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Pregabalin...... 75 mg
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Thanh phdn: Cho 1 vién
Pregabalin.........c.ccc... 75 Mg
Tadwocviradl.......... 1 vién

Chi dinh, Chéng chi dinh, Lidu lrgng,
Céach ding va Cac théng tin khac:
Xem k§ hwéng dan sir dung.

“DALYRIC

Pregabalin 75mg
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HUONG DAN SU DUNG THUOC - PQC KY HUONG DAN SU DUNG TRUOC KHI DUNG

Rx - THUOC BAN THEO PON
DALYRIC

THANH PHAN: Cho | vién nang cting:

Pregabalin. .. c.oiiiiitiiciiii i e : 75 mg
T4 dugc (Pregelatinized starch, povidon K30, manitol, talc, aerosil) vura du... : 1 vién
DUQC LUC HOC:

Pregabalin 1a mot din xudt cha chédt @rc ché dan truyén than kinh acid y-aminobutyric
(GABA) Co ché tac dung chinh x4c ciia pregabalm chua duogc giai thich ddy da. Tuy nhién
két qua nghién ctru trén chudt, va chét c6 cu truc tuong tu voi pregabalin (gabapentm) cho
thdy: pregabalin c6 4i luc cao véi tiéu don vi 02-5 tai kénh calci phu thudc dién thé trong céc
mo than kinh trung wong, tham gia tac dong giam dau va chéng co giat, lam giam su phong
thich cac chit dan truyén than kinh phu thudc calci, ¢6 thé do diéu chinh chirc nang kénh
calci.

Pregabalin mic du ¢6 cdu tric tvong tu GABA, nhung n6 khong gén truc tiép vao céc thu
thé GABAA, GABAg hay thu thé benzodiazepin, khong lam tang dép tmg GABAAx trén cac
no ron nudi cdy, khong lam thay déi ndng do GABA & ndo chudt va khong anh hudng ngay
dén su tao thanh va phan huy GABA. Tuy nhién, st dung pregabalm kéo dai trén céc no ron
nuoi cay lam ting mat do protein van chuyén GABA va ting toc do vén chuyen GABA.
Pregabalin khong chen kénh calci, khong c6 tac dung véi thu thé opiat va khong lam thay
dbi hoat tinh ctia enzym cycloxygenase. No ciing khong ¢ tac dung véi thu thé serotonin va
dopamin, khong trc ché su tai tao dopamin, serotonin hodc noradrenalin.

DUQC PONG HOQC:

- Hép thu:

Sau khi udng vién nang pregabalin luc doi, dat ndng do dinh trong huyét tuong sau 1,5 gio.
Sinh kha dung duong udng ctia pregabalin khoang 90% va khong phu thudc vao lidu ding.
Sau khi theo doi vé viée st dung liéu duy nhit 25 mg - 300 mg va da liéu 75 mg - 900mg/
ngay cho thdy: ndng do t6i da trong huyét twong va dién tich dudi dudng cong 6 gia tri ting
tuyén tinh. Sau khi dung l3p lai thi trang thai 6n dinh dat duoc sau 24 - 48 gio.

Tdée d6 hap thu cia pregabalin giam khi diing chung v6i thire dn Crax giam khoang 25 - 30
%, kéo dai Tmax khoang 3 gid. Tuy nhién khong lam thay d6i tong hédp thu ctia pregabalin.
Do d6 thirc an khong ¢6 anh huéng 1am sang dén mirc d6 hép thu cia pregabalin.

- Phan bé:

Pregabalin khong gin két véi protein huyét twong. Thé tich phan bd cua pregabalin sau khi
ubng xap xi 0,5 L / kg. Pregabalin la mot co chit cho hé thong van chuyén cic axit amin 16n
qua hang rao mau ndo. Mic du khong ¢6 so liéu & ngudi, pregabalin da duge chimg minh
qua hang rao méu ndo ¢ chut va khi. Ngoai ra, pregabalin da dugc chirng minh qua nhau
thai & chudt va hién dién trong sita ciia nhirng con chudt dang cho con ba.

- Chuyén héa:

Pregabalin dugc chuyén hoa khong dang ké trong co thé nguoi. Sau khi dung preg lgi?
phéng xa danh ddu, khodng 90% dugc tim thiy trong nudc tfpu 14 pregabalin ¢ dan
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chuyén héa. Cac din xuiat N-methyl hoa ctia pregabalin, chit chuyén héa chinh cla
pregabalin dugc tim thy trong nudc tiéu, chiém 0,9% liéu dung.
Trong céac nghién ciru tién 1dm sang, khong c6 dau hiéu nao vé sy bién dbi pregabalin dong
phén ta truyén thanh dong phéan hitu truyén.
- Thai trie:
Pregabalin dugc loai bo khoi hé tudn hoan chi yéu qua than dudi dang khong doi, véi thoi
gian ban thai trung binh 1a 6.3 git d6i v6i ngudi co chire ning than binh thuong tinh 1a 67,0-
80,9 ml / phut trén d6i twong khée manh. Thanh thai pregabalin huyét twong va thanh thai
than ty 18 thuan véi thanh thai creatinin. Diéu chinh li¢u trén cac bénh nhan giam chirc ning
than hodc tham tach mau la can thiét
CHI PINH: trong cic truong hop

- Pau thin kinh lién quan dén bénh than kinh ngoai bién & ngudi bénh tiéu dudng

- Pau than kinh sau herpes

- Piéu tri bo trg dong kinh cuc b & ngudi 16n

- Piéu tri hoi chimg dau co xo hoa

CHONG CHI PINH:
Mién cam véi pregabalin hay véi bit cir thanh phan nao ctia thude.

LIEU LUQONG VA CACH DUNG:
Pau than kinh lién quan dén bénh than kinh ngoai bién ¢ nguoi bi tiéu duong:
Liéu khoi dau dé nghi v6i pregabalin 1a 75 mg ding 2 1an/ngay (150 mg/ngay), cung thirc in
hodc khong. Trén cac thir nghiém lam sang, hiéu qua cua pregabalin duge chirng minh trén
bénh nhan dung lidu tir 150-600 mg/ngay. Véi phan 16n bénh nhén, liéu 150 mg chia 2
lan/ngay 1a liéu téi wu.

Hi¢u qua cua pregabalin duogc théy rd trong tudn dau tién. Tuy nhién, tay theo dap ing cua
timg ca thé va sy dung nap. lidu dung c6 thé tang lén 150 mg chia 2 lan/ngay sau khoang
thoi glan 3-7 ngay, va néu can, c6 thé ting dén lidu téi da 300 mg chia 2 lan/ngay sau tudn
ké tiép.

Pau than kinh sau herpes:

Lidu bit du 75 mg x 2 lan/ngay c6 thé tang lidu 1én 300 mg/ ngdy trong vong 1 tudn tiy
vao hiéu qua va kha nang dung nap thudc, udng chia lam 2-3 lan mot ngay. Bénh nhan
khong dap ting du kha ning giam dau sau 2-4 tuin diéu tri voi 300mg/ ngay c6 thé ting liéu
t6i da 600 mg/ ngay, ding chia lam 2-3 lan mot ngay.

Piéu tri b6 tro' dgng kinh cuc by & ngudi 16n:

Liéu tir 150-600 mg dugc cho thf"iy co hi€u qua trong tac dong diéu tri bo trg dong kinh cuc
bo & nguoi 16m. Lidu bat dau tir 150 mg chia lam 2 lan/ngay, tiy vao dép ung va dung nap
clia timg ngudi 6 thé tang 1én dén liéu toi da 600 mg/ngady, chia lam 2-3 lan/ngay.

Diéu tri hoi chirng dau co xo héa:

Liéu bit ddu 75 mg x 2 lan/ngay, c6 thé tang Ién 150 mg x 2 lan/ngay trong vong 1 tudn tiy
thudc dép tng va dung nap ctia bénh nhan. Co thé tang liéu 1én 300 mg/ ngay trong vong 1

tuédn, dua trén hiéu qua va kha nang dung nap thudc, uéng chia lam 2 lan mét ngay. Lié 9i /

da 450 mg/ ngay chia lam 2 lan. h V
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- Diéu chinh liéu ¢ nguwoi suy giam chivc ning thin:

Do thanh thai Creatinin (CLcr) > 60 ml/ phut: 150 mg/ngay, 300 mg/ ngay, 450 mg/ ngay
hodc 600 mg/ ngay, ubng chia lam 2-3 lan mot ngay.

Do thanh thai Creatinin (CLcr) 30 - 60 ml/ phat: 75mg/ ngay, 150 mg/ ngay, 225 mg/ ngay,
300 mg/ngay, udng chia lam 2-3 1in mot ngay.

D¢ thanh thai Creatinin (CLLI’) 15 - 30 ml/ phat: 25-50 mg/ngay, 75 mg/ ngay, 100-150 mg/
ngdy, 150 mg/ ngay, dung liéu duy nhit hogc chia lam 2 1An mot ngay.

Do thanh thai Creatinin (CLer) < 15 ml/ phat: 25 mg/ ngay, 25-50 mg/ ngay, 50-75 mg/
ngdy, 75 mg/ ngay, dung liéu duy nhat mot ngay.

- Doi véi bénh nhan chay than nhin tao: ngoai viéc diéu chinh liéu hang ngay dua trén
chirc nang than, dung mot lidu bd sung ngay lap tirc sau mdi 4 gid chay than nhan tao:

Déi v6i bénh nhan dung liéu duy nhit mot ngay 25 mg: dung mot lidu bd sung 25mg hoic

50mg

D6i v6i bénh nhan dung lidu duy nhit mét ngay 25-50 mg: ding mat liéu bd sung 50mg
hoac 75 mg

D6i v6i bénh nhan dung lidu duy nhit mot ngay 50-75 mg: ding mot lidu bd sung 75mg
hodc 100 mg

P4i voi bénh nhan ding lidu duy nhit mot ngay 75 mg: dung mot lidu bd sung 100 mg hoic
150mg

TAC DUNG KHONG MONG MUON (ADR)
Thieong gdap, ADR > 10/100

Tim mach: Phu ngoai vi

TKTW: Chéng mit, ngi ga, mit diéu van, dau dau )
Hé tiéu hoa: Tang cédn, kho miéng

H¢ co - xuong: Run co i

Mit: Nhin~m('y, song thi ‘1
Khac: Nhiém khuéan %
It gap, 1/100 < ADR < 10/100 d
Tim mach: Pau nguc, phu Al
TKTW: Viém ddy thn kinh, suy nghi bt thuong, mét méi, 1a 1dn, sang khodi, r6i loan ngon L

ngit, r6i loan chu y, mat phdi hop dong tac, mét/giam tri nhé, dau, chong mit, cam gide bt =
thuong/giam cam giac, lo ling, trim cam,mat dinh huéng, ngti lim, s6t, mat nhan cach, ting
truong luc co, trang théi li bi, sitng so hodc kich dong.

Da: Phil mit, vét thAm tim, nglra

Nbi tiét va chuyén hoa: U dich, giam glucose huyét.

Da day - rut: Tédo bon, them an, dz’iy hoi, non, dau bung, viém da day - rugt.

Sinh duc - tiét niéu: Tiéu nhiéu va tiéu khéng tu chi, mat khoai cam, giam tinh duc.

Mau: Giam tiéu cau ¥
Co - xuong: R6i loan thang bang, dang di bt thuong, yéu co, dau khdp, giit co, dau ur@,/
co that co, gidt rung co, di cam, ting CPK, chudt rat, dau co, nhuoc co.
Mit: Réi loan thi gidc, giam thi lyc, rung giat nhan ciu, viém két mac.
Tai: Giam thinh luc A
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Ho héap: Viém xoang, kho thé, viém phé quan, viém hong - thanh quan.

Khac: HOi ching gia cim, phan tng di img

Hiém gap, ADR < 1/100

Ap-xe, suy thé‘m cép, 1¢ thudc thdc, kich dong, albumin ni¢u, phén tmg phan vé, thiéu mau,
phu mach, rbi loan ngdn ngit, viém da day, ngtmg thd...

Thong bdo cho bdc si nlumg tac dung khong mong muon gdp phdi khi sii dung thuébe.
PHU NU CO THAI VA PHU NU CHO CON BU

Chua ¢6 nghién ctru ddy du trén phu nit mang thai. Tuy nhién cac nghién ctru trén chudt va
tho cho thay:

- Tang ti 1€ bat thudng cdu tric bao thai va cac biéu hién doc tinh bao gdm: gy chét, cham
phat trién, suy giam chirc ning than kinh va hé thdng sinh san. Chi dung cho phu nit mang
thai khi lgi ich mang lai cho nguoi me rd rang quan trong hon nhitng kha nang rui ro c6 thé
xay ra cho thai nhi.

- Chua c6 nghién ctru rd rang thube co bai tiét qua sita khong, tuy nhién viéc thude duge tim
thdy trong sita chuot ciing nhu nhimg nguy co anh huong dén bao thai da dugc nghién ctiu
trén chudt, do vay can nhic viéc nguno thudc hoic ngimg cho con ba.

NGUOI LAI XE, VAN HANH MAY MOC VA NGU'OI LAM VIEC TREN CAO
Thube c6 kha ning gdy chéng mat, budn ngu, do dé can st dung thin trong & nguoi l4i xe,
van hanh may moéc va nguoi lam viée trén cao.

THAN TRONG

- Phit mach (sung dau, ¢, hong) ¢6 thé xay ra, nguy hai dén dudng ho hap de doa tinh mang,
than trong khi dung phdi hop véi cac thudc c6 nguy co gay phil. Ngung st dung pregabalin
ngay khi gép phéi

- Phan tmg qua man (phat ban, mun nude, thd kho khe).

- Nglrng sir dung dot ngdt pregabqlm co the din dén cic trleu chimg mat ngy, budn ndn,
nhirc dau, lo Au, tiéu chay, ting diéu tiét mo hoi va tang tan sb con dong kinh dbi véi bénh
nhan bi rdi loan co giat. Ngung str dung pregabalin bing cach giam liéu tir tir trong vong it
nhit 1 tudn.

- Thude chéng dong kinh, bao gdm pregabalin lam ting nguy co dan dén hanh vi va suy nghi
tur tur.

- Thube ¢6 nguy co gdy phu ngoa1 bicn. Thén trong khi phdi hop pregabalin va thude tri tiéu
duong thiazolidinedion, cac thudc giy phu khéc ting nguy co ting cin va suy tim sung
huyét.

- Thude ¢6 kha nang gay chong mit. budn ngi. Thén trong dbi véi nguoi 14i xe va van hanh
mdy moc.

- Thudc ¢6 thé giy anh hudng dén thi luc, cAn bdo ngay cho bac si néu co thay ddi vé thi
giac xay ra khi dung pregabalin.

- Béo céao ngay cho béc si khi ¢6 cac triéu ching nhu dau co, méi co, dic biét ¢o kem theo
sdt. Ngimg diéu tri bing pregabalin ngay khi c6 nghi ngd chan doan bénh co hodc ndng dg
creatinin kinase cao xay ra. I/I/O
- Sur an toan cua pregabalin dbi véi tré em chua dugce tim thay

- D6i v6i nguoi gid: > 65 tudi cac phin tng bét loi vé than|kinh thudng xay ra hon! chéng
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mat, mit mo, rbi loan thang bang, run, rdi loan tdm trang, tho o.
TUONG TAC THUOC
- Do pregabalm duoc thai trir chii yéu qua nude tiéu & dang chua chuyé én hoéa, mot lugng
khong dang ké dugc chuyen hoa (< 2% cua liéu ding dugc tim thdy trong nuéc tiéu & dang
chuyén hoa), khong gin véi protein huyét twong, vi viy hau nhu pregabalin khong tham gia
vao tuong tic dugc dong hoc dang ké. DPac biét khong co twong tic ddng hoc giita
pregabalin va céc thuéc chéng dong kinh sau: carbamazepin, acid valproic, lamotrigin,
phenytoin, phenobarbital, topiramat va céc thude chéng dong kinh thuong str dung khéc

- Sir dung dong thoi pregabalin da liéu cung voi oxycodon, lorazepam, hodc ethanol: khong
c6 twong tac duge dong hoc nhung tic dong ngoai y trén nhén thirc va chirc nang vén dong
da dugc tim thay Khong c¢6 tac dong lam sang quan trong lién quan dén ho hap.
QUA LIEU VA XU TRI
- Céc nghién ctru 1am sang v¢ qué liéu con han ché. Trudong hop qué lidu duoc béo cdo cao
nhét 1a 8000 mg va khong ¢ tac dong 1am sang nao dang chi y.
- Khong c6 thude giai doc dac hiéu cho pregabalin. Co thé tién hanh loai b6 thudc khong
duoc hép thu bing c: dch gy non, rua da day, quan sat duy tri duong tho, tinh trang lam sang
bénh nhan. Mic du tham phin mdu khong duge thuc hién & mot so truong hop, ¢6 thé dugc
chi dinh tiy vao tinh trang bénh nhén hoac dbi voi bénh nhan ¢ su suy giam chic nang than
rd rét. Qua trinh thim phan mau 6 thé loai bo xap xi 50 % pregabalin trong 4 gio.
KHUYEN CAO

- Khong nén dung thu6e qua han (co ghi rd trén nhén) hay khi c6 su nghi ngd vé chat luong
thude.

- Doc ky hueong dan sir dung trude khi dimg. Mudn biét thém théng tin, xin hay hoi y kién
cua Bdc st hodc Dirgc sT.

TRINH BAY VA BAO QUAN

- Hop 3 vi x 10 vién, ¢ kém to huéng dan sir dung.

- Dé thude noi kho thodng, tranh anh séng, nhiét do khong qua 30°C.

- PE XA TAM TAY TRE EM

- Han ding : 36 thang keé tir ngdy san xuét Tiéu chuin ap dung : TCCS
Thudc duge san xuit tai:
CONG TY CO PHAN DUQC DANAPHA A
253 - Diing Si Thanh Khé - TP Pa ning v
Tel: 0511.3760130 Fax: 0511.3760127 Email: Info@danapha.com )

Dién thoai tr van : 0511.3760131

Va phan phdi trén toan qude

Pa Nang, ngay /9 thing I)'nam 2016
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HUONG DAN SU DYNG THUOC - PQC KY HUONG DAN SU DUNG TRUGC KHI DUNG

DE XA TAM TAY TRE EM
Rx - THUOC BAN THEO PON
DALYRIC
THANH PHAN: Cho 1 vién nang cimg;
B —————— : 75 mg
Té dugc (Pregelatinized starch, povidon K30, manitol, talc, aerosil) vira di..... : 1 vién

MO TA SAN PHAM: Vién nang cimg, tron béng, lanh 13n, chtra bot thubc mau tré"tng
QUY CACH PONG GOI: Hop 3 vi x 10 vién, c6 kém theo t& huéng din st dung.
THUOC DUNG CHO BENH Gi:
- Dau than kinh lién quan dén bénh thin kinh ngoai bién & ngudi bénh tiéu dudng
- Pau thn kinh sau herpes
- Didu trj bd trg dong kinh cyc bd & ngudi 16n
- Diéu trj hoi chimg dau co xo héa
- | NEN DUNG THUOC NAY NHU THE NAO VA LIEU LUQNG:
N | Pau thin kinh lién quan dén bénh thin kinh ngogi bién & ngwdi bj tidu dwimg:
Liéu khéi dAu d& nghj véi pregabalin 1a 75 mg dung 2 lin/ngay (150 mg/ngay), cing thirc &n
hodc khong. Trén céc thir nghi¢m 14m sang, hiu quéa cua pregabalin dugc ching minh trén
bénh nhén ding liéu tir 150-600 mg/ngdy. V6i phin 16n bénh nhén, lidu 150 mg chia 2
14n/ngdy 12 lidu téi wu.
Hiéu qua ctia pregabalin dugc thiy rd trong tudn du tién. Tuy nhién, tuy theo dap g cua
timg c4 thé va sy dung nap, lidu ding c6 thé ting 1én 150 mg chia 2 lAn/ngdy sau khoang
thoi gian 3-7 ngdy, va néu cin, c6 thé ting dén lidu t6i da 300 mg chia 2 1in/ngdy sau tudn
ké tiép.
Dau thin kinh sau herpes:
Liéu bit du 75 mg x 2 1dn/ngdy c6 thé ting liéu Ién 300 mg/ ngdy trong vong 1 tudn tiy
vao higu qua va khé ning dung nap thubc, udng chia 1am 2-3 1in mdt ngdy. Bénh nhén
khong d4p tmg di kha ning gidm dau sau 2-4 tudn didu trj véi 300mg/ ngay c6 thé ting lidu
téi da 600 mg/ ngay, ding chia 1am 2-3 1in mdt ngay.
o | Didu trj bd tr¢ djng kinh cyc by & ngudi 16m:
Liéu tir 150-600 mg dugc cho thdy c6 hidu qué trong téc dong didu tri bd trg dong kinh cuc
bd & ngudi 16n. Lidu bit ddu tir 150 mg chia 1am 2 lan/ngdy, thy vao dép tmg va dung nap
clia timg ngudi cé thé tang 1én dén lidu tdi da 600 mg/ngay, chia lam 2-3 14n/ngay.
Didu trj hi chirg dau co xo héa:
Liéu bét ddu 75 mg x 2 lin/ngdy, 6 thé ting 1én 150 mg x 2 lin/ngdy trong vong 1 tuin tdy
thudc d4p tmg va dung nap ciia bénh nhén, C6 thé ting liéu 1&n 300 mg/ ngdy trong vong 1
tuin, dya trén hiéu qua va kha ning dung nap thudc, udng chia 1am 2 14n mét ngay. Lidu t6i
da 450 mg/ ngay chia lam 2 14n.
- Diéu chinh lidu & ngudi suy gidm chirc ndng thin: rg/

i ey

D¢ thanh thai Creatinin (CLcr) > 60 m]/ phit: 150 mg/ngay, 300 mg/ ngay, 450
hofic 600 mg/ ngdy, udng chia 1am 2-3 14n mot ngay. A
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| Méu: Giam tidu cdu

' Hb héip: Viém xoang, khé thd, viém phé quan, viém hong - thanh quan.

D9 thanh thai Creatinin (CLcr) 30 - 60 mV/ phut: 75mg/ ngay, 150 mg/ ngady, 225 mg/ ngay,
300 mg/ngdy, ung chia 1am 2-3 1in mot ngdy.

D thanh thai Creatinin (CLer) 15 - 30 ml/ pht: 25-50 mg/ngdy, 75 mg/ ngdy, 100-150 mg/
ngdy, 150 mg/ ngay, ding liéu duy nhét hoc chia 1am 2 14n mét ngay.

D§ thanh thai Creatinin (CLcr) < 15 ml/ phit: 25 mg/ ngay, 25-50 mg/ ngdy, 50-75 mg/
ngdy, 75 mg/ ngdy, ding lidu duy nhit mot ngay.

- Dbi vdi bgnh nhan chgy thgn nhan tgo: ngodi viée didu chinh lidu hang ngdy dya trén
chtre nang thn, ding mét liu bé sung ngay 14p tirc sau mdi 4 gidr chay than nhén tao:

D6i v6i bénh nhan ding lidu duy nhit mét ngdy 25 mg: ding mét lidu bd sung 25mg holc
50mg

Déi v6i bgnh nhan ding lidu duy nhit mdt ngdy 25-50 mg: ding mét lidu bd sung 50mg
hojc 75 mg

D6i v6i bénh nhén ding lidu duy nhét mdt ngay 50-75 mg: ding mét lidu bd sung 75mg
hogc 100 mg

D0i v6i bgnh nhan ding liu duy nhét mdt ngdy 75 mg: ding mét lidu bé sung 100 mg hoic
150mg

KHINAO KHONG NEN DUNG THUOC NAY:

Mén cim véi pregabalin hay véi bét cir thanh phan nio cta thudc.

TAC DUNG KHONG MONG MUON (ADR):

Thuong gdp, ADR > 10/100

Tim mach: Phu ngoai vi

TKTW: Chéng mit, ngli ga, mét diéu vén, dau ddu

Hg ti€u héa: Tang cin, kho miéng

H¢ co - xuwong: Run co

Mit: Nhin mé, song thj

Khéc: Nhiém khuin

It gdp, 1/100 < ADR < 10/100

Tim mach: Pau ngyc, phu

TKTW: Viém day than kinh, suy nght bét thudng, mét méi, It 1n, sang khodi, réi loan ngdn
ngf, réi loan chti ¥, mét phéi hop dong téc, mAt/giam tr nhé, dau, chéng mit, cdm gi4c bt
thudng/giam cam giéc, lo lng, trdm cim,mét dinh huéng, ngi lim, sét, mét nhan cAch, ting
truong lyc co, trang théi li bi, sting s& ho3c kich dfng.

Da: Phi mit, vét thim tim, ngira

Noi tiét va chuyén héa: U djch, giam glucose huyét.

Da day - rudt: T4o bén, thém #n, dy hei, nén, dau bung, viém da day - rudt.

Sinh dyc - tiét nigu: Tiéu nhidu va tiéd khong tyr chii, mét khoai cam, giam tinh dyc.

Co‘ xwong: Réi loan thing bing/déng di bt thuong, yéu co, dau khép, giét co, dau hmg,
co thit co, giat rung co, dj cmy¥ng CPK, chuét rit, dau co, nhuoc co.

Mit: Réi loan thj gidc, giam thj lyc, rung git nhan cAu, viém két mac.

Tai: Gidm thinh hyc
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Khéc: Héi chig gid clim, phan ¢ng dj Gng

Hiém ggp, ADR < 1/100

Ap-xe, suy thén cép, 1¢ thudc thée, kich dong, albumin niéu, phan tmg phén v&, thiéu méau,
ph mach, réi loan ngén ngft, viém da day, ngimg thd,..

Thong bdo cho bdc st nhitng tdc dung khing mong muc‘fn gdp pluii khi sir dung thuéc.
NEN TRANH DUNG NHUNG THUOC HOAC THU'C PHAM Gi KHI PANG SU
DUNG THUOC NAY:

- Do pregabalin dugc thai trir chii yéu qua nuéc tidu & dang chua chuyén héa, mét lugng
khong déng ké dugc chuyén héa (< 2% ciia lidu ding dugc tim thiy trong nuéc tiéu & dang
chuyén héa), khong gén véi protein huyét twong, vi vy hiu nhu pregabalin khong tham gia
vdo tuong tic dugc dong hoc ding k&. Diyc biét khong cé tuong tac dong hoc gilra
pregabalin vi cdc thudc chdng dong kinh sau: carbamazepin, acid valproic, lamotrigin,
phenytoin, phenobarbital, topiramat va c4c thubc chéng dong kinh thirdmg st dung khac

- Sir dung ddng thoi pregabalin da lidu ciing véi oxycodon, lorazepam, hojc ethanol: khong
¢ twong tic duge dong hoc nhung téc dong ngoai ¥ trén nhén thirc va chirc ning vén dfng
d4 dugc tim thdy, Khéng cé tic dong 1am sing quan trong lién quan dén ho hép.

CAN LAM Gi KHI MQT LAN QUEN KHONG DUNG THUOC:

Ubng ngay liéu da quén khi nhé ra. Néu lidu da quén qué 2 gid thi bé qua va chd dén lidu
tiép theo.

CAN BAO QUAN THUOC NAY NHU THE NAO:

Pé thudc noi kho thoéng, tranh 4nh sdng, nhiét 49 khong qué 30°C

NHUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUOC QUA LIEU:

Céc nghién ctru 1dm sang vé& qua liéu con han ché. Trudng hop qué lidu duge bio cdo cao
nhit 12 8000 mg va khéng c6 tic dong 14m sing ndo ddng cha ¥.

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAO:

Khong c6 thude giai doc dic hiéu cho pregabalin. C6 thé tién hanh loai b6 thubc khong dugc |\,
hép thu bing cach gy nén, rira da day, quan sat duy tri dudong thd, tinh trang 14m sang bénh | -

nhén. Mic dii thdm phén m4u khéng dugc thyc hién & mot sé trudng hep, c6 thé duoce chi

dinh thy vao tinh trang bénh nhan hogc d6i véi bénh nhan ¢6 sy suy gidm chirc ning than 15 j_'

rét. Qué trinh thim phén méu c6 thé loai bo xAp xi 50 % pregabalin trong 4 gid.

NHUNG PIEU CAN THAN TRQNG KHI DUNG THUOC NAY:

- Phit mach (sung ddu, cb, hong) c6 thé x4y ra, nguy hai dén dudng ho6 hip de doa tinh mang,
thén trong khi ding phdi hop véi céc thudc c6 nguy co gy phi. Ngung sir dung pregabalin
ngay khi géip phai.

- Phén img qu4 min (ph4t ban, myn nuéc, thd kho khe).

- Ngung sir dung d6t ngdt pregabalin c6 thé din dén céc triéu chimg mét ngy, budn nén,
nhirc dAu, lo 4u, tiéu chay, ting diéu tiét md hoi va ting tdn sb con dﬁng kinh d8i v6ibénh

nhan bj réi loan co gi4t. Ngung sir dung pregabalin bing cich giam lidu tir tir trong vong it|

nhét 1 tufn.
- Thuéc chéng dong kinh, bao gdm pregabalin lam ting nguy co din dén hanh vi vas L' ggﬁl/

far tir. ax;
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- Thudc ¢6 nguy co gy phi ngoai bién. Thén trong khi phéi hop pregabalin va thuc trj tidu
dudng thiazolidinedion, c4c thubc gdy phi khéc ting nguy co ting cén va suy tim sung
huyeét.

- Thudc c6 kha néing gy chéng mit, budn ngii. Than trong d6i véi ngudi 14i xe va vén hanh
mdy moc.

- Thubc c6 thé gdy anh huéng dén thi lyc, cdn bdo ngay cho béc si néu c6 thay ddi vé thi
gi4c xdy ra khi ding pregabalin.

- Bédo cdo ngay cho béc si khi c6 cdc tri¢u chimg nhur dau co, mdi co, diic biét c6 kém theo
s6t. Ngimg diéu trj bing pregabalin ngay khi c6 nghi ngd chdn doén bénh co hogic néng 46
Creatinin kinase cao xdy ra.

- Sy an todn ciia pregabalin d6i v6i tré em chura dugc tim thiy.

- P6i v6i ngudi gia: > 65 tudi cdc phan tmg bét Igi vé thin kinh thudng xy ra hon: chéng
mit, mét md, 1di loan thang bing, run, rdi loan tim trang, thdr 0.

KHI NAO CAN THAM VAN BAC Si, DUQC sI:

Khi tic dyng khong mong muén kéo dai hofic néu cin thém thong tin, xin héi ¥ kién bac s7
o~ | hodc dugc si.

HAN DUNG CUA THUOC: 36 thing ké tir ngdy san xuét
BIEU TUQNG CUA CO SO SAN XUAT

4| Danapha / ;

PHARMACEUTICAL JSC

Ngdy xem xét sira d6i, cap nhat ndi dung huéng dfin sir dung thubc:

Thubc duge san xult tai: -
CONG TY CO PHAN DUQC DANAPHA
253 - Diing ST Thanh Khé - TP Pa ning
Tel: 0511.3760130 Fax: 0511.3760127 Email: Info@danapha.com

Dién thoai tu vén : 0511.3760131 | ﬂ//
Va phén phdi trén toég quéc "

Da Néng, ngay \ithdng 5 nam 2016
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