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Rx Thube ndy chi dung theo don thude

QACOLMYL
Atropin sulfate | mg/ml

THUOC BQC

Dé xa tim tay tré em

Doc kjf hwedng dén siv dung triwde khi ditng

N3u cé thite mic vui long tham khio ¥ kién ciia bic s7 hojic diege st

Hiiy bio che bdc si nhitng tic dyng khong mong mudn giip phdi khi ste dung thudc, ké ed nhitng
tic dung chwa dwgc liét ké trong (6 hiedng din s dung nay.

1. THANH PHAN CONG THUC THUOC
Thanh phin hogt chit: Atropin sulfate 1 mg/ml.

Thanh phén t4 dwge: Natri clorid, natri metabisulfit, nuée pha tiém.

2. DANG BAO CHE

Dung dich thuoc tiém.

M3 ta: Dung dich trong sudt, khéng mau va khéng cé hat. Pugc chira trong Sng thiy tinh mau hé
phach.

3. CHi PINH

Dung dich thudc tiém Atropin sulfate 1 mg/ml duoce chi dinh trong trudng hop:

- Dung lam thudc tién mé nham giam tiét nuée bot va dich phé quan.

- Diing trong qué trinh hdi sttc tim phéi ¢ didu tri nhip chém xoang hofic v6 tam thu.

- Didu tri ching nhip chim xoang c6 tridu ching do thudc hodc cdc chat doc nhu pilocarpine,
thudc trir sdu organophosphate, nam amanita muscaria gay ra.

‘A " ' . a A - . A
- Kiém soat nhip tim chdm frong nho1 mau co tim cap.



https://trungtamthuoc.com/

- Ngiin ngira tac dung cholinergic lén tim (vi du: loan nhip tim, nhip tim chdm) trong qua trinh

phau thuat.

- Két hop véi neostigmine trong qua trinh dao nguge tac dung cia thude gidn co khéng khir cue.

4. LIEU DUNG, CACH DUNG

Liéu diing
Thubc tién mé

Ngudi 1dm:

Tré em:

Tré sinh non:

Tré em niing dén 3kg;

Tré em 7-9kg:
Tré em 12-16kg:
Tré em 20-27kg:
Tré em 32kg:
Tré em 41kg:

Pudng tiém tinh mach: 300 - 600 microgam ngay trudc khi gay mé.
Pudmg tiém bip hoiic tiém dudi da: 300 - 600 microgam, 1 gi& trude
khi gy mé.

Tiém dudi da 30 phit trude khi gy meé.
65 microgam;

100 microgam;

200 microgam;

300 microgam;

400 microgam;

500 microgam;

600 microgam;

- Tiém bép 30-60 phut trwéc khi giy mé.

Lidu diing thay thé cho tré em trén 1 tudi: 10-20 microgam/kg, 30-60 phut trude khi gy mé.

Giai doc cho cac chat wre ché cholinesterase

Ngudi 16n: 2meg, tét nhat 12 tiém tinh mach.

Tré em: 50 microgam/kg tiém tinh mach hodc tiém bip.

Lép lai lidu sau mdi 5-10 phit cho dén khi xuat hién du higu atropin hoa.

Giai doc thudc trir sdu organophosphate va ngd doc nam

Ngudi 16n: 2mg tiém tinh mach hoc tiém bép.

Tré em: 50 microgam/kg tidm tinh mach hoic tiém bip.

Lip lai liéu sau m&i 10-30 phut cho dén khi cac dau hiéu va tridu chirng muscarinic thuyén giam.

Dao nguoc tic dung cia thude giin co khong khir cuc
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Ngudi 16n: 0,6 — 1,2 mg tiém tinh mach két hop véi neostigmine methyl-sulfate.

Trong hdi strc tim phoi

Ngudi lén: 3 mg, tiém tinh mach mot lan.
Tré em: 20 microgam/kg, tiém tinh mach mot lAn.
Trong loan nhip tim

Nhip tim cham, déc biét néu ¢c6 bién chiing ha huyét 4p, ban d4u tiém tinh mach 300 microgam,
ting 1én Img néu can thiét.

Ciich ditng

Dung dich thudc tiém Atropin sulfate 1 mg/ml duge diing bing dudng tiém tinh mach, tiém bép
hodc tiém dudi da.

5. CHONG CHI PINH
- Qué& mén véi atropin sulfate hogc bat ky thanh phan nao khéc cia thudc.

- D biét ¢6 tin sit qua min voi thude, bénh ting nhén &p gbe déng, phi dai tuyén tidn liét, nhuoe
co (trir khi ding két hop véi thube khéng cholinesterase), liét rudt hodic hep mon vi, viém loét dai

trang nang, Ei{-{
iTY
iH x
6. CANH BAO VA THAN TRONG KHI DUNG THUOC ; :Hﬁ
. A - 9 3 L A P - 4. < A :
Atropin sulfate nén dugc sir dung than tr(_)?g ¢ tré em, ngudi cao tudi va nhitng nguoi mac hc;n _ ‘/oé
chimg Down. Can thén trong khi ding thudc cho nhftng bénh nhén bj tiéu chay, bi tiu hodc sot 10 =

va khi nhiét d6 méi trudng cao. Cin than trong & nhitng bénh nhan bi nhdi mau co tim cép vi thiéu
méu cuc bd va tinh trang nhdi méau cé thé trAim trong hon & nhitng bénh nhan ting huyét ap.

Cén than trong khi st dung thudc cho nhitng bénh nhan c6 tinh trang déc trung bai nhip tim nhanh
nhur cudng giap, suy tim hodc suy tim sung huyét va trong qua trinh phiu thudt tim. Block nhi that
nghich 1y hodc ngimg xoang da duoc bao cao sau khi ding atropin & mot sd bénh nhén sau ghép
tim. Viée sir dung atropin cho cac thi thuat diéu tri hodic chin doan & nhitng bénh nhan ghép tim
cAn duoce thyc hién hét stre thin trong va phai c6 thiét bi theo ddi dién thm do va tao nhip tam thoi
ngay ldp tirc.

Cén than trong khi ding atropin toan than cho nhitng bénh nhén mic bénh phdi tic nghén man
tinh vi gy ra giam tiét dich phé quan din dén hinh thanh céc nit phé quan.

Thudc khéng muscarinic nhr atropin c6 thé 1am chim qué trinh lam rong da day, giam nhu dong
da day va lam gifin co thét thue quan. Cn than trong khi sit dung thudc & nhitng bénh nhén ¢6 tinh
trang bénh cé thé tram tron g hon do nhing tac dung trén, nhv viém thue quan.
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Ti dwge

San phim thube ndy c6 thé giy ra phan mg dj img nghiém trong va co thit phé quan (cam giac
nghet thé dot ngot) vi thude cé chira natri metabisulfit (E-223).

San phéim thudc ndy chira it hon 23mg (1 mmol) natri trén mdi ml, vé& co ban 1a “khéng c6 natri”.

7. TUONG TAC, TUONG KY CUA THUOC
Twong tic ciia thudc

- Téc dung cla atmpm 6 thé tang lén khi dung dang thoi vcrl céc thude ¢6 hoat tinh khang
muscarinic bao gom phenothiazin, amantadin, thude chong trAm cam ba vong, MAOI, mot sb
thudc khang histamin va disopyramide.

- Gidm nhu dong dudng tidu hoa do atropin c6 thé anh hudng dén sy hip thu cia cac thude khac
nhu mexilitin va ketoconazol.

- Atropin gy khd miéng co thé ngin can su hoa tan ciia cic ché phim duéi ludi nhu nitrat, lam
giam hiéu qua cia ching,.

- Trong qua trinh gdy mé, kha nﬁng dap irng nhip tim véi atropin tiém tinh mach co6 thé giam
(khéng thé khéc phuc hiéu qua bang lidu 1én atr opm) khi bénh nhin dang ding déng thoi propofol,
nguyén nhan cé thé 1a do propofol giy (rc ché hé thin kinh giao cam.

Twong tdc khac

Sir dung atropin véi rugu 6 thé lam tang dc tinh cla ruou.

Khéng c6 twong tac nao duoc biét dén véi thic dn va dd uéng.
Tuwong ky

Thude tiém atropin sulfate duoc bao céo 1a c6 tuong ky vé& miit vt Iy véi bromide, iodide, kiém,
noradrenaline bitartrate, metaraminol bitartrate va natri bicarbonate. Khi atropin sulfate dwoc tron
véi dung dich natri methohexital s& tao két tia trong vong 15 phut.

8. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU
Phu nir ¢6 thai

Atropin sulfate di qua durgc nhau thai. Khéng c6 di bing chimg dé thlet ldp tinh an toan cua atropm
trong thai ky & ngudi. Do d6, chi nén sir dung thudc trong thai ky néu bac si cho la cin thiét.

Phu nii' cho con b
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Atropin sulfate dugce bai tiét vao sita me, tré so sinh cia bi me dang cho con b ¢6 thé c6 biéu hién
voi mét sb tac dung cia thude. Tré so sinh thudng rit nhay cam véi tac dung cia thuoc khang
cholinergic. Do dé, chi nén sir dung atropin trong thoi ky cho con b néu bac si cho 1a cin thiét,

9, TAC PONG DEN KHA NANG LAI XE VA VAN HANH MAY MOC

Atropine sulfate cé thé gy budn ngti hoic m& mét va bénh nhin cén dirge tu van khi st dung.

10. TAC DUNG KHONG MONG MUON

Cac phan u‘ng c6 hai clia thude phan 16n la do tac dong cia atropm 1&n thu thé muscarinic & liéu
cao va thu thé nicotinic. Nhitng tac dung ndy lién quan dén lidu lugng va thudmg c6 thé hdi phyc
khi ngirng diéu tri.

- R&i loan hé théng mién dich: Séc phéan vé.

- R&i loan tAm thin/hé thin kinh: Chéng mit, 16 1in (ddc biét & ngudi cao tudi). G liéu cao hon
gay 40 giac, bdn chdn, mé sing.

- Rbi loan mét: Giéin ddng tir kém theo mét kha nang diéu tiét va so dnh sang, ting ap luc ndi
nhan.

- Roi loan tim: Nhip tun cham thoAng qua sau dé 1a nhjp tim nhanh, danh tréng ngue, loan |1h]p
tim. Di ¢6 bdo cao vé tinh trang block nhi that nghich 1y, dic biét 14 sau khi ghép tim (xem phan
Cdnh béo va thin trong khi dimg thudc).

- Réi loan mach mau: Po bing.

- Réi loan ho hap: Giam tiét dich phe quan cé thé din dén hinh thanh cac nit phé quan day khé
dé 2y ra khoi dudng hé hp (xem phin Cank bao va than trong khi dimg thudc).

- Réi loan tiéu héa: Khd miéng kém theo khé nudt, budn ndn, nén mira, tdo bon. Uc ché tiét dich
da day, dau ving xwong trc do trao nguoc da day.

- Réi loan da va mé duéi da: Da khé, ndi mé day, phat ban, bong tréc da.

- R&i loan than va tiét nidu: Khé tiéu.

- Réi loan chung: Khat nudc, sot.

¥ ¥ ¥ a &
Bio céo tic dung khdéng mong muodn

Théng b4o ngay cho bac si hodc duge si nhirng phan ting c6 hai giip phai khi sir dung thude hoic
béio co céc phan img c6 hai clia thude vé Trung tdm Théng tin thude va Theo dai phén tng c6 hai
ctia thuée (ADR) Qudc Gia.

11. QUA LIEU VA CACH XU TRi
Tri¢u clarng
D6 bimng va kho da, dong tir gidin, khé miéng va ludi, nhip tim nhanh, tho nhanh, sbt cao, ting

‘ r .l‘! o " v r ; A r A S At - A I -~ T
huyet ap, budén nén, nén mira. Co the xuét hién phat ban trén mét hodc than trén. Cac triéu chirng

S
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kich thich than kinh trung wong bao gdm bén chén, 16 14n, 40 glac, hoang tudng va loan than, mat
phdi hop, mé sfmg va doi khi co gidt. Trong trudmg hop qué lidu nghiém trong, c6 thé xay ra tinh
trang G ché thin kinh trung vong din dén hén mé, suy tuan hoan va hd hap, tir vong.

Xir tri

Pidu tri mang tinh hd trg. Can duy tri durcmg tha diy du. C6 thé dung diazepam dé kiem sodt sy
kich dong va co giat nhung céin cin nhic dén nguy co tic ché hé than kinh trung uong. C‘ﬁn didu

chinh tinh trang thiéu oxy va nhiém toan. Khéng khuyén céo ding thudc chéng loan nhip néu xay
ra loan nhip tim.

12. PAC TINH DUQC LY'C HQC
Nhém duwge Ij: Thude khang cholinergic.
Ma ATC: AO3BAO1

Atr opm 1a thudc khang muscarinic ¢ tac clung dbi khang canh tranh véi acetylcholme tai cac dau
mit than kinh sau hach, do d6 anh huong dén cac thu thé cia tuyén ngoai tiét, co tron, co tim va
hé than kinh trung wong.

Céc tac dung ngoai bién hao gbm gidm san Xuht nuée bot, md héi, dich miii, nrde mét va dich da
day, giam nhu déng rudt va trc ché tidu tién.

Atropin lam ting nhip xoang va su dAn truyén & niit xoang nhi va nit nhi that. Théng thudng nhip D TP
g - O e N, ALl
tim ting 1&n nhung nhip tim lae dau co the cham, [-;6"“--

NG T
Atropin trc ché tiét dich & duong ho hép va lam gifin co tron phé quan gy gidin phé quén. rgg';:

JANG A

ZTPH
——

13. PAC TINH DUGC PQONG HQC
Hip thu

Sau khi tidm tinh mach, nhip tim ting dinh diém trong vong 2 dén 4 phit. Sau khi tiém bép, nong
dé dinh trong huyét tuong cia atropin dat dugc trong vong 30 phit, méc du tic dung cuc dai 1én
tim, sy bai tiét md hdi va nude bot c6 thé xay ra gan 1 gio sau khi tiém bép.

Phén bo

Nong dé trong huyet tuong sau khi tiém bap va tiém tinh mach twong dwong nhau sau 1 gid.
Atropin duogc phan bb rong rii khap co thé va di qua hang rdo méu ndo. C6 t6i 50% lidu lign két
v6i protein. Thudc nhanh chéng bién mat khoi tuan hodn.

Chuyén héa

Thude duoc chuyen hoa khong hoan toan & gan va duoc bai tiét qua nude tiéu dudi dang thude
k]mng dbi va chit chuyén héa. Khoang 50% lidu dugc bai tiét trong vong 4 gid va 90% lidu duoc
bai tiét trong vong 24 gid.
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Thii trir

Théi gian bén thai khoang 2 dén 5 gid.

14. QUY CACH PONG GOI
M&i hép chira 100 dng.

M&i éng chira 1 ml dung dich thude tiém Atropin sulfate.

15. PIEU KIEN BAO QUAN
Bio quéan noi kho rdo, nhiét d6 khdng qud 30°C, tranh anh sang.

San pham nén duoc sir dung ngay sau khi mo va phai loai bo bét k¥ dung dich ndo con du sau khi
sir dung.

Khong vt bét ky loai thude nao qua nude thai hoidc rac thai sinh hoat. Hoi duge si cach it bo
thude khéng con st dyng nita. Nhimg bién phap nay sé gitip bao vé moi truong,

16. HAN DUNG

36 thang ké tir ngay san xuat.

17. TIEU CHUAN CHAT LUQNG

Tiéu chuan co sd.

18. TEN, BIA CHi CUA CO SO SAN XUAT THUOC
Laboratorios Serra Pamies, S.A.

Carretera Castellvell, 24. 43206 Reus. Tarragona — Spain.



