KPATKA XAPAKTEPUCTUKA HA NPOAYKTA

1. HauMeHoBaHue Ha JlIeKapCcTBEeHNA MPOAYKT fuam nninT,

KDRMRE Xapakmepucr 1wka v fip e

PEMECTHH@O,l mg/ml UHXEKUUOHEH pa3Teop/ .
REMESTY ' injecti |
ESTYP™ 0,1 mg/mi solution for injection | Kum Py\.\'%qm;‘ A\ Q;Lﬁ)%r

2. KayecTBeH M KONNUYECTBEeH CbCTaB 1 -
Tepnunpecud 0.10 mg B 1 ml UHXKEKLUOHEH pa3T 6pero- . Cy}/ 8 //"ﬂf
3a NOMOLWHUTE BewecTsa BUX T. 6.1.

3. NekapcreeHa popMa
Buctop, 6e3uBeTeH pasTBop

4. KNUHUYHUN AaHHH

4.1. TepanesTHUHHU NOKa3aHNA

KbpBeHe OT XpaHOCMUIATeNHUA W YPOT€HWTANIHUA TPakT Npu Bb3PacTHU 1 aeua -
Hanp. e3sodareanHn Bapuuwv, CTOMallHa ¥ AyOA€HaNHa A3Ba, DYHKUMOHANHU W
ApYyru MeTpoparuy, No BpeMe Ha paxaaHe wn abopT U noaobHU cayvaun.

KbpseHe BLB Bpb3Ka C XWPYPriuyHwn onepaunyM 1 no-crneuunantoc b obnactra Ha
KopeMa W Mankusa Tas. JIOKaNHO npunoxernne Hanp. Npu rMHEKONOrMHHN onepauuv
B obnacTTa Ha MaToyHaTa LWWUHKa.

4.2. Qo3upoBKa M1 HAYMUH HA NMPUNIOXKEHNKE

Kbpsene oT esodareanHunre sapmum: o 1 mg (1000ug) Ha Bceku 4 - 6 yaca 3a
nepwog oT 3 - 5 aHW. 3a npeaoTspaTABaHeé Ha peunans ot KbpBeHe, NeYeHWNeTo
TpA6Ba Aa NPOABLJKM, AOKATO KbpBEHETO € NOA KOHTpon 3a 24 po 48 uaca.
NekapcTBOTO Ce npunara UHTPaBeHO3HO, OOUKHOBEHO CTPYWHO BEHO3HO WAKM NoA
cdopMaTa Ha KpaTKoTpaiHa BEHO3Ha WHQY3KS.

flpyrn BUAOBE KbpBeHe OT raCcCTpOMHTECTUHANIHNA TpakT: 1 mg Ha Bcekn 4 - 6
yaca. MpoAYyKTbLT MOXe Aa Ce U3NOoN3Ba olle KaTo Mbpea NOMOLL U3BLH XUPYPruaTa,
aKO UMa KNAMHUYHO CbMHEHUE 33 KbpBEHe OT ropHaTa YacT Ha racTpOUHTECTUHANHNA

TpaKT.

KbpBeHe OT CIJIaHXHWKOoBaTa o6nacT npu aeua: obuvaiiHaTa no3a eapupa oT 8
no 20 pg/kg TenecHo Terno, pasnpeaesneHa Ha WHTEpPBaNn oOF 4 po 8 waca.
NpunoxeHueto TpA6GBa Aa NpoAb/KUA NpPes uenus nNepUoa Ha KbpBeHe, cbliarta
npenopvKa e To 4a Ce NPOABJKN KAKTO B Cjly4auTe Ha KbpBeHe NpWU Bb3pacTHu. 3a
ckfiepo3svpanu esodareanHv Bapuum ce npunara CTPYWHO BEHO3HO B €4VWHU4YHa A033
oT 20 ug/kg TenecHo Terno.

KbpBeHe OT YpOreHMTasHua TPakKT: NMalMku nNpeasus pasnukmTe Mexay
aKTUBHOCTTa Ha NJa3MeHuMTe M TbKaHHMTE eHaonenTujaasw, Aosata Bapupa B
wupok ananasoH - ot 0.2 Ao 1.0 mg Ha BCeky 4 - 6 vaca.

Npy I0BEHWIHW METPOpArvy ce npenopsrysaT A03h OT S ao 20 ug/kg TenecHo Terno.

MpoaykTbT  Tpabea na 6bae NpPUNOXKEH WHTPABEHO3HO, a Mo U3KOYEeHUue
MHTPaMYCKY/IHO. MNOCNeAHUAT HAYH Ha NpUNoxKeHUe Tpsbea aa ce usbarea, ako ce
U3NoN3BaT NO-BUCOKK A03U.

JIoKaNnHO NpUNOIKEeHNE NPU NMMHEKOJIOrMYHH onepauun; ro 0% mg (400ug) ce
paspexagat 4o 10 ml pasteop Ha NaCl, cnea koeto ce pbunara M pRANEPBUKaAHO
W/wan napauepeukanHo. pu TO3M HAYMH Ha NPWUAO f@ueecbenmffg nosABAEA
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cnep okono 5 - 10 MuHyT. AKO e Heob6X0oouMO Ao3aTa MOXe 43 6bae nosuleHa UAu
NOBTOPHO NPUNOXKEHA.

4.3. NMpoTnBONOKasaHUA

CBpPBbXYYBCTBUTE/NIHOCT KbM JIEKAPCTBEHOTO BEUIECTBO WKW KbM HAKOE OT NOMOLWHUTE
BeLl|eCTBa.

[TepBOTO TpUMecevyne Ha OpeMeHHOCTTa OCBeH aKko HsMa XXN3HEHOBaXHW
UHAWKAUMKU, TOKCUKO3a Ha OpeMeHHOCTTa, enmMnencus.

4.4 CneyMnanHMU npeaynpexaeHns

Npu HanpeaHana ©peMeHHOCT noAnsaTta OT NPUNOXEHWETO Ha npoaykra Tpsabsa
BUHaru Aa 6bvae npelLeHeHa CNpPAMO eBeHTyanHuTe puckose. C NoBULLIEHO BHUMaHUE
TpabBa Aa ce npunara nNpu no-sb3pacTHu Aumua, 60NHKM € HUCXeMuvHa 6onecTt Ha
CbpLETO, BUCOKa CTENEH Ha aprepuanHa XvMNepToHus, CbpAevdHa apuTMUa Wan
bpoHXuManHa acTMma.

o Bpeme HA nedyeHune ¢ Pemectun, ocobeHo, KOraTo ce npunara B no-BUCOKU JO3M
(0.8 mg v nosedvye), e HeoOXOAMMO BHMUMATENHO MOHUTOPUpPAHE Ha KPbLBHOTO
HanAraHe, cbpaedHata 4vyectota M HanaHca Ha TedyHoCcTH, ocobeHo npu BoNHU C
XUNEPTOHUA, CbpAedHW 3abonsBaHMA W HanpeaHana Bb3pacT. PeMecTun He e
3aMecTUTEen Ha KpbBTa npu 6onHu C KpbvBo3aryba. TbM Karo ca HabnioaaBaHW,
Makap M Npu eguHWYHWU Cchydaun  NOKaJIHW HEKPOo3u cnen nNpunoXeHUeTo Ha
TepAUNpecuH, NnpenopbyBa ce Aa ce Uu3bArBa MHTPAMYCKYTHOTO MY MPUAOXKEHUEe WU
Aa ce npunara B Hepa3peaeHu A03u oT 0.5 Mg U noBede CTPOre BEHO3HO.

4.5. Nexapcreenu u Apyru ¢bopMm Ha B3aUMOAEeHNCTBUSA

BasOKOHCTPUKTUBHUTE N yTepOTOHUYHK edeKTn ce ycuneaT, ako Pemectun ce
npunara eaqHOBPEMEHHO C OKCHMTOUMH W MeTwneproMeTpuH. TepnunpecuH ycunea
XUNOTeH3UBHUA e(deKT Ha HeceneKTUBHUTe beTta - Bnokepwu B nopranHaTa BeHa.
EAHOBPEMEHHOTO nevyeHue ¢ NleKapcrea, HaManAsalwM CcbpaedHaTa 4vecrora, Moxe
Na anoseae A0 cepuo3Ha bpaaukapauvs.

4.6. BpeMeHHOCT U KbpMeéHe

TepnunpecuH OTKNKYBAa MUOMETpasiHaTa aKTUBHOCT MW HaMaisiBa KPbLBOTOKA HA
MaTKaTa. PenpoAyKTUBHUTE NPOYUBAHUA BbLPXY 3aALN N MUWKWU YCTaHOBSIBaT , 4e
NO-BUCOKUTE [003W Ha TepAUMnpecuH yBenuvyaeaT 4vectotata Ha abopTtute WM
NPUYUHABAT paHHa CMBPTHOCT Ha eMbpuoHa C nocneaBall abopT. XuBopoaeHuTe
deTycn WMAT NO-HUCKO TenecHo Terno U yBenuyeHa 4ectoTa Ha aHoOMaluu.
[1poAYKTLT € NPOTUBOMNOKa3aH Npe3 NepBOTO TpuMecevne Ha GpeMeHHOCTTa OCBEH B
cayyauTe Ha XXKU3HEHO BaXXHW NokKasaHMUA.

HAMa AoCTaTb4yHO Hanu4dHa vHopMauusn 3a NPEeMUHABAHETO Ha TEpJIMNPecuH B
KbpMaTa, oule noBeYye, 4e € Masko BepoATHO Aa WMa 3HauuTenHa pesopbunsa Ha
HenpoMeHeH NenTua 8 racTpoOUMHTECTUHANIHUA TPaKT Ha KbpMadertarta. B no-KbCHUTE
nepuoan Ha O6pemeHHoOCTTa TpAOBa Aa ce nNpeueHW nons3arta OT npunaraHeTo Ha
NpoAyKTa CNPAMO Bb3IMOXHUTE PUCKOBE.

4.7. BamaHne sbpxXy cCNOCOOGHOCTTA 32 wodupaHe U pabota ¢ MALLIMHM
[locera HaMa AaHHMU.

4.8. He)XxeNnaHm NeKapCcTBeHM peaKLiMm

Han-yecrute HexenaHuw peakuuum ca: 6nesoCr, NOBUIWEHO  KPbBHO HansaraHe,
kopeMHHM O60NKWU, yBenuueHa upeBHa nepucTantuka A0 abJOMUHaNHU  KONWKM,
rageHe, avapus u rnasobonune. Moxe za ce noasu, Makap m psako bpasukapaus.
Cepuo3H HeXenaHW peakuuu KaTo WUH@PAPKT Ha MWUOKAPA&,.  CbpAeYHa

HEIOCTATLYHOCT , ANCTIHEA WM JIOKA/IHA HEKPO3a B MACTOTO Ha MHXEKT
MHOIo peliKu. Y\ S

f ]
i

. i e
. LET

4.9. NMpepoanpaHe

Remestyp SPC0808 "\:;:j P



Jo3u Haa 2 mg/4 yaca yBenuyabeaT PUCKa OT CEPUO3HU HeXenaHWu peakuun BbpXy
CACTEMHaTa uMpKynauus W nopaauM ToBa He TpabBa Aa ce HaaBuwiaBaT., AKO ce
NOABWU XUMEPTEH3UBHA peaKkuus No BpeMe Ha neveHneTo ¢ Pemectun, Tpabsa ga ce
npunarat KJIOHWAMH WK apyrn anda-cuMnatonMTMUM 3@ OBNaaABaHe Ha
cuTyauuaTa. B cnyuait Ha bpagukapavsa TpsbBa ga ce NpUAoXWU ATPONUH.

5. PapMaKkonormyHm AaHHM
5.1. PapMakoANHaMMYHHN CBOWCTBA

dapMakoTepaneBTU4Ha rpyna: Basonpecopu
ATC koa: HO1BAO4

TepaunpecuHbuT Unu N - TpUrnuunn-8-AM3MH-BA3ONPECUH € CUHTETUYEH aHanor Ha
Ba3onpecuHa, ecTecTBeH XOPMOH OT 3adHMa Aan Ha Xxunocpwusarta. Toih ce
pasnuuyasa OT Ba3ONpecuHa no ToBa, 4e apruHuHa Ha 8-Ma no3uyuA e 3aMecTeH C
NIN3WH U, Ye TPUTe MULUHOBM OCTaTbKa Ca NPUKpeneHn KbM KpanHata aMUHOrpyna
Ha UMCTEenHa.

QapMakonoruyHuaT edekT Ha TepaunpecuHa € pesynTaT oT ¢apMakonornyHuTe
edeKTH Ha BelecTBaTa, NONyYeHH OT EH3UMHOTO My pasrpaxpaHe.TepannpecuHbT
ce xapaKkTepuaupa rlaBHO CbC CUAHOTO CU BA3OKOHCTPUKTUBHO W @HTUXEMOPArn4Ho
aeicTene. HaMansBaHeTO Ha KpbBOTOKA B cCnnaHxHukoBaTa ob6nact e Hau-
3abenexuTenHusa edekT, KOoeTo OT CBOA CTpaHa BOAU A0 HAMANsABaHE Ha KPbBOTOKA
B yepHua Apo6 W HaMansBaHe Ha MOPTANHOTO HansaraHe. [poy4YBaHns BbpXY
dapMakoguHaMuMkKaTa nokassaT, 4Ye noAobHO Ha Apyrn CpoAHW NenTUAaM,
TepnMnNpecuHbT NpeAU3BUKBAa CBUBAHE HA apTepUonuTe, BeHWUTEe U BEHYIUTE rNaBHO
B CNNaHXHUMKOBaTa 061acT, CbKpalweHue Ha rnaagKkata MyCcKynaTypa Ha CTeHaTa Ha
XpaHonNpoBoAa W  yBesM4aBa TOHYCa W NepucTtanTukata Ha  ueaus
racTpoMHTEeCTMHaneH TpakT. OcseH AeUCTBMETO My BbPXY rnajakarta MycKynartypa Ha
KPbBOHOCHUTE CbAOBE, TEP/IUNPECUHLT ASACTBA Ole BbPXY TaAaKaTa MycKynaTypa
Ha MaTKaTa uype3 CTUMyAUpaHe axKTMBHOCTTa Ha MWOMeTpUyMa A0pU WU Npw
HebpeMeHHa MaTka. Pe3synTtatuTte OT NpOyuBaHWA BbPXY XOpa U eKCnepuMeHTasniHu
XUBOTHW NOKasBaT, u4Ye TepaunpecuHa wMa MakcuMmaneH edekT BbpXxy
CNAaHXHUKOBaTa obnacrt u koxara. MpoTMBOWOKOBUTE e(PeKTU Ha TEPIUNPECUHa ca
NOTBLPAEHU MPpU CNyyauTe KakKTo Ha XeMmoparuyeH, Taka ¥ Ha eHAOTOKCHHOB W
XUCTAMUHOB WOK. HAMa KAMHWUYHM AaHHW 3a aHTuanypeTudeH edekT Ha
TepaunecuHa.

5.2. PapMaKOKMHETUUHMU CBOWUCTBA

Makap W HeaKTUBEH NO OTHOWEHWEe Ha rnagkata MycKynaTypa TEpAMNpeCcUH®T
npeacTaBnAsiBa U3TOYHMK Ha (apMaKoNorM4yHO aKTMBHWU BellecTsa, NOJy4eHW Npu
HerosoTO eH3UMHO pasrpaxaaHe. EdexTbT My 3anoysa no-6aBHO B CpaBHEHUe C
TO3W H3 NWA3UH-Ba3onpecuHa, HO € MHOro no-npoab/KUTENEH. JIN3nuu-
BA3ONPECUHDBT € NpeaMeT Ha eCTeCTBEHO pasrpaxnaHe B YEePHUSA apob, 6wbpeunTe
W APYrM TbKaHu. WHTpPaBEHO3HUAT hapMakoKUMHETHYEeH npodun Moxe Han-a06pe aa
6bae ONUcaH NOCPeACTBOM ABYKOMNAPTMEHTHUA Mogen. MNNa3sMeHUAT My NONyXWUBOT
e okono 40 min.: MeTaboNUTHUAT KIUPBHC - 0koNo 9 mi/kg X min n obemMbT Ha
pasnpeaeneHue e okono 0.5 I/kg. Jonosumute KOHUEHTPAUUU HA TEPJIUNPECUH B
nnasMara ce nosissBaTt 30 min. cned HeroBoTo BbBeXgaHe. MaKkcuMmanHarta
KOHUEeHTpauus ce gocrura mexay 60-ta n 120-ta MURYyTa.

5.3. MpeaAKNUHNYHMU AaHHK 332 6e30NacHOCT

MpoyyBaHUs BbPXY OCTpPa U NOAOCTPa TOKCUYHOCT Ca NPOBEAEHU BLPXY nnbXxose Y
KyvyeTa. YCTaHOBeHaTa TOKCHMYHOCT C€ OTHacA A0 AENCTBUETO Ha TepnunpecHHa
BbpXY CbpAeyHO-CbAoBaTa CUCTEMa; B NpenopbYaHUTE ,ﬁ-éﬂﬁﬂ ’jflj'”fs-ﬂqicasai-luﬂ
TEPAVMNPECUHBT € fo0cTathuyHo 6e30nacHO  NeKapcTBo irip_pwﬁﬁaﬂﬂﬁfmbpxy
PEenpoAYKTUBHOCTTa Ha 3aiiuM U MIbXoBe C/nej npuna HETO Ha TepAuhRecuH
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nocnejBawo oT aboptu. B CcbwoOTo BpeMe ce Habnwaaea No- HUCKO TENECHO Terno
npu poaeHute cdeTycum ¥ YyBenuyeHa 4ecroTa Ha aHoManuute., He Ca yCTaHOBEHMW
AAHHW 3@ MyTareHHa aKTUBHOCT NP CepuKn OT NpoyyBaHus in vitro u in vivo.

6.apMaLeBTHYHU RaHHM

6.1. CNucbK Ha NOMOLJHUTE BellecTBa
HaTtpues Xxnopwa, oueTHa kucenuHa 98%, HaTpueB aleTaT Tpuxugpar,
MHXXEKLUMOHEH Pa3TBOP

6.2. HeCbrBMECTUMOCTH
[locera He ca U3BECTHW.

6.3. Cpok Ha rofHOCT
2 roanHu

6.4. CneuManHm npeanazHM MepKku 3a CbXpaHeHue
[la ce cbxpaHaBa npu Temnepatypa 2 - 8 ° C (B XnNagunHuK) B OpUruHanHara
onakoBKa, 3a Aa Ce npeanasun oT CBetrnivHa. [la He ce 3aMpa3ssa.

6.5. Bua n cbADbpPKaHME HA ONaKoBKaTa
Be3suBeTHU CTLKIEHU aMMNy/u B NNAcTMAcoBa NOANOXKKA, NOCTaBeHUW B CrbBaeMa
KapTOHEHa KYTUA C NPUNOXEHa NUCTOBKA C YKasaHMUA.

Pazmep: PEMECTMI 0,1 mg/ml nHxekunoHeH pastsop 2 ml x 5 6p. amnynu
PEMECTMM 0,1 mg/ml nHxexkunoHeH pasrsop 10 ml x 5 6p. amnynu

6.6. YkazaHma 3a ynoTpeba/manunnynnpaHe

PasTBOPBLT CE€  MpenopbuBa 38 WHTPABEHO3HO BbBEXJ4aHe W 3@ NOKAIHO
APUIOKEHNe B MUOMETpUyMa. Mo U3KIloYeHUe B MO-HUCKU A03UM MOoxe Aa Obae
NPUNIOXKEH WHTpaMyckynHo. O6MKHOBEHO NpoAYKTHT Ce Npwunhara HepaspeAeH Win
paspeaeH ¢ ¢u3nonornded pasTeop. [lpu NOKanNHOTO MY nNPUNOXEHUE B
MMOMETPUYMa, Ao3aTa oT 0.4 mg ce paspexaa ¢ pusnonoruyeH pasteop go 10 mi.

7. MpuTexaTen Ha pa3peuieHneTo 3a ynoTtpeba
Bopona EOO/], yn. Lap Camyun 125, 1202 Copun

8. PerucrpauMoHeH HOMEp
9700303

9. laTa Ha NOAHOBSIBaHe Ha pa3pelleHNeTo 3a ynoTpeba

10. lava Ha nocneaHa peAakLUMA Ha TeKCTa
09/2008
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