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‘ 10 mi dung dich cd chira 10 mg glyceryl trinitrate.
Dung dich truydn. Tiém truyén finh mach.

Chi ginh, ching chi dinh, cach ding, tac dyung phy vA cac thing
tin khic: xin doc trong t& hudng din sir dyng kém theo.
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Active Ingredient: ghyceryl trinitrate

10 ampoules each containing 10 ml.

10 mi solution contains 10 mg glyceryl trinitrate.
Solution for infusion. For intravenous infusion.

Indications, contraindications, dosage and adminisiration,

: side-effects. Please see package insert.
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10 mg /10 ml I I
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7 NIGLYVID
& Glyceryl Trinitrate 1 mg/ml
Injection
10 ml &6 chira 10 mg glyceryl trinitrate,
Tiém truydn finh mgch.

10 ml contains 10 mg glycary! trinitrata.
For intravencus i
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Rx Thude bin theo don
Huémg din sir dung

Doc kj hudng din sir dung truwée khi dung
Néu cin thém théng tin, xin héi y kién bdc sy

NIGLYVID
Glyceryl trinitrate 1 mg/ml Injection

Niglyvid

Glyceryl Trinitrate 1 mg/ml Injection

THANH PHAN

1 ml dung dich Niglyvid chira 1 mg glyceryl trinitrate.

Mai éng chira 10 ml dung dich chira 10 mg glyceryl trinitrate.

Ta dugce: Nudce pha tiém, Glucose monohydrate, Acid hydrochloric
DANG BAO CHE

Dung dich thudc tiém, trong, khéng mau.

DAC PIEM LAM SANG

Chi dinh diéu tri

Niglyvid dugc chi dinh sir dung nhur sau:

- Suy tim sung huyét khong c¢é dap Gng, bao gdm nhdi mau co tim thir phat dén cdp
tinh; suy tim trai cap va nhoi mau co tim cap.

- Pau thit nguc khong én dinh dai ding va thiéu ning maclh&lanh bao gdm dau thit
Prinzmetal

- Kiém soat cac giai doan ting huyét ap v&/ hoic thiéu mau co tim cuc bd trong va sau
khi phau thuat tim.

- Cam tng gay giam huyét 4p c6 kiém soat dé phau thuat.

Liéu lwgng va cich sir dung

Str dung qua duong tinh mach, Glyceryl Trinitrate nén dugc sir dung bing bd bom truyén
dich vi-giot hoic bing mot thiét bi twong tw gitip duy tri toc d6 truyén dugc én dinh.

Nguwoi lon va nhitng nguoi cao tudi: nén thim do lidu tiry theo su dap img 14m sang ciia
tung bénh nhan.

Suy tim sung huvét khéng cé ddp iine. nhéi mdu co tim cap tinh va suy tim trdi cap tinh:

Liéu thong thudng 1a 10-100 microgram/ phut dugce sir dung qua truyén dich lién tuc qua
duong tinh mach véi su theo doi kiém tra thuong xuyen huyét ap va nhip tim. Nén khai
dau viéc truyén dich & téc dd cham hon va than trong gia tang toc do cho dén khi dat duoc
su dép tmg 1am sang nhu mong mubn. Phai kiém tra cac thong s6 huyét dong hoc dé theo
doi sy dap (mg cua thube. Céc thong s6 can kiém tra c6 thé bao gdm ap sudt mao mach
phdi, cung lugng tim va dién tdm db tuy theo tinh hinh 14m sang chung.
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Con dau thdt newc dai déing khéne én dinh:

Khuyen céo the dd truyén ban dau la 10-15 microgram/ phit; ¢6 thé than trong gia tang tbe
do moi lin 5-10 microgram cho dén kh1 hoac dat duq:c su thuyén giam con dau that nhire
dau ngan can khong cho ting thém ]leu, hodc ap suat dong mach tudt xuﬁng hon 20 mm

Hg.
Stk dung trone phau thudt:

Khuyén cio téc d9 truyén dich ban déu 14 25 microgram/ phut; nén gia ting tir tir tc do
cho dén khi dat dwoc 4p suét tim thu mong mudn. Liéu théng thudng 13 25-200
microgram/ phat.

Tré em: Khuyén cdo khong ding cho tré em.
Chéng chi dinh

th-ng nén sir dung Glyceryl Trinitrate trong cac truong hop sau day: cé tién sir man cam
v6i nitrate, thiéu mau trim trong, tang 4p [uc ndi s, xuat huyct ndo trim trong, chéan
thuong dau, giam luu lugng mau khong duge hiéu chinh va s6¢ do giam huyét 4p, giam
oxy trong mau déng mach va dau that do nghén co tim phi dai, hep van djng mach chq,
viém mang ngoai tim co thit, chén €p mang ngoai tim, phu né phdi do nhiém déc.
Sildenafil 1am ting tic dung giam huyet 4p cua nitrate nén chéng chi dinh st dung phéi
hop véi Glyceryl Trinitrate, huyét ap thap, truy tim mach. Nén st dung Glycery! Trinitrate
mot cach thin trong va dudi su theo doi kiém tra lién tuc bénh nhan bi suy tim bén trai cip
tinh hodic bi nhdi mau co tim cdp va chi khi huyét dp tim thu vuot trén 90 mmHg.

Bénh nhén bj glaucom géc dong.
Canh bao dic biét va thin trong trong sit dung

Can than trong doi v6i bénh nhén bi cac bénh nhén bi suy than hodc gan nidng, thdn nhiét
giam, giam nang tuyen giap. Khéng nén tiém mot lac vai lidu 16n.

Twong téc véi cac thude khac va cde dang twong tac khae

Glyceryl trinitrate ¢6 thé lam gia ting tiém ning cua cac thube giam, hE\}’f:t ap khac, va tac
dung gidm huyét ap va khang-cholinergic cia cac thube chdng trim c‘%n Ba vong; no cling
¢6 thé 1am cham su chuyén héa cac thude giam dau twong tu-morphin.

Céc tac dung tiém ning giam huyet ap cua nitrate duge tang lén khi sir dung dong thoi vai
sildenafil. C6 kha néng xay ra su giam huyct ap nguy hiém nghlem trong. Piéu nay co thé
dan dén sy nga quy, bt tinh va ¢6 thé tir vong. Do d6 chéng chi dinh ding dong thoi
glyceryl trinitrate véi sildenafil.

Mang thai vi cho con ba sira me

Khéng nén st dung sén phim nay cho phy nir mang thai va dang cho con bi sira me trir khi
diéu nay dugc béc si xac dinh la cén thiét.

Anh hudng lén kha ning 1ai xe va vin hanh may méc

Khéng 4p dung vi thudc dugc sir dung cho bénh nhan ndm vién theo chi dinh cta béc si.
Céc tac dung khéng mong muédn

Noéi chung Glyceryl Trinitrate duoc dung nap tét vi chi cén sir dung liéu téi thiéu trong mot
don vi thoi gian.

Cé6 thé gﬁp phai cac ching nhirc dau, chéng mat, dd miat, giam huyét ap va nhip tim nhanh,
diic biét néu nhu tde do truyén dich xay ra qud nhanh.
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Di ¢ bio cdo vé chitng bubn ndn, toat md hoéi, bén chon, khé chiu sau xuwong Ge, dau
vung byng va nhip tim chdm nghlch ly. Co thé dao ngugc cac tridu chimg nay khi giam téc
do truyén dich hodc néu can thiét, nén ngung diéu trj.

Théng bdo cho bdc sj vé cdc tdc dung phu khdng mong muon gip phai khi sit dung
thubc

Qua liéu
Céc diu hiéu va triéu chirmg: Non mitra, bon chon, giam huyét 4p, ngat di, xanh tim, lanh

ngoai da, suy ho hip, nhip tim chim, réi loan tdm thin va methemoglobin huyét cé thé xay
ra.

Diéu tri; Cac trleu ching c6 thé dao nglch béng cach ngung su dung, néu nhu triéu chimg
giam huyét ap vin kéo dai, khuyén céo cin dé ngudi bénh & tu thé nim, ning cao hai chan
va sir dung cac thube co mach nhu methoxamine hodc phenylephrine qua dudng tinh mach.
Nén diéu trj Methemoglobin huyét bing cich sir dung xanh methylen qua duémg tinh
mach. C6 thé cén dén thé oxy va trg gitp ho hép. G T

CAC PAC PIEM DUQC LY HT
Cac dic diém dwoe hre hoc HET iE

—

Glyceryl trinitrate ¢é tic déng chéng co that trén co tron, dic biét trén hé mach mau. Téic =l
ddng nay ro rét hon trén dién dung tinh mach & h¢ mach hon 1a h¢ dong mach; hiu qua cua

sur gia tdng nm trdi dién dung tinh mach 1a su giam bat luong (tién nap) va ap suat cung

lwong tam thét trai rd nét & ca hai. Su gidn né vira phai clta cic mach dé khéng thude tidu

dong mach gdy ra hién twgng giam thicu & khau hu nap. Cac sy thay @i huyét dong luc

nay (sy giam bét) ¢ khéu tién tai va hdu tai s& giam thap nhu cau 6xy & co tim. Ngoai ra,

do téc dgng tryre tiép va thong qua viéc gidm 4p sudt & thanh co tim, glyceryl trinitrate cling

lam giam sy de: khang dong chdy trong cac dong nhanh cua dﬂng mach vanh va cho phép

sur tdi phan bd dong huyét liru dén nhimg ving thiéu mdu cuc bd clia co tim

B

Vige sir dung glyceryl trinitrate qua dudng truyén tinh mach & cac bénh nhén suy tim sung
huyét dem den két qua la mot s cai thién rd nét cta huyét dong luc, gidm bot &p sudt cung
lwong t4m thét trai von ting cao trude d6, va gia ting higu suat dau ra cua tim bj suy yéu
truge do. Diéu nay lam giam su mét can bang ton tai gitra nhu cdu oxy c”m\a o tim va su
cung cap Oxy, do d6 lam giam chitng sung huyet co tim va giup kiém soat sml_gan nhip tim
thit do cam ing sung huyét. 4

Trong mdt chimng muyc nao d6 Glyceryl trinitrate lam gian té bao co tron & cic co quan
khéac. Co ché tic dong cia phén tr ¢ bao la iong hqp oxit nitric va cyclic guanosyl
monophosphate tac dong nhur la chit trung gian trong gidn co.

Dwoe dong hoe

Sau khi sir dung qua duomg tinh mach, glyceryl trinitrate dugc phan bd rong khap trong co
thé véi mot thé tich phﬁn bd 16 rang u6ce luong vao khoang 200 lit. Glyceryl trinitrate gﬁn
két chit véi cac hong ciu va thanh mach; gin két véi protein huyét trong vio khoang 60%.
Néng d6 diéu trj trong huyét twong & pham vi tir 0,1 dén 3 ng/ml (cho dén 5 ng/ml).
Glyceryl trinitrate nhanh chéng dugc chuyén héa thanh dang dinitrate va mononitrate va
sau d6 dugc chuyén héa tiép do glucuronat héa & gan.

Su thuy phan tr phéat xay ra trong huyet tuong. Ude luong thoi gian ban hiy trong huyél
trong cua glyceryl trinitrate [a tir 1 dt‘n 4 phit. Sy bién méat nhanh chong tir huyét trong la
khong thay ddi véi cac gia tri cao v& d thanh thai toan than (cho dén 3270 it / gi&). Cac
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san phdm chuyén héa it hoat tinh hon, két qué ciia su chuyen héa sinh hoc, ¢6 the duge tim
thay trong nude ti€u trong vong 24 gio.

So liéu an toan tién Iim sang
Nhiém doc cép da duge bao cao xay ra ¢ chudt sau khi sir dung qua duong tinh mach (LDsq

17-41 mg/kg thé trong), ciing nhu & ché sau khi sit dung qua dudng tinh mach (LDso 19-24
mg/kg thé tron g). Kham nghiém tit thi khéng cho thﬁy bét ky ddu vét bénh ly nao.

Céc nghién ciru ban cép tinh & chudt véi céc lidu 2,5; 5,0 va 10,0 mg/kg/ngay, va ¢ loai
ché véi cac lidu 1,0 va 3,0 mgfkgfngay chi goi ra cac phan {tng tdi thiéu, O chudt, viée triét
tiéu su ting trong cling nhur viée tiéu thu thue phim xay ra gitta cac dong vat duge dleu tri
va dong vat 1am phuong tién dé so sanh. Su kich thich nhe & mé & diém tiém. truyén da
duge ghi nhan ¢ nhém diéu tri va nhom dbi chirng. Da khong ¢6 sy phat hién vé lam sang
lién quan dén thudc hodc be;nh ly & cho Cac két qua ti€p theo trong Cac ngh1cn clru vé
nhlem dgc xay ra do lap lai lidu & céc gidng loai khac nhau da cho thiy khong c6 diu hiéu DN
nao vé nhiém doc lién quan dén thude dic thi vé mat 1im sang. 7

Pa khong c6 sy tha nghiém diy du vé tiém ning gy tac dong dot bién cta glyceryl
trinitrate. Da khong cé cac nghién clru lau dai va cao c¢dp phu hop ve tdc dong co theé gay
ung thu cia glyceryl trinitrate.

Ciing khong c6 cac nghien ¢iru phit hop vé glyceryl trinitrate & ngudi trong thoi ky mang
thai, dic biét trong quy dau. Co du nhiing bang ching tr cac nghién citu trén dong vat
trong st dung qua ducmg tinh mach, trong mang bung va ngoal da, Céc nghién clu trén
kha nang sinh san va nhiém déc phoi da khong duwa dén két qua nao lién quan den tac dung
gdy ddc trén phéi hodc kha nang sinh san. Khong c6 bit ky ddu higu nao vé tiém nang gay
quéi thai do glyceryl trinitrate gdy ra. Céc liéu virgt qua 1 mg/kg/ngay (trong mang bung)
hodc 28 mg/kg/ngdy (khu tra) lam giam trong lugng khi sinh ra ¢ chudt, Khéng ¢b cude
diéu tra nao lién quan dén viéc glyceryl trinitrate truyén qua sira me.

CAC PAC TiNH CUA THUOC

Tuwong ky -

Glyceryl Trinitrate khong twong thich véi polyvinylchloride (PVC), va co }Qe s& ¢6 su thét

thoét nghlém trong glyceryl trinitrate (Ién dén 50%) n€u sir dung polyvinylehi ride, két qua

la mot sw giam nghiém trong vé lidu duge cung cdp cling nhu mirc d6 hiéu qiy&. Nén tranh

su tiép xuc gitra dung dich va polyvinylchloride. y
-

San pham tuong thich véi bd truyén dich bing thiy tinh va véi cae bao bi truyén dich cimg
dwoc lam bang polyethylene; dung dich ¢6 thé duge truyén chim st dung mgt bom tiém
véi dng tiém bing thay tinh hodc bing nhua.

Han dung

Khoéng mé dng: 3 nam ké tir ngdy san xut

M 6ng: Nén sir dung ngay san pham sau khi m& éng. Nén loai bd dung dich thira.
Pha dung dich truyén:

Su 6n dinh v& mat 1y hoa da duoc chitng minh khi sir dung voi dung dich glucose 5% va
dung dich sodium chloride 0,9% trong 24 gié & nhiét d6 phong. Trén quan diém vi sinh,
nén sir dung ngay san pham. Néu khong sir dung ngay, thoi gian bao quan va cac diéu kién
bao quan ch& sir dung trwde khi ding thude trach nhiém cia ngudi sir dung va thudng
khong kéo dai hon 24 gitr & 2°C dén 8°C, trir khi su pha lodng da xay ra trong cac diéu kién
c6 kiém soét va c¢6 chimg minh vé khuin.
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Bdo quan

Bao quan noi kho, nhiét 4 dudi 30°C, trong hdp carton, tranh anh sang. Khong dé trong ti
lanh, khong dong lanh.

Quy cach dong goi

Ong 10 ml thay tinh khéng mau, loai 1. Hop 10 éng x 10 ml

Huwéng din cich sir dung va loai bé

Khéng can phai pha lodng Glyceryl Trinitrate truée khi sir dung nhung ¢6 thé pha lodng ¢

ty 1é khoang 1:10 cho dén 1:40 véi dung dich glucose § %, dung dich glucose 5 % va
sodium chloride 0.9 %, hoac vadi dung dich sodium chloride 0.9 %

Dung dich, du c¢6 pha lodng hay khong, nén dugc truyén cham chir khong tiém mot lan voi
lugng 16n. Nhim dam bao tde do truyén glyceryl trinitrate lién tuc khong thay ddi, khuyen
cdo nén sur dung bom ti€m hodc thi truyen dich bé’mg polyethylene véi bo phan dém giot,
hoic bang ong tiém thuy tinh hodc ong ti€ém bang nhua polyethylene ciing va ong
polyethylene. Céac hé thén g dugc san xuat bang loai nhya polyvinyl chloride (PVC) ¢o thel.
hap thu dén 50% glyceryl trinitrate tir dung djch. *

Tiéu chuén: Nha san xuét

NHA SAN XUAT

Hameln Pharmaceuticals GmbH

Langes Feld 13, 31789 Hameln, Lower Saxony, Dirc

CHU SO HU'U GIAY PHEP LUU HANH

CONG TY TNHH BINH VIET PUC (BIVID Co., LTD)

62/36 Truong Cong Pinh, Phuong 14, Quan Téan Binh, Thanh phé Hb Chi Min@iﬁ;t Nam
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