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Glyceryl Trinitrate-hameln
1 mg/ml Solution for infusion

| 10éngx10ml
Tiém truyén tinh mach

10x 10 m!
For intravenous infusion

10mg /10 ml
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0 Glyceryl Trinitrate-hameln

1 mg/ml Solution for Infusion
Hoat chét: glyceryl trinitrate

10 6ng mBi &ng chira 10 ml.

Mbi dng 10 mi chira: Glyceryl trinitrat (duwéi dang Glyeeryl
trinitrat trong glucose 1,86%: 510 mg) 10 mg.

Dung dich truy&n. Tiém truy&n tinh mach,

Chl dinh, chéng chi dinh, cach diing, thc dung phu va céc théng
| tin khéc: xin doc trong tér hurérng dén sir dyng kém theo.

| Active ingredient: glyceryl trinitrate

10 ampoules each containing 10 ml.
Each ampoule of 10 ml contains: Glyceryl
Glyceryl trinitrate on glucose 1.96%: 510 mg)
Solution for infusion. For intravenous infusion.

Indications, contraindications, dosage and administration,
side-effects: Please see package insert.
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10 mg / 10 ml

Glyceryl Trinitrate-hameln
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10 mg/ 10 ml

1 mg/ml
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Solution for Infusion
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7 Glyceryl Trinitrate-hameln
““ 1 mg/ml Solution for Infusion

M&i éng 10 mi chira: Glyceryl trinitrat (dudi deng

Glycenyl trinitrat trong glugoset 86%: 510 mg) 10 mg.
Tiém truyén finh mach.
Each ampaule of 10 mi coryaigs: Blycery! trinitrate
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R, Thudc ban theo don

Huéng din sir dung

Poc kj hwong din si dung truée khi ding
Néu cin thém thong tin, xin héi y kién bdc sy

TEN DUQC PHAM
Thubc tiém Glyceryl Trinitrate-hameln 1 mg/ml.

THANH PHAN

1 ml dung dich chira 1 mg glyceryl trinitrate.

M3i éng chira 10 michira: Glyceryl trinitrat (du¢i dang Glyceryl trinitrat trong glucose
1,96%: 510 mg) 10mg.

T4 duge: Nudce pha tiém, Glucose monohydrate, Axit hydrochloric

DANG BAO CHE
Dung dich thubc tiém, trong, khong mau.

PAC PIEM LAM SANG

Chi dinh diéu tri

Glyceryl Trinitrate duge chi dinh nhu sau: _

- Suy tim sung huyét khong c6 dap (mg, bao gém nhdi mau cr}v@kn the phét dén cap
tinh; suy tim trai cAp va nhdi mau co tim cap. :

- Dau thit nguc khong én dinh dai ding va thiéu nang mach vanh, bao gom dau that
Prinzmetal

- Kiém soat cac giai doan cao huyét ap va/ hodc thiéu mau co tim cuc b trong va sau
khi phau thuat tim.

- Cam tmg gy giam huyét ap c6 kiém soat dé phau thuat.

Liéu lwong va cach sir dung

Str dung qua duong tinh mach, Glyceryl Trinitrate nén dugc sir dung béng bd bom truyén
dich vi-giot hodc b‘ﬁng mot thiét bi twong tu gitp duy tri toc do truyén duoc n dinh.
Nguwoi lon va nhitng ngwoi cao tudi: Nén chuin do lidu tiy theo sy dép (g lam sang cua
tirng bénh nhan.

Suy tim sung huvét khéng cé ddp e, nhdi mdu co tim cdp tinh va suy tim trdi cép tinh:

3

3
7
~
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Lidu thong thuong & 10-100 microgram/ phat duge sir dung qua truyén dich lién tue qua
dudng tinh mach véi su theo doi kiém tra thuomg xuyén huyét &p va nhip tim. Nén khoi
diu viéc truyén dich ¢ tdc d6 cham hon va thén trong gia ting tdc do cho dén khi dat duge
sy dap tng 1am sang nhu mong mubdn. Cac su do dat vé& huyét dong luc 13 tdi quan trong
trong viéc kiém tra theo doi su dap tmg clia thude. Céc do dat ndy c6 thé bao gbm ap suét
mao mach phdi, hiéu suét tim va dién tim dd ving thuong vi tity theo tinh hinh 1dm sang
chung.

Con dau thit nguc dai ding khong 6n dinh:

Khuyén céo tdc do truyén ban d4u 12 10-15 micrograny/ phat; ¢6 thé thin trong gia tang tdc

do mdi lan 5-10 microgram cho dén khi hodc dat dugce su thuyén giam con dau thét, nhire

ddu ngan can khéng cho ting thém lidu, hodc ap sudt dong mach tudt xudng hon 20 mm
Hg.
Sir dung trong phdu thudt:

Khuyén cdo toe do truyén dich ban dau 12 25 microgram/ phut; nén gia tdng tur tr téc do
cho dén khi dat duge ap sudt tim thu mong muén. Lidu thong thudng Ia 25-200
microgram/ phut.

Tré em: Khuyén cdo khong diing cho tré em.

Chéng chi dinh

Khéng nén st dung Glyceryl Trinitrate trong cac truong hop sau day: co tién st man cam
v&i nitrate, thiéu mau trim trong, ting ap luc ndi so, Xuét huyét ndo tram trong, chin
thuong ddu, giam luu lugng méau khong duge hidu chinh va séc do giam huyét ap, gidm
oxy trong mau dong mach va dau thét do nghén co tim phi dai, hep van ddng mach chu,
viém mang ngoai tim co thit, chén ép mang ngoai tim, phu né phéi do nhiém doc.
Sildenafil lam ting tdc dung giam huyét 4p cia nitrate nén chéng chi dinh s dung phéi
hop véi Glyceryl Trinitrate, huyét ap thap, truy tim mach. Nén sit dun“n_ﬁgﬂyceryl Trinitrate
mot cdch thin trong va dudi su theo ddi kiém tra lién tuc bénh nhan bi suy tipa bén trai cap
tinh hodc bi nhdi mau co tim cp va chi khi huyét 4p tdm thu vuot trén 90Lr;1mH g.

Bénh nhén bi glaucom goc dong.

Canh bao diic bi¢t va than trong trong s dung
Cin thin trong ddi véi bénh nhén bi cac bénh nhén bi suy than hofc gan ning, than nhiét

gidm, giam nang tuyén gidp. Khong nén tiém mét lic voi liéu 1on.

Twong tac véi cac thude khace va cac dang twong tac khic
Glyceryl trinitrate ¢6 thé lam gia ting tiém nang clia cac thude giam huyét ap khéc, va tic
dung giam huyét ap va khang-cholinergic ciia cac thude chéng trdm cam ba vong; né ciing

¢6 the lam cham sy chuyén héa cic thuoc giam dau trong tu-morphin.

*
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Cac tac dung tiém ning giam huyét 4p cia nitrate dugc ting 1én khi st dung dong thoi véi
sildenafil. Cé kha ning x4y ra su giam huyét ap nguy hiém nghiém trong. Diéu nay cé thé
dan dén sy nga quy, bit tinh va c6 thé tr vong. Do d6 chéng chi dinh ding déng thoi
glyceryl trinitrate vai sildenafil.

Mang thai va cho con b1 sita me
Khong nén sir dung san phdm nay cho phu nit mang thai va dang cho con bt sita me trir khi

diéu nay duoc bac si xdc dinh 12 can thiét.

Anh hudng 18n kha ning lai xe va vin hanh miy méc
Khéng 4p dung vi thube duoce st dung trong bénh vién theo chi dinh ciia bac si.

Cac tac dung khéng mong mudn

Tén suét xay ra tac dung khéng mong mubn duge danh gia nhu sau:
Rét thuong gap (> 1/10),

Thuong gap (>1/100, < 1/10),

It gap (>1/1000, < 1/100),

Hiém gip (>1/10000, < 1/1000),

Rét hiém gdp (< 1/10000),

Khéng biét dugc ti 18 (khéng tinh dugc tir dit liéu ¢6 san).

Roi loan hé than kinh:

Rét thuong gap: nhie dau*,

Roi loan co tim:

Thuong gép: nhip tim chdm nghich ly.
it gip: loan nhip*.

R41 loan mach:

Rét thurong giip: giam huyét ap*.
Thuong gip: chong mat*.

R&i1 loan hé tiéu hoa:

Thwong gip: budn nén.

Khéng biét ro ti 18: dau xuong trc.

Rbi loan toan than va tai vi trf tiém:

Khong biét rd ti 18: d6 md héi, nhuém mau dich thé*, bat\a(fk dau bung.

|

* néu te 46 tiém truyén qua nhanh.
Cac tdc dung khdng mong mudn nay c6 thé hdi phuc bing cdehr giam tdc dd truyén hay néu
can thiét phai ngimg st dung.
Thong bao cho bdc sy vé cdc tic dung phu khong mong muén gap phai khi sir dung
thuoc
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Qua li¢u

Céac déu hiéu va tridu chimg: Non mira, bdn chon, giam huyét ap, ngé‘it di, xanh tim, lanh
ngoai da, suy hd hép, nhip tim cham, rdi loan tdm thdn va methemoglobin huyét ¢é thé xay
ra.

Piéu tri: Cac triéu chimg c6 thé dao ngich bing céch ngung st dung, néu nhu triéu ching
giam huyét 4p vin kéo dai, khuyén céo cin dé nguoi bénh & tu thé nim, nang cao hai chén
vé sir dung céac thude co mach nhi methoxamine hodc phenylephrine qua dudng tinh mach.
Nén diéu trj Methemoglobin huyét bing cach sir dung xanh methylen qua dudng tinh
mach. C6 thé cin dén thé oxy va trg gitip hd hép.

CAC PAC PIEM DUQC LY

Duwgc e hoe

Mai ATC: C01DAO2, nhom nitrat hitu co.

Glyceryl trinitrate c6 tac dong chbng co thét trén co tron, dac biét trén hé mach mau. Tac
dong nay rd rét hon trén dién dung tinh mach & hé mach hon 14 hé dong mach; hau qua cua
sur gia tang ndi tréi dién dung tinh mach 1a sy giam b6t lugng (tién nap) va ap sudt cung
lwong tam that trdi rd nét & ca hai. Su gidn né vira phai cia cdc mach dé khdng thude tiéu
dong mach gdy ra hién tugng gidm thidu & khau hau nap. Céc sy thay dbi huyét dong luc
ndy (sy gidm bot) & khau tién tai va hau tai s& giam thap nhu céu éxy & co tim. Ngoai ra,
do tac dong truc tiép va thong qua viée giam ép sudt & thanh co tim, glyceryl trinitrate cling
lam gidm su d& khang dong chay trong cic dong nhanh cua ddng mach vanh va cho phép
sy t4i phan bd dong huyét luu dén nhimg viing thidu mau cyc bé clia co tim

Viéc st dung glyceryl trinitrate qua dudng truyén tinh mach & cac bénh nhan suy tim sung
huyét dem dén két qua 14 mét s cai thidn rd nét ctia huyét dong luc, giam bét &p suét cung
Juong tam thét trai von ting cao trude d6, va gia ting hiéu sudt dau ra cia tim bi suy yéu
trude d6. Piéu nay lam giam sy mit can bing tdn tai gitta nhu cAu 6xy cia co tim va su
cung cép 6xy, do d6 lam giam ching sung huyét co tim va gitp kiém sodt su loan nhip tdm
that do cam (g sung huyét.

Trong mdt chimg muc nao d6 Glyceryl trinitrate 1dm gian té 6%14’:&\[00 tron ¢ cac co quan
khac. Co ché tic déng cia phan tir té bao 12 tdng hop oxit iffic va cyclic guanosyl

monophosphate tac ddng nhu [a chit trung gian trong gidn co. et

Duwge dgng hoc

Sau khi sir dung qua dudng tinh mach, glyceryl trinitrate duge phan bé rong khip trong co
thé voi mot thé tich phan bd rd rang ude lugng vao khoang 200 lit. N6 gén két chait véi cac
héng ciu va thanh mach; sg két dinh véi protein trong huyét twong véo khoang 60%. Nong

d¢ didu tri trong huyét twong & pham vi tir 0,1 dén 3 ng/ml (cho dén 5 ng/ml). Glyceryl
4
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trinitrate nhanh chéng duge chuyén héa thanh dang dinitrate vd mononitrate va sau do
duogc chuyén hoa tiép do glucuronat héa & gan.

Su thuy phan tu phat xay ra trong huyét twong, Uéc lugng thoi gian ban hiy trong huyét
twong cua glyceryl trinitrate 13 tir 1 dén 4 phut. Sw bién mét nhanh chéng tir huyét twong 1a
khong thay déi voi cac gid tri cao vé do thanh thai toan than (cho dén 3270 lit / gi®). Céc
san phém chuyén héa it hoat tinh hon, két qua cua sy chuyén héa sinh hoe, ¢6 thé duge tim
thdy trong nudc tiéu trong vong 24 gio.

S6 liéu an toan tién 1Am sang

Nhiém déc cép da dugc béo céo xay ra & chudt sau khi st dung qua dudng tinh mach (LDsg
17-41 mg/kg thé trong), ciing nhu & ché sau khi sir dung qua dudng tinh mach (LDs, 19-24
mg/kg thé trong). Kham nghiém tir thi khéng cho thiy bét ky ddu vét bénh ly nao.

Céc nghién ciru ban cép tinh & chudt véi cac lidu 2,5; 5,0 va 10,0 mg/kg/ngay, va & loai
ché véi cde lidu 1,0 va 3,0 mg/kg/ngay chi goi ra cac phan tng t6i thiéu. O chudt, vige triét
tiéu sy ting trong cling nhu viéc tiéu thu thyc phém xay ra gilta cac dong vat dugc diéu tri
va dong vat lam phwong tién dé so sanh. Su kich thich nhe & mé & diém tiém truyén da
dugce ghi nhin & nhém didu tri va nhom déi ching. Pa khong ¢6 su phat hién vé lam sang
lién quan dén thubc hodc bénh ly & ché. Cac két qua tiép theo trong cac nghién ciu vé
nhiém doc xay ra do lap lai liéu & cac gibng loai khac nhau da cho thdy khong cé déu higu
nao vé nhiém dgc lién quan dén thude dac thu vé mat 1am sang,

D3 khong co sy thir nghiém ddy di vé tiém nang gdy tac dong dot bién cia glyceryl
trinitrate. D khong c6 cic nghién ciru 1au dai va cao cip phi hgp vé tac dong co thé gy
ung thu cha glyceryl trinitrate.

Ciing khong cé cac nghién ctru phu hop vé glycery! trinitrate & ngudi trong thdi ky mang
thai, dic biét trong quy dau. Co di nhimg bé‘mg chiig tir cdc nghién ciru trén dong vat
trong st dung qua dudng tinh mach, trong mang bung va ngoai da. Cac nghién clru trén
khé ning sinh san va nhiém déc phdi dg khong dua dén két qua nao lién quan dén tic dung
gdy doc trén phoi hodc kha ning sinh san. Khong c6 bat ky dau hiéu nao vé tiém ning giy
quéi thai do glyceryl trinitrate gy ra. Céc lidu vuot qua 1 mg/kg/ngay (trong mang bung)
hodc 28 mg/kg/ngay (khu tri} lam giam trong lugng khi sinh ra ¢ chugt. Khong c6 cudc
didu tra ndo lién quan dén viée glyceryl trinitrate truyén qua sira me.

CAC PAC TiNH CUA THUOC

Twong ky

Glyceryl Trinitrate khdong tuong thich véi polyvinylchloride (PVC), \‘E\f thé s& c6 sur that
thoat nghiém trong glycery! trinitrate (1én dén 50%) néu str dung polyvi@j Ichloride, két qua
14 mdt sy gidm nghiém trong vé liéu duge cung cap ciing nhu méc do hi u,qﬁé. Nén tranh
su tiép xtic giira dung dich va polyvinylchloride.

San pham twong thich véi bé truyén dich bang thay tinh va vdi céc bao bi truyén dich cing
dugc 1am bing polyethylene; dung dich c6 thé dugc truyén cham sir dung mét bom tiém
v&i Ong tiém bing thiiy tinh hodc bing nhya.
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Han dung

Khong mé éng: 3 nam ké tir ngay san xuét

Mé éng: Nén sir dung ngay san phdm sau khi mé éng. Nén loai bé dung dich thira.

Pha dung dich truyén:

Su én dinh vé mit ly hoa da duge chimg minh khi sir dung véi dung dich glucose 5% va
dung dich sodium chloride 0,9% trong 24 gi& & nhiét d6 phong. Trén quan diém vi sinh,
nén st dung ngay san phdm. Néu khong sir dung ngay, thoi gian bao quan va cac diéu kién
bao quan chd s dung trude khi dung thudc trach nhi€ém cta nguoi st dung va thudng
khong kéo dai hon 24 giv & 2°C dén 8°C, trir khi su pha lodng da xay ra trong cac diéu kién
¢6 kiém soat va c6 chimg minh v6 khuan.

Bao quan

B4o quan noi khd, nhiét do duéi 30°C. Khong dong lanh, bao quan trong hdp carton tranh
anh sang.

Quy cach dong goi

Ong 10 ml thity tinh khong mau, loai I. Hop 10 éng x 10 ml

Huwéng din cich sir dung va loai bé

Khéng cin phai pha lodng Glyceryl Trinitrate truée khi st dung nhung c6 thé pha loang &
ty 1é khoang 1:10 cho dén 1:40 vé6i dung dich glucose 5 %, dung dich glucose 5 % va
sodium chloride 0.9 %, hodc véi dung dich sodium chloride 0.9 %

Dung dich, dit ¢6 pha lodng hay khong, nén dugc truyén chdm chir khong tiém mot lan véi
lugng 16n. Nhim dam bao tdc do truyén glyceryl trinitrate lién tuc khong thay dbi, khuyén
cdo nén sir dung bom tiém hodc tdi truyén dich bing polyethylene véi bo phén dém giot,
hodc bang éng tiém thiy tinh hoic éng tiém bing nhua polyethylene cimg va ong
polyethylene. Cac hé théng dugc san xuit bing loai nhya polyvinyl chloride (PVC) ¢6 thé
hap thu dén 50% glycery! trinitrate tir dung dich.
Tiéu chudn: Nha san xuét

NHA SAN XUAT

Hameln Pharmaceuticals GmbH

Langes Feld 13, 31789 Hameln, Duc

CHU SO HU'U GIAY PHEP LUU HANH
CONG TY TNHH BiNH VIET PUC (BIVID Co., LTD)
62/36 Truong Cong Dinh, Phuong 14, Quén Tén Binh, g
Thanh phé Hé Chi Minh, Viét Nam o L Ll
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Théng bao cho béc si vé céc tac dung khong mong mudn é@) hai khi st dung thudc.
Dé xa tdm tay tré em! ' ’
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