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Nit"'("“i“t‘D khi dung

Glyceryl trinitrate
HUONG DAN SU DUNG THUGC CHO NGUGI
BENH ) |

¢ ki hudng dén sit dung trurde khi ding.
D@ xa tim tay tré em.
Théng béo ngay cho bic s§ hoc dye s§
cic tac dung khing mong mudn gip phai khi
sir dyng thude.
¢ nay chi ding theo don cia thiy
thude.

Thanh phin, him ligng cia thude:

Hoat chét: M6 1o (10 g) chita 80 mg glyceryl
winitrate (duds dony dung dich 1% trong cén) ¢
(MG liéu xit chira 0,4 mg glyceryl trinitrate)

Ti dirge: propylene glycol, ethanol

M ta sin phiim:

Dung dich trong khdng mau hode gén nhit khing
mau, khdng cd cdn.

Quy cach ddng goi:

10 g dung dich dyng trong chai khi dung, ¢d van bom

dinh libu v mdt ndp béo v§ va ddng trong mdt hip

gify cing cung 16 hixing dén sit dyng.

Thudc ding cho bnh gi? .

Glyceryl imnitrate (hoat chidt cia khi dung Niromunth

13 mt hap cht nitrate hiu co cd téc dyng gidn

mach & ca céc ddng mach vé cdc Xinh mach

Thudc duge ding dé: i 1

» Didu 1ri cdc can dau ngye 46t ngdt gdy nén do
suy gidm cung cép oxy.cho tim (con dau thi
ngye) 4 v

&~ Ngan ngira dau fgyc tAp tinh (con dad tha
ngyc) duge dlng tkfe khi ging suc ma theo kinh
nghiém cé thé gay ra con dau thit ngue

Nén diing thudc nay nhur thé nao va lidu
?

W

eyng | P .

Ludn ludn dung thuéc nay theo diing hudng ddn

trong 1 hudng dénsif dung hodc theo bac s§ hodc

duge s da huting ddn ban. Tham khao § ki cda !

Béc s hodc dug s, néu ban khong chic chén vé

¢éch ditng thudc. .

Khi sit dung ehai nhom, ben cd thé df dang bé ndp

chai sahg mt bén (xem hinh 1)

Hinh 1. - B& ndp chai ma khng cén théo bd vong an
198n 8 ¢4 chai nhém

Trudc khi ding 14n ddu, bm dinh béu phai duge lam
64y bing cach théo ndp bdo vé ra va bam nhiéu 1in
vao khdng khi cho dén khi thiy khi dung xudt hién
(4 thé cén phai 13p lai vigc am déy bom néu bam
khting duyc st dyng trong mgt ther gian dé: 4

Néu co thé, ban nén ngdi khi traic khi ding thude. |

Théo ndp nhya va c4m chai thudc thdng ding. 5
Khang cén phai [&c chai trudc khi sif dyng. Migng
phun cén duge dét cang gén migng cang 161 Nin |h3.
sau 06 ha midng va phun mdt éu vao duth i bang
céch nhdn tay vao nut bom sau dd thd tay ra. Ngdm
miéng ngay sau khi phun thudc, nhung khang bit
khi dung vao. tuld Ao 8
Déy ndp chai lat sau khi st dyng

Lutn ludn mang khi dung Nitromint theo bén mirth vi
ban cd thé cén phai st dyng thudc. bt ky lic nao.,;
Banh ddu cac 14n ding thudc lén vén vahop. ¢ iy
Lubn lutn c6'mdt I dy phong trénh nguy v by hér
thudc khi s dyng.

Xéc dinh duge vi i cda migng van dinh liéu la it
hitu ich cho viéc ding thudc vao ban dém mot cdch
6 dang.

Lidu ding dugc x4c dinh bdi béc s§ cie ban cho timg
bénh nhan. Thudc bt ddu cd 1¢ dung sau khodng
1-1,6 phit f

Liéu khuyén ding la:

Bau ngye do co thitt mach vénh (dau that ngye):
Khi cd cun dau thlt ngye; bom mot liéu vao dudi Jui,
sau 00 ngdm miéng 31 ngay 13p te v the qua mil
Néu cc trigu ching khang dugc cai thign, cd thé
bom li6u 13p lgi sau khodng thdi gian 5 phit, dén 161
da3lnbom. v b F

Néu céc rigu ching khing cdi thién sau khi bom
thude 3 fiéu, cén tim kiém sy tg giop y 1€ kip thai
Phéng ngda dau ngye do co tht maeh vinh

(dau thit ngye): }
Bom 1 liéu ngay e khi géng sdé! " /
Tham khdo { kidin cla bac sj néu ban thdy 1dc d{g
cba khi dung Nitromint qué manh hodc qué yéu
Tang ibu cda thude ¢6 thé dén dén dung np thudt,

Khi nao khing nén ding thudc nay?

Khaing ding khi dung Nitromint

« Néu ban bj dj ung vai glycaryl trinitrate, céc dén
xudt nitrate khac hogc vai bit ki thanh phén nao
khéc cda thudc (duye ligt ké rong myc Thank
phén, hém legng cda thudt/ Té diege ) (néu ban
da timg bi pha & mgt, tay chan, moi, migng, ludi
hodc hong khi st dyng cdc ché phdm nitrate: o

« Trong méjt s tnirg hgp (duge xdc dinh bdi béo
s§) ca nhdi méu co tim cdp hode suy tim;

« Néu bgn bj dau that ngyc do im 10 1én bt thiing
(bénh co tim 18c nghén); w ik

« Néu ban bj tang huyét &p mach phdi khong cd . *
nguyén nhan 1 rang. Bénh nhan méc bénh dgng
mach vanh dgc bigt ¢d nguy co nay. (.

« Néu bgn dang dang mot 6 thuic d8 diéu tj i .
loan cuwng dvong (céc thudc chita hogt chét . o:
sildenafil, vardenalfil hogc tadalafi) do vige st «
dyng dding 1hdi céc thube ndy cd thé dén dén ha
huyét &p nghiém 1rgng de dga tinh mang, + *

« Néu ban gép bt ky tinh 1rgng nao 1am tang dp lye
nfi 59 (nhur chdn thugng s ndo, A9t quy).

« Néu ban dang ding thudc chira riociguat duge ¢
dmd\q' :C difu t] 1ang huyét dp mach phéi (1éng ép
phdi] do sif dyng ddng thei cac ngy cd e
Sl

Tic dyng khéng mong muén: . ..
i i h e e e, By LA
alxm 1éc dunr khong mong mutn, mt d0 khong ",
W;‘fﬁmmfh"a“"i”"" 1 iy
it by ra 8 phiéu hn 1 bgnh nhdR
0 N‘,fh'n’l 1.8 bl b, 6l g,

oo e

Thurdng gdp (xiy ra & | 460 10 bénh nhan trong - 1

100 bénh nhdn);

 Chdng mat

« Budn ngd

« Nhip tim nhanh

« Ha huyét ép* !

« Hg huy#1 4p khi ddng lén hode ngdi lén*

o Yéu mét.

ft gép (xéy rad 1 dén 10 binh nhén rong

1000 bénh nhén}

« Bt tinh thodng qua (ngét)

o (4o tribu ching dau tht ngye ngng han
(dau nguye 1anq Ién)

« Nhip tim chdm

« Da hoge niém mac ¢ mau xanh hode tim do céo
m gén b mat da bi thiéu oxy (chiing xanh tim)

« 00 bing mat

o Tryy m?ﬂ hoan (d0i khi kém theo gidm nhip tim
vh mét y thie)

« Bun ndn

o Non

Rét hiém gép by 1o ¢ i | 1rong 6

10.000 binh nhén)

o Methemoglobin huyét {tinh trang gia tang ndng o
mét dang bt thuting ciia hemoglobin vn chuyén
oxy trong mau dén dén thidu oxy & cée md)

* Bdn chén

* Gidm cung cép oxy cta ndo

* (I ndng

 Hoi thd hoi

* Suy h hdp

o Vibm da

* Phat ban do thudc.

* Bijc bigt khi mdi bt déu diéu i hodc sau khi

téng liéu.

Cic tac dung khing mong muén khic cd tin

sd'xdy ra chra hﬂ’

o Cac phan ing d g hode phan ung mén cam

« Dénh 1dng ngue

« C4m gidc bong rét nhe, thodng qua & miéng

Thing béo ngay cho bic sj hoic duec sy

ciia ban né cd bt ky téc dung khdng mong

mudn ndo xdy ra trong qua trinh st dung
thudt, bao gém cé cdc tac dyng khong mong mudn
chura duge ligt ké trong 1 hudng dfin st dung ndy.

Nén trénh ding nhimg thuéc hodc thye
pham gi khi dang si dyng thudc nay?
S¢ dung cidc thudc khac:

Hay thang bdo cho bac 57 hode dug s§ tua ban né

ban dang ddng hode di ding hode c6 1hd ding bt

ky mot logi thudt nao khéc

Khéng si dyng déng thdi vdi:

* Céc thudc chita sildenafil, vardenafil hodc
tadalafil (duge si dung d6 diéu v r6i loan cuung
duang). Téc dyng ha huyét dp cla khi dung
Nitromint c6 thé tdng Ién

* Thufic chda flocsguat, duec ding diéu t tang huydt
4p mach phdl (tang ap phdil, do st dyng dBing thé
céc thuc ndy ¢d thé dén dén ha huyét ap.

Vige 51! dyng déng thoi vdi céc thlt sau tiy thude

Vdo quyét dinh cua béc sy cida ban.

* C4c thusc cd 1ac dyng ha huyét ap nhu céc thubc
gidn mach va céc thue cm!ng 1ang huyét 4p
khdc, cac thudt duyc dlng diéu tj mdt s6 r6i loan
1am thén (thudc an thén), cdc thudc dié 1 wém
cdm (nhv cdc thudc chng trédm cém ba vong),
sapropterin (duge dng didu rj acid phenylpyruvic
migu) va N-acetyleysteine (acid amin). BE1 ky
thudc ndo trong cdc thudc ndy du co thé 1am
tang tdc dyng ha huyét dp cda kh{ dung Nitomint,
Cac ché phdm chda dih‘ydmevgﬁlamina duge
dung dé thic ddy co bop 1 cung hdc dé die 1
day nira ddu). Tac dyng cua dibydroergatamine cb
theé duge 1éng cumg bal khi dung Nitramint
o C4c ché phdm mau c6 chira heparin (higu qua cla
heparin co the giam)

Céc thudc duge dung € didu i céc tinh trang
viém va dau c4p tinh hodc man tinh (c4c thude
chéng viém khng steraid, ngoai tn acid
acetylsalicylic). Tac dung cua khi dung Nitromint

¢6.thé gidm, .

o Acid acetylsaficylic c thé 1Am 18nq téc dyng hg
huyét ép cda khi dung Nitromint. :

« Amifostine (dugc dung hé g trong diéu tr{ ung
th) ¢6 thé [am tang téc dyng N huyét dp cua khi
dung Nitromint, . il A

Ban c6 thé cén'dong liéu glycetyl trniuate cao hon

néu wude day ban dd tng dirge diéu tj bing cdc

nitrate cd tac dyng kéo daj {:hénq hgn isosorbide
dinitrate, isosorbide mononitrate)

Néu bag s§ 08 ké don cha ban st dyng vidn nén dat

dudi (91 08 616 1) Bbu that ngye, ban khong nén
ding khi dung Nigromint d8ng thei dg diéu 1 can,
Qo bRt Ro " & VoAt WRATID GRS AVNAR
Ciin lam gi khi m@t lan quén khang ding

thudc? i )

Khdng ding liéu gép d6i d bu cho liéu da quén, do
vigc ndy khong gitip ban bl lai hiéu dé quén va lam

1éng nguy cu dong thudc qua lidu

Néu bian ¢d thém bat k thdo méc nao vé céch ding
thudc ndy, hdy hdi y kin bac s hode duge s§.

Cdn bao quan thudc nay nhy thénae?,

Bdo quén not kho rdo, & nhiét 06 dudid0FC, 1 grovr
D6 xa tim tay cia tré em. ' < ooy
Nguy hiém chay né!

Khong ding thudc bén canh nei cd kia hodc co ngudi
hut thudc 14 ! )
Khong duge dgp hade a6t chai thudc ngay ca khi
duting nhy d& hét thudc 1rang chai, 0o
Khiong bao gid duye ném cdo chal ihudo da ding,
hét vao lia. y ol
Khang diing thubc sau ngay ht han duge ghi irda, «
bao bl i i e ik
Knong hiy b thude véo nude thal hoge rdc thai hd
gia dinh, Hoj duge sy céch hdy bd cde thudc khong . |
cdn sir dyng dén, Nhdng bién phdp nby sé giip bao
vé moi inang, b YoM
hi ding’

Nl b 4 b
Bau dhu, tyt huyit dp, tim dip nivanh, chdng mat, 00’
birng mat, ndn, [18u chéy, khd 1hd, thir nhanh. A
Cén phai lam g) khi dang thudc qua lidu
E"!a‘"si“"l it 0 b ddng hudc qud

i b 5§ ngay I4p e néu ban ding thude a
Igg uyén céo y‘?@m.mlybm fdu higy cla ding
thudcqud . ;L ) i
::lni didu cén thin trgng khi ding thude .

y: b b
Tham khao§ kién béc s ngay [4p wendu cde tigu )
ching cda suy tim (khd thd, phi né chin) ud adn 1
nghiém trgng han wong thi gian didu 1.1 <
Goi cho.béc s ngay 14p (dc ndu ban cd b§nh mach .«
vinh v dau ngyc xdy ra thudng xuyén han hoje '
trong nhing tinh hudng bét ngt, con dau ngyc kéo -
4 hanv& khdng gidm bt khi st dyng khi dung ¢
Nitroming « -+ * frauca® My o b oang

Néu cac trigu ching khong cai thién sau khi ding 0
1éng cong ba lidu fut), c&n tim kiém sy 1y um 1
kip thin,

Sy gidm hidu qud diéu 1 c6 thé & mdt ddu higu
sdm cda nhdi mau co um, do 40 goi cdp cuu dén
bénh vign. try \
Vi téng liéu ding c6 thé dén dén sy dung ngp'
thudic, nghia 14 gidm higu qud. !

Glyceryl triniteate lam téng thai trir cda mdt sd chét
hifu oo trong nut tidu, nhu catecholaming vé VMA
(acid vanillyimandelic). Hay béo cho béc s biét

ban dang st dyng khi dung Nitromint trade khi xé:
nghiém méu hodc nude tidw. o

76 em:

Khang st dyng thudc ny cho tré em va thanh thidu
nién duti 18 tudi do 46 an todn v hidu qua cia thude:
ttén 461 twyng biéh nhan ndy cha duye xée dinh,
Diing khi du! Nitromint vdi cén: Waid
C4m sit dyng 46 udng c6 cén trong khi ding thudc
ndy. Mot s8 tdc dyng khang mong mudn cd thé i
nén nghiém trong han (xem myc 7de dyng khdng
mong mudn")

Mang thai vé cho con bi:

Néu ban dang mang thai hodc cho con b, hodc ban
cd khd ndng dang mang tha hode dang cd dy dioh
mang thai, hdy tham khdo § kién cda béc s hodc
due s tnrde khi ding thudc ndy.

Phy nd mang thay. " £l
Chi diing khi dung Nitromint chio phy 02 c6 thai khl *
I ich eho ngut me gt tri so vei nguy co o 1hd *
8y ra vdi thei nhi

Phy i cho con b,

Quyét dinh ngimg cho con b hay rénhdiu i béng ;
Nitromint cn dugc can nirifc dya trén lgi izi‘ é‘a,ﬁq
b me déi vai dita 18 va lgi ich cda vidc didu t ddi.
754 nguh me. .

inh hudng déin khd ndng ldi xe va vin hinh -

mdy mdc:

Khi bt ddu diéu 1rj - trong mdt khodng thai gian
duye xéc dinh bdi bac s§ cho ting cd nhén - khong
dutge 14 xe v van hanh mdy méc nguy hiém. Sau
d6, mic d gidr han nay sé duyc quyét dinh bai bic
sf cia ban i
Khi dung Nitromint chita cén (ethanol) vi
propylene glycol +

Thudc nay,c chita 79,2% i tich c6r. MEi iéu (xit).
chia gén 0,04 g cén. Ding thusic cd thé gay har khi
bénh nhén cd bénh gan, nghién nagu, dgng kinh,

chin thyrang ndo va céc bénh v thin kinh trung

wtong khc, khi cf thai va @ tré em. Nitromint cd thé
4m thay ddi tac dyng cua cdc thudc khic.

Thudic nay ¢6 chira propylene glycol vé oo 1hé gy
kich yng niém mac.

Khi ndo cdn tham vdn béc s, dugcsj?

Tham khdo y kiéin bic 5§ hodc duyt s trudo khi stk

dyng khi dung Nitromint. C4n than trng vétheo di !

chdt ch# trongcdc tnamg hop: L

« sifc (mt dang ndng cua suy grémTudn hodn) .
hodc trong tnsing hap ngdt xiu; ¢

« trong mdt s trviing hap bénh van tim (vkd hgpS
mach chi hodc van hat 14); ULy

« néu ban cd chén ép mang ngodi tim sy tich 1y
lugng Ign chat ldng trong ti'bao quanhum);

« néuban bi vidm mang ngod tim co khit (viém wi
bao quanh cua tim); »

« nfiu tnydc day ban da ting brgidm huyét dpdot 7
ngit do thay 061 1 thé (ngdi hode ding lén), <

* trong teiing hgp huyétap qua ‘l'h‘D (huy8t ap tam
thu, con 30: 14 “huyét dp 16 da” dudh 90 mmHg)

« néu ban d trong tinh wang i cu ban khing thé”|
cung cp 00 mau gidu ofy cho phdn can la: clia
co thé (sdc tim), i khi-daftbéo duge dpdic thit
1w ph hgp; / I~ |

« néu ban cd bénh mach mawndo, \Y |

« néu ban c6 bénh phdi hode tiénf phd lién quan |
dén tim; L

« néu ban mdyed mot con'dau tim gén ddy; |

« néu ban bj.chung dau nla déu

« néu ban bj bénh gldcém (mot bénh vé mat);

 niéu ban bj bénh gan, nghién rvgu, ¢dng kinh,
chén thuung ndo vé céc bénh hé thén kinh khac
(khf dung co chira mot lugng nhd cdn va co thecd
hai cho bénh nhdn & cac tinh trang trén);

* néu ban 14 nguti cao.di {1rén 65 tudi), do téng»
nguy ca gidm huyét ap gt ngot v ngdt xiu khis '
dung lén; |

*'nfu ban b suy wyén gidp; ! ¥

« néu ban co bgnh gen hodc than;

« néu ban co mgt vai logi bénh van tim;

« néu ban bi suy dinh dudng;

© néu ban by ha than nhidy; ( (

* néu ban bythiéu mau ndng (giém s vgng héng

’céu;nac gidm néng do hemngl:hm 1rong méu).

Néu can thém théng tin xin hoi y kién bic sy.

(s B g o e W AL

Han ding: 36 thang k 1t righy sén xudt.

Tén, fja chi va bidu tuyng (né ¢o) cia co

6 san xuat: i
£GIS PHARMACEUTICALS Private Limited Company ,
Try sd: 1108 Budapest, Keresztri it 30:38., Hungary
Nha mdy; 9900 Karmend, Matyds kirdly dt 65.,
Hungary | =
Ngy xem xét sira déi, céip nht lgi ndi dung'
hutng déin sit dung thude: 20/02/2017

HUGNG DAN SUY DYNG THUGC CHO CAN
BOYTE 0 v g1t db L undie

Djctinh duyelyehoe:
Nham dugc 1 Yigu: céc thudc gidn mach dang trang
cdc binh tim, cc hgp chét nitrate hdtu v,

MBATC COIDAD2 "+ 0
Co chétdc dyny: | o

Cd thé niwoglycerine 1éc dyng bifng cdch odi v
cée thy thé nitrate ném tgn miﬂ%cdl’th 18 bo o
) va sinh ra NO va tich ty cGMP @ ndi bao. Sy tich
1y ¢GMP I3m ngén e (on calcidi véo 1 bdg va lim
gidn cdc thanh phdn ce ton, © " T !

Tac dyng dvge lye hoe: iy ot i e ok dodd
Céc mao tinh mach, dgng mach Idn va dge bit 1,10
nhitng dogn moch vaah con ddp ung s& nhay.cdm 11
v glyceryl winitrate hun 12 nhdng mach mau m(
khng. Sy gidn mach rong hé thdng tudn hodn lam, !
tang dung tich tish mach, két qud lam gidm lugng * .
méu & tinh mach i vé tim (1ién génh), thE tich tim
it vé &p lyc lam ddy. Tdt od cdc téc dyng oy lam «
gidm nAn, lugng vé nhu cu oxy cda co tim. Khidp;
e 14m ddy gidm s@ céi thign duye vige cung cdp * .+
méu cha cdc [dp cda vach dudi mang trong um dang’
bi aguy cd do thiéu mau cyc b9, nho d6 ma chuyé -
ddng cda véch khu vyc 66 va thi tich vém thu déy
duge cai thign. Cde ddng mach ldn gén tim gidnnd.
{4m giém yc cAn cda mach mav @ todn thanva ¢ 14
phdi. Glycery! rinitrate cing cd 1éc dyng gidn ¢ iy
¢dc thanh phdn e tran ca phé quan, duing gL 10
nifu, 161 méh, dung mé, thye qudn, rudt noo; rugl o
0 va cde oo thifle ¢ oybeeteeL b 0k




Diic tinh duyc dng hoc:

Khi diing thuc theo duting duti i, ghyceryl ;
wnitrate duge hdp thu nhanh chong 1t khoang migng
vA thufic di vio hé tudn hoan ma khang phai qua gan
déu tién. Sinh kha dyng cua thudc cho thiy c8 sy

bién thién Idn gida va ngay trong cdc cd thé, trung «

binh khodng 39%. Tdc dyng cda glyceryl trinitrate
xufit hitn trong vong 1-1,5 phut vé kéo ddi khodng
30 phut. Néng d9 dinh coa thudc trong huydt vang
dat duc trong khodng 4 phit. Khi diing thudc theo
duong dud hed thi thit gian ban thai 1rong huyét
1ong vao khodng 2,5-4.4 pht. Glyceryl rinitrate
1rong mau duge gdn k6t ahiéu vbo héng cu v tich
1 6 thanh mach mdu. Ty 1§ gfn két vai protein huyét
1wong 1 khodng 60%. C4 it hon 1% lugng thudc duge
thai 1 qua nutdc i duth dang chét chua thuyén
hda, con phén én dudi dgng cac chit chuyén héa

Cdc di ligu an todn tidn 14m sing:

Khi tho chudt nhit ubing dii han glyceryl trinitrate
vt lidu cao, khdng thdy cd téc dyng gdy ung thi, tuy
nhién v 1 1idu nfeng ty @ chudt eding thi thiy cd
1ing ty 1§ cdc thay 0d) 0 héa va gdy u @ gon 4
Cc thit nghigm vé ddc tinh 1rén sy sinh 8 vei li6y
ca0 cho théy c6 gidm khd ndng sinh sén & céc da
con cda chuft nhat. Tuy nhién cdc thir nghigm ndy
khong cho théy thuic cd kha ndng gdy quai thai

Chi dinh didu tri:

« Diéu tr con dau thit ngye

« Phong ngura con dau tht gy, ding tnfde khi
géing st'c m theo kinh nghigm co thé géy ra con
dau thét ngye

Lidu diing va cach ding:
Lidu ding:

Ngudi tdn:

iy by con dau thitngye. . .
Khi e tan'dad that ngue. bon 11401400 e

glyceryl triniteate) dudi ludi. Néu cac gy ching '*"

khng duy cai thign, cd thé bam lidu 13p lai sau'
khodng thdi gian 5 phit, dén 16 da 3 1&n bam, Néu
céc 1ridu chig khang céi thign sau kh bam thudc
3 1én, cén fim kidm sy 1rg gidp y 1€ kip théi. Bénh
nhdn nén bom thudc & ur thé ngéi do nguy co ha
huyét 4p 1 thé : \
Phong ngda dau thét ngyc. Ay .
D# phang nglra dau thélt ngye do géng sitc hoje
_ trong céc tinh trgng khdc, nén bom 1 1dn (400 meg)
vao didi ludi ngay tndc khi gdng suc
Thea céc thong tin hign ¢6, khong cén diéu chinh
liéu cho bénh nhén suy gan hodc suy thin.
Tré em.
Chua co diF iy vé viée sir dyng glyceryl rinitrate &
+wé em Glyceryl tinitrate khdng dugt khuyén cdo st
dyng cho té-em.va thanh thidu nién dudi 18 tudi
Noua gia;
Ha huyét p va ngét xiu cd thé xdy ra khi s dyng
céc nitrate cho nguth gia. Bénh nhén cdn duye
khuyén ngdi xudng néu cd 1hé khi su dung glyceryl
trinitrate dudi lud
ich ding:
Khi dung Nitromint duye dyng trong chai nhdm.
Khi st dyng chai nham, ban cd thé dé dang bé ndp -
chai sang mt bén (xem hinh 1)
Hinh 1. - B& ndp chai ma kharig cn thao b vong an
toan & cf chai nhom

Trude khi ddng 14n déu, bom dinh liéu phi) duge Jam:
déy biing céch thdo ndp bdo vé ra va bom nhiéu ldn «
vao khong khi cho dén khi thy khi dung xudt hign,
C thé cén phai 18 lai viéce 1am ddy bom néu bam
khéng duge su dung trong mgt théh gian-dai.

Khang cén phai Idc cha thudc tade khi ding:

Chai thudc cén duge cdm thng dung vdi ddu xit
hudng lén trén

Migng phun cén duye dét gén migngvé khi dung cén
duye phun vao duth [udi. Ngdm migng lai ngay sau -
khi phun khi dung. Kndng nén hit khi dung véo

Bénh nhén cén dge hudng ddn 06 nhén bidt vi i
cda migng van dinh 1iéu sao cho ¢d thé s dyng
thuic vao ban dém mit céch o dang, Bénh nhén
nén ngdi théng kh phun thudc:

Mu\*lmz RTINSO TRY : R
o Mén cam vdi glyceryl trnitrate, cac U8 it
nitrate khéc hogc vdi bdt ky thanh phén napicda |
thudc duge ligtké rong myc Thénh pﬂlﬂ/_lglm :
Aiv)w':dnh Aewls 6

ude) T doge”” "t O

o Nnéi méu co tim cép cd ap lyc Jam a4y thép.

« Sly tim tedi cd #p lyc lam ddy thép.

*'Dau thit ngyc gly ta bdi bénh ca tim 6 phi 031,
gy tdc nghén do c6 1hg lim ngng thém tinh 1rgng
1éc nghén

« Ting huyét 4p phi nguyén phat (do sy sung
huyét ¢ ving'phé nang bj giam thong khi cd thé
dn dén thiéu oxy). Bac biét cdc benh nhén ef
bénh mach vanhi 46 gBpnguy.condy. /1 L 1l

« Chdng chi dinh dung glyceryl winrate o -+ 711
bénh nhén dang ding cic v!gﬂqﬂcchl ) kG

 phosphodiesterase nhém 5 (ahi sitgenatil,
vardenafil, 1adalafil) (xem myc Tuong tde vdi cdc
thutc khdc vé cdc dang trang tdc khc') |

* C4c tinh trang cd thé gay tang 4 lxc nj 50 [y’
xudt huyét ndo hoje chin mmm%‘ u)

« Trong khi diéu 1 béng nivate, chdng chi dinh
diing riociguat - cht kich thich guanylate cyclase
hiba yen (xem myc Tuang (dc vdi cdc thud khdc
va cdc dgng Wong téc khdc).

Canh bdo va thin trgng: ¥.6

Glyceryl tinitrate cén duge l)dun, mgl céch thin

1tgng & bénh nhan ma yéu 16 dd tién tai 13 quan

g dé duy rl cung lgng tim {chéng han sdc wén

hoan bao gém séc gram thé 1ich mau hoc sdc tim-

vii 4p lye [3m ddy tdm tvong khong du, tryy mach,.
hgp van hal I4 ngng, chén ép mang nod tim, viém .
méng ngodi tim thét, 16i logn chuc nang the ding) do
viée'dung mit thuc gidn mach d cde bénh ahén ndy
¢d thé lam tinh trgng I4m sang wdm wong bon. 1
Giycery! winitrate nén duye st dyng thin rgng &
nhang bénh nhdn bj b huyt 8p ngng (huyét ap 1dm
thu dudi 80 mm Hg vé bénh ahén bj sdc im, rir khi'
ddm bao duye dp yc thaL 1eéi pho hgp béng bam

bong dng mach ch hohe chc thubc cd tée dyng
hung cd duong inh, )i o
Glycery winirate nén duye st dyng thin wong 8.

ihén bj béah mgch mdu ndo do cdc + 1
mm&nlnmkmim&ﬂiw i "

Glyceryltinitrate ¢4 thé 14m xéu thém tinh 1rgng -~ *"
thiéu oxy méu 8 nhdng bénh hn bi béah phd hodc:
bénh tim phe. .
Hy huyét 4p ddng mach v nhip tim chim cd thé xdy
a8 bnh ahén nhdi méu ca tim, diéu ndy duge cho *
14 qua trung gian phan xa I
Vi I thuyé1, st dyng glyceryl rinitrate cd thé gly -
hai cho viée cung cBp mau ca tm @ bénh nhdn phi +
dai that 1rdi b hén quan dén hep dong mach ch do
nhitng téc ddng 6 hai cia nhip tim nhanh va gidm
#p lye tAm 1nvang ddng mach chi, .
Cac nghién cutu huyét dong ey hd & mdt 6 it bynh <
nhén bj hp van ddng mach chi co v khdng ket
thea bdnh dgng mach vanh, & it thé ném nguta,
khong cho théy tdc dung phy khi ding glyceryl
tinitrate ngdm dudi ludi. Tuy nhién, cdn thin trong
1rong diéu 1) bénh nhdn cd thé i lai dure ddng thai
bj dau thit ngye vb hop van ddng mach chil mite dg
1ryng binh dén nng
C4n phai thdn trong va gidm sdt chit chi & binh
nhan d6 bj ha huydt & 1 thé
Phai cén thin khi dung thuc cho bénh hhén by
glécdm goc hep hodc dau nda ddu
(4 sy khac biét Idn vé do nhay cam ddi vii cac thube
nitrate gida cdc c thé. Phai ludn v § dén difu ndy
khi #n dinh iéu Ivgng thudc. Vigc 1ang lifu ¢6 thé
déin 1di sy dung nap thudc
Glyceryl tnnitrate 1am téng béi tiét cda catecholamine
vA YMA (vanillylmandelic acid) wrong nutc tiéu.
Dic bigt thn trong ki ding glyceryl trnitrate cho
bénh nhan méc bénh gan nng hodc bénh than, suy
gidp. sa van hai 14, hg than nhigt va suy dinh dubing,«
va mai co tién su nhéi mau ca tim.
Trong tnsitng hop midi nhdl mau o tim hode suy tim
cép tinh, d|8u 1) biing glyceryl innitrate cdn duye
tifin hanh than tegng dut sy giém sét y té ehdt ché
va/hodc theo déi huyét dong v
C4n thén trong & nhing bénh nhén thiéu oxy mau
ddng mach do thiéu mau ngng (bao gém cé cdc deng
thiéu hyt GBPD gay re), vi & nhitng bénh nhén nay sy
chuyén hda cla glyceryl trinitrate bj gidm di.\
Thin trong & nhitng binh nhdn b thidu oxy mdu vé
mét can bang thng khi/tudh méu do bénh phdl hode
suy tim thiéu mau cyc bd. \
Bénh nhén bj dau thét ngye, nhdi mau oo tim hodc
thiéu mau ndo cyc b, thuang xuyén b cac bét
thuting cia, dutimg dén Khi nhd [dc bigt Ja gidm oxy,
phié nanglth'» nhdng \efiing harp ndy, co mgch
xdy fa trong phd dé chuyén 1691 mdu 10 céc ving
phi nang thidu oxy tdi cdc khu vy thdng khi 18t hen
cba phdi (co ché Euler-Liljestrand, xem mye Tdc
dyng khdng mang mudn’). L& mdt thud gian mach
manh, glyceryl tniteate ¢ thé déo ngugc téc dyng
co mach bao vé ny va do 46 dén dén tang twd mdu
cua céc ving kém théng khi, lam ngng hon tinh trang
mét cdn bdng théng khi/ tudi mau, va gldm hon nia
phan &p oxy trong ddng mach. i
Néu cac trigu chiing dau thit ngyc khong cdi thign
sau khi bam thudc 3 Ién, binh nhén cdn dugc hudng
dén dé tim kim sy cham s6c y 1 kip thét (xem myc
“Liéu ding vé cdch ding").
Sin pham c6 chita 79,2% thé tich ethanol (cdn)
M8 liu (xit) chira 0,0386 g t8n, S& dyng thude pdy
cd thé gdy hai khi bénh nhdn ¢6 bénh gan, nghign
nfu, d3ng kinh, chdn thueng néo va cdc bénh thén
kinh uun%mmu khdc, khi cd thai va 6 1ré em, Thudc
nay cd thé 1am thay a6i hodc tang 18 dyng cda céc
thufc khac
Thufic nay 6 chira propylene glycol vé ¢o the gdy
kich tng niém mac.

nh hudng m°. kha néng sinh sén, mang
thai vi cho con bi:
Phy n? mang thai
Céc the nghigm 1r8n dang vt khang cho thiy tac
hgi ddi vin qué trinh mang thai, sy phat {rién cda
bao thai, qud trinh sinh dé hogc phat trién sau sinh
Tuy nhién, md lién quan giZa nhitng anh hudng trén,
ddng v4t vé nguti chua duyc biét 13, Ch diing thudc
ndy cha phy n2 cd thai khi Iy fch d&i vai nguer me
Uyt 1) 50 vdi nguy co cd thé xéy ra vdi thai nh),
Phy nd cho con bu:
Chua biét duye Ia glyceryl iinitrate hode cdc chit
chuyén héa cla nd c6 duge /6t vao sda mg hay
khiing, Nguy cu ddi vai trd bd mg khang thé logi
Quyét djnh ngitng/trénh cho con bu hode nging/
tréinh diéu tr biing glyceryl wrinitrate cén duge can
nhdc dya trén Iy (ch coa vige bo me ddi vdi ué va ki
fch cda vibe diéu tj d6i vai ngudi me

nh hudng dén kha néng sinh sén
Céc nghién ctu trén ddng vit khdng cho thiy téc hai
(16 voh Khd niing sinh sén. Tuy nhién, mdi lién quan
gidta nhilng anh hudng trén dong vt va ngudi chita
%mc bt & (xem muc D2 lu an todn tén lém sang ),

nh hudng dén kha néng Idi xe va vin hinh
may mde:
Do chdng mit va ngét d& duge bao'cdo khididu 1y
biing glyceryl trinitrate, cén thén trong & bénh'nhdn!
1ién hanh cac cong vige doi hoi ky néng cao
Khi bt déu didu tr) - trong mdt khoang 1hdi gian ty
theo 1img ¢4 nhan - khong dugc 41 xe vé van hanh
may mae. Sau dd mdc 69 gidi han ndy s duge quydt
dinh cho timg tning hop mét

Tuwng téc vdi cae thude khac va edc dang *
tuwng tac khac:

Khing bao gic ding chung voi: <
Ph hgp vdi cdc téc dyng da bidt trén con

duisg chuyén héa nitric oxyd/cyclic guanosine
monephosphate (cGMP), cac thuic vc ché
phosphodiesterase nhom & (nhy sildenafil,
vardenafil, tadalafil) da duge ching minh fam téng
téc dyng ha huyét ap cda cac nitrate, do d0 ching
chi dinh dang két hap glyceryl 1nmitrate vdi cdc thude
ndy (xem myc “Chdng chi dinh), z
Chéing chi dinh ding ddng thai glyceryl triniirate véi
tiociguat, mdt chét uc ché guanylate cyclase hoa tan
(xem myc Chdng chl dinh ") do sit dung ddng thai
cac thuc ndy cd thé gdy tut huydt ap.

Nghiém cdm dung d6 ubng cd cdn trong thii gian <

diéu tr) béng glyceryhinnitrate. . bt gl coiidv
Thin trong khi phoi hgp voi: . ... ul
Diéu 1y ddng thei véi cac thudc cd 1dc dyng ha huyét

dp khc (nhu cac thude gian mach, cdc chang téng
huyé p, cdc thudc chen bita, cac thudc U ché
kénh calc] ca¢ hudt an thén; cac thudc ching um”
c4m ba vong va sapropterin) co thé lam ting 1éc

dyng hg huyt ép cla glyceryl trinlrate. Ngoai cdc
thutic ndy, nigu c6 thé [3m ting nquy ca ha huyét dp
v ngét khi si dyng mmyl rinitrate.
N-acetyleysteine co thélam1éng téc dyng gidn machi
cla glyceryl tinitrate. il
Dihydroergotamine (ndng 69 trong huyt thanh va téc
dyng cda dihydroergotemine c6 thé ting lén). Bidu
ndy d4c biét quan tong @ bénh nhdn méc bénh mach
vanh, v dihydroergotamine ddi khng tdc dyng cda
glyceryl rinitrate va cd thé dén dén co mactvanh. /
C4 biing ching cho théy céc nirate téc dyng todn
thén ¢d thé dnh hidng dén téc dyng chéng dong
cda heparin, C4n giam sét som v thiting xuyén khar.

ndng ching ddng méa rong sddynf &

Pt itvct b i
Bénh nhdn 43 timg duyc diéu 1} bing nigrate trudc .
d6 (ching han isosorbide dinirate, isosanbide’ .
mononitrate) c6 thé edn ding fiéu glyceryl trinitrate

caohon, b G O T AR LN
C4c thudc chdng vidm khng steroid, v acid aceryl
salicylic cd th 16m gidm ddp ung didu igda ., .

g:r iyl rinitrate. : i 1
dung ddg thei glycery) it vai amifostida |
vi acid acety! salicylic c6 thé Iam tdng téc dung ha ,
huy#t &p cia'glyeeryl trinitrate. AT
Khd ndng dung nap cde tdc dyng cda glycery) -
trinitrate tdn dite xom xét khi ssldu‘nq két hap v
cde ché phdm nitrate tac dyng kéo dai.

Tinh twang ky: . i

Khdng dé cdp ’ A

Tiic dyng khong mong muén:

Cac tde dyng khang mong mufin duye liét k4 theo
phén logi hd ca quan cia MedDRA. Trong méi nhém’
phén loai h o quan, cdc téc dyng khdng mong , .,
mudn duyc x€p theo thir 1y 1én :ugl gidm dé. ?:lc‘
thn sufft duge dinh nghia nh sau

Rét thuting gdp (21/10); thuting gdp (>1/100

dén <1/10); it gép (21/1.000 dém <1/100); hidm 1
04p (21710.000 dén <1/1000), rét hiém ggp
(<1/10.000); khdng biét 1dn sust (khdng thé ufe
tinh duyre tn sudt i cée d2 igu hign cd).

Railoan mau vahg (| o Tl
lympho !
Rit hiém gap globin-huyét
R&i loan tim thiin
Rét hiém gip Bn chin
Rdi loan h§ thén kinh
Rét thusing gp '| Bau ddu
Thuting gip Chéng mat
il o Bbnngly
Hiém gdp Ngdt Suivy
Rit hiém gép Thidu méu cyc by néo
Rdi loan tim
Thutng g3p Nhip tim nhanh
It gdp Lam trdm trgng thém
céc tnéu chimg dau
tht ngyc (phan ting
nitrate nghich Iy)
Nhip tim cham
| | Ching xanh tim
Khong biét 1én sudt | Banh wdng ngye
Rdi loan mach y
Thuing gdp Ha huyét dp tv thd'
Itgép 86 bing mjt
Tryy twén hodns
Réi loan hd hip, -
ngue va trung thit
Rét hiém gép Suy hd hip
Rdi loan tiéu hoa
ft g3p Bubn ndn
Nin
Rét hiém gdp U nong
Hoi migng
Réi logn da va mé
dudi da
Rét hiém gép Viém da trdcvdy
Ban da do thudc
R loan toin thin va
tai vj tri dilng thudc 06 i
Thuimg gép /| Suy nhuye
Anh huding déin kit
qua xét nghigm
Thuting gdp Huyél dp gidm'

' Hy huyét dp do glyceryl winirate cd thé dén dén
thiéu mdu cyc bg ndo,

Téc dyng khong mong mudn nay c6 thé xdy ra dc

bigt khi bat du didu trj va sau khi 1dng hiu véi nhip

1im nhanh phan xg, chong mt v yéu mét.

DG?N 49t quy cd thé xdy ra vdi nhip im chgm va

ngdt. J

Liéu cao glyceryl trinitrate c6 thé gdy ndn, tim tai,

bén chdn, methemoglobin-huyét va suy hd hip

Trong khi diéu 1r| béng glyceryl rinitrate, gidm oxy

méu tam thoi co thé xdy ra do sy phan phdi 131 twong

46 cda'dong méu & ving phé nang gidm thang khi.

Céc phan ung d) ing hoge phan Ung mén cam cd

1hé xdy ra. '

Khi bam thudc c thé gay cam.gide 1at'bdng nhe va

thodng qua & migng ' o O

Qui lidu va xif tri

Trigu ching:

Céc trigu chitng gap phai khi didng qué liéu ndi chung
twung 1y nhy nhdng téc dyng khdng mong mudn due
bao c4o trong qui trinh diéu trj mgc di tinh chét va,
hiodc muc A9 nghidm trong cla céo phan Ung cd thé
9 rdt hon (xem myc Tée dyng khdng mong mudn'). *
(1 cée liéu it cao sy gia tang 8p Iyt ndi sp vai cdc trigy
chiing & ndo 6 thé jv ta. Ngodi ra cdc tac dyng trén
dutng tibu hoa khéc nhy dau byng vé tiéu chdy cing
da duye béo cdo. Liéu rét cao gy methemoglobin-
mgﬂ. im 18), khd thet vé nhip 1ha nhanh,

X tri:

Trong trimg hip qud héy, cén dénh gié tiah wang -
14m sang cua binh ahdn bao gdm cac ddu higu cua
sy sfing va tinh trang tém than, didu 1 b6 g hg tim
mach va hd hdp theo lim séng chi dinh hoc theo
khuydn cdo cda cdc hudng dén hign hanh,
Trong treing hop hg huyét ép nhe, gdc chan cla
bnh nhdn 1én cao hoge ha ddu cua bénh nhin thudc
thép han cd thé co higu qua. koadgv o
Cén ude tinh khi mau ddng machva néu cd 1

nhiém acid hoge bénh nhén b tim 1l rén tm

sang, cn phal tinh dén khd ndng binh nhdn bj
methaemoglobin-huyt nghiém trong.

Cho thd oxy vai liéu 1-2 mg/kg thé trgng hodc ding-
xanh methylene dung tinh mach trong thi gian

it nhdt ndm phat i khi bdah nhdn duge bidt 13 bj
thigu hyt 68D, '

Cic dilu higu lwu § va cénh bio khic
Khong dp dyng

atui pann oldd el ol
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