Rx: Thude nay chi dung theo don thube

NEUGASOL

Pregabalin 20 mg/ml
Dé xa tim tay tré em
Doc kj hieong dén siv dung triwée khi diing

Thanh phin
Mbi ml chtra:
Thanh phan hoat chdt: Pregabalin.... .20 mg
Thanh phan td dwoc: Methylparaben, propylparaben, dinatri hydrophosphat dihydrat,
natri dihydrophosphat dihydrat, sucralose, hwong hoa qua, NaOH 10%, nudc tinh khiét.
Dang bao ché: Dung dich uéng
M5 ta: Dung dich trong subt
pH: 4,0-7,0
Chi dinh
- Pau than kinh trung wong va ngoai bién trén nguoi truong thanh.
- Diéu trj dong kinh cuc bd c6/khong kém theo lan toa thir phat trén nguoi truong thanh.
- Réi loan lo &u lan téa trén nguoi truong thanh.
Liéu diing va cach ding
Khoang liéu dao dong tir 150 — 600 mg/ngay (twong duong 7,5 — 30 ml), chia thanh 2-3
lan.
Diéu tri dau than kinh
Liéu khoi dau 1a 150 mg/ngay (7 5 ml), chia thanh 2-3 lan. C6 thé tang lidu den 300 mg/
ngay (15 ml) sau 1 tudn. Licu t6i da 600 mg/ngay (30 ml) c6 thé dat dugc sau tuan ké tiép.
Diéu tri dpng kinh
Liéu khoi dau 1a 150 mg/ngay (7,5 ml), chia thanh 2-3 1an. C6 thé tang liéu dén 300 mg/
ngay (15 ml) sau 1 tudn. Licu t6i da 600 mg/ngay (30 ml) c6 thé dat dugc sau tuan ké tiép.
Réi loan lo Gu lan téa
Khoang liéu dao dong tir 150 — 600 mg/ngay (twong duong 7,5 — 30 ml), chia thanh 2-3
lan. Viéc diéu trj cAn dugc danh gia lai thuong xuyén.
Liéu khoi dau 1a 150 mg/ngay (7,5 ml), chia thanh 2-3 1an. C6 thé tang liéu dén 300 mg/
ngay (15 ml) sau 1 tudn. O tuan ké tiép, c6 thé tang liéu den 450 mg/ngay (22,5 ml). Liéu
tbi da 600 rng/ngay (30 ml) ¢6 thé dat duoc sau do 1 tuin.
Ngtmg diéu tri pregabalm
Néu phai ngimg diéu tri, cin tién hanh mot cach tir tir trong t6i thiéu 1 tudn phy thude
vao ting chi dinh
Suy thin
Pregabalin dugc thai trir chu yéu qua than & dang nguyén ven. D6 thanh thai ctia pregabalin
ty 1€ thuén véi do thanh thai creatinin (CLcr), do vay viéc giam lidu pregabalin theo chirc
nang than can duoc cé thé hoa trén tirng bénh nhan, tuy thudc vao dg thanh thai creatinin
duoc tinh theo cong thirc sau:

1,23 x (140 - tudi) x can nang (kg) (x 0,85 véi nit gi6i)
creatinin huyét thanh (umol/I)

CL,, (ml/phat) =

Pregabalin dugc loai bo truc tiép khoi huyét twong nhos loc mau (sau 4 gidr loc méu, nong

do pregabalin trong huyet trong glam khoang 50%). V&i cac bénh nhan loc mau, lidu

dung hang ngay cua pregabalin can dugc hi¢u chinh theo chirc nang than. Thém vao

d6, can dung lidu bd sung ngay lap tirc mdi 4 gio khi loc mau theo bang hudng dan sau:
Bing hwéng din higu chinh liéu pregabalin theo chirc ning thin

D) thanh thai creatinin Téng lidu pregabalin/ngiy Ché dp lidu
(CL,) (mV/phit) Lidu khi diu Lidu ti da
(mg/ngay) (mg/ngay)
>60 150 (7,5 ml) 600 (30 ml) 2-3 lan/ngay
>30-<60 75 (3,75 ml) 300 (15 ml) 2-3 lan/ngay
>15-<30 25-50 150 (7,5 ml) 1-2 lan/ngay
(1,25-2,5ml)
<15 25 (1,25 ml) 75 (3,75 ml) 1 lan/ngay
Liéu bé sung sau loc mau (mg)
25 (1,25 ml) 100 (5 ml) Liéu don
Suy gan
Khong can hi¢u chinh liéu trén cac bénh nhén suy gan.
Tré em

Chua c6 thong tin

Ngudi cao tudi

C6 thé phai giam liéu pregabalin trén bénh nhén cao tudi do suy giam chirc ning than.
Cach ding

Dung dudong udng, ¢ thé ding ciing véi thire dn hodc khong.

Chéng chi dinh

Qua man v6i hoat chit hodc bét cir ta dugc nao cua thude.

Cinh b#o va thin trong khi ding thuc

Bénh nhan ddi thao dwong

Mot sb bénh nhan dai thio duong c6 ddu hidu ting can khi didu tri bing pregabalin cin
phai hiéu chinh lidu thudc didu tri dai thio duong.

Phin ting qud mén

Dit lidu vé kinh nghiém str dung pregabalin sau khi thudce dugc tiép thi di bao cao vé cac
phén mg qua mén, bao gdm céc trudng hop phit mach. Nén ngimg sir dung pregabalin
ngay lap tarc néu xuét hién cac triéu chirng pht mach, vi du nhu pht mat, phu miéng hodac
phu duong tho trén.

Chéng mdt, buon ngii, mit  thic, lii lin va suy gidm tinh thin

Str dung pregabalin c6 kém theo chong mit, mat nga ¢6 thé lam tang kha nang xay ra tai
nan vadi ng\ml cao tubi. Pa c6 mot sb béo cdo sau khi thuoc duoc tiép th1 Ve cac truong
hop bi mét ¥ thire, It 1dn va suy giam tinh thin. Do d6, cin than trong néu xuét hién cac
tridu chimg trong ty khi sir dung thudc.

Anh hwéng t6i thi lwe

Trong céc thir nghiém, da c6 bio cio vé& mot ty 1& cao bénh nhén diéu tri bing pregabalm
bi suy glam thi luc so voi cc bénh nhan dung gia dugc. O nhimg thir nghiém c6 tién
hanh kiém tra thi luc, ti 1& glam thi luc 6 nhom bénh nhan dung pregabalin cao hon ¢
nhém dung gla dugc, ty le thay ddi vé két qua soi day mit cao hon & nhém dung gia duoc.
ba ¢6 mot s6 bdo cdo vé cac phan tng co hal trén miét sau khi thudc dugc tiép thi, bao
gbm suy giam thi lyc, nhin mo, thay dbi vé thi luc, nhidu tac dung phu trong d6 xuat
hién thoang qua.

Suy thin

Di c6 mot s6 truong hop suy than duge bao céo va mét sd truong hop khi ngimg pregabalin
da cho thiy diu hiéu dao nguoc tac dung phu nay.

Ngirng diing cic thuéc chong dgng kinh diing kém

Chua c6 du dir liéu vé viéc ngimg dung céc thube chdng dong kinh khac, khi viée kiém
S04t con co git voi pregabalin 13 kha thi, dé tién t6i viée don tri liéu bing pregabalin.
Cic trigu chiing ngirng thuéc

Sau khi ngimg thube thoi gian ngén va thoi gian dai, cac triéu chung ngung thude da
quan sat dugce trén mot sb bénh nhan. Mot s tridu chung bao gdm: mit ngi, dau dau
budn nén, lo 4u, tiéu chay, triéu chung ctim, hdi hop, trAm cam, dau co giat, tang tiét md
hoi, chong mit, suy gidm thé lyc. Can thong bio cho bénh nhin vé cac triéu chimg nay
khi bit dau diu trj.

Co giét, bao gdm dong kinh lién tuc va dong kinh con 16n ¢6 thé xuét hién khi sir dung
pregabalin hodc ngay sau khi ngimg thudc.

Dir liéu vé& ngimg thudc dai han pregabalin goi y ring ty 18 va mirc do nghiém trong cua
chc triéu chimg ngimg thude c6 thé phu thuge vao lidu.

Suy tim sung huyét

D3 c6 mot sb truong hop vé cac bénh nhan bi suy tim sung huyét khi sir dung pregabalin

dugc béo co. Cac phan g ndy dugc quan sat phan 1on trén cac bénh nhén cao tudi
méc bénh tim mach dwoc diéu tri dau than kinh b?mg pregabalin. Nén than trong khi str
dung pregabalin trén cac bénh nhan nay. Viéc ngimg thube co thé giai quyét duge cac
phan tng trén.

Diéu tri dau than kinh trung wong do chén thwong tity séng

Trong diéu tri dau than kinh trung wong do chan thuong tuy séng, ty 1& cac phan tng co
hai trén thin kinh trung wong va ddc biét la mét ngu tang 1én. Céc tac dung phu nay co
thé bi hiép ddng khi ding ciing v6i cac thude khac (vi du thube chdng co cing). Can than
trong khi ké don pregabalin cho cac truong hop nay.

Y dinh va hanh vi ty tie

Mot sb tru'ung hop c6 y dinh va hanh vi tu tir da dugce bao cao trén cac bénh nhan str dung
thuoc chong dong kinh. M6t phan tich meta v& céc thir nghiém ngau nhién c6 kiém soat
vé cac thudc chdng dong kinh cho thiy kha nang nho tang nguy co c6 ¥ dinh va hanh vi
tu tur. Co ché cta nguy co nay hién chua rd va cac dir liéu hién c6 khong loai trir duogc
kha nang lam tang nguy co ddi v6i pregabalin.

Do do, can giam sat chit chd cac ddu hiéu ¢6 ¥ dinh va hanh vi ty tir va cin xem xét diéu
tri thich hop. Cac bénh nhéan (va ngudi chdm soc) can duoc tu vén vé cac déu hidu co ¥
dinh va hanh vi tu tu.

Gidam chire nang dwong tleu hoa duéi

Di c6 mot s6 trudong hop vé giam chirc nang dudng tiéu hoa dudi duge bao céo (vi du tic
rudt, liét rudt, tao bon) khi ding pregabalin véi cac thube c6 kha nang gay tao bon, vi du
cac thuéc giam dau opioid. Khi dung kém pregabalin vdi cac opioid can can nh:';c cac
bi¢n phap phong tranh tao bon (dac biét trén phy nir va ngu’m cao tudi).

Diing sai thuéc, lam dung thuéc va phu thuje vao thuéc

Céc truong hop ding sai thude, lam dung thude va phy thude thuéc da dugce bao cao. Can
than trong trén cac bénh nhan co tién st lam dung thudc va can theo doi cac benh nhan
¢ triéu chu‘ng dung sai, lam dung hodc phu thudc pregabahn (mot s6 trudong hop vé ting
dung nap, can phai tang liéu, c6 hanh vi tim dén thudc da dugc bio c4o).

Bénh nao

Céc truong hop bénh nio da duge béo cdo, hau hét trén cac bénh nhan ¢6 tinh trang két
tu thubc tai ndo.

Cc ta dwoc co thé gdy phén teng di irng

Dung dich uéng Neugasol c6 chira methylparaben va propylparaben c¢6 thé gay cac phan
tng di img cham.

Sir dung thuéc cho phu nik ¢é thai va cho con bi

Phu nir ¢6 kha nang mang thai/Tranh thai o phu nir

Cén sir dung bién phap tranh thai thich hop trén phu nit ¢6 kha ning mang thai.

Phu nir ¢o thai

Chura c6 dit liéu ddy du vé sir dung pregabalin trén phy nir ¢6 thai. Cac nghién ctru trén
dong vat da cho thay doc tinh trén sinh san. Chua & nguy co tiém an trén ngudi. Khong
nén str dung san phém trén phu nir ¢6 thai trir khi that can thiét (loi ich trén me vuot troi
5o voi nguy co trén thai nhi).

Phu nit cho con bu

Pregabalin duoc thai trir qua stra me. Tac dung ctia pregabalin trén tré so sinh hién chua
15. Can xem xét ¢6 nén quyét dinh ngtrng cho con bt hodc nging didu tri pregabalin dua
trén loi ich ciia viéc bi me va loi ich ciia viée diéu tri cho me.

Anh huéng dén kha ning lai xe va vin hanh may méc

Pregabalin c6 thé gay ra chong mat, budn ngii va do do c6 thé anh huong mirc do nho
hodc trung binh téi kha nang lai xe hodc van hanh may moc. Cén khuyén bénh nhan
khong nén lai xe, van hanh may moéc hoac tham gia cc hoat dong nguy hiém cho dén
khi kha ning anh hudng cia thude t6i viée thuc hién céc hoat dong nay duge xéc dinh.
Twong tic, twong ky ciia thude

Cdc nghién ciru in vivo va cdac phan tich dwoc dong hoc

Trong cac nghién ctru in vivo, khong c6 tuong tac dugce dong hoc nao cé y nghia lam sang
quan sat dugc gitra pregabalin va phenytoin, carbamazepine, acid valproic, lamotrigin,
gabapentin, lorazepam, oxycodon hogc ethanol. Cac phan tich vé dugc dong hoc da chi
ra cac thudc diéu tri dai thio dwong dudng udng, thude loi tiéu, insulin, phenobarbital,
tiagabin va topiramate khong c6 anh huong dang ké t6i do thanh thai cua pregabalin.
Thudc tranh thai dwong uéng, norethisteron va/hodc ethinyl estradiol

St dung déng thoi pregabalin vai cac thudc tranh thai duong uéng norethisteron va/
hodc ethinyl estradiol khong anh huong téi duge dong hoc ¢ trang thai can b:;mg cua ca
hai thuéc.

Céc thudc anh hwong t6i hé than kinh trung wong

Pregabalin c6 thé 1am tang tic dung ciia ethanol va lorazepam, Trong cac thir nghiém lam
sang c6 ddi chimg, sir dung da lidu pregabalin v6i oxycodone, lorazepam hoic ethanol
khong anh huong dang ké trén ho hip. Sau khi thude dugc tiép thi, da co mot sb truong
hop vé suy ho hap va hon mé ¢ bénh nhan ding pregabalin va céc thude giam dau than
kinh trung wong. Pregabalin c6 thé hiép dong tac dung suy giam nhan thirc va chirc nang
vén dong co thé v6i oxycodon.

Ngudi cao tubi

Hién chua c6 nghién ctru cu thé vé duge dong hoc cua pregabalin trén ngudi cao tudi.
Tac dung khong mong mudn cua thube

Cac tac dung khong mong mudn thu’orng gap nhét 1a chong mit va budn ngu. Cac tic
dung khong mong mudn thuong xuat hién & mirc do nhe dén trung binh. Trong tat ca cac
nghién ctru déi chimg, ty 18 ngimg thude do gap phai tac dung khéng mong muén la 12%
& nhom dung pregabahn va 5% ¢ nhom dung gia duoc. Tac dung khéng mong mubn &
nhém ding pregabalin dan t&i ngu‘ng thudc 1a chong mat va buon ngu.

Cac tac dung khong mong mudn duoc phan loai dua vao tan suit, bao gém: rit thurong
gap (ADR > 1/10); thuong gap (1/100 < ADR < 1/10); it gap (1/1000 < ADR < 1/100);
hiém gap (1/10000 < ADR < 1/1000); rdt hiém gdp (ADR < 1/10000), hodc khong rd
(khong thé wdc tinh duge tir dit ligu hién co).

V6i mdi tan suit, cac tic dung khong mong mubn dugce trinh bay theo muc do nghiém
trong giam dan.

Trong diéu tri dau than kinh trung wong do chén thuong tiy séng, ty 1& gip tac dung
khong mong muén, dic biét 13 mat ngu gia ting (xem muc Canh bao va than trong).

Hé co quan | Téc dung khéng mong muén

Nhiém khuin va nhiém ky sinh tring

Thuong gap | Viém mili — hong

Réi loan mau va hé tao msu

It gap | Giam bach ciu trung tinh
Ro6i loan hé mién dich

It gap Qué man

Hiém gap Phi mach, phan tmg di img

Réi loan chuyén héa va dinh dudng

Thuong gap Tang cam gidc thém an

It gap Biéng an, ha duong huyét

Réi loan tam thin

Tam trang nong gian, mo hd, kich thich,
mat phuong hudng, mat ngu, giam ham
muon tinh duc

Thuong gap

It gap Ao glac, con hoang loan, bdn chén, lo
lang, tram cam, tm trang chan nan, tim
trang cao hiing, hung hang, thay déi tam
trang, mat nhan cach, khé tim tir dién dat,
gidc mo bat thuong, ting ham mubn tinh
duc, 1anh cam ¢ nir gidi

Hiém gap Miét phéan xa ¢6 didu kién

Réi loan h¢ thin kinh

Rat thwong gap Chéng mit, budn nga, nhirc dau

Thuong gap Mat diéu hoa, rdi loan phdi hop, run, rdi
loan ngdn ngit, mat tri nho, suy giam tri
nhd, mat tap trung, di cam, giam cam

giac, an than, réi loan thang béng, lo mo

It gap Ngit, siing s, rung giat co, mat y thirc,
tang dong, r6i loan van dong, chong mat
tu thé dimg, run c6 chi y, rung gidt nhan
cau, réi loan nhan thirc, suy giam tinh
than, rdi loan 15i néi, giam phan xa, tang
cam giac, cam giac néng bing, mit vi
giac, kho chiu

Co giat, r6i loan khiu gidc, giam van
dong, roi loan chir viét

Hiém gap

Réi loan miit

Thuwong gap Nhin mg, nhin do6i

Ir gap Mit thi lyc ngoai bién, ri loan tm nhin,
sung mit, thu hep thi truong, dau mit,
moéi mét, hoa mit, kho mit, ting chay
nuée miét, kich (g mét

Hiém gap Mét thi luc, viém gidc mac, nhin dao

dong, thay ddi v& cam nhan chiéu sau,
gian dong tir, mat lac, choi mat

Réi loan tai va tai trong

Thuong gap Chéng mat

It gap Tang thinh lyc qua mirc

Réi loan tim

It gap Nhip tim nhanh, block nhi thétrdé I, nhip

cham xoang, suy tim sung huyét

Hiém gap Kéo dai khoang QT, nhip chdm xoang,

loan nhip xoang

Réi loan mach

It gap Ha huyét 4p, ting huyét ap, nong mit, do
bung mat, lanh viing mach ngoai bién

Réi loan hd hap

It gap Kho tho, tran dich mang phéi, ho, sung
huyét mii, viém mii, ngay, kho mii

Hiém gap Pht phdi, cang ctmg hong

Ao oA I3
Roi loan tiéu héa

Thuong gap N6n, budn nén, tdo bon, tiéu chay, diy
hoi, cang bung, kho miéng

Ir gap Bénh trao ngugc da day thuc quan, ting
tiét nude bot, té bi ludi

Hiém gap cb chudng, viém tuy, sung ludi, kho nudt

Réi loan gan mat

It gap Tang enzym gan (AST, ALT)
Hiém gap Vang da
Rat hiém gap Suy gan, viém gan

Réi loan da va mé dudéi da

Ir gap Phat ban c6 nét sin, ndi mé day, ting tiét
mo hdi, ngtra

Hoi ching Stevens-Johnson, ra md hoéi
lanh

Hiém gap

Roi loan co xwong va mo lién két

Thuwong gap Chudt rat co, dau khép, dau lung, dau
chi, chuét rat co6

It gap Sung khdp, dau co, co rat co, dau cb,
cling co

Hiém gap Tiéu co van

Réi loan than va tiét ni¢u

Ir gap Tiéu tién khong tu chu, tiéu kho

Hiém gap Suy than, tidu it, bi tiéu

Ae A e 2 by 3
Roi loan h¢ sinh sin va vi

Thuong gap Réi loan cuong duong

It gap R&i loan tinh duc, xuét tinh cham, dau
bung, dau v

Hiém gap Mat kinh, tiét dich & va, tang kich thudc

vu, to vii 6 nam gidi

Réi loan toan thin va tai noi dung thudc

Thuong gap Phil ngoai vi, pht, déng di bit thuong,
nga, cam giac say xin, cam giac bat
thuong, mét moi

It gap Phu toan than, phu mat, dau thét nguc,

dau, sdt, khat, on lanh, suy nhugc

Qua diéu tra

Thirong gap Ting can

Ir gap Téang creatinin phosphoklnase tang glu-
cose méau, giam tiéu ciu, ting creatinin
mau, giam kali mau, giam can

Hiém gap Giam bach ciu

Sau khi ngimg diéu tri pregabalin ngén han va dai han, céc triéu chimng ngimg thudc da
quan sat dugc trén mot sb bénh nhan. Cac phan tng thuong duoc dé cap: mat ngu, dau
dau budn nén, lo au, tiéu chay, tri¢u chung cum, co glat hoi hop, tram cam, dau, ting tiét
md hoi, chong mit, thé chit bj phu thugc. Bénh nhan can dugc théng béo vé cac phan img
nay tai thoi diém bét dau diéu tri.

Tré em

Tinh an toan cua pregabalin quan sat dugc tir 3 nghién ciru trén cac bénh nhan tré em bi
co gidt cuc b co hodc khong lan toa thur phat twong tu nhu Kkét qua thu dugc tlr cac nghién

ctru trén bénh nhéan truong thanh bi dong kinh. Tac dung khong mong mudn phd bién
nhét quan sat dugc sau 12 tuin diéu tri bing pregabalin la budn ngi, st cao, nhiém khuan
duong ho hip trén, tang cam giac thém an, tang can, viém mii-hong.

Théng bdo cho bdc si nhitng tic dung khong mong muon gap phdi

khi sir dung thuéc

Qui lidu va cich xir tri
Triéu chirng
Theo kinh nghiém sir dung sau khi thube duge tiép thi, cac tac dung khong mong mudn
quan st duoc khi ding qué lidu pregabalin I ngu ga, rdi loan trang thai, kich dong va
bon chon. Mot 56 truong hop dong kinh cling duoc bao cao.
Trong mot sb truong hop hiém gip, mot sb ca hon mé da duogce bao cdo.
Xt tri
Diéu tri qua lidu pregabalin cin bao gdm céc bién phap diéu tri tich cuc va co thé loc
mau néu can thiét.
Piic tinh dwgc luc hoc
Nhéom duge Iy: Nhom thude chdng dong kinh
Ma ATC: NO3AX16
Co ché tac dung:
Pregabalin gén véi 1 tiéu don vi phu (a2-3 protein) ctia kénh calci phu thudc dién thé
trong hé thong than kinh trung wong.
Trén dau than kinh trung wong: Da dugc nghién ctru ¢6 hiéu qua trén dau than kinh do
tiéu duong, chimg dau thin kinh sau zona, tén thuong tay séng. Hiéu qua chua dugc
nghién ctru trén cac loai dau than kinh khac.
Thude duge nghién ctru ¢6 kha nang giam tan suat cac con dong kinh sau 1 tuan.
Piic tinh dwge dong hoc
Dugc dong hoc 6 trang thai 4n dinh cua pregabalin tuong tu nhau trén nguoi khoe manh,
bénh nhan dong kinh co sir dung thude chéng dong kinh va bénh nhan bi dau man tinh.
Hﬁ'p thu
Pregabalin dugc hép thu nhanh khi ung lic déi, nong do dinh trong huyét twong dat
duoc sau 1 gio khi dung & ché do don liéu va da liéu.
Sinh kha dung dudng uong cua pregabalin > 90% va phy thude vao liéu dung. Khi dang
nhéc lai, trang thai 6n dinh dat dugc trong vong 24 — 48 gior. Ty 18 hép thu cua pregabalin
giam khi ding cing véi thirc an dan dén Cmax giam khoang 25-30% va Tmax kéo dai
khoang 2,5 gio. Tuy nhién, dung pregabalin cung voi thirc an khong gay anh huong lam
sang dang ké dén murc do hip thu ciia pregabalin.
Phan bé
Trong cac nghién ciru tién 1am sang, pregabalin di qua hang rdo mdu nio trén chudt nhit,
chudt cong va khi. Pregabalin qua dugc nhau thai & chugt cong va xuat hi¢n trong stra
chuét. O nguoi, thé tich phan bb cua pregabalin sau khi dung dudng ubng khoang 0,56 L/
kg. Pregabalin khong lién két véi protein huyét twong.
Chuyén hoa
Pregabalin chuyen hoa khong dang ké trong co thé ngum Sau khi dung mot lidu prega-
balin dugc danh déu phong xa, khoang 98% dugc tim thay trong nuée tiéu la pregabalin
& dang nguyén ven. Dan xuét N—methylate cia pregabalin — cht chuyén hoa chinh cua
pregabalin dugc tim thdy trong nuéc tiéu, chiém khoang 0,9% liéu ding. Trong cac nghién
clru tién 1am sang, khong ¢6 ddu hidu vé sy bién do tir dong phan S cua pregabalin thanh
ddng phan R.
Thai trie
Pregabalin dugc thai trir chi yéu qua than & dang nguyén ven. Thoi gian ban thai trung
binh ciia pregabalin 1a 6,3 gio. Do thanh thai huyét twong do thanh thai qua than cua
pregabalin ty 1¢ thuan voi do thanh thai creatinin.
Can phai hiéu chinh lidu trén cac bénh nhan suy giam chirc nang than hodc trai qua loc
mau.
Tinh tuyén tinh/khong tuyén tinh
Dugc dong hoc cua pregabalin la tuyén tinh trong khoang lidu hang ngay theo khuyén
céo. Khoang bién thién dugc dong hoc cua pregabalin 14 thip (< 20%) Dugc dong hoc
ctia ché do da lidu 6 thé du doan duoc tir dit liéu ctia ché do don liéu. Do do, khong can
thiét phai kiém soat thuong xuyén nong do pregabalin trong huyét twong.
Dugc dong hoc trén nhom bénh nhan dac biét
Gidi tinh
Cac thu nghiém 1am sang da chi ra gi6i tinh khong c6 anh hudng 1am sang dang ké nao
dén ndng do pregabalin trong huyét twong.
Suy thén
Do thanh thai cua pregabahn ty 1€ thuan vdi d§ thanh thai creatinin. Thém vao do, pre-
gabalin dugc loai bo truc tiép khoi huyét twong nho loc mau (sau 4 gio loc mau, , nong
do pregabahn trong huyet tuong giam khoang 50%). Do pregabahn thai trir ch yéu qua
than, can phai giam lidu trén cac bénh nhan suy than va dung liéu b sung trén cac bénh
nhan chay than nhan tao.
Suy gan
Khong 6 nghién ciru dic hiéu nao dugc tién hanh trén bénh nhan suy gan. Vi pregabalm
chuyen hoa khong dang ké va dugce thai trir chu yéu ¢ dang nguyén ven qua nudc tiéu,
ndng do pregabalin trong huyét trong khong co thay déi dang ké trén bénh nhén suy gan.
Tre em
Dugc dong hoc cua pregabalin da dugc danh gia trén tré em bj dong kinh (cac nhém tudi:
1-23 thang; 2-6 tudi; 7- 11 tudi va 12-16 tudi) & cac mirc lidu 2,5; 5; 10 va 15 mg/kg/ngay
trong mot nghién ctru vé duge dong hoc va kha nang dung nap thudc.
Sau khi cdc bénh nhén tré em udng pregabalin lic doi, thoi gian dat ndng do dinh trong
huyét tuong 1a tuong tu giira cac nhom tudi va xay ra sau 0,5-2 gio.
C,.. V@ AUC clia pregabalin ting tuyén tinh khi ting liéu & trong timg nhom tudi. Gia
tri AUC giam 30% ¢ nhom tré c6 can nang dudi 30kg do d thanh thai giam 43% so voi
nhoém tré co can nang > 30kg.
Thoi gian ban thai cudi cing trung binh cuia pregabalin 1a khoang 3-4 gio 6 nhom tré < 6
tudi tré 1én va tir 4-6 gior & nhom tré tir 7 tudi tros 1én.
Dugc dong hoc cua pregabalin trén tré em dudi 3 tudi chua duoc nghién ctru.
Ngudi cao tuéi
bo thanh thai ciia pregabalin c6 xu huéng giam khi tudi ting. Sw giam thanh thai pregabalin
dutmg uong phu hop véi sy giam thanh thai creatinin lién quan t(n s ting ciia tudi tac.
Can giam lidu trén cdc bénh nhan c6 chirc nang than suy giam do tudi cao (xem muc Liéu
dung va cach dung).
Quy cach dong g01
Hop 4 vi x vi 5 dng nhya x éng 5 ml, 10 ml.
Biéo quan: Bao quan trong bao bi kin, tranh Am, tranh 4nh sang, nhiét do dudi 30°C
Han dung 30 thang ké tir ngay san xuat.
Tiéu chuén chét lwgng: Tiéu chuan co s&
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