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e Thanh phén céng thic: Tiéu chusn: TCCS

i Thanh phén dugc chét: Bao quan; Dudi 30°C, noi khd réo, trénh anh sang.
Levosulpirid............. -.50mg DE XA TAM TAY TRE EM

Thanh phan t4 dugc...vd...1 vién nén POC KY HUSNG DAN SU DUNG TRUGC KHI DUNG.
Chi dinh; Céch diing- Liéu ding; Chéng chi dinh San xudt tai: )

Thén trong; Tac dung khdng mong mudn va cac CONG TY GO PHAN DUJC PHAM KHANH HOA
théng tin khdc: Xin doc trong g hudng dan st dung Buing 214, Khier Ding Bic. Phuing Vinn Haa, TP. Nina Trang, T. Khdah Ha
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Composition: Specifications: Manufacturer

Active ingredient: Storage: Below 30°C, in dry place, pratect from light
Levp;ulplrhe,....,,....,,. ....50mag KEEP OUT OF REACH OF CHILDREN
Excipients..............q. 11tablet READ CAREFULLY INSTRUCTIONS BEFCRE USE
Indications; Dosage - Administration; Contraindications; Manufactured by:

Precautions; Adverse effects and other informations: Khanh Hoa Pharmaceutical Joint Stock Company
e "R Please see enchsed leaflet 214 street Dong Bac Ramlet, Vinh Hoa Ward, Nha Trang ity Khanh Hoa Provinge
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Adverse effecls
And other informations :

2/4 street, Dong Bac hamlet, Vinh Hoa ward,
Nha Trang city, Khanh Hoa province
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Thanh phén eéng thie: Tiéu chudn: TCCS
Thanh phén dugc chéat: Levosulpirid...50mg Béo quén: Dudi 30°C, noi khé rdo, tranh
Thanh phén ta duge......vd......... 1 vign nén anh sang.
Chi dinh BE XA TAM TAY TRE EM
Cach dung- Liéu diing ) BOC KT HUONG DAN S0 DUNG TRUOC KHI DUNG.
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Composition: Specifications: Manufacturer \
Active ingredients: Levosulpiride...50mg Storage: Below 30°C, in dry place,
Excipients........q.Sumrenrn. for one tablet protect from light
Indications 3 KEEP OUT OF REACH OF CHILDREN
Dosage - Administration : READ CAREFULLY INSTRUCTIONS BEFORE USE
_— Please see
Contraindications :} neleasd Manufactured by:
Precautions leaflet Khanh Hoa Pharmaceutical Joint Stock Company
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Rx Thuée nity chi ding theo don thude
LEVOSULPIRID 50

Dé xa tam tay tré em
Poc kj huong dan sir dung trude khi dimg

1. THANH PHAN CONG THUCTHUOC
MOdi vién nén chira:
Thanh phdn hoat Shiar: LEROSHIMIAR uvussvumissmmimnsammmmanmins 50 mg.

Thanh ph.ﬁ‘n td dioe: Lactose monohydrat, cellulose vi tinh thé PH101, tinh bot mi, PVP K30,
natri starch glycolat, talc, magnesi stearat.

2. DANG BAO CHE
Vién nén.

M6 ta san phém: Vién nén tron, mau tréng, canh va thanh vién lanh lin, mdt mét nhin, mot mét
¢6 ranh chia vién.

3. CHI PINH

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

- Diéu tri tim than phén liét man tinh véi céc triéu chimg tiéu cuc.

4. CACH DUNG, LIEU DUNG

Dung dudmg ubng.

Nguoi lon

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

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

Lidu nay c6 thé giam tir tir.

Tré em

Chua c6 dit liéu. Khong khuyén cdo sir dung levosulpirid cho tré em.

Nguedi cao (uoi

Liéu cho bénh nhén cao tudi cin duge cin nhic giam so voi lidu trén boi cac béc st chuyén khoa.
Suy thdn

Khéng cin diu chinh lidu.

Suy gan

Khéng can diéu chinh liéu.

5. CHONG CHI DINH

Man cam véi levosulpirid hodc bat ¢t thanh phéan nao ctia thude.
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Thén trong khi sir dung cho bénh nhén dong kinh, hung cam, trong giai doan hung cam cta roi
loan tAm thin thé hung - trAm cdm.

U tiy thuong thin c6 thé gdy con ting huyét ap do giai phéng catecholamin tir khéi u.

Bénh vi 4c tinh do ¢6 thé c6 su twong quan gitta tac dung tang tiét prolactin ciia hau het céc loai
thuoe hwéng tAm than va loan san tuyén vi.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC

Trong céc thir nghiém lam sang ngAu nhién c¢6 d6i ching véi gia duge duge thue hién ¢ mot )
bénh nhén sa sut trf tué duge diéu tri bing mdt s6 thude chdng loan thdn khong dién hinh, nguy
co bién ¢d mach m4u nio ting khoang ba lAn d& dugc quan sat. Tuy chua 16 co ché, nhung
khong thé loai trlr nguy co véi cdc thube chdng loan than khic va cic nhém bénh nhéan khac.
Nén thén trong khi st dung cho bénh nhéan ¢6 céc yéu 6 nguy co dot quy.

Hoi chimg thin kinh 4c tinh c6 thé gy tir vong di duge béo cdo khi sir dung thude an thn
(thude thudng duge sir dung cling v6i-thude chéng loan thin). Céc biéu hién co ban cta hoi
chiimg nay la sot cao, co ctng co, liét co, rbi loan than kinh thuc vat (81 loan huyét ép, d6 md
héi, nhip tim nhanh, loan nhip tim), mét y thirc ddt ngdt dan téi ngit va hén mé. Cén ngimg
thube chéng loan thin va céc thude khong thiét yéu khic ngay 14p tic va 4p dung cdc bién phap
diéu tri triéu chimg chuyén siu (ha thdn nhiét va didu chinh tinh trang mét nuée). Trong trudng
hop cén sir dung lai thuéc chéng loan thin, bénh nhén can dugc theo dai cdn than. Tranh didu
tri ddng thoi véi céc thude an than khéc.

Khong nén st dung levosulpirid khi viéc kich thich nhu dong tiéu héda c6 thé gy nguy hiém, vi
du nhu khi bi xuht huyét tiéu hoa, co di vat hodc thing dudng tiéu hoa.

Nén thén trong khi dung levosulpirid & bénh nhén mic bénh tim mach hoc ¢6 tién sir gia dinh
bi kéo dai khoang QT.

Pa ¢ bao cdo vé tinh trang huyét khéi tinh mach (VTE) khi sir dung thude chdng loan thin. Vi |
bénh nhin duge didu trj bing thubc chéng loan than thudng c6 céc yéu t8 nguy co huyét khéi
finh mach, cin x4c dinh cac yéu td nay trude va trong khi diéu tri bing levosulpirid dé ¢6 bién
phép phong ngira thich hop.

th”)ng'u.éng rugu khi dang ding thudc.

Bénh nhén c6 cée di truyén hiém gap vé vén dé khong galactose, thiéu hut lactase hoan toan
hoic kém hip thu glucose-galactose khong nén dung thube nay.

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Khong c6 nghién cim dAy du va c6 kiém soét trén phu nit mang thai. Do dé, khéng nén st dung
levosulpirid trong phu nit ¢6 thai, dy dinh c6 thai va trong thoi ky cho con bu trir khi loi ich cho
me vuot trdi so voi nguy co tiém 4n d6i v6i thai nhi hodc tré so sinh. Tré so sinh tiép xuc voi
thubc chéng loan than dién hinh hodc khong dién hinh bao gbm levosulpirid trong ba cubi thai
ky ¢6 nguy co gip tic dung phu bao gém cac triéu chimg ngoai thép hodc hdi chimg cai thude.
Pa ¢6 bio cdo vé kich dong, ting truong luc, ha huyét 4p, run réy, bubn ngu, suy ho hip va réi
loan hép thu. Do d6, tré so sinh nén dugc theo doi cén than.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
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Bénh nhan dang diéu tri bang levosulpirid c¢6 thé bi budn ngi, té bai chéng mit va rdi loan van
dong, do d6 nén tranh 14i xe va str dung méy méc trong thoi gian ding thude.

9. TUONG TAC, TUONG KY CUA THUOC

Ding déng thoi levosulpirid véi céc thude kéo dai khoang QT lam ting nguy co 16i loan nhip
fim.

Khéng nén ding ddng thoi levosulpirid v6i céc loai thude gdy rdi loan dién giai.
10. TAC DUNG KHONG MONG MUON CUA THUOC

Céc tac dung khong mong mudn duoc phén loai theo tan sudt va hé co quan. Céc loai tan sudt
duge x4c dinh theo quy ude nhu sau: Rat thuong gip (> 1/10), Thudng gip (> 1/100 dén < 1/10),
ft gap (> 1/1 000 dén < 1/100), Hiém gip (> 1/10 000 dén < 1/1 000), RAt hiém gip (< 1/10 000),

Chura 6 tan suat (chua xac dinh duge tir nhitng dit liéu hién cd).

X = -
H¢ co quan Bt tl:u‘o’ng Thlft)l]g Hiém gip RAt hiém gip Chua ro tin sudt
gap gap
Chuyén Téang cén
hoa va dinh
dudng
Thinkinh |Ngu g&, ué | Chéng Parkinson, 1i|Hoi chimg thin kinh
oai mat, 4o loan van dng, |4c tinh (xem phén
giac run, loan | Canh bdo va thin
truong luc co, | trong)
kich dong tdm
thin van dong,
r6i loan thin
kinh thuc vit
Sinh san V6 kinh, nft hoa

tuyén vi, ting tiét
stta, thay ddi ham
mudn tinh duc !

Hoi ching cai thude,
hdi ching ngoai thap
O tré so sinh

Tim mach Kéo dai khoang | Dot.tir? Huyét khéi tinh mach
QT, r6i loan nhip (bao gdm thuyén tic
that nhu xodn phdi va huyét khoi

dinh, nhip nhanh
that, rung that,
ngimg tim 2

tinh mach séu) 2

Xét nghiém

Tang prolactin méu '
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' Quan sét trong céc trudong hop déc biét, do st dung kéo dai va do tac dung thuin nghich cta
levosulpirid d6i véi chitc ning cla truc dudi ddi-tuyén yén-tuyén sinh due, twong tu nhu véi
nhiéu loai thude an than.

-' L ’ L # hY ’
? Quan sat voi cdc thuoe khéc cting nhém.

Huwéne din xiv tri ADR:

Ngung thude néu c6 biéu hién ctia hoi chimg thén kinh 4c tinh (xem thém phdn Céanh bao va than
trong).

Théng bdo ngay cho bdc sy hodc duwoc sy nhitng phan ting cé hai gip phéi khi siv dung thube
11. QUA LIEU VA CACH XU TRi

Thudc ¢6 thé gy hdi ching ngoai thap va roi loan gide ngi khi ding liéu cao va & bénh nhin
nhay cam véi thudce an than.

Trong trudmg hgp nay, nén giam lidu hoiic ngimg didu tri.
12, PAC TINH DUQC LUC HQC

Nhém duoc ly: Thude chdng loan thin nhém benzamid
Mi ATC: NOSAL07

Céc nghién ctru vé sinh hoéa, duge ly va 1dm sang thu duge v6i hai déng phén cia sulpirid déu
chi ra rang hoat tinh khdang dopaminergic, ca ¢ trung uong va ngoai vi déu do ddng phén levo
cua sulpirid.

13. PAC TINH DUQC PONG HQC

Khi ubng 50 mg levosulpirid, ndng d¢ dinh trung binh trong huyét tuong 1a 94,183 ng/ml sau 3
gior. Levosulpirid thai trir chil yéu qua nude tidu. Thoi gian ban thai sau khi dimg liéu 50 mg tiém
tinh mach 14 4,035 gio.

Suy thdn

Khong cén didu chinh liu.
Suy gan

Khong cin diéu chinh liéu.

14. QUY CACH DPONG GOI
Hép 3 vi x 10 vién.

Hop 6 vix 10 vién.

Hop 10 vi x 10 vién.

15. PIEU KIEN BAO QUAN
Duéi 30°C, noi khé réo, trénh 4nh séng.
16. HAN DUNG

36 théng ké tir ngay san xuét.
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17. TIEU CHUAN CHAT LUQNG

Tiéu chuan co sd.
18. TEN, PIA CHI CUA CO SO SAN XUAT THUOC

CONG TY CO PHAN DUQC PHAM KHANH HOA
Dia chi: Dudng 2 thang 4, Kh6m Déng Bic, phuong Vinh Hoa, thanh phé Nha Trang, tinh Khanh Hoa
Nha Trang, ngay 74 théng 04 nam 2020 .q»./
CONG TY CRBE: HAM KHANH HOA
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