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L IHUSC BANTHEORON ¢y HUGNG DAN SU DUNG THUOC

Vién nang cirng
DAVYCA
Vién nang cung

DAVYCA-F

Thudc bén theo dom
Pé xa tAm tay tré em
Poc ki huwéng din sir dung trwée khi dung
Théng bio ngay cho bsc sy hodc durge sy nhirng tic dyng khong mong mudn khi sir dung thubc
Té théng tin sdn phdm nay bao gém hudng dén s dung cho thudc co nhiéu ham lwong khdc nhau

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Thanh phin

MBi vién nang cimg DAVYCA chira:

Pregabalin ........ ..ol 75 mg

T4 dugc: Lactose monohydrat, croscarmellose natri, povidon, magnesi stearat, tale, silicon
dioxyd.

MbBi vién nang cimg DAVYCA-F chira:
Pregabalin ........ccciiomimaiinaasisosanaan 150 mg
T4 dugc: Lactose monohydrat, croscarmellose natri, magnesi stearat, silicon dioxyd.

2. Mb ta san phim

DAVYCA: Vién nang cimg s& 4 mau d6 - tring, bén trong chira bt thubc mau tring.
DAVYCA-F: Vién nang cirng mau d6 - xanh.

3. Quy cidch déng goi

DAVYCA: Hop 2 vi x 14 vién.
Hop 6 vi x 14 vién.
DAVYCA-F: Hop 2 vi x 14 vién.

4. Thubde dang cho bénh gi?

DAVYCA/ DAVYCA-F chira hoat chit la pregabalin, thuéc nhém thubc chdng dong kinh.

Thube dugce chi dinh dé diéu tri:

— Phéi hop ciing cac thudc chéng co giat dé diéu tri ddng kinh cyuc bd & ngudi 1én.

— Réiloan lo du lan téa.

— Pau do nguyén nhén thin kinh: Viém day than kinh ngoai vi do dai thao duong, dau thin
kinh sau Herpes.

— Pau co do xo hoa.

— Pau thin kinh do tdn thuong tay sbng.

5. Nén dung thudc nay nhw thé nao va lidu luwgng?

Ludn dung thudc chinh xac nhu hudéng din cia bac sy hodc dugc s¥. Néu ban chura rd, hiy hoi

lai cho chéac chén.

Bac sy s& quyét dinh liéu phu hgp nhét danh cho ban.

Thubc chi ding bing dudng udng.
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Liéu dung:

— Dung thudc theo dung liéu ma bac s chi dinh cho ban.

— Lilu ding cua ban dugc didu chinh theo tinh trang bénh va thudng nim trong khoang 150 -
600 mg/ ngay. .

— Biéc sy s& huéng din ban dung thudc nay 2 hosc 3 lan/ ngay. Néu dung thudc 2 14n/ ngay ban
nén dung mét 1§n vao bubi sang va madt 14n vao budi téi, vao cung mét thoi diém madi ngay.
Néu dung thudc 3 14n/ ngay ban nén dung mét 14n vao budi sang, mot 1dn vao budi trua va

_mot 14n vao budi tdi, vao cung mot thoi diém mdi ngay. )

Néeu ban thiy hiéu qua cua thu6éc qua manh ho@ic qua yéu thi nén hoi y kién bac s¥ hoac dugc sy.

Néu ban 1a ngudi cao tudi (trén 65 tudi), ban cb thé dung thubc binh thudmg trir trudmg hop ban

c6 van dé vé than.

Béc sy c6 thé thay ddi phéac dd diéu tri néu ban c6 vin dé vé than.

Cach dung:

Ban nén nudt nguyén vién vé&i nude.

Tiép tuc dung thudc cho dén khi bac s§ bao dimg.

6. Khi nao khéng nén dung thudc nay?

Khéng nén dung thudc nay néu ban:
— Min cam véi pregabalin hodc bit ky thanh phin nao cua thude.

7. Tédc dung khéng mong mudn

Nhur cédc thubc khéac, pregabalin cé thé gly tac dung khéng mong mudn, nhung khéng phai ai
ciing gap phai. o ;o

Ngung diing thudc va lién hé trung tam y té gan nhdt néu ban gdp cdc phdn ung sau:

Céc phan tmg qua mén.

Sung & mit hodc ludi hodc néu da cua ban chuyén mau doé va bét dau ndi bong nudc hodc bong
troc (hdi chung Stevens-Johnson).

Cdc tdc dung khdéng mong mudn khdc:

R4t thueomg gdp (gdp & nhiéu hon 1 trén 10 ngudi sir dung)

Chéng mait, budn ngi, nhirc diu.

Thuweng gdp (gdp ¢ 1 dén 10 trén 100 nguoi str dung)

Viém mii hong.

Tiang cam gidc ngon migng.

Cam gi4c phéin khich, 1a 14n, khé chiu, mit phuong huéng, mét ngi, giam ham muén tinh duc.
Mt didu hda, bt thudng phdi hop, run, loan van ngdén, mét tri nhd, suy giam tri nhd, rbi loan
chu ¥, di cam, giam cam giéc, an than, rbi loan cén bang, hén mé.

Nhin md&, nhin d6i.

M4t thing bang.

Nén, budn nén, tdo bén, tiéu chay, diy hoi, diy bung, kho miéng.

Chudt rat, dau khép, dau lung, dau & chi, co that cd tir cung.

Rbi loan chite ning cuong duong.

Phu ngoai bién, phu, dang di bit thudng, té ngi, cam giac say, cam giac bat thudmg, mét moi.
Tang can.

It gap (gdp & 1 dén 10 trén 1.000 nguwdi sir dung)

Giam bach ciu.

Biéng #n, ha dudmg huyét.

Ao giac, con hoang loan, bdn chdn, kich déng, trAm cam, cam gidc chan nan, ting cam xtc, qua
khich, thay ddi cam xtic, méit nhan cich, khé giao tiép, mo bét thuong, tang ham mudn tinh duc,
khoéng dat dugce cuc khoai, tht o.

Bét tinh, siing s&, co giat co, mét y thirc, thin kinh vén ddng hoat déng qué mirc, loan van dong,
chéng mit tur thé, run khi lam déng tac c6 chu dich, rung giat nhan cau, réi loan nhéan thire, syy
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nhuge tam than, rdi loan ngdn ngit, suy giam phan xa, ting cam gidc, cam gidc béng, mét vi giac,
kho chiu.

M4t thi hre ngoai bién, rdi loan thi gidc, sung mit, giam thi trudng, giam d6 sic nét khi nhin,
dau mit, can thi, hoa mit, khé mét, ting tiét nudce mit, khé chiu mit.

Tang thinh luc.

Tim dédp nhanh, block nht thit dé 1, chim nhip xoang, suy tim sung huyét.

Ha huyét ap, tang huyét 4p, néng birng, do bung, lanh ngoai bién.

Khoé thé, chay mau cam, ho, nghet miii, viém miii, ngay, khé mii.

Bénh trao ngugc da day thuc quan, ting tiét nudc bot, gidm cam giac & miéng.

Ban dé, ndi may day, ting tiét md hbi, ngira.

Sung khép, dau co, co giit co, dau cd, cing co.

Tiéu khéng kiém soat, khé tidu.

R&i loan chirc ning sinh duc, chdm xuét tinh, dau bung kinh, dau vu.

Phil toan than, phit mit, dau nguc, dau, sbt, cam gidc khat, lanh, suy nhuoc.

Tang creatinin phosphokinase huyét, ting alanin aminotransferase, ting aspartat
aminotransferase, ting glucose huyét, giam sé lugng tiéu ciu, ting creatinin huyét, giam kali
huyét, giam can.

Hiém gap (gdap ¢ I dén 10 trén 10.000 ngudi sur dung)

Phi mach, phan img di ing.

Trang thai giai e ché. .

Co giit, roi loan khiru gidc, giam kha niing vén dong, chimg khé viét.

M4t thi hae, viém gide mac, chimg nhin dao dong, thay ddi nhén thirc chiéu su ctia méit, gian
ddng tir, lac mit, nhin sang.

Kéo dai khoang QT, nhanh nhip xoang, loan nhip xoang.

Phu phdi, thit cd hong.

Cé truéng, viém tuy, sung ludi, khé nubt.

P4 md héi lanh.

Tiéu co van.

Suy thén, thiéu niéu, bi tiéu.

V6 kinh, tiét sira bit thudng, vu to, nir héa tuyén vi.

Giam sé luong bach ciu.

Thudc co thé cé tdc dung khong mong muén khdc, théng bdo cho bdc sy nhitng tdc dung khong
mong muon gdp phai khi sir dung thuoc.

8. Nén trinh dung nhiing thudc hodc thuc phim gi khi dang sir dung thudc nay?

Thoéng bao cho bac s§ hoiic duge sy ciia ban vé tit ca céc loai thubc ma ban dang sir dung, bao
gdm ca céac thubc ké don hoic khéng ké don, cdc vitamin hodc thudc tir duge lidu.
Théng bdo cho bdc sy hodc duoc sv néu ban dang sir dung cdc thudc sau:

Thudc rc ché than kinh trung uong.

Thude tre ché thu hdi serotonin chon loc.

Droperidol, hydroxyzin, methotrimeprazin.

Ketorolac, ketorolac (nho milii), ketorolac (duong toan thin), mefloquin.
Loazepam, oxycodon, va ethanol.

Thudc tri dai thio dudng thiazolidindion.

Thubc cé kha ning giy tdo bén nhu thubc giam dau opioid.

Str dung DAVYCA/ DAVYCA-F véi thire an va dé uéng

Co6 thé dung thudc ciing hosc khéng cung véi thirc an.

Khéng nén udng rugu khi dung thudc nay.

9. Cin lam gi khi mjt 1in quén khéng ding thudc?

Ban cin phai ding thudc ddy da vao cang mdt thoi diém m&i ngay. Néu ban quén dung mdt liv.::\u/

udng lidu d6 cang sém cang tét khi ban nhé ra trir khi da gin dén thai diém dung lidu tiép theo.
~
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Trong truong hop d6, ban nén dung lidu tiép theo nhur binh thudng. Khéng dung gAp dsi lidu dé
bu lai cho liéu da quén.

10. Néu ban mudn ngirng thuéc

Khéng ngimg thudc trir khi bac sy bao ban ngimg. Khi ngimg diéu tri, bac sy s& cho ban ngimg
thudc tir tir trong it nhét 1 tua.n

Sau khi ngimg dléu tri ngén han ho;i.c dai.t ’han bing pregabalm, ban c6 thé gap nhimg tic dung
khéng mong muon bao ggm Vén dé vé gléc ngu, nhirc dau, buon ndn, cam gidc lo au, tiéu chay,
triéu chimg gxong ctim, co giat, cing thing, trAm cam, dau, db md héi, va chéng mit. Nhitng
triéu chimg nay c6 thé xay ra thudng xuyén hon hodc niang hon néu ban ding thudc trong
khoang thoi gian dai hon.

Né&u ban c¢6 cdu hoi gi thém, hiiy hoi ¥ kién bac s§ hoiic dugce s§.

11. Cén bio quan thudc nay nhw thé nao?

Gimr thudc trong bao bi gdc ctia nha san xuét, day kin.
Pé thubc noi khé réo, tranh dnh sang, nhiét d§ khéng qua 30°C, va ngoai tAm véi cna tré em.
Khéng sir dung thudc sau ngay hét han ghi trén bao bi (hép va vi thudc).

12. Nhitng diu hiéu va triéu ching khi dang thudc qus lidu

Dung thudc chinh xac nhu huéng din cua bac sy, Néu ban dang qua liéu hoidc tré em nubt phai
thudc, lién hé ngay véi bac sy va trung tam y té gin nhit. Khi dung qua liéu ban cé thé cam thay
budn ngu, la 14n, kich déng, hodc khoéng thé nghi ngoi. Ciing d3i c6 bdo cdo co gift khi qua lidu.

13. Cin phii lam gi khi dung thudc qua lidu khuyén cdo?

Ngung diing thudc va lién lac ngay véi bac sy hodc trung tdm y té gan nhét. —
Mang theo vién thudc cung v&i bao bi dé bac sy biét ban da ubng thubc gi va cé bién phap xir ly =
kip thoi.

14. Nhirng didu cin thin trgng khi dang thudc nay HAF
Trudc khi ding thudc nay, thong bdo cho bdc sy néu ban dang cé cdec vdn dé vé sirc khée sau o
day: %
Ban bi dai thao dudmg. 1=

Ban bi suy tim.

Thubc c6 thé gdy budn ngi, chéng mit, ban cin than trong khi 14ai xe hodc van hanh maiy méc.
Ban dang diu tri dau thin kinh trung wong do tdn thuong tiy séng.

Ban c6 nguy co bi bénh ndo.

Théng bdo ngay véi bdc sy néu ban bj nhitng triéu chirng sau khi dang ding pregabahn

Cac phan ing nghiém trong trén da nhu héi chirng Stevens-Johnson, hoai tir biéu bi nhiém doc,
viém da tréc vay, phan img béng nudc trén da va héng ban da dang.

C6 suy nghi tu tir, chan nan.

Tang can va phu ngoai bién.

Pau co, yéu co, tang nhay cam dau, dic bn;t 1a khi kém sét va/ hoac mét moi, khoé chiu.

Ban g3p cédc anh hudng trén thi giac nhu mat thi luvc, m& mit hoac thay dcn thi lue.

'I'hu6c c6 chira lactose, thdng bao cho bic s§ néu ban di timg duoc cho biét khéng dung nap véi
bét cir loai dudmg nao.

Diing thudc cho tré em

Théng tin an toan va hiéu qua cho tré em va thanh thiéu nién (dudi 18 tudi) chua dugc thiét lap,
vi vy khéng nén dung thudc cho tré em & 46 tudi nay.

Phu nit mang thai hodc cho con bu

Khoéng nén dung thubc trong thai ki ho#c khi dang cho con b1, trir khi ban dugc bac sS‘f chi dinh.
Phu nitf c6 kha ning mang thai cdn phéu dung bi¢n phap tranh thai c6 hiéu qua. Néu ban dang
mang thai ho3ic cho con bi, nghi ban cé6 thé mang thai hoic c6 y dinh mang thai, ban nén héi y ;1./
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kién bac s¥ hodc dugc s§ dé cé duoc 1i khuyén truéce khi ding thude. Khéng nén sir dung cho
phu nir ¢6 thai trir khi lgi ich cho me 16m hon nguy co cho thai.

Anh hweong trén ldi xe va vdan hanh mdy méc

Thubc c6 thé gidy chéng mit, budn ngii va giam tip trung. Ban khong nén lai xe, vén hanh may
méce phire tap hodic thyce hién cdc hoat déng nguy hiém cho dén khi biét dugc tac ddng cua thubc
1én kha ning thye hién cac hoat ddng nay cua ban.

15. Khi nao cin tham vin bic sy, dwgc sy?

Cén lién lac ngay vé&i bac s§ hodic trung tim y té gin nhét khi dung thude qua lidu chi dinh.
Théng thudng, bao gidr ciing phai héi y kién bac sy hodc duoc s§ truée lic dung bit ky thubc
nao khi mang thai ho@ic cho con bu.

Thoéng bao ngay cho bac sy hoac duogc sy nhitng tdc dung khéng mong mudn gap phai khi s
dung thudc.

Néu cin thém thdng tin xin hoéi ¥ kién bac s§ hodc duogc sy.

16. Han diing ciia thudc: 36 thang ké tir ngay san xuit.
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