KPATKA XAPAKTEPHCTHKA HA NMPOAYKTA

- —

1. HME HA JIEKAPCTBEHHA ITPOAYKT o -
OR0BP+- 0O

PEMECTHII 0,1 mg/ml nHXXEeKLHOHEH pa3TBOp/ ATA é? / ? J

REMESTYP® 0,1 mg/ml solution for injection :
g ! g PY N2 1-330v]1y of.

2. KAYECTBEH U KOJIMMECTBEH CBHCTAB

Tepaunpecun 0.10 mg 8 1 ml MIXKEKLIMOHEH pazTBOp

3a MOMOLIHHUTE BelecTBa BHX T. 6.1.

3. JEKAPCTBEHA ®OPMA
bucThp, Oe3uBETEH pasTBOp

4, KINHUYHHA JAHHH

4.1. TepaneBTHYHH HOKAIAHUSA

KtpseHe oT XpaHOCMMIIATENHMS U YPOICHHMTAIHHMA TPAKT MPH BB3PacTHH M Jlela - Hamp.
e3o(arcasHyi BapHIlH, CTOMAIIHA U TyOJACHATHA 4384, PYHKUWOHAITHH U APYTH METPOPAru, 1o
BpeMe Ha paxaaHe H abopr 1 1noaodHu cioyvam.

KepBeHe BBB Bpb3ka C XHPYPrHYHM ONEpauMH H NO-CICHHAIHO B 007IaCTTa Ha KOpema M
MaJIKUA Ta3. JIOKaJIHO NPHAOXKCHHE Hanp. NPH THHEKOJOTUYHHU onepaiuu B o0iacTra Ha
MATOYHAaTa HIMHKA.

4.2, 03MpOBKA H RAYMHH HA NPHJIOKEHHE

Knpsene ot e3odareannure papunn: [lo 1 mg (1000pg) Ha Bceku 4 - 6 yaca 3a nepuon or 3
- 3 OHH. 3a MpeJOTBpaTABAHE HAa PELHANB OT KbpBeHe, JeUueHWeTO TpiaOBa Ja NpPOABIIKH,
JIOKaTO KBPBEHETO € NoA KOHTpoa 3a 24 1o 48 vaca. JlekapcTBOTO ¢e nmpHiiara HKHTPaBEHO3HO,
OOUMKHOBEHO CTPYHHO BEHO3HO WIH NoA opMaTa Ha KpaTKoTpaiiHa BeHO3HA HHY3HA.

JApyra BHAOBe KbpBE€HE OT racTPOHMHTECTHHAJHHSA TPakT: | mg Ha Bceku 4 - 6 uaca.
[IpogykTeT MOXE Hha Ce H3NOJi3Ba OLle KATO ITbpBAa MOMOLI HU3BBH XHPYPrHATa, akKO MMa
KJIMHHYHO ChMHEHHUE 32 KbPBEHE OT I'OpHATA YacT Ha FaCTPOUHTECTHHAJIRHUA TPaKT.

Knpeene or cunanxunkosarta obnacr npa gena: obudaiiHara ao3a Bapupa ot 8 xo 20 pg/kg
TEJIECHO TEIrJO, pasnpelencHa Ha uHTepBaIM oT 4 no 8 uvaca. IlpunoxeHuero TpabBa aa
IIPOABJ/DKH IIpe3 LETHS MEPUO Ha KbpBeHe, 001aTa rpenopbKka € TO Aa ¢ NPOABIIKH KaKTo B
Cly4aure Ha KbpPBEHE IMPH BBE3pacTHH. 3a CKIEPO3HpaNH e30(gareaiHd BapHUM ce Ipuiara
CTPYHHO BEHO3HO B eAMHWYHA A03a oT 20 ug/kg TenecHo terno.

KbpBene or yporeHutajauusa TpakT: MMaliku npeaua pasiukuTe MeXXay aKTHBHOCTTA Ha
Ila3sMeHHTe W TbKaHHHWTE €HAONMCITHAA3M, [03aTa Bapupa B IUHPOK AMana3zoH - or 0.2 mo
1.0 mg Ha BcexM 4 - 6 yaca.

IIpu roBeHUIHM METPOparuy ce NpenopbYBaT Ao3u ot 5 no 20 ug/kg tenecHo rerno.

-

HponmykTeT TpsadBa Aa Obae NPUIOKEH HHTPABEHO3HO, a MO M3KIIOYCHHE HHTPAMYCKYHIHO:: .
[locnegHuaT HayuH Ha NpUIOXKeHHue TPAOBA Ja ce N30ArBa, AK0O C€ U3TNOJI3BAT no—n&@{@fw HOTU L U

_ AN
JlokalHo HpHICKeHHEe NPH HEEKOJIOrHYHH onepanun: mo 0.4 mg (400ug) Led e.WIFM"‘wLi* ..,\%
no 10 ml pasteop Ha  NaCl, cnex koero ce mnpunara WHTpanep W

—_ TR,
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napatepBukanto. IIpyM To3H HaYMH Ha NpHIOXKEHWE €PEKTHT ce IMOABRABA Clex OKoiao 5 - 10
MMHYTH. AKO € HeoDOX0MMO Z103aTa MoKe J1a Ob/ie NOBHIICHA WIIH TIOBTOPHO NMPHIOXKEHA.

4.3. IlporuBonoka3zanus

CBPBXYYBCTBUTETHOCT KBM JIEKAPCTBEHOTO BEILUIECTBO MMM KBbM HAKOE OT IOMOILHHTE
BELLIECTBA. |

[IepBOTO TpHMeEceude Ha OpEMEHHOCTTA OCBEH aKo HAMAa JKU3HEHOBAKHH WHAHKALWH,
TOKCHKO03a Ha OpeMEeHHOCTTa, SNUACTICHSA.

4.4 CnenHaAHH HpeAyIpexieHus

IIpu nHanpeanana OpeMEHHOCT MON3aTa OT NPHIOKEHUETO Ha MPOAYKTa TpAOBa BUHArd Aa
ObZie NpeleHeHa CIpAMO EBCHTYATHHTE pHcKoBe. C MOBMIICHO BHMMaHHMe TpAOBa Ja ce
Ipynara npy no-Be3pPacTHU JHLA, OOJHU C HCXEMHYHA 00eCT Ha CHPLETO, BUCOKA CTENEH Ha
apTepUaiHa XUNEPTOHHUSA, ChPACYHA APUTMHA WIH OpOHXHAJIHA acTMa.

[Io Bpeme Ha neqenme ¢ Pemecrun, ocobeHO, KOrato ce npuiara B no-Bucoku ao3u (0.8 mg u
I0BE€YE), € HEOOXOAMMO BHHMMATEIHO MOHMTOPHPAHE Ha KPHBHOTO HAaJIAraHe, ChplevHaTa
yecToTa U OanaHca Ha TEUHOCTH, 0COOEHO TMpH OONHM ¢ XUNCPTOHHA, ChPACYHH 3a00/IABaHUA
M HalpegHana Bn3pacT. PeMecTHn He € 3aMecTUTEe Ha KpBsBTa NpH OONTHH ¢ KpbBo3aryba. Tl
KaTo ca HaOmoaBaHu, MaKap ¥ NP EAXHUYHHM CITy4aH JIOKUTHW HEKPO3H Clie]] PWIOKEHHETO
Ha TEPNMIIPECHH, NIPENOPBYBA ce a c¢ H30sArBa MHTPAMYCKYJIHOTO MY NPHAOXKEHHE H Ja ce
puiara B HepaspeAcHH A034 o1 0.5 mg W nosede CTPOro BEHO3HO.

4.5. JlekapcTBEeHR H ApYrd (pOPMH HA B3aHMO/JEHCTBHA

Ba3OKOHCTpUKTHBHMTE U YTEPOTOHMYHHM eeKTH ce ycunsar, ak0 PeMectun ce npunara
¢IHOBPEMEHHO C OKCUTOLIMH U METWIeproMeTpuH. TepluUNpecHH YCHIBA XHWIOTEH3MBHHA
epexkT Ha HeceneKTUBHUTe Oera - OJIOKepH B MopTanHaTa BeHa. EJHOBpPEMEHHOTO JISHUCHHE C
NeKApCTBA, HaMalIABalld ChpJieYHaTa YECTOTa, MOXKeE J]a AOBEie 10 cepro3Ha Opagukapaus.

4.0. BpeMeHHOCT H KbpMeEHe

TepnunpecuH OTKIIOYBAa MMOMETpajlHaTa aKTHUBHOCT H HaMajliBa KpBBOTOKAa Ha MAaTKara.
PenpoaykTHBHHTE NPOYYBAHUA BEPXY 3aMilH U MUIIKHA YCTAHOBARBAT , Y€ NO-BUCOKMTE O3 HA
TEPAMITPECHH YBEJIU4ABAT YecTOoTaTa Ha abopTUTe WIH NPUYUHABAT PAaHHA CMBPTHOCT HA
eMOpuoHa ¢ nocneapaiu; abopt. KupopojaeHuTe ¢derycd MMAT MO-HHUCKO TEAECHO TEro M
yBeJIM4eHa 4ecToTa Ha aHoMalndH. IIpooyKTHT € NMPOTHBOIIOKA3aH Npe3 TLPBOTO TPUMECCUHE
Ha OPEMEHHOCTTA OCBEH B CIIYYAHTE HA YKM3HCHO BaXKHH MOKa3aHHU4.

Hsama pocrarbuHO Hanmw4dHa MHGOPMALMA 33 MIPEMHHABAaHETO HA TEPIMIIPECHH B KbpMAaTa,
OLLE MMOBEYE, Y€ € MAJIKO BEPOATHO 14 MMa 3HAYMTENHA pe30opOumMA Ha HEIMPOMEHEH NENTH B
racTPOUHTECTHHAIIHMA TPaKT Ha KbpMmauveTraTa. B no-keCHUTE nepuoaud Ha OpeMeHHOCTTA
TpsOBa Ja ce NMpelieHH M10/13aTa OT NPWIAraHeTo Ha MPOAYKTA CIPAMO BB3MOXHHUTE PUCKOBE.

4.7. Bausiaue BLpXYy ¢nocoOHOCTTA 32 modpHpaHe H paboTa ¢ MANTHHH
Ilocera HAMA JAHHM.

4.8. HexkeJIaHH JIEKAPCTBEHH peaKNHH
Haili-yecTure HEAXENAaHU peakUBH ca: OJe0CT, MOBUIIEHO KPBBHO HAIATaHe, KOPeMHH OOAKH,
YBEITHYCHA YpEBHA NMEpUCTANTHKA J0 a0AOMHHAIIHH KOJHKH, rajeHe, IMapHvs u rnasobonue.
Moxe na ce nmoseu, mMakap H pagxo Opaguxapana. CepHo3HM HE)KENIaHH PEakiMH KarTo
uHGApPKT Ha MHOKapJa, ChpAeYHAa HEAOCTATBUYHOCT , NWCIHEd WM JIOKaJHa HEKpo3a B
MACTOTO HA HHXKCKTHPAHETO ¢a MHOT'O PEAKH.
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4.9, Ilpeno3npane . |

Ho3u Hagy 2 mg/4 vaca yBenMYapaT pHUCKA OT CEPUO3HH HEXENaHH pPeakUudd BbpXY
CHCTeMHaTa LUHUpKyJalUus W NOopaad ToBa He TpAOBa Ja ce HaABMILIABAT. AKO Ce€ TMOABH
XMIIEpTEH3UBHA peaKUMd MO BpeMe Ha JneyeHueto ¢ Pemecturn, TpabGBa ja ce npuiaarar
KJIOHWIWHE WIH JpYrB anda-CHMNAaTOJUMTHLHM 33 OBNAASBAHE HAa CHTyalusara. B cmyuail Ha
Opagukapaua TpabBa 1a Ce NPUIOKH ATPOIHH.

5. PAPMAKOJIOTHYHH CBOUCTBA

3.1. PapmMakoAHHAMHYHH CBOHCTBA

dapMakoTepanesTiyHa rpymna: Bazonpecopu
ATC xon: HO1BAO4

Tepnunpecuusr Wwid N - TPUrIMUMNA-8-TIM3HH-BA3ONPECHH €  CHHTETHMEH  AHAJIOr Ha
Ba30NpecyHa, eCTeCTBeH XOPMOH OT 3aJHMA Il Ha Xunoduzara. Toi ce pasnmuyasa oOT
Ba3oNpecHHa IO TOBAa, Y€ aprHHMHa Ha 8-Ma MMO3MIMA € 3aMEeCTeH C JIM3MH M, Y€ TPHTE
ITHLUHOBH OCTAThKA Ca NpUKpEeNeHH KbM KpaifHaTa aMHHOrpPYIia Ha LUCTEMHA,
DapMakoNOrHYHUAT edeKkT Ha TepIUNpecHHa € pe3ynTaT OT (apMaKoNOrMuHuTe €QEeKTH Ha
BEllleCTBaTa, NOJYYEHH OT €H3UMHOTO My pasrpaxaaHe. TepiunpeCHHBT ¢ XapakTepu3upa
IMABHO CHC CHJTHOTO CH Ba3OKOHCTPHKTHBHO M aHTHXEMOparu4dHo Aeicteue. Hamanasanero
Ha KPBBOTOKA B CIUIAHXHUKOBATA 001acT ¢ Hail-3abenexurenaus eQexr, KOETO OT CBOSA CTPAHA
BOJH A0 HAMAJIABRHE HAa KPBBOTOKA B YEPHHA OO0 M HAMAIABAHE HA MOPTAJHOTO HaNATaHE.
[IpoyuBanus BEpXy (papMaKOAMHAMHKATA MOKA3BAT, 9¢ MOJOOHO Ha APYrM CPOJHH MENTHAM,
TEPJIUNPECHHBT TMPEOU3BHKBA CBHBAHE HA AapPTCPHOJIUTE, BEHUTE H BEHYJIHTE TIJIABHO B
CIUIAHXHUKOBaTa oOOJIaCT, CBKpPAICHME HAa [INaAKara MYCKyJaTypa Ha CTEHAara Ha
XpaHOTIPOBOAA M YBEJIMYaBa TOHYCa W MEPHCTAITHKATA HAa LEJIMA FRCTPOHHTECTUHAIICH TPAKT.
OcseH jaeiicTBHETO MY BBPXY  IJlafKata MYCKyJarTypa Ha KpPBBOHOCHHTE CBJOBE,
TEPIHIPECUHET ACHCTBA Ollle BHPXY INagKaTa MYyCKY/aTypa Ha MaTKaTra 4Ype3 CTHMYJIMpaHe
aKTHBHOCTTAa HAa MHOMETpPHYMa JOpPH H NpH HeOpeMeHHa MaTka. PesynTaTure oT npoy4BaHHs
BEPXY XOpa U CKCIICPHMCHTAJIHH >KHBOTHHU IIOKA3BaT, Y€ TEPJIUIPECHHA MMa MaKCHMAaJIEH
e(eKT BBpXY CIUTAaHXHHKOBaTa 005acT U koxkata. [IpoTHBOmMOKOBHTE eheKTH Ha TEPAUNPECHHA
ca MOTBBP/CHU NPH CIIYHAHUTE KAKTO HA XeMOpParuyeH, Taka ¥ Ha €HOOTOKCHHOB M XHCTAMHHOB
oK. HiMa KITMHUYHY JaHHH 32 aHTHAWYPETHYEH e(eKT Ha TepIMIecHHa.

5.2. PapMAKOKHHETHYHH CBOHCTBA

Maxkap U HEaKTHBEH II0 OTHOLUEHHE Ha INIaJIkaTa MyCKYyJIaTypa TepPJHIIPECUHET NpPeACTaB/IsBA
M3TOYHMK Ha (apMaKoJOTMYHO AaKTHMBHM BEIIECTBA, IMOAYYEHU NPH HETOBOTO CH3UMHO
pasrpaxknaHe. EdekTnpT My 3anovysa 11o-6aBHO B CpaBHEHHE C TO3U Ha JIM3HH-BA30NpPECHHA, HO
€ MHOTO MO-TIPOABJDKUTENICH. JIM3MH-Ba30NPECUHDT € NPEAMET HAa €CTECTBEHO pasrpakiaHe B
qepHUs Apo6, GbOpeunTe M ApYrH ThKaHH. WHTpaBeHOSHMAT (PapMaKOKMHETHYEH Tpodui
MOX€ Hah-n00pe na Opac onucaH NOCPEACTBOM JABYKOMIIAPTMEHTHUA Mojel. [liasmeHuaT My
nomyxHeot ¢ oxoyio 40 min.; MerabonuTHusaT KIHPBHHC - OKoyI0 9 ml/kg X min u 06eMBT Ha
pasnpenenenue e oxomno 0.5 I/kg. JlonopuMHTe KOHLICHTpALK Ha TEPIUIIPECHH B TUTa3MaTa Ce
nosgssBar 30 min. cIed HEroBOTO BBBEXKIaHE. MakcHMaHaTa KOHLCHTpAaLUA ¢€ JOCTHra
Mexay 60-ra u 120-ra Muuyra.

3.3. lIpeAKTHHEYAH JAHRH 3a Oe3onmacHoOCT /
ITpoyusanns BBPXY OCTpa M MOAOCTPA TOKCHHHOCT €A NPOBEJACHH BBPXY IUTBXOEE @ﬁxyﬁemq |
YcraHOBEHAaTa TOKCHYHOCT C€ OTHAcs JO JNeHCTBHETO HA TEPAMNPECHHA BB }y‘ﬁn&;{bﬁ@w_ \\ ﬁr"% \
CH/IOBATA CHCTEMa; B MPETOPHYAHMTE JIO3M M NOKA3AHHS TEDIMIPECHHET €| HOCTATARYHO - \\ s
OesonacHo JekaperBo. IIpoyuBanus BEpXY penpoOAyKTHBHOCTTA Ha 3ailld H BX Bai:c“llm ﬁu _;I
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NPHIIAraHeTO Ha TEPJIMIPECUH IIOKA3BaT YBEJIHYEHA 4eCTOTa Ha abopTuTe WIHM 3ardBaHE Ha
eMbpHoHUTe, Mocneasamio o1 aGopTH. B chilloTo BpeMe ce HaOlogaBa MO~ HHCKO TEJIECHO
TEIJIO NPH POAEHUTE PETYCH U YBEIIHUEHA YeCTOTa Ha aHoMauuTe. He ca ycTaHoBeHM JaHHH
3a MyTareHHa aKTHBHOCT NMPH CEPHH OT IPOYHMBAHHUS In Vitro u in vivo.

6. PAPMAIIEBTHYHHA JAHHHA

6.1. CnuchK Ha NOMOIIBHTE BellleCTRA
Hatpues xnopun, onetHa kucenuHa 98%, HaTpueB alleTaT TpHXUAPAT, HHXEKI[HOHEH PA3TBOP

6.2. HecnBMECTHMOCTH
Jlocera He ca H3BECTHH.

6.3. Cpox na rogaocT
2 I'OIUHH

6.4. CnenuadHH NpeANa3HH MEePKH 33 ChXPAHEHHE
Ja ce cpxpaHsBa npu Temneparypa 2 - 8 ° C (B XNnaqWIHHMK) B OPUIHHAJIHATA OTIAKOBKA, 34 4
ce MpeamnasH oT ¢BeTiivHa. Jla He ce 3ampasiBpa.

6.5. Bua H chabpkaHHEE HA OHAKOBKATA
beslBeTHH CTHKJICHM aMITyJIH B TUIACTMacoBa IMOJJIOXKKA, MOCTABEHH B CI'bBaeMa KapTOHEHA
KYTHs ¢ NPHIOXKESHA JIMCTOBKA ¢ YKa3aHH!L.

Pasmep: PEMECTHAII 0,1 mg/ml nxoxexumonen pasreop 2 ml x 5 6p. amnynu
PEMECTHII 0,1 mg/ml urkekinonen pasteop 10 ml x 5 Op. ammmynm

6.6. Ykazanusa 3a ynorpeba/Mananynupane

PazrBophT c¢ 1pemoppYBa 332 HHTPAaBEHO3ZHO BBBEKAAHE K 34 JIOKAJIHO MPUIOKEHHE B
MHOMeTpHyMa. 110 M3K/TIOYEeHHE B TTO-HUCKH A03H MOXeE Aa 0B1¢ NPHUIOKEH HHTPAMYCKYIIHO.
OOMKHOBEHO NPORYKTBT C€ MNpHiara HepaspeldeH WIH paspeAcH ¢ (U3HONOTHYEH pasTBOp.
[Ipy noxaqHOTO MY NPWIOKEHHE B MHOMeTpHyMa, Ao3ata or 0.4 mg ce paspexna ¢
pu3nonoruyex pasreop xo 10 ml

7. IPHTEXKATEJ HA PASPEIIEHHUETO 3A YIIOTPEBA

Ferring GmbH,
Wittland 11,
24109 Kiel,
['epmanus

8. HOMEP(A) HA PAPEIIEHHETO 3A YIIOTPEBA
9700303

9. IATA HA ITBPBO PA3PEIMIABAHE/NIOTHOBSIBAHE HA PA3PEIIEHHUETO 3A
YIIOTPEEA

10. JATA HA AKTYAJIN3HPAHE HA TEKCTA
09/2009
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