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]{ THUOGC BAN THEO DON

TO HUONG DAN SU DUNG THUOC
Vién nang cirng
DAVYCA
Vién nang cing

DAVYCA-F

Thuoc ban theo don
Dé xa tAm tay tré em
Poc ki hwéng din sir dung truée khi ding
Thong bao ngay cho bac sy hoac dwgc sy nhirng tac dung khong mong mudn khi sir dung thudc
To thong tin sin phéam nay bao gom hwéng din siv dung cho thuéc cé nhiéu ham liwong khdc nhau

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan:

Mdi vién nang ctmg DAVYCA chua:

Pregabalin ....................oocil 75 mg

Ta dwoc: Lactose monohydrat, croscarmellose natri, povidon, magnesi stearat, talc, silicon
dioxyd.

Mdi vién nang ctirng DAVYCA-F chira:
Pregabalin ...................ooo 150 mg
Ta dugc: Lactose monohydrat, croscarmellose natri, magnesi stearat, silicon dioxyd.

2. M6 ta san pham: ’ ) ) )
DAVYCA: Vién nang ctrng s0 4 mau do - trang, bén trong chira bt thudc mau trang.
DAVYCA-F: Vién nang cung mau dé - xanh.

3. Quy cach dong géi:

DAVYCA  :Hop2vix 14 vién.
Hop 6 vi x 14 vién.

DAVYCA-F :Hop2 vix 14 vién.

4. Thudc ding cho bénh gi?

DAVYCA/ DAVYCA-F chtra hoat chit 1a pregabalin, thuoc nhém thube chéng dong kinh.

Thuébc dwoc chi dinh dé diu tri:

- Phéi hop ciing cac thude chdng co giat dé didu tri dong kinh cuc bd & ngudi 16n.

- R&i loan lo 4u lan toa.

- Pau do nguyén nhan than kinh: Viém ddy than kinh ngoai vi do dai thio dudng, dau than kinh
sau Herpes.

- Pau co do xo hoa.

- Pau than kinh do tén thuong tiry sng.

5. Nén dung thudc nay nhw thé nao va liéu lwong?

Luo6n dung thudc chinh x4c nhu hudng dan cia bac sy hodc duoc sy. Néu ban chua rd, hay hoi
lai cho chéc chan.

Bic sy s& quyét dinh lidu phit hop nhét danh cho ban.

Thudc chi ding bang duong udng.

Liéu dung:

- Diing thudc theo diing liéu ma béc sy chi dinh cho ban.
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- Liéu dung cua ban duoc diéu chinh theo tinh trang bénh va thuong nam trong khoang 150 -
600 mg/ ngay.

- Bic sy s€ hudng dan ban dung thudc nay 2 hodc 3 lan/ ngay. Néu dung thudc 2 1an/ ngay ban
nén dung mot 1an vao budi sang va mot 1an vao budi téi, vao cing mot thoi diém moi ngay.
Néu dung thudc 3 1an/ ngay ban nén dung mot 1an vao budi sang, mot 1an vao budi trua va
mot 1an vao budi téi, vao cung mot thoi diém mdi ngay.

Néu ban thiy hiéu qua cta thudc qua manh hodc qua yéu thi nén héi y kién bac sy hodc dugc sy.

Néu ban 14 ngudi cao tudi (trén 65 tudi), ban c6 thé dung thude binh thuong trir truong hop ban

¢ van dé vé than.

Bac sy c6 thé thay d6i phac d6 diéu tri néu ban c6 van dé vé than.

Céch dung:

Ban nén nudt nguyén vién véi nude.

Tiép tuc dung thudc cho dén khi bac sy bao ding.

6. Khi nao khong nén dung thudc nay?
Khong nén dung thudc nay néu ban:
- Man cam vdéi pregabalin hodc bat ky thanh phan nao cua thudc.

7. Tac dung khong mong mudn:

Nhu cac thude khic, pregabalin c6 thé giy tic dung khong mong mudn, nhung khong phai ai
cling gdp phai.

Ngwng ding thudc va lién hé trung tdm y té gan nhdt néu ban gdp cdc phan ing sau:

Céc phan ung qua man.

Sung ¢ mat hodc ludi hoic néu da cua ban chuyén mau d6 va bat dau ndi bong nudc hoic bong
troc (hoi chung Stevens-Johnson).

Cdc tdc dung khong mong muén khdc:

Rat thuong gap (gap o nhiéu hon I trén 10 nguwoi sir dung)

Chéng mit, budn ngi, nhirc dau.

Thirong gap (gdp ¢ 1 dén 10 trén 100 nguoi sir dung)

Viém miii hong.

Tang cam gidc ngon miéng.

Cam gidc phan khich, 1d 13n, khé chiju, mat phuong hudng, mat ngt, giam ham muén tinh duc.
Mit diéu hoa, bét thuong phdi hop, run, loan van ngon, mét trf nho, suy giam tri nh, ri loan
chd ¥, di cam, giam cam gidc, an than, rdi loan cin bang, hon mé.

Nhin mo, nhin doi.

Mit thang bang.

Nén, budn nén, tdo bén, tiéu chay, day hoi, day bung, kh6 miéng.

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

Réi loan chtc nang cuong duong.

Phil ngoai bién, phil, ddng di bat thuong, té ngi, cam gidc say, cam gidc bat thuong, mét moi.
Tang can.

It gap (gdap & 1 dén 10 trén 1.000 nguoi su dung)

Giam bach cau.

Biéng an, ha duong huyét.

Ao giac, con hoang loan, bon chén, kich dong, trim cam, cam gidc chan nan, ting cam xic, qué
khich, thay ddi cam xiic, mat nhan céch, khé giao tiép, mo bét thuong, ting ham muén tinh duc,
khong dat duoc cuc khodi, tho o.

Bét tinh, strng s0, co giat co, mét y thuec, than kinh véan dong hoat dong qua muc, loan van dong,
chéng mat tu thé, run khi lam dong tac c6 chu dich, rung giat nhan cau, roi loan nhan thic, suy
nhuoc tim than, rdi loan ngdn ngi, suy giam phan xa, ting cam gidc, cam gidc bong, mét vi gidc,
khé chiu.
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Mit thi lyc ngoai bién, 16i loan thi giac, sung mit, ~giam thi truong, giam do sdc nét khi nhin,
dau mit, c4n thi, hoa mat, khd mét, tang tiét nwéc mat, khé chiu mat.

Tang thinh lyc.

Tim d4ap nhanh, block nhi that d 1, chim nhip xoang, suy tim sung huyét.

Ha huyét 4p, ting huyét dp, néng bing, d6 bing, lanh ngoai bién.

Kh6 thé, chay méau cam, ho, nghet mii, viém mdli, ngdy, kho mii.

Bénh trao nguoc da day thuc quan, tang tiét nude bot, gidm cam gidc & miéng.

Ban d6, n6i may day, tang tiét md hoi, ngira.

Sung khdp, dau co, co giit co, dau cb, cimg co.

Tiéu khong kiém sodt, khé tidu,

R6i loan chirc nang sinh duc, cham xuét tinh, dau bung kinh, dau vu.

Phu toan than, phu mat, dau nguc, dau, sbt, cam gidc khét, lanh, suy nhugc.

Tang creatinin phosphokinase huyét tang alanin aminotransferase, tang aspartat
aminotransferase, ting glucose huyét, giam s luong tiéu cau, ting creatinin huyét, giam kali
huyét, giam can.

Hiém gdp (gdp ¢ 1 dén 10 trén 10.000 nguwoi sir dung)

Phi mach, phan Ung di ung.

Trang théi giai wc ché.

Co giat, rdi loan khiru gidc, giam kha nang van dong, chimg khé viét.

Mat thi luc, viém gidc mac, ching nhin dao dong, thay d6i nhan thirc chiéu siu cta mat, gidn
ddng tir, ldc mit, nhin sdng.

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

Phii phdi, thit ¢b hong.

Co trudng, viém tuy, sung ludi, kho nuét.

D6 mod héi lanh.

Tiéu co van.

Suy than, thiéu niéu, bi tiéu.

V6 kinh, tiét sita bat thudng, vii to, nit héa tuyén vi.

Giam s lugng bach cau.

Thuéc c6 thé cé tdac dung khéng mong muén khdc, thong bdo cho bdc sy nhitng tdc dung khong
mong muén gap phdi khi sir dung thudc.

8. Nén tranh dung nhirng thudc hoic thwe phiam gi khi dang sir dung thudc nay?
Thong bdo cho bac s§ hodc dugc sy cua ban vé tt ca cdc loai thudc ma ban dang str dung, bao
gém ca céc thude ké don hodc khong k& don, cac vitamin hodc thudc tir duoc liéu.
Thong bdo cho bdc s hodc digc sv néu ban dang sir dung cdc thudce sau:

Thudc tc ché than kinh trung wong.

Thubc trc ché thu hdi serotonin chon loc.

Droperidol, hydroxyzin, methotrimeprazin.

Ketorolac, ketorolac (nhd miii), ketorolac (dudng toan than), mefloquin.

Loazepam, oxycodon, va ethanol.

Thudc tri d4i thio duong thiazolidindion.

Thudc c¢6 kha ning gy tdo béon nhu thude giam dau opioid.

Sur dung DAVYCA/ DAVYCA-F vdi thirc an va do uong:

C6 thé dung thude ciing hodc khong ciing véi thirc an.

Khong nén udng rugu khi ding thudc nay.

9. Céan lam gi khi mét 1in quén khong dung thudc?

Ban can phai ding thubc dy du vao cing mot thoi diém mdi ngay. Néu ban quén ding mot liéu,
ubng lidu d6 cang som cang t6t khi ban nhd ra trir khi d3 gan dén thoi diém ding liéu tiép theo.
Trong trudng hop do, ban nén dung liéu tiép theo nhu binh thuong. Khéng ding gap doi licu dé
b lai cho liéu da quén.
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10. Néu ban mudn ngirng thudc:

Khong nging thudc trir khi bac sy bao ban ngung. Khi ngimg diéu tri, bac sy s& cho ban ngimg
thudc tir tir trong it nhat 1 tuan

Sau khi ngting dleu tri ngan han hoac dai han béng pregabalin, ban c6 thé gip nhiing tic dung
khong mong muon bao gom: Van dé vé glac ngu, nhirc dau, budn non, cam gidc lo u, tiéu chay,
triéu chimg gidng cim, co gidt, cing thing, trim cam, dau, d6 md hoi, va chéng mat. Nhing
triéu ching nay c6 thé xay ra thuong xuyén hon hodc ning hon néu ban ding thudc trong
khoéang thoi gian dai hon.

Néu ban c6 cu hoi gi thém, hiy hoi ¥ kién bac sy hodc dugc s¥.

11. Can bao quan thudc nay nhuw thé nao?

Giit thudc trong bao bi gdc ctia nha san xuét, ddy kin.

Dé thude noi kho rao, tranh anh sang, nhiét do khong qua 30°C, va ngoai tam véi cla tré em.
Khong sir dung thudc sau ngay hét han ghi trén bao bi (hdp va vi thude).

12. Nhirng dau hiéu va triéu ching khi dung thuéc qua lidu:

Dung thudc chinh xac nhu huéng dan cia bac sy. Né éu ban dung qud liéu hodc tré em nudt phai
thudc, lién hé ngay voi bdc sy va trung tam y té gan nhat. Khi ding qu liéu ban c6 thé cam thay
budn ngy, 1 14n, kich dong, hodc khong thé nghi ngoi. Ciing di c¢6 bao céo co giat khi qud lidu.

13. Can phai l1am gi khi diung thudc qua liéu khuyén cio?

Ngung diing thudc va lién lac ngay voi bdc sy hodc trung tam y té gan nhat.

Mang theo vién thudc ciing véi bao bi dé béc sy biét ban di udng thude gi va c6 bién phép xir Iy
kip thoi.

14. Nhirng diéu can than trong khi ding thudc nay:

Trude khi ding thudc nay, thong bdo cho bdc sy néu ban dang c6 cac vin dé vé sire khde sau
day:

Ban bi dai thdo duong.

Ban bi suy tim.

Thudc c6 thé gy budn ngii, chéng mit, ban can than trong khi 14i xe hodc van hanh may méc.
Ban dang diéu tri dau than kinh trung wong do tén thuong tay song.

Ban c6 nguy co bi bénh nio.

Thong bdo ngay véi bdc sy néu ban bi nhitng triéu chirng sau khi dang ding pregabalin.

Céc phan tng nghiém trong trén da nhu hoi chig Stevens-Johnson, hoai tir biéu bi nhiém doc,
viém da tréc vay, phan tmg bong nude trén da va hong ban da dang.

C6 suy nghi tu tir, chan nan.

Tang can va phu ngoai bién.

Pau co, yéu co, tang nhay cam dau, dac bi¢t 1a khi kem s6t v/ hodc mét méi, khé chiu.

Ban gap céc anh huong trén thi gidc nhu mat thi luc, md mat hodc thay ddi thi luc.

Thubc c6 chira lactose, thong bao cho bac sy néu ban da timg dugc cho biét khéng dung nap véi
bat cir loai dudng nio.

Diing thudc cho tré em:

Théng tin an toan va hiéu qua cho tré em va thanh thiéu nién (duéi 18 tudi) chwa duoc thiét 1ap,
vi vay khong nén diing thudc cho tré em ¢ d6 tudi nay.

Phu nit mang thai hodc cho con bii:

Khong nén dung thubc trong thai ki hodc khi dang cho con b1, trir khi ban dugc bac s¥ chi dinh.
Phu nir ¢6 kha ning mang thai can phai dung bién phép tréanh thai c6 hiéu qua. Néu ban dang
mang thai hodc cho con b, nghi ban ¢ thé mang thai hodc c6 ¥ dinh mang thai, ban nén héi y
kién bac s§ hodc duoc sy dé c6 duoc 101 khuyén trudc khi dung thude. Khong nén st dung cho
phu nir ¢6 thai trir khi 191 ich cho me 16n hon nguy co cho thai.

Anh hieong trén ldi xe va van hanh mdy mdc:
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Thudc c6 thé gay chong mat, budn ngt va giam tap trung. Ban khong nén lai xe, van hanh may
moéc phue tap hodc thuc hién cac hoat dong nguy hiém cho dén khi biét dugc tac dong cia thuoc
lén kha nang thuc hi¢n cac hoat dong nay cua ban.

15. Khi nao cin tham vén bac s§, dwoc s§?

Can lién lac ngay véi béc sy hodc trung tam y té gan nhét khi ding thudc qud lidu chi dinh.
Thong thuong, bao gid ciing phai hoi y kién bac sy hodc dugc sy trude lic ding bat ky thude
nao khi mang thai hoac cho con bu.

Thong bdo ngay cho bac sy hodc dugc sy nhitng tic dung khong mong mudn gip phai khi sir
dung thudc.

Néu can thém thong tin xin hoi ¥ kién bic sy hodc duoc s¥.

16. Han dung ciia thude: 36 thang ké tir ngay san xuat.
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PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. DUQC LUC HOC:

Ma ATC: NO3AX16.

Nhém dwge Iy: Thude chong d6ng kinh, nhom cac thude chong dong kinh khdc.

Pregabalin la mot thudc chdng co gidt va giam dau. Pregabalin c6 cau trac tuong tu chat {rc ché
than kinh trung wong GABA, song khong gin truc tiép véi céc thu thé GABAa, GABAB, hay
thu thé ciia benzodiazepin, khong 1am tiang dap ung ctia GABA4trén cdc té bao than kinh nudi
cdy, ciing khong lam thay déi ndng do GABA trén ndo chudt, khong anh hudéng dén thu hdi
cling nhu thoai giang GABA. Trén cic té bao than kinh nudi cy, sir dung 1au dai pregabalin s&
lam ting mat do cdc protein van chuyén va ting téc do van chuyén GABA. Pregabalin gin véi
cdc md than kinh trung wong véi i luc cao tai vi tri a2-8 (mdt tiéu don vi caa kénh calci phu
thugc dién thé). Mic du co ché chinh xdc cta pregabalin chua duoc biét day du, song viée gin
v6i tiéu don vi 02-8 ¢6 thé lién quan dén tic dung giam dau va chdng co giat cia pregabalin. In
vitro, pregabalin 1am giam su giai phéng cdc chat dan truyén than kinh phy thudc calci nhu
glutamat, norepinephrin, peptid lién quan dén gen diéu hoa calcitonin, va chit P, c6 thé thong
qua diéu hoa chtic nang cta kénh calci.

2. DUQC PONG HOQC:

Dugc dong hoc trang thai 6n dinh cua pregabalin tuong tu nhau & nguoi tinh nguyén khde manh,
bénh nhan dong kinh dang dung thuc chéng dong kinh va bénh nhan dau man tinh.

Hap thu:

Pregabalin duoc hap thu nhanh khi dung luc doi, ndéng do6 dinh trong huyét tuong dat dugc trong
vong 1 gio sau khi dung liéu don va lidu lap lai. Sinh kha dung duong udng cua pregabalin dugc
dy doan khoang > 90% va khong phu thudc vao lidu. Sau khi dung liéu lap lai, trang thai on
dinh dat duoc trong vong 24 - 48 gid. Toc do hap thu clia pregabalin giam khi uéng cing thirc
an dan dén giam Cmax khoang 25 - 30% va ting tmax khoang 2,5 gid. Tuy nhién, ding chung
pregabalin vé6i thirc an khong anh hudng déng ké dén mirc do hép thu cta pregabalin.

Phdn bo:

Trong thir nghiém tién 1am sang, pregabalin qua duoc hiang rao méu nio & chudt va khi.
Pregabalin qua dugc nhau thai va hién dién trong stra ¢ chugt. o nguoi, thé tich phan b biéu
kién ciia pregabalin sau khi uéng khoang 0,56 L/ kg. Pregabalin khong gan két v6i protein huyét
tuong.

Chuyén héa:

Pregabalin chuyén hoa khong dang ké ¢ nguoi. Sau khi dung liéu danh diu phong xa, khoang
98% liéu phong xa duoc thu hdi trong nudc tiéu dudi dang khong doi. Dan xuét N- -methyl héa
ctia pregabalin 13 chat chuyén hoa chinh cua pregabalin dugc tim thay trong nudce tiéu, chiém
khoang 0,9% lidu. Trong thir nghiém tién 14m sang, khong c6 diu hiéu cho thiy sy racemic hoa
ctia dong phan S-pregabalin thanh R-pregabalin.

Thai true:

Pregabalin dugc thai trir cht yéu qua than dudi dang khong doi.

Thoi gian ban thai trung binh ciia pregabalin 13 6,3 gio. D¢ thanh thai huyét twong va do thanh
thai ¢ than cua pregabalin ti 1€ thudn vo1 do thanh thai creatinin.

Can phai hi€u chinh lidu & bénh nhan suy giam churc nang than hodc chay than nhan tao.

S tuyén tinh:

Dugc dong hoc cia pregabalin tuyén tinh trong khoang liéu khuyén cdo hang ngay. Su khéc biét
vé duoc dong hoc cua pregabalin giita cac ca thé thip (< 20%). Duoc dong hoc khi dung lidu lap
lai c6 thé dugc dy doan tir thong tin khi dung lidu don. Vi véy, khong can phai theo ddi thudng
xuyén nong d6 huyét twong ctia pregabalin.

Daéi twong dic bigt:

Gioi tinh:

Thir nghiém 1am sang cho thay gi6i tinh khong anh huong dang ké trén 1am sang dén nong do
trong huyét tuong ctia pregabalin.
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Suy than:

D¢ thanh thai cta pregabalin ti 1¢ thudn voi d§ thanh thai creatinin. Thém vao do, pregabalin
duoc loai bo khoi huyét twong hiéu qua bang tham phan mau (sau khi diéu trj thAm phan mau 4
gid ndng do huyét twong cia pregabalin giam khoang 50%). Vi than 1a con dudng thai trir chinh,
can phai giam lidu & bénh nhan suy than va dung liéu bo sung sau khi chay than.

Suy gan:

Chura c6 nghién ctru duge dong hoc cu thé nao dugc tién hanh ¢ bénh nhan suy giam chirc nang
gan. Vi pregabalin khong chuyén hoa dang ké va dugc thai trir cha yeu dudi dang khong d6i
trong nudc tiéu, suy giam chirc ning gan khong thay ddi dang ké ndng do huyét twong cua
pregabalin.

Tré em:

Dugc dong hoc cua pregabalin dwoc danh gia & tré em bi dong kinh (¢ cac nhém tudi: 1 - 23
thang, 2 - 6 tudi, 7 - 11 tudi va 12 - 16 tudi) & mirc lidu 2,5; 5; 10 va 15 mg/ kg/ ngay.

Sau khi dung pregabalin dudng udng & tré em khi d6i, noi chung, tmax tuong ty nhau giita cac
nhom tudi va dat dugc trong khoang 0,5 - 2 gio sau khi udng.

Cmax v AUC cia pregabalin ting tuyén tinh khi tang liéu trong timg nhom tudi. AUC giam
khoang 30% & tré em dudi 30 kg do tang d¢ thanh thai hi¢u chinh theo can ndng khoang 43% so
voi tré em > 30 kg.

Thoi gian ban thai cta pregabalin trung binh khoang 3 - 4 gid ¢ tré em < 6 tudi va tir 4 - 6 gio &
tré em > 7 tuoi.

Phaén tich thoi gian ban thai cho thdy do thanh thai creatinin lién quan dang ké dén do thanh thai
cua pregabalin dudng udng, can nang lién quan dang ké dén thé tich phan b biéu kién cua
pregabalin duong udng, nhirng moi lién hé nay ¢ tré em va ngudi 16n tuong tu nhau.

Duoc dong hoc cuia pregabalin ¢ tré em dudi 3 thang tudi chua duge nghién ctru.

Nguoi cao tudi:

Do thanh thai cua pregabalin ¢6 xu hudng giam khi tudi ting, lién quan dén su giam do thanh
thai creatinin khi tu6i ting. C6 thé can giam liéu & bénh nhan c6 chirc nang than bi ton thuong
lién quan dén tudi tac.

Phu nit cho con bu:

Su cho con bu khong anh huong dén duoc dong hoc cua pregabalin. Pregabalin tiét qua sita me,
nong do trung binh ¢ trang thai 6n dinh vao khoang 76% nong do huyét trong ¢ ngudi me. Liéu
tiép nhan & tré duoc du doan bang khoang 7% tong liéu mot ngdy & ngudi me tinh theo mg/ kg.

3. CHI PINH:

Phéi hop cing céc thude chdng co giat dé diéu trj dong kinh cuc b & ngudi 16n.

R&i loan lo au lan toa.

Pau do nguyén nhan than kinh: Viém day than kinh ngoai vi do dai thao dudng, dau than kinh
sau Herpes.

Pau co do xo hoa.

Dau than kinh do t6n thuong tity séng.

4. LIEU DUNG - CACH DUNG:

Liéu dung:

DAVYCA c¢6 v6i ham lugng 75 mg va DAVYCA-F ¢6 ham lugng 150 mg.

Piéu tri bé tro dong kinh cuc bo:

Liéu khoi dau 1a 150 mg, udng hang ngay, sau d6 ting dan liéu 1én sau mdi tuan tuy theo dap
tmg, t6i 300 mg/ ngay rdi 600 mg/ ngay.

Réi loan lo Gu lan téa:

Liéu khoi dau 150 mg moi ngay, co thé ting dan lidu sau mdi tuan voi khoang cach ting lidu
150 mg t6i liéu t6i da 1a 600 mg mdi ngay.

Pau do viém day than kinh, dau sau Herpes:

Nguoi 16n: Liéu khuyén cdo: 150 - 300 mg/ ngay, chia 1am 2 - 3 lan. Liéu khéi dau: 150 mg/
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ngay, c6 thé tang téi 300 mg/ ngay trong vong 1 tudn, tiy theo hiéu qua va sy dung nap. Néu
van khong d& sau 2 - 4 tuan diéu tri v6i liéu 300 mg/ ngay, co thé tang tdi lidu 600 mg/ ngay
chia 1am 2 - 3 lan. L1eu vuot qué 300 mg/ ngay chi danh cho nguoi van dau va dung nap dugc
lidu 300 mg/ ngay, vi tiém niang nhiéu ADR do lidu cao.

Pau ddy than kinh do ddi théo dwong:

Ngudi 16n: Liéu khoi ddu 150 mg/ ngay, chia 1am 3 14n; lidu c6 thé ting trong 1 tuan t6i lidu tdi
da khuyén cao 300 mg/ ngay chia 1am 3 1an. Tuy nhién, trong thir nghiém 1am sang pregabalin
lidu 600 mg/ ngay khong cho hiéu qua tang thém dang ké va bénh nhan dung lidu nay co ti 18 tac
dung khong mong muén cao hon. Liéu 600 mg/ ngay khong duoc tiép tuc nghién ciru va khong
duogc khuyén cdo sir dung.

Dau co do xo hoa:

Liéu khoi dau 150 mg/ ngay, tang Ién sau 1 tuan tiy theo dap tng ti 300 mg/ ngay roi 450 mg/
ngay néu thiy can thlet

Pau thin kinh do tén thwong tiy song:

Khoéng liéu khuyén cdo cia pregabalin trong diéu tri dau than kinh do ton thuong tuy sdng 1a tir
150 - 600 mg/ ngay. Liéu khéi dau khuyén cao 1a 75 mg x 2 lan/ ngay (150 mg/ ngay). Co thé
tang lidu 1én 150 mg x 2 1an/ ngay (300 mg/ ngdy) trong vong 1 tuan dua trén hi€u qua va dung
nap. Néu bénh nhan khong dugc giam dau hiu qua sau 2 - 3 tudn diéu tri véi lidu 150 mg x 2
lan/ ngay va dung nap t6t, co the tang liéu pregabalin 1én 300 mg x 2 1an/ ngay. Vi pregabalin
duoc thai trir chil yéu qua than, can hiéu chinh liéu & bénh nhan suy giam chirc ning than.

Doi voi bénh nhdn suy than: Can chinh liéu theo Clcr, cu thé nhu sau:

D0 thanh thai
creatinin (Clcy) Tong liéu pregabalin hang ngay (mg/ ngay) Ché d6 licu
(mL/ phut)
> 60 150 300 450 600 2 1an/ ngay hoic 3 1an/ ngay
30 - 60 75 150 225 300 | 2 1an/ ngay hoic 3 lan/ ngay
15-30 25 - 50 75 100 - 150 150 1 - 3 lan/ ngay
<15 25 25-50 | 50-75 75 1 1an/ ngay

Liéu bo sung sau chay than (mg)

Bénh nhan dung liéu 25 mg x 1 lan/ ngay: Dung mot liéu b6 sung tr 25 - 50 mg
Bénh nhéan dung lidu 25 - 50 mg x 1 1an/ ngay: Dung mét lidu bo sung tir 50 - 75 mg
Bénh nhén ding liéu 50 - 75 mg x 1 lan/ ngay: Dung mot liéu bo sung tir 75 - 100 mg
Bénh nhan dung lidu 75 mg x 1 1an/ ngdy: Ding mot liéu bd sung tir 100 - 150 mg

Dung thudc trén bénh nhdn suy gan:

Khong can chinh liéu trén cac bénh nhan suy gan.

Duing thuéc cho tré em:

Hi€u qua va an toan cua pregabalin trén cac bénh nhan duoi 18 tudi chua duoc thiét lap.

Dung thuoc cho nguoi cao tuoi (trén 65 tuoi):

Khéng can chinh liéu v6i ngudi cao tudi trir trong trudng hop ton thuong chirc ning than.

Cach dung:

Pregabalin dugc ding bang duong udng, chia 2 - 3 1an mdi ngay, ding cing hodc khong cing
v6i thire an.

5. CHONG CHI PINH: , ‘ ,
Man cam vdi pregabalin hodc véi bat ky thanh phan nao cta thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Bénh nhan dai thao dwong:

Mot s6 bénh nhan déi thao dudng bi ting can khi dung pregabalin c6 thé can phai diéu chinh
lidu thudc ha dudng huyét.

Phan itng qud man:

D3 c6 bdo cdo xdy ra cic phan Gmg qua man, bao gdm trudng hop pht mach. Nén ngimg
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pregabalin ngay néu cé triéu ching phu mach, nhu pht mit, quanh miéng hodc duong hod hap
trén.

Cdc phdn ving nghiém trong trén da:

Di c¢6 bao cao hiém gip cac phan tmg nghiém trong trén da, bao gébm hoi chimg Stevens-
Johnson (SJS), hoai tir biéu bi nhiém doc (TEN), viém da troc vay, phan tmg bong nudc trén da,
va hong ban da dang & bénh nhin dung pregabalin. Hau hét cac truong hop 14 & bénh nhan dung
chung véi nhimg thude c6 kha ning gy nhitng phan tng nghiém trong trén da. Vi vdy, trong
hau hét truong hop, nguyén nhan do pregabalin khong thé duoc thiét 1ap rd rang. Nén khuyén
bénh nhan néu bi phat ban da thi nén ngimg pregabalin va lién hé véi bac sy dé duoc didu trj va
cho 101 khuyén.

Tu tw/y dinh tw tu:

Céc thube chdng co giét, ké ca pregabalin thuong lam tang nguy co c6 suy nghi/ hanh vi ty sat.
Do do6, bénh nhan can dugc glam sat chit ché vé cdc biéu hién trim cam, khuynh huong mudn
tu sat, nhimg thay d6i hanh vi bat thudng trong qua trinh diéu tri va can duoc hudng dan phai
thong bao voi bac sy ngay khi cac dau hiéu trén xuat hién.

Phu ngoai bién:

Phai than trong khi dung pregabalin vi co thé gay phu ngoai bién. Khong c6 két hop 16 rang gitra
phtl ngoai bién véi bién ching tim mach (nhu ting huyét p, suy tim sung huyet) va phu khong
do suy than hodc gan. Khi dung phdi hop pregabalin véi thiazolidinedion (thudc chng dai thao
duong) c6 nguy co ting trong luong co thé va phu cao hon so véi khi ding pregabalin don doc.
Tang can:

Pregabalin gy ting trong lugng co thé lién quan dén liéu va thoi gian dung thudc; tuy nhién,
tang can khong lién quan dén chi s6 khdi lugng co thé (BMI) trude khi diéu tri, giéi tinh, hodc
tudi, va cung khong do phu. Tuy trong nghién ctru ngan han c6 kiém soat, tang can khong két
hop véi bién d6i 1am sang quan trong veé huyet ap, nhung tac dung lau dai v€ tim mach chua
duoc lam rd. Ngoai ra, pregabalin khong 1am mat kiém sodt glucose huyét.

Suy tim

Déi v6i nguoi bénh da c¢6 bénh tim tir trudc, phai than trong khi ding thude vi ¢6 thé 1am ting
nguy co gay suy tim.

Than kinh trung wong:

Thudc ¢6 anh huong dén than kinh trung wong bao gdm: Budn ngti, chéng mit, ¢6 thé lam giam
ca thé chit va tinh than cta bénh nhan, do d6 can than trong trén nhirng ddi tuong 1ai xe hoac
van hanh may.

Bénh co:

Pregabalin c6 thé lam ting CPK va c6 thé gdy globin co - niéu kich phat (mic du hiém gip).
Bénh nhén can thong bao vai bac sy khi co dau, yéu co, ting nhay cam dau, dic biét khi c6 kem
theo sot va/ hodc mét moi, kho chiu. Phai ngimg thude khi co biéu hién cua bénh co.

Triéu chitng cai thuoc:

Sau khi két thic diéu tri ngén han hodac dai han véi pregabalin, cé thé xut hién triéu chung cai
thude: Mét ngu, dau dau, budn non, lo au, tiéu chay, triéu ching cum, hoi hop, trAm cam, dau,
co giat, tang tiét md hoi va chong mat.

Co giat, bao gdm trang thai dong kinh va con co cung - giat, €0 thé xay ra trong qua trinh st
dung pregabalin hodc sau khi nging thudc mot thoi gian ngan. Tan suat va mic do nghiém
trong cua triéu ching cai thudc c6 thé lién quan dén lidu.

Can ngumng tur tur va giam lidu pregabalin trong it nhét 1 tuan trude khi ngimg thudce dé tranh ting
tan suat dong kinh nhu d6i véi cac thude chong co giat noi chung.

Sit dung sai, lam dung hodc 1é thudc thudc:

Céan than trong voi cac bénh nhan cé tién sir nghi¢n thudc. Theo ddi cac ddu hiéu lam dung
thudc (nhu nhon thude, xu huéng ting lidu hay hanh vi tim kiém thudc). Trong cac nghién ctru
1am sang c6 d6i chimg, ty 16 bénh nhan ding pregabalin c6 biéu hién sang khoai 1a 4% so véi
1% ¢ nhom ching. Trong cac nghién clru trén quan thé bénh nhén, ty 1¢ mnay lon hon, tir 1 - 12%.
Khi ngimg thudc nhanh va d6t ngot, thiy cac biéu hién cua 1¢ thudc thudc nhur mét nga, non, dau
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dau, tiéu chay.

Suy than:

ba c6 bao cao trudong hop suy than va hoi phuc khi ngung pregabalin.

Ngung cdc thuéc chong dong kinh dung dong thoi:

Chua c6 diy du dir liéu vé viéc ngimg cac thudc chdng dong kinh ding dong thoi dé chuyén
sang liéu phap pregabalin don tri khi dong kinh dugc kiém soat bang liéu phap phdi hop c6
pregabalin.

Diéu tri dau than kinh trung wong do chdn thwong tity Séng

Diéu tri dau than kinh trung wong do chin thuong tuy song lam tang tan suat tic dung khong
mong mudn ciia pregabalin, ting cac tic dung khong mong mub6n trén than kinh trung wong dic
biét 1a budn ngu. Nguyén nhéan c6 thé do st dung dong véi thude can ding trong bénh 1y nay
(nhu cac thude chdng co cimg). Can nhic khi chi dinh pregabalin trong truong hop nay.

Tac dong trén thi luc:

Trong cac nghién ctru c¢6 kiém soat, nhém bénh nhan diéu tri voi pregabalin c6 ti 16 mo thi giac
cao hon nhom placebo. Trong cac nghién ctru 1am sang c6 kiém tra thi giac, ti 1 giam thi luc va
bién d6i thi truong, bién ddi day mit & nhom bénh nhén dung pregabalin 16n hon nhom placebo.
Cac tac dung khong mong muén trén mit bao gom mat thi luc, mo mat hodc thay doi thi luc, da
sO 14 thoang qua. Céc triéu chung trén c6 thé giam hodc hdi phuc khi ngung sir dung pregabalin.
Giam chvrc nang dwong tiéu hoa dudi:

bi c6 bao cdo truong hop giam chirc nang dudng ti€u hoa dudi (tac rudt, liét rudt, tdo bén) khi
sir dung pregabalin chung vé&i thude c6 thé gy tdo bon nhu thude giam dau opioid.

Bénh ndo:

D3 ¢ bao cao vé bénh ndo, chu yéu 12 & nhitng bénh nhin ¢6 nguy co bi bénh nio.

Cdnh bdo lién quan dén td dwoc:

Thubc c¢6 chira lactose, bénh nhan méc bénh di truyén hiém gip khong dung nap galactose, thiéu
hut Lapp lactase hoic rdi loan hap thu glucose-galactose khong nén diing thudc nay.

S dung cho phu nir cé thai va cho con bu:

Phu nii cé thai:

Nghién ctru trén dong vat (chudt cong, tho) mang thai cho dung pregabalin voi liéu tao nong do
pregabalin huyét twong (AUC) gap 5 hodc trén 5 lan ndéng do thude & nguoi dung lidu toi da
khuyen c4o 600 mg/ ngay, thay ting ty 1¢ di dang ¢ thai va cac biéu hién nhiém doc vé phat trién
thai, gom co: Tur vong, chdm phat trién, ton thuong chirc ning hé than kinh va sinh san & thai.
Chua c6 nghién ciru ddy du va kiém tra tt & phu nit mang thai. Khong nén sir dung cho phu nir
¢ thai trtr khi lgi ich cho me 16n hon nguy co cho thai.

Phu nir cho con bu:

Pregabalin tiét qua sita. Anh hudng cta pregabalin 1én tré so sinh/ thai nhi. Can quyét dinh
ngung cho con bu hodc ngung pregabalin dua trén lgi ich cua viéc cho con bu va lgi ich cua
thudc voi me.

Khd ndng sinh sdn:

Chua c6 thong tin 1am sang vé anh hudng cua pregabalin 1én kha ning sinh san ctia phy nit.
Trong thir nghiém lam sang danh gia anh hudng cua pregabalin 1€n kha nang di dong cua tinh
trung, dbi tuong nam gioi khoe manh phoi nhiém pregabalin véi lidu 600 mg/ ngay. Sau 3 thiang
diéu tri, thude  khong anh huong dén sy di dong cua tinh tring.

Nghién ctru vé kha ning sinh san trén chudt cdi cho thay tic dung khéng mong mudn 1én hé sinh
duc. Nghién ciru vé kha ning sinh san trén chudt cdi cho thay tic dung khong mong mubn 1én hé
sinh duc va su phat trién.

Anh huéng cia thude 1én kha niing 1ai xe va van hanh may méc:

Thudc ¢6 anh hudng dén than kinh trung wong bao gdm: Budn ngu, chéng mit, c6 thé 1am giam
ca thé chit va tinh than cia bénh nhan, do d6 can than trong trén nhimg dbi tuong 14i xe hodc
van hanh may.
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7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC:

Vi pregabalin thai trir chu yéu duéi dang khong d01 qua nudc tiéu, chuyen hoa khong dang ké &
ngudi (< 2% liéu ding duogc tim thay trong nudc tiéu dudi dang chat chuyén héa), khong tc ché
chuyén héa thudc in vitro, va khong gan két voi protein huyét trong, pregabalin thuong khong
gdy tuong tac hodc khong phai 1a d6i twong cua tuong tac dugc dong hoc.

Nghién ctru in vivo va phdn tich dwoc dong hoc:

Trong mot nghién ctru in vivo, khong c6 tuong tac duge dong hoc dang ké trén 1am sang nao
gilra pregabalin va phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
oxycodon hoac ethanol. Phan tich dugc dong hoc cho théy thudc tri dai thao duong duong uéng,
thudc 1oi tiéu, insulin, phenobarbital, tiagabin v topiramat khong anh hudng dang ké trén 1am
sang dén do thanh thai pregabalin.

Liéu 13p lai 300 mg x 2 1an/ ngay pregabalin & ddi twong khoe manh khong anh huong dén toc
d6 va mirc d6 hap thu cta loazepam, oxycodon, va ethanol. Liéu don lorazepam 1 mg, oxycodon
10 mg va ethanol 0,7 g/ kg khong anh huong déang ké dén dugc dong hoc ¢ trang thai on dinh
cua pregabalin.

Str dung liéu lap lai dudng udng pregabalin ciing voi oxycodon, lorazepam hodc ethanol khong
gy anh huong dang ké vé ho hip trén 1am sing. Pregabalin c¢6 thé lam ting tic dung cla
ethanol va lorazepam. Pregabalin c6 tic dung hiép dong tc ché kha ning nhan thic va chic
nang van dong thd gay ra boi oxycodon.

bi ¢6 bdo cdo suy ho hap va ngit xiu & bénh nhan ding pregabalin don doc va phdi hop véi
thudc trc ché hé than kinh trung wong khéc.

Tan suat ting cin va phi ngoai bién cao hon dugc thiy ¢ bénh nhin ding chung pregabalin va
thudc tri d4i thdo dudng thiazolidindion so v&i bénh nhén chi ding don doc mot thudc. Hau hét
bénh nhan diing thudc tri dai thao duong thiazolidindion déu ndm trong khoang an toan khi tham
gia vao thir nghiém dau than kinh ngoai bién do dai thao dudng.

Vi céc thudc trj dai thao duong thiazolidindion hodc pregabalin c6 thé gay ting can va/ hodc giir
nuée khi ding don doc hodc phdi hop, ¢ thé 1am ning hon hodc dan dén suy tim, nén than
trong khi dung phél hop pregabalin va nhing thubc nay.

D3 c6 bao cao bién ching lién quan dén viéc giam chiic nang duong tiéu hoa dudi (nhu tic rudt,
liét rudt, tdo bén) khi ding chung pregabalin véi cdc thudce c6 kha ning gy tao bon nhu thude
giam dau opioid.

Thudc tranh thai dieong udng, norethisteron va/ hodc ethinyl estradiol:

Diing chung pregabalin va thudc tranh thai duong udng norethisteron va/ hodc ethinyl estradiol
khong lam anh hudng dén duge dong hoc ¢ trang thai on dinh cua ca 2 thudce.

Thuéc anh hwong dén hé than kinh trung wong:

Pregabalin c6 thé lam tang tac dung cta ethanol va lorazepam. Trong mét thir nghiém 14m sang,
khi ding liéu udng lap lai pregabalin chung v6i oxycodon, lorazepam hodc ethanol, khong thy
¢6 anh huong quan trong vé ho hap trén 1am sang. Da co bao cao suy ho hap va ngit xiu ¢ bénh
nhan diing pregabalin ciing véi céc thudce e ché hé than kinh trung wong khac. Pregabalin c6 tac
dung hiép dong voi tac dung gdy suy giam nhan thic va chiic ning van dong thd ciia oxycodon.
Twong tdc & ngudi cao tudi:

Chua c6 nghién curu tuong tac dugce luc hoc cu thé nao & nguoi cao tudi. N ghién clru tuong tac
chi dugc thyc hién & nguoi 16n.

Pregabalin lam ting nong do/ tac dung ctia cic thudc trc ché thu hdi serotonin chon loc.

Nong do6/tic dung cta pregabalin dugc ting 1én boi droperidol, hydroxyzin, methotrimeprazin.
Nong do va tic dung cia pregabalin bi giam di boi ketorolac, ketorolac (nhé miii), ketorolac
(duong toan than), mefloquin.

8. TAC DUNG KHONG MONG MUON:
Cac tac dyng khong mong muon phan theo tan suat va hé co' quan
Rat thwong gap, ADR > 1/10
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Than kinh: Chéng mat, budn ngu, nhuc dau.

Thuong gap, 1/100 <ADR < 1/10

Nhiém tring va nhiém ky sinh trung: Viém miii hong.

Chuyén hoa va dinh dudng: Tang cam gidc ngon miéng.

TAm than: TAm trang phén khich, 1d 1an, khé chiu, mat phuong hudng, mat ngu, gidam ham mudn
tinh duc.

Than kinh: Mét diéu hoa, bat thuong phdi hop, run, loan van ngén, mat tri nhé, suy giam tri nhd,
rdi loan chii y, di cam, giam cam gidc, an than, rdi loan cin bang, hon mé.

Mit: Nhin mo, nhin dai.

Tai va mé dao (tai trong): Chéng mat.

Tiéu héa: Non, budn ndn, tdo bon, tiéu chay, déy hoi, dﬁy bung, kho miéng.

Co xuong va mo lién két: Chuot rat, dau khoép, dau lung, dau & chi, co thét ¢ t cung.

Heé sinh duc va tuyén vi: Rdi loan chirc ning cwong duong.

Toan than va duong st dung: Phit ngoai bién, phu, dang di bat thuong, té ngd, cam gidc say,
cam gidc bat thuong, mét moi.

Xét nghiém: Tang can.

It gap, 1/1.000 < ADR < 1/100

Méu va hé bach huyét: Giam bach cau.

Mién dich: Qud man.

Chuyén hoa va dinh dudng: Biéng an, ha dudng huyét.

Tam than: Ao giac, con hoang loan, bdn chdn, kich dong, trim cam, cam gidc chdn nan, ting
cam xuc, qua khich, thay d6i cam xidc, mat nhan cich, khé giao tiép, mo bat thuong, ting ham
muén tinh duc, khong dat dugc cuc khodi, tho o.

Thén kinh: Bt tinh, sting s0, co giat co, mat y thuc, than kinh van dong hoat dong qua muc,
loan van dong, chéng mat tu thé, run khi lam dong tic c6 chu dich, rung giat nhan cau, rdi loan
nhan thtc, suy nhuoc tim than, rdi loan ngdn ngit, suy giam phan xa, ting cam gidc, cam gidc
bong, mét vi gidc, khé chiu.

Mat: Mat thi lyc ngoai bién, roi loan thi giac, sung mat, _giam thi truong, giam do sic nét khi
nhin, dau mét, can thi, hoa mat, khd mat, ting tiét nudc mat, khé chiu mat.

Tai va mé dao (tai trong): Nhay cam véi am thanh.

Tim: Tim dap nhanh, block nhi that d¢ 1, chim nhip xoang, suy tim sung huyét.

Mach mau: Ha huyét ap, ting huyet ap, néng bung, do bung, lanh ngoai bién.

HO6 hap, 1ong nguc va trung that: Khé tho, chiay mau cam, ho, nghet mili, viém mili, ngay, kho
mili.

Tiéu héa: Bénh trao ngugc da day thuc quan, tang tlet nudc bot, giam cam giac ¢ miéng.

Da va md dudi da: Ban d6, ndi may day, tang tiét md hoi, ngua.

Co xuong va mo lién két: Sung khop, dau co, co gidt co, dau ¢, cung co.

Than va tiét niéu: T1eu khong kiém sodt, khé tiéu.

H¢ sinh duc va tuyen vi: Réi loan chire nang sinh duc, chdm xuat tinh, dau bung kinh, dau vi.
Toan than va duong sir dung: Phil toan than, phit mit, dau nguc, dau, st, cam gidc khat, lanh,
suy nhugc.

Xét nghiém: Tang creatinin phosphokinase huyet tang alanin aminotransferase, tang aspartat
aminotransferase, ting glucose huyét, giam s6 luong tiéu cdu, ting creatinin huyét, giam kali
huyét, giam cén.

Hiém gap, 1/10.000 < ADR < 1/1.000

Mién dich: Phit mach, phan Ung di tmg.

Tam than: Trang thai giai irc ché.

Than kinh: Co giét, rbi loan khtru gidc, giam kha ning van dong, chimg khé viét.

Mit: Mét thi luc, viém gidc mac, chung nhin dao dong, thay ddi nhan thic chiéu siu ciua mét,
gidn dong tr, ldc mat, nhin sing.

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

H6 hap, 16ng nguc va trung thit: Phit phoi, thit c6 hong.
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Tiéu héa: C6 trudng, viém tuy, sung ludi, khé nudt.

Da va mé dudi da: Hoi chirng Stevens-Johnson, d6 md héi lanh.

Co xuwong va mo lién két: Tiéu co vén.

Than va tiét niéu: Suy than, thiéu niéu, bi tiéu.

Hé sinh duc va tuyén vii: Vo kinh, tiét sira bat thuong, vi to, nit héa tuyén va.

Xét nghiém: Giam $6 lugng bach cAu.

Sau khi ngtng diéu tri ngén han hoac dai han véi pregabalin, cé thé xut hién céc triéu ching
cai thudc & mot s6 bénh nhan. Céc phan ng sau da dugc béo céo: Mét ngu, nhirc d4u, budn non,
lo 4u, tiéu chay, hoi ching cim, co git, cing thang, trdim cam, dau, ting tiét md hoi va chéng
mit, ddu hiéu phu thudc thé chit. Nén thong bdo cho bénh nhan diéu nay trude khi diéu tri.

Khi ngirng diéu trj dai han pregabalin, ti 1€ va mirc d§ ndng cua triu ching cai thubc c6 thé phu
thudc lidu.

Tré em:

Thong tin an toan khi nghlen clru ¢ tré em twong tu nhu v6i nguoi 16n.

Thubc ¢ thé gay ra cdc tac dung khong mong muon khdc, khuyén bénh nhan théng bdo cdc tdc
dung khéng mong mudn gdp phdi khi ding thuéc.

9. QUA LIEU VA CACH XU TRi

Triéu chirng:

Sau khi dua thuéc ra thi truong, cdc triéu chimg thuong gap khi str dung qua lidu pregabalin bao
g6m budn ngu, ri loan, kich dong, va bon chon. Pong kinh ciing duoc bdo cdo.

Trong mét sd cac trudng hop hiém gip, hon mé ciing da duoc bdo cdo.

Xur tri:

Khong ¢6 thudc giai doc dic hidu. Néu c6 chi dinh, gy no6n hodc rira da day, duy tri duong tho
néu can. Piéu tri triéu ching, hd trg. Tham phan mdu néu c6 chi dinh (loai b pregabalin
khoang 50% trong 4 gi0).

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong ding qud liéu chi dinh.

11. TEN, BPIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT:
San xudat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Pudng D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Viét Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688
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