RXTHU('SC KE DON
TO HUONG DAN SU DUNG THUOC
Vién nén
EVALDEZ-25

Thudc nay chi dung theo don thudc
Pé xa tam tay tré em
Poc kj hwong dan sir dung truéc khi ding
Thoéng bao ngay cho bac sy hoac dwoc sy nhirng tac dung khdng mong muén khi sir dung thudc

1. THANH PHAN CONG THUC THUOC

Mbi vién nén EVALDEZ-25 chua:

Thanh phén dwoc chat:

Levosulpirid..........ccoccvvenennen, 25 mg

Thanh phan td dwoc:

Cellactose 80, copovidon, natri starch glycolat, silicon dioxyd, magnesi stearat.

2. DANG BAO CHE
Vién nén dai mau tring, mot mat cé dap logo &, mat kia ¢ dap gach ngang.

3. CHI PINH

Hoi chimg kho tiéu (chan an, trudng bung, cam giac dau ving thuong vi, dau dau sau bira an, o
nong, o hoi, tiéu chay, téo bon) do kéo dai thoi gian 1am rdng da day lién quan dén yéu té co
quan (liet da day do bénh ddi thio duong, u lanh tinh,...) va/ hodc yéu té chirc nang (ri loan
thuc thé & d6i tuong bi lo &u, trim cam).

Pau dau: Dang van mach (cé dién, pho bién, nhan khoa, liét nira nguoi, dau dau cum) va dang
cang co.

Budn nén va non (sau phau thuat hoac do thudc khang ung thu).

Chéng mat, ngudn gdc than kinh hoac ngoai bién.

4. CACHDUNG, LIEU DUNG

Céch dunag:
ThUOc duogc dung duong udng.

Liéu dung:

Ngudi 16n .

Licu dung ¢ nguoi I6n: 1 vién levosulpirid 25 mg x 3 lan/ ngay trudc bira an.

Tréem

Chua c6 dit liéu vé str dung thude cho tré em.

Ngudi cao tudi

Khi diéu tri & nguoi cao tudi, lidu ding can duoc thiét 1ap can than bai bac sy, bac sy ciing danh
gia viéc co thé giam lidu dung duoc chi dinh & trén.

5. CHONG CHI PINH

Man cam véi Ievosulplrld hozc véi bat cir thanh phan nao cua thudc.

Than trong khi dung levosulpirid ¢ bénh nhan bi dong kinh, hung cam, dang trong giai doan
hung cam cua rdi loan ludng cuc.

Than trong khi dung levosulpirid & bénh nhan bi tang huyet ap va nghi ngo bi u tuy thugng than
hodc ¢6 dau hiéu suy tim. Thyc té, nhirng tinh trang nay khéng tao thanh chdng chi dinh tuyét
ddi.

Vi méi tuong quan giira tc dung ting prolactin huyét cua hau hét cac thudc chong loan than va
loan san tuyén vi, khdng nén sir dung levosulpirid cho nhitng bénh nhan bi bénh ly tuyén va ac
tinh.

Phu nir mang thai, c6 kha nang mang thai hoac cho con bu.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC ) ,
ba thay nguy co bién ¢6 mach mau ndo ting khoang 3 lan trong céc thir nghiém ngau nhién doi
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chung gia dugc thuc hién & bénh nhan bi mét tri nhé diéu trj vai thude chdng loan than khong
dién hinh. Chua 5 co ché cua tic dong nay. Khdng thé loai trir nguy co véi cac thudc chong
loan than khéc trén nhitng nhdm bénh nhan khéc. Than trong khi dung levosulpirid cho bénh
nhan c6 yéu té nguy co dot quy.

Khi str dung thuoc an than kinh (thuong duoc duing chung vdi cac thuéc chéng loan than), da c6
bao c4o mot phoi hop c4c triéu ching c6 thé gay t vong dugc goi 1a hoi chung an than Kinh ac
tinh. Biéu hién 1am sang cua hoi chirng nay la: Sot cao, cung co, mat truong luc co, rdi loan than
Kinh thyc vat (mach va huyet ap bat thuong, d6 md hdi, nhip tim nhanh, loan nhip tim), thay doi
trang thai y thirc cd thé tién trién dén chong mat va hon me. Diéu tri hoi chang an than kinh ac
tinh bao gém nging ngay cac thudc chdng loan than va céac thubc khdng thiét yéu khac va thiét
lap gheu tri tri¢u ching chuyén sau (ddc bigt cha y ha’SOt va bu nudc). Néu viéc tai sir dung cac
thudc chong loan than dugc can nhac la khong thé thiéu, can theo déi chat ché bénh nhan. Tranh
dung chung véi thudc an than kinh khac.

Khong dung levosulpirid trong truong hop kich thich nhu dong dudng tiéu hda c6 thé gay hai, vi
du nhu bénh nhan bi chay mau, tic nghén co hoc hoic thing dudng tiéu hoa.

Than trong khi dung levosulpirid cho bénh nhan bi bénh tim mach hozc c6 tién sir gia dinh bi
kéo dai khoang QT.

ba c¢6 bao cao truong hop huyet khéi tinh mach (VTE) khi st dung thudc Chong loan than. Vi
bénh nhan dleu tri v6i thudc chdng loan than thuong co cac yéu té nguy co mic VTE, nén can
xéc dinh cac yéu tb nay trudc va trong khi diéu tri dé c6 cac bién phap phong ngtra thich hop.
Tranh dung chung levosulpirid véi rugu.

Cénh bao lién quan dén ta dwoc

Ché pham cd chwra lactose, benh nhan bi rbi loan di truyén hiép gap vé dung nap galactose,
chung thiéu hut Lapp lactase hozc rdi loan hip thu glucose-galactose khong nén sir dung thudc
nay.

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

Sir dung thuéc cho phu nir c6 thai

Khoéng str dung levosulpirid cho phu nit ¢6 thai, c6 kha ning mang thai. Tré so sinh tiép xdc voi
thudc chéng loan than dicn hinh hoac khong dién hinh bao gém levosulpirid trong 3 thang cudi
thai ky co nguy co gap cac tac dung khéng mong muén bao gom hoi ching ngoai thap hodc
triéu chirng cai thuéc véi nhiéu mace d6 nang va thoi gian méc sau khi sinh. Pa co béo céo kich
dong, tang truong luc co, giam truong lyc co, run, budn nga, tc ché hd hip va ri loan dinh
dudng. Can theo ddi chat ché tré so sinh c6 me st dung levosulpirid.

Sir dung thuéc cho phu nir cho con bu

Khéng str dung levosulpirid cho phu nir cho con ba.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Levosulpirid anh huéng nhiéu dén kha ning lai xe va van hanh may méc. Bénh nhan dung
levosulpirid liéu cao c6 thé bi budn ngu, té hoic loan van dong; Vi vay, nén khuyén bénh nhan
tranh lai xe va thuc hién cac cong viéc doi hoi tap trung cao.

9. TUONG TAC, TUONG KY CUA THUOC

Phéi hop levosulpirid vai cac thude khac doi hoi than trong va canh giac dic biét dé tranh cac

tac dung khdng mong mudn do tuong tac thudc.

- Dung chung thubc an than kinh vai cac thubc gay kéo dai khoang QT 1am ting nguy co loan
nhip tim.

- Khong dung chung levosulpirid véi cac thudc gay rdi loan dién giai.

Twong ky: Khong ap dung.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khdng mong mudn dugc phan nhom theo tan sut: Rat thuong gap (ADR > 1/10),
thuong gap (1/100 < ADR < 1/10), it gap (1/1.000 < ADR < 1/100), hiém gap (1/10.000 < ADR
< 1/1.000), rat hiém gap (ADR < 1/10.000) va chua rd tan suat.

Ngi tiét

Chua rd tan suat: Mot s6 roi loan nhu vo kinh, nit héa tuyén vi ¢ nam giéi, tiét nhiéu stra, ting
prolactin huyét va thay d6i ham muén tinh duc, thdy dugc trong cac truong hop cu thé, do tac
dung thuan nghich cia levosulpirid ddi véi chie ning cua truc dudi doi - tuyén yén - sinh duc,
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twong tu nhu nhiéu thudc an than kinh da biét.

Céc tac dung khdng mong muén sau dwoc thiy & cac thudc khac trong ciing nhom:

Tim

Hiém gap: Kéo dai khoang QT, loan nhip that nhu xoan dinh, nhip nhanh that, rung that va
ngung tim.

Rat hiém gap: Dot quy.

Mach mau i

Chua rd tan suat: Pa c6 bao cao truong hop bi VTE, bao gom thuyén tic phdi (PE) va huyét
khéi tinh mach sau (DVT).

Phyu niz mang thai, thai ky va tré so sinh

Chua rd tan suat: Hoi ching cai nghién & tré so sinh, triéu ching ngoai thép.

Huéng dan xir tri ADR

Théng bao cho bac sy cac tac dung khdng mong muén cuaa thudce.

Thudc c6 thé gay ra cac tac dung khdng mong muén khac, khuyén bénh nhan théng béo cac tac
dung khéng mong muan gap phdi khi ding thuac.

11. QUA LIEU VA CACH XU TRI

Khi dung licu cao ¢ dbi _twong nhay cam voi thudc an than kinh, thudc co thé gay ra tac dung
ngoai thap va réi loan giic ngu

Trong nhitng truong hop nay, cé thé can giam liéu hodc ngimng thudc tity theo danh gia cua bac
Sy.

12. PAC TINH DUQC LUC HQC

Nhém dwoc ly: Thudc an than, thudc chong loan than.

Ma ATC: NOSALO7.

Céc dir li¢u sinh hoa, dugc ly va 1am sang thu dugc véi hai déng phan cua sulpirid cho thay tac
dung khang dopaminergic ¢ ca trung wong va ngoai bién la do ddng phan levosulpirid.
Levosulpirid 13 mot thubc ddi khang chon loc thu thé dopamin D hoat dong trén ca hai cép
trung wong va ngoai vi, lam ting nhu dong rudt va da day. Hon nira n6 lam ting co that thuc
quan dudi tor d6 kich thich nhu dong rudt, diy nhanh tién d6 lam sach da day va giam triéu
ching day hoi khé tiéu, o chua, ndn, trao ngugc thuc quan.

13. PAC TINH DUQC PONG HQC

Hdp thu

Levosulpirid hap thu nhanh qua duong tiéu hoa khoang 25 - 30%. Nong d6 dinh dat duoc tir 3 -
4 gio sau khi udng.

Phan bé

Thudc phan bé nhanh vao cac md, qua dugc sira me nhung qua hang rao mau nio kém. Thudc
lién két vai protein huyét tuong thap < 40%.

Chuyén héa va thdi trir 7 ’
Thuoc thai trir qua nudc tiéu va phan dudi dang chua chuyén hdéa. Thoi gian ban thai cua thuoc
khoang 7 - 9 gio.

14. QUY CACH PONG GOI
Hop 6 vi x 10 vién.

15. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA
THUOC

Piéu kién bao quan:

Git thuoc trong bao bi gbc cua nha san xuat, day kin.

Dé thubc noi kho rao, tranh anh sang, nhi¢t d khdng qua 30°C va ngoali tam vai cua tré em.

Han dung: 36 thang ke tir Ngay Ssan Xuat.

Tiéu chudn chét lwgng: TCCS.
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16. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

San xudt tai:

DAVIPHARM
CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Céat, Tinh

Binh Duong, Viét Nam
Tel: 0274.3567.687

Fax: 0274.3567.688

17. NGAY XEM XET SUA POI, CAP NHAT LAI NQOI DUNG HUONG DAN SU DUNG

THUOC

Tén san pham:

EVALDEZ-25

M4 sb toa:

0483.T1

Kiém soét stra doi:

- Chuyén file in theo cong van dong y cap sé 625/ QP-QLD ngay
21/12/2020.

Nhan vién thiét ké:
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