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RICA,,/

Thong tin thudc cho can b y 1@

Thudc ban theo dom,

Doc kj hudmg din sir dung trude khi ding.
Théng bao rg:ay cho bac si hodc duge si nhirng tac dung khéng mong mudn gip phai khi
sir dung thubc.

DE xa tim tay tré em,

1. THANH PHAN CAU TAO CUA THUGC

MBI vién nang cimg chira 75 mg hodc 150 mg pregabalin.

1.1 Danh sach ta dugc

Monohydrat lactose, tinh bét ngd, talc, vo nang (chia gelatin, nud, titan dioxid, sit oxid da,
natri laurilsulfat, silica colloidal khan, muc in mau den SW-9008/-9009).

2. DANG BAO CHE
Vién nang gelatin cung

Vién nang 75 mg: Vién nang gelatin cimg miu Tring va Cam, ndp nang c6 chir ‘Pfizer’ vi thin
nang cé chir ‘PGN 75' In bang muc den,

Vién nang 150 mg: Vién nang gelatin cimg mau tring, ndp nang cd chir 'Pfizer’ vi thn nang cd
chir ‘PGN 150" in bang muc den.

3. CAC DAC TINH DUQC LUC HOC VA DUQC DONG HOC
3.1, Pactinh duge lyc hoc
Nham duoc Iy diéu tr: Thudc chding déng kinh, M3 ATC: NOAX16

Hoat chit, pregabalin, 1& mét chit trong tir nhir acid gamma-aminobutyric (CABA) (acid
{8)-3-laminomethyl}-5 hylhexanoic).

Cor ché tae dung

Pregabalin gn véi 1 tiéu don vi phu (a2-8 protein) ciia kénh cdng dign thé calci trong hé thin
kinh trung wong.

Bdng chimg tir cac md hinh ddng vat bi tn thuong thin kinh cho 1h5y6pregaballn giam glai
phang chét dan truyén thin kinh cam thy dau phu thugc canxi & tly séng, cd th bang cach ngin
cén van ch‘u\mn canxi \r'aahnic gidm dong canxl. Bing chimg tir cic md h‘th ﬂ@ngﬂ_\rjt khéc bj tén
thueng than kinh ch thiy hoat tinh gidm dau cia pregabalin ciing cd thé gian tiép qua tuang
tac voi cac dudmg thin kinh phé giao cim din truyén bing noradrenalin va seratonin.

Kinh nghlém lim sing

Bau thin kinh

Hiéu qui ciia thudc da dige cho thiy trong cac nghién cou vé bénh thin kinh do tiéu duong va
t_hsL'mg dau thin kinh sau zona. Higu qui cla thudc chura duoe nghién ciu trong cac mé hinh dau
than kinh khac,

Pregabalin da dugc nghién ciu trong 9 nghién ciru lim sang déi chimg trong tdi da 13 tuln voi
ligu diing 2 |an/ngdy va 16l da & tuin véi liéu ding 3 1dn/ngay. Nhin chung, cac 58 ligu vé an
todn va hidu qud clia phic 46 liéu 2 1An/ngay va 3 1in/ngay 13 trong tw nhau,

Trong cdc thir nghiém lam sang trong tdi da 13 tudn, da quan sit thiy ¢o gidm dau trong Tudn 1
v dugtc duy tri trong suét thi gian diéu tr,

Trong céc thir nghiém Iam sang co ddi chimg, 35% bénh nhan duroc didu tr| bing pregabalin vi
18% bénh nhin ding gia duge di dat mic cai thign 50% vé digm dau. V&i bénh nhin khéng bi
budn ng, mirc ci thién vé diém dau dd cing d3 durgc quan sat & 33% benh nhian diéu tri bing
pregabalin va 18% bénh nhan ding glé duorc. Vil bEnh nhin bj budn ngd, ty 1€ dip img 11 48%
déi vai pregabalin va 16% déi véi gia duc.

Hau co xo hda

Ban trj liéu bing pregabalin dugc nghién cinu trong § nghién i a8 chimg bing gié dugr,
trong d6 c6 3 nghién ciu trong 12 tudn _qéi liéu €& dinh, mét nghién ciu trong 7 tudn vii lidu cé
dinh va mat nghién ciru trong & thang dé dinh gid hifu qud liu dai. Bigu trj bing pregabalin
trong tdt cd cac nghién ciu v lidu cd dinh dat durge mire gidm dau déng ke lién quan dén dau
co xo héa & liéu 1 300 dén 600 ma/naay (BID),

Trong 3 nghién ciru yoi lidu cd dinh trong 12 twin, 40% binll nhin duge diéu tri bing pregabalin
dat mirc cai thién diém dau tir 30% tro lén so véi 28% bénh nhin dung gia dugc, 23% bénh nhan
diéu tri dat mirc cdi thign digm dau tir 50% trédr 180 so véi 15% bénh nhin diing gia dugc.
Pregabalin dat diém thdm dinh téng the cao hon hén so véi gid dgv: trong thang diém PCIC
{Patient Global Impression of Change - Cim gidc thay ddl téng th ciia bénh nhdn) trong 3
nghién ciru véi liu cd dinh trong 12 tudn (41% bénh nhan ding pregabalin cam thiy da hon rit
nhiéu hodc di hon nhiéu sa véi 29% bénh nhin ding gid dugc), Trong thang diém FIQ (Bing cau
héi v tac dang trong dau co xo hoa), pregabalin dat muc cai thién 6 § nghia thong ke vé mat
chirc ndng so véi gid durre trong 2 trén 3 nghién ciru véi ligu cf dinh duoc dinh gld.

Diu trj bing pre?a)balm cii thién ding k& chit luong gide ngd theo bdo cao ciia bénh nhin trong
4 nghién ciru véi liu ¢ dinh xac dinh theo Thang danh gid gidc nall trong nghién ciu kit qud y
hoc (MOS—SS}’.‘ Thang dénh gid phu vé réi loan gidc ngy, chi sa ¢di loan giac ngu tdng the MOS-55
vi nhit ky chit lugng gidc ngl hing ngay,

Trong nghién ciru 6 thing, mirc cdi thign dau, diém dinh gid tdng thé (PGIC), chirc nidng (tong
diém FIQ) va gidc ngu (Thang phu vé réi loan giac ngu clia MOS-55) duoc duy tri & bénh nhin
duec digu tri bang pregabalin v thii gian dai hon ding ké so vai gid duoc.

Pregabalin 600 mg/ngay cho mirc cal thién cao hon vé chat lugng gidc nad theo bdo cao cla
biinh nhin so véi lidu 300 mg va 450 mag/ngdy; tac dung gidm dau binh quin, diém dinh gia
tong thé, va chi sé FIQ I3 tuong ty gidra lidu 450mg vi 600 ma/nady, mic di lidu 600 me/ngdy
duge dung nap kém hon, |

Pregahalin dugrc nghién ciru trang 3 nghién ciru 1dm sing ¢6 dél chimg trong thai gian 12 twidn
o lidu dung 2 ldn/ngdy va 3 1in/ngay. Nhin chung, cic sB liéu vé an toan va hidu qua cla cic
ché dé liéu 2 lan/ngay va 3 lin/ngay la tuong ty nhau,

Quan st thiy tdn sult cdc con ding kinh cd gidm trong Tudn 1.

Rai loan lo du fan tda

Pregabalin da dugc nghién ciru trong & nohién ciu 1im sang cd dé| chimg trong ther gian 4 dén
6 tudn, mdt nghién ciu trén bénh nhin cao twéi trong théd gian B tuin va mat nghién clu ngan
ngira tal phat dal han véi mét gial doan ngdn ngira tal phat mi d6i trong thoi gian 6 thang,
Quan sdt thdy cb gidm cdc triéu ching réi loan lo du lan toa theo Thang danh gid lo du Hamilton
{HAM-A) trong Tuan 1.

Trong cic thir nghiém Iim sang cé d6 ching (théd gian 4-8 tudn), 52% bénh nhan duoc didu trj

bang pregabalin va 38% bénh nhan ding gia duoc da dat mic cdi thién it nhdt ld 50% tdng s&
diém theo thang HAM-A tir khi bat ddu digu tri cho téi khi két thic didu tr,

3.2, Cic dic tinh dwoc déng hoc

Duoc déng hoc & trang thal dn dinh ciia pregabalin 13 twomg 1 nhau & nhirng ngudl tinh nguyén
khoe m?‘nh, cac bénh nhan dang kinh dang ding thudc chéng déng kinh, va cic bénh nhan dau
man tinh. "

Hip thu

Pregabalin durgc hdp thu nhanh khi udna lic déi, néng 46 dinh trong huyét tuong dat duot sau 1
gier trong cd ché do ding don liéu va da liéu. Sinh khd dung dubmg uﬁng cia pregabalin khoang
= 90% va khong phu thudc vao liéu ding. Khi ding nhic Ial, tinh trang 6n dinh q‘ak dggr. trong
vong 24 dén 48 gio. Ty Ie hip thu cia pregabalin gidm khi ding ¢ing thic dn din dén Crax
gidm khodng 25-30% va tmax bi cham khoang 2,5 gidr. Tuy nhién, dung pregabalin cing val thirc
in khong cé anh hudng lam sang dang ké nao dén mirc dd hap thu pregabalin.

Phin b

Céc nghién citu tién 1am sang cho thiy pregabalin di qua hang rao mau ndo & chudt nht, chudt
cbng v khi. Pregabalin qua dugrc nhau thai & chugt clgng vé xudt hién trong sira chudt. O ngudi,
thé tich phin b bigu kién cla pregabalin sau khi ding duéng udng 1a khodng 0,56 L kg.
Pregabalin khing gin v protein huyét twang. |

Chuyén héa |

Ptieugabaiin dug::h:\rén hé:hkh:‘:n ding ké trong co thi ng{um Sau khi dung pr lin cd dang
dau phing xa. khodng 8% hoat tinh phon: durge tim thay trong nude tiéy |a cua pregabalin
dang chura chuyén hda, Din x’u&-ﬂm‘étwg nﬁpmgah-m, l{ chit n héa chinh cia

pregabalin dirge tim thay trong ntrde tisy, chigm khadng 0,9% liéu ding. Trong cac nghlén ciu
tién |3m sdng, khéng co diu higu nao vé su bién dai pregabalin dang dong phin § thanh ddng
phdn R.

Thai trir

Pregabalin duge thii trir khéi hé tudn hodn chi yEu do bai tiét qua thin dudi dang khéng chuyén
hoa.

Thixl gian ban thal trang binh cda pregabalin 13 6,3 gitr. 88 thanh thal huygt tvong va d6 thanh
thdi than cla pregabalin ty 12 thudn voi d8 thanh thai creatinin (xem Muc 3.2 Cic dic tinh dugc
déng hoc, Dugc ddng hoc & nhimg nhém bénh nhin dic biét, Suy thin),

Cdn diéu chinh liéu che bénh nhin bj suy chirc ndng than hodc dang tham tach mau (xem Muc
5.2 Ligu ding v cach ding, Bing 1).

PAALD416L

Tuyén tinh/bat tuyén tinh

Dugic diing hoc cla pregabalin 13 tuyén tinh trang khodng liéy khuyén cdo hang naay. D3 bién
thién dugc dang hoc gilra cdc di trang clia pregabalin 12 thip (<20%). Duoc ddng hoc da liu c6
the dur dodn dugre tir dir liéu cia ligu dom. Do do, khing cin kiém tra dinh ky ndng db pregabalin
trong huyét tuong.

Duge ding hoc & nhirng nhom bénh nhin dic bigt

Gidi tinh

Céc thir nghiém |dm sang cho thdy gidi tinh khdng cé anh hudng |im sang ding ké nio dén
néng dé pregabalin trong huyét tuong.

Suy thin

6 thanh thii pregabalin ty & thudn véri df thanh thii creatinin, Ngoi ra, pregabalin duoic loai
ba higu quéa khéi huyét trong qua thim tich mau (sau 4 giér diéu trj thim tich mau, ndng do
pregabalin trong huyét twong giam khodng 50%), Vi thii trir qua thin 13 dung tha trir chinh,
cin giim liéu cho bénh nhin suy thin va ding ligu bé sung sau khi thim tich mau (xem Muc 5.2
Ligu ding va cach ding, Bing 1).

Suy gan

Chura c6 nghién ciru duor ding hoc cu thé ndo duac tién hanh trén bénh nhan suy chire ning
gan, Vi pregabalin dugc chuyén hoa khéna dang ke vé thii trir chil yéu qua nuoc tiéu dudi dang
thufic khiing ddi, bénh nhdn suy chirc ndng gan du kién s& khdng ¢4 thay dai ding ké vé nong
d6 pregabalin trang huyét twong,

Ngudi cao tudi (trén 65 tudi)

D4 thanh thai pregabalin co xu hiéng giam khi tudi cao. Mirc gidm dé thanh thii pregabalin
diing qua dwmg udng nhit quin voi mic gidm d thanh thii creatinin khi tudi cao. Co thé cin
gidm liéu pregabalin cho cac bénh nhin tan thuong chire ning thin do tudi cao (xem Muc 5.2
Liéu ding va cich ding, Bang 1).

Phu nir cho con bi

Durgre ddng hoc clia 150 mg pregabalin ding mél 12 gi&r (liéu hang ngay 300 my) duoc danh gia
@ 10 phu nir dang tiét sira dugc t8i thidy 12 tudn sau khi sinh. Sur tiét sira ft anh hudng hodc
khéing dnh hudng dén dupc ding hoc cua pregabalin. Pregabalin tiét vio sira me vér nomﬁ an
dinh trung binh khodng 76% sa vl ndng do tmr? huyét twong clia me. Lidu pregabalin udc tinh
trung binh ma tré nhin hang ngdy tir sira me (gia sir lugng sira bé b trung binh 14 150 mL/kg/
ngay) 14 0,31 mg/kg/ngay, néu tinh thes mg/kg s& 14 khoang 7% lidu cisa me,

3.3, Dir ligu an toan tién lim sang

Trong céc nghién ciru théng thutng vé an toan duoc Iy trén dng vit, pregabalin dugc dung nap
tét & lidu didu tri. Trong cac nghién cinu vé ddc tinh voi liéu nhac lai trén chudt cing va khi, di
quan st thiy cac dnh hudng dén hé than kinh trung wong, bao gom gidm vin déng, ting vin
déng v mit khi ning diéu hoa co. Thidmg quan sat thy hign twong ting ty |é teo vng mac &
chudt cng gla bach tang sau khi diing pregabalin dai han & [1éu 25 In |1éu trung binh cho
nguol & ligu [dm sang khuyén cde tdi da.

Tac dung gdy quéi thal

Pregabalin khing gdy qudi thai & chut nhit, chudt cdng va thé. Dic tinh cho thai phi & chudt
eing va thé chi xdy ra & khi ding lidu cao hon liéu sir dung trén ngudl, Trong cic nghién clru
dac tinh trudre/sau khi sinh, pregabalin gdy déc tinh phit trién trén con non cba chudt céng &
lidu >2 1in liéu khuyén cio ti da trén nguii, %0 S

Khi ning gay ot blén gen
Pregabalin khong gy déc cho gen dua trén cic xét nghiém in witro va in vivo,
Khd ning gay ung thu

Cac nghién ciru hai ndm vé kha ndng gdy ung thir clia pregabalin duoc tién hanh trén chubt nhe

va chubt céing, Khéing phat hién dwoc khdi u nao trén chudt tdng dung liéu gip 24 In liéu trung

binh trén ngurdi val liéu 1im sang khuyén cdo tdi da 12 600 ma/ngdy. O chubt nhit véi lidu ding

tuong tu ligu ding trung binh trén ngudi, khdng thiy ting ty 18 hinh thanh khal u, nhung <6 ghi

nhin ting ty I& u mach mau (haemangiosarcoma) & liéu ding cao han. Co ché khang giy dac

cho gen cda su hinh thinh khii 4 do pregabalin gy ra trén chudt nhat lién quan déndcéc thay dai

VE tieu cliu va di lién véi tang sinh t& bia ndi mac, Cac thay ddi v tigu cdu khbng xudt hlérl o

chudt cdng va nguin theo dir lidu lam sang ngan han hodc kéo dil cé gigi han, Khing 6 bang

chifng néo vé cac nguy co trén nguit.

O chudt céng chua truding thanh, cic loal dgc tinh khéng khic nhau vé chit so véi & chudt

truding thanh. Tuy nhién chudt cong chua truding thanh nhay cam hon. O ligu didu tri, co cic ddu

higu 13m sing cia hé thin kinh trung vong (CNS) 13 ting hoat dang vi nghién ring va mét sé

thay dél vé tang lruc'm'in{l.'lt chi ting can nhit thisi). Cac tac dung trén chu ky ding due quan sét

thiy ¢ liéu cao gdp 5 1n Tiu co tic dung diéd tri & AGUST QUAR Sar thy eac tic o g 5

vi thiin kinh/nhan thirc & chudt cng chura truding thanh 1-2 tudn sau khi ding liéu >2 lin (phin

xa gidt minh vgi dm thanh) hodc >5 Idn (khd ndng tiép thu,/tri nha) lidu ¢d tic dung diéu tri trén

nguei. Quan sit th!g gidm phdn xa gidt minh véi dm thanh & chudt cing chura trudng thanh 1-2

tudn sau khi dung lidu >2 13n lidu cd tic dung didu trl & ngui. 9 tudn sau khi ding thude, khing

et thily cic tic dung nay nira.

4. QUY CACH DONG GOI

Lyrica (pregabalin) 75 mg: Hop 4 vi PVC/nham, méi vi chira 14 vién nang cifng.

Lyrica (pregabalin) 150 mg: Hiip 4 vi PVC/nhém, mdi vi chira 14 vién nang cimg.

5. CHI DINH, LIEU DUNG, CACH DUNG, CHONG CHI BINH

5.1 Chidinh

Dau thin kinh

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

Béng kinh

Pregabalin duoc chi dinh didu tri hd tro dong kinh cuc bd, 6 hodc khang kém theo dong kinh

toan thé thir phit & nguéi lan. L . N

Réi loan o du lan téa

Pregabalin duoc chi dinh diéu trj r8l loan lo &u lan tda (Generalized Anxiety Disorder - GAD) &

naur 16m.

Bau co xo hoa

Pregabalin dusoic chi dinh dé didu ti chimg dau co xo hda (fibromyalgia).

5.2  Liéu dung va cach ding

Khadng liéu ding tir 150 mg dén 600 mg méi ngdy dugc chia thanh 2-3 Idn,

Pregabalin ¢6 thé udng cung thirc dn hodc khang.

Bau than kinh e ) 5 ; o

Biéu tri vai pregabalin co the bat dau voi lidu 150 mg madi ngay. Ty theo dép dmg va khd ning

dung nap clia timg bénh nhan, liéu ding cd thé ting lén 300 mg/ngdy sau khodng thii glan 3-7

ngay, va néu cin, cé the ting dén liéu tai da 600 mo/ngdy sau khadng 7 ngdy didu tri thém.

Pau co xo hda

Lidu thang thuang véi hiu hét bénh nhin 1 tir 300 mg dén 450 mg/ngay dupc chia lam 2 Hn.

Mat €8 bénh nhin 6 thé dat higu qua didu tri 16t hon véi lidu 600 ma/ngdy. Nén khéi diu vei

li€u 75 mg, 2 idn/ngay (tic 150 mg/ngay) va ¢ the ting [én dén 150 mg, 2 ldn/ngéy (tic 300

mgfngay) trong vong 1 tuan tiy theo higu qud va khi ndng dung nap. Bénh nhin khong co dép

ung i vai ligu 300 mg/ngay cd th ting lén litu 225 mg, 2 In/ngay (tire 450 mg/ngay).
dn thiét, & mét s8 bénh nhin, tiy theo dip tmg va khi ndng dung nap cia timg bénh nhin,

6 thé ting lén mirc lidu ti da 1a 600 mg/ngay sau 1 tudn didu trj thém.

Béng kinh

Cé thé bit ddu diéu trj bing pregabalin vai ligy 150mg méi ngay, Thy theo ddp img va khi ndng

dung nap cia timg bénh nhan, liéu ding cd thé ting |8n 300 ma/ngay sau 1 tudn. Co thé tang

dén lidu 181 da 600 mag/ngay sau 1 tuin digu tri them.

Rl loan lo du lan t6a

Khodng liéu ding tir 150 mg - 500 mg mél ngdy ducrc chia thanh hai hojc ba lan. Can thudng

xuyén danh gid [ai nhu ciu digu tri,

Cé thé bt diu didu tri bing pregabalin véi lifu 150 mg/ngly. Dya trén dip irng va khd ning

dung nap cla ting bénh nhan, c6 thé ting liéu 161 300 mg/ngay sau 1 tudn diéu tri. Sau khi diéu

tri thém 1 tudn lidu ding co thé tang téi 450 ma/ngdy. Ch the ting dén liéu tdi da 600 ma/ ngay

sau 1 tudn didu tri thém.

Ngung si di in i
NEU phii naimg diing pregabalin, cin glim tilu tir 1ir trong thixt gian ¥ thidls 13 1 win,
Bénh nhdn suy thin

Gidm liéu trén cic bénh nhin tdn thiong chitc ning thin phii tiry theo tirng €4 nhin va theo téc

d6 tharh thai creatinin (CLcr} (Xem Phén 3.2 Céc dic tinh duge dﬁng h%' Duoc dé_qg hoc @
nhin_na nhom bénh nhin dac biét, Suy than), duoc trinl treng bang 1, su dung cbng thut
o day:

140 - tudi {nam)} x can ning (kg)

72 x creatinin huygt thanh (mg/dl)

Vo céc bénh nhan dang phal thim tach méu, lidu hing ngdy cla pregabalin cin dugc didu chinh
:ug thea chirc ndng thin, Bén canh litw diing hing ngay, nén ding mot liéu bé sung ngay sau
moi 4 gity tham tdch mau (xem bing 1)

Cler (ml/phut) = (% 0,85 voi bénh nhan nix)
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Liéu ba trg sau khi thim tich mau (mg)*
Bénh nhin ding liéu don 25 mg/ngay: diing thém mét liéu bd sung 25 mg hodc 50 mg
Benh nhan ding lieu don 25-50 mg/ngay: ding thém mat Fiéu b sung 50 mg hodc 75 mg
Bénh nhin ding liéu don 50-75 mg/ngay: ding thém m@t liew b0 sung 75 mg hodc 100 mg
Bénh nhin ding liéu don 75 ma/nagay. dung thém mot lieu bd sung 100 mg hodc 150 mg
TID = Chiathanh 3 lidu/ngdy.
BD = Chiathanh 2 lidu/ngay,
QD, = Liéudon/ngay. = 4 " 5
* Tong lieu hing ngdy (ma/ngdy) can chia theo ché dé lidu noi trén dé cung cip ma/lidu.
** Ligu ba sung |4 fidu bé sung thém duy nhat
Diing thubc trén bénh nhin suy gan
Khéng cdn chinh liéu trén bénh nhin suy gan (xem Phdn 3.2 Cic dic tinh duoc dng hoe, Dugc
dbng hoc & nhirng nhém bénh nhan dic biét, Suy gan).
Dang thude cho tré em va thiéu nién (12-17 tudi)
Sur an todn va hiéu qua cla pregabalin cho tré em dudi 12 twéi v thidu nign chua duge thigt lp.
Khiing nén ding thudc cho tré em (xem Phin 3.3 Cac dir liéu an toan tién lam sang).
Diing thude cho ngudi cao tud! (trén 65 twél)
Nguti cao twéi ¢ thé cin gidm liéu pregabalin do chirc ning thin suy gidm {xem Phin 3.2 Cac
dac tigh durge dong hoc, Duoc dong hoc & nhitng nhom bénh nhan dac biét, Nguéi cao tudi (trén
B5 tudil).
5.3 Chdng chi dinh
Qua man virl hoat chit hodc bat ky t dugc nao cla thude,
6, CAC TRUGNG HOP THAN TRONG KHI DUNG THUGC
Céac bénh nhan vdi cac bénh di truyén hiém gdp v rdi loan dung nap galactose, thiéu enzym Lapp
lactase hodc kém hip thu glucose-galactose khong nén ding thubc nay.
Mét 56 bénh nhan tiéu dudmg bl ting can khi ding pregabalin ¢6 thé cin d@idu chinh viéc ding cic
thudc ha duting huyét.
Sau khi luu hinh thuc, d3 co nhimg bio cao vé phan ing qui méin, bao gém ci phi mach. Cn
ngung sif dung pregabalin ngay néu cd tridu chitng phi mach, nhu phi mat, phi quank miéng,
hedc phii duéng ho hap trén,
Bidu trj bing pregabalin thuing xdy ra chdng mit va budn ngd, ¢6 thé tang nguy co xdy ra ¢d tai
nan do chin thirong (nga) & ngudl cao tudl, DA co cac baa cio sau khi luu hanh thudc vé mat y
thire, | 3n v sa st tinh thin. Do viy, bénh nhan phai dugre chi din can thin trong cho dén khi
quen virl cac tac dung khéng mong mudn cb thé xdy ra cla thudc,
5au khi |uu hanh thufic, da co bio cdo vé tinh trang mi mit nhat the| va mat sé :J:a"r déi khac vi
thi luc lr_{zn bénh nhin ding pregabalin, Khi nging diing thuéc, cac trigu chizng vé thi luc nay ¢

thé s& hét hodc gidm bat.

Chua c6 cac dir ligu ddy du v viéc ngung sir dung két hop pregabalin véi cac thue chéng doi
klnhékhél: ad dat té don tr léu vai pregabalin, sau khi dd kigm soat duere can ding kinh voi digu
tri két hop. 1

Trong diéu tri ngdn han v dai han vil pregabalin, sau khi ngung lhuﬁc‘ di quan sit thiy hai
chimg cal thudc trén mét 56 bénh nhan. Cac tac dung durgc nhic dén gom co: mat ngd, dau diu,
budn nén, lo ling, vd md hai va tiéu chiy.

Pregabalin chua dwoc xdc dinh |4 o tdc dong trén cac thu thé lién quan dén cac loal thudc bl lam
dung hay khing. B3 ¢6 nhitng bio cio vé cic trudng hop ding thufc sal va lam dung thubc sau
khi frw hanh, Cling nhy bat ky loai thufic tic dang trén hé thin kinh trung wong (CNS) ndo, cin
dénh gld can than bénh nhan vé tién sir lam dyé;ng thuéc va quan sit cdc diu hiéu dung sai hay
lam dn_.mg pregabalin trén bénh nhan (vi du: bigu hién ting dung nap thude, ting lidu thudc, hanh
vi tim kigm thudc).

Méc dit dnh huémg cla vidc ngimg thudc trén suy than cé hdi phuc chira duge nghién ciu mot
cich ¢6 hé théing, di cd bio cao rang chirc ndng thin duot cal thign sau khi ngirng hodc giam
ligu pregabalin,

Mac di chua xac dinh duge mai quan hé nhan qua gilra viéc ding pregabalin va bénh suy tim
sung huyt nhung da co mdt s6 bio cdo sau khi luu hanh thuéc vé bénh suy tim sung huyét &
mét & bénh nhin dung pregabalin, Trong mdt s4 thir nghiém ngan han trén cic bénh nhin
khéng cd du higu 1am sang cta cac bénh vé tim hodc mach ngoal vi, khing cé mai lién hé r3,
rang gilra phi ngoai vi va cic bién chirng tim mach nhu ting huyét dp hodc suy tim sung huyét.
Do dir liéu trén cac bénh nhan suy tim sung huyét ndng can han ché, cin thin trong khi ding
pregabalin trén cic bénh nhan nay (xem phin 8 Tac dung khing mong muin).

Kha nang sinh san, phu nir ¢6 thai va cho con bu

Phu nir co thai

Chua ¢6 cic dir lidu dly dl vé vidc ding pregabalin & phu nir co thai.

Cdc nghién ciru trén dang var da cho thiy tic dung gy dic dén kha ning sinh sin (xem M\Ec 33
Dir i€u an toan tién lam sang). Chua biét rd vé nguy co liém n voi con ngun. Do d6, khong
nén dung pregabalin khi dang mang thal trir khi lgi ich cho ngual me vuot tréi nguy oo cd Lh;xa\r
ra choéthal nhi. Phil sir dung céc blén phap trdnh thal hiéu qua cho phy nir dang trong dd tudl
sinh dé.

Phu nir cho con bu

Pregabalin duge ba tift vao sira & phu nir dang cho con b (xem Muc 3.2 Cac dic Illzh duge
déng hoc). Do tinh an toan cla pregabaim,o‘ tré s sinh chua duoc biét, khing khuyén cdo nudi
con bang sia me trong khi dang dieu tri bang pregabalin, Khi‘quyit dinh nén ngirng nubi con
bing sira me hay nglmg diéu trj bang pregabalin, nén can nhic loi ich cia wvigc nudi con béng sira
me cho tré va |of ich cla vic digu tri cho me.

Anh huémg dén khi nang 1ai xe va vin hanh may méc|

Pregabalin co thé gy chong mit hodc budn ngd va do vy oo thé dnh hudmg toi khi ning lal xe
hodc vin hianh mdy mac. Bénh nhan dugc khuyén khang nén 14 xe, van hinh may phirc ta_lg hodc
tham gia cic hoat dong mao hiém khic cho dén khi bigt duec thude co anh huéng dén kha ning
thue hién cac hoat dgng nay khéng,

7. TUONG TAC CUA THUGC VOI CAC THUGC KHAC VA CAC LOAI TUONG TAC KHAC

Do pregabalin duoc thai trir chil yéu qua nudc tifu & dang chua chuﬁn héa, lmithg& chwéﬂ
hoa khbng dang ké‘_td% clia ligu diing dugre tim thiy trong nude tifu & dang da chuyén hea),
khiing (rc ché chuyén héa thudc in vitra, va khong gan véi protein huyét tuong, pragabalin khang
tao ra trang tic, hode bi tuong téac duge déng hoc.

Trong céc nglh_ién [<11] in vivg, khiing quan sat thiy tueng tic dugc déng hoc 1am sang gila

pr vl phenytoin, o pin, acid valproic, lamotrigin, gabapentin, lorazepam, i
oxycodon hodc - ol, Phin tich dugc C
- uéc d?gu tﬂ’ﬂgu distimg diing dirang u

5ng hee trén timg nhom déi tugng di chira
ng, cac thudc g tigu, insulin, phenobarbital, tiagabin va
topiramat, khng co anh hudng |3m sang dang ké nao dén tic dé thanh thal pregabalin.

Diing déng thivl pregabalin vél cic thudc tranh thal dutng uéng norethisteron va/hodc ethinyl
estradiol khiing anh hurdng dén su an dinh vé duoe diing hoe cua cd 2 thubc, Pregabalin cé the
anh hiréng t¢ tac dung cla ethanol va lorazepam, Trong cac thir nghiém lam sing cé ddi ching,
diing nhiéu liéu pregabalin dwong udng két hop véi oxycodon, lorazepam, hodc ethanal khing
gdy tic ddng lim sing quan trong ndo dén hoat dang h i hip. Pregabalin durdmg nhu lim ting
thém rdi loan nhan thirc va chirc ning van dong tong thé giy ra bd oxycodon,

Sau khi Iy hanh thufic, 83 ¢6 cc bao cdo vE suy hB hip va hon mé & bénh nhin d&l;g pregabalin
va céc thud dc ché than Kinh trung wong khic. B3 cd cic bao cao sau khi luu hanh vé cac bién cd
lién quan dén giam chirc ning dudmng tiéu héa dudi (vi du: tac rudt, gt rubt gy tic nghén, tho bén)
khi diing pregabalin vdi cac thufic ¢ kha nang gay tao ban, vi du nhu thudc giam éau nhém oploid,
Chua cé nghién ciu cy thé nao vé twong tic dugre lue hoc duge tign hanh trén nguii tinh nguyén
Cao toi.

8. TAC DUNG KHONG MONG MUGN

Chuong trinh thif nghigm lam sang véi pregabalin dugc tién hanh trén hon 12,000 bénh nhin
ding pregabalin, trang dé trén 7.000 nguai tham gia thir nghiém mi dbi cd doi chimg voi gia
duprc, Cac tac dung khang mong muén thuéng gap nhat duoc béo cao bao gom chéng mit va
buén ngd. Cae tic dung khing mong mutin thuting & mie d6 nhe dén vira, Trong tat ¢ cdc
nghién ciru ¢ ddi chimg, ty & ngung dung thude do gdp tac dung khong mong mudn I3 14% &
cdc bénh nhin ding pregabalin vi 5% & cac bénh nhin ding gia dugt. Cac tic dung khéng mong
mudn dan dén viéc ngung thude nhidu nhit & nhdm ding pregabalin I3 chéng mat va budn ngd.
Céc tic dung khéng mong muén fién quan dén diéu tri duge chon loc qua phin tich gép tir dir
liBu cua cdc cude nghién el 1am sang duoe gt ke t bing duti diy (Bing 2) theo phin loal
hé thang - cof quan (System Organ Class - SOC). Tan sudt cua cdc thudt ngir sau day duge dua
vao cdc tic dung khang mong mudn cha thudc cé tinh chit nhin qud thudn tiy trang bd di lidu
thir nghiém lam sang (rit thuéng gap (=1/10), thuong gap (=1/100, <1/10), it gdp (=1/1000,
<1/100) va hiém gip (<1/1000)).

Céc tic dung khéng mong mudn cla thubc liét ké trong bang cd thé lién quan dén cic bénh tiém
an vafhode cac thuoe phéi hop,

PAALG41E1

ang 1. Diéu chinh ligu pregabalin theo chirc ning thin / Eing 2: Téc dung khéng mong mudn xdy ra trong thir nghiém lim sang
hé do liéu Phin logi theo Tac dung khi i
TR 1] AT g1/ | 0o | e T i s e
=60 150 300 450 600 BID hodc TID Nhigm khuan va Nhigm ky sinh tring
30- 60 75 150 225 300 BID hodc TID Thugng gip  Viém mai hiu
15-30 25-50 75 100-150 150 QD hoéc BID R81 loan mau va hé bach huyét
<15 75 25-50 50-75 75 [°5) it gap Gidm bach cdu trung tinh

Rai loan dinh dudng va chuyén héa

Thuting gdp  Tdng cdm gidc ngon miéng

it gdp Chin an, ha dudmg huyét

R loan vé tam than

Thuting gdp  Hung cam, I 1dn, cau kinh, tram cim, rii loan dinh huéng, mit ngd, gidm ham
mubn tinh duc.

Itodp A glic, thao thirc, bén chdn, trim cdm, hung cam, tinh khi that thuang, ming
mi, kho dien dat bing | 6, ting ham mudn tinh duc, mdt khi nang dat cuc
khoal.

Hiém gap Hodng loan, mat phan xa co didu kién, thér o,

R&i loan hé thin kinh
Rt thuomg gdp Chdng mat, budn ngd

Thutnggip Mt digu héa, diéu phdi bit thumg, run, loan van ngn, mit tri nhé, suy zlim
tri nhé, mat tip trung, d| cim, gidm cdm gidc, gidm dau, rdi loan thing bdng,
ngu fim.

It g3p Mgdt, chimg gidt co, ting hoat ddng tim thin vin déng, rél loan vin déng,
chéng mat tur the, run hiru y, rung gidt nhin cu, rdi loan nhin thuc, roi loan
ngén nglr, gidm phin xa, ting xic gidc, cam giac rat bong.

Hi&m gap Sing sé, loan khiru gidc, giam van déng co, mit vi gidc, chimg khd viét.

R6i loan vé mat and

Hay gap Nhin mdr, song thi

It gip Mt thi gidc ngoai bién, rél loan thi lue, sung mdt, giam thi trudng, gidm thi lye,
dau mat, mai mat, hoa rrSl. kha mat, tang (ié\r nurde mat, kich img mgl,

Hiém gap Dap ddng vé thi luc, thay di cim nhidn vé d& sdu cda dnh, gidn ddng 1, lic

mit, anh nhin bj sing.
Rii loan vé tal va tai trong

Thudmg gap Mat thing béng

Itgip Tang thinh luc

Rii loan vé tim

ftgip Nhip tim nhanh, block nhi that 4 1, nhip chim xoang

Hiém gdp Nhip nhanh xoang, loan nhip xoang

Réi loan vé mach

It gip Ha huyét ap, ting huyét ip, néng birng, dd bimag, lanh chin tay

Réi loan hd hip, ngye va trung thit

it gip Kho the, chily mau cam, ho, sung huyst mai, vidm mii, ngdy

Hiém adp Tic nghén hong, khé mii.

Réi loan duwdng tiéu hoa

Thiéng gdp  Nén, tao ban, ddy hoi, truding bung, khd migng

It gap Bénh thuc quin hdl luy, ting tiét nudc bot, gidm xic gidc & miéng
Hiém gdp Tran dich mang bung, viém ty, khé nubt

Rii loan da va mé dudi da

itgip Moc ndt san do, ndi mé day, toat mé héi
Hiém gip Todt mé hii lanh

R loan vié hé co xwrong va mé lién két

Thutmg gdp  Chudt rit, dau khdmp, dau lung, dau chi, co thit co cd
It gap Sung cac khap, dau co, rung co, dau cd, climg co'
Hiém gip Tiéu co vin

R& foan vé thin va duwémg nidu

it gip Tidu khéng kiém soat, bi tidu

Hidm gip Suy than, thidu nigu

R loan vE tuyén vii va hé sinh sdn

it gdp Réi loan cwong dueng, rdi loan tinh duc, chdm phang tinh, daw bung kinh
Hidm gip Bau vii, mdt kinh, vii tiét dich, to vi

R6i loan toin than va tai ch

Thutmg gdp  Phil ngoai vi, phi né, déng di bit thuémag, ngd, cim gidc say rugu, cm gidc bat
thuermng, mét moi

It gdp Phii toan thin, tirc nguc, dau, sit, khat, lanh run, suy nhugc

Tham kham

Thubmng gip Tang can

It gidp Tang creatin phosphokinase huyét, tang alanin aminotransferase huyé, ting
aspartat aminotransferase huyét, ting glucose huyét, giim s8 luong tiéu cu,
giam kali huyét, gldm cin.

Hidm gdp Gidm t€ bao bach cdu, ting creatinin huyét,

Céc ﬁidang khéng mong mudn sau diy duge bio céo trong qua trinh THED DOI SAU KHI

LU HANH:

R&i loan hé mién dich: It gdp: Qud min; Hiém gdp: phis mach, phén img di ing.

Céc réi loan hé thin kinh: Rit thuing gip: Dau diu, It gdp: Bat tinh, sa s4t tinh thin

Cac rBi loan vé mat: Hidm gap: Viém gidc mac$

Cac rdl loan vé tim: Hiém gdp: Suy tim sung huyét

Céc rdi loan hd hdp, ngwe va trung thit: Hiém gip: Phis phéi

Céc réi loan hé tiéu héa: Thireng gdp: Budn ndn, tiu chay; Hiém gip: Sung ludi

Céc réi loan da va md dudi da: ft gdp: Sung mat, nglra

Céc r6i loan v thin v tiét niéu: Hiém gip: Bi tiéu

RAi loan tuyén vi va hi sinh san: Hiém gip: Vi to & nam

Céc réi loan toan thin va tai chd: it gip: Khé chiu

§ Tén sudt xudt hidn cia tic dung khng mong mun dugc udc tinh bing cch sir dung *Quy tc 3",
tic 3%, con dwoc gol 13 chng thire Hanley, duoe sir dung déutie lwang gidi-han trén cda

khaang tin cdy 95% cla xdc sudt xdy ra cac tac dung khéng mong mudn chira ting quan sat duge

trong cac thi nghiém 1am sang. Quy tac nay cho rang ‘fou khéng c6 al trong s8 n bénh nhan co

xdy ra bign c8 ma ching ta quan tam, thi chiing ta cd thé tin ciy 95% rdng xdc sull dé xay ra bién

€8 nay téi da la 3 trong n bénh nhan (nghia 1a 3/n), N6i cach khac, gioi han trén cla khodng tin

cdy 95% v ty IE 0/n la khodng 3/n". Quy tic nay cing dugc khuyén nghi tai hutmg din tém tat

ddc tinh sdn pham cia EMA (EMA SmPC), thang 9 nim 2008,

9. QUA LIEU VA CACH XU TRI

Trong truting hop qué liéu nhung khang qud 15 g, khing cé tic dung khéing mong mudn bit

ngd nao dugc bao cdo.

Sau khi luu hianh thudc, cic tic dung phu phd bién nhit duoc bio cao khi ding qué fiéu

pregabalin bao gém réi loan cdm xdc, budn ngd, tinh trang 10 1an, trim cdm, lo du, va bdn chén.

B4 co bao cao bj co giat.

Biéu trf qué lifu pregabalin cin bao gbm cdc bién phap hé tror tdng quét vé 6 thé bao gbm cd

thim tich mdu néu can thiéh (xem Muc 5.2 Liéu dung va cach ding, Bing 1),

10. DIEU KIEN BAO QUAN, HAN DUNG CUA THUSC

10.1 Thén trong dac biét khi bao quan

Bio gudn & nhidt dé duwdi 30°C. Trinh dnh sdng va dm,

10.2 Thdi han sir dung

36 thang ke tir ngay san xudt.

11 TEN, DJA CHi CUA CO SO SAN XUAT

Nhi san xudt: Pfizer Manufacturing Deutschland GmbH

Betriebsstatte Freiburg, M 1, 79090 Freiburg, Bic.

Tiéu chudn: Nha sén xudt,

LPD date:

23 Aug 2017

Reference CDS date: 10 Jun 2016
Reference USP| date: 23 Dec 2013
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Thing tin thudc cho bénh nhin
Rx
Thude ban theo dom.
Doc ki hirémg diin sir dung trude khi ding,
Théng h&nw cho bic 57 hodc duge si nhimg tic dung khéng mong mudn gdp phai khi
sir dung thude,
D& xa tim tay tré em.
1. THANH PHAN, HAM LUONG CUA THUGC
M&i vién nang cing chira 75 mg hodc 150 mg pregabalin,
11  Danh sich ta duoc
Monohydrat lactose, tinh bt ngd, talc, vd nang (chira gelatin, nuwéce, titan dioxid, sat oxid dé,
natri laurilsulfat, silica colloidal khan, muc in mau den SW-9008/-3009).
2. MO TA SAN PHAM
Vién nang cung.
3. QUY CACH DONG GOI
Lyrica (pregabalin) 75 mg: Hop 4 vi PVC/nhém, méi vi chira 14 vién nang cimag.
Lyrica (pregabalin) 150 mg: H&p 4 vi PYC/nhBm, méi vi chira 14 vién nang cimg.
4. THUGC DUNG CHO BENH G
Lyrica duae ding d& didu trf dau than kinh, déng kinh, réi loan la du lan toa, va dau co xa hda.
Dau thin kinh
Bau thin kinh 3 cdm gidc dau 3u dai do t8n thuong cac diy thin kinh. Lyrica duoc sir dung dé
 diu iy 3 a0 dn- Cam-gidc dau o thé duge mb ta 1a nong, rét, dau nhéi, nhu bi
chim kim, dao dim, ot riit, nhire nhéi, naia ran, té, cam glac nhu kim chim. Dau thin kinh
ngoai bién vi trung uong cing o the lién quan dén nhimg thay doi tér;l trang, rdi loan gidic nad,
kit sirc (mét mdi), va cd the ca anh hurng dén kha ning hoat déng thé chdt va xa hél va chit
lugng cude sing nal chung.
Bong kinh
Lyrica duorc ké thém vao liéu phap diéu tri hién tal dé didu érl mat dang dong kinh nihit dinh
(ddng kinh cuc bg kem hodc khong kém dong kinh toan the thir phat) & nguoi lon.
Réi loan lo du lan tha (GAD)
Lyrica duoc ding :I§ diéu tri GAD & nquiri |on. Cac triéu chimg cia GAD 12 cdm gide I ling qud
mirc kéo dai kho kiém sodt. GAD cing co thé gdy bin chan hodc cim gidc hodng so hode hdi
hép, dé kiét sirc (mét moi), kho tdp trung hay khdng suy ngh? duoc, cdm gide cu kinh, cing co
hode réi loan gide ngl. Tinh trang nay khac vén sy cing thing cia cude song hang noay.
Dau co xor hoa
Lyrica duetc ding dé kidm sodt céc comn dau do dau co %o hda. Bénh ndy gdy dau co lan réng cd
thé gy kho chiu, mét mdi va khé ngi di gidc.
5. NEN DUNG THUGC NAY NHU THE NAO VA LIEU LUONG
Ludn sir dung thuéc n:v theo dung hureng dan cla bac s7 hodc duoc s, Kigm tra voi bic si hodc
duo'c 5T néu khing chiac chin.
Khodng liéu ding tir 150 dén 600 mg moi ngay chia thanh hai hodc ba lan. Lyrica cd thé ding
«cing hodc khing cing thirc dn.
Khéng ding Lyrica cho tré em va thiéu nién dudi 18 i,
Tiép tuc ding Lyrica dén khi bic s7 bdo nglmg thubc,
Théng bdo cho bie sTnéu quy vi trén 65 tdl, hodc co cac vin dé vé thin. Bac si co thé cin didu
chinh liéu dung thich hgp,
Dau thin kinh, dong kinh, va rdi loan lo du lan t6a (GAD)
Liéu théing thuttng la 150 mg/ngdy, tiy thude véo tinh trang vi dép g vi thufic, co thé ting
liéu Ién 18 da 600 ma/noay.
€6 thé ding Lyrica hai hodc ba lin mit ngay. Cin tuan thi hudng dan caa bac si,
Dau co xo hoa
Bdc 57 5 ké lidu 150 ma/ngdy (75 mg dng hai 13n mdt ngay) va co thé tang liéu 1én 300 mg/

ngdy (150 mg hai [an mot ngay) tuy thudc vio dap ima voi thudc. Néu cin, ¢ the ting liéu lén
450 mg/ngay (225 mg hai lan mér ngay), hodc lén toi da 600 mg/ngay (300 mg hai lan mét

ngay).
Bic 5] s& dinh gid vi guyét dinh liéu thich hop cho timg bénh nhan. Cin tuln thi huwdng din cda
bic si.
6. KHI NAO KHONG NEN DUNG THUGC NAY
Néu di irng vai pregabalin hodc bat ky thanh phan nao khac cla thudc (liét ké trong muc 1.1).
7. TAC DUNG KHONG MONG MUGN
Cang gidng nhu mol loal thudc, thudc ndy cé thé co gdy ra cic tac dung phu, mic di khéng phl
al cling gip phal.
R&t thudrng gdp: cb thé gip & nhidu hom 1 ngudi trong 10 ngudi
« Chang mit, lo ma (budn ngd),
« Dau diu.
Thirémg gdp: c6 th adp & t8i da 1 nguoi trong 10 ngudi

« Cam lanh thutng (viém mii hong)

« Tdng cim giac ngon migng

+ Cam thay rdt hung phan, hanh phic (tam trang phan khich); 1 |an; cau kinh; trém cam, ré}
loan dinh huéng; gidm himg thii tinh duc (gidm ham mudn tinh duc); thiéu ngd (mét ngd)

+ Khé kigm sodt chuyén déng (mdt kha nang diéu hba van déng); phél hap vin déng co thé
bat thiring; run, kho khin khi néi (loan vgn ngén), mdt tri nhd (Mt tri); suy glam tri nhéy;
mak tap trung; cim gidc ngua (di cam); 1€ bi (giam cam gidc); gidm dau; cam gidc ching
chénh (mdt thing bing); thifu ndng lueng (ngd lim)

« Nhin m; song thi

» Cim giac chéng mit hoic "quay cuéng” (chéng mat

« Nén; tio ban; diy hoi, trwéng bung (ddy bung); khé miéng; budn ndn; tiéu chay

« Chudt rit; dau khép; dau lung; dau chi; co thit co viing vai - ¢

« Sung mit ¢ chan, ban chin hode ngdn tay (phl ngoai bién); sung, mat thing bing (ddn
di bat thuémg); ngd; cdm glic chéch chodng nhw say rugu; cdm gidc bit thudng; mét mai
(kide sire)

+ Ting cin

+ Tang tiét nudc bot .

« T& quanh miéng (di cim migng)

it gip: co thé gip & 161 da 1 nguéi trong 100 ngudi

« Bach cdu trung tinh c6 58 lugng thip khién dé bi nhiém khudn hon (gidm bach ciu trung
tinh)

« Mat cm gidc ngon miéng (chdn &n); dutmg huyét thip, giy run, budn nén, 1 1in, hay
chéng mat (ha duéng huyét)

+ Ao gidc; cam glic thao thirc; cdm gide bén chén; lsm_trang 3 i
cdm; tam trang thit thurdng; thay doi nhan thirc vé ban than (gial thé nhin cach); Gidc mor
bat thirtmag; khé khin trong viéc dién dat bang I néi; tdng hung thi tinh duc (ting ham
mudn tinh duc), vin dé vé sinh hoat tinh duc bao gbm khong thé dat duge cuc khodi (thigu
cue khodi)

+ Ngit xiu (ngdt); cir ddng gidt (gidt co); ting hoat dong vé mat tim thin van déng; cir déng
bat thirimg hodc mat kigm soat (G| foan vin ddng). chang mat khi ding {chdng mit do tu
thé); run riy khi vin dona, di chuyén (run vin déng tu y); cir déng mit bit thuang (rung
gldt nhan cau), khd suy nghi (rdi loan nhin thirc); khang €6 kha ning néi binh thutng (réi
loan nadin ngr); gidm phan xa; ting di nhay cam cia co thé (ting cam giac); cdm gidc rat;
mat ¢ thiic; suy gidm tinh thin

* Suy thi gidc ngoai bién, rél loan thi gldc, sung mit; thu hep tim nhin thang thubng (gidm
thi tr q);égiam 6 10 rang thi giac (gidm thi luc), dau mdt; méi mak, 16a séng (hoa mgﬂi
khd mét; mat nhoe nudc (ting tiet nudc mat); kich ing mat

+ Ting nhay cdm vii am thanh (tng thinh lue)

= Nhip tim nhanh; réi loan nhip tim (block nhi thit 48 mét); gidm nhip tim do ndt xoang cla
tim {nhip chdm xoang)

« Huyét ap thip (ha huyét ap); huyét ap cao (ting huyél ap); ndng bimg; dé bimg; cim glac
lanh tay chin {lanh ngoal bién)

« Khi they, chay mau mii (chiy mau cami; ho; tic mdi; nghet mil (viém mii); ngdy

« O nong, ¢ chua (bénh trao nguor da day), tang tiet nudc bot; té quanh miéng (dj cdm
miéng)

hung phdn; tim trang trim
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+ Moc ndt sdn do (phit ban min dd); ndi mé day; ra mé hdi; sung mit; ngia
Sung khép; dau co; rung co; dau ¢d, cimg cor
M kidm sodt tidu tién (khéng tu chi tiét nidu); dau hodc khé di tidu (bi tidu)
Khé cuang cing (rdi loan cuong duong), khé khin trong sinh hoat tinh duc (rdi loan tinh
duc); chdm phaong tinh; chu ky kinh nguyét dau dom (dau bung kinh)
Sung todn co thé (phii toin thin); tirc ngue; dau; s8t; khit; én lanh; cam gide yéu (suy
nhugch
+ Thay ddi trong k&t qua xét nghiém mau va gan (ting creatinin phnsphoklnasg huyét, ting
alanin aming ferase, i ting glucose huyét, glam

lwomg tieu cau, giam kali
Di (mg (Qud min)
Cam giac kha chiu hodc dm (kho &)
Hiém gip: co thé gdp & t6i da 1 nguai trong 1.000 ngwdi

+ DGt ngdt cd cam gidc sg hii hodc lo du (hodng lean); mdt khi ning (e ché hodc khong
quan tam dén an toan cia bin thin hodc ngual khic imdt phin xa co dieu kign); thigu
hirng thii, nhiét tinh, hodc quan tam (the o)
Giam y thifc (fo ma); khiru gidc bat thudng (loan khiu gidc); giam cir ddng (glam van dong
co); suy vi gidc; kho viét binh thuing (chirng khé viér)
Thi luc dao déng; thay déi cdm nhin vé 88 siu; gidn déng tir; lac mat; nhin dnh bi sing
qua
Tang nhip tim do nut koang cua tim (nhip nhanh xoana); thay ddi nhip tim da nit xoang
clia tim (loan nhip xoang)
Cam giac nghen hong; kha mii
Tang chit dich trong & bung (6 truéng). tinh trang viém cla tuy gdy dau bung nghiém
trong co theé lan ra sau lung, kém vl cdm gidc rat khang khoe (viem tuy); kho nudt; sung
I
Toat md hdl lanh
Ly gidl cor bt thudmg co thé din dén céc vin dé vé than (tiéu co van)
» Suy thin, gidm lugng nudc tidu (thidu niéw); Bi tiéu
Bau vii; chu ky kinh nguyét gian doan (mdt kinh); vi tiét dich; to vi, phdt trién vl & nam
gigi (nir hoa tuyén vi)
Giam lugng té bio bach huyét: ting creatinin huyét
+ Phin (g di dng nghiém trong giy sung mdt hodc cd hang {phit mach), Phin (ng di img
{co the bao gbm kho the, viém mat (viém gidc mac) va phin (mg trén da nghiém trong co
dic diém phar ban, mun nudc, bong da vi dau dén)
Viém gidc mac mat (viém gidc mac)
Suy tim
Cd dich trong phdl (phis phéi)
8 NEN TRANH NHONG THUGC HOAC THUC PHAM Gi KHI DANG SU' DUNG THUGC NAY
Bdo cho bac si hode duoe si néu dang ding, gdn diy di ding hodc cé thé s& ding bt ky thudc
nao khac, bao gom;

« Lorazepam (ding d& diéu tri lo du)

*» Oxycodon (ding 1am thudc giam dau)

» Thudc trc ché hé thin kinh trung wong (CNS) - vi du: alprazolam, zolpdem, phenobarbital,

v.v. Diing Lyrica véi cic thudc nay c6 thé giy kho the hodc hén mé,
» Thudc gidm dau oploid - vi du: fentanyl, meperidin, methadon, v.v. Ding Lyrica v cic
thufc nay cé thé gldm chirc ning binh thudmg cla rudt va gdy tio bon hodc tic rubt,
* Ruou

CAN LAM Gl KHI MOT LAN QUEN KHONG DUNG THUGC
Quan trong 13 phil diing vién nang Lyrica thiréng xuyén & ciing mét thasi diém mbi ngay. Néu bo
& mot liéu, hdy ding ngay khi nho ra trir khi da dén luc ding Tiéu tiép theo, Trong truamg hop
da, chi cin tiép tyc ding lidu tiép theo nhir binh thutmg, Khing ding liéu gdp 48l d8 bi cho mét

liéu bé I&.

10. CAN BAO QUAN THUGC NAY NHU THE NAO
Bio qudn & nhiét df dudi 30°C. Tranh dnh sédng vi 45 dm.
11 NHOUNG DAU HIEU VA TRIEU CHUNG KHI DUNG THUSC QUA LIEU
Néu diing qua nhiéu Lyrica, cd thé bi rai loan tim trang, budn ngd, 16 1in, trdm cim, lo du, hay
n. B cd bio cdo bf co gidt.

12, CAN PHAI LAM GI KHI DUNG THUGC QUA LIEU KHUYEN CAO
Goi cho béc si hodc dén ngay phéng cdp ciru & bénh vién gin nhit néu ding Lyrica nhiéu han toa
thudc cia bac si; Mang theo bt ky vign nang nao chua ding, cing vél hép dung va nhan dé
bénh vién cd thé’de déng biét duorc loai thude di dung.
13.  NHNG BIEU CAN THAN TRONG KHI DUNG THUGC NAY
Trao ddi vl bac 5T hodc due s7 trude khi ding Lyrica.
Théng bdo cho bt si néu , hodc da cd bt ky tinh trang nao sau déy trude hodc trong khi ding
Lyrica:

» Khiing dung nap cic loal duding nhu lactose, glucose holc galaciose.

» Tidu duirng vi ting cin trong khi ding Lyrica. Bic 57 ¢6 thé cdn diéu chinh ligu thudc digu
tri tidu dudng.
Phdn img di (mg bao gém sung mat, méi, luti, va hong, hodc phat ban trén da. Lién lac
ngay voi bac si néu didu nay xay ra.
Chéing mét v budn ngd, 10 1an, mét § thirc, hodc suy gidm tinh thin. Tinh trang ndy ¢8 thé
lam tang ty 1& chdn thuang do tai nan (ngd) & bénh nhan cao tudl. Ba co bao co ve mat y
thirc, 16 fan, va suy glam tinh than khi ding Lyrica. Do dd, nén than trong cho dén khi
quen vai bt ky tdc dung nac ma thudc gy ra,
M@ hodc Suvgiim thi gidc, hodc thay di khic vé thj luc. Nén bao ngay cho bdc sinéu cé
bat ky thay déi nao vé thi giac,
C6 thé b mat ngl, dau ddu, budn nén, Io 3, ting tiét mé héi, tiéu chiy, sau khi ngimg
diing Lyrica, Thong bdo cho bac s néu diéu ndy xdy ra.
Trudre khi ding thuc nay, nén bao cho bic sTnéu 6 tién sit nghién rugu hodc lam dung
hay phu thudc ma tiy. Khong nén diing thudc nhiéu hon dugc ké toa,
Céc vin dé vé than, Bao cho bac si néu thiy di tidu it hon.
Cac vin dé vé tim hodc bit ky bénh tim ndo. D cd bio cdo vé suy tim & mdt sd bénh nhan
khi dung Lyrica,
Phu nir co thai
Khéing ding Lyrica néu dang mang thai trir khi bac si cho phép. E:l_.l ni trong d@d tudi slnP:idé Vi
dang dung Lyrica phai sir dung bién phip tranh thai hiéu qua. NEu dang mang thai, nghi ring
i mﬂu?ma] hodc ¢ K& hoach co.em mm.hdjbmrhnkdmﬂ durre tu viln trude
khi ding thubc nay,
Phu nir cho con bu
Khéing khuyén cdo ding Lyrica néu dang cho con bi, Néu dang cho con bii hodc sip bit diu cho

f Sl

con bu, hiy hdi bac s7 hodc duge si dé duoc tur van trude khi ding thudc nay, Bic s7 sé tw vin
nén tigp tuc hay ngirng ding Lyrica.

Tac dung dén kha ning lai xe va vin hanh may moc

Lyrica ¢6 thé gy chong mat va budn ngd va do db cé thé anh hutng dén khi ning fi xe hodc
vin hanh may mac. Khaing nén lai xe, vin hanh may mac phirc tap hode tham gia vao cac hoat
dong nguy hiém khic cho dén khi biét ducc thude nay co anh hudng dén kha ning thuc hién cic
hoat dong nay hay khang.

14.  KHI NAO CAN THAM VAN BAC SI, DUQC ST

Trao ddi véi bic si hodc duroe sTnéu cin bt ky théng tin nio vé cich ding thudc, hodc co bit ky
bin khodn hay vin dé nao. Néu can thém théng tin xin héi § kifn bic s hode duge si.

15.  HAN DUNG ClA THUGC

36 théng k& tir ngay san xudt.

16. TEN, DIA CHI, BIEU TUQNG (NEU CO) CA CO SO SAN XUAT

Tigu chuin: Nha san xudt, _—
Nha sin xudt: Pfizer Manufacturing Deutschland GmbH
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