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2. NHAN IN TREN HOP GIAY

Hop 20 6ng dung dich tiém 2ml

Rx -THUOC BAN THEO BON

Aiminazin

TIEM BAP - TIEM TRUYEN TINH MACH 1 25%
y
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4| Danapha

PHARMACEUTICAL JSC

5 in: 5 Chi dinh, chéng chi dinh, liéu lwong
Thanh phan: Cho éng 2ml on AL LULR ong,
- Clorpromazin hydroclorid ............ 25 mg ;’(’fmh d“":‘-;] t‘?h“;;hggg ;'“ gh:&

- T4 QUOCVITE AU svcsisisasmsissisousnssiiid 2ml Tvlf] xem ky 1 du gTCCSU ung
Bao quan: Noi khd, thoang, tranh anh sang. Sl;t}l(.chuan ap dung:

Nhiét d6 khong qua 30°C. Ngay SX:

CONG TY CO PHAN DUOC DANAPHA 5616 SX:
253 Diing S Thanh Khé Quén Thanh Khé, TP BaNang ;1.

Box of 20 ampoules of 2ml solution for injection

Rx- Prescription drug

AMinazin!

mov 1,25%

125%

4| Danapha

PHARMACEUTICAL JSC

C

Dosage & Administration

Read carefully in leaflet.

Storage: Store in cool and dry place,

do not store aboe 30°C, keep away from light.

KEEP O 934901

UT OF REACH OF CHILDREN
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. ‘ : r Rx- THUOC BAN THEO PON
| AMINAZIN 1,25 %

Poc ky hwéng din sir dung trude khi dung - Pé thude xa tim tay tré em - Thong bio ngay

cho Bac si nhirng tac dung khong mong mudn gip phai khi si dung thude

THANH PHAN: Cho 6ng 2 ml
Clorpromazin hydroclorid..........coccoevviiiiiiiiiiiiii, 125 mg
Ta duoc (Natri metabisulfit, acid ascorbic, natri citrat, natri clorid, acid
citric, nudc cat pha tHém) VA Al.......o..oveeeeeeeeeeeeeeeeceeeeee oo 12 ml
DANG BAO CHE: Dung dich trong, khong mau hoac mau hoi vang nhat, thude duoc
dong trong dng thiy tinh khong mau.
DUQC LUC HQC
Clorpromazin 1a mot din chét ctia phenothiazin véi tac dung chéng loan than va nhiéu
tac dung khac do chen thu thé sau:
- Dopamin, chii yéu Dopamin D> ¢ ving gitra hdi vién, cling ¢o thé gdy cdc triéu ching
ngoai thap.
- Thu thé serotonin (5-HT va 5-HT») ¢6 tac dung giai lo au, chdng tinh hung hang gay

g6, lam giam tac dung ngoai thap, ting cén. Chen thu thé histamin Hj c6 téc dung an
than, budn ngt, chong non.

- Thu thé o va o adrenalin lam giam huyét p, tim dap nhanh. Thu thé muscarinic lam
kho miéng, tdo bon, nhung tac dung khéng cholin c¢6 thé lam giam tac dung ngoai thap.
Ngoai ra thudc con cé thé lam giam giai phong hormon ha ddi va tuyén yén, e ché
trung tim diéu hoa than nhiét, lam giam co xuong.

DUQC PONG HQC -4

Hap thu nhanh qua duong tiéu hoa va duong tiém. Chuyén hoa & gan va thai trir qua

o

nude ticu. Thube phan bd rong rai trong da sé cac md va dich trong co thé. Sau tiém
bap, ndng do dinh trong huyét tuong dat duoc trong vong 15 - 30 phit.

Thudc qua duoc hang rao mau nio, noéng do trong ndo cao hop\t\rong huyét tuong.
90 - 99 % clorpromazin gan vao protein, chu yéu la albumin. Thé tich phan phdi trung
binh 16n, khoang 10 - 35 L/kg. Thube duoc phat hién trong nude tiéu cho dén mot nim
sau diéu tri.

Clorpromazin va céc chat chuyén hoa khac qua nhau thai va vao stta me. Khoang
10 - 12 chét chuyén hoa da xac dinh dugce ¢ ngudi. Cac con duong chuyén hoa gdm
hydroxyl héa va lién hop vdi acid glucoronic, N-oxy hoa, oxy hoa nguyén tir sulfur va
khir nhom alkyl. Nta doi huyét tuwong khoang 30 gid, dao thai cac chét chuyén hoa c6

thé rat kéo dai.
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Clorpromazin va chit chuyén hoa chi yéu dugc thai trir qua nude tiéu, mot lugng nho
trong phan, md hoi, toc. Bai tiét qua nude tiéu trung binh 43 - 65 % liéu ding hang ngay
trong 24 gio.

CHI PINH

- Tam than phan liét va céc r6i loan tdm than khac (didc biét 1a hoang tudng) hung cam
va hung cam nhe.

- Dung lam thubc hd trg trong diéu tri ngan han céc trang thai: Lo ling, kich dong tAm
than-van dong, kich thich, bao luc hay hanh vi béc ddng nguy hiém.

- Néc kho chira.

- Budn nén va non.

- Tam than phan liét va tu ky & tré em.

- An than trude phau thuat.

- Diéu tri triéu chtng giai doan hung cam trong rdi loan ludng cuc.

LIEU LUQNG- CACH DUNG: Theo su chi dinh ctia Bac si

Cach dung: Tiém bap sdu, tiém truyén tinh mach. Dé truyén tinh mach, thudc pha
vao 500 - 1000 ml dung dich natri clorid 0,9 % va truyén cham.

Liéu lwong

- Tam thin phan ligt, roi logn tim than khdc, lo ling va kich dong, tim thin phin
liét thoi tho du va bénh tw ky: Dung tiém bap vai liéu nhu sau:

+ Nguoi 16n: 25 - 50 mg mdi 6 - 8 gid/lan.

+Tré 1 -5 tudi: 0,5 mg/kg can nang mdi 6 - 8§ gio, khong duoc vuot quéa 40 mg/ngay.
+Tré 6 - 12 tudi: 0,5 mg/kg can ning mdi 6 - 8 gi0, khong vuot qua 75 mg/ngay.

+ Tré dudi 1 tudi: Khong str dung.

+ Ngudi cao tudi, yéu: Liéu thip hon nguoi 16n du dé kiém soat trieu chirng, 25 mg moi
8 gio/lan. )
- Nic lién tuc khé tri ‘ A :

+ Nguoi 16n: Tiém bép 25 - 50 mg, néu van néc, truyén tinh mach cHém}S/-SO mg.

+ Tre¢ em va nguoi gia: Khong c6 thong tin.

- Buon non, non: Tiém bip

+ Ngudi 1on: Liéu khoi ddu 25 mg, sau do6 25 - 50 mg mdi 3 - 4 gio/lan cho dén khi
dirng non, sau d6 chuyén sang dang ubng.

+Tré 1 -5 tudi: 0,5 mg/kg can ning mdi 6 - 8 gio, khong duge vuot qua 40 mg/ngay.
+Tré 6 - 12 tudi: 0,5 mg/kg cn n@ng mdi 6 - 8 gio, khong vuot qua 75 mg/ngay.

+ Tré dudi 1 tudi: Khong sir dung.

+ Nguoi cao tudi, yéu: Khong khuyén cao.
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- Chéng non, an than truwée phiu thugt

+ Ngudi 16n: Tiém bap 12,5 - 25 mg trude phau thuat 1 - 2 gio.

+ Tré em: Tiém bap 0,55 mg/kg can ning trude phiu thuat 1 - 2 gio.

+ Nguoi cao tudi, yéu: 1/3 dén 1/2 lidu nguoi 1om.

CHONG CHI PINH

- Man cam véi clorpromazin hodc véi bt ky thanh phan nao ctia thude. C6 thé man cam
chéo véi cdc phenothiazin khéc.

- Bénh gloucom goc dong.

- Bi tiéu tién do phi dai tuyén tién liét. Tién str giam bach cu hat.

- Uc ché hé than kinh trung wong nang, hon meé, bénh nang & gan hoac tim.

- Bénh nhuoc co, suy tiy xuong.

THAN TRONG KHI DUNG THUOC

- Néu ¢6 hién tugng sbt cao, viém hong hodc bat ky nhim khuén nao xay ra trong khi
dang dung thudc, can lién lac ngay v6i Béc si va tién hanh kiém tra cong thirc mau.
Ngimg st dung thude néu ¢6 hién tuong ting bach cau, giam bach ciu hat.

- Thube ¢6 thé gy kéo dai khoang QT. Tac dung nay c6 nguy co gy xodn dinh, nguy
co ndy tang lén khi c6 nhip tim cham, gidm kali huyét, QT kéo dai bAm sinh hay mic
phai.

- Than trong khi dung thube cho ngudi bi ung thu vt hodc u phu thude prolactin khéc vi
c6 thé lam tang ndng do prolactin.

- Khong dung cho ngudi cao tudi b loan than do sa sut tri tué vi c6 thé tdng nguy co tai
bién mach méu nio.

- Thén trong khi dung cho nguoi cao tudi vi thude d& gdy ha huyét 4p thé ding, budn

ngu, triéu chirng ngoai thap, tdo bon man tinh, phi dai tién liét tuy ’nv.
- Than trong khi dung thudce cho ngudi méc bénh tim mach, phéf,_\éi ube ¢6 tac dung
lam tim ddp nhanh ha huyét ap thé dimg. |

- Thén trong khi diing cho nguoi ¢6 bénh gan than ning vi nguy co gay tich liiy thude.

- Hoi chimg an than kinh 4c tinh: Néu xdy ra tinh trang sot cao khong rd nguyén nhan,
c6 thé d6 1a triéu chung cta hoi chimg an than kinh 4c tinh (xanh xao, tang than nhiét, y
thtre thay doi, cimg co), cin ngung diéu tri bang clorpromazin.

- Tranh str dung ¢ bénh nhén suy gidp, nhugc co, phi dai tién liét tuyén.

- Tranh ngimg thudc dot ngot khi dang dung liéu cao vi co thé gy budn noén, ndn, mat
ngu.

- Thén trong khi dung thube cho dbi tuong ¢6 cac bénh sau: Nhip tim cham dudi
55 nhip/phut, ha kali huyét, ha calci huyét, nghién ruou, bam sinh mic bénh kéo dai

khoang QT, diéu tri dong thoi véi thube ¢6 thé gay kéo dai khoang QT.
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- Trir truong hop dic biét, thude khong nén dung cho nguoi dang mac bénh Parkinson.
Thubc khong ding cho ngudi méc bénh réi loan hanh vi lién quan dén mat tri nho.

- Tang duong huyét hodc khong dung nap glucose da dugc bao cdo, vi vay bénh nhan co
nguy co dai thdo dudng nén theo doi duong huyét trong qué trinh str dung thudc.

- Phai theo doi mit, huyét hoc déu din khi str dung thude 1au dai.

- Thude 6 thé gay ha huyét 4p, nén bénh nhan cin nim it nhét 30 phut sau tiém.

THOI KY MANG THAI VA CHO CON BU

Thoi ki mang thai

Khi phu nit mang thai dd dung clorpromazin, cin phai duy tri lidu thép nhét ¢6 hiéu qua
trong sudt qué trinh mang thai. Clorpromazin c6 thé kéo dai chuyén da va phai ngirng
thude cho dén khi ¢d tir cung m& duoe 3 - 4 cm. Tré so sinh tiép xtic voi thube 3 thang
cudi c6 thé gap céc tac dung phu nhu triéu chimg ngoai thép, triéu chirng cai nghién, do
do tré so sinh can duoc theo doi va co ké hoach diéu tri thich hop néu can.

Thoi ki cho con bu

Vi clorpromazin tiét vao sita c6 kha ning gdly cdc phan tng ¢6 hai nguy hiém cho tré bu
me, do d6 néu nguoi me khi ding thude thi nén ngung cho con bu.

TAC DUNG DPOI VOI KHA NANG LAI XE, VAN HANH MAY MOC VA LAM
VIEC TREN CAO

Vi thude 1am giam su tinh tdo, c6 thé gdy ngu ga, khong nén lai xe hay van hanh may
moc hay 1am viée trén cao khi dang str dung thude.

TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG
TAC KHAC

- Khong st dung Aminazin 1,25 % cung vé6i céc thude sau: D inergic (quinaglide,
cabergoline), di khang canh tranh véi clorpromazin, citalopram va escitalopram. Tranh
phéi hop véi nilotinib, tamoxifen, thioridazin, ziprasidon. '

- Cac két hop sau khong duoc khuyén céo:

+ Levodopa c6 d6i khang canh tranh véi clorpromazin.

+ Thude kéo dai khoang QT.

+ Ruou lam tang tac dung an than cua thude.

+ Lithi ph6i hop v6i clorpromazin gdy tinh trang 16 14n va d6i khi lam tang liti huyét.

- Céc két hop sau can khuyén cao than trong

+ Thude tri tiéu duong: Khi dung dong thoi clorpromazin liéu 100 mg cung vai thude tri
tiéu duong 6 thé lam tang duong huyét.

+ Thudc khéng acid da day (mudi nhom, magnesi): Giam hép thu thudc cl orpromazin.

fub—
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- Khi phdi hop str dung clorpromazin va céc thude sau ddy can xem xét:

+ Thude ha huyét 4p: Lam nghiém trong thém tac dung phu ha huyét ap thé dung cua
clorpromazin néu né xay ra.

+ Atropin va dan xuét atropin khéc, imipramin, thuéc chdng trim cam, thudc khang
histamin H;, thudc khéng Parkinson, thudc chdng co thét atropinic, dispyramide: Tang
tac dung phu cta atropin nhu bi tiéu, tdo bon va kho miéng, dot quy.

+ Thude e ché than kinh trung wong: Dan xudt morphin, barbiturat, benzodiazepin,
thude ngi, thude chéng trim cam, thudce an than, thude ddi khéang thu thé histamin Hj,
thude ha ap: Tac dung phu lién quan dén su tinh tdo c6 thé lam nguy hiém khi lai xe
hodc van hanh may moac.

TAC DUNG KHONG MONG MUON

- Thube c6 chira natri metabisulfit, hiém gip c6 thé gay phan tng qua man nghiém
trong va co that phé quan.

- Tac dung khong mong mudn ctia clorpromazin phu thudce vao lidu ding, thoi gian diéu
trj va chting bénh. Nguy co ting cao hon ¢ nguoi co bénh vé tim, gan, mau.

- Cac tac dung khong mong mudn cta clorpromazin thuong biéu hién & hé tim mach va
hé than kinh trung wong.

- Mau va hé tao mau: Co thé gap mat bach cau hat, giam bach cAu.

- Réi loan hé théng mién dich: C6 thé c6 lupus ban dé, co that phé quan, phan tmg phan
ve.

- Réi loan ndi tiét

+ Thudng gap (ADR >1/100): Tang prolactin mau, mét kinh nguyét. I

+ C6 thé gap nit hoa tuyén vu, rdi loan chic nang cuong duong, rdi lodn tinh duc ni,
bét luc.

- Réi loan chuyén héa va dinh dudng

+ Rat thuong gap (> 1/10): Tang cén

+ Thuong gap (> 1/100): Giam dung nap glucose.

+ C6 thé gap: Tang duong huyét, tang triglycerid mau, ha natri médu, tiét hormon chéng
bai niéu.

- Réi loan tam than

+ Thuong gip (> 1/100): Tam than lo lang.

+ Co thé gap: Trang thai hon mé, tim trang thay doi.

- Réi loan hé than kinh

+ Rat thuong gdp (> 1/10): An than, mo mang, rdi loan vén dong, r6i loan ngoai thap.

[
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+ Thuong gip (> 1/100): Tang truong luc co, dong kinh.

+ C6 thé gip: Co cung ham, mét van dong, tang dong, hoi ching an than kinh 4c tinh,
Parkinson.

- Réi loan thi gide: C6 thé gip rdi loan didu tiét mét, thay ddi thi gidc, ling dong gidc
mac.

- Réi loan tim mach

+ Rét thuong gap (> 1/10): Ha huyét ap thé dimg, dic biét dé xay ra & déi tuong cao tudi.
+ Thuong gap (> 1/100): Thay doi dién tAm d6 bao gom kéo dai khoang QT.

+ C6 thé gap: Loan nhip tim, rung thit, nhip nhanh that, xodn dinh. Thuyén tic tinh
mach, tic mach phéi, huyét khdi tinh mach sau.

- R&i loan ho hép, 1ong ngure: Co thé gap suy ho hap, nghet miii.

- Réi loan tiéu hoa

+ Rét thuong gap (> 1/10): Kho miéng, tao bon.

+ C6 thé gdp: Viém dai trang thiéu méau cuc bo, liét rudt, thung rudt, tac ruot, viem dai
trang.

- Réi loan gan mét: C6 thé gdp vang da, viém gan, ton thuong gan & mat.

- Da va rdi loan mo dudi da: Co thé gdp viém da, phu mach, di tng, 1 , phan tng
vé1 anh sang.

- Réi loan tiét niéu: Co thé gap bi ticu.

- Phu nit mang thai: Hoi ching cai thude & tré so sinh.
- Hé thdng sinh san: Cuong duong

- Toan than: Réi loan than nhiét, mat ngu, lo léng.
Thong bdo cho Bdc si cdc tac dung khong mong muon gap phai khi sw dung th uéc.
QUA LIEU VA XU TRI

Triéu chitng: Céc triéu chimg ctia clorpromazin qua liéu bao gdm budn nga hodc méat y
thire, ha huyét ap, nhip tim nhanh, thay doi dién tam dd, loan nhip that, ha than nhiét,
Parkinson, co giat va hon mé. R6i loan vén dong ngoai thap c¢é thé Xay ra.

Piéu tri

Cén diéu tri triéu chirmg va hd tro chirc nang séng, can chu y dac bict dén chuc nang
gan, than, ho hip, tim va can bang nude dién giai.

Néu bénh nhan phat hién sém sau khi uéng lidu gay doc (6 gio sau khi uéng), suc rira da

day, str dung than hoat tinh ¢6 thé c6 két qua. Khong cé thude giai doc dac hiéu.
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Tac dung gidn mach c6 thé gdy truy tuan hoan, nang 2 chan bénh nhan 1én cao. Truong
hop ning c6 thé tang thé tich tuan hoan bang cach truyén dich. Tranh st dung adrenalin.
Khi xday ra loan nhip can diéu tri tich cuc, néu kéo dai hodc de doa tinh mang, diéu tri
chéng loan nhip la can thiét.

C6 thé diéu tri co giat bang tiém tinh mach diazepam hodc phenytoin.

CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khong nén dung thude qua han (c6 ghi rd trén nhan) hay c6 nghi ngo vé chét luong
thude nhu bién mau, taa, xo bong....

Néu can biét thém thong tin, xin hay hoi ¥ kién cua Béc si hodc Duoc si,

QUY CACH PONG GOI: Hop 20 éng x 2 ml, ¢6 kém to huéng dan st dung.

PIEU KIEN BAO QUAN, HAN DUNG

Dé thude noi kho thodng, tranh anh sang, nhiét do khong qué 30 °C.

Han dung: 36 thang ké tir ngay san xudt.

TIEU CHUAN CHAT LUONG: TCCS

Ngay xem xét sira doi, cAp nhat ndi dung huéng din sir dung thude:

Thuéc dwoc sin xudt tai
CONG TY CO PHAN DUQC DANAPHA
253 - Diing Si Thanh Khé - Quén Thanh Khé - TP Pa Nan
;L a.com

Tel: 0236.3760130 Fax: 0236.3760127 Email: Info@da
Bién thoai tr van: 02363760131 ’
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Va phin phoi trén toan quoc

Da Néng, ngay 05 thang /. nam 2017

TUQ.CUC TRUONG
PTRUGNG PHONG
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