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Rx - THUOC BAN THEO DPON

SULPIRID 50 mg

Poc ki huwéng din sir dung trude khi diung - Pé thude xa tam tay tré em - Théng bao

ngay cho Bac si nhirng tac dung khong mong muén gip phai khi sir dung thude

PHAN A: HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. TEN THUOC: Sulpirid 50 mg
2. THANH PHAN: MGi vién nén Sulpirid 50 mg chira

LS s A A A R K AP 5 PR S N S S S BSOS RS, S : 50 mg

T4 duoc (Lactose monohydrat, tinh bdt sin, povidon K30, MCC 102,

sodium starch glycolat, magnesi stearat, talc, Aerosil) vira dd...........ccccoeeenee. : 1 vién
3. MO TA SAN PHAM: Vién nén hinh tron, mau tring hodc tring nga, mit vién nhin.
Canh va thanh vién lanh lan.
4. QUY CACH PONG GOI: Thudc duge ép trong vi Alw/PVC, hop 2 vi x 15 vién, ¢6
kém to huéng dan st dung.
5. THUOC DUNG CHO BENH Gi
- Piéu tri ngin han céc triéu ching lo 4u & ngudi 16n trong trudng hop thit bai v6i cac diéu
tri thong thuong.
- Ri loan hanh vi nang & tré em (vat va, tu cit mot bo phan co thé, dong tac dinh hinh), dic
biét la trong hdi chimng tu ky.
- Tam than phén liét cp va man tinh.
- Ho1 chirng Tourette.
6. NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQONG
Sir dung thém dang bao ché ¢6 ham lugng 200 mg dé phi hop véi céc chi dirth. Ding theo
su chi dinh cua Béc st hodc liéu thong thuong:
- Piéu tri ngin han cac triéu chimg lo du & ngudi 16n: 50 - 150 mg/ngay, dung t6i da 4 tuan.
- Réi loan hanh vi ning & tré em trén 6 tudi: lidu udng hang ngay 5 - 10 mg/kg.

- Tam than phan liét cdp va man tinh
i




Nguoi lon va tré trén 14 tuoi

+ Triéu chimg duong tinh cua tim than phan liét: 200 - 400 mg/lan, 2 lan/ngay, liéu cao
nhét 1,2 g/ngay néu can.

+ Triéu chimg am tinh cta tim than phan liét: 200 - 400 mg/lan, 2 lan/ngay, lidu cao nhét
800 mg/ngay néu can.

+ Triéu chimg dm va dwong tinh két hop: 400 - 600 mg/lan, 2 lan/ngay.

Khong dung sulpirid cho tré dudi 14 tudi.

- Hoi chimg Tourette: Str dung dang bao ché khac phi hop véi tré em dudi 6 tudi.

+Tré 6 - 12 tudi: 50 - 400 mg/lan, 2 lan/ngay.

+Tré 12 - 18 tudi: 100 - 400 mg/lan, 2 lan/ngay.

- Pidu chinh liéu & ngudi suy than

+ D¢ thanh thai creatinin tir 30-60 ml/phit: sir dung lidu bing 2/3 liéu binh thudng hoic
gian khoang cach li¢u 1,5 lan so v6i binh thudng.

+ Do thanh thai creatinin tir 10-30 ml/phut: sir dung liéu bang 1/2 liéu binh thudng hoic
gidin khoang cach liéu 2 1an so véi binh thuong.

+ D6 thanh thai creatinin < 10 ml/phut: sir dung liéu bang 1/3 liéu binh thudng hodc gidn
khoang cach liéu 3 lan so véi binh thuong.

Tuy nhién, truong hop suy thin vira va nang khong nén ding sulpirid, néu c6 thé.

7. KHI NAO KHONG NEN DUNG THUOC NAY

- Qua man véi sulpirid hodc bét ki thanh phan nao cta thude.

- U tay thuong than.

- Ri loan chuyén hoéa porphyrin cap.

- Trang thai than kinh trung uong bi trc ché, hon mé, ngd doc ruou va thude
kinh.

- Céc u phu thugc prolactin (nhu adenom tuyén yén prolactin va ung thu vi).
8. TAC DUNG KHONG MONG MUON (ADR)

Sulpirid dung nap tdt, tuy nhién, ciing nhu cac thude khac, sulpirid xay ra mot s0 tac dung

phu trong qua trinh str dung thudc.
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- Ngung str dung thude va dén gap Bac si hodc dén bénh vién ngay néu cé mot trong cac
triéu chimg sau: run, cimg khop, kich thich qua mirc, hodc hdi chimg ngoai thap (ngdi
khéng yén, veo ¢b, con quay mat). Cé thé c6 tac dung phu khac nhu thd kho khe, cham nhip
tim hoac loan nhip, dau tic nguc. Hoac kho tho, chong mat, danh tréng nguc, tim tai, ha
huyét ap.

- Hay bao ngay cho Béc si hodc Duogc si néu gip céc tridu chirng: chong mat, gia ting co
clirng co, loan van dong.

- Hiy béo cho Béc si néu céc triéu chimg sau ning thém hodc kéo dai vai ngay khong hét:
tang tiét sira & ca dan 6ng va phu nir, tang can, dau nguc & ca dan ong va phu nir, budn ngu,
phét ban. Hodc triéu chimg né ngue & phu nit, vo kinh, ting tiét nude bot.

Thong bdo ngay cho Bdc si nhitng tac dung khong mong mudn gdp phai khi sit dung thuéc
9. NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU
DUNG THUOC NAY

Ban cén bdo ngay cho Béc si cua ban cac thude ban dang st dung hodc sir dung gan day,
bao gém ca thude khong ké don, vitamin, thude tir duoc liéu, dic biét cac thude sau:

- Khéng dung sulpirid hodc bao cho Bac si ngay néu ban dang dung levodopa dé diéu tri
bénh Parkinson, hodc dung thudc chi vén dopamin khéng khang Parkinson (vi du
carbegolin, quinagolin)

- Hay bao cho Béc si néu ban dang ding mét trong céc thude sau:

+ Mot s6 thude gitip ngti ngon hodc an thin giam lo au: cc din chit cia morphin, thude an
than kinh, barbiturat, benzodiazepin, thudc giai lo du ngoai benzodiazepin nhuw meprobamat,
thube gay ngu, thude chéng trim cam an than.

+ Thudc tri cao huyét ap nhu clonidin, diltiazem, verapamil, digitalis.

+Thude chdng di tmg (thude khang histamin ¢6 thé gay budn ngu) nhu ch eniramin,
promethazin, ketotifen.

+ Thudc ¢6 kha nang gy xoén dinh.

+ Sucralfat dung trong bénh dau da day.

+ Lithi dung trong diéu tri tram cam.




+ Khong dung rugu khi dang st dung sulpirid.

+ Thube chen beta trong suy tim: bisoprolol, carvedilol, metoprolol, nebivolol.

+ Thude lam giam kali huyét: Thude loi tiéu, thude tri tdo bén cé thé lam giam nong do kali
huyét. Mot s6 thude khang sinh nhur erythromycin, amphotericin B. Steroid ding dé khang
viém nhu prednisolon, dexamethason, betamethason.

10. CAN LAM Gi KHI MOT LAN QUEN KHONG DUNG THUOC

Udng ngay li¢u da quén khi nhé ra. Néu thoi diém nhé ra lidu da quén gin vai liéu tiép theo
thi bo qua va chor dén liéu tiép theo. Khong dung lidu gap d6i dé bu cho lidu di quén trude
do.

11. NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU

Khi qua liéu c6 thé gay loan dong véi loan truong luc co ludi va cimg ham. C6 thé ¢6 giam
y thitc, run sg, co cling co, kho cir dong hay khong kiém soat duge cir dong (dic biét la mit,
¢d, tay, chan), ting tiét nude bot, chong mat, déu 6¢ quay cudng, ngét xiu.

12. CAN PHAI LAM GI KHI DUNG THUOC QUA LIEU KHUYEN CAO

Can thong bao ngay cho Bac si khi sir dung thudc qué liéu khuyén cdo. Dén ngay trung tam
y té néu xudt hién céc triéu ching bét thudong khi sir dung qua lidu.

13. NHUNG PIEU CAN THAN TRONG KHI DUNG THUOC NAY

- Trong khi diéu tri, néu c6 sot cao khong rd nguyén nhén, phai ngung thudc ngay va bao
cho Bac si.

- Can thong bao cho Bac si trudce khi ding thude nay néu: ban la nguoi trén 65 tudi, dic biét
khi bi sa sut tri tué, da timg c6 con dot quy, c6 tién sir ban than hodc gia dinh bi huyét khoi.
Néu dang ¢6 vin dé v& than, ¢6 bénh tim hay tién sir gia dinh c6 nguoi mic bénh tim. Dang
mac bénh hung cam hay bi déng kinh, ngudi bi cao huyét ap.

- Phai theo ddi glucose huyét cho ngudi dai thao dudng hoic ¢6 nguy co dai thao duong khi

bat dau diéu tri sulpirid.

- Can than trong khi sir dung & nhimg ngudi udng ruou hodic dang dung cac
rugu vi lam ting budn ngu.
- Thuée ¢6 chira lactose, nhimg bénh nhén ¢6 vin dé di truyén hiém gip nhu khong dung

nap galactose, thiéu hut lactase, hodc kém hép thu glucose-galactose khong nén dung thuéc

nay. e




14. KHI NAO CAN THAM VAN BAC SI, DUQC SI
Khi tic dung khéng mong mudn kéo dai hodc néu can thém thong tin, xin hoi y kién Bac si
hoac Dugc si.
15. CAN BAO QUAN THUOC NAY NHU THE NAO
Pé thudc noi kho thoang, tranh anh sang, nhiét d¢ khong qua 30 °C.
16. HAN DUNG CUA THUOC: 36 thang ké tir ngay san xuat
PHAN B: HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE

1. CACDPAC TINH DUQC LUC HQC, DUQC PONG HQC
Dugc lue hoc

Sulpirid thude nhém benzamid, c6 tac dung chdng réi loan tim than va chéng tram cam
thong qua phong bé chon loc cac thy thé dopamin D2 & ndo. C6 mét s6 chimg ctr cho thay
sulpirid lidu thip (50-150 mg/ngay) c6 tac dung chdng trim cam, liéu cao hon (800-1000
mg/ngay) c6 tac dung dbi véi cac triu chimg dwong tinh cia bénh tam than phan liét.

Duwoc dong hoc

Sulpirid dugc hép thu cham tir duong tiéu hoa. Sau khi udng 1 vién nén 200 mg hodc vién
nang 50 mg, néng do dinh cta sulpirid trong huyét twong dat dugc theo thir tir 1a 0,73 mg/lit
va 0,25 mg/lit trong vong 3 - 6 gid. Sinh kha dung duong udng tir 25 % dén 35 %, thay doi
nhidu giira cac ngudi bénh.

Thude phan bé nhanh vao cac mé nhung tham it qua hang rao méu néo. Thé tich phéan bé:
0,94 lit’kg. Ty 1& lién két véi protein khoang 40 %. Sulpirid phén bd vao trong sira me va
qua nhau thai.

Sulpirid chuyén héa it & nguoi, thai trir chu yéu qua loc cau than vao nude tiéu. Thanh thai
toan bo: 126 ml/pht, thoi gian ban thai trong huyét trong cta thude khoang 8 - 9 gio.

2. CHI PINH, LIEU DUNG, CACH DUNG, CHONG CHI PINH
Chi dinh

- Diéu tri ngdn han cac triéu chimg lo 4u & ngudi 16n trong trudng hop that bai véi cac diéu

tri thong thuong.
- Ri loan hanh vi nang o tr¢ em (vat va, tu cit mot bo phén co thé, dong tac dinh hinh), dac

biét la trong hoi chung tu ky. m




- Tam than phan liét cip va man tinh.
- Hoi chirng Tourette.

Ciach ding: Dung duong udng

Liéu ding

Str dung thém dang bao ché c6 ham lwong 200 mg dé phi hop véi cac chi dinh. Dung theo
s chi dinh ctia Béc si hodc liéu thong thuomg:

- Diéu tri ngan han céc tridu chimg lo au & ngudi 16n: 50 - 150 mg/ngay, dung t6i da 4 tuan.
- Rdi loan hanh vi ndng & tré em trén 6 tudi: liéu udng hang ngay 5 - 10 mg/kg.

- TAm than phan liét cép va man tinh

Nguoi 16n va tré trén 14 tudi

+ Triéu chimg duong tinh cta tdm than phén liét: 200 - 400 mg/lan, 2 lan/ngay, lidu cao
nhat 1,2 g/ngay.

+ Triéu chimg am tinh ctia tdm than phén liét: 200 - 400 mg/lan, 2 lan/ngay, lidu cao nhat
800 mg/ngay.

+ Triéu chimg dm va dwong tinh két hop: 400 - 600 mg/lan, 2 lan/ngay.

Khong dung sulpirid cho tré dudi 14 tudi.

- Hoi chimg Tourette: Str dung dang bao ché khac phi hgp véi tré em dudi 6 tudi.

+Tré 6 - 12 tudi: 50 - 400 mg/lan, 2 lan/ngay.

+Tré 12 - 18 tudi: 100 - 400 mg/lan, 2 lan/ngay.

- Diéu chinh liéu & nguoi suy than

+ Do thanh thai creatinin tir 30-60 ml/phut: sir dung liéu bang 2/3 li¢u binh thuong hoic
gian khoang cach liéu 1,5 1dn so véi binh thuong.

+ Do thanh thai creatinin tir 10-30 ml/phit: str dung liéu bing 1/2 liéu binh thuong hodc
gidn khoang cach liéu 2 1dn so v6i binh thuong.

+ Do thanh thai creatinin < 10 ml/phut: sir dung liéu bang 1/3 liéu binh th

khoang cach liéu 3 lan so véi binh thudng.

Tuy nhién, trudng hop suy thin vira va nang khong nén dung sulpirid, néu c6 thé.
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Chong chi dinh

- Qua man vdi sulpirid hodc bit ki thanh phan nao cua thude.

- U tuy thuong than.

- Réi loan chuyén hoéa porphyrin c¢ip.

- Trang théi than kinh trung wong bi trc ché, hén mé, ngd doc rugu va thude tre ché than
kinh.

- Cac u phu thugc prolactin (nhu adenom tuyén yén prolactin va ung thu vi).

3. THAN TRONG KHI DUNG THUOC

- Phai than trong khi dung sulpirid vi thudc c6 thé gay ra héi chimg ac tinh do thudc an than
kinh. Trong khi diéu tri, néu ¢ sdt cao khong rd nguyén nhan, phai ngung thudc ngay vi sot
cao ¢6 thé 1a mot bidu hién cua héi chimg éc tinh do thude an thén kinh.

- Sulpirid kéo dai khoang QT, phu thudc theo liéu ding. Tac dung nay lam ting nguy co
loan nhip tim ning déc biét 1a xoén dinh, nhat la khi c6 nhip tim chim < 55 nhip/phut, giam
kali huyét, khoang QT dai bam sinh hay mac phai. Trude khi dung sulpirid, néu co thé, phai
loai trir cac yéu to ké trén, nén lam thém dién tam do.

- Thén trong khi dung sulpirid cho nguoi cao tudi, diic biét khi bi sa sut tri tué, khi 6 céc
nguy co tai bién mach mau ndo vi dé bi ha huyét ap thé dimg, dé nga, budn ngu, va tac dung
ngoai thap.

- Phai theo ddi glucose huyét cho ngudi dai thio duomg hodc ¢6 nguy co dai thio dudmg khi
bat du diéu tri sulpirid.

- Trong céc truong hop suy than cin giam liéu va ting cuong theo ddi. Néu suy thin ning
nén cho diéu tri tung dot gian doan.

- Nén ting cuong theo doi ¢ nhirng bénh nhan bi dong kinh do thube c6 thé lam giam
ngudng gdy dong kinh.

- Can than trong khi sir dung ¢ nhitng nguoi uéng ruou hoac dang dung cac loai thude chira

ruQu vi lam tang budn ngu.

- Nguoi bi hung cam nhe, sulpirid lidu thép ¢6 thé lam céc tridu chirng nd
- Thude ¢6 chira lactose, nhitng bénh nhén c6 vin dé di truyén hiém g3p nhu khong dung
nap galactose, thiéu hut lactase, hodc kém hip thu glucose-galactose khéng nén dung thude

nay.




4. THOIKY MANG THAI VA CHO CON BU
- Phuy nif ¢6 thai: Han ché st dung va lidu dung can giam vao céc thang cudi thai ky.

- Phu nit cho con bi: Sulpirid phan b6 vao sita me véi lugng twong déi Iém va co thé gy
ADR ddi v6i tré b me. Vi vdy phu nit dang cho con bu khong nén dung hodc ngimg cho
con bt néu ding thude

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

Thude ¢6 tac dung giy budn ngu, vi vy can than trong khi str dung thudc cho nguvi thuong
xuyén lai xe, van hanh may moc va lam viée trén cao.

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

- Thude chi van dopamin khéng khang Parkinson (carbegolin, quinagolid): chéng chi dinh
phéi hop vai sulpirid vi ddi khang 13n nhau.

- Thuée chu van dopamin khang Parkinson: c6 thé gay hodc lam ning thém céc roi loan tim
than. Trong truomg hop can thiét phai diéu tri thuée an than kinh cho nguoi bénh Parkinson
dang dicu tri thube chii van dopamin, phai giam dan lidu thuée dopamin cho t6i khi ngimg
han.

- Thudc an than: cac dan chit cua morphin, thudc an thin kinh, barbiturat, benzodiazepin,
thuoe giai lo au ngoai benzodiazepin nhu meprobamat, thudc giy ngu, thude chéng trim
cam an than, khang histamin H1 gdy ngu, thudc huyét ap trung tdm, baclofen, thalidomid
khi phdi hop lam tang téc dung trc ché hé than kinh trung wong va lam giam tinh tinh tdo, ha
huyét ap.

- Thude ¢6 kha ning gdy xoan dinh: c6 nguy co lam tang roi loan nhip tim, dic biét 1a xoén
dinh. J

—

- Sucralfat hodc cac thuée khang acid c6 chira nhém hodc magnesi hydroxyd
thu sulpirid. Vi vay, nén ding sulpirid sau khi uéng céc thudc khang acid Kl;oéng 2 gior dé
tranh tuong tac.

- Lithi: lam ting kha ning gay rdi loan ngoai thap cua sulpirid ¢6 thé do lithi lam ting kha

ning gin sulpirid vao thyu thé dopaminergic D2 ¢ ndo.




- Levodopa: d6i khang canh tranh véi sulpirid va céc thudc an than kinh, vi vy chong chi
dinh phdi hop sulpirid véi levodopa. C6 thé dung liu thap nhit c¢6 hiéu qua hai thude dé
cho ngudi bi bénh Parkinson.

- Rugu: lam tang tac dung gy ngu cta thude, tranh udng ruou va céc thirc udng c6 con khi
dung sulpirid. Mat tinh tdo khi lai xe, van hanh may méc.

- Thudc chen beta trong suy tim (bisoprolol, carvedilol, metoprolol, nebivolol): ting nguy
co r6i loan nhip that, dic biét xoén dinh. Céan theo doi 1am sang, dién tam db.

- Thude lam giam kali huyét: thude loi tiéu giam kali huyét, thuée nhuén trang kich thich,
glucocorticoid, tetracosactid, amphotericin tiém tinh mach: ting nguy co rdi loan nhip thit,
ddc biét xoén dinh. Can didu tri giam kali huyét truée khi ding sulpirid va theo ddi lam
sang, dién tam do, dién ndo dd

7. TAC DUNG KHONG MONG MUON

Sulpirid dung nap t6t. Khi dung liéu diéu tri, tac dung khong mong mudn thuong nhe hon
céc thude chong loan than khac.

* Thuong gip: ADR > 1/100

- Than kinh: mét ngu hodc budn ngu.

- Noi tiét: tang prolactin mau, tang tiét sira, roi loan kinh nguyét hodc voé kinh.

* [t gap: 1/1000 < ADR< 1/100

- Thén kinh: kich thich qué mirc, hoi chimg ngoai thap (ngoi khong yén, veo ¢d, con quay
mat), hoi chirng Parkinson.

- Tim mach: Khoang QT kéo dai (gdy loan nhip, xoén dinh).

* Hiém gip:

- Ni tiét: chimg to vii & dan ong.

- Than kinh: loan van dong muén, hoi chitg sét cao 4c tinh do thudc an tha
- Huyét ap: ha huyét ap thé dirng, chdm nhip tim hodc loan nhip.

- Khac: ha than nhiét, nhay cam véi anh sang, vang da do r mat.

Thong bdo ngay cho Bic si cdc tic dung khong mong muén gap phai khi ding thuéc.

/)




8. QUA LIEU VA CACH XU TRi

Kinh nghiém qua liéu sulpirid con it. Khi qué liéu ¢6 thé c6 loan déng véi loan truong luc
co ludi va cimg ham. Mot s6 nguoi bénh ¢6 hdi chimg giéng Parkinson ning hon, hi
chimg an than kinh. Sulpirid thai trir mot phdn qua thim phin mau.

Khong c6 thude giai doc dic hiéu. Diéu tri triéu chimg. Hoi sirc hé hép tim mach, theo doi
lién tuc cho t&i khi hoi phuc (nguy co QT kéo dai va loan nhip that). Néu xudt hién mot hoi
chimg ngoai thap ning, c¢6 thé cho mgt thude khang cholinergic.

9. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO

Khéng ding thude qué han sir dung.

Ngay xem xét sira doi, cip nhéit ndi dung hwéng din sir dung thude:

4 Danapha

PHARMACEUTICAL JSC Thuéc dwge san xudt tai by
CONG TY CO PHAN DUQC DANAPHA );
253 - Diing Si Thanh Khé - Quan Thanh Khé - TP Da ni %

Tel: 0511.3760130 Fax: 0511.3760127 Email: Info@danapha.com

Dién thoai tu van: 0511.3760131
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