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1. HaumenoBanue Ha JIEKAPCTBEHHN NPOAYKT
Perlinganit® Loesung
Hepaunranut pasteop

2. KadecTBeH M KOIHYECTBEH CLCTAB
Ennn drakon chappxa 50 mg glyceryl trinitrate B 50 ml u3oTonHueH pa3TBop

3. JlexapcrBena ¢gopma
Wudysnonen pastsop 3a (MHTpaBeHO3HO U HWHTPAaKOPOHAPHO) NMPHIIOKEHHE

4. Kanuuuuu ocoGeHocru
4.1. Tepanesmuunu nokazanun

Texka anruna nexropuc (Hectabuna unm Ba30CNacTHyHa)
Octbp uudapkr Ha Muokapza

Octpa neBokamepHa CBpaeYHa HENOCTATHUHOCT
XHMEePTOHUYHA KPH3a ChC ChPACHHA ACKOMITIEHCALUs
KonTtponupana xunorensus s XUpYpryuyHaTa NnpaKTUKa

4.2. Jlosuposka u nauun na npunoscenue

H03I/IpOBKaTa € HHAWBHIYa/IHA 33 BCEKHU HauKUCHT B 3aBHCHUMOCT OT HEroBUTE HYXXIH,
c1;06pa3Ho KIIHHUYHKTE MMOKa3aTeH U XEMOAMHAMHYHUTE H3MEHEHMUH,

Hosuposkarta Ha Perlinganit® Loesung Bapupa ot 0.75 no 8 mg glyceryl trinitrate/yac, B
peaku ciydan 1o 10 mg glyceryl trinitrate /uac.

[lpu nanuentu c texka ¢opma Ha aHruHa nexropuc JO3UpOBKaTa cieaBa aa Obae 2-8
mg/uac (33-133 ur/mun).

Ilaumenru ¢ octpa ICBOKaMepHa CbpieuHa HeoCTaTbyHOCT (Geoapoben OTOK) H OCTBp
MHDApKT Ha MHUOKapja: MbPBOHAYANHO | mg glyceryl trinitrate npu 6GaBHO BeHO3HO
MHIKCKTUPAHE 3a MepHoJ OT 3 MHHYTH, MOCHEABAHO OT uHdysus Ha 2-8 mg glyceryl
trinitrate /yac 3a 1-2 guu.

Haumentu ¢ xunepronnuna Kpusa: uHQysus 2-8 mg glyceryl trinitrate /uac npu
TIOCTOAHHO MOHUTOPUPAHE M ClIEAEHE HA KPBBHOTO HAJATAHE H ChpPAEYHATA YECTOTA.

Ilpn KoHTpomMpaHa XMNOTEH3Hs: B 3aBHCHMOCT OT AHECTE3HOJIOTHYHATA NPQHERYPa. 1
’KEJIAHOTO NMOHWXEHO HHUBO HA KPBBHOTO Hasirawe, 2-10 UI/Kr TenecHo Tersio/m
[IPH MOCTOSITHEH KOHTPOJI Ha KPBbBHOTO HanArane u EKT. P




Jlo3nposkara Ha glyceryl trinitrate MHTPABEHO3HO MpPH NMALMEHTH C TEXKa YepHOAPOGHa
UM 6BOPeuHa HeOCTATBYHOCT, 0COBEHO KOraTo ce U3IMI0/I3BaT BMCOKH 103, ClefBa Aa
0bJe choGpasena Cbc ChCTOAHHETO Ha NaLMeHTa.

Perlinganit® Loesung moxe na ce u3nonssa paspezieH uin HepaspezeH.

Perlinganit® Loesung moxe na Oble BKapBaH BEHO3HO HEpa3peieH MoCpeacTBOM
CBOTBETHHU yCTPOHCTBA WM paspelieH (Hamp. ¢ pu3MONOruueH pa3TBoOp, roko3a 5 %,
rmoko3a 10 %). IIpu koMGuHaLmsATa ¢ MHQY3MOHHHU pa3TBOpM TpsGBa na ce cbrbmopasa
MHGOPMALMATA HA POM3BOAUTENS 3 PasTBOpUTE, KaKTO M 3a TAXHATa ChBMECTHMOCT,
NPOTHBOMNOKA3aHHKA, HEXENAHN PEaKIIMU M B3aUMOACHCTBHS.

Tabauua 3a a3pexxaaHe

Komnuectso  Ha 10 mg 20 mg 30 mg 40 mg 50 mg

4KTHBHOTO  B-BO

(rnuuepun

HHHTpAT)

Perlinganit® 10 ml 20 ml 30 ml 40 ml 50 mi

Loesung

Hudysuonen p-p [ 1410 100 200 300 400 500

fipu paspexnane 1+20 200 400 600 800 1000

1+40 400 800 1200 1600 2000
Toros 1+10 110 220 330 440 550
HuysoHeH p-p 1+20 210 420 630 840 1050
1+40 410 820 1230 1640 2050

Tabanna 3a undysus

Paspexnane 1+10 1+20 1+40

XKenana no3a Hudysus ml/uac mlfuac ml/uac

lyceryl trinitrate /uac
0,50 m 5,50 10,50 20,50
0,75 m, 8,25 15,75 30,75
1,00 mg 11,00 21,00 41,00
1,25 m 13,75 26,25 51,25
1,50 m 16,50 31,50 61,50
2,00 mg 22,00 42,00 82,00
2,50 m 27,50 52,50 102,50
3,00 m 33,00 63,00 123,00
3,50 m, 38,50 73,50 143,50
4,00 m 44,00 84,00 164,00
4,50 m 49,50 94,50 184,50
5,00 m 55,00 105,00 205,00
5,50 m 60,50 115,50 225,50
6,00 m 66,00 126,00 246,00
7,00 m 77,00 147,00 287,00
8,00 m 88,00 168,00 328,00
9,00 m, 99,00 189,00
10,00 m, 110,00 210,00




Criopen Buza M TexeCTTa Ha KJIMHUYHATA KapTUHA, AOIBIHUTETHO KbM OBIONPHETHTE
obuyaiinu cnocobu 3a npocneasBaHe (KJIMHAYHA CHMIITOMATHKA, apTEPHATHO HANATaHE,

CbPACYCH MNYJC, OTACIAHE HA YpHHA) Ca [OKAa3aHH HWHBa3MBHU XEMOAUHAMHYHU
U3MEpBaHMS.

B 3aBHCMMOCT OT KIMHMYHATa KapTHHA, XeMOJAMHAMMKaTa M pesyirtarute or EK[ —
M3CJICIBAHUATA JICYCHHETO MOXE Aa ObAe NMPOABIKABAHO B paMKHMTE Ha 3 JHM WIH IO-
ABJITO.

4.3. Ilpomusonokazanun

Perlinganit® Loesung He Tps6Ba aa ce u3r0/3Ba npu:

e CBpbX4yBCTBHTEIHOCT KbM glyceryl trinitrate, Apyr# HUTPOCHEAWHEHUA WM
KBbM HSIKOE OT MOMOLIHUTE BELIECTBA
OcTtpa uupkynaTopHa HeAOCTaTBYHOCT (LLIOK, KOJIANC)
Kapauorenen mok (ocBeH ako He ce MOAAbPXKA 3aH0BOJNIMTENHO KpalHO
AHACTOJIMYHO HAJIAraHe C HOMOLITA Ha MOAXOAALUM CPECTBA)
TokcuueH 6enoapobeH oTok

e Ocrpa XxMNOTeH3Us (CUCTOIHYHO KPBBHO HaJlAraHe mo-HUCKko ot 90 mmHg)
[lo BpemMe Ha HuTpaTHaTa Tepanus Aa He ce M3non3Bar pochoanecTepazHu
HHXUOMTOpH, Hanp. sildenafil, vardenafil u tadalafil (Bux cexumsiTa
B3aMMOJEHCTBUA C IPyrH MEIUKAMEHTH U ApYrd GOpPMH Ha B3aUMOENHCTBHUE)

4.4. Cneyuannu npedynpesicoenus u npeonasHu MepKu npu ynompeba

Perlinganit® Loesung TpsafBa na ce M3Mo/i3Ba MHOTO BHMUMATEIHO W CaMoO MOJ
JIEKApCKH KOHTPOJI NPU:

e XuneprpodpryHa 0O6CTPYKTUBHA KApAMOMHUOIATHS

e KOHCTpUKTHBEH MepUKapIUT

e [lepukapana TamnoHaaa

e Hwucko auactonnyHo HajsraHe (Ha bJIHEHE), HAPUMEP MPU OCTBP MHPAPKT
Ha  MHOKap/Aa, [IOHMXXEHAa  JeBOKaMepHa  ¢yHKuus  (JieBoKkamepHa
HeaocTaThyHOCT). Jla ce M36iArBa MOHHKEHHE HA CHCTOJMYHOTO KPBBHO
Hansarade noa 90 mmHg.

e CteHo3a Ha aOpTHa W/MKM MHUTpAJIHA KJana

e TeHaeHUMA KbM OPTOCTAaTHYHO HapyLIaBaHe Ha LUKMPKYJIATOpHATa peryauus

¢ 3abonsBaHUA CBBP3aHH C MOBUIICHO BETPEUEPENTHO HANISTaHE

Pa3puBaHeTO Ha TONEpaHC M KPBCTOCAH TOJIEPAHC KM APYIH HUTPO-ChEAMHEHHS
€ oMnucaHa.

Marepyany KaTo noaveTHiEH, MOJUIPONUIEH WIH nonurerpadayopeTiieH ca
noaxoas¥ 3a u3paborBaHe Ha HUHGQY3MOHHM CHCTEMH 3a Perlmgamt®Loesun
WHby3HoHHHM MaTepHanH KaTo HOJIUBUHMIXJIOPHI WM TOJAYPETaH € noxa:;ai—fg,
BOIAT JI0 3aryfba Ha aKTHBHOTO BEIUECTBO Nopaau abcopOuus. Ako TaKnBa MaTep )




BCE MaK C€ M3MOJI3BAT, HEOOXOAUMO € N03MpoBKaTa Ja Obje COTBETHO ChOOpaseHa, 3a
Jia € MOAXO/A1IA 32 HYX/UTE Ha MalMEHTAa.

Perlinganit® Loesung He Tps6Ba 1a ce M3MON3BA NP NALUEHTH, NPHEMAILH docdo-
AuecTepasHu HHXUOMTOPH, Hamp. sildenafil, vardenafil u tadalafil. [TaiuenTn,
nosyyaBawy Perlinganit® Loesung Tpa6sa na 6baat npeaynpeneHy a He npHemar
$ocdonuecrepasun unxuburopy, Hanp. sildenafil, vardenafil u tadalafil. (Brx cexuusra
B3aMMOJEHCTBHA C APYrd MEANKAMEHTH U Apyru GOpMH Ha B3aMMOJIEHCTBHE)

Ilpu nevenue Ha MHCYIMHO3aBUCHMMH naimeHTu c Perlinganit® Loesung Tpa6Ba na ce
MMa NpeBMJ, Y€ TOM ChbAbpHKA OKOJIO 5 % rioko3a.

4.5. Bzaumooeiicmegue c opyzu nekapcmea u Opy2u (opmu Ha e3aumoodeiicmeue

EnHOBpeMEHHOTO npHeMaHe C JIEKapCTBEHH NMPOAYKTH, NOHMKABAIM KPBBHOTO
HajIfraHe, Karo Gera-6/0KepH, KalLMeBH aHTarOHWCTH, Ba30AMNATATOPH W Ap. W/WIM
KOMOHHALMATA ¢ aJIKOXO0J MOXeE Ja 3aCHIIM XUIIOTEH3MBHOTO JeiicTBue Ha Perlinganit®
Loesung. Toa moxe jga ce HabmoJaBa W NpPH HEBPOJENTHLUM M TPHLUMKIMYHU
aHTHUJETIPECAHTH.

EdextsT Ha Perlinganit® Loesung 1a HaMaisBa KpLBHOTO HallsiraHe MOKe Ja Oblie
NOTEHLIUPaH, aKo Ce U3IM0JI3Ba €IHOBPEMEHHO ¢ (ocdoanecTepasHd MHXUOUTODH,
Hanp.sildenafil, vardenafil u tadalafil, kouto ce npunarar npu epekTunHa aucyHKIHS
(BH3K MpeaynpexaeHHs U NpOTHBONOKa3zaHus). Tosa 61 MO0 Aa AOBEAE A0
’KUBOTO3acTpallaBalli ChbpACYHO-CHAOBH YCIOKHEHHS.. [1aliMeHTH, pUesid HaCKOpo
dbochonunecrepasnn uaxuburopu, Hanp.sildenafil, vardenafil u tadalafil ne Tps6pa na
Obaar nexyBanu ¢ Perlinganit® Loesung.

EnHoBpemennaTa MHTpaBeHO3Ha HH(Y3Ms Ha ThKaHEH MJ1a3MUHOTEH akTHBAaTOp (tPA) 1
glyceryl trinitrate Moe Jia ycKopH M1a3MeHHs KIMPBHC Ha tPA | noBumaBaiiku
4YEePHOAPOOHHS KPBBEH TOK.

Hanuue ca noknaau, B KOUTO € 3alUCaHO, Ye MPU €JHOBPEMEHHO NPUIIOKEHHE Ha
Perlinganit® Loesung Mo)xe Aa MOBMIUM CEPYMHOTO HMBO HA IMXMAPOEProTAMMHA H
HErOBOTO XMIIEPTEH3UBHO AEHCTBUE.

EnHoBpeMeHHOTO mnpuiaraHe Ha xenapuH W TJMLEPHJ TPUHUTPAT MOXE Ja
NOHWXKH ACHCTBUETO Ha XeNapuHa.

Ilpn nauMeHTH, NEKyBaHH MpEeJBApUTENHO C HUTPOCHEAWHEHHs, HArpUMep
M30COpOMI AMHUTPAT MM U30COPOMI-S-MOHOHUTPAT, MOXKE Ja Ce OKaxe HeoOXoauma
no-BHCOKa 1032 glyceryl trinitrate 3a nocTHraHe Ha XelaHUs XeMOJUHAMHUEH e(eKT.

4.6. Bpemennocm u KvpmeHe

[IpoyuBaHust BBPXY penpoJyKTHBHAaTa (QYHKLMS, W3BBPLICHH NPHU TIBXOBE H
3aiiliy, Ha KOMTO JIoKalHO Ge npuinoxeH glyceryl trinitrate kato nekapcTseHa ¢opMa Ma3

npu 1034 cboTBeTHO 80 mg/kg aneBHO M 240 mg/kg nHEBHO He JoKa3axa yapexmauy;ﬂ
Ha nuoja B pesynrar Ha glyceryl trinitrate. He ca mpoBenenu  CHOTBETHHMTE,

KOHTPOJIMPAHU MPOYyYBaHUA NpU GpeMeHHM xkeHU. Thil KaTo W3cneaBaHMATA




HE BHHAlW MOraT ja MpeACKaXar oTroBopa mpu Xopa, Perlinganit® Loesung 6u
TpAOBaNO 1a ce M3NON3BA MO BpeMe Ha GPEMEHHOCT CaMO AKO € MHOIO HeobxoauMm,
CAMHCTBEHO 10 MPELEHKA Ha JIEKyBaLlus JeKap.

He e usBectro manu glyceryl trinitrate ce otaens ¢ maituunoTo Masko. Thii kato
MHOTO JICKapCTBEHH MPOAYKTH Ce OTACIAT npu KbpMeHe, Perlinganit® Loesung Tps6ea
Aa ce U3M0JI3Ba C MOBHUIICHO BHUMAHUE IPH KbPMEILLH KEHH.

4.7. Bauanue éwpxy cnocobnocmma 3a woupane u paboma c mawunu

Perlinganit® Loesung Moxxe aa nosiuse BbPXYy peakLMHUTE Ha MNalMeHTa [0
Takapa CTCNeH, Y€ HelHaTa/HeroBarta CocoGHOCT 3a wodupaHe Wik paGoTa ¢ MaLIMHK
Aa 6be HapyueHa. To3u edekT ce 3acHBa B KOMOHHALMS C ANTKOXOJ.

4.8. Hescenanu peaxyuu

Kakro Bcuuku nexapcreenu npoayktu Perlinganit® Loesung 64 Mors na uma
HeXeNaHH peakiy.

B siMcTaTa Ha HeXXeNlaHH peakunM ce U3N0JI3Ba cleHaTa crneuudUKaLmsa: MHOTO YeCTH
(noBeye ot 1/10 nexyBaHH nauueHTH), YecTH (110-Manko ot 1/ 10, Ho moBeye ot 1/100
JieKyBaHH NMAaLMEHTH, He4eCTH (To-maiiko ot 1/100, Ho noseue ot 1/1000), peaku (mo-
Majiko ot 1/1000, Ho noseueot 1/10 000 nekyBanu nauueHTa), MHOTO peaxu (mo-majko
ot 1/100 000, BKIIOYHTETHO U H30IMPAHH Ciydyan)

MHoro uecto cpeiana Hexenana peakuus (npu noseue ot 10 % ot NIaLIMEHTHTE)
Ha Perlinganit® Loesung e rnaBo6onuero. ITpu npoabikuTensa ynorpeba, ¢ TeueHHe Ha
BpEMeTo, r1aBo60IHETO OTILYMSBA.

Ilpn 3anousave Ha neueHWeTO WM NpH yBeNMYaBaHe HA 103aTA YECTO ce
Habmozxasar (npu 1-10 % OT nauMeHTHTE) XMIOTEH3Ms W/MIM IaBO3aMaiiBaHe npu
CToeHe npas. Te3n CHMNTOMHM MOraT fa CBIYbTCTBAHM OT BHEHE Ha CBST, CHHIMBOCT,
pediekcHa TaxHKapAKus U YyBCTBO 33 OTNAAHAIOCT M OOUKHOBEHO Ca NpexoaHu. AKO He
U3YC3HAT CIOHTaHHO, HEOOXOAMMO e fa Ce B3eMaT CleLMalHM MepKH (Hanpumep —
OBAMIaHe Ha JOJIHUTE KpailHHILIK, obeMo3amMecTHTeNHA Tepanus). AKO ce MOSBH TEKKA
XUMOTEH3M, JICYCHHETO ClieaiBa 1a Obe npekpaTeHo He3abaBHO.

Heuecro morar ga ce npossar (npu no-manko ot 1 % ot NaLMEHTHTE) rajJieHe,
NOBPBIIAHE, 3a4€pPBABAHC H aNepruvyHa peakuus Ha Koxarta (0OpHB), KOMTO MOHAKOra
Morar Ja 6baat nocTa TexkH. [Ipy eqMHUYHM CilyyaH, MOXe Aa ce NOsBH OMIOLIBAHE Ha
KoXxara (eKChonraTUBEH JepMaTuT).

CpobiaBa ce 3a TEXKKH XHIOTEH3MBHH PEAKLMH, NPEIM3BUKAHH OT OpraHU4YHH
HUTpaTH, M3passBallld Ce B raJcHe, MOBpbIUaHe, OE3MOKOICTBO, GIEAHOCT W OGUIIHO
usnorssane. KonanchT Moxe ja HacThNM HeuecTo (MIOHAKOTa CHNPOBOAEH C
OpaguapuT™Mus M cuHKon). Heuecto ocTpaTa XMNOTOHHMA MOXe fa AOBEAE MO YCHJIEHH
CHMITOMH Ha aHTHHA NIEKTOPUC.

Peructpupann ca HAKONKO [0KNaga 3a KHCEJIWHH B CTOMaxa, Hali-BEPOSTHO
MOpajH OTIYCKaHe Ha CUHKTEPa, IPUYMHEHO OT HUTPATA. PERPEAEUE RIS

Ilo Bpeme Ha neuennero c Perlinganit® Loesung moxe na Hacr'i;,}m’, BpeMeHHa
XMMOKCEMHs  MOpaji  OTHOCHTENIHO MipepasnpelesieHHe Ha  KPLBEWS:. TOK /'8




XHUMOBEHTH/IMPAHUTE aJIBEOJapHH 00JlacTH. B yacTHOCT, MpH MauMeHTH ¢ KOPOHAPHO
apTepuaiHo 3a60/s1BaHe, TOBa MOXeE 1a JOBEJE 10 MMOKAPAHA XMIOKCHSI.

4.9. Ceépvxoosupane

OnHTH C KUBOTHH:
IIpyn npxoBe M MHUIIKK NetanHata go3a LDso e enHokpaTtHa uH}ysus ¢ 23.2
mg/kg u 10.6 mg/kg pecnekTHUBHO.

Hzcneasanus npoBeseHH ¢ Xopa:

CumnTomu:

Cnanane Ha KpbBHOTO Hansrane < 90 mmHg

bneanocr

H3norsaBane

Cnab nmync

Taxukapaus

CBeToBBpPTEXK NPU U3NpPABAHE

I'naBoGonue

OrnaaHanoct

3amasiHoCT

Ilanene

IloBpbiane

Huapus

CpobiiaBa ce 3a METXEMOIJIOOMHEMHS MU MALMEHTH, Ha KOUTO Ce AaBat

Ipyru opraHuyHU HUTpatTu. [lo Bpeme Ha 6uoTpaHchopmauuara Ha glyceryl

trinitrate ce OTAENAT HUTPUTHH MHOHM, KOMTO MOraT J[a [pPHYHHAT

METXEMOIJIOOMHEMHS M LMaHO3a C MOCJe[Balla TaXWITHEs, TPEBOXKHOCT,

3aryb6a Ha Ch3HaHWE W CMMpaHe Ha cbpieyHaTa AeiliHoct. He Moxe na ce

M3KIIIOYH BB3MOXHOCTTA ronsma aosa ot glyceryl trinitrate na npeausBuka

TaKaBa HexellaHa peakius.

e [Ipu MHOro BHCOKHM 103U MOXE Ja C€ YBEJIUYH BHTPEUECPENHOTO HajsiraHe.
ToBa moxe na noBeze Ao uepebpajHd CUMITOMH.

O6wm npouenypwu:

e [IpeycraHOoBsiBaHE BIMBAHETO HA JIEKAPCTBOTO
e OOmM HAYMHU Ha MpOUEAMpaHe B CTyyail Ha XUNOTEH3HUA, NpeAU3BUKaHa OT

HUTpPAaTH

- [NanueHTsT TpsAOBa Aa ce ABPXKU B XOPH3OHTAIHO MOJIOXKEHHE, KaTo [JlaBaTta e
NOCTaBEHa MO-HUCKO, a KpaKaTa ca BAMTHATH.
- laBaHe Ha Kuciopoa

- 3aMECTBaHE Ha BbTPECHAOBUIA 00eM L
- CrneuuduyHo NeyeHHe Ha IIOKa (PEMECTBAHE HA MALMEHTa B - Te H
oraeneHue!)




Cneunduunu npouenypu:

¢ [loBumaBaHe Ha KPHBHOTO HaJIATaHe, KO € NPEKAIEHO HUCKO

JlombHUTENHO NpHeMaHe Ha CUMNIATHKOMHMETHK, Hanpumep norepinephrine.

o JleueHHe Ha METXEMOTIOGUHEM U

- Penyumpama Tepamus npu BB3MOXKHOCT 33 u3bop Mmexay suramuH C,
METHJICHOBO-CHHBO HJIU TOJYHAUHOBO-CUHBO

- [lonasane Ha kucnopon (ako e HEOOX0IUMO)

- 3anoyBaHe HA MEXaHHYHA BEHTHIALUS/ arnaparHo AMIIaHe

- XeMoauanusa (ako € Heo6X0IHMO)

¢ PecycuuraTuBHH Mepku

Ilpn nossa cumntomu Ha pecnupatopen u LUUPKYIaTOpEeH apecT, He3a0aBHO
NpEANPHEMETE PECYCLIMTATHBHI MEPKH.

5. ®PAPMAKOJIOTUYHH CBOMCTBA
5.1. @apmaxodunamuyunu ceoiicmea

Glyceryl trinitrate Bogu 10 oTHyckaHe Ha ChIOBaTa rnagka MYCKyJ1aTypa, Karo 110
TO3H HaYMH NPEAU3BHKBA Ba30AM/IaTaLUA.

Kaxto nepudepnure aprepun, Taka u nepudepHUTE BEHH CE pasLIMPABAT OT
glyceryl trinitrate. To3n nocneaen edext cromara 3a BEHO3HOTO HAIBIBAHE HA KpPBB W
NIOHMKaBa BPBUIAHETO HAa KPBBTA OT BEHHTE KbM ChHPLETO, KAaTO 10 TO3M HAYMH
NIOHMXKaBa  BEHTPUKYNAPDHOTO  KpaiHO-AMACTOJMYHO  HajiiraHE W obeMma
(npenHaToBapBaHeTO).

Bb3nelictereTo BRpXY aprepuanHuTe, a MPH MO-BUCOKM HO3H apTepHoNapHUTE
ChJOBE, NOHM)KaBa  CHCTEMHOTO  BacKylapHO  (CbAOBO)  CBIIPOTHBICHHE
(cneanarosapsane). ToBa OT CBOS CTpaHa MOHMKaBa cbpaeuyHara pabora.

Br3jeiicTBuATa KakTO BBPXYy CTajus Ha MNpeAHATOBAPBAHETO, Taka M BBPXY
CTainid Ha CNICJHATOBapBaHE, BOJAAT BMOCNEACTBUE [0 MO-HHCKA KMCIOPOLHA
KOHCYMallUsl Ha ChPLETO.

OcseH ToBa, glyceryl trinitrate npuuunsBa npepasnpeeneHue Ha KPbBHHUA TOK
KBM CyO€HIOKapAHaJHUTE 06NaCTH Ha CBPLETO, KOraTo KOpOHapHaTa UMpKylaiHs €
HacTUYHO HamajneHa OT apTepOCKIIEpOTHYHHM yBpekaaHus. Tosu mnocneneH edext Haii-
BEPOATHO €€ IBJDKH Ha CENCKTHBHATA AMJATalldd Ha TOJEMHMTE KOPOHApHH ChIOBE.
IpenusBukanara oT HUTpaTH AMNaTaUMs HA KOJATEPATHHUTE apTepuM MoOXe Ja noao6pu
nepdy3usTa Ha MOCTCTEHOTHYHMS MHMOKapA. HuTpaTuTe cbIIO Taka paslUpsBaT
CKCUCHTPUYHM CTE€HO3M KaTO Te€ MOrar Ja NpPOTMBOACHCTBAT Ha BB3MOXHH
KOHCTPUKTOPHH (PaKTOpH, BB3ACHCTBALM BLPXY OCTATHYHMA JBra pearupain rnambk
MYCKyJl Ha MACTOTO Ha KOPOHapHOTO cTecHeHHe. Hewo mnoseue, kopoHapHHTe cnasMu
Morar a 6bJaT OTCTPaHEHH C HOMOLUTA HA HUTPATH.

OkasBa ce, ye HUTpaTHTe NOAOGPABAT CHCTOSHHETO HA XEMOJHHAMUKATA npu
MOKOW ¥ HATOBapBaHe MNpH MAUMEHTH, CTPajalld OT KOHIECTHBHA chpAeyHa
HepocTaThYHOCT. Tosu Gnaronpusaten edekr ob6XBala HAKONKO MeXaHW3Ma B TOi
YMCIO nofobpsiBaHe Ha BanByJapHaTa peryprutanus (ZbKalia ce Ha '\:ﬂaMa‘Jie‘}_r’&‘
BEHTPHUKYJIapHa AUIaTalHs) ¥ MOHUXKABAHETO Ha MHOKApIHATA KHCJ’IOpOJlHaC}ii'}:’:?K'_I:Ia‘v




C HamansBaHe Ha  KHCPOPOAHUTE HyXAM M  nojobpsiBaHe Ha
KHC/IOPOAOCHA0AABAHETO, Ce HamalsfBa o0JacTTa Ha MHOKapaHO YBPEXIaHe.
Creposarenno, glyceryl trinitrate Moxe na 6b/ie nosie3eH NpH ONpPEAENCHH MALMEHTH C
HMHGapKT Ha MUOKap/a.

BiusHueTo BBPXy JpyrH CHUCTEMM M OpraHd BKJIIOYBA OpOHXOAMIATALIHSA,
pasinyckaHe Ha MYCKYJIHTE Ha CTOMALIHO-YPEBHUA TPAKT, TbYHHTE M MMKOYHM KaHAlH.
Hanuue ca cblio Taka ¥ JaHHH 3a OTITYCKaHE HA IJIafikaTa MyCKyJIaTypa Ha MaTKara.

MexaHu3bsM Ha JelicTBue:

ITonoGHO Ha BCcHuKM OpraHMuHM HUTpaTH, glyceryl trinitrate aeiicTBa Kato AoHOp
Ha a3oreH oKcua (NO). A3OTHHMAT OKCUA TNpPEeAU3BHKBA OTIYCKAHE Ha [JIaAKaTa
MYCKyJlaTypa Ha ChAOBETE Ype3 CTUMYJIALMUATA Ha TYaHWIMJ LMKJIa3a U MOCaeABalloTo
MOBHLIaBaHE HA BBTPEKJIETHYHATA KOHLIEHTpaLUs Ha UMKJIMYHHA TyaHO3WH MoHodocdar
(cGMP). Tlo TO3M HauWH ce cTUMynTHMpa OenThbYHATA KHHA3a, KOATO € 3aBMCHMMa OT
UMKIMYHHMA TyaHO3MH MoHodochar (cGMP) c¢ mocneisaio mMpoMeHsHE Ha
docdopunanuiTa Ha pa3MYHH NPOTEHHH B KIETKWTE HA Tiaakus MycKyl. Tosa B
KpaiiHa cMeTKa Boau 10 Aedocdopuiaius Ha JiekaTa Bepura Ha MHO3MHA M TTOHM)KaBaHe
Ha KOHTPAaKTHJIUTETA.

5.2. dapmaxokunemuunu ceoiicmea

Merabonusem

Mera6bonu3mMbT Ha glyceryl trinitrate, koiiTo ce W3BbpiUBa B YepHHs APOO, HO
CHIIO TaKa M B JAPYrd THKAHM U KJIETKH, HanpuMep B UEPBEHUTE KPBBHH KIJIETKH,
BKJIIOYBA M3YMCTBAHETO HA €Ha WM noBede HUTpaTHH rpynu. Glyceryl trinitrate MHOTO
6bp30 ¥ NOYTH M3LSIO ce MeTabonu3upa B opraHusma. PasnmafHuTe NpPOJYKTH HAMAT
NOYTH HUKAaKbB ChAOPA3LIMpPsBAlLl €PEKT.

Glyceryl trinitrate no eH3UMeH NBT Ce ACHUTPUPA MOCIEJOBATENHO IO TTHLIEPHI
JMHWTDATH, TJIMLEPHU] MOHOHMTPATH M HaKpas 10 rauiepon. Heo6xoaumusT 3a uenra
€H3UM € IIIyTaTHOH-S TpaHc(depasa. To3u eH3uM ce HamKpa B MHOTO THKaHH U KJIETKH.
['nMuepoasT ce ycBosiBa B MEXIWHHHUA METab0au3bM (CHHTE3 Ha NMPOTEUHH, IIIOKOTEH,
NMOUAM U pUOOHYKIIEHHOBA KUCENHHA) H YaCTHYHO CE OKUCIIABA JI0 BBIJIEPOAEH ABYOKHC
M CE W3JMILIBA.

[nunepun  guHMATpaTUTe W TJMLEPHUT  MOHOHUTpPATMTE  CbUIO  C€
TJIIOKOPOHHUAM3UpAT U C€ OTAENAT C ypUHaTa, B MHOIO MaJlkO KOJHMYECTBO W 4Ype3
XKIrb4yKaTa. BONMMHCTBOTO OT AaHHUTE 3a Merabonv3Ma Ha TJIMLEpPUN TPUHHUTpara ca
NONyYEHH BCIEACTBUE U3MUTBAHHUA C IKUBOTHM. BB3MOXKHO € OTKpUBaHETO Ha
MOHOHHMTpaTH Ha glyceryl trinitrate U YoBelikaTra ypuHa.

He ce nonyuyaBa HatpynBane Ha glyceryl trinitrate wium HeroBuTe MeTabONUTH
(1,2-rnuuepun quHUTpaAT U 1,3-raMuepun JUHUTPAT).

Enumunupane




ENHMHHALHOHHMAT MOJYXHBOT € 2-4 MuHyTH. OCBeH MeTaGonu3Ma Ha glyceryl
trinitrate, HanKie e U ENTMMHUHUPaHe Ha METaGoMTUTE Ype3 GhOpeLHTe.

Bbuonanuunocm

bronanuunocrra Ha Perlinganit® Loesung e, KakTo M NpH OCTAHAINTE BEHO3HO
NpujaraHy JIEKapCTBEHHW CPEACTBa, Mo npaBuiio 100 %.

Tonepanc
Bbrpexu HenpomeHeHaTa 103MpOBKa U KOHCTAHTHOTO ChbP)KaHHE HA HUTPATH B
KpbBTa, € Ouno HabmogasaHo oTcabBaHe Ha edeKTa Ha JIEKapCTBEHOTO CPEACTBO.
[posBUIMAT ce BEAHBK TOJIEpaHC OT3BYYaBa B IPOABKEHHE Ha 24 yaca cref
npexbCcBaHe Ha TepanusTa. [Ipu nocnenBano nasane Ha glyceryl trinitrate He e
HaboiaBaHO pa3BUTHE Ha TOJIEPAHC.

Xapaxmepucumxka npu nayuenmu.
Hsma nannM na e HeoOxoauMo croOpa3ssiBaHe Ha [03aTa IpPU MO-Bb3PACTHH
NalMEHTH WM NIPH Tak1Ba ¢ 6b6peyHa Uil YepHOAPOOHA HEAOCTATHYHOCT.

5.3. Ilpedknunuunu 0anHu 3a 6e3onacmuocm

CornacHo RTECS*, croiinoctute Ha LDso Ha glyceryl trinitrate cnex ennokpaTHa

J03a ca:

Bupose Hauun Ha npunoxenune LDsoe (mg/kg)
Mumiku MHTPaBEHO3HO 10.6
IMnexoBe HMHTPaBEHO3HO 23.2
Muiku MOAKOXKHO 110.0
IIavxoBe MOJAKOXKHO 94.0

* PCFPICT'bp Ha TOKCUYHOTO ACHCTBUE HA XMMUYHHTE BEIECTBA

XpOHHYHA TOKCHYHOCT:

Hscnenpanuata BBPXYy MBXKKM 3alild B MpOJb/DKEHHE Ha 26 ceaMHLM C
MOJKOXKHO NnpuiioxeHHe Ha glyceryl trinitrate ce okaszaxa NOED (6e3 edext 3aBucel ot
no3ara) 3a 15 mg/kg/nen 3a camara koxa u 60 mg/kg/neH 3a CHCTEMHO H3MOJI3BAHE.

PenpoaykTuBHa TOKCHYHOCT:

[IposeneHn Osxa M3cneaBaHMA 3a PeNnpoAyKTHBHA TOKCUYHOCT MpH 3alld H
NIbXOBE, M3MOJA3BaHKKW pa3iMuHM HAUYMHM HAa TPUIOXKEHHEe (MHTPaBEHO3HO,
MHTPANepUTOHANIHO M TpaHcaepMaiHo). Te3u uscnenBaHMs oOxBamiat GepTUIMTET,
PENpOJyKTUBEH KanmalMTeT, eMOPHOTOKCUUHOCT, NMEPH- U MOCTHATAIHO passurue. He e
KOHCTaTHPaH HHUKaKbB €QEeKT BBpPXy emOpuoHuTe, (deTycuTe HIH BBPXY~ MIANHTE
XKUBOTHH JOPH NPHU TOKCHYHHM 3a TAX 103M (5-20 mg/kg/T.1.). Hama Hl/lxalcw )Iaﬂi-w‘r”z,@‘*




TEpaTOreHHU cBoWcTBa Ha glyceryl trinitrate. He 3a wu3BecTHM wM3cnenpanus 3a
KOHUEHTpauusaTa Ha glyceryl trinitrate B MaiftYMHOTO MIISIKO.

MyrareHHoCT:
Glyceryl trinitrate He € UAIOCTHO M3CNe[BaH 3a HAJIMYME HA MYyTareHeH e(ekT.
Pesysnrarute oT rennus MyThpai tect npu S.typhimurium (Ames-test) ca oTpUL@TENHH.

KaHLeporeHHOCT:

Hscnensanero Ha glyceryl trinitrate B KIETBYHH KYNTYpH M €KCIIEPUMEHTAIHH
MOJieNH ¢ 1aGOPaTOPHU )XMBOTHH He MOKa3BaT KaHLEPOTreHEH NOTEHLHAN B PAMKHTE Ha
TEpaneBTHYHHUTE JO3H.

6. dapmaueBTHYHH JAHHH
6.1. Cnucvk nHa nomouwiHume eewgecmea

e Propylene glycol
e Anhydrous glucose
e Water for injection

6.2. Hecvemecmumocmu

Perlinganit® Loesung e chBMecTM ¢ HH(Y3MOHHHMTE PAa3TBOPH, U3MOJI3BAHU Haki-
4ecTo B OOJHHMYHM YCJIOBHS Kato ¢usnonoruveH pastsop, 5-30 % rmoko3eH
pa3tBop, Punrep-pasreop. Perlinganit® Loesung He cbabpka eTaHO WU KalMeBH
Honu. HamMa noka3zaHu HECHBMECTHMOCTH.

6.3. Cpok na 200Hocm

5 roauHu.

Perlinganit® Loesung e crepuneH, 6e3 koHcepBanTH. Kanaukara Ha ¢iakoHa He e
npeaHa3sHa4YeHa 3a MHOroKpartHa ynorpeba.

JlexapCTBEHHAT MPOAYKT A2 HE CE U3MOJ3Ba Clie] U3THYaHEe CPOKa Ha IOJHOCT.
['0TOBO NPHrOTBEHHAT pa3TBOP 3a UH(Y3Us [a Ce U3I0JI3Ba B paMKKTE Ha 24 yaca.

6.4. Cneyuannu ykazanua 3a coxpanenue
Hsawma.
6.5. Buo u cvovpircanue na nopeuunama onaxkoekama

besuseren ¢nakon ot 50 ml cbe cHBa rymMeHa 3anymaika ¢ riajgka 40JHa CTPaHa ¥ BT
KaHT 3a OTBapsHe.

6.6. Hucmpykyuu 3a ynompeba




Perlinganit® Loesung Moxxe na ce u3non3sa paspeleH 3a HeNpeKbCHATA
MHTpaBeHO3Ha MHQY3Ms C NOMOIUTa Ha aBTOMaTW4eH MHQY3UOHEH amapaT, WIH
HepaspeJcH ¢ MOMOILITAa HA MHXXEKTOMAaT B OOJHWYHA OOCTAHOBKAa M MO, MOCTOSAHEH
ChPJAEYHO-CBAOB KOHTPOJL.

B 3aBucMMOCT OT BHIOa M TexecTTa Ha 3a6ONABAHETO, Ype3 MHBA3MBHH
XEMOJMHAMHYHH CI0coOHU TpsiGBa 1a 6BAAT NOCTOAHHO CleieHH OOUYaiHUTE NapaMeTpH
(CHMNTOMH, KPBBHO HAJISiraHe, ChPAEYEH PUTHM, YPHHA).

Perlinganit® Loesung Tpa6Ba na Gbie paspexxmaH NpH aceNTUUHM YCHOBHSA
HETIOCPENCTBEHO ClIE], OTBapsSHETO MY.

7. IIpuTexkaTen Ha pa3peLIeHHETO 3a ynoTpe6a

UCB Pharma GmbH
Alfred-Nobel-Strasse 10
40789 Monheim
Germany

8. Homep na paspemenuero 3a ynorpeta
20000515

9. JlaTa Ha nbPBOTO pa3pelieHHe/ NOJXHOBSIBaAHE HA Pa3pelIEHHETO 32 ynoTpeda
07.09.2000

10. laTa Ha yacTH4YHA NpepaGoTKa HA TEKCTa
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