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*ATROPINE SULFATE AGUETTANT 0.1 mg/ml,
dung dich tiém trong bom tiém dong san.

Poc k¥ huéng dan s dung trude khi dang.

Pé xa tim tay va tim mat tré em

Thube nay chi ding theo don thude

THUOC POC

Xin giir lai to& huéng dan sir dung nay. Ban cé thé cin phai doc lai.

Néu can thém thong tin. xin hoi thém ¥ kién béc si hodc duoc si.

Thong bao cho bac si ctia ban nhimg tac dung khéng mong muén gip phai khi sir

dung thude, ké ca céc tac dung chua duoc ké trong o hudng dan sir dung nay. Laboratoh

1 Rue Ale

69007 LY

THANH PHAN, CONG THUC THUOC

Mdi ml dung dich tiém chira 0,1 mg atropine sulfate monohydrate, tuong duong 0,083 mg

atropine.
MOdi bom tiém 5 ml chira 0,5 mg atropine sulfate monohydrate, twong duong 0.415 mg
atropine.

Ta duoc da biét tac dung: natri
Mdi ml dung dich tiém chira 3,5 mg tuong duong 0,154 mmol natri.
Mbi bom tiém 5 ml chira 17.7 mg tuwong duong 0,770 mmol natri.

T4 duogce: Natri clorid. axit hydrocloric ddm dac (dé chinh pH). nude cat pha tiém.
DANG BAO CHE

Dung dich tiém treng bom tiém déng san.
Dung dich trong suot. khong mau.
pH 3.2 — 4.0.

CHI PINH PIEU TR]

Atropine sulfate Aguettant 0.1 mg/ml. dung dich tiém trong bom tiém déng sin. dugc chi
dinh trén bénh nhan nguoi lon va tré em. ké ca tré so sinh nhung can nang trén 3 kg (xem
muc Liéu ding va cach dimg).

- Pé lam thude tién mé nhim dé phong céc phan (mg phé vi lién quan dén dat ndi khi
quan va thao tac phau thudt,

- Dé han ché tac dung muscarinic clia neostigmine dugc ding sau md nham lam mat
tac dung cua thube gidn co khong khir cuc

- Diéu tri nhip tim chdm gay anh huong huy ét dong hoc va/hodc blde nhi-that vi tang
truong luce phé vi trong tinh hudng khan cap

- 116i sinh cép cuu tim phoi: diéu m cham nhip tim va bléc nhi- that ¢0 tri¢u chimg

- Lam thuoc giai doc sau khi qua lidu hodc ngd doc thude e ChL acetylcholinesterase
vi du céc chét khang-cholinesterases. phospho hiru co. carbamate va nim muscarinic

LIEU DUNG VA CACH DUNG
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Atropine sulfate Aguettant 0.1 mg/ml, dung dich tiém trong bom tiém dong san, phai dugc
str dung dudi sy giam sat cua thay thuoc.

Liéu dung:

Ticn mé
Tiém tinh mach ngay truée khi mo; néu can ¢6 thé tiém bap 30-60 phut trude khi mo.

Nauwoi lon:
0.3 — 0.6 mg tiém tinh mach (3 — 6 ml)

e AGU
Tré em: <ander F
Liéu thong dung & tré em 1a 0.01-0.02 mg/kg can niing (t4i da 0.6 mg/lidu), nén chinh lidu ON - F
theo su dap trng va dung nap cua bénh nhan.

Dang phéi hop vai neostiemine dé han ché tde dune muscarinic cua thuéc nén:

Ngwoi lon:
0.6-1,2 mg tiém tinh mach (6 dén 12 ml)

Tre em ]
0,02 mgs’kg tiém tinh mach

Diéu tri nhm tim cham adv danh hione huyvét dong, bléc nhi-thit, hoi sinh cap ciru tim phoi:

Ngieoi lon:

- Nhip xoang cham: 0.5 mg tiém tinh mach (5ml). mdi 2-5 phat cho dén khi dat duoc
nhip tim mong muon.

- Blée nhi th’it 0.5 mg tiém tinh mach (5ml). mdi 3-5 phit (t6i da 3 mg)

Tré em
0,02 mg/kg tiém tinh mach liéu duy nhit (lidu t6i da 0,6 mg).

Khi dimg lam thudc giai doc trong ngd doc phosphat hiru co (thuoc trie sdu, hoi doc than
kinh). chat itc ché cholinesterase va ned dic nam muscarinic:

Dung dwong tinh mach.

Newoi lon:

0.5 - 2 mg atropine sulfate (5 - 20 ml). c6 thé lap lai sau 5 phut, roi cach mdi 10-15 phut sau
do néu can, cho dén khi cac déu hiéu va triéu chimg bién mét (lidu nay cé thé vuot gap nhiéu
14n).

Tré em:
0.02 mg atropine sulfate/kg cin ndng. c6 thé lap lai nhiéu lan cho dén khi cic ddu hiéu va

tl'l'i‘ll C!‘Ill’!‘lQ hlt.[l mat

Chinh liéu
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No6i chung. nén chinh liéu theo su dap (mg va dung nap ciia bénh nhan.

Liéu diing thuéng phai tang dén tong lidu tdi da 1a 3 mg & ngudi 16n va 0.6 mg o tré cm cho
dén khi khong thé chju dung duge cac anh huong bét loi: roi giam lidu nhe xudng miic liéu
t6i da ma bénh nhan dung nap duoc.

Tre em

San pham nay khong thich hop dé ding & lidu thdp hon 0.5 ml va vi vay khng nén ding trén
tré so sinh ¢6 can nang dudi 3 kg (xem muc Chi dinh diéu (ri).

Khoang liéu diing cho tré em thude cac nhdm can ning dudi day la nhimg tri sd hudng dan.
Liéu thuomg ding ¢ tré em 12 0,01-0,02 mg/kg can nang (t6i da 0.6 mg/liéu), nén chinh lidu
theo su dap ting va dung nap cua bénh nhan.

ETT,
Can ning [Licu 0,01 mg/kg cin ning Liéu 0,02 mg/kg cin ning ternin
(kg) RANC
Dung dich tiém| Dung dich tiém
Atropine Aguettant 0.1 mg/ml| Atropine Aguettant
(ml) 0.1 mg/ml (ml)
3-5 0.5 ml 0.5-1.0 ml
5-10 0.5-1.0 ml 1.0-2.0 ml
10-15 [.0-1.5 ml 2.0-3.0 ml
15-20 1.5-2.0 ml 3.0-4.6 ml
20 - 30 2.0-3.0 ml 4.0-6.0 ml
30-50 3.0-5.0 ml 6.0 ml

Nhimg nhém bénh nhén dac biét )
Nén than trong trén bénh nhén suy thdn hodc suy gan va ngudi cao tudi (xem muc Lieu ¥ ddc
biét va Than trong khi dimg).

Cach dung HRT
Atropine dugc ding bang cach tiém tinh mach hodac tiém bap. Cac dang thudc/ham luong
khac c6 thé thich hgp hon trong nhimg truong hop c¢én dung liéu cao hon 0,5 mg.

Luu v dic biét vé xit IV thude trude va sau khi su dung
Huéng din sir dung:

Nén tudan thit nghiém ngdt cdach s dung bom tiém.

Méi bom tiém dong sin chi dang cho mdt bénh nhén duy nhét. Iay bo bom tiém sau khi
ding. KHONG DUQC SU DUNG LALIL _ ,

Bom tiém trong vi chua mo va khong bi hu hai 1a san pham vo6 khuén, va khi dung méi duoc
mo ra.

Trude khi diing phai quan sat san pham xem ¢o cac hat tiéu phan hodc sy d6i mau hay khong.
Chi str dung néu dung dich trong su6t. khong mau va khong c6 cac hat tiéu phan hodc két
tua.

Khéng sur dung san pham nc¢u niém phong trén bom tiém (bao nhya trén nap diay mui) bi rach.

Mat ngoai cua bom tiém van vo khuin cho dén khi mo vi.
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1) Thao bom tiém déng sin ra khoi vi vo khuén.

2) Day pit-tong dé g& nit chan.

ANT
g9

cE

3)  Vin miii bom tiém dé thao niém.

4)  Kiém tra xem da thao hét niém bom tiém (bao nhua
trén nap ddy mii va niém dudi nap day miui) chua. Néu
chura, day nap vao va lai van miii bom tiém.

5)  Nhe nhang day pit-téng dé tong hoi ra ngoai.

6) Gan bom tiém vao thiét bj tiém tinh mach hodc gan vao kim.
bay pit-tdng dé tiém the tich thudc can dung.

Kim thich hop véi bom tiém dé tiém tinh mach 1a kim sb 23 dén 20 va dé tiém bap la kim sb
23 dén 21.

Moi san pham khdng ding dén hogc vit li¢u phé thai phai dugc tiéu hiy theo ding qui dinh
SO Lal.

CHONG CHI PINH
» = T < - . A v ) . a
- Qua man véi hoat chat hodc vol bat Ky ta duge nao cua thude
" Glocom goce dong
- Nguy co bi tiéu vi bénh tuyén tién liét hoac nié¢u dao
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- Phinh gidn thue quan, 1iét rudt, va phinh dai trang nhiém doc
Tuy nhién. tat ca nhimg chong chi dinh nay khong c6 ¥ nghia gi trong nhitng tinh hudng cap
ctru de doa tinh mang (nhu loan nhip cham. ngd déc).

LUU Y DPAC BIET VA THAN TRONG KHI DUNG

Str dung thén trong trong trudng hop:

- Phi dai tuyén tién liét

- Suy than hoac suy gan

- Suy tim. loan nhip tim. cuwong giap

- Bénh phoi tic nghén man tinh, vi giam tiét dich phé quan c6 thé dan dén hinh thanh
nut bit khi quan

- Mt truong lue rudt & ngudi gia

- Hep mon vi

- Sot. hodc khi nhiét & moi triromg cao

- Tré em va ngudi gia, nhimg ddi tugng min cam véi phan tmg bt loi

- Viém thue quan trao nguoc, vi atropine ¢6 thé lam chidm thdo rong da day. giam van
dong da day va gian co vong thuc quan

Khong nén dung atropine cho bénh nhin ¢6 bénh nhuoc co néing trir khi ding phéi hop véi
thude khang-cholinesterase.

Vi¢e sur dyng atropine khong duge gay cham tré cho viéc tao nhip ngoai co thé trén bénh
nhan khong o6n dinh, dac bi¢t la bénh nhan co bléc nhi-that nang (blée dé hai hoac do ba typ
II Mobitz).

Thube khang-muscarinic chen tac dung trc ché phé vi ciia bd phén tao nhip & niit xoang va vi
vay phai than trong khi sur dung trén bénh nhén bi loan nhip nhanh. suy tim sung huyét hoac
¢6 bénh dong mach vanh.

San pham nay chira natri. Lugng natri trong mdi bom tiém thép hon 1 mmol, tic la “khéng
c6 natri’.

CO THAI, NUOI CON BANG SUA ME VA KHA NANG SINH SAN

Co thai

Dir liu ¢ mot s0 han ché cac truomg hop mang thai phoi nhiém thuée khong cho théy anh
huong bat lgi nao cua atropine trén thai ky hoac trén strc khoe cua thai nhi/tre so sinh.

Céac nghién ciru trén ddng vat khong cho thiy tac dung ¢o hai true tiép hodic gidn tiép vé mit
doc tinh sinh san (xem muc Dir liéu an toan tién ldm sang).

Cac nghién ciru duge dong hoc cua atropine trén ba me va thai nhi & cubi thai ky cho thay
atropine nhanh chong di qua hang rao nhau thai. Tiém tinh mach atropine trong thai kv hodc
khi thai du thdng ¢6 thé gay nhip tim nhanh o thai nhi va ngudi me .

Khong nén diing atropine trong thai k¥ trir khi tht can thiét.

Nubi con bing sita me

Nhimg lugng nho atropine ¢ thé duoce tiét vao sita me. Nhil nhi ¢6 tinh nhay cam cao vdi tac
dung khang-cholinergic ciia atmpine Atropine c6 thé (rc ché su tiét sira, dac biét la khi ding
[ap lai. Phai quy ét dinh xem nén cho ngung b sira me hogc ngung/tranh diéu tri sau khi can
nhac li ich cua viée bt me d6i vai em bé va loi ich cua didu tri doi véi nguoi me. Néu quyét
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dinh ti€p tuc cho bu me trong khi diéu tri. nén theo ddi céc tac dung khang-cholinergic trén
em bé.

Kha néng sinh san

Khéng co6 dir licu vé anh huong cua atropine sulfate trén kha nang sinh san & ngudi. Atropine
sulfate lam giam kha nang sinh san trén chudt due. duoe cho 1a hdu qua cua tac dung (re ché
trén sy vén chuyén tinh tring va tinh dich trong qué trinh phong tinh.

ANH HUONG TREN KHA NANG LAI XE VA VAN HANH MAY MOC
Atropine ¢6 the gay It lan va nhin md va nén canh bdao bénh nhin vé diéu nay.

TUONG TAC VA TUONG KY CUA THUOC iboratoi
Tuong tac thufuc va cac dang twong tic khiace 1 Rue Al
Cac Dhéj hop cin xem xét . ) ‘ . 39007 L
Cac thube ¢o6 hoat tinh khang-cholinergic khac, nhu thuoe chong tram cam ba vong, mot so
thuoc khang- histamin  HI, thude i bénh Parkinson, disopyramide, mequitazine,
phenothiazines, thudc an th’tn kinh. thudc chdng co Ihé’it kiéu atropine, clozapine va quinidine,
vi nguy co tang tac dung bét loi kiéu atropine (bi tiéu. tdo bon, kho miéng).

Tuwong ki ;
Khong duge tron chung san pham thude nay voi cac thude khac.

TAC DUNG KHONG MONG MUON

Nhimg tac dung bét loi cia atropine phén 1ém c6 thé lién quan véi tac dong duge ly cua thude
& cée thy thé muscarinic, va thu thé nicotinic khi dung lidu cao. Cac tac dung bt lgi déu lién
quan vai lidu dung va thuo*m_ hbi phuc th ngung diéu tri. Nhimg tac dung thuomg gap nhit
xdy ra véi nhimg liéu tuong doi nho la roi loan thi gidc. giam tiét dich phé quan, khé miéng,
tao bon, trao nguoc, béc hoa, ticéu kho va kho da. C6 thé xay ra nhip tim chdm thoang qua
tiép theo 1a nhip tim nhanh. véi dénh tréng ngue va loan nhip.

Viéce danh gia cdc phan dng bat loi dua trén dinh nghia tin sudt sau day:
Rét hay gap: >1/10;

Hay gap: >1/100 dén <1/10;

ft gap: >1/1.000 dén <1/100;

Hlem gép: =1/10.000 dén <1/1.000;

Rt hiém: <1/10.000:

Khéng rd: khéng thé ude lugng tir dir liéu hién ¢6
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3]

Tan suat| Rat hay gap | Hay gap | It gap | Hiém gap | Rat hiém | Khéng o
(>1/10) (>1/100  dén | (=1/1.000 | (=1/10.000 | (<1/10,000) | (khéng thé
<1/10) dén dén ude  luong
<1/100) <1/1.000) tr die li¢u
System hién cd)
Organ Class
Ro61 loan  he Phan dng | Phan vé
mién dich di img
R6i loan hé Kich thich, mat | Phan img| Co  giat, Pau  dau,
than kinh didu hop, 10 13n, | loan thin | ngu ga bon  chon,
va’hodc ao giac thzf.t diéu,
(dac biét la ¢ mat ngi )
liéu cao). tang re AGU
than nhiét 2xanger F
R6i loan mat | Roi loan thi gide ‘ON - FI
(gian dong tu,
e ché diéu tiét,
nhin md&, s¢ anh
sang)
Roi loan tim Nhip tim nhanh Loan nhip
(loan nhip. con E nhi, rung

nhip tim cham
thoéng qua)

thét. dau that
nguc, con
taing  huyét
ap

Réi loan mach
mau

Boc hoa

ROi loan ho
hap. nguc va
trung that

Giam tiét dich
pheé quan-

RoOi1 loan tiéu
hoa

Kho miéng
(nudt va noi
kho, khat nuéce).

e ché doi giao |

cam duong tiéu
hoa (tao bon va
trao nguoc). uc
ché tiét dich da

day, mat vi giac, |

budn ndn, non,
cam giac day
bung

Ro1 loan da va
mo dudi da

Giam  tiét mo
ho6i. m¢ day, noi
man

Roi loan thén
va duong tiéu

Uc ché su kiém
soat dbéi giao
cim ¢ bang
quang. bi tiéu
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Trée em

Nhil nhi, tré nhé va tré em bi liét citng hodc tdn thuong nao ¢6 thé dé min cam hon véi cic
tac dung khang-muscarinic.

Nhitng nhom bénh nhan ddc hiét

Atropine c6 thé gay kich thich, mat diéu hop, 1t 1dn va‘hodc do giac. dac biét trén ngudi gia.
Twong tw. mét nghién ciru dich t& hoe da bao cdo hoat dong nhan thire thip hon trén bénh
nhan cao tudi ding thude khang-muscarinic.

Bénh nhén ¢6 hdi chimg Down ¢6 thé man cam hon véi céc tac dung khang-muscarinic.

Bio cdio phin dmg bit lgi nghi ngo

Bao cdo cac ph'm tmg bat loi nghi ngo sau khi thude duge cip phép luu hanh la rat quan
trong. Béo cdo nay ‘glup gidm sat lién tuc ¢an b‘uw lgi ich/ nguy co cua thuoc Nhéan vién y
t& ¢6 thé béo cdo moi phan g bét loi nghi ngés vé Trung tim qudc gia vé théng tin thude va
theo doi phan (mg ¢6 hai cuia thude.

QUA LIEU VA CACH XU TRI

Triéu chirng:

Bbc hoa va khé da, gian dong tir kém sg anh sang, kho miéng va kho ludi di kém véi cam
giac bong rat, kho nudt. nhlp nhanh, thd nhanh, ting than nhiét, budn nén, nén, tang huye ét
ap. ndi man va kich dong. Cac triéu chimg kich thich hé than kinh trung vong bao g Lom bon
chdn, 10 1An, @o giac, hdi chimg paranoid va phan tmg loan than, mat diéu hgp, cudng sang
va d6i khi-co gidt. Trong trudmg hop qua lieu nang. trang thai lo mo, sting s& va e ché hé
than kinh trung wong c6 thé xay ra véi hon mé, suy tudn hoan va hd hép va chét,

Céch xir tri: -
Dicu tri ndng d&. Phai duy tri tri duong tho thoa dang. Co thé dung diazepam dé kiém soat
sur kich thich va co gidt nhung phai xem xét nguy co trc ché hé than kinh trung wong.

TINH CHAT DUQC LUC HOC

Nhom duge [v-tri liéu: Alkaloid belladonna, amin bac ba.
Ma ATC: AO3BAOL.

Atmpme la mt tic nhéan khéng-muscarinic doi khang canh tranh véi acetylcholine & dau tan
soi than kinh hau hach, vi thé tic dong dén cic thy thé & cac tuy én ngoai tiét, co tron, co tim

va hé than kinh trung vong.

Céc tac dung ngoai bién bao gdm giam san xudt nude bot, mo hoi, chat tiét ciia mili, tuyén
nude mat va dich vi, giam van dong rudt va (c che tiéu tién.

Atropine lam tang nhip xoang va su din truyén & niit xoang va nit nhi-that. Nhip tim thuong
tang nhung nhip tim lic déu ¢6 thé cham.

Atropine ¢ ché su tiet dich ¢ toan by duong ho hap va lam gian co tron phé quan, gay gian
phé quan.
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TINH CHAT DUQC PONG HOC

Hap thu
Sau khi tiém tinh mach, mirc tang nhip tim cao nhat xay ra trong vong 2 dén 4 phat. Sau khi

tiém bap. atropine dat nong dg dinh trong huye ét tuong trong vong 30 phit, mic du tac dung
cure dai trén tim, sy bai tiét mo hdi va nude bot ¢6 thé xay ra 1 gior sau khi tiém bap.

Phan bd

Mot gior sau khi tiém bap va tiém tinh mach, nong do trong huyét turong tuong tu nhau.
Atropine dugce phan b6 rong rdi khip co thé va di qua hang rao mau-ndo va hang rao nhau
thai.

Chuyén héa

Atropine duge chuy én hoa khong hoan toan ¢ gan va dugc bai tiét trong nude tiéu dudi dang ANT
thuée khong thay doi va cac chit chuyén hoa. Khoang 50% liéu ding duge bai tiét trong vong ¢

4 gior va 90% duoc bai tiét trong vong 24 gidr. b

Thai trur
Thai gian ban thai khoang tir 2 dén 5 gid. Co dén 50% lieu dung duge gan vai protein.

Ireem
Tré em. dac biét 1a tré dudi 2 tum c6 thé man cam hon vai cac tac dong cua atropine. Thoi
gian ban thai ¢ tré em dudi 2 tudi dai hon gép ddi so véi ngudi lom.

Ngudi cao tudi
Thai gian ban thai cia atropine & ngurdi cao tudi (>65 tudi) dai hon gap déi so vai nguai lom.

DU LIEU AN TOAN TIEN LAM SANG

Trong cac nghién ctru phi 1am sang. céc tac dung chi duoc nhén thay & mur¢ phoi nhiém duoc
xem 14 vugt qua mic phoi nhiém cyce dai & ngudi, chimg 16 it ¢6 ¥ nghia d6i vai str dung 1am
sang.

Atropine sulfate lam giam kha nédng sinh san trén chudt duc. duge cho la hau qua cua tac
dung tre ché trén sur van chuyén tinh tring va tinh dich trong qua trinh phéng tinh.

QUY CACH PONG GOI .
5 ml dung dich trong bom tiém dong san (polypropylene) khong cé kim, duge dong goi rieng
trong vi nhyra trong sudét. Hop chira 10 bom tiém.

PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC
Pic¢u kién bio quan: Bao quan dudi 30°C

Han dung: Vi san pham chua mo: 3 nam ké tir ngay san xuat

NHA SAN XUAT
LABORATOIRE AGUETTANT
Lieu-dit Chantecaille
CHAMPAGNE, 07340. PHAP

NGAY XEM XET SUA POI, CAP NHAT LAI NOI DUNG TO HUONG DAN SU
DUNG THUOC

Laboratoire 8.G
1 Rue
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