KPATKA XAPAKTEPHCTHKA HA IMTPOJXAYKTA
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1. HME HA JJEKAPCTBEHMS [TPOAYKT

IMPOCTHUH 15M 0,25 mg/m] umxexnnoneH pa3reop
PROSTIN 15M 0.25 mg/ml solution for injection G HUE

07-02-

2. KAYECTBEH H KOJIMYECTBEH ChCTAB

Beexn 1 ml oT umkexuHOHHMA Pa3TROp ChABPXKA KapbONpOCT TpoMeTamen (carboprost trometamol),
eéKBHBaJIEHTeH Ha 0,25 mg kap6ompocrt.

TlomolHK BELIECTBA ¢ M3IBECTHO AeficTRHE

MMPOCTHH 15M ceampxa 9 mg GeH3unoB ankoxo/l BbB BCAKA aMITy/Ia, KOHTO ¢4 €KBHBANEHTHH HA
9 mg/m! 6eH31A0B aNKOXOIL.

3a OBIMHHA CIMCEK HA IIOMOLIHITE BeleCTBA BHKTE TOUKA 6.1,

3 JEKAPCTBEHA ®0OPMA

HHXeKIUHOHEH pasTBOp
Buctbp, 6e3uBereH pasTeop

4, KIMHAYHHA JAHHW

4.1 TepanesTHuny noxazanus

HHTpamycKkyaHQ npunokeHue
Abapm

[TPOCTHH 15M unexunoHeH pasteop (kap6onpocT TPOMETAMOI) € NIOKA3aH 3a NPeKbcBaHe Ha
OpemeHHOCTTa (PR MATONOTHYHA GpeMeHHOCT U MandopMaLKK) OT 8-Ta CeMHLA A0 KPas Ha BTOPHSA
FeCTAMOHEH TPUMECTBD, H3YHCASHH CNIPAMC ITHPBHA AEH HA MOCHeAHHA MEHCTpyaneH uukbi. Toi e
NI0Ka38H CBINO H MPH CIEAHMTE CBCTOAHHA, CBEP3aHH ¢ a60PT BBB BTOPHA TPEMECTHP:

a. HeyCneUHo H3roHBaHe Ha IUIoJa B X0/a Ha 1e4eHHETO ¢ JAPYT METOZ.

B. IpeXACBPEMEHHO HapyllIaBaHe Ha e/IOCTTa HA OKOJIOILIOAHKETE MeMOpaHu pH
NpUnarase Ha HHTPay TePRHHH METOIH, ¢ U3UEPHBaHE Ha leKapCTBEHATa AKTHBHOCT H HEAOCTATEYHA
HITH JIHTICBAU1A MATOYHA AKTHBHOCT.

B. Heo0X0AMMOCT OT NOBTOpHA UHTPAy TEPHHHA HHCTH/IALMS HA AEKaPCTBO 32 H3roHBaHe
Ha nyoAa.
r. cnyuaiiHa HIH CIOHT2HKA PYTITYPA Ha OKOAOMIOAHKMTE MeMOPAHM MPH HAMUUWE HA

HEXKH3HECTIOCO0EH MO/ ¥ OTCHCTRKE Ha ANSKBATHA M3rOHBAIA ASHHOCT.
3advpacan abopm (Missed abortion) — esmpemamouna cmupm
MMPOCTHH 15M umxeKUMOHEH Pa3TROD € MOKA3aH CHINO 33 SBAKYALHA Ha MATOTHOTO CHIBPKUMO

OpH NalHEeHTKH Che 3aabpwan abopt (Missed abortion) — BeTpeMaTOUHA CMEPT IIPE3 BTOPHSA
TPUMECTED.

Kpveouznus caed paxcoanemo

[TPOCTHH 15M HmskeKIHOHEH Pa3TBOp € [0Ka3aH 3a JIeYeHHE Ha KPBBOU3IUS CHE P
MPUYMHEH OT aTOHUA Ha MATKATA, KOATO HE pearupa Ha KOHBEHIHOHAIHH MEeTOAH Ha
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HHATpaaMHHROTHYHO NPUIOKEHHE

MPOCTHH 15M HeckeKUMOHEH pa3TBOp € OKA3aH 3a fpekhesane Ha GpeMennocTTa Mexay 13-ta
Ce/IMHLIA H Kpasd Ha BTOPHA récCTAlMOHEH TPHMECTED, H3MHCIIEHH CTIPAMO ITEPBHA A€H Ha NOCNeHHA
PEACBEH MEHCTPYAIIEH HHKDI, Ype3 HHTPAAMHHOTHYHO TIPHIIOKEHHE,

4.2 J03HPOBKA H HAYHH HA NPHJIOKEHNE

HuTpaMycKynHo npHaoxeHye

Abopm

Apnboko MyCKyJIHO Ce IIpinara HayanHa go3a ot 250 mukporpama (1,0 ml) TPOCTHUH 15M
HIDKeKIoHeH pastBop. [Moceasaiy Ao3u ot 250 Mukporpama Tpabea xa Ovaar NpHIarady npes
MHTEPBAJH OT 2 10 3 yaca, B 3aBHCHMOCT OT MATOYHHKA OTroBop. [IbpBOHAYATHO MOXKe 1a Obae
npunoskeHa npoGHa Ao3a ot 100 Mukporpama. AKo cief] HAKOIKO 003H oT 250 Mukporpama {1 ml)
KOHTPAKTHIIHHAT eEKT BLPXY MaTKaTa Ce MpelieHH KaTo HeJOCTAThYEH, I03HPOBKATa MOXe Ja Onle
yBenuyasana nocreneHto ¢ no 50 Muxporpama (0,2 ml) 1o MakcHManHa eIHHAYHA 1034 OT

500 mukxporpama {2,0 ml) na Bcexu 2 1o 3 gaca.

IIpu uaxou nayuenmxu cve 3advpican abopm (Missed abortion) — aempemMamoyna cmopm

125 mukporpama (0,5 ml) HEKeKUHOHEH pa3TBOP MoraT Ja 6bJaT TOAKOBA eHKACHH, KOJKOTO H
250 muxporpama.

O61ara go3a He TpabBa Aa HAAXBLPIA 12 mg, a NPOIB/KUTENHOCT Ha NPUIIOKEHHETO TOBEYE OT 2
JHH He ce IIpenopbyBa.

Kpvaousnug cneo paxcoane

JnboKo HHTPaMYCKYTHO Ce HpHara HauyanHa fo3a ot 250 muxporpama (1,0 ml) MTPOCTHH 15M
HIDKEKIMOHEH Pa3THOP. B KAMHHYHH NpOYYBaHHA MHO3HHCTBOTO OT YCIIEIIHHTE CYYaH ca
NMOCTHIHATH ¢ CEHOKPATHH HHXKCKIIHH, B nsﬁpaHn CIIy4aH € H3IBBPLIEHO MHOTOKPATHO MPH/IOKCHHE
npe3 HaTepBan ot 13 1o 90 MAHYTH ¢ ycnerleH KpaeH pesynTar. Hy:xaaTa oT JOITBIHUTEIHH
HHAKEKLMH H HHTEPBATLT, TIP3 KoliTo Te Tpabsa aa ObAaT HanpaBeHH, MOTAT Aa 6BAAT onpeleneny
CaMO OT JIEKYBalHs MeKap U ce ONIpeAS/IAT OT X0Ja Ha KNHHHYHATe chbuTHg. Obmara 1032
NPOCTUH 15M mixeximonen pasTsop He TpabGea Aa HaaXBHpIA 2 mg (8 no3m).

HurpaaMHHUOTHYHO TIPHIQXKEHHE

Abopm

Hosara ot 2,5 mg [TPOCTHH 15M 1 10,0 m! wnxkexiyoHen pasteop Tpabna na Opae usTernena s
CTEPHITHA CIIPHHIIOBKA M NPHNOXKeHa TpaHcaGIOMHHANHO B aMHHOTHYHHS cak, VimkekTHpaHeTo
TpAbGBa na 6bae 6aBHO, B NpoAbIDKEHHE HA 5 MHHYTH. [1epHOAMMHO 1TO BpeMe Ha IPHIIOKEHHETO
TpAbBa Ja ce npaBH NpoBepka 3a cBoGoaeH pedyke Ha GHCTPa aMHMOTHUHA TeysocT. [1pyu nossa Ha
KPBB B TazH TEUHOCT HHKEKTHPAHETO HA OCTAHANIATA YacT OT JIeKapcTBOTO TpEbBa Aa 6bae
TIpEKPATEHO.

AKO NPeXsCBAHETO Ha OpeMEHHOCTTA He HACTHIIBA M JIEKYBALHAT JIeKap CIHTa 3a Heo0XomMMO, MOXKe
Aa 6bae npriiokeHa MOBTOPHA MHTPAAMHHOTHYHA HHAEKUMA C 2,5 mg cinef 24 yaca.

O6mwara no3a [IPOCTHH 15M uuxekmuoHeH pasTBop He TpaOBa Aa HAAXBEPIA 5 mg.

4.3 IIpoTuBRONOKazaHHKA:



= CBPBXYYBCTBHTENHOCT KbM AKTHBHOTO BEUIECTBO H/IM KbM HAKOE OT [IOMOLUIHHTE BEMIecTBA,
H3IGPOeHy B TOuKa 6.1,

- 0CTpa TA30BA Bh3MAJHTENHA Gonecrt;

- DALMEHTH ¢ YCTAHOBEHO AKTUBHO ChpAsuno, Senoapobuo, Gpdpeuno unn yepHoapobuo
3abonsapane,

4.4 Creunanum npeaynpexieHns A peanaIHY MepKH IIpH yoTpeba

TTIPOCTHH 15M Moxke aa GbAe npuaaran camo oT 0GyYeH MeQUIHHCKH nepcoHan, IpH cTPoro
Cra3Bane Ha NPeNoPHYHTEIHATA 1034,

CrelnanHo BHUMaHHE Ce U3UCKBA NIPH MALHEHTH C AHAMHE3@ 33 4CTMA, XHTIOTOHHS HJTH XHIICPTOHHA,
ChpALUHO-CHAOBH, TpEpeunn uni vepHOAPOOHH 3a60/sBaHAA, MIAYKOMA (IOBHINEHO BETPEOYHO
HansArane), aHeMHA, SKBATEHHNA, ANa6ET HITH eNHIIENCHS.

CrotHOWweHNeTO NomIa/pHck TPaABa fa e NpelieHu NPH MAUMEHTH Che CHPIEYHO-CHA0BO 3ab0IgBaHe
(PHCK OT NIOHIKEHO KPHBHO HAJIraHe A0 ChPAEYHO-CHAOB KOManc, Gpagukapaus) i NPy TAUWEHTH ¢
aHamHe3a 3a acTMa (puck ot 6poHxocnactm) 1 benonpolto 3abonapane (REPOATHOCT 32 HAMANIEH
Genozipo6en kpBHBOTOK H MOBHLIEHO 6eN0APOGHO apTepHAHO HAATaHe).

' B peaxu cyyan npu RAKOM OT NPOCTAIMAHAMHHTE ¢ ChOGINABAR CHPEYHO-CHAOB KOMAIC H TOBA
TpabBa fa ce HMa IIpelBUA BUHATH NpH ynoTpe6a Ha [IPOCTHH 15M.

Habmogasato e HamManeHne Ha apTepPHATHAS KMCIOPOM Ha MaiiKkaTa TIPH [TAUMEHTH, IEKYBaHH C
xapbonpoct Tpomeramos. [IpenopsYuTENHO € NAIHeHTH ¢ IPeAXOKAILH chpae4HH H benoapotHu
npobnemu, Ha kouTo e npunaras ITPOCTUH 15M, n1a 6baar nabmrozasaku no BpeMe Ha IeYEHHETO H
Tpu HeOOXOAMMOCT 2a KM ce ale AONBLIHHTEIHO KHCTOPOL,

Kakro sewuku okcuroumHoeH cpenctea, IPOCTHH 15M 1pa6sa na 610¢ H3MON3BAH NPEANasNHBo
TIpH TAUEHTH ¢ [peJINecTRAINA YRpeaa (IIMKATPHKC) HA MATKAT3.

Bpementara MaTka CTaBa H3KIIOUHTENHO YyBCTBHTENHA KbM €K30reHHH MPOCTANIAHAMHEH 1Pe3
TpeTHsA TpHMECTHP. MutnMannata edexrisna xosa [IPOCTHH 15M HikeKIMOHEH pa3TEOD,
AOCTATHYHA 34 NPEM3BHKBAHE HA €BAKyallHa Ha MATOUYHOTO CHOBD)KHMO TTPE3 TPETHs TPHMECTHP, He
€ YCTAROBEHA,

[TPOCTHH 15M usrnexna HAmMa AHpeKTeH edeKT BEPXy (eTo-NMNalleHTapHaTa eAUHHKIIA X 3aTOBA He
TpAGBa 1a Ce HINON3Ba NPH YCIOBHS, KOraTo IIOABT B MATKATA € JOCTHIHAI KH3HECTIOCOGHOCT.
NMPOCTHH 15M He TpaGaa 12 ce CUMTA 33 CPEACTBO 32 YMBLPIBABAHS HA TUIONA,

[IpensapuTentoro Mtk eXHOBPEMEHHO eUeHHE ¢ AHTHEMETUTHY M AHTHAMAPHItHY NeKapeTReH:
CpencTBa 3HATMTETHO HAMANABA MHOTO BHCOKATA YECTOTA HA CTOMALIHO-YPEBHH HexXeTaHH
NeKapCTBEHH peakiuy, O61IH 3a BCHUKY npocTarianauHi. THXHOTO NpunoxeHue Tps6Ba aa ce cuuta
3a CBCTRBHA Y4CT OT JICYEHHETO HA MallHEeHTHTE.

Hpunoxenrero na TPOCTHH 15M HinkeKUHOHEH pasTBOP € CELP3aHO C IPeXORHA TMPEKCH, KOATO
BEPOATHO CE€ AB/DKH Ha XHNOTANIAMHYHA Tepmoperynanu. [TokauBaHHA HA TelleCHATa TeMIEpaTypa ¢
nogede ot 1,1°C ca 6uan nabmonasann npy npubruzNTENHO €1 OCMA OT NALHEHTHTE, NTOYYABAIIM
IPENOPHUHTENHHA JO30B PEIKHM.

PasrpaHnaBaHeTO Ha cienabopTeH eHIOMETPHT OT JIeKAPCTBEHO NPEAU3BHKAHN NOBHUICHHS Ha

TeMNEPaTypara € TPYAHO, HO ¢ YBEIHYEHHE Ha KIMHUMHHL ONUT DAIWKWTE CTABAT NIO-OYeBUIHY,
NanyUeHTHTE, NP KOHTO € HACTBIIHIO NOBHIIABAHE HA TEMIICPATYPATA, MPUONHIHTENHO €
HIECTHAAECETA YACT Ca MMAJH KIMHHYHA ANarHo3a eHIOMETPHT. B ocTaHaHTe cayuan
TeMNepaTypaTa ¢ce Bpblila KbM HOPMA/IHH CTOHHOCTH B PaMKHTE Ha HAKOMKO 9aca ceq
HHKEKLHA.




Kakro npu cnorTasen aGopt, npolec, KOHTO MOXe MOHAKOra 1a 6be HelrbaeH (HHKOMILIETEH),
abopteT npeauserkad ot [TIPOCTHH 15M HHEXeKIHOHEH Pa3TROp Moxke ChUI0 Ja OBAE HENBIEH B
okono 20% or ciydaure.

Beako neycnenHo npexbceBate Ha Gpemenroctta ¢ [IPOCTHH 15M Tpa6ea aa ce 3asbpiuy upes
ApPYT MeToA (BXK. ToUKA 4.6).

BBrpeku ue uecTOTaTa HA TPABMH Ha LUKIKATA € M3KTIOYUTEIHO HACKA, I0MiiKaTa TpAOBa BHHATH 4
Obae BHUMATEMHO NPernexAaHa HenocpeACTBEHO ces abopTa.

[Mpoyusanis HPH XHUBOTHH, NPOSB/DKABAIUA HAKOJKO CEAMHLIM C BHCOKH JO3H, TIOKA3BAT, Ye
npocrarnanauanTe ot cepua E u F, Morar 2a wugyuupar nponudepanus Ha xocrure. Takupa edextu
ca HabJoaBaHy NPH HOBOPOJEHH KbPMAYETa, KOMTO Ca [I0Ay4aBany npoctariasud E1 npu
NPOIBIDKHTENHO NeueHne, HaMa oka3aTencTso, 4e KpaTKoTpaiiHOTO NPHIOKEHHE Ha

[TPOCTHH 15M Moxe fa npHu#HA M0A0GHH KOCTHY NPOMEHH.

HHQOQM&UHX 33 NOMOIIHHTE BEIIECTRA:

Benzunoe anxoxon

ITPOCTHH 15M cpaspxa GeH3HAOB ankoxoll (BuxTe Touka 2). KoHcepBaHThT GEH3HIIOR aIKOX0n
MOXE a NIPEAH3BHKA peaKuMK Ha CBPEXYYBCTBUTETTHOCT. Baxno e Ja ce B3eMe npenBHa oboTo
KOJIHYecTBO Ha GeH3H/IoB ANKOXO0J1, KOETO LIS CE ﬁhne TNPHITICKEHO OT BCUYKH HITOYHHIIH, a I10-
ronemu oGemy TpAGBA fa ce Mpusarar ¢ BAHMaHKe H ¢aMo ako € abCoIIoTHO HeoGXonuMO, 0cobeHO
NpH NAUMEHTH C YePHOAPOOHO 1K GbOpevHO YBpeskaaHe, KAKTO U mpH OpeMeHHA HiH K‘bpMeI.l.lH
WEHH, IIopagy PUCK OT KyMyJHpaHe d TOKCHYHOCT (MeTalONMTHA alfuao3a).

Hampuii

[MPOCTHH 15M cpabpxa no-Manko ot 1 mmol Hatpuit (23 mg) BBB BeAKa ammyJia, T.. MOXe 1a ce
KaXe, Je NPaKTHYeCKH He ChIbPKa HATPHIL,

4.5 BzaumogeiicTene ¢ Apyru JeKAPCTBEHH NPOAYKTH H ADYTH GOPMH HA B3aHMOJeHcTBHE

Toit kato IPOCTHH 15M Moxe Aa 3acHIu AeHCTBHETO HA IPYTH OKCHTOLHHOBH CPEACTBE,
eJHOBPEMEHHOTO NIPHIIOKEHUE HE ce MpenophYBa.

4.6 PepTHaHTeT, GpeMEHHOCT H KbpMEHE

BpemeHHOCT

Tpoyusanus npH XHBOTHH NOKA3BaT PeNpOAYKTHBHA TOKCHIHOCT H BCAKA /1034, KOATO BOAH A0
IIOBULIEH MATOYEH TOHYC , MOXKE Ja HIIOXKH Ha pHCK eMOpHOHA MK MIIoda.

Besko HeycnentsHo npekbesase Ha Gpemennoctta ¢ [IPOCTHH 15M 1pabfea aa ce 3apppiiy upes
JApYT MeToA (BiK. TOUKA 4.4).

ITPOCTHH 15M ne 1pabea na ce u3nonssa no BpeMe Ha 6peMEHHOCT, OCBEH 3a MOCOYEHHUTE
nokKasanus (Bx. Touxa 4.1).

ITPOCTHH 15M cBabp:xa GeHIHIOB ANMKOXON KATO KOHCEPBAHT. BEH3MMOBMAT aKOX0J MOXe Ja
OpeMHHABA ripe3 NhaueHTaTa (BIOKTE Touka 4.4).

KbpMmeHe
HsaMa naHny 3a eKCKpeLHaTa Ha kapGonpocT TPOMETAMON B KbPMATa.

TMMPOCTHH 15M cbaspika GeH3MI0B &TKOXON KATO KOHCEPBAHT (BHXTe TOUKA 4.4).
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QepruauTer
Jluncear KIHHIYHK JaHHY 33 edekTHTE Ha KAPGOIpPOCT BBPXY (epTHINTETA.

4.7 Edextn Bbpxy ciocofHoCTTA 32 modupane n paoTa ¢ MAITHHH
Hsama npopeZiend npoyHBaHuA 32 eeKTuTe BLPXY CocobHOCTTA 34 mopHpaHe H pafoTa ¢ MAIHHH.

HMa cHo5IIeHHA 33 HeXKENAHN PeakUMH KaTo CHHKOIL, 3aMAAHOCT M CHEJIMBOCT, KOMTO MOLAT Aa
Hapywar cnocobHocTTa 3a modupane wiin paboTa ¢ MaIHHY.

ETo 3amo naunenTHTe TpabBa Na ce BBIABPKAT OT WOGUPAHE JOKATO HE ycTaHOBAT, ye [IPOCTHH
15M He 3acara TAXRaTa CHOCOGHOCT 23 modupane Uik padora ¢ MATIMHM.

48 Hexenann NexapceTeeHu peakumy

Tabauuara no-aomy u3bposba HeXeIaHKTe PEAKIUM, UACHTHOUUMPAHH B KIHHMYHY TPOYUBAHMS H
[OCTMAPKETHHIOBO HAONIOACHNUE [10 CHCTEMO-OPraHeH KJIac M 4ecTOTA. BLB BCAKO IpynupaHe 1o
4eCTOTa HEOKESNAHNUTE PEaKIHH Ca MPEACTABEHH B HH3X0/A1I pe]] Copel cepuo3HOoCcTTa. YecToTHTe ca
ornpexneeHy karo: MHoroe ecty (> 1/10), vectnn (> 1/100 oo < 1/10), Hewectn (= 1/1 000 oo < 1/100),
peaku (= 1/10 000 ao < 1/1 000), MHoro peaxks (< 1/10 000) unu ¢ Hen3BecTHa YecToTa (OT
HANHYHHTE AAHHH HE MOXKE J1a GBI HAMpaBeHa OLEHKA),

Hexenanwre peakuny Ha [TIPOCTHH 15M kaTto 1ano ca NpexoaHu H o6paTHMH NpH NpekpaTiBane HA
TepanmusTa. Hait-uectute HabmonaBaHn HexeNaHu peakiiy ca CBBP3aHN C HErOBMA KOHTPAKTHIIEH
edeKT BbpXY ITafKUTe MYCKYIIH,

[Ipy nauuexTHTe, yIacTBANM B NpOYYBaAHUA, NpubnuzuTenHo age TpeTu (66%) ca HMand NOBPBLIAHE
¥ Auapus, npubnusnTenHo eana Tpeta (33%) ca uMany raaeHe, egHa ocMa (12%) ca MMai
MOBHILIABAHE HA TEJISCHATA TeMIlepaTypa ¢ mokeye ot 1,1°C u exHa yeTnpunaneceTa (7%) Ca HMau
3gYepBABaHe Ha THLETO.

Cacremo- Muoro geetn YecTn HeuecTn C nemsBecTHA
0prane|-l KJIac HYECTOTA
=119) (=1/100 po < (= 1/1 000 o < 1/100)
110) {or HAnMHATE
DaHHH He MOXKe
aa benae
HANpABeHA
OLeHKA)

Hadexuuu u Engometput’ CenTHueH 0K Hudeknuu Ha
nedecTauum TOpHUTE
Hudekuma na JHXaTeHH
MHKOYHHTE TETHINA neTHIA*

Hapymennst Ha Peakuuu Ha
HMYHHATA CBPbXHyBCTBHTE
cHCTeMa HocT* (Harmp.
aHaHIaAKTHYHA
peaxis,
aHapHuIaKTHYeH

HIQK,




Hapywienus na TupeotokcHuHa
€HAOKPHHHATA Kpmza*
CHETEMA
HMenxmunn Hapynenue Ha chhs TpesoxnoctT*
HAPYIICHHS
Hepsuoct*
Hapymwenns na I'napoGonuet Baso-paranex cuakon | Cunkon*
HEPBHATA
CHCTEMA IIpecunxon
Jetaprus
Jncronus
TlapecTe3na
Hucreysus
3amaiisane’
CoMHOJIEHTHOCT
Hapywenus xa Bonka B ounTe
ouHTE
3aMbInieHO BiDKAaHE
Hapynrenns na HIyM B ymmnTe
yI0TO H
nabupuura Bepruro
Crupaeunn Taxaxapaus Tlannuranuu*
HADYIMICHHSA
Cuaoosn 3aueppaBane XutepToHus
HADYLIEHAN
T'opelnH PEIHK
Pecnuparopun, Kamnanua Pecniuparopen Craraue B
rpBIHA H nucTpec repiaoTo*
MeIHACTHHANHH
HApPYIICHHR XunepeenTunauus' YyBCTBO 32
aagymasaHe*
Jucnues
Enucrakcuc*
AcTMa
Cyxota s
CeHpKamu rEpaoTO*
Xpuliope X biUaHe
CromamHo- Huapnst XemaTteMesa Bonka B
YpeBHH
HApyueHns Iospsmane! Ennaracrpanin 60nku




Taaenet

Cyxora B ycTara

Hapymenus na Nuadopesa Obpus*
KOMATA H
NOJKOXKHATA [Totene
TBKAH
Hapywenns Ha Benka B TepGa Kpamnu Ha
MYCKYJHO- KpakaTta*
CKeJIeTHATA Muanrus
CHCTeMa H Bredapocoazem*
CLeAMHHTEJIHAT KpuBa mmg
a2 TBKaH (Forticollis)
Hapymenns ua 3agbpxaHe Ha Pyntypa Ha MaTkara Caxynauus Ha
BLINPOMIBOANTE IJIALIeHTATa HIu MmarkaTa*
JIHATA CHCTEMA okonomnoauute | Ilepdopaiua Ha
H I'BpAaTa MeMmOpanu MAaTKaTa
Marouen Bonka B obnacrra Ha
KPBBOH3JIHEB tasa'

Hanpexenne B

IBPOATE
O6mn Perpoctepranen | Brpucase, Crarane B IpbIHHA Bonka B rpbaRMA
HAPYIIEHHUS U auckoMQopT Tpenepene KoII Kour*
ederTH HA
MHCTOTO HA bonka #a MactoTo Ha | CHiHa skaxaa*
NpHI0KeHUE HIDKEKTHpaHe

AcTeHus*
Hicaeqsanus TloBuimena
TenecHa
TeMIeparypa

* YCTaHOBEHH OT IHOCTMAPKETHHIOBHA OITHT,
t Cu0uTHA, cHOGIIENN NPH HHTPAMYCKYIHO M NIPY HHTPAAMHHCTHYO NPITOKeHHe. Beiuxn npyra ceGHTHA ca
cHOBLIEHN CAMO 33 HHTPAMYCKY/IHHA IThT Ka PbEEKIAHE.

Crofuiapane Ha 10ZO3IMPAHK HEKENAHH PEAKIIAH
CrobmasaneTo Ha NOAO3HPAHY HEXEMAHN PEaKUMH Cliell paspeliaBaHe 3a ynorpeba Ha IeKapcTBEHHS

NpOAYKT € BakHO. ToBa N03BONsABA a NPOABIKH HAONIOAEHHETO Ha CHOTHOMIEHHETO NMON3a/PHCK 38
JIEKAPCTBEHNA MpoIyKT. OT MeIUIHHCKHTE CIEHMANHCTH Ce U3HCKBa KA ChobilaBar Beaxa
[IOO3HPAHA HexeNaHa peakiua ypes M3mrbIIHUTENHA areHilHs O AeKApCTBaTe, Y. ,,Jaman ['pyes”
Ne 8, 1303 Codus, Ten.: +359 2 8903 417, yebeaiir, www.bda.bg.

4.9 Ilpeaosnpane

JleyenueTo npu npeo3upane TpaGaa Aa Ghe CHMITOMATHYHO H TOANOMArallo.

5, DAPMAKOQJIOI'AYHH CBOMCTBA




5.1 DapmaroaHHAMHYHM cBOHCTE

(apmakoTepaneBTiuHa rpyna: JlekapcTBa, CTUMYTHPAIIY MaTOMHHTE KOHTPAKLIMH, IPOCTArTTaAHIHHH
ATC xog: G02AD04

TMPOCTHH 15M npeacTapnssa TPOMETAMONORA Coll Ha 15 (S)-15-MeTHNOBHA aHAJIOT HA eCTECTBEHHA
npoctarnannuy Fza. KapGonpoct TpoMeTamMon HMa OKCHTOLIMHOBH CBOHCTBA.

MexanuieM Ha feficTue

KapbornpocT TpoMeTaMon, IpUIOKeH HATPAMYCKYJIHO, CTHMYAHPA KOHTPAKLMH HA MHOMETPHYMa Ha
6pemennara MaTka, nogo6GHH HA KOHTpaKIMHTE [0 BpeMe Ha poioBa ACHHOCT B Kpad Ha H3HOCCHA
6pemennoct. He e H3BecTHO anH Te3u KOHTPAKLHK ce ABIKAT Ha AMpeKTeH eeKT Ha KapGompocT
BBpPXY MHOMETpHYMa. Clelt paKJaHeTO HACTBIBAILMATE KOHTPaKUMH HA MHOMETPHYMA OCHIYMEBAT
XeMOCTa3aTa B MACTOTO HA MPUKPERBaHe HA [AlIEHTATA.

dapmaxoruuaMuuty ederTd

Kap6onpoct tpoMeramol cTHMY/THpa CHINO H INIAAKATa MyCKyAaTypa Ha CTOMALIHO-YPEBHHA TPaKT
1pH YoBeKa. Tosa feficTBHE MOXKe 18 NPEIM3BUKA MOBPEILAHE HIIH THAPHS HIH H ABETE 346THO,
KOHTO ce Cpeluat YecTo 1pH ynotpeba Ha kapGonpocT TpoMeTamoin. To3u edeKT HAMA KINHHIYHO
3HAYEHHE.

Ilpu naGopaTopHH XKHBOTHH, a ChUIO H MPH X0pa, KApGONPOCT TPOMETAMOJ MOXKE JIa IIOBHIIH
Tenecnara TeMneparypa. [Ipu npunarane Ha kapSORPOCT TPOMETAMOJ B KITHHHYHE JO3H HAKOH
NAIMEHTH MOy YaBaT IPEeXOIHH NOBHILEHAS Ha TEMINEPATYpaTa.

5.2 dapMaKOKHHETHYHH CBOCTBA

Pasnpenenenue
ITeT xeHH CbC CTIOHTAHHO PaXAAHE OKOJIO TEPMHHA ca GKIH AeKyBaHH HEMOCPEICTBEHO Clie

PLKAAHETO C IHOKPATHA HEXKeKIHA oT 250 Mukporpama kap6onpoct TpoMeramMon. ITnkosa
IL1a3MEeHA KOHIEHTpalHa e OHna HiMepeHa Ha 15-Ta MHHYTa TIpH ABe xeHH (3 009 u

2 916 naxorpama/ml), npu ApyrH xenu — HA 30-Ta munyTa (3 097 u 2 792 nukorpama/ml), a npu egHa
sKeHa — Ha 60-ta MuHyTa (2 718 nukorpama/ml).

Bbuotpancthopmaums

Kap6onpoct ce merabonusupa rnagHo B Yepuus Apob upes Gera- u omera-okvcienue. Knunnyanre
Tpoy4YBaHUA ¢ MapkHpal 15 (S)-15-Metwinpocrarnasauy Fao nokasgat, 4¢ OCHOBHHAT MeTabonHT B
nJ1a3MaTa, KakTo 4 B ypuHarta, e 2,3-aunop-15-Metunnpocrarnadiud Fao.

EnumMunypate _
Exkckpenusta ¢ ypuHara € OCHOBHHAT NbT Ha eTUMHHHpaHE HA KapbompocT H T4  MONTH IThHa 24

qaca c/iefl HHTpaMyCKyTHO NIPHIOKEeHHe MPH MaKallH.
53 IpearanAauHy AaHKRY 32 GE30IMACHOCT
INpoyxBaHUA NpH XHBOTHH ¢ MPOIBIKHTENHOCT HAKONIKO CEAMHIIK M BbB BUCOKH J03H ¢a NOKA3alH,
ye npocrarnaanusute ot rpyna E # F moraT ga npeausprkar xoctha nponubepaipiz. Taknsa edextn
ca 3a6en43aHH CBIUO W P HOBOPOJAEHH, KOMTO ¢a GHIIM JIEKYBaHH IPOAB/UKHTENHO BpEME ¢
npocrarmauaug E1. Hama gokasatencrea, ge kparkuat teueber xypec ¢ [TIPOCTHH 15M
HIDKEKIIHOHEH PA3TBOP MOXKE Ja Npequ3BHKa noJo0HH KOCTHH [IPOMEHH.
6. PAPMAIEBTHYHH TAHHH

6.1 CnHebK HA TOMOLTHHTE BEINECTRA

TpomeraMon




Harpues xnopun
Benzunos ankoxon (E1519)
XnopoBOOpPOAHA KMCETTHHA

HaTpnes xugpokcun

Boga 3a umxexiu

6.2 HechBMeCTHMOCTH

HsaMa naHuy.

6.3 Cpox ua rogHoct

4 rofHHHA

6.4 Coennannm ycIoBHA Ha ChXpaHeHHe

Ha ce cexpanssa npu TeMnepatypa ot 2° no 8°C.

6.5 Bua 1 chALKAHUE HA ONAKOBKATA

1 ammyna ot cThk10 THI I, cbbpkama 1 ml HHEXKeKIMOHEH pa3TBOP.

AMNYynara ¢ IOCTaBeHa B KAPTOHEHA KYTHA.

6.6 Cneunasnn npeanazHe MepKn NpH H3XBbpiaane H paboTa

Ipunara ce caMo & 60JHHYHN YCIOBHA,

IMapexTepanHuTe AexapcTBeRH npoaykTy TpadBa na 6bAaT MHCTIEKTHPAHH BHIYATHO Mpeau

ApUIOXKEHHE 32 HATKMYIHE HA JaCTULM ¥ MPOMEHH B [IBeTa, KOTAaTO Pa3TBOPBT H OMAKOBKATA

[IC3BONABAT TOBA J1a CTAHE.

7. IIPHTEXATEJ HA PABPEIIIEHHETO 3A YIIOTPEBA

Pfizer Europe MA EEIG

Boulevard de la Plaine 17

1050 Bruxelles

benrua

8. HOMEP HA PASPEINEHHETO 3A YIIOTPEBA

20060051

9. JATA HA ITBPBO PA3IPEIIABAHETIOJHOBABAHE HA PAZPEINIEHHETO 3A
YIIOTPEBA

Jara Ha Tepso pazpemasase: 21 ouu 1994 1,

Hara Ha nocnenHo noaHoBsBake: 20 ouu 2011 r.

10. HATA HA AKTYAJIMIHPAHE HA TEKCTA
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