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_ Npidung to hudng dén sir dung dung dich khi dung Vinsalmol 5

CONG TY

N
o g \o VINSALMOL 5
CO PHAN

“Thudc nay chi diung theo don thudc”
“Pé xa tAm tay tré em”
‘ “Poc ki hwéng din siv dung truwde khi ding”
Thanh phin cong thie ciia thude:

Cho mét 6ng/lo 2,5 ml chira:

Thémh phén dwgc chdt: Salbutamol (dugi dang Salbutamol sulfat)........cccooveeiiiiniininnns 5 mg
Thanh phcfn 16 dwoc: Natri clorid, dinatri edetat, dung dich acid sulfuric 1M, nudc dé pha thube tiém
N R0 X L5 FOUUUTUTTRTU TR TS UPO P PPP PP PP PPPPPPPPTSPRPPRPRRTN 2,5 ml

Dang bao ché:

Dang bao ché: Dung dich khi dung

MO ta:

Ché phdm 13 dung dich trong khéng mau dén vang nhat, dugc dong trong bng thiry tinh han kin,
khéng ran nat, khong den dau hoic dung dich trong khong mau dén vang nhat, dong trong lo thity
tinh, déy kin bang nit cao su, ¢6 nap nhom bén ngoai hoiic dung dich trong khdng mau dén vang nhat,
dong trong dng nhua han kin.

pH=3,0+5,0

Quy cach dong goi:

Hop 2 vi x 10 éng x 2,5 ml;

Hop 5 vix 10 bng x 2,5 ml;

Hop 2 vix 5 1o x 2,5 ml;

Hop 10 lo x 2,5 ml;

Hop2vix5 bng x 2,5 ml;

Hop4 vix 5 éng X 2,5 ml;

Hop 6 vix 5 bng x 2,5 ml;

Hop 10 vi x 5 bng x 2,5 ml.

Chi dinh:

- Pidu tri triéu chimg con hen cép tinh.

- Diéu tri triéu ching dot kich phét trong bénh hen hodc bénh phé quan man tinh tdc nghé&n con phuc
hdi duoc.

- Dy phong con hen do géng stc.

- Thiam dd chirc nang hé hép dé kiém tra tinh phuc hdi cua tic phé quén.

Liéu dang - cach dung:

Cdch diung:

- Vinsalmol 5 1a dang dung dich khi dung dung cho may phun suong hodc thong qua bng nodi khi

quan. Khong dugc tiém, uong.

- Dung dich khi dung Vinsalmol 5 dugc thiét ké dé st dung 1a khong pha loang. Tuy nhién, néu thoi
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gian su dung keq dai (hon 10 phut) thi ¢6 thé dugc pha lodng vé6i dung dich tiém natri clorid 0,9%.

/ l(
- Ighong co yéu oﬁh dc bibt vé xur Iy thudc sau khi str dung.

“ 'M\:.,,\/\‘ 74
- Dleu tri tic fighén dudng ho hip nghiém trong v&i bénh nhan nhép vién: Liéu ding c6 thé 1én dén 40

mg va phai dugc theo d&i gidm sat chit ché.

- V6i bénh nhan diéu tri tai nha: Loi ich cua viée ting lidu can phai dugc xem xét, can nhéc so véi
nguy co bi suy giam tinh trang bénh ly tiém 4n cua bénh nhan. Trong trudong hop ndy, danh gia 1am
sang can duogc xem xét va liéu phap thay thé duogc thuc hién khi dugc chi dinh.

Tré em:

- Tré em tir 12 tudi trd 1én: Liéu dung nhu lidu nguoi 16n.

- Tré em tir 4 - 11 tdi: 2,5 - 5 mg/lan. Didu tri c6 thé lap lai 4 lan/ngay

- Tré em dudi 4 tudi: Nén dung dang bao ché khac phu hop hon.

Chéng chi dinh:

Qu4 mAn véi bét ky thanh phin nao cua thude.

Canh bao va than trong khi dung thude:

- Dung dich khi dung Vinsalmol 5 diing cho médy phun suong nén dugc thuc hién dudi sy chi dan cua
bac si. Khong dugc tiém hodc udng.

- ) nhiing bénh nhan hen suyén ning hoic khong 6n dinh, thudc gidn phé quan khong phai la liéu
phap duy nhit hodc diéu tri chinh. Can phai ¢ danh gia lam sang dinh ky nhu kiém tra chtc ning
phdi vi nhitng bénh nhan nay c6 nguy co cao cia dot cép, thAm chi gay t vong. Cén phai cén nhic
dén liéu phap didu tri st dung corticosteroid dang ubng va/hoic hit. Viéc tang lidu sir dung thube gidn
phé quan dé giam céc tri¢u chimg da c6 bao céo chi ra sy suy giam tdm kiém soat hen suyén.

- Trong nhiing trudong hop sau, dung dich khi dung Vinsalmol 5 nén dugc sir dung than trong va khi
c6 chi dinh r3 rang: R6i loan tim nghiém trong, ddc biét 1a nhdi mau co tim; bénh mach vanh, bénh co
tim phi dai va nhip tim nhanh (do tc dong cta céc thubc chii van beta 2); cao huyét 4p ning va khong
duoc didu tri; phinh mach; cuong gidp, bénh tiéu duong kho kidm soat; u t& bao hdng clu.

- Ty kiém tra hdng ngay trong kiém soét hen theo cc hudng din vé st dung khi dung salbutamol va
bat ky loai thube nao khac can thiét cho didu tri hen phé quan 1a rat quan trong dé c6 thé theo dai tién
trinh cua bénh va hidu qua cua ca thude gidn phé quan va thudc chéng viém. Bénh nhan nén dugc
huéng dén trong viée do thuong xuyén ty 1& luu lugng dinh thé' (PEFR) st dung may do luu lugng
dinh cdm tay.

- Bénh nhan dang didu tri bing khi dung Vinsalmol 5 ¢ nha nén dugc canh bdo rang néu kiém soét
hen suyén khong dugc cai thién hodc suy giam, hodc néu didu tri v6i thube gidn phé quan tac dung
ngén tré nén kém hiéu qua, hogc can hit voi luong nhidu hon so véi binh thudng c6 thé can phai danh
gia 1am sang lai va didu chinh lidu cho thich hop. Trong truong hop nay, c6 thé can phai dung thude

chbng viém. Liéu thudc chong viém co6 thé can phai tang 1én hodc udng glucocorticoid trong thoi gian

ngén. Viéc ting liu st dung thudc gidn phé quan dé gidm céc tri¢u chung da c6 bédo cao chi ra sy suy
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giam tam kiém soét hen suy@n, c6 thé de doa dén tinh mang. Vi vy, can phai tim tro gidp y t€ ngay.

- VICC SU: dungsalbutamol o benh nhan hen suycn cip unh ¢6 thé din dén thiéu oxy méu.

AS.RNEEY 3

<.[, ,CQ PHAN.x
ole) Qa,%éi WL t; ﬂ bc co the nguy hlcm vOi céc tac dung khong mong mudn trén tim, ha kah mau,

"’p‘ong’c@n\ ,'
C6 mot s6-bang chung dua ra vé cac hién tuong hiém gip cua thiéu méu co tim lién quan dén
salbutamol. Bénh nhan c¢6 bénh tim nidng (bénh tim thiéu mau cuc bd, loan nhip hodc suy tim nang)
dang duogc didu tri bang salbutamol cin bao ngay cho bac si néu ho cam thiy dau nguc hodc céc triéu
chig khéc ctia bénh tim ngay cang xAu di. Cin chu y danh gia céc triéu ching nhu kho the va dau
nguc, vi chung cé thé c6 cin nguyén cia ho hép hodc tim giy ra.
- Dung khi dung Vinsalmol 5 ¢6 thé gay ra ha kali mau. Tac dung nay c6 thé tang lén khi ding dong
thoi v6i cac thude nhu xanthin, glucocorticoid, thude loi tiéu va glycosid tim (digoxin). Nong do kali
mau cin duoc theo doi.
- Salbutamol lam ting glucose mau, can phai do ndng do glucose mau & nhiing bénh nhén bi dai théo
dudng. Khi hit vai lidu cao, ndng d6 glucose mau & bénh nhan dai thao dudng nén dugc giam sat chdt
che. '
- Viéc st dung khi dung salbutamol két hop voi thudc khi dung khang cholinergic dd dugc bdo cdo
gay ra bénh glocdm goc dong cAp tinh. Sy phdi hop nay can phai duoc can nhéc, dic biét & nhiing
bénh nhén bi glécdm hodc c6 nguy co bi glocom. Bénh nhén can duoc canh bdo.
Sir dung thudc cho phu ni ¢6 thai va cho con bu:
St dung th ubc cho phy nir cé thai:
Dua trén nghién ctiu tién 1am sang va kinh nghiém lam sang lau dai, salbutamol da cho thdy la khong
gdy quai thai. Néu ngudi me st dung salbutamol trong thoi gian mang thai, nhip tim cua thai nhi cé
thé tang 1én. Nhu mot bién phap phong ngtra, chi nén st dung thube cho phu nit c6 thai khi da can
nhéc that cAn than gitia loi ich cho me va nguy co cho thai nhi.
St dung thude cho phu nit cho con bi:
Salbutamol duoc bai tiét qua stta me. Dung lidu cao c6 thé gay ra tic dung khong mong mudn & tré bl
me. Chi nén st dung thude cho phu nit cho con bu khi da can nhéc that cdn than giita loi ich cho me
va nguy co cho tré.
Anh hwéng ciia thudc 1én kha ning l4i xe, vin hanh may méc:
Thubc c6 thé gay ra céc tdc dung khong mong muén nhu run rdy tay, bon chdn, nhirc dau, chéng mit.
Do d6, khdng nén ldi xe, van hanh méay méc hay lam vige trén cao khi gap tac dung khong mong
mudn cia thude.
Twong tac thude:
- Khi dung salbutamol nén dugc dung cin than & nhiing bénh nhén dang st dung thude kich thich
giao cam khéc.
- Khong nén ké don dong thoi salbutamol va cic thudc e ché beta khong chon loc. O bénh nhan diéu

tri hen suy@n bang céc thude tic ché beta ¢6 lién quan dén nguy co co that ph¢ quan ndng.

| Maéd maquette XXXXXX



https://trungtamthuoc.com/

- Didu tu salbutamol dong thoi v6i cac dan xuét xanthin, glucocmtlcmd glycosid tim (digoxin) va

A DL (HIAM 3 e TR TR e . J
- Diq\. t},ﬁ\ﬁa{l}?ﬂl’?&n I"dong thoi voi thuoc corticosteroid 1am ting nguy co tang dudng huyet.

O truong bt ‘{fy 4 duoc bao cdo khi két hop salbutamol va ipratropium bromid da lam tang nguy
A

CISJJ \goc dong cép tinh.

Two‘ng ky thude:

Do khéng c6 céc nghién ctiu vé tinh twong ky cua thubc, khong tron 14n thude nay véi céc thudc khéc,
ngoai trir dung dich duogc liét ké 0 myc Cach diing.

Tac dung khong mong mudn ciia thudce (ADR):

- Khoang 10% bénh nhéan co thé bi phan tng bét loi. Diéu nay phu thudc vao lidu luong va do nhay
cam cta ngudi bénh. Céc triéu ching thong thudng nhit 1a: Thay ddi vi gidc (kho chiu va bit thuong)
va phan ng tai chd (kich img miéng va ¢d hong, cam giac nong rat ludi), run rdy (thuong la tay),
budn non, dd md hoi, bdn chdn, nhire dau, chong mét va chudt rat co bép.

- Gidng nhu céc thudc x6ng hit khac, trong mot s6 it truong hop, co thit phé quan co thé xay ra, biéu
hién bang su gia ting tic thi thd kho khe sau khi dung thudc. Co thét phé quan nghich thudng phai
duoc didu tri ngay lap tic vai mot lidu diéu trj thay thé hodc mot thudc gidn phé quan dang hit khac
nhanh hon. Nén ngiing ngay khi dung salbutamol, cin danh gia bénh nhén, va néu cin thiét, diéu tri
thay thé duoc thiét 1ap. Cac phan tng qua man nhu ban da, nbi may day, viém da, ngia va ban do da
duogc quan sat.

- Nhip tim nhanh, c6 hodc khéng c¢6 gidn mach ngoai vi, co thé xay ra. Loan nhip tim (bao gdm rung
tAm nhi, nhip tim nhanh va céc con sung huyét), danh trdng nguc, dau thét nguc, huyét 4p (giam hodc
ting) da dugc béo cédo lién quan dén viéc sur dung salbutamol, thuong & nhiing bénh nhan nhay cam.
C6 nhiing bdo cdo vé tac dong kich thich 1én hé théng than kinh trung wong vdéi cac biéu hién nhu suy
nhuoc, rdi loan hanh vi, rbi loan gidc ngu, 4o gidc sau khi hit salbutamol, xudt hién chu yéu o tré em
tir 12 tudi trd lén. ‘

Bang dudi day trinh bay tdc dung khong mong mudn cua thude theo tan suét va hé co quan:

(Thuong gép (1/100 < ADR < 1/10), it gap (1/1000 < ADR< 1/100), hiém gap (1/10 000 < ADR < 1/1
000), rét hiém gip (ADR < 1/10 000), khong biét (khong xac dinh dugc tAn sudt tir céc dir ligu sin

c0).
H¢ thong co quan Tan sudt Tdc dung khong mong muén ciia thuoc
R&i loan hé théng mién dich | Rat hiém gip | Phan ting qua man.
R&i loan chuyén hoa Hiém gip Ha kali méu, ting dudong huyét
R&i loan tam than Thuong gip | Bon chdn
R&i loan hé than kinh Thuong gip | Run rdy, chéng mit
Hiém gip R&i loan hanh vi

Rat hiém gidp | Suy nhugc, roi loan gidc ngu, 4o giéc.

R&i loan nhip tim Hiém gip Nhip tim nhanh, rung tdm nhi, danh trbng nguc,
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i o dau thét nguc, huyét ap (giém hodc iéng)i
) A ¥4 ok A s
07/ CONG TY X\ Kh,ong bict Thicu mau co tim
Ql <oarr mml{v\mau Hiém gdp Gian mach ngoai vi
\ JOC PHAM T S 7
A\ 'A_ VINH PHOC 'r. RaY hitm ggp ) Neat )’(lu ]
Rot To}m ho hap,/l; nguc Hicm gép Co that phé quan nghich thuong
\J\\\
va tlung’tﬁﬁt
R6i loan tiéu hoa Thuong gédp Budn ndn, thay ddi vi gidc.
R6i loan da va mé duéi da RAt hiém gip | Ngta, phat ban, ban do, nbi may day, pht mach
R&i loan co xuong Hiém gip Chudt rut co bip
Toan than Thuong gdp | Nhuc dau, phan tng tai chd (kich img miéng va
¢ hong, cam giac nong rat ludi).

Huwéng din cdch xit tri ADR:
D& tranh miéng, hong bi kich thich, nén stic miéng sau khi hit thude. C6 thé giam nguy co gy co that
phé quan nghich thuong bang cach diéu tri phdi hop véi corticosteroid hit.
“Théng bdo ngay cho bdc sy hodc duwgc sy

nhitng phén irng c6 hai gdp phdi khi s dung thuic”
Qui lidu va cach xi tri:
Qud liéu:
Nguy co qua lidu khi str dung salbutamol khé xay ra néu duoc st dung theo hudng dan.
Triéu chitng:
- Trong truong hop dung qua lidu, nhiing tac dung khong mong mubn néu trén xay ra rit nhanh va voi
muc dd ning hon. Cac tricu ching dién hinh 1a nhip tim nhanh, danh tréng ngue, loan nhip, bdn chdn,
rdi loan gidc ngu, dau nguc va run rdy manh, ddc biét 1a trén tay. Budn ndn, chdng mat, ting huyét 4p
tam thu va ha huyét ap tdm truong ciing ¢ thé dugc quan s4t. Cac phan ung tam than cling da dugc
quan sét thiy sau khi dung salbutamol qué lidu.
- Qué liéu salbutamol c6 thé gy ra ha kali mau, tdng duong huyét, tang lipid mau va tang ceton mau.
D4 c6 bdo cdo vé taing ndng do lactat huyét thanh sau khi dung salbutamol liéu cao. Cac triéu chirng
bao gdm thd sdu va nhanh, ngén tay va ngon chan xanh va lanh, khong ¢6 kha nang tap trung, ndi
kho.
Xk tri:
- Chu yéu 1a diéu tri triéu ching va hd tro. Co6 thé str dung than hoat hogc chét nhuén trang. Néu gip
cac triéu ching lién quan dén tim, c6 thé st dung thudc chen beta chon loc trén tim, tuy nhién, khi st
dung cén rat than trong. Khong st dung trén nhiing bénh nhén co tién st co thét phé quan. Theo doi
ECG duoc chi dinh ¢ nhiing bénh nhén nay.
- Trong trudng hop giam huyét 4p nhanh, c6 thé sir dung cac thude lam ting thé tich huyét tuong.
- Néu ha kali méu, cin bang dién giai can duoc theo dai va, néu thich hop, can phai dung chét dién
giai.
Tich cuc theo ddi dé c6 bién phdp xur tri kip thoi.

Pic tinh dwge lue hoc:
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Nhom dwge ly" Adrenelglc thudc hit, chét chil van chon loc trén thu thé adrenergic beta 2.
HOULL 8,
Ma ATC/ROAACOZ \
[ 13, nﬁ@f%lﬁ‘t ch}wan beta 2 chon loc. O lidu didu tri, thudc kich thich trén chi vén beta 2

clia co ;1 q,ulma({qm W j‘E)he quan. Vi tac dung khoi dAu nhanh chong (trong vong 5 phut), thude

ddc bié thA h'HH]j ehie: K;/dleu tri va phong ngra cac con hen suyén. Salbutamol c6 thoi gian téc
dung tur 4 ﬁérr 6‘grqﬁ‘
Pic tinh dwgc ‘dong hoc:

hﬁp hét céc bénh nhan.

- Sau khi phun suong, c6 khoang tir 10 dén 20% hoat chit s& di vao dudng hd hap dudi. Phan con lai
luu giit trong binh phun suong hodc tich tu trong tui thuc quan. Phan luu giit trong dudng thd s& duogc
hép thu vao md va luu thong trong phdi, nhung khong dugc chuyén hoa bai phdi. Salbutamol lién két
vai protein huyét twong khoang 10%.
- Khi vao hé théng tuan hoan, thudc duoc chuyén hoa trong gan thanh chét lién hop sulfat khong co
hoat tinh va duoc bai tiét ra ngoai chi yéu trong nudc tiéu, dudi dang khong bién ddi va chét chuyén
hoa khong hoat tinh.
- Hau hét lidu salbutamol dudng xong hit duoc bai tiét trong vong 72 gio.
Piéu kién bao quan: Noi kho rdo, nhiét do dudi 30°C, tranh 4nh séng.
Han ding: 36 thang ké tir ngay san xXuét
Han dung sau khi mo tai nhom déi véi &ng nhya: 03 thang
Tiéu chuén chit lwgng: TCCS
Tén, dia chi co s¢ sdn Xuét:
CONG TY CO PHAN DUQC PHAM VINH PHUC
S6 777 Pudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc, Viét Nam
DbT: 02113 861233 Fax: 02113 862774
Dia chi nha may: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phuc, Viét Nam
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