https://trungtamthuoc.com/
Huéng dén sl dung thudc

Poc ky hudng dan sl dung trudc khi ding

RXx Thuécbantheodon

PREMILIN 75 mg

Vién nang cung

Thanh phén

Hoat chét:Pregabalin 75 mg.
Téd dugc:Lactose monohydrat, tinh bt ngé, magnesi stearat.

Duge lyc hoec

Pregabalin 1a mét chédtchdng co giat. Co ché tac dung chinh x4c clia
pregabalin chua dugc biét. Giéng nhu gabapetin, pregabalin gan
manh vao tiéu don vj o,-5 clia kénh calci dién thé trong cac md clia hé
than kinh trung uang. Trén in vitro, pregabalin lam gidm phéng thich
(phu thudc calci) mét s8 chét dan truyén thdn kinh nhu glutamat,
norepinephrin, peptid lién quan vGi gen calcitonin (CGRP) va chét P
béng cach diéu hoa chife n&ng kénh calci.

Pregabalin khdng gén tryc tiép vao thu thé GABA,, GABA, hay thy
thé benzodiazepin, khong lam tang dép Ung GABA, trén cac noron
nudi cdy, khdng lam thay d8i ndng do6 GABA trong ndo chudt, khéng
&nh hudng dén sy tao thanh hay phan huy GABA. Trén cac ndron
nuéi cdy, sl dyng pregabalin kéo dai lam tdng méat do protein van
chuy&n GABA va ting t6c d6 van chuyén GABA.

Pregabalin khéng chen kénh natri, khéng c6 tac dyng vdi thy thé
opiatva khéng lam thay déi hoattinh cia enzym cyclooxygenase.
Pregabalin khéng tac dung véi thu thé serotonin va dopamin, khéng
tfc ché su taitao dopamin, serotonin hoac noradrenalin.

Dugc dgng hoc

Hép thu: Pregabalin dugc hp thu nhanh sau khi uéng. Néng dd dinh
clia thudc trong huyét tuong dat dugc sau 1,5 gid. Sinh kha dyng clia
pregabalin khi duiing theo dudng udng 2 90% va khéng phu thudc vao
liéu. Thifc &n lam gidm néng dd dinh trong huyét tuong khoang 25 -
30% va kéodaithai gian dat néng dé dinh trong huyét tuong khoang 3
gi& nhung khéng &nh hudng dén mic dé hdp thu. Trang thai 6n dinh
datdugc sau 1-2ngay.

Phén bé: Pregabalin khéng gén véi protein huyét tudng. Pregabalin
la chdt nén cho hé thdng van chuyén L — c6 vai trd van chuyén cac
amino acid Idn xuyén qua hang rao mau nao. Mac du khéng cé diu
liéu & ngudi nhung cac nghién clu tién 1am sang cho thdy pregabalin
qua dugc hang rao mdau néo trén chudt céng, chudt nhét, khi; qua
dugc hang rao nhau thai va dich tiét sfa trén chudt cng. Thé tich
phan bé biéu kién sau khi uéng datkhoang 0,5 livkg.

Chuyén hoé: Pregabalin dugc chuyén héa khong dang ké trong co
thé ngudi.

Thai trir: Khoang 98% pregabalin dugc thai trif qua nudc tiéu & dang
khéng chuyén héa. Thdi gian ban thai trung binh 6,3 gid. Pregabalin

Chiing téc: Dugc déng hoc clia pregabalin thay déi khéng dang ké
theo ching tdc.

Gidi tinh: Céc thit nghiém Iam sang cho thdy dugc déng hoc clha
pregabalin khdng cé khéc biétdang ké theo gidi tinh.

Ngudi cao tudi (> 65 tudi): B thanh thai pregabalin cé khuynh hudng
giam khi d tudi tdng, phd hop vdi viéc gidm dé thanh thai creatinin
theo do tudi. Can giam liéu & bénh nhan cé chifc nang than suy gidm
lién quan dén do tudi.

Tré em:Dugc ddng hoc clia pregabalin chua dugc nghién clru ddy dd
dtré em.

Bénh nhan suy than va thAm phdn méu: Do thanh thai pregabalin gén
nhu ti 1& v&i d6é thanh thai creatinin. C&n gidm liéu & bénh nhan suy
than. Pregabalin dugc dao thai khdi huyét tuong béing qua trinh thdm
phan méau, sau 4 gié thdm phan, néng dé huyét tudng gidm khodng
50%. Vivay can diéu chinh liu & bénh nhan dang thdm phan mau.
Bénh nhén suy gan: Khéng ¢é nghién cliu duge ddng hoc rd rang &
bénh nhan suy gan. Tuy nhién, pregabalin khéng dugc chuyén héa
manh qua gan va dugc dao thai chil y&u qua than dudi dang nguyén

ven. Vi vay suy gidm chifc nang gan khéng duge danh gia lam thay
ddilén néng d6 pregabalin trong huyét tuong.

Chidinh

H®b trg trong diéu tri cAc can ddng kinh cuc b cé hay khéng kém theo
cdc con toan thé thir phat 8 ngudi lon.

Réiloanlo au.

Pau thén kinh lién quan dén dau thdn kinh ngoai vi & bénh nhan dai
thdo dudng, dau than kinh sau bénh herpes.

Paudo xdco.

Liéulugng va cach ding

Liéu lugng:
Liéu khéi ddu: 75 mg x 2 1dn/ngay.
Tuy theo sy dung nap va dap tng cta tiing bénh nhan, cé thé tang
liéu 1&n 300 mg/ngay sau 1 tudn, sau dé tang liéu dén 600 mg/ngay
sau tudn tiép theo.
Liéu duy tri higuqua: 150 - 600 mg/ngay, chia 2 -3 1&n/ngay

iloanlo du:
Liu khdiddu: 75 mg x 2 ldn/ngay.
C6 thé téng liéu titng budc 150 mg/tudn dén t6i da 600 mg/ngay.
Dau thdn kinh:
Liéu khdiddu: 75 mg x 2 lan/ngay.
Tuay theo sy dung nap va dap ung clia ting bénh nhan, cé thé tang
lifu 1&n 300 mg/ngay sau 3 — 7 ngay, sau do ting liéu dén 600
mg/ngay sau tudn ti€p theo.
BDau do xd ca:
Liéu kh&iddu: 75 mg x 2 1dn/ngay.
Tuy theo su dung nap va dédp (ng cia tiing bé&nh nhan, cé thé tang
liu lén 300 mg/ngay, chia 2 lan/ngay sau 1 tudn. C6 thé tang liéu
dén 450 mg/ngay néu can thiét.

inh liéu 8 bénh nhan héan:
Diéu chinh liéu & bénh nhan suy gidm chic ning than hodc dang
dugc thdm tach mau dugc dé nghitrong bang sau:
Béng 1. Liu ciia pregabalin dya vaochiic nang than
QD =liéu don/ngay, BID =chia 2 liéu/ngay, TID =chia 3 liéu/ngay.

Thanh thai Creatinin| Téng liéu Pregabalin hang ngay |Ché dé tri liéu
(CL¢;) (ml/phut)
Liéu khdi ddu | Liéutoida
(mg/ ngay) (mg/ ngay)
=230-< 60 75 300 BID hoac TID
215-<30 25 -50 150 QD hoac BID
<15 25 75 QD
Liéu bé trg sau thAm tach mau
[ 25 [ 100 [ Lidu don*
* Liéubd trg la liéu don bd sung.
Céchdung:

Duing duéing udng, chia lam 2 - 3 1dn mdi ngay, c6 thé sif dung cling
ho#c khéng cung vdibiaan.

Cén gidm liéu pregabalin ti ti trong it nh&t 1 tudn trude khi ngling s
dung thu@c dé tranh sy tang tdn suét dong kinh nhu ddi vdi cac thudc
chéng co gidt ndichung.

Chéng chidinh

Qué mé&n cam vdi pregabalin hay bat ky thanh phdn nao cla thudc.

Tac dung phu

Phén ung di ung xay ra khi bat ddu diéu tri vdi pregabalin bao gém
phatban, mun nuéc, ndi mé day, khé thd, thd kho khé.

Thudng gap: Tac dung phy thudng gap nhét da dugc bao cao la
chong mét, bubn ngl. Céc tac dung phy khac bao gém: réi loan thi
lue, hoa mét, ting cam gidc ngon miéng, tdng can, méat diéu hoa,
chiing loan van ngén, run, ngd lim, mét méi, phi né, gidm tri nhé,
sang khodi, tdo bon, khd miéng, nébn mlia, ddy hdi, phu ngoai bién,
mat hodc gidm duc nang, réi loan cuong duong. Mat tap trung, réi
loan tri nhd, diéu phéi bat thudng, matcan bang ciing thudng xay ra.
It gap:ngat, suy tim sung huyét.

Hiém gap: suy than cé hdi phuc, ting creatin kinase, tiéu co van, Hoi
ching Stevens-Johnson ciing da dugc bao cao.

Dé€ thudc xa tdm tay cla tré em
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Hudng dan sl dung thuéc

Poc ky huéng dan sl dung truéc khi dung

Théntrong

Phi mach, cé thé de doa dén tinh mang va suy hd hap cép cdn dudc
diéu tri khdn cép, da dugc bao cdo trong sudt qua trinh giam sat &
bé&nh nhan sau khi uéng liéu ddu tién va & bénh nhan diéu tri véi
pregabalin trong thdai gian dai. B&nh nhan dung thudc khac cé lién
quan dén phu mach (thudc tic ché men chuyén) cé thé tdng nguy cd
phu mach.

Nguing st dung pregabalin khi cé phé&n (iing qua man xay ra, bao gom
phu mach (mét, quanh miéng, dudng ho hép trén).

Ngiing thudc dat ngdt gay tang tdn sudt co giat, nhiing déu hiéu 1&
thudc thudc nhu mat ngl, budn non, nhic déu, tiéu chay. Gidm liéu
pregabalin tif tif trong vong 1 tudn. Can danh gid bénh nhan vé tién
s lam dyng thudc va theo ddi cac triéu ching khi lam dung
pregabalin.

Tré em dudi 18 tudi, ngudi cao tudi.

Téng can: Pregabalin gay tang trong lugng cd thé lién quan dén liéu
va thai gian dung thudc; tuy nhién, tang can khéng lién quan dén chi
s& kh&i lugng cd thé (BMI) trudc khi diéu trj, gidi tinh ho&c tudi, va
ciing khéng do phu. Tuy trong nghién ctiu ngén han cé kiém soat,
tang can khéng két hgp vdibién ddi lam sang quan trong vé huyétap,
nhung tac dyng lau dai vé tim mach chua dugc lam r6. Ngoai ra,
pregabalin kh&ng lam mét kiém soat glucose huyét.

Bénh nhan dai thdo dudng bi tdng cén trong qua trinh diéu trj vdi
pregabalin cé thé cdn phai diéu chinh cac thudc chéng dai thao
dudng dang sl dyng.

Suy than da dugc bao cdo khi diéu tri vdi pregabalin, trong mot s6
truéing hdp, tac dung nay cé thé dao ngugc khingling st dung thudc.
Suy tim sung huy&t da dugc bao cdo d vai bénh nhan dang diéu trj vdi
pregabalin, phan I6n & b&nh nhan cao tudi c6 chic nang tim mach
suy giam va c6 thé mat di khi ngirng st dung thudc. Cén thén trong
khi sl dung pregabalin & nhiing bénh nhan nay.

Céc thudc chéng co giat, ké ca pregabalin thuong lam tang nguy co
©6 suy nghi/ hanh vi ty sat. Do dé, bénh nhan cdn dugdc gidm sat chat
ché vé cac biéu hién trdm cam, khuynh hudng mudn ty sat, nhing
hanh vi bat thudng trong qué trinh diéu tri va cin thdng bao vdi béc st
ngay khi cac ddu hiéu trén xudt hién.

Céc anh hudng dén thdn kinh trung uong (chéng mét, buén ngd, méat
y thic, IG |an, suy gidm tinh thdn): Pregabalin c6 thé gy chéng mat,
budn ngil nén lam t&ng nguy cd gay ra cAc tai nan bt ngd (té nga) &
ngudi cao tudi. Cling c6 bdo cdo vé kha nang gay maty thic, I 1&n,
suy giam tinh thdn. Bé&nh nhan cdn dugc cAnh béo vé nhiing tac ddng
trén.

Nhiing tac déng trén thj giac: DA cé bao céo vé cac tac dung khong
mong muédn trén thi giac (m4t thj gidc, nhin md, cac thay déi khac vé
dd nhay bén cla thi giac), nhiéu triéu ching chibiéu hién thodng qua
va dugc cai thién khi ngiing sl dung thudc.

Khéng c6 di di liéu vé viéc nging st dung thudc chdng ddng kinh
khac trong ché do phéi hgp vdi pregabalin dé chuyén sang
pregabalin don trj liéu khida kim soat dugc con dong kinh.

Céc triéu ching khi ngiing thudc: Sau khi ngiing diéu tri vdi
pregabalin, cac tridu chiing ngling thudic c6 thé gap nhu mat nga, dau
ddu, budn ndn, mét méi, tiéu chay, héi ching cum, cing thdng, trdm
cam, dau, ti€t nhiéu md hdi, chéng mat. Cén théng béo cho bénh
nhéan vé van dé trén ngay khi khdi déu tri liéu. Cac con ddng kinh
ciing cé thé xay trong va ngay sau khingltng st dung pregabalin.
Trong diéu tri dau thén kinh trung udng do tdn thuong tly séng, cac
tac dung khéng mong mudn néi chung, trén hé than kinh trung uong
va déc biét tinh trang budn ngl gia tang. Cén can nhéc khi sl dung
pregabalin.

Da c6 bao cdo vé vide gidm chic nang dudng tiéu hoa dudi (tac rudt,
tdo bén) khi st dyng pregabalin phdi hgp vdi cac thude cé kha nang
géy tdo bon (thudc giam dau opioid). Khi phdi hgp cac thudc trén, cé
thé can bién phap ngén ngiia tdo bon, déc biét & bénh nhan nif va
ngudi cao tudi.

Cén than trong vdi cac b&nh nhan cé tién sl nghién thudc. Theo doi
céac ddu hiéu lam dung thuéc (nhu nhén thudc, xu hudng tang liéu
hay hanh vi tim kiém thudc).

Céc trudng hgp bénh nao da dugc béao cdo, phén Idn xuét hién d
bé&nh nhé&n cé cac bénh nguy co.

- Ché& phdm Premilin 75 mg c6 chifa lactose, bénh nhan méc céc réi
loan di truyén hiém gap vé dung nap galactose, thi€éu hut Lapp
lactase hay rdi loan hép thu glucose — galactose khéng nén sl dyung
thudc nay.

Tuong tac thudc va cac dang tuong tac khac

- Do pregabalin dugc thai trif chi yéu qua nudc tiéu & dang chua
chuyén héa, mét lugng khdng dang ké dugc chuyén hoa (< 2% clia
liu diing dugc tim thay trong nudc tiéu & dang chuyén héa), khéng
gén vai protein huyét tuong, pregabalin khéng tao ra tudng téc, ho#c
bi tuong tac dugc déng hoc voi cdc thubc chdng dong kinh
(carbamazepin, lamotrigin, phenytoin, phenobarbital, valproat va
topiramat), thudc tri dai thdo dudng (glyburid, insulin, metformin),
thudc Igi tiéu (furosemid), thuéc tranh thai dudng uéng.

- Thuéc e ché men chuyén: ting nguy cd phu mach khi diing chung
vdipregabalin.

- Thubc chbng déng kinh: Téc dd hép thu pregabalin c6 thé gidm nhe
khidung chung vdi gabapentin.

- Thudc trj d4i thdo dudng: Tang nguy co tdng can va phu ngoai bién
khi dung pregabalin vdi thiazolidindion.

- Thudc Uc ché thdn kinh trung vong (opiat, benzodiazepin): c6 thé anh
hudng x&u dén hé th&n kinh trung udng (buén nga).

- Lorazepam, oxycodon, ethanol:tdng thém réi loan nhan thic va chiic
nang van dong khi dung phdi hgp véi pregabalin. Khéng cé tac dong
lam sang quan trong nao dén sy hd hap.

Quaé lidu va cach xd tri

- Céc ddu hiéu cla viéc dung thudc qua liéu c6 thé bao gém rdi loan
ca&m xuc, ngli ga, tinh trang I 1&n, trAm c&m, lo 4u, b6n chén.

Khéng cé tac dung khéng mong mudn nao dugc béo céo trong
truéng hop qua liéu dén 15 g. Qua liéu pregabalin can tién hanh céc
bién phap bé trg c6 thé gém ca thdm tach mau néu cén thiét.

Sidyng thudc cho phu nii mang thai va cho con bii

- Thoi ky mang thai: Chua c6 céc di liéu ddy di vé dung pregabalin
trén phu nif c6 thai. Nguy cd vé rli ro trén ngudi chua dugc biét. Do
vay, khong dung pregabalin khi dang mang thai trif khi Igi ich mang lai
cho ngudi me quan trong hon nhiting kha nang rii ro ¢é thé xay ra cho
thai nhi. S& dung bién phap tranh thai cé hiéu qua cho bénh nhan ni
c6 kha nang thy thai trong thdi gian dung thuéc.

- Thdi ky cho con bu: Chua biét pregabalin c6 bai i€t qua siia me hay
khong; tuy nhién, thudc c6 xudt hién trong stra chudt. Do vay, khéng
dugc nudicon bang sita me khidang dung thuéc.

Tédc dong ctia thudc khivén hanh tau xe, may méc
Pregabalin c6 thé gay chéng mat, budn ngd, réi loan thi gidc. SU
dung thudc than trong khi van hanh tau xe, may mée.

Trinh bay
HOp 03 vix 10 vién nang cuiing. Vibdm Al-PVC trong.

Hop 10 vix 10 vién nang cling. Vibdm Al-PVC trong.

Béao quan: Ndi kho, dudi 30°C. Tranh anh séng.

Tiéuchudn: Tidu chudn cd sd.

Han diing: 36 thang (k& tU ngay s&n xuét).

Luuy
Thudc nay chidiing theo don clia béc si.

Khéng ding thudc qua liéu chidinh

Khéng diing thuéec qué han dung ghi trén bao bi

Théng béo cho bac si nhiing tdc dung khéng mong muén gép
phai khi s dung thudc.

N&u cén thém théng tin xin hoi y kién bac si.
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P& thudc xa tdm tay cua tré em




