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R Thude nay chi ding theo don thuée

TO HUONG DAN SU DUNG THUOC

I_)HARBARELIN = Vién nang citng
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DE XA TAM TAY TRE EM, ' .
POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.

THANH PHAN CONG THUC THUOC:

Vién nang Pharbarelin 25:

Théinh phan diegc chdt: Pregabalinl .............c.cveevvrrerrvinsessssressssesssmesesssssmsn 25,0 mg.
Thanh phan té dwgc: Lactose 200 mesh, amidon (tinh bét ngd), natri starch glycolat (DST),
colloidal silicon dioxyd, magnesi stearat vira di 1 vién.

Vién nang Pharbarelin 50:

Thémh phdn diege chdt: Pregabalin ............c..coevvvvveeevimieenesiersireasiensesassnnnns 50,0 mg.
Thanh phffn ta dwoc: Lactose 200 mesh, amidon (tinh b{t ngd), natri starch glycolat (DST),
colloidal silicon dioxyd, magnesi stearat vira du 1 vién.

Vién nang Pharbarelin 75:

Théink philn diegre chat: PREABEIN ....c.ocvviviiissinicivesionsiorss srssiiassdoniassssnsinn 75,0 mg.
Thanh phdn té dwoc: Lactose 200 mesh, amidon (tinh bt ngd), natri starch glycolat (DST),
colloidal silicon dioxyd, magnesi stearat vira dui 1 vién.

Vién nang Pharbarelin 100:

Think phdvi ditgre Ehdit: PRREADANN ....cc.ovvvviisisiasimmimissssssiossssnumnsssnsassssssnsss 100,0 mg.
Thanh phdn té duoc: Lactose 200 mesh, amidon (tinh b6t ngd), natri starch glycolat (DST),
colloidal silicon dioxyd, magnesi stearat vira di 1 vién.

Vién nang Pharbarelin 150:

Thémh phan dige chadt: Pregabalin ...............cooevuvvvviuiniisiesnisesnsiasassnnsnane 150,0 mg.
Thanh phdn ta duoe: Lactose 200 mesh, amidon (tinh bt ngd), natri starch glycolat (DST),
colloidal silicon dioxyd, magnesi stearat vira du 1 vién.

Vién nang Pharbarelin 300:

Thanh phan dwoc chat: Pregabalin ...............c.cccccvieeeeiiisieeeiiiieeeeeeeeen 300,0 mg.
Thanh phan té dwoc: Lactose 200 mesh, amidon (tinh bot ngd), natri starch glycolat (DST),
colloidal silicon dioxyd, magnesi stearat vira du 1 vién.

DANG BAO CHE:

Vién nang Pharbarelin 25: Vién nang ciing sb 2, than nang mau tim, nép nang mau tim, bén
trong c6 chira bot thubc mau tréng dén tring nga. Vién béng dep, lanh lin khong mép méo.
Vién nang Pharbarelin 50: Vién nang cimg sb 2, than nang mau tim, ndp nang mau tim, bén
trong c6 chira bjt thuéc mau tring dén tring nga. Vién bong dep, lanh lin khéng maop méo.
Vién nang Pharbarelin 75: Vién nang cimg s6 2, than nang mau tring, nip nang mau do, bén
trong ¢6 chira bot thube mau tring dén tring ngé. Vién béng dep, lanh lin khong mop méo.
Vién nang Pharbarelin 100: Vién nang ctmg s6 2, thin nang mau tring, ndp nang mau do,
bén trong c6 chira bt thube mau tring dén tring nga. Vién béng dep, lanh lin khong mop
méo.

Vién nang Pharbarelin 150: Vién nang ciing s6 2, thin nang mau tréng, nip nang mau do,
bén trong c6 chira bot thube mau tring dén tring nga. Vién bong dep, lanh lin khong mop
méo.
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Vién nang Pharbarelin 300: Vién nang cimg s6 0, than nang mau tring, nip nang mau xanh,
bén trong c6 chira bt thubc mau tring dén tring nga. Vién béng dep, lanh lin khong mép
méo.

CHi DINH:

Dau thén kinh

Pregabalin dugc chi dinh trong diéu tri dau thin kinh & ngudi 16n.

Dong kinh

Pregabalin duoc chi dinh diéu tri hd trg dong kinh cuc bo, c6 hodc khong kém theo dong kinh
toan bg thir phét & ngudi lon.

R&i loan lo &u lan toa

Pregabalin dugc chi dinh diéu tri réi loan lo 4u lan téa (Generalized Anxiety Disorder - GAD)
& ngudi 16n.

Pau co xo hoa

Pregabalin dugc chi dinh dé diéu trj chimg dau co xo héa (fibromyalgia).

CACH DUNG - LIEU DUNG:

* Cach dung

Pregabalin ¢6 thé ubng cling thirc dn hoic khong.

* Liéu din

Khoang lidu ding tir 150 mg dén 600 mg mdi ngay dugc chia thanh 2 — 3 lin.

Pau thén kinh

Pilu tri v6i pregabalin c6 thé bit dau véi lidu 150 mg moi ngay. Tiy theo ddp tng va kha
néng dung nap cua timg bénh nhén, lidu dung c6 the tang 1én 300 mg/ngay sau khoang thoi
gian 3 — 7 ngdy, va néu can, cé thé ting dén liéu téi da 600 mg/ngiy sau khoang 7 ngay diéu
tri thém.
ﬂgugm

Co6 thé bat dau diéu tri bang pregabalin v6i lidu 150 mg mdi ngay. Ty theo dap img va kha
ning dung Jap ciia timg bénh nhan, liéu dﬁng ¢6 thé ting 1én 300 mg/ngay sau 1 tudn. C6 thé
ting dén liéu t6i da 600 mg/ngay sau 1 tudn diéu tri thém.

R&i loan lo 4u lan toa

Khoang liéu ding tir 150 mg — 600 mg mdi ngdy duge chia thanh 2 hodc 3 1&n. Cin thudng
xuyen danh gid lai nhu céu diéu tri.

Co6 thé bat dau diéu tri bang pregabalin v6i heu 150 mg/ngay. Dya trén dap ing va kha ning
dung nap cua ttmg bénh nhan, ¢ thé tang lidu t6i 300 mg/ngdy sau 1 tudn d1eu tri. Sau khi
diéu tri thém 1 tuan liéu ding c6 thé ting t6i 450 mg/ngdy. C6 thé ting lidu t6i da 600
mg/ngay sau 1 tudn diéu tri thém.

Pau co xo hoéa

Lidu thong thuong voi hau hét bénh nhén la tir 300 mg dén 450 mg/ngay dugc chia lam 2 1n.
Mot s6 bénh nhan c6 thé dat hidu qua diéu tri tot hon véi lidu 600 mg/ngdy. Nén khoi déu véi
lidu 75 mg, 2 lan/ngay (tc 150 mg/ngay) va cb thé ting 1én dén 150 mg, 2 lan/ngay (tirc 300
mg/ngay) trong vong 1 tuan tiy theo higu qua va kha ning dung nap. Bénh nhan khong c6 dip
(g day du vé6i liéu 300 mg/ngay c6 thé ting Ién liéu 225 mg, 2 lan/ngdy (tic 450 mg/ngay).
Néu cin thiét, & mot sé bénh nhén, tiy theo dép tmg va kha ning dung nap ciia ting bénh
nhén, ¢6 thé ting 1én mic liéu t5i da 1a 600 mg/ngay sau 1 tudn diéu tri thém.

NEUTIE sir dung pregabalin

Néu phai ngung ding pregabalin, cn giam liéu tir tir trong thoi gian t6i thiéu 1a 1 tudn.

Bénh nhdn suy than

Giam liéu trén cac bénh nhén tén thuong chirc ning than phai tity theo timg cé nhan va theo
tdc dd thanh thai creatinin (CLer), dugc trinh bay trong bang 1, sir dung cong thic dudi day:

{140 — tudi (ndm) x cén ning (kg)
Cler (mL/phit)= x 0,85 v6i bénh nhdn n
72 x creatinin huyét thanh (mg/dl)

vl
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V6i cdc bénh nhan dang dang phai thdm phan maéu, lidu hang ngay clia pregabalin cin duge
diéu chinh tiy theo chic nang thén. Bén canh liéu dung hiang ngiy, nén ding mat lidu bd
sung ngay sau moi 4 gid thim tach mau.

Bang 1: Piéu chinh liéu pregabalin theo chirc ning than

Thanh  thai | Tong liéu pregabalin hang ngdy | Ché d liéu

creatinin (mg/ngay)*

(CLer)

(mL/phit)

=60 150 300 450 600 | Chia thanh 2 liéu/ngay hodc chia thanh 3
lieu/ngay

30-60 75 150 225 300 | Chia thanh 2 liéu/ngay hoic chia thanh 3
lidu/ngay

15-30 25— 75 100 - | 150 | Liéu don/ngay hodc chia thanh 2 liéu/ngay

50 150
<15 25 25- [50-75| 75 Liéu don/ngay
50

Licu bd tro sau khi thim tach méu (mg)**

Bénh nhan diing liéu don 25 mg/ngdy: diing them mdt liéu bd sung 25 mg hodic 50 mg
Bénh nhan dung liéu don 25 - 50 mg/ngay: diing thém mot liéu bd sung 50 mg hogic 75 mg
Bénh nhéan diung liéu don 50 - 75 mg/ngay: ding thém mc}t lidu bd sung 75 mg hodc 100 mg
Bénh nhén dung liéu don 75 mg/ngay: ding thém mot liéu bd sung 100 mg hodc 150 mg

* Tong liéu hang ngay (mg/ngay) can chia theo ché d6 lidu ndi trén dé cung cip mg/liéu.

** [ idu bd sung 12 liéu bd sung thém duy nhit.

Diing thuoc trén bénh nhan suy gan

Khéng can didu chinh liu trén bénh nhén suy gan.

Ding cho tré em va thiéu nién (12 — 17 tuéi)

Su an toan va hi¢u qua cia pregabalin cho tré em dudi 12 tudi va thiéu nién chua duoc thiét
lap.

Khéng nén ding thude cho tré em.

Dimng thudc cho ngudi cao tuéi (trén 65 tuoi)

Nguoi cao tudi c6 thé can giam liéu pregabalin do chirc ning than suy giam.

CHONG CHI PINH:

Qu4 man v6i hoat chit hoiic bit ky ta duge nao cia thude.

CANH BAO VA THAN TRONG KHI DUNG THUOC:

M5t s& bénh nhén tiéu dudng bi ting cén khi ding pregabalin c6 thé cin diéu chinh viée ding
céc thudc ha dudng huyét.

Sau khi luu hanh thudc, da cé nhitng bao cdo vé phan img qua man, bao gém ca phi mach.
Cén ngung sir dung pregabalin ngay néu c6 tridu chimg phii mach, nhu phd mat, phi quanh
miéng, hodc phu dudng hd hap trén.

Diéu tri bﬁng pregabalin thuong xay ra chong mat va budn ngu, c¢b thé ting nguy co xay ra
cac tai nan do chin thucmg (ngd) & ngudi cao tudi. DA c6 cdc bdo cdo sau khi luu hanh thube
vé mat y thirc, 1 1dn va sa siit tinh than. Do véy, bénh nhan phéi dwoc chi din cén than trong
cho dén khi queén voi céc tac dung khong mong mubn c6 thé xay ra ctia thudc.

Sau khi luu hanh thude, da c6 bao céo vé tinh trang m& mét nhét thoi va mot sé thay ddi khac
vé thi lyc trén bénh nhan ding pregabalin. Khi ngung ding thudc, céc triéu chimg vé thi luc
ndy c6 thé s& hét hodc giam bét. -
Chua c6 céc dir ligu day du vé viéc ngung sir dung két hop pregabalin véi céc thude chéng
dong kinh khéc dé dat téi don tri liéu v&i pregabalin, sau khi da kiém soat dugc con dong kinh
v6i diéu tri két hop.

Trong diéu tri ngén han va dai han véi pregabalin, sau khi ngung thubc, da quan st thy hoi
chimg cai thudc trén mot s6 bénh nhan. Céc téc dung duoc nhic dén gbm c6: mat ngn, dau
dau, budn nén, lo ling, v md hdi va tidu chay.
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Pregabalin chua dugc xac dinh la co tac dong trén céc thy thé lién quan dén céc loai thudc bi
lam dung hay khéng. P cé nhiing béo cdo vé céc trudng hop ding thubc sai va lam dung
thudc sau khi luu hanh. Cung nhu bat ky loai thuoc tdc dong trén hé than kinh trung wong
(CNS) nao, can dénh gla cAn than bénh nhan dé tim hiéu v tién sir lam dung thude va quan
sat cdc ddu hiéu dung sai hay lam dung pregabalm trén bénh nhan (vi du: biéu hién ting dung
nap thuéc, ting lidu thudc, hanh vi tim kiém thudc).
Mic du anh hudng cua viée ngl.mg thudc trén suy than ¢é hdi phuc chwa duoce nghlen ctru mot
cach c6 hé thdng, dd cb béo cdo ring chirc ning than dwogc cai thién sau khi ngimg hodc giam
lidu pregabalin.
Mic di chua xdce dinh dugc m01 quan hé nhan qua giira viéc dung pregabalin va bénh suy tlm
sung huyét nhung da c6 mot sb bdo cdo sau khi qu hanh thuéc vé bénh suy tim sung huyét &
mot s6 bénh nhén ding pregabalm Trong mot sd thir nghiém ngﬁn han trén cdc bénh nhén
khéng c¢6 déu hiéu 1am sang clia céc bénh vé& tim hojic mach ngoai vi, khéng c6 mbi lién hé 13
rang gifra phii ngoai vi va céc bién chimg tim mach nhu ting huyét dp hodc suy tim sung
huyét. Do dit liéu trén céc bénh nhén suy tim sung huyét ngng con han ché, can than trong khi
dung pregabalin trén cac bénh nhan nay.
Luu y vi thude c6 chira ta duqc lactose, nén nhitng bénh nhén khéng dung nap lactose do
thiéu men lactase hogc kém hép thu glucose — galactase khong nén dung thudc nay.
SU’ DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU:
- Phu nif ¢6 thai:
Chua c6 céc dif lidu ddy di vé viéc ding pregabalin trén phu nit ¢6 thai.
Cac nghlen curu trén dong vit di cho théy tac dung gdy doc trén kha néng sinh san. Chua biét
rd vé nguy co cé thé xay ra trén ngudi. Do viy, khéng nén ding pregabalin khi dang mang
thai trir khi loi ich mang lai cho nguoi me vuot trdi so véi nguy co ¢ thé xay ra cho thai nhi.
Nén sir dung cdc bién phap tranh thai hiéu qua cho phu nit dang trong d tudi sinh de.
- Phu nir cho con bu:
Pregabalin dugc bai tiét qua sita & phu nr cho con bii. Do tinh an toan cua pregabaltn O tré
nho chwa duge biét, nén khong khuyen céo nudi con bing sita me khi dang dleu tri bang
pregabalin. Khi quyét dinh nén ngung nudi con bang sita me hay ngung diéu tri bing
pregabalin thi can can nhic gtﬁ*a loi ich cia viée nubi con bing sita me ddi véi tré va lgi ich
khi diéu tri bing thuoc nay doi voi ngudi me.
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Pregabalin co thé giy chéng mit hodc budn ngu va do vay c6 thé anh hudng téi kha nang lai
xe hodc védn hanh méy moc. Do vy, bénh nhan dugc khuyen khong nén lai xe, van hanh may
phtre tap hogic tham gia cdc hoat dgng mao hiém khéc cho dén khi xdc dinh dugce thude c6 anh
hudng dén vu;c thuc hién céac hoat dong nay hay khong.
TUONG TAC, TUONG KY CUA THUOC:
Do pregabalin duoc thai trir chu yéu qua nude tiéu & dang chua chuyén héa, lugng thube
chuyen héa khong dang ké (<2% cua liéu ding duge tim thay trong nude tiéu & dang da
chuyen héa), khong rc ché chuyen héa thube in vitro, va khong gan véi protein huyét twong,
pregabalin khong tao ra tuong tic, ho#ic bi tuong tic dugc ddng hoc.
Trong cdc nghlen ciru in vivo, khéng quan st thiy twong tdc dugc dong hoc ldm sang giita
pregabalin véi phenytoin, carbamazepln, acid valproic, lamotrigin, gabapentin, loracham,
oxycodon hogc ethanol. Phén tich dugc dong hoc trén timg nhém d6i tugng da chi ra ring céc
thubc diéu trj tiéu dudng ding dudng udng, cic thuoc lgi tleu insulin, phenobarbital, tiagabin
va topiramat, khong c6 anh hudng lam sang ding ké nao den tc do thanh thai pregabalin.
Diing dong thoi pregabalin véi cic thuoc tranh thai dudng udng norethisteron va /hodc ethinyl
estradiol khong anh huong dén sw 6n dinh vé duge dong hoc clia ca 2 thude. Pregabalin c6 thé
anh huodng téi tac dung cua ethanol va lomzepam Trong céc thir nghiém ldm sang c6 dbi
chimg, ding nhiéu liéu pregabalin duong udng két 'hop v&i oxycodon, lorazepam, hodc
ethanol khéng gy tac dong 1am sang quan trong nao dén hoat dong ho hép. Pregabalin dudng
nhur 1am ting thém rbi loan nhén thirc va chirc ndng van dong, tdng thé gay ra bai oxycodon.
Sau khi lwu hanh thuée, da ¢6 céc bdo cdo ve suy hé hap va hon mé ¢ bénh nhan din
pregabahn va céc thudc trc ché thin kinh trung wong khéc. D3 c6 bio cdo sau khi lwu hanh vé
cac bién cb lién quan dén gidm chirc ning dudng tiéu héa dudi (vi dy: tic rudt, liét rudt gay
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tic nghén, tdo boén) khi ding pregabalin v6i céc thudc c6 kha ning gdy téo bon, vi du nhu
thude giam dau nhém oplold

Chua c6 nghién ciru cu thé ndo vé tuong tic duge luc hoc dugce tién hanh trén ngudi tinh
nguyén cao tudi.

TAC DUNG KHONG MONG MUON:

Chuong trinh thir nghiém ldm sang véi pregaba]m duoc tién hanh trén hon 12.000 bénh nhén
dung pregabalin, trong d6 trén 7.000 ngum tham gia thir nghiém mu déi co dol ching voi gta
duge. Céc tac dung khéng mong mudn thucmg gip nhat duoc bao cdo bao gdm chéng mat va
budn ngu. Céc tdc dyng khong mong mudn thudng & mirc dg nhe dén vira. Trong tat ca cac
nghién ctru ¢6 ddi ching, ty 1€ ngung diing thudc do giip tic dung khéng mong mudn 1a 14%
& céc benh nhén dung pregabalm vd 5% & céc bénh nhan dung gia duge. Céc tac dung khong
mong muén din dén viéc ngung thudc nhiéu nhit & nhém ding pregabalin 1a chéng mit va
budn ngi.

Céc tac dung khong mong mudn lién quan dén diéu tri dugc chon loc qua phén tich gop tir dit
liéu cua cac cude nghién ctru 1am sang dugc ligt ké trong bang duéi diy (Bang 2) theo phén
loai hé théng — co quan (System Organ Class — SOC). Téan suat cua céc thudt ngir sau day
duogc dya vao tic dung khong mong mudn clia thudc c6 tinh chdt nhan qua thuan tiy trong bd
dir liéu thir nghlem lam sang (rat thuomg gip (> 1/10), thudng gip (> 1/100, <1/10), it gip (>
1/1000, <1/100) va hiém gip (<1a’1000))

Céc tac dung khong mong muon cua thude lidt ké trong bang ¢6 thé lién quan dén céc bénh
tiém 4n va/hodic cic thude phdi hop.

Bang 2: Tac dung khéng mong mudn xay ra trong thir nghiém 1am sang

2R Sogt isg X ok Téc dung khéng mong mubn
quan
Nhiém khudn va nhiém ky sinh tring
Thudng gip | Viém mii hau
RGi loan mau va hé bach huyét
It gap | Giam bach ciu trung tinh
R6i logn dinh duing va chuyén hoa
Thudng gép Téng cam gidc ngon migng
It gap Chan an, ha dudng huyet
Réi logn vé tam than
Thudng gip Hung cém, li 1an, céu kinh, tram cam, roi loan dinh hudng,
i mét ng, giam ham mudn tinh duc.
Ao gidc, thao thirc, bon chdn, tram cam, hung cam, tinh khi
it gap thit - thudng, mong mi, khé dién dat bing ludi néi, ting ham
mudn tinh duc, méit kha nang dat cuc khodi.
Hiém gip Hoang loan, mét phan xa c¢6 diéu kién, thd o.
R6i loan hé than kinh
Rét thudng gip Chong mat, budn ngi
Mit diéu hoa, diéu phdi bét thudng, run, loan vén ngén, mat
Thudng gip tri nhé, suy glam tri nhé, mat tép trung, di cam, giam cam
g:ac giam dau, r6i loan thing bing, ngu lim.
Ngat chimg giét co, tdng hoat dong tAm than van dong, roi
: loan vén dong, chéng mit tu thé, run hitu y, rung gidt nhan
It gap
cau, roi loan nhén thirc, réi loan ngdn ngir, gidm phan xa,
tidng xtic gidc, cdm gidc néng bong. !
k| Sitng sd, loan khiru gide, giam vdn dong co, mat vi gidc,
ERan gip chimg kho viét.
Roi loan vé mdit
Hay giép Nhin m¢, song thi.
it géip Mit thi gidc ngoai bién, 1o loan thi luc, sung mét, giam thi
5 luc, dau mét, moi mét, hoa mat, khd mit, ting chay nudc
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mat, kich tng mit. .
Dao dgng vé thi lyc, thay d6i cam nhén vé d6 sau cua anh,
gidn dong tir, lac mat, anh nhin bi séng.

Hiém giip

Réi logn vé tai va tai trong

Thudng gip Mét thing bing.

It gip Téng thinh lye.

Roi loan vé tim

it gap Nhip tim nhanh, block nhi that d 1, nhip chim xoang.
Hiém gip Nhip nhanh xoang, loan nhip xoang.

Réi loan vé mach

ft gip Ha huyét ap, tang huyét 4p, néng bimg, do bimg, lanh chan
tay.

R6i loan hé hdp, nguc va trung that
Khé thd, chiy méu cam, ho, sung huyét miii, viém mii,

it gip

ngay.
Hiém gap Téc nghén hong, kho miii.
Réi logn dieong tiéu héa
Thudmg giip Nén, tdo bon, diy hoi, truéng bung, khé miéng.
A Bénh thyc quan hoi luu, ting tiét nude bot, gidm xic gide &
It gép P
miéng
Hiém gap Tran dich mang bung, viém tuy, khé nuét.
Réi loan da va mé dwéi da
it gap Moc nbt san do, ndi mé day, todt md hoi.
Hiém gip Toat md héi lanh.
RGi loan vé hé co xwong va mo lién két
Thuong gip Chut rit, dau khop, dau lung, dau chi, co thit ¢d tir cung.
It gap Sung céc khdp, dau co, rung co, dau o, cing co.
Hiém gip Tiéu co van.
Roi loan vé than va diong tiét niéu
it gdp Tiéu khong kiém sodt, bi tiéu.
| Hiém gap Suy thén, thiéu ni¢u.

R6i logn vé tuyén vii va hé sinh san

it géip R&i loan cuong duong, roi loan tinh duc, chim phéng tinh,
dau bung kinh.

Hiém gip Dau v, mit kinh, v tiét dich, to vi.

Réi loan toan than va tai cho

Phu ngoai vi, phu né, dang di bat thuong, ngd, cam gidc say

Thuong gip ruQu, cam gidc bét thuomg_mf;t moi.
It gip Phul toan thén, tic nguc, dau, sot, khat, lanh run, suy nhugc.
Thdam khdam
Thudng gép Tang can.
Téang creatin phosphokmesa huyét, tang alanin
¥ gip aminotransferase huyet, ting aspartat ammotransferase
: huyct ting glucose huyét, giam s6 luong tiéu ciu, giam kali
huyét, giam can.
Hiém gip Giam t% bao bach cau, tang creatinin huyét.
Théng bdo ngay cho bac st hodc dwge st nhifng phan tmg c6 hai gap phai khi st dung thudc.
QUA LIEU VA CACH XU TRI:
Trong trudong hop qua lidu nhung khong quéa 15g, khéng c6 tdc dung khong mong mudn bét
ngd nao dugc bdo céo

Ciéc tac dung phd bién nhét dugc bao c4o khi ding qua liu pregabalin bao gém: rdi loan cam
xtic, budn ngu, tinh trang 1o lan, tram cam, lo au, va bdn chon.
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Diéu tri qua liéu pregabahn cdn bao gdm céc bién phap hd tro tdng quét va c6 thé bao gdm ca
thdm tdch mau néu cén thict.

PAC TINH DUQC LUC HQC:

Nhém tri liéu: Chéng dong kinh.

Ma ATC: NO3AX16

Hoat chét chinh, pregabalin, 12 mdt chét twong ty nhu acid gamma-aminobutyric (GABA)
(acid (S)-3- (ammomethyl) S—mcthylhexanmc)

Prcgabalm gén v4i 1 tiéu don vi phu (02-8 protein) ciia kénh calci cbng dién thé trong hé
thong thin kinh trung wong.

Béng chung tlr mo hinh dong vat c6 tdn thuong than kinh chi ra ring pregabalin giam giai
phéng chit din truyén than kinh cam thu dau phu thudc vao canxi ¢ tiy song, c6 thé thong
qua sy ngén can van chuyen canxi va/hodic giam dong canxi. Bing chimg tir cdc mé hinh  dong
vat khac c6 tén thuong thin kinh cho thdy hoat tinh giam dau ctia pregabalin ciing c6 thé gidn
tiép qua cic tuong tic véi cde con dudng phé giao cam va serotonin.

PAC TINH DUQC PONG HOC:

Hap thu

Pregabalin dugc hflp thu nhanh khi uong lic doi, ndng do dinh trong huyét twong dat dugc sau
1 gio trong ca ché do ding don liéu va da lidu. Sinh kha dung dudng uong cua pregabalm
khoang > 90% va khong phu thuge vao lidu dung Khi dir dung nhéc lai, tinh trang 6n dinh dat
duge trong khoang 24 — 48 gid. Ty 1é hép thu cia pregabalin glam khi dung ciing thirc &n din
dén Cmax giam khodng 25 — 30% V2 tmax bi chdm khoang 2,5 gi¢. Tuy nhién, ding pregabalin
cuing véi thite &n khéng c6 anh hudng 1dm sang dang ké nao dén mirc dg hip thu pregabalin.
Phén b

Thé tich phén bé bleu kién cia pregabalm sau khi dung duong ubng la khoang 0,56 L/kh.
Pregabalin khong gén véi protein huyét tuong.

Chuyén héa

Pregabalin duge chuyén héa khong déang ké trong co thé ngudi. Sau khi ding pregabalm o
danh déu phéng xa, khoang 98% hoat tinh phong xa duge tim thdy trong nudce tiéu la cia
pregabalm & dang chua chuyén héa. Dan Xuit N-methylat cua pregabalin, chit chuyén héa
chinh cua pregabalin dugc tim thiy trong nudc tiéu, chiém khoang 0,9% lidu ding.

Thai trir

Pregabalm duoc thai trir khéi hé tudn hoan chii yéu do bai tiét qua than dudi dang khong
chuyen hoa.

Thoi gian ban thai trung binh ctia pregabalin 1a 6,3 gid. Téc do thanh thai pregabalin huyct
tuong va toc do thanh thai than ty 1é thudn voi tdc do thanh thai creatmln

Cén Phﬂl diéu chinh 11eu cho cdc bénh nhén suy than hoéc phai thidm tach mau .

Tuyén tinh/khéng tuyén tinh

Dugc dong hoc cua pregabalin l1a tuyen tinh trong khoang liéu khuyen c4o hang ngay. P bién
thién dugc dong hoc giita cdc dbi tuong cua pregabalin 1 thip (<20%). Céc dic tinh duoc
dong hoc cua che do da lidu co thé du doan duoc tir céc dif liéu cia liéu don. Vi vdy khong
can thiét phai kiém tra dinh ky ndng d6 pregabalin trong huyét twong.

Duoc dong hoc & quin thé bénh nhén dic biét

Gidi tinh: Céc thu nghiém ldm sang cho thay gi6i tinh anh hwdng khéng ding ké c6 y nghia
1am sang dén ndng dé pregabalin huyét twong.

Suy thdn: DG thanh thal pregabalin ty 1¢ thuén véi d§ thanh thai creatlmn Hon nita, thdm tach
mau ¢6 thé loai bo phan lon pregabalm khoi huyét tuong (sau mdi 4 gid thim tach mau nong
dod pregabal;n huyét tuong giam khoang 50%) Do thén 14 dudng thai trir chinh cta thude nén
cén giam liéu & bénh nhén suy than va bd sung lidu sau khi thAm tdch mau.

Suy gan: Khong c6 nhitng nghién ctru duoc dong hoc dac biét thuc hién trén bf;nh nhén suy
giam chuc nang gan. Do prcgabalm hau nhu khong chuyén héa va duge bai tiét nguyén ven
chu yéu qua nudc tiéu nén suy giam chirc nang gan dugc du doén s& lam thay ddi khong déng
Kké nong do pregabahn trong huyét tuong.

Nguoi cao tuoi (trén 65 tuoi): DO thanh thai creatinin c¢6 xu hudng giam theo sy gia ting cla
tuoi. Sy giam nay khi ubng pregabalin phit hgp véi viéc giam d¢ thanh thai creatinin lién quan
dén tudi. Cn giam liéu prebagalin trén cac bénh nhén tén thwong chirc ning than do tudi cao.
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Tré em

Duqc dong hoc cua prcgabalm duoc danh gla trén tré em méc bénh dong kinh (nhém tudi: 1
dén 23 thang tudi, 2 dén 6 tudi, 7 dén 11 tudi va 12 dén 16 tudi) voi licu 2,5; 5; 10 va 15
mg/kg/mgay trong mot nghlcn clru dung nap va nghién ctru dugc dong hoc cua thude.

Nghién ciru trén tré em udng pregabalin lic déi cho thiy thoi gian dé dat ndng d6 dinh cla
thudc trong huyét twong 12 twong tu nhau & cic nhém tudi va tmax 12 0,5 gir dén 2 gidr sau khi
uong.

& mbi nhém tudi, Cmax v AUC ciia pregabalin ting tuyén tinh véi liéu. AUC thép hon 30% &
tré dudi 30kg do dd thanh thai ting 43% so vai tré c6 can néing >30 kg.

Thoi gian ban thai trung binh khoang 3 dén 4 gid & tré em < 6 tudi, va 4 dén 6 gid & tré tir 7
tudi trdr 1én.

Phan tich dugc dong hoc thé hién do thanh thai creatinin 12 mot bién doc 14p ciia d thanh thai
pregabalin dudng udng, trong lugng co thé 1a mét bién doc lap cta Vd khi ding dudng udng,
va mbi quan hé nay 1a twong ty nhau & tré em va ngudi 16n.

Dugc dong hoc pregabalin & bénh nhan dudi 3 thang tudi chua dwoc nghién ctru.

QUY CACH PONG GOI: Hép 3 vi x 10 vién nén kém theo huéng dan sir dung.

PIEU KIEN BAO QUAN:Noi khé, dudi 30°C, trénh anh séng.

HAN DUNG 24 théng ké tir ngdy san xut.

TIEU CHUAN CHAT LU ()N G: TCCS.

TEN, PIA CHi CUA co SO SAN XUAT:

Cbng ty ¢b phin Dugc phdm Trung wong I - Pharbaco

160 Toén Pirc Théng - Ha Néi - Viét Nam

%urer®  Pién thoai: 024-38454561; 024-38454562
San xuat tai: Thanh Xuan - Séc Son - Ha )
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