;{ THUOGC BAN THEO DON

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

DAVYCA-F

Thudc ban theo don
Pé xa tam tay tré em
Poc ki hwéong din sir dung truwéc khi dung
Thong bao ngay cho bac sy hodc duwgc sy nhiing tac dung khong mong muén khi sir dung thuéc
Torthong tin sén phdm nay bao gom huweng dédn si dung cho thudc ¢ nhiéu ham Iwong khac nhau

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH

1. Thanh phan:

Moi vién nang cimg DAVYCA chtra:

Pregabalin ....................oooi 75 mg

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

Moi vién nang cimg DAVY CA-F chira:
Pregabalin ....................oooill 150 mg
Ta dugc: Lactose monohydrat, croscarmellose natri, magnesi stearat, silicon dioxyd.

2. M6 ta san pham: ) ) ) )
DAVYCA: Vién nang cttng so6 4 mau do - trang, bén trong chira bot thuoc mau trang.
DAVYCA-F: Vién nang cirng mau do - xanh.

3. Quy cach déng goéi:

DAVYCA  :Hop 2vix14 vién.
Hop 6 vi x 14 vién.

DAVYCA-F : Hop 2 vix 14 vién.

4. Thubc ding cho bénh gi?

DAVYCA/ DAVYCA-F chita hoat chat 1a pregabalin, thuéc nhom thudc chdng dong kinh.

Thubc duoc chi dinh dé diéu tri:

- Phéi hop cuing cac thude chdng co giat dé didu tri 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 thio dudng, dau than kinh
sau Herpes.

- Pau co do xo hoa.

- Pau than kinh do tén thuong tiry séng.

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.

Bac sy s& quyét dinh liéu phu hop nhit danh cho ban.

Thudc chi dung bang duong uéng.

Liéu dung:

- Dung thudc theo dung lidu ma béc s§ 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.

- Béac sy sé 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 ding 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 cua thudc qua manh hozc qua yéu thi nén hoi y kién bac sy hodc duoc sy.

Néu ban la nguoi cao tudi (trén 65 tudi), ban co thé dung thudc binh thudng trir trudng hop ban

6 van dé vé than.

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

Cach dung:

Ban nén nudt nguyén vién véi nude.

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

6. Khi nao khong nén ding thudc nay?
Khéng nén dung thuoc nay néu ban:
- Man cam véi pregabalin hoac bat ky thanh phan nao cua thuac.

7. T4c dung khong mong mudn:

Nhu cac thudc khac, pregabalin cé thé gay tac dung khéng mong muén, nhung khong phai ai
cling gap phai.

Ngwng ding thuéc va lién hé trung tAm y té gan nhdt néu ban gap cac phdn iing sau:

Céac phan ttng qua man.

Sung & mat hoic ludi hoac néu da cua ban chuyén mau d6 va bat dau ndi bong nuéc hoic bong
tréc (hoi ching Stevens-Johnson).

Céc tac dung khéng mong muasn khéac:

Rt thirong gap (9ap o nhiéu hon 1 trén 10 nguwoi sir dung)

Choéng mat, budn ngii, nhirc dau.

Thirong gap (9ap ¢ 1 dén 10 trén 100 ngueoi sir dung)

Viém miii hong.

Tang cam giac ngon mi¢ng.

Cam giac phan khich, 10 1an, khé chiu, mat phuong huéng, mat nga, giam ham muén tinh duc.
Mat diéu hoa, bat thuong phdi hop, run, loan van ngon, mét tri nhg, suy giam tri nhé, rdi loan
chay, di cam, giam cam giac, an than, rdi loan can bang, hon mé.

Nhin m¢, nhin déi.

Mat thang bang.

Non, budn ndn, tao bon, tiéu chay, day hoi, day bung, khd mi¢ng.

Chudt rat, dau khop, dau lung, dau ¢ chi, co that ¢o tir cung.

Réi loan chirc ning cuong duong.

Phl ngoai bién, phu, dang di bat thudng, té ngd, cam giac say, cam giac bat thudng, mét moi.
Tang can.

it gap (gap ¢ I dén 10 trén 1.000 nguoi sir dung)

Giam bach cau.

Biéng an, ha duong huyét.

Ao giac, con hoang loan, bdn chén, kich dong, tram cam, cam gi4c chén nan, tang cam x(c, qué
khich, thay d6i cam xUc, mat nhan céch, kho giao tiép, mo bét thudng, ting ham mubn tinh duc,
khong dat duoc cuc khoai, tho o.

Bat tinh, sitng so, co giat co, mat y thic, than kinh van dong hoat dong qué muc, loan vén dong,
chéng mat tu thé, run khi lam dong tac c6 chu dich, rung giat nhan cau, rdi loan nhan thic, suy
nhuoc tdm than, rdi loan ngdn ngit, suy giam phan xa, ting cam giac, cam giac bong, mat vi giac,
kho chiu.
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Mat thi luc ngoai bién, rdi loan thi giac, sung mat, giam thi truong, giam do sac nét khi nhin,
dau méit, can thi, hoa mat, kho mit, tang tiét nuéc mat, kho chiu mat.

Tang thinh lyc.

Tim dap nhanh, block nhi that do 1, cham nhip xoang, suy tim sung huyét.

Ha huyét ap, tang huyét ap, nong bimg, do birng, lanh ngoai bién.

Kho tho, chdy mau cam, ho, nghet mli, viém mili, ngdy, kho miii.

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

Ban d6, néi may day, tang tiét mo hdi, ngra.

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

Tiéu khong kiém soéat, kho tiéu.

R4i loan chirc ning sinh duc, cham xuat tinh, dau bung kinh, dau vu.

Phu toan than, phi mit, dau nguc, dau, sdt, cam giac khat, lanh, suy nhuoc.

Ting creatinin phosphokinase huyét, ting alanin aminotransferase, ting aspartat
aminotransferase, ting glucose huyét, giam s luong tiéu cau, ting creatinin huyét, giam Kkali
huyet giam can.

Hiém gap (gap ¢ 1 dén 10 trén 10.000 ngueoi sir dung)

Phu mach, phan ung di tng.

Trang thai giai tc ché.

Co giat, rdi loan khiru giéc, giam kha nang van dong, ching kho viét.

Mat thi luc, viém gidc mac, chimg nhin dao dong, thay ddi nhan thic chiéu su cua mat, gian
ddng tir, 1ac mat, nhin sang.

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

Phu phoi, thit c6 hong.

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

D6 md hdi lanh.

Tiéu co van.

Suy than, thiéu niéu, bi tiéu.

V6 kinh, tiét sita bat thudng, vi to, nir hda tuyén va.

Giam sb lugng bach cau.

Thuoc c6 thé cd tac dung khdng mong muon khac, thdng bao cho bac sy nhiing tac dung khong
mong muén gép phdi khi sir dung thuac.

8. Nén tranh dung nhirng thudc hodc thue pham gi khi dang sir dung thudc nay?
Thdng béo cho bac sy hodc dugc sy ciia ban vé tat ca cac loai thuéc ma ban dang str dung, bao
goém ca cac thudc ké don hoic khéng ké don, cac vitamin hoac thudc tir duogc liéu.
Théng bao cho bac sy hodc dirot s néu ban dang sir dung céc thuoc sau:

Thudc we ché than kinh trung wong.

Thudc e ché thu hoi serotonin chon loc.

Droperidol, hydroxyzin, methotrimeprazin.

Ketorolac, ketorolac (nhé miii), ketorolac (duong toan than), mefloquin.

Loazepam, oxycodon, va ethanol.

Thudc trj dai thao duong thiazolidindion.

Thudc c6 kha ning gy tao bon nhu thudc giam dau opioid.

Sir dung DAVYCA/ DAVYCA-F Vi thire an va do uong:

C6 thé dung thudc cung hodc khdng ciing véi thire an.

Khéng nén ubng ruou khi ding thube nay.

9. Cén 1am gi khi mét 1in quén khéng dung thudc?

Ban can phai ding thudc ddy du vao cling mot thoi diém mdi ngay. Néu ban quén dung mét liéu,
uéng lidu dé cang sém cang tét khi ban nha ra trir khi da gan dén thoi diém dung liéu tiép theo.
Trong truong hop d6, ban nén dung liédu tiép theo nhu binh thudng. Khong ding gap doi lidu dé
b lai cho lidu da quén.
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10. Néu ban mudn ngirng thudc:

Khong ngimng thudce trir khi béac sy bao ban nging. Khi ngimg diéu tri, bac sy s& cho ban ngimg
thuoc tir tir trong it nhét 1 tuan.

Sau khi ngtrng dleu tri ngan han hogc dai han bing pregabalin, ban c6 thé gap nhitng tac dung
khéng mong mUOn bao gom: Van dé vé glac ngu, nhirc dau, budn ndn, cam giac lo au, tiéu chay,
triéu chitng gidng cim, co giat, cang thang, trim cam, dau, d6 mo hdi, va chong mat. Nhiing
triéu chiang nay co thé xay ra thudng xuyén hon hoic ning hon néu ban ding thudc trong
khoang thoi gian dai hon.

Néu ban c6 cau hoi gi thém, hay hoi y kién bac sy hoic duoc sy.

11. Can bao quan thudc nay nhuw thé nao?

Giir thudc trong bao bi géc cua nha san xuat, day kin.

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

12. Nhitng dau hiéu va triéu chirng khi ding thudc qua liéu:

Dung thudc chinh xac nhu huéng dan cia bac sy. Néu ban dung qua liéu hoac tré em nuét phai
thudc, lién hé ngay véi bac sy va trung tdm y té gan nhat. Khi dung qua liéu ban c6 thé cam thay
budn ngu, 10 13n, kich dong, hoac khong thé nghi ngoi. Ciing da ¢ bao cdo co giat khi qué liéu.

13. Can phai lam gi khi dung thudc qua liéu khuyén cio?

Ngung dung thuéc va lién lac ngay véi bac sy hoac trung tam y té gan nhat.

Mang theo vién thubc cling véi bao bi dé bac sy biét ban da uéng thudc gi va co bién phéap xu ly
Kip thoi.

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

Truéc khi dung thudc nay, thdng bao cho bac sy néu ban dang cé cac vin dé vé sirc khoe sau
day:

Ban bi dai thao duong.

Ban bi suy tim.

Thudc c6 thé gay budn ngu, chéng mat, ban can than trong khi 1ai xe hoac van hanh may mac.
Ban dang diéu tri dau than kinh trung wong do ton thwong tay song.

Ban c6 nguy co bi bénh néo.

Thong b&o ngay véi bac sj néu ban b nhitng triéu chitng sau khi dang ding pregabalin.

Céc phan tng nghiém trong trén da nhu hoi ching Stevens-Johnson, hoai tir biéu bi nhiém déc,
viém da troc vay, phan tng bong nudc trén da va hong ban da dang.

Co suy nghi ty tir, chan nan.

Tang can va phu ngoai bién.

Pau co, yéu co, ting nhay cam dau, dac biét 1a khi kém sét va/ hodc mét moi, khé chiu.

Ban gap cac anh huong trén thi giac nhu mat thi luc, md mat hoic thay doi thi luc.

Thudc c6 chira lactose, théng béo cho béc sy néu ban da timg duoc cho biét khong dung nap véi
bat cir loai duong nao.

Dung thugc cho tré em:

Thong tin an toan va hiéu qua cho tré em va thanh thiéu nién (dudi 18 tudi) chua dugc thiét 1ap,
vi vay khong nén dung thudc cho tré em & do tudi nay.

Phu ni mang thai hogc cho con bu:

Khéng nén dung thudc trong thai ki hozc khi dang cho con bu, trir khi ban dugc bac sy chi dinh.
Phu nit ¢6 kha ning mang thai can phai dung bién phap tranh thai c6 hiéu qua. Néu ban dang
mang thai hodc cho con bu, nghi ban ¢ thé mang thai hoic co y dinh mang thai, ban nén hoi y
kién bac sy hoic dugc sy dé c6 duoc 161 khuyén trude khi ding thude. Khéng nén sir dung cho
phu nix ¢o thai trir khi lgi ich cho me I6n hon nguy co cho thai.

Anh hrong trén 14i xe va van hanh may méc:
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Thudc c6 thé gay chong mat, budn ng 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 thuodc
l1én kha nang thyc hi¢n cac hoat dong nay cua ban.

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

Can lién lac ngay véi bac sy hoac trung tdm y té gan nhat khi dung thubc qué liéu chi dinh.
Thong thuong, bao gio ciing phai hoi y kién bac sy hodc duoc sy trude lGc dung bat ky thude
nao khi mang thai hoac cho con bu.

Théng bao ngay cho bac sy hoic dugc sy nhiing tac dung khdng mong mubn gap phai khi sir
dung thuéc.

Néu can thém thong tin xin hoi y kién bac sy hoac duoc 3.

16. Han dung ciaia 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 duwge Iy: Thude chdng dong kinh, nhom cac thude chéng dong kinh khéc.

Pregabalin 12 mot thudc chdng co giat va giam dau. Pregabalin c6 cdu trac tuong tu chat Gc ché
than kinh trung wong GABA, song khong gin truc tiép véi céc thu thé GABAA, GABAG, hay
thu thé cua benzodiazepin, khong lam ting dap tng cua GABAAtrén céc té bao than kinh nudi
cdy, ciing khong lam thay doi nong d6 GABA trén ndo chudt, khong anh hudng dén thu hdi
cling nhu thoai giang GABA. Trén cac té bao than kinh nudi cdy, sir dung lau dai pregabalin s&
lam ting mat d6 cac protein van chuyén va ting toc d6 van chuyén GABA. Pregabalin gin véi
cac md than kinh trung wong véi & luc cao tai vi tri az-8 (mot tiéu don vi cua kénh calci phu
thudc dién thé). Mic du co ché chinh Xac cuia pregabalin chwa dugc biét day du, song viéc gan
Véi tiéu don vi 02-8 c6 thé lién quan dén tac dung giam dau va chdng co giat cua pregabalin. In
vitro, pregabalin lam giam sy giai phong cac chat dan truyén than kinh phu thudc calci nhu
glutamat, norepinephrin, peptid lién quan dén gen diéu hoa calcitonin, va chit P, ¢ thé thong
qua diéu hoa chiic nang cua 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 twong dat dugc trong
vong 1 gio sau khi dung liéu don va lidu lap lai. Sinh kha dung duong udng cua pregabalin dugc
du doan khoang > 90% va khong phu thudc vao lidu. Sau khi dung liéu lap lai, trang thai on
dinh dat dugc trong vong 24 - 48 gio. Tdc d6 hap thu cta pregabalin giam khi uéng cung thirc
an dan dén giam Cmax khoang 25 - 30% va tang tmax khoang 2,5 gid. Tuy nhién, ding chung
pregabalin v6i thirc an khong anh hudng déng ké dén mirc do hép thu cua pregabalin.

Phan bé:

Trong thir nghiém tién 1am sang, pregabalin qua duoc hiang rao mau 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 dugc thu hdi trong nude tiéu dudi dang khong ddi. Dan xuat N- methyl hoa
ctia pregabalin 13 chat chuyén hoa chinh cua pregabalin dugc tim thay trong nudce tiéu, chiém
khoang 0,9% lidu. Trong thir nghiém tién 1dm sang, khong c6 diu hiéu cho thiy sy racemic hoa
ctia dong phan S-pregabalin thanh R-pregabalin.

Thai tru:

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 voi do thanh thai creatinin.

Can phai hiéu chinh lidu & bénh nhan suy giam chirc nang than hodc chay than nhan tao.

Su tuyén tinh:

Dugc dong hoc cia pregabalin tuyén tinh trong khoang liéu khuyén cdo hang ngay. Su khéc biét
vé duoce dong hoc cua pregabalin giita cac ca thé thip (< 20%). Duoc dong hoc khi dung lidu lap
lai ¢6 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 twong cta pregabalin.
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Suy than:

D¢ thanh thai ctia 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 13 con dudng thai trir chinh,
can phai giam lidu & bénh nhan suy than va dung lidu bo sung sau khi chay than.

Suy gan:

Chua 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 duogc thai trir cha yeu dudi dang khong d6i
trong nudc tiéu, suy giam chirc ning gan khéng thay ddi dang ké ndng do huyét twong cua
pregabalin.

Tré em:

Dugc dong hoc cua pregabalin dwgc danh gia & tré em bi dong kinh (¢ cic 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 vd AUC ctia pregabalin ting tuyén tinh khi ting liéu trong timg nhom tudi. AUC giam
khoang 30% & tré em dudi 30 kg do tdng 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 tudi.

Phaén tich thoi gian ban thai cho thdy do thanh thai creatinin lién quan dang ké dén do thanh thai
cua pregabalin duong 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 duéi 3 thang tudi chua dugc 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 ning 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 cia pregabalin. Pregabalin tiét qua sita me,
nong do trung binh ¢ trang thai 6n dinh vao khoang 76% nong d6 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 cuing cac thudc chdng co giat dé diéu tri dong kinh cuc bo & 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.

Pau than kinh do tén thuong tity séng.

4. LIEU DUNG - CACH DUNG:

Liéu dung:

DAVYCA ¢6 v6i ham lugng 75 mg va DAVYCA-F c6 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 du 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 tdi da 13 600 mg mdi ngay.

Pau do viém day than kinh, dau sau Herpes:

Nguoi 16n: Liéu khuyén cao: 150 - 300 mg/ ngay, chia 1am 2 - 3 lan. Liéu khoi dau: 150 mg/
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ngay, c6 thé tang téi 300 mg/ ngay trong vong 1 tuan, 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 lam 2 - 3 lan. L1eu vuot qua 300 mg/ ngay chi danh cho nguoi van dau va dung nap duogc
lidu 300 mg/ ngay, Vi tiém nang nhiéu ADR do lidu cao.

Pau day than kinh do ddi théo dwong:

Ngudi 16n: Liéu khoi dau 150 mg/ ngay, chia 1am 3 14n; lidu c6 thé ting trong 1 tuan t6i lidu tdi
da khuyén cdo 300 mg/ ngay chia lam 3 lan. Tuy nhién, trong thir nghiém 1dm 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
duoc khuyén cdo sir dung.

Dau co do xo hoa:

Liéu khoi dau 150 mg/ ngay, tang lén sau 1 tuan tiy theo dap tng t6i 300 mg/ ngay rdi 450 mg/
ngay néu thiy can thlet

Pau than kinh do tén thwong tiy song:

Khoang lidu khuyén cdo cia pregabalin trong diéu tri dau than kinh do ton thuong tuy sdng 1a tir
150 - 600 mg/ ngdy. Liéu khoi dau khuyén céo 13 75 mg x 2 1an/ 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 tuan diéu tri véi lidu 150 mg x 2
1an/ ngay va dung nap t6t, co the tang liéu pregabalin [én 300 mg x 2 1an/ ngay. Vi pregabalin
duoc thai trir chil yéu qua than, can hiéu chinh liéu & bénh nhan suy giam chirc nang than.

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

D0 thanh thai
creatinin (Clcr) Tong liéu pregabalin hang ngay (mg/ ngay) Ché d6 licu
(mL/ phat)
> 60 150 300 450 600 2 1an/ ngay hoic 3 1an/ ngay
30 - 60 75 150 225 300 | 21an/ ngay hoic 3 lan/ ngay
15- 30 25 - 50 75 100-150 | 150 1 - 3lan/ 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 tur 25 - 50 mg
Bénh nhan dung lidu 25 - 50 mg x 1 1an/ ngay: Dung mét lidu bo sung tir 50 - 75 mg
Bénh nhan ding liéu 50 - 75 mg x 1 lan/ ngay: Dung mot lidu bo sung tir 75 - 100 mg
Bénh nhan dung lidu 75 mg x 1 1an/ ngay: Dung mot liéu bo 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 1ap.

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

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

Céch dung:

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

5. CHONG CHI PINH: , ,
Man cam véi pregabalin hodc vé6i bat ky thanh phan nao ciia 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 cac phan Gmg qua man, bao gdm trudng hop pht mach. Nén ngimg

8/13 TOAO33FBB




pregabalin ngay néu cé triéu ching phu mach, nhu pht mit, quanh miéng hodc duong hod hap
trén.

Cdc phdn vng 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 tng bong nudc trén da,
va hong ban da dang & bénh nhin dung pregabalin. Hau hét cac truong hop 14 & bénh nhan dung
chung véi nhimng thude c6 kha ning gy nhitng phan ng 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 161 khuyén.

Tw tu/y dinh tu tu:

Céc thube chdng co giat, ké ca pregabalin thudng 1am ting nguy co c¢6 suy nghi/ hanh vi tu sat.
Do d6, bénh nhan cin dugc giém sat chit ché vé cac biéu hién trim cam, khuynh huéng mudn
tir sat, nhitng thay doi 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 xudt hién.

Phu ngoai bién:

Phai than trong khi dung pregabalin vi co thé gay phu ngoai bién. Khong co két hop 16 rang gitra
phtl ngoai bién véi bién chig 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 gay 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 vé huyet ap, nhung tac dung lau dai v€ tim mach chua
dugc 1am rd. Ngoai ra, pregabalin khong lam mat kiém soét glucose huyét.

Suy tim:

Ddi véi nguoi bénh di c6 bénh tim tir trude, phai than trong khi ding thudc vi ¢6 thé lam ting
nguy co gy suy tim.

Than kinh trung wong:

Thudc c¢6 anh huong dén than kinh trung wong bao gdm: Budn ngt, chéng mit, ¢6 thé lam giam
ca thé chit va tinh than cta bénh nhan, do dé 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 kém
theo sot va/ hodc mét moi, kho chiu. Phai nging thude khi co biéu hién cia 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 thudc 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
thuc (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 chung. Trong cac nghién clru trén quan thé bénh nhén, ty 1¢ ‘nay 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 thuoc chong dong kinh dung dong thoi:

Chua c6 day du dir liéu vé viéc nging cac thudc chéng dong kinh dung dong thoi dé chuyén
sang liéu phép pregabalin don tri khi dong kinh duoc kiém soét bang liéu phap phéi hop co
pregabalin.

Piéu tri dau than kinh trung wong do chan thwong tity Sdng

Diéu tri dau than kinh trung wong do chin thuong tuy song lam tang tan suat tac dung khéng
mong mudn cua pregabalin, ting cac tac dung khong mong mudn trén than kinh trung wong dic
biét 1a budn ngu. Nguyén nhan cé thé do sir dung ddng véi thude can dung trong bénh Iy nay
(nhu cac thude chdng co cimg). Can nhic khi chi dinh pregabalin trong truong hop nay.

Tac dong trén thi luc:

Trong céc 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 ¢ thé giam hodc hdi phuc khi ngung sir dung pregabalin.
Giam chirc nang dwong tiéu hoa duoi:

D3 c¢6 bao cao truong hop giam chic ning duong tiéu hoa dudi (tic rudt, liét rudt, tao bon) khi
sir dung pregabalin chung véi thudc co thé gay tao bon nhu thudc giam dau opioid.

Bénh nao:

Pi ¢ bao cao vé bénh ndo, chu yéu la & nhitng bénh nhan c6 nguy co bi bénh néo.

Canh bdo lién quan dén td dwoc:

Thubc c6 chira lactose, bénh nhan mac bénh di truyén hiém gap khéng dung nap galactose, thiéu
hut Lapp lactase hoac réi loan hap thu glucose-galactose khong nén dung thudc nay.

Sir dung cho phu nir ¢é thai va cho con bu:

Phu niz co thai:

Nghién ctru trén dong vat (chudt cong, tho) mang thai cho dung pregabalin voi liéu tao nong do
pregabalin huyét tuong (AUC) gap 5 hodc trén 5 lan ndéng do thude & nguoi dung lidu toi da
khuyen céo 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 nang hé than kinh va sinh san ¢ thai.
Chua c6 nghién ciru ddy du va kiém tra tot & phu nir mang thai. Khdng nén st dung cho phu ni
c6 thai tru khi loi ich cho me 16n hon nguy co cho thai.

Phu né cho con bu:

Pregabalin tiét qua sita. Anh huong caa pregabalin Ién tré so sinh/ thai nhi. Can quyét dinh
ngung cho con bu hodc ngung pregabalin dya trén loi ich ctaa viéc cho con bu va lgi ich cua
thudc véi me.

Khd nang sinh sdn:

Chua c6 thong tin 1am sang vé anh huong cua pregabalin 18n kha niang sinh san caa phu nit.
Trong thir nghiém 1am sang danh gia anh huong cua pregabalin Ién kha nang di dong cua tinh
trung, di tugng nam gidi khée manh phoi nhiém pregabalin vai liéu 600 mg/ ngay. Sau 3 thang
diéu tri, thuc khdng anh huéng dén su di dong caa tinh tring.

Nghién ctru vé kha ning sinh san trén chudt cai cho thay tac dung khdng mong mudn 18n hé sinh
duc. Nghién ctru vé kha ning sinh san trén chudt cai cho thiy tac dung khong mong muén Ién hé
sinh duc va su phat trién.

Anh hwéng caa thudc 1&n kha niing 1ai xe va van hanh may moc:

Thudc ¢ anh hudng dén than kinh trung wong bao gém: Budn nga, chong mit, ¢6 thé 1am giam
ca thé chit va tinh than cua bénh nhan, do d6 can than trong trén nhimg dbi tuong lai xe hoic
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 dudi dang khong d01 qua nudc tiéu, Chuyen hoa khong dang ké &
ngudi (< 2% lidu dung duoc tim thiy trong nuGce tiéu dudi dang chat chuyén hoa), khdng wc ché
chuyén héa thudc in vitro, va khdng gin két véi protein huyét twong, pregabalin thuong khoéng
gdy tuong tac hodc khéng phai 1a d6i tugng caa tuong tac duoc dong hoc.

Nghién cuzu in vivo va phan tich dwoc dong hoc:

Trong mot nghién ciu in vivo, khong co tuong tac duoc dong hoc dang ké trén 1am sang nao
gitra pregabalin va phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
oxycodon hogc ethanol. Phéan tich dugc dong hoc cho thay thudc tri dai thao dudng duong udng,
thudc loi tiéu, insulin, phenobarbital, tiagabin va topiramat khong anh huéng dang ké trén 1am
sang dén do thanh thai pregabalin.

Liéu lap lai 300 mg x 2 l1an/ ngay pregabalin ¢ d6i twong khoe manh khong anh huong dén téc
d6 va mirc d6 hap thu cua loazepam, oxycodon, va ethanol. Liéu don lorazepam 1 mg, oxycodon
10 mg va ethanol 0,7 g/ kg khdng anh huong dang ké dén duoc dong hoc & trang thai 6n dinh
cua pregabalin.

Str dung liéu 1ap lai duong udng pregabalin cling véi oxycodon, lorazepam hoic ethanol khong
gay anh huong dang ké vé hd hap trén 1am sang. Pregabalin c6 thé lam ting tac dung cua
ethanol va lorazepam. Pregabalin c6 tac dung hiép dong tc ché kha ning nhan thic va chic
nang vén dong thd gay ra boi oxycodon.

Da cd bao cao suy hod hap va ngét xiu ¢ bénh nhan dung pregabalin don doc va phéi hop Vi
thudc rc ché hé than kinh trung wong khac.

Tan suat tang can va phi ngoai bién cao hon dugc thdy ¢ bénh nhan ding chung pregabalin va
thudc tri dai thao duong thiazolidindion so vai bénh nhan chi dung don doc mét thude. Hau hét
bénh nhan dung thudc tri dai thao dudng thiazolidindion déu nam trong khoang an toan khi tham
gia vao thir nghiém dau than kinh ngoai bién do dai thao duong.

Vi céc thudc tri dai thao duong thiazolidindion hozc pregabalin c6 thé gay ting can va/ hoac giit
nuée khi ding don doc hodc phdi hop, ¢ thé 1am ning hon hodc dan dén suy tim, nén than
trong khi dung phol hop pregabalin va nhiing thuéc nay.

D3 c6 bao cao bién ching lién quan dén viéc giam chuc nang duong tiéu hoa dudi (nhu taC ruot,
liét ruot, tdo bon) khi ding chung pregabalin voi céc thudc ¢ kha ning gy tao bon nhu thudc
giam dau opioid.

Thudc tranh thai dwong uéng, norethisteron va/ hogc ethinyl estradiol:

Dung chung pregabalin va thubc tranh thai dudng udng norethisteron va/ hoac ethinyl estradiol
khong lam anh hudng dén duge dong hoc ¢ trang thai 6n dinh cua ca 2 thudc.

Thudc dnh hieong dén hé than kinh trung wong:

Pregabalin c6 thé lam ting tac dung cua ethanol va lorazepam. Trong maot thir nghiém 1am sang,
khi dung liéu udng lap lai pregabalin chung véi oxycodon, lorazepam hoac ethanol, khdng thay
¢6 anh huong quan trong vé hd hip trén 1am sang. Pa ¢ bao cdo suy hd hip va ngat xiu & bénh
nhan dung pregabalin cing vai cac thudc ic ché hé than kinh trung wong khac. Pregabalin c6 tac
dung hiép dong vai tac dung gay suy giam nhan thic va chirc nang van dong thd cua oxycodon.
Twong tdc & nguoi cao tuai:

Chua c6 nghién ctru twong tac duoc luc hoc cu thé nao & ngudi cao tudi. Nghién ctu tuong tac
chi dugc thuc hién & nguoi lon.

Pregabalin lam ting ndng do/ tac dung cua cac thude we ché thu hdi serotonin chon loc.

Nong do/tac dung cua pregabalin duoc ting 1én boi droperidol, hydroxyzin, methotrimeprazin.
Nong d6 va tac dung cua pregabalin bi giam di boi ketorolac, ketorolac (nhé miii), ketorolac
(duong toan than), mefloquin.

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

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

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

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

Tam than: Tam trang phan khich, 10 1an, kho chiu, mat phuong huéng, mat ngu, giam ham mudn
tinh duc.

Than kinh: M4t diéu hoa, bat thuong phéi hop, run, loan van ngon, mat trf nhé, suy giam tri nho,
réi loan chi y, di cam, giam cam giac, an than, réi loan can biang, hon mé.

MAt: Nhin mo, nhin doi.

Tai va mé dao (tai trong): Chong mat.

Tiéu hoa: Non, budn nén, téo bon, tiéu chay, day hoi, day bung, kho miéng.

Co xuong va mo lién két: Chudt rut, dau khép, dau lung, dau & chi, co thit ¢ tir cung.

Hé sinh duc va tuyén vi: Réi loan chirc ning cuong duong.

Toan than va duong si dung: Phl ngoai bién, phu, dang di bat thudng, té ngd, cam giac say,
cam giac bat thuong, mét moi.

Xeét nghi¢m: Tang can.

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

Mau va hé bach huyét: Giam bach cau.

Mién dich: Quéa man.

Chuyén héa va dinh dudng: Biéng an, ha duong huyét.

Tam than: Ao giac, con hoang loan, bon chon, kich dong, trim cam, cam giac chén nan, ting
cam xuc, qua khich, thay d6i cam xdc, mat nhan cach, kho giao tiép, mo bat thuong, ting ham
muén tinh duc, khong dat dugc cuc khodi, tho o.

Than kinh: Bét tinh, siing so, co giat co, mat y thic, than kinh van dong hoat dong qua mic,
loan van dong, chong mat tu thé, run khi 1am dong tac cd chu dich, rung giat nhan cau, rdi loan
nhan thire, suy nhuoc tam than, rdi loan ngén ngit, suy giam phan Xa, ting cam giac, cam giac
bong, mat vi giac, kho chiu.

Mat: Mat thi lyc ngoai bién, rdi loan thi giac, sung mat, giam thj treong, giam do sac nét khi
nhin, dau mat, can thi, hoa mat, khd mit, tang tiét nugc mat, kho chiu mét.

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

Tim: Tim dap nhanh, block nhi that d6 1, cham nhip xoang, suy tim sung huyét.

Mach méu: Ha huyét ap, ting huyét 4p, néng bing, do bung, lanh ngoai bién.

H6 hap, 1ong nguc va trung that: Kho tho, chay mau cam, ho, nghet miii, viém mili, ngay, kho
mul.

Tiéu hda: Bénh trao ngugc da day thuc quan, tang t1et nudc bot, giam cam giac ¢ miéng.

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

Co xuong va md lién két: Sung khép, dau co, co giat co, dau cd, cing co.

Than va tiét niéu: Tiéu khong kiém soat, kho tiéu.

Hé sinh duc va tuyén vi: Réi loan chirc nang sinh duc, cham xut tinh, dau bung kinh, dau vu.
Toan than va duong sir dung: Phu toan than, phi mit, dau nguc, dau, sdt, cam giac khat, lanh,
suy nhugc.

Xét nghiém: Tiang creatinin phosphokinase huyét, ting alanin aminotransferase, ting aspartat
aminotransferase, ting glucose huyét, giam sé luong tiéu cau, ting creatinin huyét, giam Kali
huyét, giam can.

Hiém gap, 1/10.000 < ADR < 1/1.000

Mién dich: Phii mach, phan tng di tng.

Tam than: Trang thai giai uc ché.

Than kinh: Co giat, réi loan khau giac, giam kha ning van dong, ching kho viét,

Mat: Mat thi luc, viém giac mac, ching nhin dao dong, thay déi nhan thirc chiéu sau cia mit,
gian dong tur, 1ac mat, nhin sang.

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

H& hap, 16ng nguc va trung that: Pha phdi, that cé hong.
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Tiéu hoa: Cb truéng, viém tuy, sung ludi, kho nudt.

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

Co xuong va mo lién két: Tiéu co vén.

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

Hé sinh duc va tuyén va: V6 kinh, tiét sira bat thuong, va to, nit hoa tuyén va.

Xét nghiém: Giam sb lugng bach cau.

Sau khi ngung diéu tri ngan han hoic dai han véi pregabalin, c6 thé xuat hién cac triéu ching
cai thudc & mot sé bénh nhan. Cac phan tmg sau da dugc béo cao: Mit ngu, nhac dau, budn ndn,
lo &u, tidu chay, hoi chang cum, co giat, cang thang, trdam cam, dau, ting tiét md hoi va chong
mat, du hiéu phu thugc thé chat. Nén thong bao cho bénh nhan didu nay trudce khi diéu tri.

Khi ngimg diéu tri dai han pregabalin, ti 1¢ va mirc d6 ning cua triéu ching cai thube c6 thé phu
thuoc liéu.

Trée em:

Thoéng tin an toan khi nghién cau ¢ tré em tuong ty nhu véi nguoi 16n.

Thubc cé thé gady ra cdc tac dung khéng 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 chung:

Sau khi dua thudc ra thi truong, cac triéu chung thuong gap khi st dung qua lidu pregabalin bao
goém budn ngu, rdi loan, kich dong, va bon chon. Pong kinh ciing duoc béo céo.

Trong mot s6 cac trudng hop hiém gap, hon mé ciing da duoc béo céo.

Xk tri:

Khéng c6 thubc giai doc dac hiéu. Néu c6 chi dinh, gay non hoic rira da day, duy tri dudng the
néu can. Piéu tri trieu chang, hd trg. Tham phan mau néu c6 chi dinh (loai bo pregabalin
khoang 50% trong 4 gio).

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

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

DAVIPHARM

CONG TY CO PHAN DUQC PHAM PAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Cong nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cét, Tinh
Binh Duong, Vi¢t Nam.

Tel: 0274.3567.687 Fax: 0274.3567.688
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