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Ry Thuébe nay chi dung theo don thude
LEVOSULPIRID 50

Dé xa tam tay tré em
Doc ky huéng dan sie dung trude khi ding

1. THANH PHAN CONG THUCTHUOC
M3di vién nén chira:
Thémh phén hoat chét: Levosulpirid ..........coeeveieriineeniinn. 50 mg.

Thanh 2)175;7 ta diroc: Lactose monohydrat, cellulose vi tinh thé PH101, tinh bot mi, PVP K30,
natri starch glycolat, talc, magnesi stearat.

2. DANG BAO CHE

Vién nén.

MO ta san phém: Vién nén tron, mau tring, canh va thanh vién lanh lin, mot mét nhin, mot mét
¢é ranh chia vién.

3. CHI PINH

- Réi loan triéu ching thuc thé (somatic symptom disorder).

- Diéu trj tAm than phén liét man tinh véi c4c triéu chimg tiéu cuc.
4. CACH DUNG, LIEU DUNG

Dung du’(mg uéng.

Nguoi lon

200-300 mg/ngay (twong duong 4-6 vién/ngay)

Liéu duy tri: 150 mg/ngay (tuong duong 3 vién/ngay)

Liéu nay c6 thé giam tir tir.

Tré em

Chua c6 dit liu. Khong khuyén cdo str dung levosulpirid cho tré em.

Nguoi cao 1uoi

Lidu cho bénh nhan cao tudi cn duoc cin nhéc giam so véi lidu trén boi cac bac si chuyén khoa.
Suy thén

Khoéng cén diéu chinh lidu.

Suy gan

Khoéng cAn didu chinh liéu.

5. CHONG CHi PINH

Mén cam véi levosulpirid hodc bét ¢t thanh phan nao cua thuoc.
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Théan trong khi sir dung cho bénh nhan dong kinh, hung cam, trong giai doan hung cam cua rbi
loan tAm than thé hung - trdm cam.

U tay thuong thén c6 thé gdy con ting huyét 4p do giai phong catecholamin tir khéi u.

Bénh vii 4c tinh do c6 thé c6 sy tuong quan gitta tic dung téng tict prolactin ctia hau hét cac loai
thudc hudng tAm thén va loan san tuyén vu.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong céc thir nghiém lam sang ngiu nhién c6 d6i chiing véi gia duge dugce thuc hién & mot sb
bénh nhéan sa sut tri tué duoc didu tri bang mot s6 thube chéng loan than khong dién hinh, nguy
co bién ¢b mach méu ndo ting khoang ba lan da dugc quan sat. Tuy chua 16 co ché, nhung
khong thé loai trlr nguy co v6i cic thudc chdng loan than khac va cac nhém bénh nhan khac.
Nén than trong khi str dung cho bénh nhén cé cac yéu t6 nguy co dot quy.

Hoi chimg than kinh 4c tinh c6 thé gy tir vong dd dugc béo cdo khi sir dung thudc an thin
(thube thuong duge sit dung cing véi thudc chéng loan thin). Cac biéu hién co ban cta hoi
chimg nay 14 sbt cao, co cling co, liét co, rdi loan thin kinh thyc vt (r01 loan huyét ap, db md
héi, nhip tim nhanh, loan nhip tim), mét y thirc dot ngdt dan t6i ngat va hén mé. Can ngimg
thudc chéng loan thin va céc thube khong thiét yéu khac ngay lap tic va ép dung cic bién phap
diéu tri triéu chimg chuyén sdu (ha than nhiét va didu chinh tinh trang mit nudc). Trong trudng
hop can st dung lai thudc chéng loan thin, bénh nhén cin dugc theo doi cén than. Tranh didu
tri ddng thoi véi céac thudc an thin khéc.

Khéng nén sir dung levosulpirid khi viéc kich thich nhu dong ti€u hoa c6 thé gay nguy hiém, vi
du nhu khi bi xuit huyét tiéu héa, c6 di vat hodc thing dudng tiéu hoa.

Nén than trong khi dung levosulpirid & bénh nhan méc bénh tim mach hodic ¢6 tién sir gia dinh
bi kéo dai khoang QT.

Pi ¢6 bdo cdo vé tinh trang huyét khdi tinh mach (VTE) khi st dung thubc chdng loan thin. Vi
bénh nhéan duoc didu tri bang thube chéng loan than thudng c6 céc yéu t6 nguy co huyét khdi
tinh mach, cin xdc dinh céc yéu t6 nay trudc va trong khi didu tri bing levosulpirid dé c6 bién
phép phong ngtra thich hop.

Khong ubng ruou khi dang dung thudc.

Bénh nhén ¢6 cac di truyén hiém gip vé vén d& khong galactose, thiéu hut lactase hoan toan
hoidc kém hép thu glucose-galactose khong nén dung thube nay.

7. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Khong c6 nghién clru day d va c6 kiém sodt trén phy nit mang thai. Do d6, khong nén sir dung
levosulpirid trong phu nft ¢6 thai, dy dinh c6 thai va trong thoi ky cho con bu trir khi lgi ich cho
me vuot trdi so véi nguy co tiém 4n dbi v6i thai nhi hodic tré so sinh. Tré so sinh tiép xic véi
thuéc chéng loan than dién hinh hodc khéng dién hinh bao gdm levosulpirid trong ba cubi thai
ky cé nguy co gap tac dung phu bao oom cac triéu chiig ngoai thap hodc hoi chimg cai thude. -
P ¢6 béo cdo vé kich dong, ting truong luc, ha huyet 4p, run rdy, budn ng, suy hd hép va réi
loan hap thu. Do do, tré so sinh nén dugc theo doi cln than.

8. ANH HUGNG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC



https://vnras.com/

Bénh nhén dang diéu tri bang levosulpirid c6 theé bi buon ngt, té bai chong mat va roi loan véan
dong, do d6 nén tranh lai xe va str dung mdy moc trong thoi gian dung thude.

9. TUONG TAC, TUONG KY CUA THUOC

Ding ddng thoi levosulpirid véi céc thude kéo dai khoang QT lam ting nguy co rdi loan nhip
tim.

Khéng nén ding dong thoi levosulpirid véi cc loai thude gay rdi loan dién giai.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mubn dugc phén loai theo tan sut va hé co quan. Cac loai tin suét
duoc xé4c dinh theo quy wde nhu sau: Rat thuong gip (> 1/10), Thuong gip (> 1/100 dén < 1/10),

ft gip (> 1/1 000 dén < 1/100), Hiém gip (> 1/10 000 dén < 1/1 000), Rét hiém gip (< 1/10 000),
Chua rd tin sudt (chua x4c dinh duoc tir nhiing dit lidu hién co).

HiE <o g Rat thuong) Thuomg | e oan | Réthibmgip | Chuwa ro thn sut
gap gap
Chuyén Téng can
héa va dinh
dudng
Thin kinh | Ngt ga, ué | Chéng Parkinson, r6i|Hoi chimg thin kinh
oai mat, 4o loan van ddng, |4c tinh (xem phén
giac run, loan | Canh bdao va théan
truong luc co, | trong)
kich dong tdm
thdn vin dong,
rdi loan thin
kinh thuc vét
Sinh san - V6 kinh, nitr hoéa
tuyén v, ting tiét
stta, thay dbi ham
mudn tinh duc !
Hoi ching cai thudc,
hoi chimg ngoai thap
O tré so sinh
Tim mach Kéo dai khoang | Dot tir 2 Huyét khéi tinh mach
QT, r6i loan nhip © | (bao gdm thuyén tic
thdt nhu xodn phdi va huyét khéi
dinh, nhip nhanh tinh mach séu) 2
thdt, rung thét,
ngimg tim
Xét nghiém T#ng prolactin méu !
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! Quan sét trong céc trudong hop dic biét, do sir dung kéo dai va do tac dung thuin nghich cta
levosulpirid dbi véi chiic ning cta truc dudi ddi-tuyén yén-tuyén sinh duc, tuong tu nhu voéi
nhiéu loai thudc an than.

2 Quan sat véi cac thudc khac cling nhom.

Huwéng din xiv tri ADR:

Ngtmng thudc néu cé biéu hién ctia hdi chimg than kinh 4c tinh (xem thém phan Canh béo va than
trong).

Thong bdo ngay cho bdc sy hodc dwge sy nhitng phin ting cé hai gip phdi khi siv dung thuéc
11. QUA LIEU VA CACH XU TRi

Thudc c6 thé gay hoi chimg ngoai thap va roi loan gidec ngti khi dung liéu cao va & bénh nhan
nhay cam véi thuoc an than.

Trong trudng hop nay, nén giam liéu hodc ngimg didu tri.
12. PAC TINH DUQC LUC HQC

Nhém duge ly: Thube chéng loan thin nhém benzamid
Ma ATC: NOSALO7

Céc nghién ctru vé sinh héa, dugc ly va ldm sang thu duogc véi hai dong phén cua sulpirid déu
chi ra rdng hoat tinh khdng dopaminergic, ca & trung wong va ngoai vi déu do ddng phan levo
cta sulpirid.

13. PAC TINH DUQC PONG HQC

Khi udng 50 mg levosulpirid, ndng d6 dinh trung binh trong huyét tuong 1a 94,183 ng/ml sau 3
gidr. Levosulpirid thai trir chi yéu qua nude tiéu. Thoi gian ban thai sau khi ding liéu 50 mg tiém
tinh mach 1a 4,035 gio.

Suy thdn

Khéng can diéu chinh liéu.

Suy gan

Khéng can diéu chinh liéu.

14. QUY CACH PONG GOI
Hop 3 vi x 10 vién.

Hop 6 vi x 10 vién.

Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN
Duéi 30°C, noi kho rdo, trdnh dnh sang.
16. HAN DUNG

36 thang ké tir ngay san xuét.
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17. TIEU CHUAN CHAT LUQONG

Tiéu chuén co so.

18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUQC PHAM KHANH HOA

Dia chi: Dudng 2 thang 4, Khém Déng Bic, phudng Vinh Hoa, thanh phd Nha Trang, tinh Khdnh Hoa
Nha Trang, ngay 74 thang U4 nam 2020 .

CONG TY CR-BPEEC PHAM KHANH HOA
S G GIAM POC




