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ESTIBALIN 75SMG
ESTIBALIN 150MG

Doc kjy Im-cmg din sit dung trudc khi dung.
Théng bdo ngay cho bdc sy hodc dwoc si nhitng tic dung khong mong mudn gip phai khi sit
dung thudc.

THANH PHAN CONG THUC THUOC

ESTIBALIN 75MG .

Thanh phin dugc chét: Pregabalin 75 mg

Thanh phin t4 dugc: Mannitol, Pregelatinized starch, Tale, V6 nang cting gelatin rong size 1 (mau
vang/mau vang)

ESTIBALIN 150MG

Thanh phén duoc chét: Pregabalin 150 mg

Thanh phén t4 duge: Mannitol, Pregelatinized starch, Talc, V nang cimg gelatin rong size 1 (mau
xanh dwong/mau tring)

DANG BAO CHE
ESTIBALIN 7SMG-
Vién nang ciing gelatin, size 1, mau vang/mau vang, c6 chira bot com mau tréng.

ESTIBALIN 150MG
Vién nang cting gelatin, size 1, mau xanh duong/mau tring, ¢ chita bot cém mau tréng.

CHI PINH
Dau than kinh
Pregabalin dugc chi dinh trong di¢u tri dau than kinh & nguoi 16n.
Béng kinh
Pregabalin duge chi dinh diéu trj hd trg dong kinh cuc bg, c6 hodc khong kém theo dong kinh toan
thé thir phéat & ngudi 16n.
- Réi loan lo Au lan toéa
Pregabalin duge chi dinh diéu tri rbi loan lo 4u lan téa (Generalized Anxiety Disorder - GAD) &
nguoi 16m.
Dau co xo héa
Pregabalin duoc chi dinh dé didu tri chimg dau co xo héa (fibromyalgia).

LIEU DUNG VA CACH DUNG

Khoang li¢u dung 1'LI 150 mg dén 600 mg mdi ngay dugc chia thanh 2-3 lan.

Pregabalm ¢6 thé uong cung thic dn hodc khong.

DPau than kinh

Pidu tr voi pregabalin c6 thé bét dau véi lidu 150 mg mdi ngay. Tuy theo dap ting va kha ning
dung nap ciia timg bénh nhén, lidu diing c6 thé tang 1&n 300 mg/ngay sau khoang thoi gian 3-7 ngay,
va néu can, 6 thé ting dén lidu t6i da 600 mg/ngay sau khoang 7 ngay diéu tri thém.

Dau co xo héa

Liéu thong thuong véi hdu hét bénh nhan 13 tir 300mg dén 450mg/ngay duge chia lam 2 1dn. Mot
s bénh nhan c6 thé dat hiu qua didu trj tdt hon véi lidu 600mg/ngay. Nén khai ddu véi lidu 75mg,
2 14n/ngay (tire 150 mg/ ngdy) va c6 thé ting 18n dén 150 mg, 2 14n/ngdy (tirc 300 mg/ngay) trong
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; \ 1én liéu 225 mg, 2 lan/ngay (tlrc 450 mg/ngay). Néu cén thiét, & mot sb
g va kha ning dung nap cua timg bénh nhan, ¢o thé tang 1én muie lidu tbi
tudn diéu trj thém.

C6 thé bt diu didu tri bang pregabalm véi lidu 150mg mdi ngay. Ty theo dap ung va kha ning

dung nap cia timg bénh nhén, lidu dung ¢6 thé ting 1&n 300 mg/ngdy sau 1 tudn. Co thé ting dén

lidu tbi da 600 mg/ngdy sau 1 tuln diéu trj thém.

Rdi loan lo Gu lan téa

Khoang lidu diing tir 150 mg - 600 mg mdi ngéy dugc chia thanh hai hogic ba 1dn. Cén thudng xuyén
danh gla lai nhu céu diéu tri.

C6 thé bat diu diéu trj bing preg:rabalm v6i lidu 150 mg/ngay. Dya trén dap ung va kha nang dung

ngp cla timg bénh nhén, ¢6 thé ting lidu téi 300 mg/ngay sau 1 tudin didu tri. Sau khi diéu tri thém
1 tudn lidu dung c6 thé tang téi 450 mg/ngdy. C6 thé ting dén lidu tdi da 600 mg/ ngay sau 1 tudn

diéu trj thém

Nngg sur dung pregabalin

Néu phai ngung dung pregabalin, cAn giam lidu tir tir trong thoi gian t61 thidu 1a 1 tuan.

Bénh nhdn suy thdn

Giam liéu trén cac bénh nhan tén thu(mg chtic ning thén phai tiy theo ting cé nhan va theo te do

thanh thai creatinin (CLer) (Xem phan Pdc tinh dwoc djng hoc, Duwge dpng hoc & nhitng nhém

bénh nhan dic biét, Suy thgn), dugce trinh bay trong béng 1, sir dung cong thirc dudi day:
{140-tudi (ndm)}x can ning (kg)

72 x creatinin huyét thanh (mg/dL)

Véi cac bénh nhan dang phai thdm tach m4u, liéu hang ngay clia pregabalin can duoc didu chinh

thy theo chitc ning thin. Bén canh liéu ding hing ngay, nén ding mét lidu bd sung ngay sau mdi 4

gitr thAm tich m4u (xem Bang 1)

Béng 1. Diéu chinh liéu pregabalin theo chitc niing thin

Cler (mL/phit)= x 0,85 dbi voi bénh nhan nir

I(Iélizg :;T !;ﬁ,lat;ini“ Tong liéu pregabalin hang ngiy (mg/ngay)* Ché db litu

> 60 150 300 450 600 BID hoéc TID
30-60 ' 75 150 223 300 BID hoéc TID
15-30 25-50 75 100-150 150 QD hodc BID
<15 25 25-50 50-75 75 QD

Lidu b trg sau khi thim tAch méu (mg)**

Bénh nhan ding lidu don 25 mg/ngay: ding thém mét lidu bd sung 25 mg hoac 50 mg
Bénh nhén ding liéu don 25-50 mg/ngdy: ding thém mot liéu bd sung 50 mg hofc 75 mg
Bénh nhén diing liéu don 50-75 mg/ngay: ding thém mot lidu bd sung 75 mg hodc 100 mg
Bénh nhan ding liéa don 75 mg/ngay: ding thém mét lidu bd sung 100 mg hodc 150 mg

TID = Chia thanh 3 liéw/ngay.
BID = Chia thanh 2 liéw/ngay.
QD = Liéu don/ngay.

2/12

(o]

£ ¥, N
0
o.8\%

=)
. S
— =

4



* Téng ik b ghy) cdn chia theo ché d6 lidu noi trén dé cung cAp mg/lidu.

#* Lidu bo A [1ey bo sung thém duy nhét

Diing thuog #ét Oy gan

Khong cin ¢ enh nhén suy gan (xem phn Ddc tink dwgc dong hoc, Dugc dong hoc

0 nhizng nhom bl nhin dic biét, Suy gan).

Dimng thuéc cho tré em va thidu nién (12-17 tuéi)

Sy an toan va hiéu qué cia pregabalin cho tré em du6i 12 tudi va thiéu nién chua dwoc thidt 1ap.
Khong nén dung thube cho tré em (xem Phn Cac dit lidu an todn tidn 14m sang).

Ding thuéc cho ngudi cao tudi (trén 65 tudi)

Ngudi cao tudi c6 thé cin giam lidu pregabalin do chic nang than suy gidm (xem phin Pdc tinh
dwgc dong hoc, Dwgc dong hoc & nhitng nhém bénh nhin diic bigt, Ngwoi cao tudi (trén 65
tuoi)).

Céch diing

Dung bing dudng ubng.

Pregabalin ¢6 thé uéng cling hodc khong ciing thirc #n.

CHONG CHI PINH
Qué man cam v6i hoat chit hotic véi bit ky t4 duoe nao c6 trong thanh phan ctia thuée.

CANH BAO VA THAN TRONG KHI SU DUNG THUOC

Mot s6 bénh nhén déi théo duong bi ting cAn khi ding pregabalin c6 thé cin didu chinh viée dung

c4c thubc ha dudng huyét.

Sau khi lwu hanh thue, da ¢6 nhitng bdo céo v& phan ting qué min, bao gdm ca ph mach, cén

ngung str dung pregabalin ngay néu c6 tridu chimg phit mach, nhwr phtt mat, phit quanh miéng, hoic

pht dudng hé hép trén.

Didu trj béng pregabalin thudng xdy ra chéng mit va budn ngi, c6 thé ting nguy co xay ra cac tai

nan do chén thuong (ngé) & ngudi cao tudi. P ¢6 cac béo 4o sau khi luu hanh thudc vé& mét y thire,

It 14n va sa sut tinh than. Do véy, bénh nhén phai duge chi din cin than trong cho dén khi quen voi

cde téc dung khong mong mubn c6 thé xay ra ciia thudc.

Sau khi Iiru hanh thude, d4 cé béo cdo vé tinh trang m& mét nhét thdi va mot s6 thay d6i khéc vé thi

luc trén bénh nhén diing pregabalin. Khi ngung ding thuéc, céc tri¢u ching v& thi luc nay c6 thé s&

hét hodc giam bét.

Chua c6 céc dir liéu ddy du vé viée ngung sir dung két hop pregabalin v6i céc thude chéng dong

kinh khac dé dat t6i don tri li¢u véi pregabalin, sau khi da kiém soét duge con dong kinh véi didu

tri két hop.

Trong diéu tri ngéin han va dai han véi pregabalin, sau khi ngung thude, d& quan sat thdy hoi chimg

cai thudc trén mot s§ bénh nhan. Cac tac dung duge nhic dén gdm c6: mAt ngt, dau diu, budn nén,

lo ling, v md héi va tiéu chay.

Pregabalin chwa duge x4c dinh 14 ¢6 tac ddng trén cac thu thé lién quan dén céc loai thude bj lam

dung. B3 ¢ nhitng bdo cdo vé céc trudng hop dung thude sai va lam dyung thudc sau khi Iuu hanh.

Ciing nhu bt k¥ loai thude téc dong trén hé than kinh trung wong (CNS) nao, cin danh gid cdn thén

bénh nhan v& tién str lam dyng thubc va quan sét cée déu hi¢u dung sai hay lam dung pregabalin

trén bénh nhén (vi du: bidu hién tang dung nap thube, ting lidu thude, hanh vi 6m kidm thudc).

Mic du dnh huéng cua vige ngimg thude trén suy than c6 héi phyc chua duoe nghién ctru mét cach

c¢6 hé thong, d4 c6 bdo cdo ring chic nang than duge cai thi¢n sau khi ngung hodc gidm lidu

pregabalin.

Mic du chua xédc dinh duge mdi quan hé nhén qud gitta vige diing pregabalin va bénh suy tim sung

huyét nhung da c6 mét sé bao co sau khi lru hanh thube vé bénh suy tim sung huyét & mot s6 bénh
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jong mot sb thir nghiém ngén han trén céc bénh nhan khong c6 déu hiéu
im hodc mach ngoai vi, khong cé moi lién hé rd rang gifra pht ngoai vi
wdch nhu tang huyet ép hoac suy tim sung huyét. Do du 11eu m%n cac benh

Khuyen cag khi ké don pregabalm dbng thoi véi cde thube nhém opioid do nguy co e
ché hg than kinh trung wong. Trong mét nghién ciru quan sét trén ngudi ding opioid, nhiing bénh
nhan ding pregabalin dong thdi véi mdt thude nhém oipoid bi ting nguy co tir vong lién quan dén
opioid so véi nhitng bénh nhan chi ding opioid don ddc (ti 16 chénh l&ch da didu chinh [adjusted
odds ratio —aOR], 1,68 [CI 95%, 1,19 dén 2,36]).

Phu nit ¢6 kha nidng mang thai/Tranh thai

Sir dung pregabalin trong ba thang dau tién cta thai k¥ ¢6 thé gy ra cic di tit bAm sinh nghiém
trong & thai nhi. Khoéng nén st dung pregabalin trong thdi ky mang thai trir khi lgi ich cho ngudi
me cao hon 16 rang so v&i nguy co tiém 4n cho thai nhi. Phy nit ¢6 kha nang mang thai phai sir dung
bién phdp tranh thai hiéu qua trong qua trinh didu tri (xem phin Si¥ dung thudce & phu nit c6 thai
va cho con b).

Ham lwong natri

Pregabalin chtia it hon 1 mmol natri (23 mg) mdi vién nang ctmg. Bénh nhén c6 ché do in it natri
c6 thé dugc thong béo ring san phim thude ndy v& co ban 1a 'khong chira natri'.

TUONG TAC, TUONG KY CUA THUOC

Do pregabalin dugc thai trir chil yéu qua nuéc tiéu & dang chua chuyén héa, lugng thube chuyén
héa khong déng ké (< 2% cua lidu ding dugce tim thiy trong nude tidu & dang da chuyén héa), khong
tic ché chuyén héa thubc in vitro, va khong gén véi protein huyét twong, pregabalin khong tao ra
tuong tac, hodce bi twong tac duge déng hoc

Trong céc nghién ctu in vivo, khdng quan sit thdy tuong tdc duoc déng hoc 14m sang gifra
pregabalin v&i phenytoin, carbamazepin, acid valproic, lamotrigin, gabapentin, lorazepam,
oxycodon hoic ethanol. Phan tich duge dong hoc trén timg nhém d6i tugng d4 chi ra ring cac thude
diéu tri d4i thao dwong ding dudng udng, cac thude loi tiéu, insulin, phenobarbital, tiagabin va
topiramat, khdng c6 anh hudng ldm sang dang k& nao dén tde d¢ thanh thai pregabalin.

Ding dong thdi pregabalin v6i cac thudc tranh thai dudng uéng norethisteron vi/hoic ethinyl
estradiol khong anh hudng dén sy dn dinh v& dwoc déng hoc cia ca 2 thube. Pregabalin c6 thé anh
huong toi tde dung ctia ethanol va Ierazepam Trong céc thir nghiém 1am sang cé d6i ching, ding
nhiéu lidu pregabalin dudng udng két hop véi oxycodon lorazepam, hodc ethanol khéng gay tac
dong 14m sang quan trong nao dén hoat dong hé hip. Pregabalin duomg nhu lam tdng thém r6i loan
nhén thite va chite ning vén dong tong thé gdy ra boi oxycodon.

Sau khi luvu hanh thudc, d3 c¢6 cdc bio cdo vé suy hd hdp va hén mé & bénh nhan dung pregabahn
va cédc thude tic ché thin kinh trung wong khéc. D ¢6 cdc bdo cdo sau khi luu hanh v& cée bién cb
lién quan dén giam chirc nang dudmg tidu hoa dudi (vi du: tic rudt, liét rudt gay tic nghén, tao bén)
khi dung pregabalin véi cac thube 6 kha néng gy téo bon, vi dy nhu thude giam dau nhém opioid.
Chua c6 nghién ciru cu thé nao vé twong tac duge luc hoe duge tién hanh trén nguoi tinh nguyén
cao tubi.

Tuong ky: Khoéng ap dung.

SUDUNG THUOC G PHU N CO THAT VA CHO CON BU
Phy nir cé thai

Cé it dit liéu vé viéc ding pregabalin & phu nit ¢6 thai.
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quan sat, trong dé bao gom hon 2.700 phu nir mang thai d# phoi nhiém
dit 1iéu duge thu thép thudng quy tr cdc co quan quan ly va déng ky y
w(SaM, Na Uy va Thuy Dién, khong cho thiy hién tuong ting déng ké c4c nguy
i di tatPagiSiBbemighiém trong, két cuc bét loi khi sinh hogic két cuc phét trién thin kinh bt
thudong sau sinh & nhimg phy nit mang thai phoi nhiém véi pregabalin.
Céc di tAt bAm sinh nghiém trong
Ti 18 luu hanh diéu chinh (adjusted prevalence ratio — aPR) va khoang tin c4y (confidence interval
— CI) 95% trong phan tich tdng hop tidu chudn cho cdc trudmg hop phoi nhidm véi pregabalin don
tr liéu so véi cac truong hop khong phoi nhim véi thude chdng dong kinh trong ba thang dau thai
ky 14 1,13 (0,96-1,33).
Céc két cuc khi sinh va két cuc phat trién than kinh sau sinh
Khéng ¢6 phat hién c6 ¥ nghia théng ké nao cho tinh trang thai chét luu, cin ning so sinh thép, sinh
non, tudi thai nhd, diém sé Apgar thap va tat diu nho.
G nhém dbi tugng tré em phoi nhiém trong tir cng, nghién ctru nay khong cung cip bing chimg vé
hién tugng ting nguy co bi rdi loan tang dong giam chu ¥ (Attention Deficit Hyperactivity Disorder
— ADHD), céc rdi loan phd ty ki (Autism Spectrum Disorder-ASD) va thiéu ning tri tué.

b Céc nghién ctru trén ddng vAt da cho thiy tac dung gay doc dén kha ning sinh san. Khéng nén diing
prégabalin khi dang mang thai trir khi lgi ich cho ngudi me vuot trdi nguy co co thé xay ra cho thai
nhi. Phai sir dung céc bién phép trénh thai hidu qua cho phy nit dang trong @9 tudi sinh dé.

Phy nir cho con b

Pregabalin dugc bai tiét vao stta & phu nit dang cho con bt (xem muc Ddc tink duge dpng hoc). Do
tinh an toan cuia pregabalin & tré so sinh chua dugc biét, khong khuyén cdo nudi con bing stta me
trong khi dang diéu trj bing pregabalin. Khi quyét dinh nén ngimg nudi con bing sita me hay ngimg
didu tri bing pregabalin, nén cin nhéc loi ich cia viée nudi con bing sira me cho tré va loi ich ciia
viée didu tri cho me.

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

Pregabalin ¢6 thé gdy chéng mit hodic budn ngt va do vay c¢6 thé anh hudng t6i kha ning 141 xe
hogc van hanh méy moéc. Bénh nhén duge khuyén khéng nén 1ai xe, vin hanh may phitc tap hodc
tham gia cac hoat déng mao hidm khéc cho dén khi bit duge thude ¢6 anh huéng dén kha ning
thue hién cac hoat dong nay khong.

TAC DUNG KHONG MONG MUON CUA THUOC
Chwong trinh thir nghiém 14m sang véi pregabalin duge tién hanh trén hon 12.000 bénh nhén ding
pregabalin, trong d6 trén 7.000 ngudi tham gia thir nghiém mu dbi cé dbi chimg véi gia duge. Céc
tdc dung khéng mong mudn thwong giip nhit duge bdo cdo bao gdbm chéng mit va budn ngl. Céc
tac dung khong mong mudn thudng & mic d nhe dén vira. Trong tht ca cic nghidn cttu cb dbi
chimg, ty 1& ngung ding thude do gip thc dung khong mong mubn 1a 14% & céc bénh nhin dung
pregabalin va 5% & cdc bénh nhan ding gia duge. Cac tic dung khdng mong mubn din dén vide
ngung thudc nhidu nhét & nhém ding pregabalin 1a chéng mat va budn ng.
Céc tac dung khong mong muédn lién quan dén didu trj duge chon loc qua phén tich gdp tir dit liéu
ctia céc cudc nghién ctru 14m sang dugce liét ké trong bang dudi day (Bang 2) theo phan loai hé thdng
- ¢o quan (System Organ Class - SOC). TAn suit cua céc thuit ngit sau day duoc dya vao cac tac
dung khong mong mudn cua thudc ¢6 tinh chit nhan qua thuln tiy trong b dit lidu thir nghiém lam
sang (rat thuomg gap (=1/10), thudmg gap (>1/100, <1/10), it gip (> 171000, < 1/100) va hiém gip
(<.1/1000)).
Céc thc dung khong mong mubn cta thude ligt ké trong bang c6 thé lién quan dén cée bénh tiém &n
va/hoiic cac thube phéi hop.
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ng mudn xay ra trong thit nghiém 1im sang

khong mong mudn

Thuong gédp

Viém miii hong

R&i loan méu va hé bach huyét

ft gap

Giam bach cau trung tinh

Réi loan dinh dudng va chuyén héa

Thudng gap

Téng cam gidc ngon miéng

ft gap

Chén in, ha dudng huyét

Réi loan v& tAm th

n
~

an

Hung cam, la 14n, c4u kinh, trAim cam, rbi loan dinh huéng, mit ngd, gidm

Thuromg gip ham mubn tinh duc.

- Ao giéc, thao thirc, bdn chon, khi sic giam, khi sfc tang, tinh khi that thudng,

It gap mdng mi, khé dién dat bang 16i néi, ting ham muén tinh duc, mat kha ning
dat cuc khoai.

Hiém gap Hoang loan, thiéu kiém ché, the o.

Réi loan hé thin kinh

Rét thudng gip | Chéng mit, budn ngu
Mit didu hoa, phdi hop bét thuong, , loan véin ngdn, mét tri nhé, suy giam

Thudng gap tri nh&, mat tp trung, di cam, gidm cam gidc, gidm dau, réi loan thing bang,
ngu lim.

) Ngét, ching giét co, tang hoat dﬁng tam than van dong, rdi loan vén dong,
It gép chéng mat tur thé, run hitu ¥, rung giit nhén cau, rdi loan nhén thire, rdi loan
ngbén ngit, gidm phan xa, tng xuc gidc, cdm gidc rat bong.

Hiém gip Sting sd, loan khiru gidc, gidm vén dong co, mét vi gide, chimg khé viét
Réi loan v& mét
Thudng gép Nhin mé, song thi
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it o ;’ CO PEOA; iac ngoai bien, r6i loan thi lyc, sung mat, giam thj trudng, giam thi
84p DWC:T*“EIL%Y u 4t, mo6i mét, hoa mét, khd mét, ting chay nude mit, kich tng mét.

DA g.! ANG

= »-“ déng vé thi luc, thay di cAm nhén vé @6 su ciia anh, gifin ddng tir, lac
HE 2 , anh nhin bi sdng.

R&i loan v& tai va tai trong

Thuong gép Choéng mat

it gap Téng thinh luc

Réi loan v& tim

it gap Nhip tim nhanh, block nhi thit d6 1, nhip chdm xoang

e ﬁiém gip Nhip nhanh xoang, loan nhip xoang
Réi loan v& mach
it gap I-ia huyét 4p, ting huyét ap, néng bimg, dé bimg, lanh chéan tay
R6i loan ho hép, ngue va trung thit
It gap Khé the, chiay mau cam, ho, sung huyét miii, viém miii, ngdy
Hiém giip T4c nghén hong, khd mii.
Réi loan dudng tiéu héa
Thuong gép I\ién, tdo boén, d%‘ly hoi, truéng bung, khé miéng

- It gip Trao nguge da day thuc quan, ting tiét nude bot, gidm xUc giac O miéng
Hiém gip Tran dich mang bung, viém tuy, khé nubt

Réi loan da va md dudi da

ft gap Moc nét sdn dé, ndi mé day, toat md hoi
Hiém gap To4t md hoi lanh

A A ~ 5 A 1A A
Ro1 loan vé hé co xuong va md lién két

Thuong gép Chuf_)t rt, dau khép, dau lung, dau chi, co thit co c¢d

ft gap Sung cac khép, dau co, rung co, dau cd, climg co
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it gap wwong ki€m soét, bi tiéu

Hiém gip

Suy than, thiéu niéu

R&i loan v& tuyén vii va hé sinh sén

It gap R&i loan cuong, rbi loan chite ning tinh duc, chim phéng tinh, dau bung kinh
Hiém gip Dau vii, mét kinh, vi tiét dich, to v

Réi loan toan than va tai chd

= Thudng i Phii ngoai vi, phi né, déng di bét thudng, ngd, cdm gidc say rugu, cam gidc

bét thudng, mét moi

It giip Ph toan thén, tic ngue, dau, sot, khat, lanh run, suy nhuoc

Xét nghiém

Thuong gap Téng cén
Tang creatin phosphokinase huyet, tédng alanin aminotransferase huyet téng

ft gép aspartat aminotransferase huyét, ting glucose huyét, giam sé luong tiéu ciu,
giam kali huyét, giam cén

Hiém gaip Giam té bao bach cdu, ting creatinin huyét.

Céc tac dung khéng mong mudn sau ddy duoc bdo céo trong qua trinh THEO DOI SAU KHI LUU
HANH:

R&i loan hé midn dich: it gip: Qua min; Hiém gap: phu mach, phan (ng di u’ng

R&i loan h@ than kinh: R4t thudmg gap: Pau dau; It gap: Bét tinh, sa st tinh than

R&i loan v& mét: Hiém gip: Viém gidc mac?

Réi loan vé tim: Hiém gip: Suy tim sung huyet

Réi loan hé hép, ngyc va trung thit: Hiém gip: Phi phdis

R&i loan hé tiéu héa: Thuﬁmg gip: Budn ndn, tidu chay; Hiém gép: Sung ludi

Réi loan da va mo dudi da: [t gap Sung mit, ngua

Réi loan vé than va tiét nidu; Hiém gp: Bi tidu

Réi loan tuyén vii va hé sinh san; Hiém gdp: Vi to & nam®

Réi loan toan than va tai chd: ft gép: Kho chiu

§ Tan sudt xuét hién cha tac dung khéng mong mubn duge ude tinh bang cach sir dung “Quy tic 3.
“Quy téc 3, con duoc gox la cong thirc Hanley, duoc sir dung de uoc lugng gidi han trén cia khoang
tin cdy 95% clia xdc suft xay ra céc tac dung khong mong mudn chira thg quan sat dugc trong cic
thu nghiém lam sang. Quy tic nay cho rang “Néu khong ¢6 ai trong sb # bénh nhan ¢6 xdy ra bién
c¢6 ma ching ta quan tAm, thi chiing ta c6 thé tin ciy 95% ring xéc suat dé xay ra bién cb nay tdi da
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¢hia 13 3/n). Noi cach khéc gidi han trén clia khoang tin cdy 95% vai ty 1€

ithie ) ay cfing dwoc khuyén nghi tai huéng dan tém tit dac tinh san phim
ng 9 nam 2009..

v hodc dwgc si nhitng tdc dung khong mong mubn gdp phéi khi si

QUA LIEU VA CACH XU TRIi

Trong trudng hop qua lidu nhung khong qua 15g, khong co6 tac dung khong mong mudn bit ngd
nao dugce bao céo.

Sau kh1 huru hanh thude, céc téc dung phu phd bién nhét duorc béo céo khi ding qua liéu pregabalin
bao gdm rdi loan cam xtic, budn ngg, tinh trang 14 14n, trAm cam, lo &u, v bdn chén. D4 c6 bao céo
bi co giét.

Didu tri qua 11eu pregabalm cin bao gom céc bién phép hd tro tong quét va c6 thé bao gdm ca thim
tach méu néu cin thiét (xem muc Liéu diing va Cédch dung, Bing 1).

PAC TINH DUQC LUC HQC

Nhém duoc 1y: Thude chéng dong kinh

Mi ATC: N03AX16

Hoat cht, pregabalin, 1a mdt chit twong tu nhu acid gamma-aminobutyric (GABA) (acid (S)-3-
(aminomethyl)-5-methylhexanoic).

Cochétéc dung

Pregabalin gén voi 1 tidu don vi phu ( 02- 8 protein) ctia kénh cong dién thé calci trong hé than kinh
trung wong.

Béing chimg tir c4c md hinh dong vét bi tdn thuong thin kinh cho thdy pregabalin giam giai phong
chéit din truydn thin kinh cam thy dau phu thudc canxi & tiy séng, ¢6 thé bing cach ngin can vén
chuyén canxi vd/ hodic giam dong canxi. Bing ching tir cc mé hinh dong vét khac bi t6n thuong
than kinh cho thdy hoat tinh giam dau cia pregabalin ciing c6 thé gian tiép qua twong tic véi cac
duomg thin kinh pho giao cam din truyén béng noradrenalin va serotonin.

Dit liéu tir cac thir nghiém lam sang

Dau than kinh

Hiéu qua cua thubc d4 duoc cho thdy trong cdc nghién ciru vé bénh thin kinh do déi thio dudng va
ching dau than kinh sau zona. Hiéu qué cia thubce chwa dugce nghién ctru trong c4c md hinh dau
thén kinh khic.

Pregabalin d dugc nghién ctru trong 9 nghién ctru 14m sang dbi chimg trong t6i da 13 tudn véi lidu
dung 2 lan/ngay va t6i da 8 tudn véi lidu ding 3 1An/ngay. Nhin chung, cac sé liéu vé an toan va
hiéu qua ctia phac dd lidu 2 1an/ngay va 3 1in/ngay la tuong tw nhau.

Trong céc thir nghiém 1am sang trong t6i da 13 tuln, da quan sat thiy c6 giam dau trong tudn 1 va
dugc duy trl trong sudt thoi gian didu tri.

Trong céc thir nghiém 14m sang c6 d6i ching, 35% bénh nhén dugc diéu tri bing pregabalin va 18%
bénh nhan dung gia duoc da dat mic cai thidn 50% vé diém dau. V6i bénh nhén khéng bi budn ngi,
muc cai thién v& diém dau d6 cling d3 duoc quan sat & 33% bénh nhén didu trj bang pregabalin va
18% bénh nhan ding gia duge. V6i bénh nhan bi budn ngu, ty 18 dap tmg 13 48% dbi véi pregabalin
va'16% dbi véi gia duoe.

Dau co xo hoa

Pon tri lidu bing pregabalin dugc nghién ciru trong 5 nghién ctru dbi chimg bing gia duge, trong
do ¢6 3 nghién ctru trong 12 tudn voi liéu ¢b dinh, mot nghién ctu trong 7 tudn véi lidu ¢b dinh va
mbt nghién ctu trong 6 thdng dé danh gia hidu qua 1au dai. Piéu tri bang pregabalin trong tAt ca cc
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ngh § mPGGﬁl’éil C u'n h dat duge mitc giam dau dang k& lién quan dén dau co xo héa & lidu tir
300\d¢ %WEH%&? @ D).

Trong ‘ /liéu ¢ dinh trong 12 tudin, 40% bénh nhan duge diéu tri béng pregabalin
dat m dau tir 30% tr& 1€n so voi 28% bénh nhan dung gia dugce, 23% bénh nhén

diéu tri dafTove hlf;n diém dau tir 50% trd 16n so v&i 15% bénh nhéan ding gla duge.

Pregabalin dat diém thim dinh téng thé cao hon han so vé6i glé duoc trong thang diém PGIC (Patient
Global Impression of Change - cam gidc thay d6i téng thé ctia bénh nhan) trong 3 nghién cru véi
lidu c6 dinh trong 12 tudn (41% bénh nhén ding pregabalin cdm thiy d& hon rit nhiu hodc d& hon
nhiéu so v&i 29% bénh nhéan dung gia duge). Trong thang diém FIQ (Béng cau héi v& tic dong trong
dau co xo héa), pregabalin dat mitc cai thién c6 y nghia thdng ké v& mit chic ning so véi gia dugce
trong 2 trén 3 nghién citu véi lidu c6 dinh dwoce ddnh gia

Diéu trj bing pregabalin cai thién dang k& chit lugng gidc ngi theo béo c4o cita bénh nhan trong 4
nghién ciu véi liéu cb dinh xéc dinh theo Thang dénh gia gidc ngt trong nghién ctu két qua y hoc
(MOS-SS). Thang dénh gi4 phy vé i loan gidc ngt, chi sb rbi loan gidc nga tdng thé MOS-SS va
nhét ky chét lugng gidc ngti hang ngay.

Trong nghién ctru 6 thang, mirc cai thién dau, diém danh gi4 tng thé (PGIC), chirc ning (tdng diém
FIQ) va gidc ngl (Thang phu v& réi loan gidc ngi cia MOS-SS) duge duy tri & bénh nhan dugce
didu trj bing pregabalin v6i thoi gian dai hon dang ké so véi gia duoe.

Pregabalin 600 mg/ngdy cho mitc cii thién cao hon vé chét lugng gidc ngi theo bao céo cua bénh
nhan so véi lidu 300mg va 450mg/ ngay; téc dung gidm dau binh quan, diém dénh gia tdng thé va
chi s6 FIQ 12 tuong ty gitta lidu 450mg va 600 mg/ ngay, mic dit lidu 600 mg/ ngay duge dung nap
kém hon.

Dong kinh

Pregabalin duoc nghién cru trong 3 nghién ctu 14m sfmg co d61 chiing trong thoi gian 12 tuln véi
liéu dung 2 180/ ngdy va 3 14n/ ngay. Nhin chung, c4c sé liéu v& an toan va hidu qua ctia cac ché d6
liéu 2 14n/ ngay va 3 l4n/ ngay 1a trong ty nhau.

Quan sat thdy tin suit cdc con dong kinh ¢6 giam trong tuén 1.

Réi loan lo du lan téa

Pregabalm dd dugc nghién ctu trong 6 nghlen ctru 1am sang c6 dbi chimg trong thoi gian 4 dn 6
tudn, mdt nghién ctru trén bénh nhan cao tudi trong thdi gian 8 tudn va mot nghién ciru ngén ngtra
tai phat dai hgm voi mot giai doan ngan ngira tai phat mu doi trong thoi gian 6 thang.

Quan sit thdy c6 glam céc tri¢u chimg roi loan lo 4u lan tda theo Thang danh gia lo 4u Hamilton
(HAM-A) trong tuén 1.

Trong céc thir nghiém 18m sang c6 dbi chiing (thoi gian 4-8 tudn), 52% bénh nhan dugre d1eu tri
bang pregabalin va 38% bénh nhén dung gia duoc da dat muc cai thién ft nhét 13 50% téng sb didm
theo thang HAM-A tir khi bét ddu didu tri cho t6i khi két thic diéu tri.

PAC TINH DUQC PONG HOC

Dugc ddng hoc & trang thai én dinh cta pregabalin 14 tuong tu nhau ¢ nhitng nguoi tinh nguyén
khée manh, cac bénh nhan dong kinh dang ding thudc chéng dong kinh, va céc bénh nhan dau man
tinh. -

Hip thu

Pregabalin duge hdp thu nhanh khi uong lic d6i, ndng d6 dinh trong huyét twong dat dugc sau 1 gioy
trong ca ché dd ding don lidu va da lidu. Sinh kha dung dudng uong cia pregabalin khoang > 90%
va khéng phy thude vao lidu ding. Khi ding nhic lai, tinh trang On dinh dat duoc trong vong 24
dén 48 gidv. Ty 18 hip thu cta pregabalin gidm khi ding ciing thirc dn din dén Cpax gidm khoang 25-
30% Vva tmax bi chim khoang 2,5 gid. Tuy nhién, ding pregabalin cing v6i thirc #n khong c6 anh
huong 14m sang dang ké nao dén mirc d6 hép thu pregabalin.
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Pregabalm dlxt;rc chuyen hoéa khong dang ké trong co thé nguorl Sau khi dung pregabalin ¢6 danh

déu phéng xa, khoéng 98% hoat tinh phong xa dugc tim thdy trong nuée tiéu 1a ciia pregabalin &

dang chua chuyén héa. Dan xuét N-niethyl ciia pregabalin, 14 chét chuyén héa chinh ctia pregabalin

duge tim thiy trong nudce tiéu, chiém khoang 0,9% lidu dung. Trong céc nghién ctru tidn 14m sang,

khong c6 d4u hidu nao v& sy bién dbi pregabalin dang ddng phan S thanh ddng phan R.

Thai trir

Pregabalin duoc thai trir khoi hé tuén hoan chu yéu do bai tiét qua thén duéi dang khong chuyén

hoa.

Thoi gian ban thai trung binh cta pregabalin 14 6,3 gid. D6 thanh thai huyét twong va d6 thanh thai

thin clia pregabalin ty 1€ thuin véi d§ thanh thai creatinin (xem muc Déc tinh duoc déng hoc, Dugc
e dong hoc & nhitng nhém bénh nhén d4c biét, Suy théan).

Cén diéu chinh liéu cho bénh nhén bj suy chirc ning than hodic dang thdm tach méau (xem Muc Lidu

dung va cach dung, Bang 1).

Tuyén tinh/ Phi tuyén tinh

Duge dong hoc ctia pregabalin 14 tuyén tinh trong khoang liéu khuyén céo hing ngay. D§ bién thién

dwoc dong hoc gifta cac ddi tugng clia pregabalin 14 thip (<20%). Duge dong hoc da lidu c6 thé dy

doan dugc tir dir lidu cia lidu don. Do d6, khéng cén kiém tra dinh ky ndng d6 pregabalin trong

huyét tuong.

Duoc dong hoc & nhu‘ng nhém bénh nhédn dic bigt

Gidi tinh

Céc thir nghiém 1am sang cho thdy gidi tinh khéng c6 anh huéng 1am sang dang ké nao dén ndng

d6 pregabalin trong huyét tuong.

Suy thén

D thanh thai pregabalin ty 1¢ thuén véi d6 thanh thai creatinin. Ngoai ra, pregabalin dugc loai bo

hiéu qua khoi huyét tuong qua thim tach mau (sau 4 gi diéu tri thdm tach mau, ndng d6 pregabalin
L= trong huyét trong giam khoang 50%). Vi thai trir qua than la duong thai trir chinh, cin giam lidu

cho bénh nhan suy than va ding liéu bd sung sau khi thim tach méu (xem muc Lidu ding va cich

dung, Bing I).

Suy gan

Chua c6 nghién ciru duge ddng hoc cu thé nao duoc tién hanh trén bénh nhén suy chire ning gan.

Vi pregabalin duoc chuyén hoa khong déng ké va thai trir chi yéu qua nuéc tidu dudi dang thudc

khong dcq’ii,r bénh nhan suy chirc niing gan dy kién s& khong c6 thay dbi déang ké vé ndng d6 pregabalin

trong huyét tuong.

Nguoi cao tubi (trén 65 tudi)

D¢ thanh thai pregabalin ¢6 xu huéng giam khi tudi cao. Mirc giam d§ thanh thai pregabalin ding

qua dudng ubng nhit quan véi mirc gidm do thanh thai creatinin khi tudi cao. C6 thé cin giam lidu

pregabalin cho céc bénh nhan ton thuong chire ning than do tudi cao (xem muc Liéu ding va cich

diung, Bing 1).

Phu nit cho con bu

Dugc dong hoc ciia 150 mg pregabalin ding mdi 12 gitr (liéu hang ngay 300 mg) dwoc dénh gid &

10 phy nit dang tiét sita duoc tdi thiéu 12 tudn sau khi sinh. Su tiét sita it anh huéng hogc khéng anh

huong dén duge dong hoc cua pregabalin, Pregabalin tiét véo sita me véi ndng d6 6n dinh trung
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r\ St me (gia sir luong sfta bé bu trung binh 14 150 mL/kg/ ngay) 13 0,31
theg/mg/kg s& 1a khoang 7% liéu ctia me.

ESTIBALIN 150MG: Hop 3 vi x 10 vién nang ciing

BAO QUAN
Bao quan & nhiét d6 dudi 30°C, tranh 4m.

TIEU CHUAN CHAT LUQNG: TCCS

HAN DUNG
24 théang ké tir ngay san xuét.

L CO SO SAN XUAT
Sén xuét tai An Do boi:
SUNGLOW LIFESCIENCE PRIVATE LIMITED
S.No.208/1A, 208/2A1B, 220/3B, Nelvoy-Thirumukkoodal Road, Kattankulam Village,
Uthiramerur Taluk, Kancheepuram Dist, Pin — 631 606, Tamil Nadu, India
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