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NAPTALIN 150mg & NAPTALIN 300mg

Pregabalin 150mg & Pregabalin 300mg

Vién nang cimg

Thudc nay chi ding theo don thude
Dé xa tam tay tré em
Doc ky hwéng din str dung trwde khi ding

THANH PHAN

Mbi vién nang chiva:

Thanh phén hoat chét: Pregabalin 150mg ho&c 300mg.

Thanh phan ta duoc: Maize starch, lactose monchydrate, talc.

Mai vien nang 150mg chira 16,50mg lactose monohydrate va 0,005mg natri.

M3i vien nang 300mg chi¥a 33mg lactose monchydrate, 0,088mg carmoisine (E122) va 0,008mg natri

Thanh phan nang réng, c& sb “2":

Nap nang: Titanium dioxide (E171); Sodium lauryl sulfate; Purified water; Gelatin

Than nang: Titanium dioxide (E171); Sodium laury! sulfate; Purified water, Gelatin

Thanh phan nang réng, c& s 0"

Nép nang: Titanium dioxide (E171); Erythrosine (E127); Carmoisine (E122); Briliant blue FCF (E133); Sodium lauryl
sulfate; Purified water, Gelatin

Théan nang: Titanium dioxide (E171), Sodium lauryl sulfate; Purified water, Gelatin

MO TA DANG BAO CHE
Naptalin 150mg: Vién nang ctrng mau tréng-tréng, cé s6 “2", chira bot thuéc mau tréng nga.
Naptalin 300mg: Vién nang cirng mau nau sam-tring, c& s *0", chira bét thubc mau trdng nga.

QUI CACH PONG GOI
Hop 3 vi x 10 vién nang hoac 6 vi x 10 vién nang.

CAC PAC TiNH DUQC LUC HQC, DUQC BQNG HQC

Duege lyc hoe

Nhém dwge Iy: Thube chdng ddng kinh, thudce chéng ddng kinh khac.

Ma ATC: NO2ZBFO2.

Hoat chét chinh, pregabalin, gamma-aminobutyric acid (GABA) analogue ((S)-3- (aminomethyl)-5-methylhexanoic acid).
Co ché tic dong

Pregabalin gan véi 1 tiéu don vi phy (a2- & protein) cla kénh calci cong dién thé trong hé thén kinh trung vong.

Tinh an toan va hiéu qua trén 1am sang

Bau than kinh

Hiéu qua cla thube da duoe chi ra tir cac nghién clu trong banh thin kinh do dai thao dwéng, chirng dau thén kinh
sau zona va chén thuong cét séng. Hiéu qua cla thudc chwa duoc nghién ctu trong cac kidu dau than kinh khac
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Pregabalin da dugc nghién clru trong 10 thir nghiém 1am sang co kiém soét trong téi da 13 tudn vdi lidu dung 2
lan/ngay va tdi da 8 tudn véi liéu ding 3 Ian/ngay. Nhin chung, cac s iBu v& an toan va hidu qua ctia ché dd lidu 2
lan/ngay va 3 lan/ngay 1a tuong tw nhau.

Trong céc thir nghidm 1am sang trong téi da 12 tudn cho ca 2 trding hop dau than kinh trung wong va ngoai bién, da
quan sat cé gidm dau trong tudin thir nhat va duoc duy tri trong sudt thoi gian didu tri,

Trong c4c thir nghiém 1&m sang c6 kiém soat trong dau thdn kinh ngoai bién, 35% bénh nhan dwgc diéu trj voi
pregabalin va 18% bénh nhan duoc didu tri véi gid dwoc da dat dwgc mirc cai thién 50% & diém dau. Déi véi bénh
nhan khéng bj budn ngt, mirc cai thién vé diém dau @6 cng da dwoc thdy & 33% bénh nhan diéu tri véi pregabalin
va 18% bénh nhan dung gid duoc. Vi bénh nhan tirng cé budn ngd ti 1é dap (ng 14 48% dbi véi pregabalin va 16%
ddi véi gia duoc,

Trong mdt thir nghiém |a3m sang co kiém so&t trong dau than kinh trung uong, 22% bénh nhan dugc diéu tri voi
pregabalin va 7% bénh nhan ding gia dugc da dat dugc mire cdi thién 50% & diém dau.

Bdng kinh

Didu trj hd tre.

Pregabalin d3 dwoc nghién cteu trong 3 thtk nghiém 18m sang co kiém soét trong théi gian didu tri 12 tudn vai lidu
diing 2 1An/ngay hodc 3 1An/ngady. Nhin chung, cAc s6 ligu v& an todn va hidu qua cla cac ché db lidu 2 lAn/ngay va 3
lan/ngay |a twong ty nhau.

Da quan sat théy c6 gidm tan sudt cac con déng kinh & tudn thir nhat.

Bénh nhan nhi

Tinh an toan va hiéu qua cla pregabalin trong didu tri hd trg b&nh ddng Kinh & b&nh nhan nhi dwdi 12 tudi va tré vi
thanh nién van chua dugc thiét 1ap. Céc tac dong co hai quan sat thay trong mot nghién ctru duwgre dong hoc va kha
nang dung nap & nhém bénh nhén t&r 3 thang tudi dén 16 tudi (n=65) 14 tuong tw v&i cac tac ddng cd hai quan sat
thdy & nguoi Ién. Cac két qua nghién clru gia duoc cé kiém soat 12 tulin trén 295 bénh nhan nhi tir 4-16 tudi va
nghién clru gid dugc co kiém soat 14 ngdy trén 175 bénh nhan nhi 1 thang tudi dén dudi 4 tudi duoc thue hién dé
danh gia an toan va hiéu qua cla pregabalin trong liéu phap hé trgr didutri cac con dong kinh cuc bd. Va cac két qua
clia mot nghién ciru thiét ké nhan mé 1 ndm vé do an toan trén 54 bénh nhan nhi tir 3 thang tudi dén 16 tudi bj dong
kinh cho thay rdng cac tac dong c6 hai nhur sét va nhim khudn dudng hé hép trén xdy ra v&i tn suét cao hon &
ngudi I6n bi ddng kinh (xem muc Liéu lwgng va cach ding, Tac dung khéng mong muébn va Dugc dong hoc).
Trong nghién clru gid dugc c6 kiém soat 12 tuéin, bénh nhan nhi (4-16 tudi) dwgc chi dinh ding pregabalin 2,5 mg/kg
/ngay (téi da, 150 mg/ngay). pregabalin 10 mg/kg/ngay (tdi da, 600 mg/ngay) hoac gia drgc. Ty 18 bénh nhan gidm it
nhat 50% cac con déng kinh cuc bd so véi ty 1& chudn 1a 40,6% bénh nhan dugc diéu trj véi pregabalin 10
mg/kg/ngay (p=0,0068 so v&i gid duoc), 29,1% bénh nhan duogc didu ti bang pregabalin 2,5 mg/kg/ngay (p=0,2600
sa véi gia dugc) va 22,6% bénh nhan dung gia duoc.

Trong nghién ctru gid dugc cd kiém soat 14 ngay, bénh nhan nhi (1 thang tudi dén dudi 4 tudi) duoc chi dinh
pregabalin 7 mg/kg/ngdy, pregabalin 14 mg/kg/ngdy, hodc gid duoc. Tan sut cac con ddng kinh trong 24 gid trung
binh lic ban d4u va Itc tham bénh cudi ciing twong (ing 14 4,7 va 3,8 ddi vdi pregabalin 7 mg/ka/ngay: 5.4 va 1.4 dbi
voi pregabalin 14 mg/kg/ngay; va 2,9 va 2,3 ddi véi gia dugc. Pregabalin 14 mglkg/ngay lam gidm dang ké theo ham
log tAn suét con d&ng kinh cuc bd so véi gid dugce (p=0,0223); pregabalin 7 ma/kg/ngay khéng cho thay si cai thién
nay so voi gia duogc.

Bon tri liéu (& bénh nhan méi méc)

Pregabalin da dwoc nghién clru trong mét thir nghiém 1am sang c6 kiém sodt trong 56 tuadn véi lidu 2 lan/ngay
Pregabalin khéng dat duoc tinh 'khdng thAp kém hon' so véi lamotrigin dia trén két qué khéng c¢6 con ddng kinh
trong vong 6 thang. Pregabalin va lamotrigin tvong tw nhau vé tinh an toan va dung nap tot.
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Réi loan lo &u lan téa

Pregabalin da dwoc nghién clu trong 6 thir nghiém 1am sang c6 kiém soat trong théi gian 4-6 tudn d@iéu tri, mot
nghién ctru trén bénh nhan cao tudi trong théi gian 8 tudn va mot nghién ciru ngén nglra tai phat dai han cing voi
mot giai doan ngan ngtra tai phat mi déi trong thi gian 8 thang didu tri.

Da quan sat thdy c6 gidm cac trieu chiing clia réi loan lo &u lan téa theo thang danh gia dé lo &u Hamilton (HAM-A)
trong tuan thir nhét,

Trong cac nghién ciru 1am sang co kiém soat (thai gian 4-8 tudn diéu tri), 52% bénh nhan diéu tr bang pregabalin va
38% bénh nhan dung gia dugc da dat mre cai thién it nhat 1a 50% tdng sé diém theo thang danh gia dd lo au HAM-A
tir trurdre khi didu tri cho téi khi két thuc diéu tri.

Trong cac nghién clru c6 kidm sodt, ti 18 bénh nhan duec didu tri véi pregabalin duge bao cao nhin mé cao hon so
v6i bénh nhan duoc didu tri bang gia dugc, tac dung cé hai nay sé hét khi tiép tuc st dung thudc.

Ther nghiém nhan khoa (k& ca thir thi luc, treéng nhin, va soi vdng mac) da dugc tién hanh trén 3600 bénh nhan
trong cac thir nghigm 1am sang c6 kidm soat. O cac bénh nhan ndy. thi lirc gidm & 6,5% bénh nhan diéu trj voi
pregabalin va 4,8% bé&nh nhan ding gia duoc. Thay dbi trudng nhin dupc phét hién & 12,4% bénh nhan didu tri véi
pregabalin va 11,7% bénh nhan dung gid dwoc. Thay dbi véng mac duoc quan sat thly & 1,7% bénh nhan diéu tri
v&i pregabalin va 2,1% bénh nhan diing gia dugc.

Dwec dong hoc
Dwge dong hoc & trang thai &n dinh clia pregabalin gibng nhau trén nhirng ngudi tinh nguyén khoe manh, céc bénh
nhan déng kinh dang dung thudc chdng dng kinh va cac bénh nhan dau man tinh.

Hép thu

Pregabalin dwgc hap thu nhanh khi ubng lic déi, ndng d¢ dinh trong huyét twong dat duge sau 1 gidr trong ¢ hai ché
do dung don liéu va da lidu. Sinh kha dung dwdng uéng clia pregabalin khodng = 80% va khdng phy thugc vao liéu
dung. Khi st dung nhéc lai, trang thai én dinh dat dwoc trong khoang 24-48 gid. Ti 18 hap thu ctia pregabalin giam khi
diing ciing thirc &n dan Gén Cmax gidm khodng 25-30% va Tmax bi ch@m kheang 2,5 gi¢. Tuy nhién, ding pregabalin
cling véi thirc &n khdng c6 dnh hudng 1am sang dang ké nao dén mre 4y hép thu pregabalin.

Phan bé

Trong cac nghién ciru tién 1am sang, pregabalin d& dang di qua hang rao mau nao & chudt nht, chudt cdng va khi.
Pregabalin qua dwoc nhau thai & chudt céng va xuét hién trong sira chudt O ngudi, thé tich phan bo biéu kién cia
pregabalin sau khi dung dwéng ubng la khoang 0,56 livkg. Pregabalin khong gén v&i protein huyét twong.

Chuyén hoa

Pregabalin duwoc chuyén héa khdng dang ké trong co thé ngudi. Sau khi ding pregabalin duge danh dau phéng xa,
khoang 98% hoat tinh phong xa dugc tim thdy trong nwréc tiéu 1a pregabalin & dang khdng ddi. Dan xuét N-methylat
cla pregabalin, chét chuy&n héa chinh clia pregabalin dugc tim thay trong nuée tidu, chiém khodng 0,9% liéu ding.
Trong c4c nghién ciu tién 13m sang, khong c6 diu hiéu nao v& su bién abi pregabalin dang déng phan ta truyén
thanh déng phan hiru truyén.

Thai trie

Pregabalin dvoc thai trir khoi hé tudn hoan chi yéu do bai tiét qua than dudi dang khong abi.

Ntra doi thai trir trung binh cGia pregabalin 12 6,3 gi¢r. D3 thanh thai pregabalin huyét tiong va df thanh thai than ti &
véi do thanh thai creatinin (xem muc Dwee dng hoc).

C4n phai didu chinh lidu cho cac bénh nhan suy than hoc phai thAm tach mau (xem muc Lidu lwgng va cach ding,
Bang 1).
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Tinh tuyén tinh/ khéng tuyén tinh

Duge dong hoc cua pregabalin 14 tuyén tinh trong khodng lidu khuyén cao hang ngdy. B bién thién dugc déng hoc
gitra cac ddi tuong clia pregabalin la thap (< 20%). Cac dac tinh dugc dong hec clia ché do da lidu cé thé dy doan
duoe tir cac dir liéu clia don lidu. Vi vay, khéng can thiét phai kiém tra dinh ky nbng dd pregabalin trong huyét tuong.

Gi6i tinh

Cac thtr nghiém Iam sang Ga cho thdy gi¢i tinh khéng c6 dnh hwéng 13m sang dang ké nao dén ndng Ao cla
pregabalin trong huyét trong.

Suy thén

Do thanh thai pregabalin ti 1& thudn véi dd thanh thai creatinin. Thém vao d6, pregabalin dugc loai bd higu qua khdi
huyét trong qua thdm tach mau (sau 4 gier thdm tach mau ndng dd clia pregabalin trong huyét twong giam khoang
50%). B&i vi thai trir qua than 1 dudng thai trir chinh, cAn phéi gidm idu cho bénh nhan suy than va dung lidu bd
sung cho bénh nhan thdm tach mau (xem muc Liéu lwgng va cach dung, Bang 1).

Suy gan

Chuwa cé nghién ctru duoc dong hoc cu thé nao dugc tién hanh trén bénh nhan suy gan. Vi pregabalin duge chuyén
hoa khéng dang ké va thai trir chli yéu qua nudc tidu dudi dang khéng ddi, nén bénh nhan suy gan duoc cho 1a sé
khéng co thay ddi dang ké vé nbng dg cua pregabalin trong huyét tuong.

Bénh nhan nhi

Dwgc dong hgc cia pregabalin duoc danh gia trén cac bénh nhan nhi cé dgng kinh (cac nhom: 1 thang t&i 23 thang
tudi; 2 tudi toi 6 tudi; 7 tudi téi 11 tudi; 12 tudi téi 16 tudi) & cac lidu 2,5; 5, 10 va 15 mg/kg/ngay trong mét nghién ciu
dugrc dong hoc va kha nang dung nap cla pregabalin.

Sau khi ding pregabalin Itc déi & cac bénh nhan nhi, nhin chung th&i gian dat dwoc néng @ dinh trong huyét tvong
la twong tw nhau gitra cac nhom tudi va la 0,5 gid t6i 2 gio.

Céc chi $6 Cmax va AUC t&ng tuyén tinh véi tang lidu ding & cac nhém tudi. AUC thap hon 30% & nhdm bénh nhi
dudi 30kg, thAp hon 43% & nhém bénh nhéan nhi trén 30kg, do sy tang khoi lwong co thé didu chinh dé thanh thai.
Nira d&i thai trir clia pregabalin trung binh 3-4 giér & bénh nhan nhi t&i 6 tubi va 4-6 gi& & bénh nhan nhi tir 7 tudi trér 18n.
Céc phan tich duoe ddng hoc & bénh nhan nhi chi ra rdng, d thanh thai creatinin 1a yéu té quan trong trong do thanh
thai pregabalin dudng ubng, khéi luong co thé 1a yéu td quan trong trong thé tich phan bé pregabalin ding dudng
ubng va cac méi lién hé nay la tvong ty nhau & ca tré em va ngudi lon.

Dwoc ddng hoc & nhirng b&nh nhan nhi dudi 3 thang tudi chua duoc nghién ciru (xem muc Lidu lweng va cach
dung, Tac dung khéng mong mudn va Duge lye hoc).

Nguwoi cao tudi (trén 65 tudi)

DO thanh thai pregabalin cé xu hwéng giam khi tudi cao. Mlrc gidm cla dé thanh thai pregabalin diung duéong ubng
ludn di @i v&i mirc gidm cuia d thanh thai creatinin khi tudi cao. C6 thé can giam liéu pregabalin cho cac bénh nhan
tdn thwong chirc nang than do tudi cao (xem muc Liéu lwong va cach ding, Bang 1).

Phy ni¥ cho con bt

Duoc ddng hoc cla lidu pregabalin 150 mg ding 12 gi¢/lan (liéu 300 mg hang ngay) da dugc khao sat & 10 phu nié
dang c6 tiét stra, cac phu n* nay dang & giai doan sau khi sinh téi thidu 12 12 tuain. Sy tiét sa it &nh hudng hodc
khéng cé anh hudng dén duoc déng hoc clia pregabalin. Pregabalin dwgr tiét vao stra véi ndng dd én dinh trung
binh vao khodng 76% so v&i ndng dd thube trong huyét tuong cia nguei me. Uéc tinh lidu pregabalin tré nhan tu
sira me (gid sir lugng sira tidu thy trung binh 1& 150 ml/kg/ngay) cla ngwdi me dung ligu 300 mg/ngay hoac lidu t6i
da 600 mg/ngay twong Ung 1a 0,31 mg/ka/ngay hodc 0,62 mg/ka/ngay. Cac lidu nay tinh theo ma/kg sé 1a khodng 7%
téng lidu hang ngay clia ngudi me.
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Dir liéu an toan tién lam sang

Trong cac nghién clru théng thwéng vé an toan duoc Iy trén ddng vat, pregabalin dwoc dung nap tot & lidu diéu tri.
Trong cac nghién clru v& doc tinh véi lidu nhéc lai trén chudt cdng va khi, da quan sét thay cac anh hudng dén hé
than kinh trung wong, bao gdm gidm van déng, tang van ddng va mét kha nang diéu hoa co. Thuong quan sat thay
tang ti 1& teo vong mac & chudt cong gia bj bach tang sau khi dung pregabalin dai ngay & lidu 2 5 I&n lidu trung binh
cho nguedi & lidu 1am sang khuyén céo téi da

Pregabalin khéng gay quadi thai trén chudt nhét, chudt céng va thd. Béc tinh gay quéi thai trén chubt cdng va thd chi
xay ra khi ding lidu cao hon lidu st dung trén ngudi. Trong cac nghién ciu déc tinh trude hodc sau khi sinh,
pregabalin gay ddc tinh 1&n swr ting trudng con non clia chudt céng & lidu 16n hon 2 1An lidu téi da trén ngudi.

Cac tac ddng c6 hai trén kha nang sinh san & chudt cdng duc va chudt céng céi chi duge quan sat thdy & mic phoi
nhiém a0 vurot qua mirc diéu tri. Cac tac dong cd hai trén co quan sinh san & gibng durc va cac chi sb v& tinh tring la
¢b thé hdi phuc va chi xay ra & muirc phoi nhiém di vuet qua mire didu tri hodic cé lién quan dén qua trinh thodi hoa
tw phét co quan sinh san & chuét cbng duc. Do d6, céc tac dong ndy duoc coi I it hodc khdng co ¥ nghia lam sang.
Pregabalin khdng gay doc cho gen dwa trén cac thi nghiém in vitro va in vive.

C4c nghién ctru 2 nam v& kha nang gay ung thir clia pregabalin duoc tién hanh trén chudt cbng va chudt nhat.
Khéng phat hién duge khéi u ndo trén chudt cdng dung lidu gép 24 Ian liéu trung binh trén ngudi véi liéu dung 1am
sang khuy&n cao téi da 1a 600 mg/ngay. Trén chudt nhat, voi lidu dung twong ty liéu ding trén nguei, khong thdy co
sy ting khdi u ndo, nhung cé ghi nhan dugc ting ti 18 u mach mau & lidu cao hon. Co ché khdng gay ddc cho gen
cla sir tao thanh khéi u do pregabalin gay ra trén chudt nhét bao gom céc thay ddi vé tiéu cau va di lién voi taing sinh
té bao ndi mac. Cac thay ddi vé tiéu ciu nay khdng xdy ra trén chudt céng va ngudi theo cac dir ligdu 1am sang ngén
han va kéo dai co gi¢i han. Khéng cé bang chirng nao v& cac nguy co lién quan trén ngudi.

Trén chudt céng chura tredng thanh, cac loai déc tinh khéng khac nhau vé chét so véi trén chudt trudng thanh

Tuy nhién, chudt céng chua trrdng thanh nhay cdm hon nhigu. O liéu didu tri, c6 cac dau higu 1am sang cla hé than
kinh trung uong 13 tAng cwéng hoat ddng va nghién rang va mét sb thay i v& tang tnrdng (e ché tang can nhét
thoi). Céc tac dung trén chu ky déng duc dugc quan sét thay & liéu cao gap 5 1an liéu st dung trén ngudi.

Viéc giam phan xa nghe dot ngdt dugc thay trén chudt cong chua trudng thanh tir 1-2 tudin sau khi ding lidu > 2 1an
lidu didu tri trén ngudi. 9 tudn sau khi dung thude, khéng con thay céc tac dyng nay nira.

CHI BINH

Pau thén kinh

Pregabalin dwgc chi dinh trong diéu trj dau than kinh ngoai bién va trung wong & ngudi lon.

Béng kinh

Pregabalin dwoc chi dinh nhu liéu phap bb trg thém vao liéu phap diéu ti ddng kinh cuc bd & ngudi Iém, c6 kém hodc
khong kém theo ddng kinh thir phat.

R6i loan lo &u lan toéa

Pregabalin dugc chi dinh diéu tri rdi loan lo &u lan tda (GAD) & ngudi Ién.

LIEU LUQONG VA CACH DUNG

Liéu lwong

Khoang lidu dung tir 150 - 600 mg méi ngay duoc chia thanh 2-3 1an.

Dau than kinh

Pidu trj voi pregabalin c6 thé bat dAu véi lidu 150 mg mbi ngay, chia thanh 2-3 1an,
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Ty theo dap (¢ng va kha nang dung nap ca tirng bénh nhan, lidu dung co thé téng dén 300 mg/ngay sau khoang thoi
gian 3-7 ngay, va néu cin, c6 thé ting dén lidu tdi da 600 mg/ngdy sau khoang 7 ngay digu tri thém.

Pdng kinh

C6 thé bét ddu didu tri bdng pregabalin véi lidu 150 mg mdi ngdy, chia thanh 2-3 lan.

Tuy theo @&p (rng va kha nang dung nap clia tirng bénh nhan, liéu ding c6 thé tang dén 300 mgingay sau 1 tudn. C6
thé tang dén lidu téi da 600 mg/ngay sau 1 tun diéu tri thém

Réi loan lo &u lan toa

Khodng lidu dung tir 150-600 mg mai ngay duoc chia thanh 2-3 14n. C4n thurdng xuyén danh gia lai nhu cau didu tr.

C6 thé bat dAu diéu trj bing pregabalin véi lidu 150 mg/ngdy. Dua trén dap Ung va kha nang dung nap clia tirng bénh
nhan, ¢ thé tang lidu d&n 300 ma/ngay sau 1 tun didu ti Sau khi didu tri thém 1 tudin li8u dung c6 thé tang dén 450
mg/ngay. C6 thé tdng dén lidu tdi da 600 mg/ngdy sau 1 tudn didu tri thém.

Nguwreng sir dung pregabalin
Theo thuc nghiém lam sang, néu phai dimg didu tri véi pregabalin khuyén cao phai giam liéu dan dan it nhat trong khodng
1 tudn tly thudc vao chi dinh (xem muc Canh bao déc bigt va than trgng khi diing va Téac dung khéng mong mubn).

Bénh nhan suy than

Pregabalin duac thai trir tir hé tudn hoan chung qua su bai tiét & than dudi dang khong déi.

B&i vi d thanh thai pregabalin ti 1& trirc tiép v&i dd thanh thai creatinin (xem muc Dugc ddng hoc), nén viée gidm liéu
trén cac bénh nhan tén thwong chire nang than phai tay theo tirng ca nhan va theo dd thanh thai creatinin (Cler), dugc
trinh bay trong bang 1, str dung cong thirc dudi day:

Cly, (nam) = [_140 — tubi (nam)] x thé trong (kg)
cr ~ creatinin huyét thanh (umol/1) X 0,81

[140 — tudi (ndm)] X thé trong (kg) p—_—
al x »
creatinin huyét thanh (umol/1) x 0,81

Cizy (nt) =

Pregabalin duoc loai bé hiéu qua khdi huyét tvong bang thdm tach mau (50% thuée trong 4 gid). Vi cac bénh nhan
dang phai thdm tach mau, lidu hang ngay clia pregabalin can dugc diéu chinh tiy theo chirc nang than.
B&n canh lidu ding hang ngay, nén ding mét liéu bd sung ngay sau mdi4 gié thdm tach mau (xem Bang 1).

Béang 1. Diéu chinh lidu pregabalin theo chirc nang thén

8o t:':{::; :x::r::?;mm Téng lidu pregabalin hang ngay* Ché do liéu
Lidéu khoi dau (mg/ngay) | Liéu tdi da (maingdy)

=60 150 600 BID hoac TID
=230-<60 Pl 300 BID hoac TID
>15-<30 25 - 50** 150 Ngay 1 1an hoac BID
<15 25" 75 Ngay 1 Ian
Liéu bd trg sau khi tham tach méau (mg)

| 28" [ 100 | Li¢udon*

TID: Chia thanh 3 lan/ngay.
BID: Chia thanh 2 ldningay.

* Téng lidu hang ngdy (mg/ngdy) cén chia theo ché @0 libu noi trén dé cung cdp mg/liéu.

** Vi céc lidu khong phit hop véi ham luong cua vién nang NAPTALIN, céc ché phdm véi lidu pregabalin thap hon
75mg cé thé duoc lyra chon,
+ Lidu bé sung Ia liéu don thém véo.
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Bénh nhan suy gan

Khéng cin chinh liéu trén bénh nhan suy gan (xem myc Dwegc dong hoc).

Tré em

Tinh an toan va hiéu qua clia pregabalin & tré em dwdi 12 tudi va thiéu nién (12-17 tudi) chrra duoc thiét 1ap. Céc dir
lidu hién cd dugec mo ta & muc TAC DUNG KHONG MONG MUON, DUQC LUC HOC va Duge ddng hoc, nhung
khong khuyén céo dung thubc cho nhém bénh nhan nay.

Ding thudc cho ngudi cao tudi (trén 65 tuoi)
Nguoi cao tudi cé thé can phai gidm lidu pregabalin do chirc nang than suy gidm (xem muc Dwgc déng hoc).

Cach dung
Pregabalin c6 thé ding cliing hodc khéng cung vai thirc an.
Pregabalin chi ding duéng uéng.

Mét s6 lu ¥ diic bigt vé xir Iy thude truée va sau khi ste dung: Khong o6 yéu chu déc biét vé xi Iy thude trwée

va sau khi str dung.

CHONG CHi BINH
M3n cdm véi pregabalin hodc bAt ky thanh phn nao clia thude.

CANH BAO DAC BIET VA THAN TRONG KHI DUNG

Bénh nhan dai thao dwong

Theo thuc nghiém am sang, mét sé bénh nhan dai théo dudng la nhiing ngwdi c6 tang can khi st dung pregabalin
¢6 thé cn diéu chinh mt sb thube ha dudng huyét

Céc phan trng qua méan

Pa c6 nhirng béo céo hau mai vé& cac phan irng qua man cla thuéc, bao gdm nhirng trrdng hop phit mach. Nén ngirng
pregabalin ngay 1ap tirc ndu cb cac tridu chirng clia phu mach nhw & mat, quanh migéng, phi dudng hd hép trén.

Chéng mat, budn ngd, mat y thire, I 1an va sa sut tinh than

Pidu tri véi pregabalin co thé lign quan téi chong mat va budn ngd, vé cb thé 1am tang tdn thuong do tai nan (nga) &
nguoi gia. Ba co bao cao hau mai v& mét ¢ thiee, 10 1An va sa st tinh than. Vi vay, bé&nh nhan ding pregabalin nén
duwgc khuy&n than trong cho tdi khi ho quen véi cac tac dung nay cla thude.

Anh hwong t6i khéd ndng nhin

Trong cac thir nghiém co kiém soat, ti 18 cao bénh nhan dieu tri véi pregabalin dugc bao c4o & nhin m¢ so véi
nhing bénh nhan s dyng gid dugc, tc dung cd hai ndy sé& hét khi tiép tuc si¥ dung thudc. Trong cac nghién cliu
lam sang khi cac kidm tra v& mat duoc thire hién, 17 1& gidm thi lyc va thay ddi truang nhin & nhing bénh nhan st
dung pregabalin I6n hon so véi bénh nhan chi str dung gia dugc. Ti & thay déi vong mac 14 1én hon & nhirng bénh
nhan dung gia dugc (xem muc Dwec lyc hoc).

Trong cac bao céo hau mai, tac dung cé hai trén kha nang nhin da dwoc béo céo, bao gdm mét kha nang nhin, nhin
mé ho#c cac thay dbi vé thi giac, da sé 1 thoang qua.

Ngirng str dung pregabalin c6 thé gidi quyét duoc nhirng tac dung cé hai nay.

Suy than

Pa c6 bao cao vé suy than khi si dung pregabalin va cé hdi phuc khi nging st dung thubc
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Nguwng str dung két hep pregabalin véi céc thude chéng déng kinh
Chua c6 céc dir lidu dAy du vé viec ngung siv dung két hop pregabalin véi cac thubc chdng dong kinh khac dé dat tdi
don trj liéu véi pregabalin, sau khi da kiém soét dugc con ddng kinh véi didu tri két hop.

Triéu chirng ngung thudc

Pidu trj v&i pregabalin sau mét thdi gian ngén hodc dai, khi ngivng didu tri, 43 quan sat thdy cac triéu chirg ngung
thudc & mot sb bénh nhan. Nhirng triéu chirng bao gdm: mét ngli, nhirc dau, budn nén, lo au, tiéu chay, hdi ching
ctm, lo dng, trdm cam, dau, co giat, dd md hdi, chéng mat, c4c trigu chirng duoc nght 1a do phu thude thube. Bénh
nhan nén duoc biét nhirng théng tin nay trwdc khi diéu trj.

Co giat bao gbm cd déng kinh trang thai va ddng kinh con 16n ¢6 thé xdy ra trong sudt qua trinh str dung pregabalin
ho&c sau khi ngung st dung pregabalin.

Li&n quan t&i viée ngung dung pregabalin sau mét théi gian dai didu tri, cac dir liéu goi y rang ti 1@ va mic dd nghiém
trong ctia triéu chimg ngung thubc c6 thé lién quan t&i liéu dung.

Suy tim sung huyét

DA c6 cac bao cao hau mai vé suy tim sung huyét & mot sé bénh nhan didu tri voi pregabalin. Hau hét cac tac dung
¢6 hai nay xdy ra & nhimg bénh nhan Ion tudi cd sdn céc tdn throng vé tim mach dwgc diéu tri bang pregabalin cho
chi dinh dau than kinh. Nén than trong khi ding pregabalin & nhiing bé&nh nhan nay. T4c dung cd hai nay sé& hét néu
ngung dung pregabalin.

Piéu trj dau than kinh trung wong & nhiing bénh nhén chén thuong cétséng

Trong didu tri dau thdn kinh trung vong & nhirng bénh nhan chan thuong cdt séng, ti 1& tac dung c6 hai néi chung,
tac dung cd hai trén than kinh trung ong va dac biét 1a budn ngu tang 18n. Nhimg tac dung c6 hai nay co thé Ia do
tac dung hiép ddng do diing chung pregabalin véi cac thube khac (nhw thude gian co). Nén can nhéc khi dung
pregabalin trong truwdng hop nay.

Y djnh ty tir va réi loan hanh vi

Y dinh ty tor va réi loan hanh vi da duoc bdo céo trén vai trwéng hop didu tri véi thube chéng @dng kinh trong vai chi
dinh. M&t phan tich gdp cac nghién ctru ngAu nhién co kiém soat voi gid dugc cla thude chdng ddng kinh cing chi ra
réng c6 sy tang nhe nguy co ¢ y dinh ty t& va rdi loan hanh vi. Co ché ctia nguy co cé y dinh tue tir va réi loan hanh
vi chura dwoc biét rd, va cac d lidu khong loai trir khd nang tang nguy co nay khi diéu tri bang pregabalin.

Vi vay bénh nhan nén duoc theo ddi cac dau hiéu cla y dinh tu tl va réi loan hanh vi cing nhu can nhéc ligu phéap
didu tri thich hop. B&nh nhan (va ngudi cham soc bénh nhan) nén duge tu van ky dé tim hd tro' y khoa néu nhuw thay
nhimg déu higu cua y dinh ty tir va réi loan hanh vi. '

Giam chirc ndng dwong tiéu héa dwoi

D3 cb nhirng bao cao hau mai co lién quan téi gidm chirc ndng dudng tidu hda dudi (vi du: tac rudt, ligt rudt, tao bén)
khi str dung pregabalin ddng thoi v&i cac thude cd kha nang gay ra tao bon, nhu céc thube gidm dau opioid. Khi str
dung phéi hgp pregabalin va cac thubce opioid, nén cé cac bién phap phong tao bén (dac biét & bénh nhan nir va
ngudi Iém tudi).

Ding két hop véi céc thudce opioid

Thén trong khi diing két hop pregabalin véi cac thude opioid do nguy co suy giam hg than kinh trung wong (xem muc
Twong tac, twong ky, ctia thude). Trong mot nghién clru c6 kiém soét trén ngudi sir dung opioid, nhirng bénh nhan
nay khi diing két hop pregabalin vé&i mét opioid lam tang nguy co' tr vong lién quan t&i opioid so véi chi ding opioid
mot minh (ty suét chénh dugc digu chinh [aOR]; 1,68 [95% CI; 1.19-2,36]). Viéc tang nguy co ndy dugc quan sat &
pregabalin thap (< 300mg, aOR 1,52 [95% CI; 1,04-2,22]) va c6 xu hudng téng & pregabalin liéu cao (> 300mg, aOR
251 [95% CI; 1,24-5,08)).
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Lam dung thuéc, kha nang lam dung thuéc hodc phu thudc thude

D3 c6 bao cdo vé nhirng tredng hop lam dung thude, phu thude thubc. Vi vy nén than trong khi ding thube & nhirng
b&nh nhan co tién sl lam dung thute va bénh nhan nén dugc theo déi céc tridu chivng clia lam dung hay phu thude
thude pregabalin (ting dung nap, tang lidu, bidu hién tim thubc a4 dwoc bao cao).

Bénh Iy nao

Da ¢t b4o cao v& nhirng trwdng hop ¢ bénh Iy n3o khi didu tri véi pregabalin, hdu hét trén nhirng bénh nhén c6
nhirng didu kign co' ban c6 thé thic day téi bénh Iy n&o.

Khéng dung nap lactose

Thuéc co chira lactose. Nhitng b&nh nhan cé vin d& v& di truydn hiém g&p nhw khéng dung nap galactose, thiéu hut
hoan toan men lactase ho&c kém hép thu glucose-galactose khéng nén dung thubc nay.

Naptalin 300mg ¢6 chira carmoisine (E122) c6 thé gay phan (rng di (rng.
Canh béo ta dwoc natri

Thube c6 chiva duéi 1 mmol natri (23 mg) trong mdi vién nang ciing, vé cor ban duwoc xem nhu' “khéng chira natri”.

S0’ DUNG THUOC CHO PHY NU’ CO THAI VA CHO CON BU

Str dung thubce & phu niv trong d tudi sinh san/ Tranh thai & nam va nir
Vi nguy co tiém &n cta thude ddi véi ngudi 1a chira ré, nén sir dung bién phap tranh thai hiéu qua & phu nir trong do
tudi sinh san.

St dyng thuée cho phy ni cé thai

Chura co da dir ligu vé sir dung pregabalin doi véi phy nir co thai,

Céac nghién ctru trén ddng vat cho thdy st dung pregabalin gay d@dc tinh trén sinh s3n (xem muc Dir ligu an toan tién
lam sang). Kha nang gay doc tinh nay trén nguoi la chua biet,

Khéng nén diing pregabalin trong sudt thoi ky mang thai trir khi that cin thiét (ndu loi ich ddi véi ngudi me vurot trdi
s0 véi nguy co tiém an trén thai nhi).

Sty dung thudc cho phu niv cho con bt

Pregabalin duwgc bai tiét qua sira me (xem muc Dwoc dgng hoc). Tac dung cla pregabalin trén tré so sinh 1a chua
biét rd. Quyét dinh ngirng cho tré b me hodc ngirng dung pregabalin tiry vao loi ich cho con bl sira me va lgi ich
diéu tri cla pregabalin d6i v&i ngudi me.

Kha ndng sinh san

Chura c6 dir lieu 1am sang vé tac dong cla pregabalin trén kha nang sinh sén cda gidng cai.

Trong mét thir nghiém 1am sang dénh gia tac déng clia pregabalin trén kha nang di chuyén clia tinh triing, cac ca thé
duwc khde manh da duwoc ding pregabalin véi liéu 600 ma/ngay. Sau 3 thang didu tri, khéng c6 anh hudng dén kha
nang di chuyén cla tinh trung.

Mt nghién ctru v& kha nang sinh san & chudt cong cai da cho thay co tac dung bat loi trén sinh sén. Cac nghién clru
vé kha ning sinh san & chudt céng duc cho thy c6 tac dung bt i trén sinh s&n va phat trién. Sy lién quan trén 1am
sang clia nhizng phat hién nay Ia khéng rd (xem phan Di ligu an toan tién l1am sang).

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pregabalin ¢ thé dnh hudng tir it téi vira t&i khad nang i xe va van hanh méy moc.

Pregabalin c6 thé gay chéng mat, bubn ngl, vi vay co thé anh hudng téi kha néng l4i xe hay van hanh méy méc.
Bénh nhan nén dwgc khuyén khong 14 xe hay van hanh may méc cho t6i khi ho biét r& dnh hudng cua thube 1én kha
n&ng |4i xe va van hanh may méc ctia ho nhu thé nao.
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TUONG TAC, TUONG KY CUA THUOC

Twong tac

Vi pregabalin bai tiét chii yéu qua nuéc tiéu & dang khdng ddi, chuyén hda khéng dang ké & ngudi (< 2% thude bai
tiét qua nudc tidu & dang chuyén hda), pregabalin khéng (rc ché chuydn héa thube in vitro, va khong lién két véi
protein huyét tvong, pregabalin gan nhw khéng gay cac twong tac dugce dong hoc.

Céc phan tich dwoc dong hoc va cac nghién ctru in vivo

Theo cac nghién ciru in vivo khong cé trong tac dugc dong hec trén lam sang gilra pregabalin véi phenytoin,
carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam, oxycodon, hodc ethancl. Cac phan tich dugc dong
hoc chi ra réng, thubc diéu tri dai thdo dudng dang udng, thudc lgi tiu, insulin, phenobarbital, tiagabin va topiramat
khéng cé tac ddng 13m sang quan trong nao téi dd thanh thai pregabalin.

Céc thubc tranh thai dwdng uéng, norethisteron vd/hodc ethinyl oestradiol
Str dyng ddng thai pregabalin voi cac thube tranh thai dudng ubng noresthisteron va/hodc ethinyl oestradiol khéng
anh hwdng téi trang thai én dinh duge ddng hoe cia méi thube.

Cac thudc tac dung trén hé than kinh trung vong

Pregabalin cé thé 1am ting tac dung ctia ethanol va lorazepam. Trong cac nghién ciru Iam sang cé kiém soat, da liéu, sir
dung pregabalin dudng uéng ddng thai véi oxycodon, lorazepam, hodc ethanol, khéng gay ra tic dung khéng mong
mudn nao nghiém trong trén dudng hd hap. Ba c6 nhirng bao cao hau mai vé suy hd hAp, hon mé va t vong & nhirng
bé&nh nhan s dung ddng théi pregabalin, opioid va/ hodc véi cac thube giam dau tac dyng trén hé than kinh trung wong
khac. Pregabalin c6 tac dung hiép Iurc 1&n sy suy gidm chirc ndng van dong va nhan thirc gay bdi oxycodon.

Nguwoi cao tudi
Khéng cé nhirng nghién ctru vé tuong tac dwoc lye hoe & ngudi tinh nguyén cao tudi. Cac nghién ciru chi dugc tién
hanh & ngudi tredng thanh.

Twong ky,
Do khang ¢ cac nghién clru vé tinh tuong ky clia thude, khdng trdn 1an thube ndy véi cac thube khac.

TAC DUNG KHONG MONG MUON

Chuwong trinh 1am sang pregabalin tién hanh trén 8900 bénh nhan, trong do co hon 5600 bénh nhan thudc cac thi
nghiém mu doi cd kidm soat. Tac dung khéng mong mudn phd bién nhat Guoc béo céo 13 chéng mét va ngli ga. Tac
dung khéng mong mudn c6 mire o tir nhe t6i vira. Trong cac nghién ctu b kiém soat, i 1& ngimng thude do tac dung
khéng mong mubn 1& 12% & bénh nhan ding pregabalin va 5% & bénh nhan ding gia dwoc. Cac phan (ing khéng
mong mudn théng thuéng nhat d&n dén ngirng thude |a chong mat va ngl ga.

Bang bén duéi gdm tit cd cac tac dung khdng mong mudn, ma ti 1& x&y ra I3 1én hon & nhixng bénh nhan ding gia
duoe va c6 hon 1 bénh nhan, duoc liét ké theo cac nhém co quan va tan sudt nhu sau: rat thuéng gp (21/10);
thuong gap (21/100 dén <1/10); it gap (21/1.000 dén <1/100); hiém gap (21/10.000 dén <1/1.000), rét hiém gap
(<1/10.000); khéng rd (khéng wdéc tinh dwoc tir céc dir liéu c6 sén). Trong méi nhom, cac tae dung khdng mong mudn
dugec trinh bay theo thir ty gidm dan mirc do.

Tac dung khdng mong mudn duoc liét ké co thé co lién quan téi bénh Iy dang méc valhoac céc thude cling didu tr.
Trong diéu trj gidm dau than kinh trung vong do chén thuong cot séng, tic dung khdng mong mubn trén hé than kinh
trung wong dac bigt 14 ngu ga tang 1&n (xem muc Canh bao déac bigt va than trong khi ding).
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Tl cac béo cao hau mai, tac dung khéng mong muén cla thudc dugc liét ké & bang dudi:

Hé co quan Tac dyng khéng mong mudn

Nhiém triing va ky sinh tring

Thuénggd® = | Viemmuoihong -

Réi loan mau va hé bach huyét

tgpe 'Gidm bach cAu trung tinh . N
R6i loan hé mién djch

tgap | Quaman

Hiém gap | Phimach, phan g dj ng e
ROi loan chuyén héa va dinh duéng

Thuéng gap | Tang thém &n :

it gap | Biéng &n, ha duéng huyét _ -
ROi loan tam than

Thuonggap ~ | Tam trang phan khich, 10 13n, cdu g&t, gidm ham mudn tinh duc, mat

phuong huéng, mat ngt
ftgap | Ao giac, con hoang loan, bdn chdn, 10 au, trAm cam, tam trang chan
nan, tam trang hung phén, gay han, bubn rau ra rugi, mat nhan cach,
khé dién dat bang 1oi néi, giic mo bét thudng, ting ham mubn tinh

duc, rdi loan cyc khodi, the o

 Hiém gap 'Mét phan xa co didu kién
Réi loan hé than kinh
'RAt thuong gap - Chéng mat, budn ngd, nhic g
Thudng gap . | Méat thang bang, phéi hop bat thwong, run, réi loan ngdn ngtr, mat tri
nhé, gidm tri nhé, rdi loan tap trung, dj cdm, gidm cam giac, budn ngu,
rdi loan thdng bing, the o
it g&p . © | Ngét trang thai sirng s&, rung giat co, maty thic, tang dong, mat vi
giac, rdi loan van déng, chéng mat tw thé, run, gidt nhan cau, rdi loan
nhan thirc, suy gidm tinh than, réi loan ngdn ngl, gidm phan xa, tang
cam giac, cam giac néng birng, khé chiju
Hiémgap Co giat, giam chirc nang van dong, loan khiru giac, kho viét
R6i loan mat
Thubngg® | Nhinmo, nhin dai B
it gap | MéAtthi giac ngoai vi, réi loan thi gic, sung m&t, gidm truong nhin,

giam thi lyc, dau méat, suy nhuoc thi le, hoa mét, khd mét, tang chay
nuwéc mét, kich (rng mat

Hiém g2p Mé&t thj lyc, viém giac mac, nhin dao dong, thay doi thj gidc chiéu sau,
gian dong tlr, lac mét, chdi mét

RO6i loan tal va mé dao

Thuong gap T Hoamét .

toap | Tang thinh lyc

Réi loan tim

It g&p | Nnip tim nhanh, block nhT thAt 6 1, nhip xoang cham, suy tim sung
huyét

Hiém gap Kéo dai khoang QT, nhip xoang nhanh, loan nhip xoang

R6i loan mach

tgqp ' ~ | Con néng birng, mat dé biing, ha huyét ap, tang huyét ap, lanh ngoai vi

R6i loan hé hap, ngue va trung that

tgagp 'Khé thé, chdy mau cam, ho, nghet mdi, viém mdi, ngdy, khé mai

Hiém gép | Phuphdi, th&t cd hong D
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Hé co quan Tac dung khong mong mudn

Réi loan tiéu héa

| Thwonggap Non, budn ndn, khd miéng, tao bén, tigu chay, treéng bung dﬁy hoi

Ttgap Trao nguoc da day thuc que’ln téing tiét nudc bot, gidm vi gac

Hiémgap Cb trudng, viém tuy, sung lwdi, kho nudt N

Raéi loan gan mat

it gap o ‘Tang enzym gan (tang ALT va AST) - R

Hiém gap - Vang da e

R4t hiém gap ‘Suy gan, viem gan - -

Réi loan da va mé duwéi da

It gap | Ban dét san, may day, nhiéu md héi, ngéblma i
| Hiém gap | Hoi chiing Stevens Johnson, teat md héilanh )

Roi loan co' xwong va mé lién két

Thudng gip

Chudt rit, dau khép, dau Iung dau chan tay, co that c6 tr cung

It gép “Sung khop, dau co, co gidtco bép, dau cb, cing co
Hiém gap Tiéu co van I
RO loan than va ﬂét niéu
T_p ~ | Tidu khéng kiém sodt, kho tidu =
Hiémgap | Suy than, thidu niéu, br tidu o -

Roi loan hé sinh san va tuyén vii
Thu%'ng g&p

Hiém gip

" | Réiloan cuwong duwong R
Cham xut tinh, réi loan chirc nang tinh duc, dau nguc dau bung kinh

| M&t kinh, va tiét dich, vi to, vito & dan 6ng

R6i loan toén ths"m va tai vj tri su’ dyng
Thuonggdp

Dang di bét thiwdng, nga, cam gidc say rwou, mét méi, phi ngoai vi,
phu, cdm giac khac thudng

[ It gap “Phu, phi mat, tirc nguc, sdt, suy nhwoc, khat, dau, &n lanh
Diéu tra
Thuéng gép Tang can e
ltgap T i Tang creatine phosphokinase huyét, ting glucose huyét, tang
creatinine huyét, gidm tiéu cAu, giam kali huyét, sut can
Hiém gap | Gidm bach ciu ra— o s -

Ngirng didu trj v&i pregabalin sau mét khodng thoi gian didu tri ngan hay dai co thé gay triéu ching cai thudc da
duoc quan sat thiy & mét s6 bénh nhan. Céc triéu chiing duoc md ta nhu sau: mat ngti, dau dau, budn nén, lo au,
tidu chay, héi chirng ciim, co giat, lo 1&ng, trdm cam, dau, nhidu mé hdi, chéng mat, cac trigu chirng dugc cho la do
phu thudc thuée. Bénh nhéan nén dugc thong bao didu ndy trude khi bét dhu didu tri.

Lién quan toi viéc dirng didu tri voi pregabalin sau khoang thdi gian dai, céc dir liéu goi y rdng ti 1& va mic 4 tram
trong clia cac triéu chizng cai thude cé thé lién quan téi lidu dung.

Bénh nhén nhi

Di¥ liéu an toan cla pregabalin dwgc quan sat trong 4 nhém nghién ctru str dung pregabalin trén tré em bi ddng kinh
cuc bd, c6 kém hoZc khdng kém theo ddng kinh thir phat (nghién ciru 12 tuén v& an toan va hiéu qua cua thude &
bé&nh nhan tir 4-16 tudi, n=295; nghién ciru 14 ngay vé& an todn va hiéu qui clia thubc & bénh nhan tir 1 thang Gén
dusi 4 tudi, n=175; nghién ctru dugc dOng hoc va kha nang dung nap, n=65; va nghién ctru 1 nam thiét ké nhan m&
vé d6 an toan, n=54) trong tu véi dir ligu an toan quan sét théy trong cic nghién clru & ngudi I6n bi dgng kinh. Cac
tac dong co hai thudmg thay nhét trong nghién ciru 12 tudin khi didu trj voi pregabalin 1a budn ngti, sét, nhidm khuén
duwdng hd hip trén, tang thém an, tang can, va viém mai hong. Céc tac déng ¢ hai thuding thay nhét trong nghién
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clru 14 ngay khi didu tri véi pregabalin 1a budn ngti, nhidém khudn dwéng hd hap trén, va s6t (xem muyc Liéu lwgng va
cach dung, Duee e hoe va Dwge djng hoc).
Théng b4o ngay cho béc si hodc dwec sinhing phan g c6 hai gip phai khi sir dung thude.

QUA LIEU VA CACH XU TRi

Triéu chirng

Trong cac bdo cao hau mai, hAu hét cac tac dung khéng mong muén dugc nhén théy khi sir dung qué liéu pregabalin
bao gbm ngti ga, trang théi I 1&n, kich ddng, bdn chdn. Co giat cling da duroc bdo céo.

Trong r&t hiém tridng hop, cd hdn mé.

Cach xu tri
X0 tri qua lidu pregabalin bao gbm cac bién phap hd trg thong thudng va co thé thdm tach mau néu can thiét (xem
muc Lidu lwgng va cach ding, Bang 1).

BAO QUAN: Giir thubc & nhiét dé duéi 30°C, trong bao bi gbe.
HAN DUNG: 36 thang ké tir ngéy sén xuét,
TIEU CHUAN CHAT LUQNG: TCCS.

San xudt tai: CONG TY TNHH MEDOCHEMIE (VIEN PONG)
Pia chi: S& 40 VSIP Il dwéng s6 6, Khu cong nghiép Viét Nam — Singapore I, Khu lién hgp cong nghiép - dich vu - do
thi Binh Dwong, phwéng Hoa Pha, thanh phd Tha Dau Mét, tinh Binh Dueng, Viét Nam.

Theo hop dbng véi: MEDOCHEMIE LTD.

Bia chi: 1 - 10 Constantinoupoleos street, 3011 Limassol, Cong Hoa Sip.
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