Rx - THUGC BAN THEO BON

Levomenromazin 25my

Doc ky hudng dén su dung trudc khi ding - D thubc xa
tdm lay Ird em - Thong bao ngay cho Bac si nhiing tac
dyng khong mong mudn gip phéi khi st dyng thude.

PHAN A: HUONG DAN SU DUNG THUGC CHO NGUOI BENH

1. TEN THUBC: Levomepromazin 25 mg

2. THANH PHAN: cho 1 vién nén bao duding

- Levomepromazin maleal tugng dudng levomepromazin
25 mg
- Té duge (lactose, tinh bdt sén, gelatin, Aerosil, magnesi
stearat, calcl carbonat, dudng RE, titan dioxyd, talc, gom
arabic, parafin, ddy parafin) viia d ........comne w1 VIER
3. MO TA SAN PHAM: Vién nén bao duting mau tréng, hinh
try trdn, mét vién khd nhiin, canh va thanh vién lanh lan,

4. QUY CACH BONG GOI: Hap 1 1o x 100 vién hodc hop 5
vi % 20 vién, ¢6 kém & hudng dén sd dung.

5. THUGC DUNG CHO BENH Gi

- Bénh thm thiin phan I, loan than chu ky, loan thin giai
doan hung cim, loan than thyc thé. REI loan nhén cdch c6
théi 46 gay gd va hanh vi hudng ngoai qua milc.

- Dibu trj dau qua muc, phdi hop vai cac thuc gidm dau.
6. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG
Diing theo sy hudng déin cla Bac si. :

- Lidu ding thang thubng & ngudi I6n va thiéu nién

Loan tAm thin va dau nang

Uéing ban ddu: 50 - 75 mg (base)/ngay chia lam 2 hodc 3 1an,
ubng vao bda an, lidu tang dén néu cdn va chiu dugc thudc.
Né&u lidu ban ddu cén dén 100 - 200 mg/ngay, ngudi bénh
phéi ndm 1ai givdng trong val ngay ddu dé tranh gidm huyét
4p thé ding.

C6 thé cén dén lidu 1 g hodic han mdi ngay aé didu tr loan
tam thén nang.

- Lidu thdng thuting & tré em

Loan thm thén hodc dau hoac an than

Liéu ban ddu: 0,25 mg (base)/kg/ngay chia lam 2 hogc 3 I4n

uing cung bla &n, lidu tang dén néu cén va dung nap duge.

Lﬂukmmmquimmgfngﬂdh&dtﬂ 12 wéi,

- Liu théng thuding & ngudl cao tudi: 1/2 liéu thdng thuding
& ngudi 16n. Ngudi bbnh tam thin thyc thé hodc b trang thai
16 1&n cép phai dung liéu ban ddu bing 1/3 hodc 1/2 lidu
théng thudng & ngudi kan.

Liéu tang dén nhung kh&;gldm quid cich 2 - 3 ngay, nén
céch 7 - 10 ngay néu cb thé,

7. KHI NAO KHONG NEN DUNG THUGC NAY

Khong nén ding thudc Levomepromazin 25 mg néu ban:

- Qué méin v&i phenothiazin.

- Bénh than, tim hodc gan néng, holic o tién sif co gidt,

- Qua Ibu barbiturat, opiat hodc rugu.

- Gidm bach clu v& c6 tién sl gidm bach cdu hat.

- Bénh nhuge co.

- Hon mé.

8. TAC DUNG KHONG MONG MUGN (ADR)

- Ngung s dyng thuc va dén gdp Béc sl hodc dén ngay
trung tm y 1€ gén nh&l néu gip mot trong céc tac dung phy
sau: Kho thd hoac khé nubt, sung mat, mdi, Iudi va cubng
hong. N&i ban @6 rél rac hodc thanh mang.

« Hay baéo ngay cho Bac si nfu co mdt trong céc trbu ching sau
+ Thuing gép: Ha huyét &p, d4c bigt & ngudl gi, tim ddp nhanh,
danh trBng nguc. Loan triong e co cip, ding ngdi khdng yén,
hdi chiing Parkinson, run quanh miéng. loan vitn ddng mudn.
Kho miéng, nhin md, bi tidu tign, t4o bén, bubn ngl.

+ [t gap: Budn nén, ndn, dau ving da day, khé tiéu tién, run
©d, rél loan diéu tiét mét, v to & nam, tang cn.

+ Hiém gép: An thdn kinh &c tinh 1a téc dyng phy hiém gap
nhung nguy hiém. Biéu hién gém sbt cao, 66 mé hdi, cing
©0, tim dép nhanh, thd nhanh, buén ngl hoic nhdm 1in,
Néu glp cac tridu ching nay, hiy lién hé ngay voi Bac oI,
Ngoai ra, cén g8p cac tac dung phy khac nhu nhidt co thé
cao, a8 m6 hoi, da nhidm séic xam - xanh do diing thubc dai
ngay, bénh vong mac sic 16, tél nhidu soa, et dudng, r6i
loan huyét hoe nhu m#t bach cdu hat, gidm bach cdu.

D48i mau da hodc mét, dau byng hay cing bung, ngla, phan
c6 méu, budn nbn, m&t sy them an. Day co thé 1A triéu
ching gdy bdi tén thudng gan,

Théng bdo ngay cho Bdc si nhing téc dyng khoéng
mong muén gép phéi khi sit dung thudc.

9. NEN TRANH DUNG NHONG THUSC HOAC THUC
PHAM Gi KHI DANG SU DUNG T# NAY

Hay béo cho Bac sT hodc Duge si cée thude ban dang sl
dyng hodc vita mdi sit dyng, bao gém cd thudc ké don,
khéng k& don vi ching c6 thé thay dfi hidu qud cia
levomepromazin. Dac biét 14 cac thubc sau

- Thufic diéu tri cao huy&t &p.

- Thufic khang acetyicholin,

- Thudc lic ché thén kinh trung uWong nhu barbiturat, thude
khéng histamin, thudc chdng trdm cam va céc thudc trj r8i
loan 14m thén.

- Adrenalin & nhiing bénh nhéan qua liéu thudc chdng loan thén,

- Tréinh uéng rugu trong khi dang sif dung I p

https://vnras.com/drug/

hd hép. Trigu ching ngoal thap c6 thé xAy ra mudn. Nhip
nhanh xoang, thoi gian Q - T kéo dal, biéc nhi thét, nhung it
khi g&p loan nhip thdt ning. Gidm huyét dp. H$i ching dc
tinh do thudc an thén kinh.

11. CAN PHAI LAM Gi KHI DUNG THUGC QuA LIEu
KHUYEN CAO

Cé4n thdng bdo ngay cho Bac sf khi sl dyng thudc qua lidu
khuyéin cdo. Dén ngay trung tam y té nu xuét hién céc tridu
ching bét thudng khi 50 dung qua liéu.

12. NHONG DIEU CAN THAN TRONG KHI DUNG THUGC NAY
- Vi levomepromazin cé thé géy ha huyét 4p thé ding ddng
ké, khi diing thuc, ban phéi nlim tai giubing hodc phai duge
gidm sdt chit ché it nhét trong 6 - 12 gid sau m3i i&n uéng
nhing liéu ddu tién.

- Clin bao cho Béc sinéu

+ Ban co véin dé vé gan, bi mét tri nhd, méc bénh loan nhip
hay chdm nhip tim hodic tién sd gla dinh c& bénh tim,

+ Lia ngudi gid, c6 bénh tim, khi ding thudc néu cam thiy c6
trigu ching mb, chodng vang, cdn niim nghl trén giuong.
+ Hay bao cho Bac s néu ban d4 tung c6 con ddt quy, néu
Ia ngudi nghién rugu, hodc c6 bénh déng kinh, méc bénh r6i
loan tAm thén hung cam.

- Thufic ¢é chia lactose, vi vy néu cd vn dé di truyén hiém
gap nhu khéng dung nap gak thigu hyt k hodc
kém hip thu glucose - galactose thi khong nén sl dyng.
13 0/ DYNG THUSC & PHY NI CO THAI VA CHO CON BU
- Khdng duge sl dung thudic cho ngudi bénh & 3 thang cudi
cda thai ky vi tAng nguy cd phén ting khdng mong mubn vi
thén kinh va vaing da cho tré so sinh. Tuy nhién c6 thé s dung
thudc Ioc chuyén da dé vi réit it khi xdy ra con co tlf cung,

- V6i libu dung dé gidm dau trong khi chuyén da, sla me ¢
thé chita mdt lugng thuSc khdng dang ké. Nhung xét vé
néng dé va lidu lugng & tré nhd, rdt nhidu khi néng I khéng
¢6 bt ki nguy co nao cho tré nhd.

14. KHI NAO CAN THAM VAN BAC ST, DUQC Si

Khi tac dung khdng mong mudn kéo dal holic ndu cén thém
théng tin, xin héi y kién Bac si hodc Dugc si.

15. CAN BAO QUAN THUGC NAY NHU THE NAO

04 thudic nol khd thodng, tranh anh sdng, nhigt dd dudi 30 °C.

16. HAN DUNG CUA THUGC: 36 thang ké tir ngay san xust
PHAN B: HUONG DAN SU DUNG THUSC CHO CAN BO Y TE

1. CAC DAC TiNH DUGC LUC HOC, DUUC BONG HOC
Duge e hoc

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

Khi dung quéa lidu khuyln cdo, co thé cé céc trigu ching:
M4t diéu hoa, chéng mat, ngli g, bit tinh, co giat, e ché

Le p in l& ddn chét cla phenothiazin cé tac dyng
dugc ly tudng ty clorpromazin va promethazin. Tuy nhién,
mft 86 tac dung trung uong clia clorpromazin 44 dugc
khuéch dai & levomepromazin. Tac dyng an thdn, khi ning
14ng cuding tac dyng gy ngd va gidm dau manh hon.




Dugc dgng hoc

Sau khi udng thudc, ndng dd dinh trong huydt tuong dat tit
1 dén 4 gid. Khodng 50 % thudc ufing vao lulin hoan toan
than. Levomepromazin chuyén héa & gan thanh sulfoxid va
chét lién hgp glucuronic va bai tiét nhidu vao nude tidu dudi
dang cac chit do. Mgt nhé thuéic dang khong bién adi
béi tiét vao phan va nudc tidu. Niia doi huyét thanh khoding
20 git. Céc chét chuyén hda ciing cé tac dung, nhung kém
hon so véi thudic nguyén dang. Bai 16t tuong déi cham va
céc chit chuyén hoa viin cé trong nudc tidu téi 1 tudn sau
khi diing 1 liéu duy nhat,

2 ?"I DINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH
Chi dinh

- Bénh tam thén phan liét, loan thin chu ky, loan thin giai
doan hung cam, loan thén thyc thé. RSi loan nhan céch co
1hai d8 gay g6 va hanh vi hudng ngoai qua mic.

= Bidu trj dau qua muc, phdi hgp vdi céc thube gidm dau.
Céch ding - Lidu dung

- Lifu diing thdng thubng & nguisi 1on va thidu nién

Loan tAm thén va dau ning

Udng ban ddu: 50 - 75 mg (base)/ngay chia lam 2 hodc 3 In,
udng vao bda an, lidu tang dén ndu cén va chiu dugc thudc,
Néu lidu ban déu cén dén 100 - 200 mg/ngay, ngudi bénh
phi nAm tal giuting trong vai ngay ddu dé tranh gidm huy#t
ap thé ding.

Cé thé cln dén lidu 1 g hoic han m&i ngay dé didu irf loan
tam thén nang.

= Liéu théng thuting & tré em

Loan tam thén hodc dau hodc an thin

Lidu ban déu: 0,25 mg (base)/kg/ngay chia lam 2 hodc 3 4n

udng cling blda an, liéu ting dén ndu cln va dung nap dugc.

Lidu khéing dugc vuegt qua 40 y & tré dusi 12 twdi.

= Liéu théng thubing & ngudil cao tudi: 1/2 libu thdng thuding
& nguén 16n, Nguti bénh tam thén thyc thd hodc b trang thil
16 1in cdp phai ding liéu ban ddu bing 1/3 hodic 1/2 libu
thong thuting & nguisi lon,
u«mmmmu-mmmmz-amv.m
cach 7 - 10 ngay néu co thé.

Chéng chi djnh

- Qué min véi phenothiazin,

- Bénh théin, tim hoéic gan nang, hodc ¢6 tién sd co giat.

- Qud liéu barbiturat, opiat hodc rugu.

- Giam bach céu va cd tién s gidm bach clu hat.

- Bénh nhuge ca.

- Hon mé.

3. THAN TRONG KHI DUNG THUGC

- Vi levomepromazin cé thé gay ha huydt 4p thé ding dang
ké, ngudl bénh ding thubc phadi ndm tai giudng hodic phai
dudc gidm sat chat ché it nhét trong 6 - 12 gid sau mbi 1&n
ubng nhing lidu ddu tién

+ Céin thin trong khi ding thudic cho ngudii cao tudi hodic

ngudi suy nhugc cd bénh tim vi nguy ¢ ha huyét ap néng.
O nhang ngutsi nay cén phai gidm liéu ddu tién va co thé
ting dén néu cén trong khi d6 phai ki€m tra thuding xuyén
mach va huyét ap.

- D8I véi ngudi ding thubc this gian déi, phdi dinh ki xét
nghidm mau v& test gan, vi cd 1hé co cc tac dung phy vé
nuyét hoc va gan nang.

- Thén trong khi chl dinh cho céac r8i loan tam thén hung cam.

- Thufic co chia lactose, vi vy néu cb vén dé di truyén hiém
gép nhu khdng dung nap galactose, thidu hyt | hodc
kém hip thu glucose - galactose thi khbrg nén sl dung.

4 KY MANG THAI VA CHO CON B

- Khong dugc s dyng thude cho ngudi bénh & 3 thang cubi
cla thal ky vi ting nguy co phin Ung khing mong mudn vé
théin kinh vé vang da cho tré so sinh. Tuy nhién co thé sd dyng
thudc lsc chuyén da dé vi réit it khi xdy ra con co til cung.

- Vi lidu ding a€ gidm dau trong khi chuyén da, s0a me c6
thé chia mol lugng thubc khong dang ké. Nhung xét vé
néing 86 vé liéu luong & tré nhd, rit nhidu kha ning la khang
¢t bt ki nguy co néo cho Iré nhd,

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

Cén sit dung thudc than & ngudi dang lai xe va van
hanh may mac vi thubc cd thé gay budn ngd,

6. TUONG TAC CUA THUGC VOI CAC THUGC KHAC VA
CAC LOAI TUONG TAC KHAC

- Céc thudc ha huyét ap: Nguy co ha huyét ép 1ang.

- Thuéc khang acelyicholin: C6 thé lam tang hidu qua cac
thuic khang acetylcholin va cac thubc gidn co xuong

succinylcholin.

- Thudc ¢ ché thén kinh trung uong: Cé thc dung cdng Iyc

ho@ic ting cudng tac dyng cac thudc dc ché thén kinh trung

uong nhu opiat, barbiturat, thudc khang histamin, thubc trén

finh hodc rugu.

Phai than trong khi diing véi cac thuc nay dé tranh qua lidu.
Ad P in lam ddo ngugc tac dung co

- Le
mach cla adrenalin.
7. TAC DUNG KHONG MONG MUGN

Téc dyng khdng mong mudn cla levomepromazin gidng
nhu cla cdc phenothiazin khéc, nhung ha huydt dp thé
ding ndng hon va xdy ra thudng xuyén hon so vdi cac
phenothiazin khac.

* Thudng gap, ADR > 1/100

- Tim mach: Ha huyét ap thé ding, tim d@p nhanh, danh
trng ngyc.

« Thén kinh: HOI ching ngoai thap: Loan truong lyc cd cép,
ding ngdi khéng yén, hdi ching Parkinson, run quanh
miéng, loan van dong mudn (sau dibu tr dai ngay).

- Tac dung hé thdn kinh ty quin: Khd miéng, nhin md, bi tidu
tign, t&o bon, bubn ngl.

- Da: M&n cam &nh sang, phat ban ngoai da, phén dng qua
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mén (may day, dat sdn, cham xuit huydt hode phi).

- Ho héip: Sung huyét mdi (ngat mai),

* It gép, 1/1000 < ADR < 1/100

- Mat: R&i loan didu tiét.

- N&i 1iét va chuyén héa: VU 1o & nam, thay d8i vé tinh duc,
tang cén,

- Tiét nigu - sinh duc: Kné tidu tign.

- Tibu héa: Bubn nbn, ntin, dau viing da day.

- Thén kinh ca: Run.

* Hiém gép, ADR < 1/1000

- Thén kinh: HYI ching 4c tinh do thubc an than kinh, réi
loan diéu ho than nhiét, ha thip ngudng co gidt.

- Da: Da biéin méu (nhim sAc xém - xanh do dung thudc déi ngay).
- NOi 16t va chuyén hoa: Tiét nhiéu sda.

- Tiét nidu - sinh dyc: Liét duong.

- Huyét hoc: Mat bach céu hat, gidm bach cdu.

- Gan: Vang da ¢ mat, nhiém dic gan

- MAt: Bénh vbng mac séc 16.

Théng béo ngay cho Bdc si nhing téc dung khéng
mong mudn gdp phai khi sédung thude.

8. QUA LIEU VA CACH XU TRI

- Tridu ching: Uc ché thdn kinh trung wong la tridu ching
trdi nhét. Mét diéu hoa, chong mét, ngl ga, bt tinh, co giat,
{ic ché h hip, Tridu chiing ngoal thap cé thé xdy ra mudn.
Nhjp nhanh xoang, thii gian Q - T kéo dai, bidc nhi thét,
QRS glan rdng, nhung it khi gap loan nhip thét nang. Gidm
huyé&t &p. HEI chitng &c tinh do thubc an thdn kinh.

- Didu tri; Rita da day cung v6i than hoat. HS trg hé hip va
didu chinh can bing kiém toan. Chéing co gidt: Diazepam
10 - 20 mg cho ngudi 1dn, 0,1 - 0,2 mg'kg cho tré em, Tridu
chiing ngoai thap, cho biperiden 2 - 4 mg (tré em 0,04
mg/kg) tiém blp cach nhau 30 phit. Theo dai dign tam dé.
Ché&ng loan nhip, ding thioridazin. Ha huyst 4p, cho truyén
dich finh mach v d i dobutami
9. CAC DAU HIEU CAN LUU ¥ VA KHUYEN CAO

- Khong disng thubc Gua han (co ghi rd trén nhan) hay khi c6
sy nghi ngd vl chiil lugng thudc.

- Khdng diing qué liéu chi dinh.

- Néu cén thém théong tin, xin hdi ¥ kién Bac si.

Ngay xem xét sifa ddi, cdp nhit ndl dung huéng dén si
dyng thubc: 14/3/2017.

Thuc dupc sén xult tai:

CONG TY CO PHAN DUGC DANAPHA
253 Ding Si Thanh Khé, Q. Thanh Khé, TP. Da Nang
Tel: 0236. 3760130 - Fax: 0236. 3760127
Email: info @ danapha.com
S6 dién thoai tu vin: 0236.3760131
Va duge phan phéi trén t0an qubc




