEPEHO HApacTBAaHE HAa 4YE€CTOTaTa H CHiIaTa Ha CHOHTAHHATA
JIBUTATEIIHA aKTUBHOCT /IO TPaWHM TEeTAHHYHH KOHTPAKIIHH.
OKCUTOIMH CBHKpalliaBa MUOCTIHTETHUTE KIICTKH, OTPAXKIAINH AJBEOJIUTE B MJIEUHHUTE JKIIE3H,
U ¢ TORA VJIECHABA OTACIAHETO HA MIIIKO.
OKcUTOIMH TNpHUYMHABA JUIaTallysd Ha riaJkaTa MYCKyJarypa Ha ChIOBETE, KaToO IIOBHUINABa
O0BOPEYHOTO, KOPOHAPHOTO U MOIBLYHOTO KpbBOOOpamenue. KpsBHOTO HanaraHe OOMKHOBEHO
OCTaBa HEIPOMEHEHO, HO BCJCACTBHC Ha HHTPABCHO3HO BIIMBAHE Ha MHOTO TOJIEMH HIIH
Hepa3peAcHM KOJMMYeCTBa Pa3TBOPH MOXKE Ja Ce MOHMWKU BPEMEHHO M pedIeKTOpHO 1a
BB3HMKHAT TAaXHKApAWAsS M IIOBHINABAHE HAa CHICYHHA yaapeH o0eM. Bciko MbpBOHAYATIHO
IIOHMXKaBaHe OOHMKHOBEHO € MOCJIEABAHO OT MAJIKO, HO TpaMiHO MOBMINABaHE Ha KPBBHOTO
HaISTAHE,
3a pa3nHKa OT Ba3OINpPEeCHHA, OKCHTOIMHET HMMa MHHHMAIICH AaHTHAHYPETHUEH €(QEKT.
BBIpekd TOBa, KOraTO OKCHTOIMH C€ Ipuiara BEHO3HO ¢ rojJeMHd 00eMH HEEeICKTPOJIHTHH
Pa3TBOPHU H/UIH C MHOIO IojiaM JeOHT MOXKE Jia IIPEAU3BHAKA BOJHA HHTOKCHUKAILIMAL.

S.2. PapMaKOKAHETAYIHH CBOHCTBA

[Ipy HHTpPaBEHO3HO NMPWIOKECHHE HA OKCUTOIUH ¢(PEeKTHT MY BHPXY MaTKaTa HacThIBA IOYTH
He3abaBHO M HaMa/IfBa B TEUYCHHE Ha ¢/MH dac. (e MyCKYIHO IPIWIOKECHUEC MUOTOHHIHUST
e(eKT HACTBIIBA CJied 3 0 7 MUHYTH U IIpOAb/DKaBa OKOJIO 2-3 Jaca.

Crmo Karo Ba3ONpeCHHA, OKCHUTOHUHBT C€ pasnpeleis upe3 H3BLHKJIETHUHHTE TEUHOCTH.
Maky KOJIH9eCTBa OKCHUTOLMH BEPOSTHO JOCTHIAT UPKYIALIASITA HA IUIOAA.

BpemMeTo Ha MNOIYKMBOT Ha OKCHTOOMHA ¢ OT 1 g0 6 MmuHyTH (cmaga KeM Kpas Ha
OpeMEHHOCTTA M 1Ipe3 jakTauusaTa). [1o-ronama gacT OT JEKapcTBOTO Ce pasrpaxkia B YCpHHA
apod u 6n6penuTe. OKCHTOIUHEBT C€ JC3aKTHRHPA UPE3 €H3UMHA XUIPOIIH3a, IPEIUMHO Ype3
TEKaHHAaTa OKCHTOIMHA3a. OKCHTOMHUHARA ¢€ OTKPHBA CHINO B IJJallcHTaTa U riazmara. Camo
MaJIKH KOJIMYECTBa OKCHTOILIMH C€ OTACHAT HENPOMEHEHH ¢ YPUHATA.

5.3. IIpeAKIHHHYHHA JAHHH 32 6ezomacHOCT

HsimMa 1mpoy4BaHHs C XHBOTHH HJIM XOpa OTHOCHO KaHIIEPOT€HHOCT H MYTareHHOCT & TOBR..
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IEKapCTBO, HsiAMa M HHGOpMalMsA 3a HEroBUTE €(EKTH BBPXY @epTHnHﬁ%.'_;FHeI_M;*{;gh;,_.l_l__.ffm__;}
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6. ®PAPMAIIEBTHYHU JAHHU




6.1. CnHcBhLK HA IOMOINHHUTE BEelMIeCTBA

JlegeHa oneTHA KUCEIIHHA
XnopoOyTaHoI XeMUXHAPAT

Etanon 96%
Bona 3a HHXXeKIuHA

6.2. HecbBMeCTHMOCTH

Moxe na 6pae cMmecBaH ¢ Infusio natrii lactici salina, Infusio natri1 chlorati i Infusio glucosi.
[TonydenusaT mpu cMecBaHeTo papmanedTrdecH NIpoAYKT TpsOBa Aa C€ U3I0I3Ba B paMKUTE Ha
MAaKCHMYM 8 Jaca.

(ITlposenenn ca TecTore 3a CbBMECTUMOCT ¢ S00 ml MHXKEKITMOHHN Pa3TBOPH)

6.3. Cpox Ha roaHocT

3 roJ MUK

6.4. Cnenua/jIHH yC/10BHS HA ChbXpPaHeHHE

Tla ce cbxpansBa mpa Temneparypa 2°C - 8°C, B opurrHaaHaTa ONaKOBKa.

6.5. lanan 3a 0NI2KOBKATA

5 x 1 ml 6be3uBeTHH, NpO3padHU aMIIYIIH, ¢ Osa1a TOUKA 3a YYIIEHE, B IJJaCMacOBa NOCTaBKa U B
KapTOHEHA Cr'bBacMa KyTHSL.

6.6. Ilpenopbku NpA ynorpeda/Mannnyaupane

CrnenuanHo 3a OONMHHYHO TPWIOXKEHHE (XOCIHUTANM3UpaHH OOJHM) WIH B cIydad Ha
CHELHAIHO pa3mopeKIaHe 3a ynoTpeda H3BBH 3/ipaBHUTE LICHTPOBE.

7. IPUTEXATEJI HA PASPEHLIEHUETO 3A YIIOTPEDBA

Gedeon Richter Plc.
1103 Budapest X., Gyomrdi at 19-21., Yarapus

8. HOMEP(A) HA PA3PEIIEHHETO 3A YIIOTPEBA

20000382

9. JTATA HA IIBPBO PAPELLIABAHE/IIOJTHOBJABAHE HA
PA3ZPEIIEHHETO 3A YIIOTPEBA

14.11.2005

10. IATA HA AKTYAJIN3NPAHE HA TEKCTA
21 mapr 2007




