Rx - THUGC BAN THEOQ BON
Levomenromazin 25my

Boc ki hudng din sl dyng trudc khi ding - Bé thudc xa
tém tay ré em - Thing bao ngay cho Bac si nhiing tac
dung khdng mong mudn gap phai khi sl dung thudc.

PHAN A: HUGNG DAN SU DUNG THUGC CHO NGUGI BENH

1. TEN THUOC: Levomepromazin 25 mg

2. THANH PHAN: cho 1 vién nén bao duling

- Levomepromazin maleat twong dudng levomepromazin
- T4 duge (lactose, tinh bt sén, gelatin, Aerosil, magnesi
stearat, calei carbonat, dutng RE. titan dioxyd, talc, gom
arabic, parafin, ddu parafin) viia di .......cccceeeie coeee 1 Vi8N
3. MO TA SAN PHAM: Vién nén bao duting méu tring, hinh
try frén, mat viégn khd nhin, canh va thanh vién lanh En.

4. QUY CACH BONG GOI: Hip 1 Ip x 100 vién hodc hdp 5
vi x 20 vién, co kém t& hudng dédn sl dyng.

5. THUGC DUNG CHO BENH Gi

- Bénh tim thdn phan ligt, loan thin chu ky, loan thin giai
doan hung cam, loan than thiie thé. Réi loan nhin céch cb
théi 4 gay gé va hanh vi hudng ngoai qua mic.

- Bidu tri dau gua mdc, phdi hop vai cac thude gidm daw.

6. NEN DUNG THUOGC NAY NHU THE NAO VA LIEU LUONG
Dong theo sy hudng din coa BAc s :

- Lidu ding thang thudng & ngudi kn v thidu nidn

Loan tdm thin va dau nang

Lidng ban ddu: 50 - 75 mg (base)/ngay chia Am 2 hofc 3 [4n,
udng vao bda an, liéu 1ang din néu cin va chiju duge thudc.
Méu lidu ban ddu cén dén 100 - 200 mg/ngay, ngudi bénh
phai ndm tai givdng trong vai ngay ddu dé tranh gidm huyst
ap thé diing.

C6 thé cdn dén lidu 1 g hodc hon mbi ngay dé didu tr loan
tam than nang.

= Lifu thong thuéing & tré em

Loan tam thén hodc dau hodc an than

Lidu ban dfu: 0,25 mg (base)/kg/ngay chia lam 2 holc 3 14n

udng cung bda &n, liéu téng din néu cdn va dung nap dugc.

Lidu khing duge vugt qua 40 mg/ngay & trd dudi 12 wéi,

= Lidu théng thuding & ngudl cao twdl: 1/2 iéu thing thudng
& nguii I6n. Ngui bénh tam théin thyc thé hodc bi trang thdi
i0 1&n clp phii ding lidu ban ddu bang 1/3 hodic 1/2 lidu
théng thudng & ngudi Idn.

Liéu t&ng dén nhung khbng sdm qud cach 2 - 3 ngay, nén
cach 7 - 10 ngéy nu cd thé,

7. KHI NAO KHONG NEN DUNG THUGC NAY

Khéng nén ding thudc Levomepromazin 25 mg néu ban:
- Qué mén vdi phanothiazin.

- Banh thdn, tim hodc gan ning, hodc co tién sd co gidt.
- Qued liéu barbiturat, opiat hode rugu.

- Gidm bach cdu va cd tién s gidm bach cdu hat.

- B&nh nhugc co.

= Hon mé.

8. TAC DUNG KHONG MONG MUGN {ADR)

- Ngung sd dyng thudc va d8n gap Bac sT hodc dén ngay
trung t&m y té gdn nhét néu gap mdt irong cac téc dyng phy
gau: Kho thd hofic kho nudt, sung mat, mdi, Wwdi va cudng
hong. N&i ban dé rdi rac hodic thanh mang.

- Hay béo ngay cho Béc s néu cé mét trong céc tibu ching sau
+ Thuting gép: Ha huy#t 4p, dc bidt & ngudi gia, tim dap nhanh,
danh tréing ngyic. Loan trudng e cd cip, ding ngdi khing yén,
héi chiing Parkinson, run guanh migng, loan van $bng mudn.,
Khé migng, nhin mé, bi tiéu tign, @0 bon, budn ngl.

+ It géip: Buén ndn, nén, dau ving da day, khé tidu tign, run
ed, réi loan dibu tidt mét, w0 to & nam, tng cén.

+ Hi#m g&p: An thin kinh &c tinh 1a tdc dung phy hidm gap
nhung nguy hiém. Bidu hién gém s&t cao, 88 mé hdi, cling
co, tim d&p nhanh, thd nhanh, budn ngld ho#ic nhdm 1An.
Méu géip cac trifu ching nay, hay liégn hé ngay vdi Bac 51,
Mgoai ra, con gép céc te dyng phy khac nhu nhidt co thié
cao, dd md hoi, da nhidm sfc xdm - xanh do ding thudc dai
ngay, bénh ving mac séc td, tigt nhidu sda, gt dudng, rdi
loan huydt hoe nhy mat bach cdu hat, gidm bach céu.

Bdi mau da hodc mét, dau byng hay cdng bung, ngda, phin
o6 mau, budn ndn, mét sy thém an. Day cd thd 1a tridu
ching gy bdi tén thudng gan.

Théng bdo ngay che Bdc si nhing tdc dung khéng
mong mudn gdp phai khi s dung thude.

9. NEN TRANH DUNG NHUNG THUSC HOAC THYC
PHAM Gi KHI BANG SU DUNG THUGC NAY

Hay bao cho Béc s hodc Duge ST cde thulic ban dang s
dung hodc vila mdi sd dyng, bao gdm ci thufc ké dan,
khong k& don i ching co thé thay adi hidu qud cla
levomepromazin, Dac bidt 1a cdc thube sau

- Thudc didu tri cao huyét ap.

- Thubc khiang acetylcholin,

- Thudc dc ché thin Kinh trung Uvdng nhu barbiturat, thudc
khdng histamin, thudic chéng trdm cadm va cac thudc trj rdi
loan tam thén.

- Adremalin & nhiing bénh nhén qua ligu thudc chdng loan than.
- Tréinh udng rugu tromg khi dang sU dyng levomepromazin.

10. NHONG DAU HIEU VA TRIEU CHUNG KHI DUNG
THUSC QUA LIEU

Khl ding qué lidu khuyln céo, cb thé cé céc tridu ching:
Mt didu haa, chéng mét, ngld ga, bt tinh, co gidt, o ché

hé hip. Tridu chiing ngoai thap b th
nhanh xoang, thai gian Q - T kéo dai, bl
khi gap loan nhip thét ndng. Gidm huyét &
tinh do thuds an than kinh.

Z:
11. CAN PHAI LAM GI KHI DUNG THUGC % Eu
KHUYEN CAO

Cén théng bdo ngay cho Béc si khi s dung thude qu‘%‘
khuyén cdo. BEn ngay trung tdm y t8 néu xudl hidn cac tri C
ching bét thubng khi s{ dyng qué lidu,

12. NHONG BIEU CAN THAN TRONG KHI DUNG THUGC NAY
- Vi levomepromazin cé thé gay ha huyét 4p thé ding ddng
ké, khi ding thudc, ban phdi néim tai givding hodic phai duge
giém sl chat ché it nhét trong & - 12 gid sau mdi l&n udng
nhiing liéu ddu tién.

- Cén bao cho Bac sinéu

+ Ban ¢d vén dé vé gan, bj méat tri nhd, médc bénh loan nhip
hay chém nhp tim hodic tién sd gia dinh cd bénh tim.

+ La ngudi gia, ¢d bénh tim, khi ding thudc néu cam thay co
triéu ching md, chodng vang, cdn nam nghi trén giubng.

+ Hiy bao cho Bac si néu ban da ting 6 con ddt quy. néu
I ngudi nghién rugu, hodc cb bénh ddng kinh, mic bénh rdi
logn tam thén hung cam.

- Thudic cé chiia lactose, vi vy néu co viin dé di truyén higm
gap nhu khdng dung nap galactose, thifu hyt lactase, hodic
kém hép thu glucose - galactose thi khéng nén sd dung.

13. SU DUNG THUSC d PHY NO CO THAI VA CHO CON BU
« Khéng dugc st dyng thude cho ngudl bénh & 3 thang cudi

cla thai ky vi tang nguy cd phén (ing khéng mong mufln vé

thén kinh va vang da cho tré so sinh. Tuy nhién co thé sl dung

thudc e chuyén da dé vi rét it khi xdy ra con co t cung.

- Vi lidu diing dé gidm dau trong khi chuyén da, sla me co

thé chia mét lugng thudc khdng ddng ké. Nhung xét vé

ndng a4 va lidu lugng & tré nhd, rdl nhidu kha néing 1a khing

cd bt ki nguy cd nao cho tré nhd.

14. KHI NAD CAN THAM VAN BAC ST, Dugc sl

Khi tac dyng khéng meng mudn kéo dal hofic ndu cdn thém

thing tin, xin hdi ¥ kifn Béc si hejc Duge 1.

15. CAN BAO QUAN THUGC NAY NHU THE NAD

B4 thufc nai khé thodng, tranh anh sang, nhiét 48 dudi 30 °C.

16. HAN DUNG CUA THUSC: 36 thang ké tir ngay sén xudt

PHAN B: HUONG DAN SU DUNG THUSC CHO CAN BO Y TE

1. CAC BAC TiNH DUQC LI/C HQC, DUGC BONG HOC
Duge lyc hoe

Levomepromazin & din chit cla phenothiazin cd téc dyng
dugc by tudng ty clorpromazin va promethazin, Tuy nhigén,
mdt 58 tac dung trung udng cla clorpromazin da dugc
khuéch dai & levomepromazin. Tac dyng an thdn, khéa nang
l4ng cuding tac dung géy ngl va gidm dau manh han.

ra mudn. Nhip
i thét, nhung it
i chung ac



Dugc ddng hoe

Sau khi udng thudc, néng d6 dinh trong huyét tuong dat tu
1 dén 4 gi8i. Khodng 50 % thufe udng vao twin hoan todn
than. Levomepromazin chuyén hda & gan thanh sulfoxid va
chét lién hgp glucuronic va bai tigt nhidu vae nude tidu dugi
dang céc chét db. Mét lugng nhd thudc dang khéng bidn déi
bai tié1 vao phin va nudc tidu. Nda dbi huy#t thanh khoding
20 gid. Cac cht chuyén hda cing cd tac dyng, nhung kém
han so vail thulic nguyén dang. Bal Uét tuong ddi chim va
cdc chit chuydn hoa vin cd trong nudc tidu tdi 1 tudn sau
khi ding 1 lidu duy nhit.

2. CHi BINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH
Chi dinh

- Bénh tim thén phan ligt, loan thin chu ky, loan thin giai
doan hung cam, loan thin thyc thé. RS loan nhan cach cd
théi d& gay gé va hanh vi hudng ngoai qua mic.

- Didu tri dau qua mic, phdi hop vdi cée thuldc gidm dau.
Céach dung - Liéu ding

- Lidu ding théng thusing & ngudi ldn wa thidu nién

Loan tAm thdn va dau nang

Ung ban ddu: 50 - 75 mg (base)/ngay chia lam 2 hodc 3 I4n,
uéing vAo bla &n, lidu 1ang din nu cin va chiu duge thudc,
Méu liéu ban ddu cdn dé&n 100 - 200 mgmgay, ngudi bénh
phai ném tai giudng trong vai ngay ddu a8 tranh giam huyt
ap thi ding.

Cd thé céin dén lidu 1 g hodc han mdi ngay dé didu trj loan
tAm thédn nang.

- Liu théng thuting d tré em

Loan tam than hodc dau hodic an than

Ligu ban ddu: 0,25 mg (base)/kg/ngay chia lam 2 hodc 3 lin

wing cing bifa &n, lidu ting din ndu cdn va dung nap dugc.

Lidu khéng duge vugt qua 40 mg/ngay & ré dudi 12 wéi.

= Liéu thing thudng & ngudl cao IE: 1/2 lidu thong thudng
& ngudi 1dn. Ngudi bénh tam than thye thé hode b trang thél
I3 18n clp phéi dong lidu ban ddu bing 1/3 hodie 1/2 lifu
thang thuding & nguii kn,

Lidu tang dén nhung khing sdm qué cdch 2 - 3 ngay, nén
cach 7 - 10 ngay néu ob thé.

Chéng chi djnh

- Qud min vii phenothiazin.

- Bénh thén, tim hodc gan ndng, hodc cd tidn sl co giat.

- Qud lidu barbiturat, opiat hodic rugu.

- Giam bach cdu va cd tidn s gidm bach céu hat.

- Bénh nhuge ca.

- Hén mé.

3. THAN TRONG KHI DUNG THUGC

- Vi levomepromazin cé thé gdy ha huy&t 4p thé ding dang
ké, ngudii bénh ding thudc phadi ndm tai giuding hodic phai
dugc gidm st chit ché it nhét trong 6 - 12 gith sau mbi 14n
udng nhing lidu d4u tién

- Cén than trong khi ding thudic cho ngudi cao tudi hodc

ngudi suy nhuge o bénh tim vi nguy o ha huyét ap nang.
O nhing ngudi nay cin phai gidm lidu déu tién va co thé
ting dén néu cén trong khi dé phai kifm tra thuding xuyén
mach va huydt ap.

- BSi vdi ngudi ding thudc théd gian dai, phdi dinh ky xét
nghiém mau va test gan, vi cb thé cé céc tic dung phy vé
huydt hoc va gan néng.

- Thén trong khi chi dinh cho cac rdi loan 1Am thdn hung cam.

- Thubc cd chia lactose, vi vay néu co ven 38 di truyén hiém
gap nhy khdng dung nap galactose, thifu hyt lactase, hodc
kém hdp thu glucose - galactose thi khbng nén sd dung.

4. THOI KY MANG THAI VA CHO CON BU

- Khing duge sl dung thude cho ngudi bénh & 3 thang cudi
cla thai ky vi tAng nguy o phan dng khang mong mudn vé
thén kinh v vaing da cho tré so sinh. Tuy nhidn cd thé si dyng
thudie e chuyén da dé vi rét it khi xdy ra con co tll cung.

- Vi lidu diung dé gidm dau trong khi chuyén da, siia me cé
thé chia mét lugng thudc khéng dang ké. Nhung xét vé
néng dd va liéu lugng & tré nhd, rit nhidu kha ning [ khéng
cd bit ki nguy oo nao cho tré nhd.

5. TAC DUNG BOI VOI KHA NANG LAl XE, VAN HANH
MAY MOC VA LAM VIEC TREN CAO

Cén s dyng thudc than trong & ngudi dang 1&i xe va vin
hanh may méc vi thudc cb thé gay budn ngd.

6. TUONG TAC CUA THUGC vOI CAC THUSC KHAC VA
CAC LOAI TUONG TAC KHAC

- Céc thudic ha huy8t ap: Nguy cd ha huy&t ap tng.

- Thufic khdng acetylcholin: C6é thé lam ting hidu qué céc
thuSc khang acetylcholin va cdc thufic gidn cd xudng
succinylchaolin.

- Thude dc ché thdn kinh trung ugng: Cé tac dung cdng lyc
ho@c tang cuding tac dyng cac thudc de ché than kinh trung
wong nhu opiat, barbiturat, thude khang histamin, thudc trin
tinh hodSc rugu.

Phai than trong khi ding véi céc thubc nay dé tranh qué lidu.

- Adrenalin: Levomepromazin lam ddo ngugc tac dyng co
mach cla adrenalin.

7. TAC DUNG KHONG MONG MUON

Téc dyng khong mong mudn cla levomepromazin gidng
nhu cla céc phencthiazin khac, nhung ha huydt ap thé
ding néng hon va xdy ra thudng xuyén hon so vdi cac
phenothiazin khac,

* Thuéing gdp, ADR = 17100

- Tim mach: Ha huyét ap thé ddng, tim dip nhanh, danh
tréng nguc.

= Thén kinh: HAi chiing ngoai thap: Loan trddng lye cd cdp,
ding ngli khéng yén, hdi ching Parkinson, run quanh
midng, loan van ddng mudn (sau didu trj dai ngay).

« Téc dyng hé thén kinh tu quén: Khd miéng, nhin mé, bi tidu
tién, tho bén, budn ngl.

- Da: Man cdm Anh sdng, phét ban ngodi da, phan Ung qua

%
min (may day, dat sdn, chim xuﬁ%ﬁ hodc phi).
= Ho hép: Sung huyét mdi (ngat mﬁi}.’//f

* It gép, 1/1000 < ADR < 1/100 /‘(/

- Mét: RS loan didu tigl. 7),

- N tidt va chuyén hda: VU to & nam, thay tinh dyc,

tang can.

- Tilit nigu - sinh duc: Kho tiéu tign.

- Tibu hda: Budn ndn, ndn, dau ving da day. (/O

- Thén kinh cd: Run. QO

* Higm gép, ADR < 1/1000 @)

- Thén kinh: Hai ching éc tinh do thude an thdn kinh, réi /))/

loan didu hod than nhidl, ha thdp ngudng co gidt.

- Da: Da bién méu (nhiém séc xam - xanh do ding thudc dai ngay).
- N tiét va chuyén hoa: Tiét nhiéu sia.

- Tiét nidw - sinh dyc: Liét dudng.

- Huyft hoc: Mt bach cdu hat, gidm bach cu,

- Gan: Vang da & mt, nhidm ddc gan.

- MAt: Bénh véng mac séc 15.

Thiéng bdo ngay cho Bdc si nhing fdc dung khdng
mong muédn gip phél khi & dyng thude.

8. QUA LIEU VA CACH XU TRi

- Triéu ching: Uc ché thin kinh trung uong la tridu ching
trdi nhat. Mat diéu hoa, chong mil, ngl ga, bat tinh, co giat,
tc ché hd hdp. Tridu ching ngoai thap ¢ thé xdy ra mudn,
Nhip nhanh xoang, thai gian Q - T kéo dai, bldc nhi thét,
QRS gian rdng, nhung it khi gap loan nhjp thit ndng. Gidm
huy#t &p. Héi ching 4c tinh do thuSc an thin kinh.

- Bidu tri: Rla da day clng vdi than hoat, HS trg hé hip va
diéu chinh cAn bang kiém toan. Chéng co gidt: Diazepam
10 - 20 mg cho ngudi Idn, 0,1 - 0,2 mg'kg cho iré em. Tridu
chiing ngoai thap, cho biperiden 2 - 4 mg (iré em 0,04
mg/kg) tidm bép cdch nhaw 30 phit. Theo déi dién tdm db.
Ching loan nhip, ding thioridazin, Ha huydt dp, cho truyén
dich Ginh mach va dopamin, noradranalin, dobutamin.

9, CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO

- Khéing ding thuc qua han (cd ghi rd trén nhan) hay khi co
sy nghi ngd vé chét Wgng thudc.

- Khéing diing qué liéu chi dinh.

- Méu cén thém thang tin, xin hdi ¥ kién Béc sT.

Ngay xem xét sia d8l, cdp nhit ndl dung hudng din sl
dyng thudc: 14/3/2017.

Thudec dugc san xudt tai;

CONG TY O PHAN DUQC DANAPHA
253 Ddng Si Thanh Khé, Q. Thanh Khé, TP. Da Nang
Tel: 0236. 37601320 - Fax: 0236. 3760127
Ernail: info @& danapha.com
S8 dién thoai tu vin: 0236.3760131
Vi dugc phan phéi trén toan qudc




