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THANH PHAN: BAO QUAN:
M&ivién nén chira: N kha thoang, tranh anh sang, nhigt d§ dudi
- Levosulpirid: e ... 50mg 30°C.
- Ta duge: Lactose, Tinh bat mi, Avicel 101, Talc,  TIEU CHUAN: TCCS
PVP K30, Natri starch glycolat, Magnes) stearat, SBK:
a1 vien,
cuf’é}iﬁ Ve DE XATAM TAY TRE EM
- Digu tr tAm thdn phan ligt cap va man tinh & POC KY HUONG DAN SU DUNG
ngurdr Iam va tré em trén 14 tubi TRUGC KHI DUNG
g 3 "
- Hé trg didu tr cac tridu chivng rdi loan tiéu 8418 8%
héa chire ndng: Trvdng bung, khé chiu viing Ngay SX: DDMMIYYYY  HD: DDMMAYYYYY
thugng Vi, ¢ nong, @ hoi, budn nan, non
LIEU DUNG-CACH DUNG, CHUNG CHI BINH, TAC 2
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COMPOSITION: STORAGE:
Each tablet contains: Dry place, avoid the sunlight, below 30°C.
- Levosulpiride: .. 0 50MG SPECIFICATION: MANUFACTURER
- Excipients; Lactose, wheat starch, Avicel 101, Tale,  vISA:
PVP K30, Nairi starch glycolat, Magnesi stearat,

gs.1tablet
INDICATION:
- Treatment of schizophrenia and chronic levels in KEEP OUT THE REACH OF CHILDREN
adults and chidren over 14 years old READ CAREFULLY THE INSTRUCTION
- Support for the treatment of functional disorders BEFORE USE

abdominal distention, epigastric distention

heartbumn, belching, nausea and vomiting
DOSAGE-USAGE, CONTRAINDICATION, SIDE- Pharmaceutical Joint Stock Company
EFFECTS AND OTHER INFORMATIONS : I No 521, Biock An Lei, Hoa Lot War. Ben Cat Town,
Please read the leaflet in the box : vings
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THANH PHAN:
M8ivién nén chira:

- Levosulpirid: .. R JROSPTGPG - 114 |

- Ta dugce Lactose, Tinh bt mi, Avicel 101, Talc,
PVP K30, Natri starch glycolat, Magnesi stearat,
viradi 1 vién.

CHIB|NH:
- Diéu tri tAm than phan liét cdp va man linh &
nguoi G va tré em trén 14 tudi .
- HO trgr didu tri cac trigu chirng roi loan tiéu
hoa chire nang: Truang bung, khé chiu vang
thirgng vi. ¢ nong, ¢ hoi, bubn non, non
LIEU DUNG-CACH DUNG, CHONG CHI B|NH, TAC
DUNG KHONG MONG MUON VA CAC THONGTIN
KHAC:

Xindoc ki 1& hwdng din si-dung thube

BAO QUAN:
Nert khd thodng, tranh anh sang, nhiél 4¢ duai

30°C.
TIEU CHUAN: TCCS
SBK:
DE XA TAM TAY TRE EM
DOC KY HUONG DAN SU DUNG
TRUOC KHI DUNG
S0l 8X:
Ngay SX: DDMMIYYYY  HOD: DDMMYYYYY

Cong ty CP Dwoc Pham ME DI SUN
0 521, Khu phd An Lo, P Héa Les, TR 3én Cal
\A i T. Blnh Duarg
OT: {0650} 3589 038 - FAX: (0650) 3569 297
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COMPOSITION:
Eachtablet containg
-Levosulpinde: ... ... ... i SO MG
- Excipients: Laclose, whaat starch, Avicel 101, Taic,
PVP K30, Natri starch glycolal, Magnesi stearat,
gs.1tablet.
INDICATION:
- Treatment of schizophrenia and chronic levels in
adults and chidren over 14 years old
- Support for the treatment of funclional disorders.
abdominal distention, epigastric distention,
heartburn, belching, nausea and vomiting
DOSAGE-USAGE, CONTRAINDICATION, SIDE-
EFFECTS AND OTHER INFORMATIONS:
Please read the leaflet in the box.
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STORAGE:

Dry place, avoid the sunlight, below 30°C.
SPECIFICATION: MANUFACTURER
VISA:

KEEP QUT THE REACH OF CHILDREN
READ CAREFULLY THE INSTRUCTION
BEFORE USE

Pharmaceutical Joint Stock Company
) ]y No 521, Biock An Loi, Hos Lai War. Ben Cal Tows,
Ut Binh Duong provinca
TEL: (0650 3359 035 - FAX: (0650}

3536297




Rx Thubc ban theo don
Huwéng din sir dung danh cho cin b y té
MEDI-LEVOSULPIRID 50
Levosulpirid: ........ 50 mg

Thanh phén:

Méi vién nén co chtra:

Lievasnlpiei: sueunmmom it it 50 mg

Ta dugc: Tinh bot mi, Avicel 101, Tale, PVP K30, Natri starch glycolat, Magnesi stearat,

Lactose vira du 1 vién.

Dang bao ché: Vién nén

Quy cach dong goi:

Hop 10 vi x 10 vién nén, Hop 03 vi x 10 vién nén.

Cac dic tinh dwoc lwce hoc:

- Levosulpirid ddi khang chon loc thu thé Dopamine D2 hoat dong trén ca 2 cp trung wong
va ngoai vi, lam tdng nhu dong rudt va da day. Hon nita né lam ting co thit thuc quan dudi
tir d6 kich thich nhu dong rudt, ddy nhanh tién do lam sach da day va giam triéu chimg ddy
hot khé tiéu, ¢ chua, nén, trao nguoc thuc quan.

Cac dic tinh dwoc dong hoc:

~  Levosulpirid hap thu chdm qua dudng tiéu hod khoang 25% - 30%, Néng dé dinh dat duoc tir
3-4 gior sau khi uéng. Phan bd nhanh vao cac mé qua duoc sita me nhung qua hang rao mau
ndo kém. Thudc lién két véi protein huyét tuong thap < 40 %. Thudc thai trir qua nudc tiéu
va phan duéi dang chua chuyén hoa. Thoi gian béan thai cua thube khoang 7-9 gid.

Chi dinh:

- Dif‘”:u tri tém than phan liét cép va man tinh & ngudi 16n va tré em trén 14 tudi.

= Ho trg di€u trj cdc tri¢u ching roi loan tiéu hda chirc ning: truéng bung, khé chiju ving

. thuong vi, 0 néng, ¢ hoi, buon ndn, non.

Liéu dung va cach sir dung:

- Diéu tri tim than phan liét & ngudi 16n va tré em trén 14 tudi: Lidu khaiddy 200-400mg chia
2 lan mdi ngay. Tang lidu néu cin thiét. Bénh nhan chu yéu la tich cuc} TS1 da 1,2 g/ngay.
Bénh nhan chi yéu la tiéu cuc: Téi da 800 mg/ngay. Bénh nhan c6 trié chirng tich cuc va
tiéu cuc hdn hop: Liéu thong thudng tir 400-600 mg chia hai 1dn mdi ngay.

- HO trg diéu trj cac triéu chimng rdi loan tiéu hoa chirc ning:

Ngudi 16n: 1 vién x 1 lan/ngay, diing trudce bira an.
Hodc theo hudéng dan ctia bac si.

Chong chi dinh:

- Phu nit mang thai va c¢6 kha niang mang thai.

- Tré em dudi 14 tudi.

- Bénh nhén bj tén thuong nhu dong rudt, bénh nhan bj xuét huyét da day rudt, r6i loan nhu
dong rudt hay kha ning tham thau.

- Tang séc t6 té bao c6 thé gdy tiang huyét 4p do phong thich catecholamine tir khéi u.

- Tiang cam giac khong dung nap thude.




- Dong kinh, hung cam va loan tdm than hung - tram cam.

- Bénh nhan bénh vu cap tinh — déy la su tuong quan gitra su tang tiét prolactin va loan san té
bao vii thuong gap khi ding thude huéng tdm than.

Than trong:

- Bénh nhan ting huyét ap.

- Tré em (vi c6 hoi chirng ngoai thap xay ra, nén than trong tranh str dung thudc qua liéu).

- Bénh nhan 16n tudi: Thude duge dao thai qua than. O nhitng bénh nhén suy giam chirc nang
than va ngudi 16n tudi, ndng do cia thude trong huyét thanh c6 thé ting cao. Can luu ¥ khi st
dung thudc cho cac bénh nhan nay vi cé thé xay ra cac tac dung phu (hdi ching ngoai
thap,vv...), va can diéu chinh lidu va sb 1an dung thude.

- Thudc ¢6 chira lactose can than trong ddi v6i bénh nhén cé van d& vé di truyén khong dung
nap galactose hodc thiéu enzym lactose, hodc bénh nhan kém hép thu glucose-galactose
khdng nén str dung thude nay.

Sir dung cho phu nir ¢6 thai va cho con bi:

- Khdng dung cho phu nit c6 thai va cho con bu

Anh hwéng dén kha niing lai xe va vin hanh may moc:

- Thude cé thé gay budn ngu, ngd mé va rdi loan van dong nén khéng ding thude cho ngudi
véan hanh may moc va lai xe.

Twong tic ciia thube voi cac thude khic va cac loai twong tac khac:

- Téc dong cua thude trén nhu dong rudt dbi khang véi tac dong cia cac thube ddi giao cam
(atropin, methylscopolamine,vv...), thuéc gdy mé va thubc giam dau, vi thé khong nén phdi
hop chung céc thudc véi nhau.

- Vi thuoc lam mét cac dau hi¢u qua lidu cta céc thudc nhém digital: budn nén, ndr, biéng an,
nén cin theo ddi can than khi chi dinh thudc cho cac bénh nhan dang diéy/tri véi thude
digital.

- Sir dung két hop ddng thoi vdi benzamide (metoclopramide, tiapridé, Wv...) d& gy viém
tuyén ndi tiét va hoi chimg ngoai thap. Vi thé, can theo déi bénh nhan\can than va than trong
khi phéi hop cac thude nay.

- Cén dic biét luu y khi sir dung dong thai voi cac thude hudng tdm thén dé tranh cac tac dong
phu do tuwong tac thudc. Khéng diing chung thude véi ruou.

Téac dung khéng mong mudn:

- Déi khi gy mat kinh, ting tiét sita, ching vi to & dan dng, khat nuée, dau da day, budn nén,
ndn, tiéu chay va tdo bon, sot, mét méi, budn ngi, ué oai, chong mit, va mét thing bing.

~  Cao huyét 4p c6 thé xay ra.

- Hiém khi bj run, cimg ludi, khé thé, liét duong, phat ban hay phu.

Thong bao cho bac si cac tac dung khong mong mudn gip phai khi ding thude.

Qua liéu va cach xi tri:

- Khi ding thudc qué liéu co thé c6 cac triéu ching rdi loan ngoai thap va rdi loan gidc ngu.

- Khi xay ra qua lidu thong béo ngay véi bac si diéu tri va lién hé v4i trung tdm y té gin nhit
dé xir ly.




Béo quan:
Bao quan trong bao bi kin, tranh 4m, tranh 4nh sang, & nhiét do dudi 30°C.
Han diing: 3 nam ké tir ngay san xuat.
Tén, dia chi, biéu twgng (néu c6) ciia co sé san xuit.
Cong ty ¢b phin dwge phim Mé€ Di Sun
S& 521, khu phd An Lgi, phuong Hoa Loi, \thi'd Bén Cét, tinh Binh Duong.
Ngay xem xét sira ddi, cAp nhat lai ndi dung hwéng din sir dung thude:




Rx Thuédc ban theo don
TO HUGNG DAN SU DUNG THUOC CHO NGUOI BENH
Tén thudc: MEDI-LEVOSULPIRID 50

Poc ki hwéng din sir dung truée khi dung
Pé xa tAm tay tré em

Théng bio ngay cho bic s§ hoic dwoc si nhitng tic dung khong mong mudn

gip phai khi sit dung thude

1. Thanh phan va ham lwong cia thude:

Méi vién nén c6 chira:

LEVESHRIRHIGL oo nsammsssimsmmrsssvmimvorvsssssmussaswsmmnses 50 mg

Ta dugc: Tinh bdt mi, Avicel 101, Talc, PVP K30, Natri starch glycolat, Magnesi stearat,
Lactose vira du 1 vién.

2. M6 ta san phim:

Vién nén mau trang, hinh tron, thanh va canh vién lanh lan.
3. Quy cach déng goi:

Hop 10 vi x 10 vién nén, Hop 03 vi x 10 vién nén.
4.Thudc ding cho bénh gi:

Piéu tri tim than phén liét cip va man tinh & ngudi 16n va tré em trén
HG trg diéu tri céc trigu cerng ri loan tiéu hoéa chire ning: truéng bmng, kho chiu ving
thuong vi, ¢ néng, ¢ hoi, budn ndn, nén.

. Nén dung thudc nay nhu thé nao va lidu lrong:

- Diéu tri tdm than phén liét & ngudi 16n va tré em trén 14 tudi: Liéu khoi dau 200-400mg
chia 2 1an m&i ngay. Tang lidu néu can thiét. Bénh nhan chu yéu 1a tich cuc: Téi da 1,2
g/ngay. Bénh nhan chu yéu la tiéu cuc: Téi da 800 mg/ngay. Bénh nhan cé triéu chimg
tich cuc va tiéu cuc hon hop: Liéu thong thuong tir 400-600 mg chia hai 14n méi ngay.

- Hobtro diéu tri céc triéu chimg roi loan tiéu hoa chirc nang:

Ngudi 1ém: 1 vién x 1 lan/ngay, dung trude bira an.
Hoic theo huéng dan cua bac si.

6. Khi nao khong nén ding thudc nay:

- Phu nir mang thai va c¢6 kha ning mang thai.

- Tré em dudi 14 tudi.

- Bénh nhan bi tén thuong nhu dong rudt, bénh nhan bi xuét huyét da day rudt, rdi loan nhu
dong rudt hay kha nang thim thau.

- Tang sic tb té bao co thé gay tang huyét ap do phéng thich catecholamine tir khbi u.

- Tang cam giac khéng dung nap thube.

- Déng kinh, hung cam va loan tdm than hung - trdm cam.

- Bénh nhan bénh v cap tinh — day la su twong quan giita su ting tiét prolactin va loan san

té bao via thuwong gap khi ding thude huéng tim thén.
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7. Tac dung khéng mong mudn:

- Déi khi gy mét kinh, ting tiét sita, chimg vi to & dan 6ng, khat nuéc, dau da day, budn
ndn, ndn, ti€u chay va tao bon, sot, mét moi, budn ngu, ué oai, chéng mat, va mat thing
bang.

—  Cao huyét 4p co thé xay ra.

- Hiém khi bi run, cimg ludi, kho tho, liét duong, phat ban hay phu.

Thong bdo cho bac si cac tac dung khong mong mudn gap phai khi dung thude.

8. Nén tranh dung nhirng thudc hodc thwe pham gi khi dang sir dung thuée nay:

~ Téac dong cua thudc trén nhu dong rut déi khang véi tac dong cua cac thudc dbi giao cam
(atropin, methylscopolamine,vv...), thudc gdy mé va thube giam dau, vi thé khong nén
phdi hop chung céc thude véi nhau.

— Vi thudc lam mét cac d4u hiéu qué liéu cta cac thube nhom digital: budn ndn, nén, biéng
an, nén can theo ddi cin than khi chi dinh thube cho cdc bénh nhéan dang diéu tri véi thubc
digital.

- Sir dung két hop ddng thoi véi benzamide (metoclopramide, tiapride, vv...) dé giy viém
tuyén ndi tiét va hoi chimg ngoai thap. Vi thé, can theo doi bénh nhén cén than va than
trong khi phéi hop céc thude nay.

- Cén dac biét luu y khi sir dung dong thoi véi cac thube hudng tdm than dé tranh cac téc
dong phu do tuong tac thude. Khong dung chung thudc voi ruou.

9. Cin 1am gi khi mét lin quén khong dung thubc:

Bo qua va tiép tuc liéu nhu thudng 1é theo su chi din lidu ctia bad'sy:

10. Cén bao quan thudc nay nhw thé nao:

Noi kho, tranh anh sang, ¢ nhiét do khong qua 30°C.

11. Nhitng d4u hiéu va triéu chirng khi dung thube qua liéu:

- Khi ding thubc qua lidu co thé co cac tridu chimg rdi loan ngoai thap va rbi loan gidc ngu.

12. Cén phai lam gi khi ding thudc qua licu khuyén cdo:

- Khi xay ra qud liéu théng bdo ngay vdi bac sT diéu trj va lién hé v6i trung tim y té gan
nhat dé xur ly.

13. Nhitng didu cn thén trong khi ding thudc nay:

* Céc truong hop thén trong khi ding thude:

- Bénh nhén tang huyét ap.

- Tré em (vi c6 hdi chirng ngoai thap xay ra, nén than trong tranh str dung thude qua lidu).

- Bénh nhan 16n tudi: Thubc duoc dao thai qua than. O nhimg bénh nhan suy gidm chirc
nang than va ngudi 16n tudi, ndng dé cua thude trong huyét thanh cé thé tang cao. Can luu
y khi sir dung thudc cho cac bénh nhan nay vi cé thé xay ra céc tdc dung phu (hdi chimg
ngoai thap,vv...), va can diéu chinh liéu va s6 lan ding thudc.

- Thube c6 chira lactose can than trong dbi voi bénh nhan ¢6 van dé vé di truyén khong
dung nap galactose hodc thiéu enzym lactose, hodc bénh nhin kém hdp thu glucose-
galactose khong nén str dung thudc nay.

14. Cic khuyén cdo ding thude cho phu nir ¢6 thai va cho con bii:

Khéng dung cho phu nit ¢6 thai va cho con bi
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15. Anh hwéng dén vin hanh may méc va tau xe:
- Thudc ¢ thé gay budn ngi, ngi mé va rdi loan van dong nén khong dung thude cho
ngudi van hanh may moc va lai xe.
16. Khi nio cin tham van bac sy/dwoc si:
Tham vén béc s§ néu gap phai tic dung khéng mong muén khi st dung thude.
Néu cin thém thong tin xin héi y kién bdc si hodc dwogc si -
17. Han ding cia thude:
36 thang ké tir ngay san xuat.
18. Tén, dia chi ciia nha sin xuat:

Céng ty ¢b phin dwgc phim Me }i:/ '
S6 521, khu phé An Loi, phuong Hoa Loi, thi xa Bén Cat, tinh Bifth Duong. 2 °

19. Ngay xem xét cAp nhét to thong tin cho bénh nhan: 17/03/2017
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PTRUONG PHONG

e/V W Jlf ?M’ Jiﬂ/ﬁ




