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TO HUONG DAN SU DUNG THUOC:

Ry
LYRIGAB 150
Vién nang cimg

Tlguéc nay chi ding theo don thuée.
Dé xa tim tay tré em.
Doc k¥ huong dan sit dyng trirde khi dung.

Thanh phan cbng thire thude:

MGéi vién chira:

Thank phin hogt chit:

Pregabalin,... ~150 mg
Thank phin rd du’o’c lactose monohydrate talc tmh bt ngﬁ

Dang bio ché: Vién nang cimg.

M ta sin phAm: Vién nang ciing s 1, ndp va thin nang mau trang, bt thudc trong nang mau
triang hodc tring nga.

Chi dinh:

Dau than kinh
Lyrigab 150 ding dé didu tri cac trrmg hop dan than kinh ngoai bién va than kinh trung wong &
ngudi 16n.

Dong kinh
Lyrigab 150 duge chi dinh trong didu tri hd trg dong kinh cyc bd kém hay khéng kém con ddng
kinth toan thé thir phéat & ngudi 16n.

Réi loan lo du lan téa
Lyrigab 150 dugc chi dinh trong diéu trj rbi logn lo 4u lan téa & ngudi 16n,

C#ch ding, litu ding:

Cach ding: .
Ding bang dwdng uong.
Uéng cuing ho#c khdng cling véi thic dn.

Liéu ding:
Khoang lidu 150 — 600 mg/ngay, chia lam 2 — 3 1an.

Pau rhan kinh
Lidu khai ddu: 150 mg/ngdy, chia 1am 2 — 3 1an. Dya vio d4p tng va kha ning dung ngp cua
timg bénh nhén, cé theé ting lidu 1én 300 mg/ngay sau khodng thoi gian 3 - 7 ngay, va néu can,
¢6 thé tang 1én 181 da 600 mg/ngay sau khoang 7 ngay diéu trj thém.

Bpng kinh
Liu khoi dau: 150 mg/ngay, chia lam 2 -3 1in. Dua vio dép mg va kha nang dung ngp cua
tiing bénh nhan, co thé tang lidu 1&n 300 mg/ngdy sau 1 tudn, C6 thé tang liéu 1én t6i da 600
‘mg/ngay sau 1 tudn diéu trj thém,

Rdi loan lo du lan téa
Khoang 150 — 600 mg/ngdy, chia lam 2 — 3 1an. Cén thuwong xuyén danh gid nhu cau diéu tri.
Liéu khdi d4u 150 mg/ngay. Dya vao dap Gng va kha néing dung nap clia timg bénh nhin, c6 thé
ting lidu 1én 300 mg/ngay sau I tudin. Sau khi didu tri thém 1 wan, ¢6 the tang liéu 16n 450
mg/ngay. Co thé tang lidu 1én t6i da 600 mg/ngay sau 1 tudn didu tri thém.

Ngung thuic
Theo terc hanh 14m sang hién tai, néu ngimg Lyrigab 150 thi nén gidm liéu din dan trong thoi
gian t&i thiu 13 1 tuln, khong phy thude vao chi dinh.

Bénh nhdn suy than
Pregabalin duge thai trir ra khoi he tudn hoan bai sy bai tiét qua than dudi dang khong dbi. Do
db thanh thai pregabalin ty 1¢ thun voi d6 thanh thai creatinine, nén sy giam lidu ¢bi véi bénh
nhén tén thwong than phai duoc c4 nhén héa theo ¢4 thanh thai creatinine (Cle,) duge trinh bdy
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trong bang va str dung cong thirc dudi diy:
1,23 x [140 — tudi (n3m)] x cin njng (kg)
creatinine huyét thanh (umol/l)

Cl,, (ml/phiit) = (x 0,85 dbi véi nit)

Pregabalin drge thai trir ra khoi huyét tuong bang thdm phén mau (50% thube trong 4 gity). Db
v6i bénh nhén dang thdm phan mau, lidu dung hang ngz’iy pregabalm cin duge ditu chlnh tly
theo chiic ning than, Bén canh lidu dung hang ngay, nén ding lidu b sung ngay sau mdi 4 gitr
thdm phan mau,

Bang chinh liéu pregabalin dya theo chitc nidng thén.

D thanh thai Tong liéu pregabalin hang ngay
creatinine (Clg,) Lidu khéi déu Liéu téi da S 1an ding
{ml/phut) (mg/ngay) (mg/mgay)

> 60 150 600 Chia thanh 2 lAn/ngay
hoiic 3 lan/ngay.

>30-<60 75 300 Chia thanh 2 lan/ngay
hodec 3 lén!ngély‘

>15-<30 25 - 50 150 1 lan/ngdy hofic chia
thanh 2 [An/ngay.

<15 25 75 1 lan/ngay

Liéu bo sung sau khi thdm phéin mdu (mg) **

| 25 [ 100 | Lidu duy nhat

* Tong liéu ding hang n%éy (mg/kg) can chia theo ché d§ liéu nhw trén dé cung cdp mg/lidu,
** 1 iéu bd sung 14 liéu bd sung thém duy nhét.
Bénh nhdn suy gan
Khéng can chinh Héu ddi v&i bénh nhén suy gan.
Tré em
Tinh an toan va hiéu qué khi ding pregabalin cho tré em dudi 12 tudi va thanh thiéu nién (12 —
17 tudi) chua duge thiét lap.
Bénh nhdn cao tuéi
Cln giam 1idu dbi voi bénh nhén cao tudi do chite ning than suy giam.

Chong chi dinh;
Qua min véi mot trong cac thanh phin cia thudc.

Canh bio va thin trong khi ding thube:

Bénh nhdn ddi thao duong
Theo thyc hanh 1&m sang hi¢n tai, mét sb banh nhan dai thao duong bi tdng cdn khi dung
pregabalin c6 thé cAn phai diéu chinh vidc diing c4c thube ha dudmg huyét.

Bénh nhin dj ing
Pa ¢ béo cdo trudmg hop di img sau khi thude duge luu hanh, bao gdm c4 phit mach. Nén
ngung pregabalin ngay Khi ¢6 céc tri¢u chimg phu mach nhu phtt mjt, phu quanh miéng, hosic
phit dudmg hé hép trén.

Chong mdit, buon ng, mdt y thite, li ln, Sty gmm tinh than.
Pregabalin c6 thé gy chéng mat, budn ngi, 6 thé 1am tang nguy co xdy ra tai nan do ngé &
ngudi cao tudi. Cling ¢6 bao cdo trudmg hop mét ¥ thire, I Ian, suy giam tinh thén sau khi thubc
duge lou hanh. Do d6, bénh nhén phai duge chi dan can than trong cho dén khi bénh nhan quen
voi nhiing tc dung khong mong mudn ¢6 thé xay ra cia thubc.

Anh huéng dén tdm nhin

— Trong cac thit nghi¢m ¢6 dbi chumg, ty 1& bénh nhan diéu tr bi"mg pregabalin bi nhin m¢é cao
hon so véi bénh nhan diing gia duwoc khi diing kéo dai. Trong cac nghién ciru 14m sing v& nhin
khoa, ty 1€ bénh nhin ding pregabalin bi giam thj lyc va thay ddi tAm nhin cao hon so véi bénh
nhén dung gia dugc, Ty 1€ thay doi khi soi ddy mit cao hon so voi ngudi ding gid duge.

— Khi thude duge luu hanh, di c6 bo cdo anh hu'c'mg dén thi gidc, bao g(’}m Eiém thi lye, nhin mé
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hojc thay dbi tam nhin, da s& 1a thodng que.

- Ngung dung pregabalin, céc triéu chimng vé thi luc nay cé thé hét hodc giam bat.

Suy thin
Di c6 bao cdo mot s6 trudng hop suy than khi ding pregabalin va mét s trirdng hop chiic ning
thén duoc cai thién khi ngung pregabalin.

Ngun g ding két hop pregabalin voi cde thudc chéng dpng kink
Thiéu dit ligu vé& viée ngung dung két hop pregabalin voi cac thubc chéng dong kinh dé dat t6i
don trj liéu vé6i pregabalin sau khi da kidm soat duac con ddng kinh trong didu trj két hop.

Triéu chung cai

— Triéu ching cai dé duge bdo cdo khi ngung dling pregabalin trong dléu trj ngan han va da1 han
& mét s6 bénh nhén. Céc tridu chung sau day di dugc dé cap dén: mét ngu, nhire dau, budn ndn,
lo 4u, tiéu chay, hqn ching gidng clim, cang thing, trAm cam, dau, co gidt, 43 md hoi va chong
mt, phu thuge thé chit. Bénh nhén cn duge théng béo céc triéu chimg nay trude khi bit déu
diéu tri.

— Co giét, bao gdm céc trang thai dong kinh va con déng kinh 16m, ¢6 thé xuét hién trong sudt qua
trinh dung p1egabalm hodic ngay khi ngung pregabalin d6t ngst.

— Lién quan dén viée ngimg pregabalm sau khi ding thoi gian dai cho thay ty g méc phai va mirc
d6 nghiém trong ctia hdi chimg cai c6 thé lién quan dén liéu,

Suy tim sung huyét
Trudmg hgp bénh nhén bi suy tim sung huyét khi diing pregabalin di dwoc bao céo sau khi
thudc duge luu hanh. Céc phan ting ndy hdu nhy gip & bénh nhan cac tudi bi tdn thuong tim
mach diing pregabalin d& diéu tri thin kinh. Nén thén trong diing pregabalin & nhitmg bénh nhén
nay. Ngung ding pregabalin ¢6 thé 1am giam céc trigu chimg.

Gidm dau thdn kinh tr ung wong do chdn thicong tuy song
Trong diéu trj dau than kinh trung wong do chin thuong tiy séng, ty 1é tac dung khdng mong
mudn néi chung, tac dung khdng mong mubn trén thén kinh trung wong, va dic biét 14 bubn ngn
tang 1én. Didu nay c6 thé do thude phdi hop (vi dy thudc chdng co thit). Cén phai xem xét viée
k& dom pregabalin trong trudng hop nay.

Suy nghi va hanh vi tw sat

— Suy nghi va hanh vi ty sat da dugc bao cao ¢ nhimmg b¢nh nhan dung thudc chéng déng kinh
trong vai trudng hgp. Mt phan tich téng hop céc nghién cttu ngﬁu nhién c6 déi chu’ng cho thiy
mét luong nhd thude chdng déng kinh ciing 1am ting nguy co ¢ suy nghi va hanh vi tu sat. Co
ché ctia nguy co ndy chua duoe biét va cde dit lidu ¢6 duge khdng loai trir kha ning 1am ting
nguy ¢o clia pregabalin.

— Do @6, bénh nhan phai dwoc gidm sat cc suy nght va hanh vi tur sat, va cdn xem xét didu tri
thich hop. Bénh nhin (va ngudi chim sdc bénh nhan) nén tim dén cde nhén vién tu vin khi ¢6
déu higu cua suy nghi hay hanh vi ty sat.

Giam chirc ning ducng tiéu hoa dwoi
b ¢6 bao cdo khi thuéc doc luu hanh trudng hgp pregabalin lam giam chirc nang dudng tiéu
héa dudi (vi du: tic nghén dudng rudt, liét rudt, tao bon) khi pregabalin ding chung véi cac
thudc gay tao bon nhu thude giam dau chat dang thude phu;n Khi ding ddng thdi pregabalin va
chéit dang thudc phién, c6 thé thuc hién cc bién phdp chdng tio bén (dic biét dbi véi bénh nhén
nit va bénh nhén 16n tudi).

Ding khéng diing cdch, lam dung va 18 thudc thudc.

Céac trudmg hop dung khong dung cach, lam dung va 1& thude thude da duge bdo céo. Than
trong dbi v4i bénh nhan c6 tién st nghién thudc va bénh nhan cn duge theo ddi céc triéu ching
cia viée dung khong ding cach, lam dung va [€ thude thudc {tang 1& thude thubc, tdng lidu va
thém thube ¢a duge bao céo).

Bénh néo
Vai trirdmg hop bénh néo da duge béo cao, hdu hét & cae bénh nhan ¢b cée yéu t6 tidm 4n co thé
gdy bénh ndo,

Khong dung nap lactose
Lyrlgqb 150 ¢é chira lactose monohydrate. Bénh nhén khéng dung nap galactose do di truyén,
thiéu men lactase Lapp, hodc kém hép thu glucose — galactose khﬁng nén diing thubc nay.
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Sit dung thude cho phu nir ¢6 thai va cho con bi:

Phy nit c6 kha ning mang thai/ trdnh thai & nam va niy
Vi nguy ¢o tiém 4n cua ngudi chra duge biét, nén s dung bién phép tranh thai hidu qua &
nhitng phu nit ¢é kha ning mang thai,

Phy nit cé thai:

— Khéng c6 du dit liéu v& sir dung pregabalin & phu nit ¢6 thai. Nghién ciru trén d0ng vét cho thdy
pregabalin giy doc tinh sinh san. Chua biét & nguy co cb thé xay ra trén ngudi.

~ Khong nén dung pregabalin cho phu nit 6 thai trir khi thét can thiét (néu nhu led fch cho ngudi
me vugt tréi nguy co co thé xdy ra cho thai nhi).

— Khéng c6 théng tin vé doc tinh trén thai nhi.

Phu nit clo con bii:
Pregabalin qua dugc sita mg. Anh huéng cha pregabalin trén tré so sinh/ tré nhé chua duge biét,
Khi quyet dinh nén ngung che con b hay ngung diéu tri bing pregabalm cdn phai dua trén lgi
ich ciia viéc cho con b va loi ich khi didu tri bang thubc nay cho ngudi me.

Kl ning sinh sin

— Khong c6 nghién ctru lam séng vé anh hudéng cua pregabalin 1én kha ning sinh sén cta phy nit.

— Trong thir nghiém 1&m sang dé d¢4nh gid hidu quéa clia pregabalin trong sy di chuyén cia tinh
trung, nhitng ngudi tinh nguyf_":n nam khoe manh ding pregabalin véi lidu 600 mg/ngdy. Sau 3
thang, khdng co anh huong nao 1én sy di chuyen clia tinh trung.

~ Nghién ctru sinh sin trén chudt cai cho thiy pregabalin gdy dnh hudng bit ioi 1én khé néng sinh
sdn. Nghién ctru sinh san trén chudt duc cho thay pregabalin ¢ anh hudng bt lgri 18n kha ning
sinh sdn va sy phét trién. Su lién quan 18m sdng cla nhitng phat hién ndy chwa dwoc 16,

Anh hudng cia thude 1én kha niing 14i xe, vin hanh may méc:

Pregabalin gdy anh hudng & mitc dd nhe dén trung binh I&n kha ning 14 xe va véin hanh may méc.
Pregabalin ¢6 thé gy chong mit va budn ng, do d6 c6 thé anh hudong dén kha nang 141 xe va vén
hanh may méc.

Bénh nhén khong nén 141 xe, vin hanh mdy mdée phirc tap hofic tham gia vao cac hoat dong nguy
hidm khéc cho dén khi xéc dinh duoc thude cé anh hudng dén viée thuc hién céc hoat dong nay
hay khéng.

Twong tic, twong ky, cia thudc:

Twong tdce cia thuoc:

Do & ngudi, pregabalin duge bai tiét chu yéu qua nudc tidu duéi dang khéng ddi, mét phan duéi
dang chit chuyén héa (< 2% lidu diing duge tim thiy trong nuée tidu dudi dang chét chuyén héa),
khong tre ché chuyén hoa thude khi thi nghiém #n vitro, va khong gin két véi protein huyét tuong,
khdng tao ra turong téc, hay bi teong tie dirge ddng hoc.

Nghién ctry in vivo va phan tich dwoc dong hoc quén thé,

Theo nghién citu ir vivo, khong thdy c6 twong tic duge dong hoe trén lam sang dugc bao cao giita
pregabalin va phenytoin, carbamazepine, acid valproic, lamotngme gabapentm lorazepam,
oxycodone hay ethanol. Phén tich dugc dong hoc quan thé cho thay thude didu trj dai thao duemg
duong ubng, thube lgi tidu, insulin, phenobarbital, tiagabine va topiramate anh huwdng khong déng
ké dén d6 thanh thai pregabalin trén [am sang.

Thudc tranh thai ducng udng, norethisterone vovhodc ethinyl oestmdra!

St dung dbng thoi pregabalin véi thuoc tranh thai duomg uong, norethisterone vd/hodic ethinyl
oestradiol khong anh huong dén sy dn dinh ciia duge dong hoe ciia bit ky thude ndo.

Cdc thude tic dong irén thdn kinh trung eong.

Pregabalin c6 thé anh hudéng den ethanol va lorazepam. Trong nghién ctru lam sang c6 dbi chimg,
ding da liéu pregabalin dudng uong két hop voi oxycodonc lorazepam, hay ethanol khong gy tac
déng l&m sang quan trong nao dén hoat ddng hd hip. Theo kinh nghiém khi thude duge luu hanh,
c¢6 bo cdo vé& suy ho hip va hon mé & nhimg bénh nhén dung ddng thoi pregabalm va céc thude tr
ché than kinh trung wong khéc. Pregabalin lam trim trong thém tinh trang rdi loan nhan thic va
chirc ning vén dbng tdng thé gy ra bdi oxycodone.

Twong tdc ¢ ngudi cao tudi,

Khdng ¢é nghién cinu twong téc duge luc hoc cu thé ndo duoc thuc hign trén nhitng ngudi tinh
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nguyén cao tudi. Chi nghlen ctru twong tac trén ngudi lon.
Dé tranh tuong téc giita cac thudc, théng béo cho bac sj hosic duge s§ vé nhimg thube dang
str dung.
Twong ky ciia thubc:
Do khong ¢o cac nghién clru vé tinh tuong ky ctia thude, khdng trén 1dn thudc niy véi cée thude
khéc.

Téc dyng khéng mong mubn caa thudc:

Céc nghién ciru 1&m sang duge thye hién trén 8900 bénh nhin ding pregabalin, trong {6 hon 5600

bénh nhan duge thir nghiém mu d8i cé ddi ehimg véi gia duge. Cae thc dung khéng mong mubn

thudng gip nhit 14 chéng mit va budn ngi. Cac téc dung khong mong mudn ndy thuong ¢ mirc a5
nhe dén trung binh. Trong cdc nghién ciru ¢6 ddi chiing, ty 18 ngung dtlng thude do gap tac dung
khéng mong mudn 12 12% & cac ‘of,:nh nhén dung pregabalm va 5% & cac bénh nhan ding gi2 duge.

Céc tac dung khong mong mudn din dén viée ngung thude nhidu nhét & nhém ding pregabalin 1a

chéng mit, bubn ngu,

Cac tac dung khong mong mudn xay ra c6 thé lién quan dén céc bénh tidm An va/holic chc thudc

phm hop.

Trong diéu tri dau thin kinh trung wong do chén thuong tay séng, ty 18 tac dung khéng mong mudn

noi chung, tac dung khong mong mudn trén thin kinh trung wong, va ddc biét 1a budn ngu tang I1én.

Rat thueong gdp, ADR > 1/10:

Thén kinh: chéng mat, budn ngd, nhtre diu.

Thuong gdp, 17100 <ADR < 1/10:

— Nhiém khuén va nhiém ky sinh tring: viém miii — hong.

~ Chuyén héa va dinh duong; tﬁng cam giéc ngon miéng.

— Tém thén: tﬁm trang hung phan, ha 1an, céu kinh, 16i loan dinh hudng, mét ngu, gidm tinh dyc.

- Than kinh: mét didu hoa, phbi hop bét thuﬁmg, run, roi loan ngﬁn ngir, mat tri 1ho, glém tri nho,
rdi loan chil y, cam gidc khac thuong, gidm cam gide, an than, réi loan thing bang, nga lim.

~ Miét: nhin mé, nhin d6i.

— Tai: chéng mit.

— Tiéu hda: ndn, budn ndn, tdo bon, tidu chay, dz’iy hoi, bung ciang, khdé miéng.

— Co vamo lién két: chudt rat, dau khop, dau lung, dau chi, co thit tiy cung.

~ Sinh san: rdi loan cuong dwong.

— Toan than: phu ngoai bién, phi, ding di bit thudng, ngd, cim gidc say rugu, cam gidc bat
thuéng, mét méi.

— Khac: tdng cén.

It gdip, 11000 SADR < 1/100:

— Mau: giam bach cAu trung tinh.

~ Mién dich: di ing,.

- Chuyén héa va dinh dudng: chan &n, ha dudng huyét.

— Tam than: a0 gi4e, con hodng loan, bdn chdn, kich dong, trim cém, tim trang chén nan, hung
phén, hung hiing, tim trang thay ¢bi, mét nhan cAch, rdi loan ngdn ngft, mo bit thudng, ting tinh
duc, mét khoai cam, thi .

— Thin kinh: ngit, siing s, dong kinh mua giat, mit y thuc téng vin déng, rdi loan vén dong,
chong mat khi ding, run vén djng hitu y, rung gidt nhén cu, rbi logn nthén thirc, suy gidm tinh
than, r01 loan ngén ngi, giam phan Xa, ting cam gidc, cam glac lira d6t, mét vj giac, suy nhuge.

— Mit: mat thi gidc ngoai bién, roi loan thi gidc, sung mét, khiém khuyét vung nhin, thi luc gidm,
dau mit, moi mit, hoa mét, khd mét, chdy nuée mét, kich timg mit.

— Tai: tang thinh lye.

— Tim: nhip tim nhanh, block nhf that 43 1, chim nhip xoang, suy tim sung huyét.

— Mach méu: ha huyét 4p, tang huyét 4p, ndng bimg, d6 bimg, lanh ngoai bién.

— Hb hip: khé théy, chéy mau cam, ho, nghet mili, viém mili, ngdy, khd mfii.

— Tiéu héa: trao nguge da day thye quéan, ting tiét nuée bot, gidm cam gidc 0 miéng.

— (an: tﬁng men gan *.
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— Da: phat ban nt san, may day, tang tiét md hai, ngra.
— Covamd llen két: sung khép, dau co, co glal co, dau cd, cing co.
— Théan va llet niéu: tiéu khong tu chu, kho tiéu.
— Sinh san: rbi loan tinh duc, cham xudt tinh, dau bung kinh, dau ngyc.
— Toan than: phu toan than, phu mit, tic nguc, dau, sbt, khat, 6n lanh, suy nhucc
— Khéc: tng creatine phosphokinase huyét, ting glucose huyét, giam tiéu clu, ting creatinine
huyct giam kali huyét, sut can.
Hiém gap, 1/10000 < ADR < 1/1000:
— Mién dich: phit mach, phan img di tng.
— Tém than: mit phan xa.
— Thén kinh: co giét, ri loan khiu gide, giam chirc nang vin d(fmg, chirmg kho viét
— Mit: mat thi lyc, viém gidc mac, dao dong vé thi Iyc, thay ddi cam nhan vé chiéu sau cia anh,
gidn dong tir, mét 16, nhin sang.
— Tim: kéo dai khoang QT, nhanh nhip xoang, loan nhip xoang.
— Hb hép: phu phdi, tic nghén hong.
— Tiéu héa: ¢b trudng, viém tuy, sung ludi, khé nuébt.
— Gan: vang da.
— Da: hoi chiing Stevens-Johnson, md héi lanh.
— Co vamd lién két: tidu co vén.
— Thén va tiét niéu: suy than, thiéu niéu, bi tiéu.
— Sinh san: v kinh, vfl tiét dich, nd nguc, vii to & dan 6ng.
— Khéc: giam bach ciu.
Rt hiém gdp, ADR < 1/10000:
Gan: suy gan, viém gan.
* Tang ALT va AST.
Ngung pregabalin sau mot thoi gian ngan hay dai dung thube gdy hoi chimg cai da dugce bao céo &
mot s6 bénh nhan. Cdc biéu hién bao gom: mét ng, nhic dz‘iu, budn nén, lo 4u, tiéu chay, hoi
chimg gidng cum, co gidt, cing thing, tram cam, dau, dd md hoi va chong mat, 1¢ thuge thé chat.
Bénh nhén nén duoc théng béo céc thdng tin nay trude khi bat dau didu tri.
Céc dir lieu ctia viéc ngung thude sau thoi gian dai ding pregabalin cho ’rhéy ty 1¢ mic phai va
mirc do ctia hdi chimg cai phu thude lidu.
Tré em.
Dac tinh an toan cua pregabalin da dugce thuc hién trén 3 nghién ciru & tré em bi dong kinh cuc bd
kém hay khong kém con dong kinh toan thé th(r phat (nghién ctru hiéu qua va tinh an toan & bénh
nhan dong kinh khai phat cye bé trong 12 tudn, n = 295; nghién ctru duge dong hgm va dung nap, n
= 65; va két qua sau | nam nghién ctru nhan mé @ danh gié tinh an toan cta thude, n = 54) tuong
ty nhu khi quan sat trén bénh nhan nguoi lon bi dong kinh. Cac tac dung khong mong mudn
thuomg gip nhit trong 12 tudn bao gdm: budn ngu, sét, nhiém khudn duong hd hip dudi, ting sy
thém an, tang can va viém mai hong.
Théng bédo ngay cho bac s§ hodc dugce s§ nhitng tac dung khong mong mudn gip phai khi st dung
thude.

Quii lidu va cdch xi tri:

Qua héu'

Khi thude duge luu hanh, céc tic dung khong mong mudn thudmg gip nhét khi qua liu pregabalin
1a budn ngtl, hon 10;_1:1 kich dong, bon chdn, Co gidt cling dé dugce béo cao.

Vai trudmg hop hiém, hén mé da duoge béo céo.

Cdch xii trl:

chu tri qua liéu pregabalin nén thue hién céc bién phap hd trg tdng quat va cé thé tham phéan mau
néu chn thiét.

Dic tinh dwge lye hoe:
Nhoéom duge ly: Thuoe chong dong kinh.
Ma ATC: NO3AXI16.
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Pregabalin 14 chat twong ty acid gamma-aminobutyric ([acid (S)-3-(aminomethyl)-5-
mcthylhexmoicl

Co ché tic dung

Pregabalin gan két véi tidu don vi phu (02-8 protein) cua kénh calci phu thue dign thé trong hé
than kinh trung wong.

Hi¢u qua lam sang va tinh an toan

Dau than kinh:

Hiéu qua cta thude da duge béo cao tir cac nghién ciru trong bénh than kinh do dai thao dudng,
dau diy than kinh sau herpes va tén thuong tay séng, Hiéu qua cta thude chua duge nghién ciru
trong cdc md hinh dau than kinh khéc.

Pregabalin da duge nghién cuu trong 10 cuoc nghién ctru 14m sang c6 ddi chimg trong 13 tudn véi
liéu 2 lan;’ngay va trong 8 tudn véi liéu 3 lan/ngay. Nhin chung, tinh an toan va higu qua cta ché
d6 dung thude 2 1an/ngay va 3 !anr’ngay la twong tu nhau.

Thtr nghiém lam sang trong 12 tuan cho ca dau than kinh ngoai vi va than kinh trung uong, da
quan sat thiy c6 giam dau trong tuan thir nhét va duqrc duy tri trong sudt thoi gian diéu trj.

Thir nghiém 1am sang c¢6 ddi chimg trong dau than kinh ngoai vi, 35% bénh nhén diéu tri bang
pregabalin va 18% bénh nhan dung gia dwoc, da cai thién 50% chi s6 dau. D6i véi bénh nhan
khong budn ngu, su cai thién vé chi s6 dau dugc quan sat & 33% bénh nhén dung pregabalin va
18% bénh nhéan dung gia dugc. Céc bénh nhan bi budn ngh thi ty 1& dap (ing 1a 48% bénh nhan
dung pregabalin va 16% bénh nhan dung gia dugc.

Thtr nghiém 14m sang c6 ddi chung trong dau than kinh trung wong trén 22% bénh nhéan ding
pregabalin va 7% bénh nhéan dung gia duge da cai thién duge 50% chi s6 dau.

Déng kinh

Diéu tri h tro

Pregabalin da dugc nghién ctru trong 3 nghién ciru lam sang c6 doi chlm;, trong 12 tudn véi lidu 2
Iam’n&,ay hodc 3 lanf‘ngay Nhin chung, tinh an toan va hig¢u qua cua ché do dung thudc 2 lin/ngay
va 3 lan/ngay 1a tuong tu nhau.

DA quan sat thdy ¢6 giam tAn sb cic con dong kinh 6 tuan thir nhat.

Tré em

Tinh an toan va hiéu qua ctia pregabalin khi diéu trj hd tro cho tré dudi 12 tudi va thanh thiéu nién
chua dugc thiét lap. Tac dung khong mong mudn duorc béo céo trong nghién ciru duge dong hoc
va dung nap thudc & bénh nhan 3 thang dén 16 tudi (n = 65) bi dong kinh khoi phat cuc bd twong
tu nhu nhitng quan sat thdy duge & nguoi lon, Két qua cua nghién ctru cé dbi chimg gia duge trong
12 tuan trén 295 bénh nhén tré em tr 4 — 16 tudi duge thue hién dé danh gia hiéu qua va an toan
clia pregabalin t1ong diéu tri hd tro dong kinh khoi phat cuc bd va két qua sau 1 nam nghién ctu
nhan ma de danh gia tinh an toan cua thudc trén 54 bénh nhi tir 3 thing dén 16 tudi bi dong kinh
cho thiy s6t va viém nhim dudng ho hép trén dwge bdo cdo xay ra thudng xuyén han so véi
nguoi 1on bj dong kinh, :

Trong nghién ctru c6 dbi ching gia duge trong 12 tuan, bénh nhi dung pregabalin vdi liéu
2,5mg/kg/ngay (t6i da 150 mg/ngay), 10 mg/kg/ngay (ti da 600 mg/ngay), hodc ding gia duge.

Ty 18 bénh nhi giam it nhit 50% déng kinh khoi phét cye b so véi khi chua diéu trj 1a 40,6% bénh
nhi ding pregabalin 10 mg/kg/mgay (p = 0,0068 so vadi gia dugce), 29,1% bénh nhi ding pregabalin
2,5 mg/kg/ngay, va 22,6% bénh nhi dung gia duge.

Bon iri li¢u (bénh nhdn diegc chién dodn som)

Nghién ctru ¢6 d6i chimg trén 56 tudn dung 2 lan/ngay, pregabalin khong kém hon lamotrigine dua
trén két qua khong bi 1én con trong vong 6 thang sau khi két thuc thir nghiém. Pregabalin va
lamotrlgme tuong tu nhau vé tinh an toan va dung nap tt.

Roi loan lo du lan téa

Pregabalin dugc nghién ciru trong 6 nghlén ctu 14m sang c6 d6i ching trong 4 — 6 tuan, mot
nghién clru & ngudi cao tudi trong 8 tudn, va mot nghién ctu ngan ngira tai phat dai han cing véi
giai doan ngin ngtra tai phat mu doi trong 6 thang,

Cic triéu chung rdi loan lo du toan thé giam thiéu trong tuan thir nhat khi 4p dung thang danh gia
dé lo &u Hamilton (HAM-A).

Nghién ciru lam sang cé doi chimg (4 — 8 tudn), 52% bénh nhén ding pregabalin va 38% bénh
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nhdn dung gia duge dd dat mac cai thign it nhat 50% téng s6 diém theo thang danh gia lo 4u
HAM-A tir ltc bat dau cho dén ltc két thic didu tri.

Trong nghién ctru co ddi chimg, ty 18 bénh nhan diéu tri bing pregabalin bi nhin m& cao hon so voi
ding gia dugce, da sb cac tr uf:fng, hop duge béo cdo khi dung lién tuc.

Xét nghiém nhan khoa (bao gom xét nghtem thi luc, thi truong, va soi ddy mét) dugce tién hanh
trén 3600 bénh nhan trong nghién ctru ¢6 dbi ching. O nhing bénh nhan nay, thi lue giam 6,5% &
nhimg nguoi dung pregabalin, va 3,8% & nhém dung gia duge. Thi truong thay d6i 12,4% & nhom
dung pregabalin va 11,7% & nhém dung gia dugc. Sy thay di khi soi ddy mét 1,7% & nhém ding
pregabalin va 2,1% ¢ nhom dung gia dugec.

Pdc tinh dwge dong hoc:

Dugc dong hoc on dinh cua pregabalin 1a twong ty nhau & nhitng ngudi tinh nguyén khoe manh,
bénh nhan dong kinh dang dung thude chdng dong kinh, va bénh nhan dau man tinh.

Hap thu

Pregabalin duge hip thu nhanh khi udng lic doi, ndng do dinh trong huyet tuong dat duge sau 1
gidr trong ca ché d6 dung don liéu va da liéu. Sinh kha dung dudng uong cua pregabalin khoang
trén 90% va khong phu thudc vao lidu ding. Khi st dung nhéc lai, tinh trang 6n dinh dat duge
trong khoang 24 — 48 gio. Ty 18 hip thu pregabalin giam khi ding cting thirc dn dan dén Cpax gidm
khoang 25 — 30% va tya chdm khoang 2,5 gid. Tuy nhién, ding pregabalin cling thirc &n khong
anh hudng déng ké trén 1am sang vé mirc d6 hip thu pregabalin.

Phan bo

Trong cdc nghién ctu tién lam sang, pregabalin dé dang di qua hang rao méau ndo & chudt nhit,
chudt cong va khi. Pregabalin qua duoc nhau thai chudt cong va XUt hién trong sira chudt. C)
ngudi, thé tich phéan b biéu kién cla pregabalin sau khi dung duong ubng khoang 0,56 lit/kg.
Pregabalin khong gan voi protein huyét tuong.

Chuyén héa sinh hoc

Pregabalin chuyén héa khong dang ké & nguoi. Sau khi dung pregabalin ¢6 danh dau dong vi
phéng xa, 98% hoat tinh phéng xa duge tim thay trong nuée tidu dudi dang pregabalin khong doi.
Dan \(uat N-methylate cua pregabalin, chit chuyén héa chinh cua pregabalin duge tim théy trong
nuoe tiéu, chiém khoang 0,9% liéu ding. Trong nghién ctru tién 14m sang, khong 6 dfu hiéu nao
vé s bién déi pregabalin dang ddng phén ta tuyén thanh déng phén hitu tuyén.

Thai trie

Prcg,abalm duoe thai trir ra khoi hé tudn hoan chu yéu do bai tiét qua than dudi dang khong doi.

Thoi gian ban thai cta plegabalm khoang 6,3 gio. D$ thanh thai pregabalin huyét tuong va dé
thanh thai 111.;111 ty 1& thuén véi do thanh thai creatinine.

Chinh lteu dbi véi bénh nl 18n suy giam chie nang thdn, hogc dang thAm phan méu la can thiét,

Tinh tuyén tinh/khéng tuyén tinh

Dugce dong hoce cua plegabdhn tuyén tinh trong khoang lidu khuyén cdo hang ngay. Do bién thién

duge dong hoc gifia cac déi tuong ctia pregabalin thip (< 20%). Duge dong hoc ctia da liu c6 thé
du doan duge tir dit liéu cta don lidu. Do d6, khong cin pha kiém sodt dinh ky ndng d6 clia

pregabalin trong huyét tuong,

Gidi tinh

Nghién ctru lam sang cho thiy gidi tinh khong anh hwéng déng ké trén ldm sang dén ndng do
pregabalin trong huyét twong.

Suy thdn

D9 thanh théi pregabalin ty 1¢ thudn v&i do thanh thai creatinine. HUH nira, pregabalin dugc thai trir
ra khoi huyét tvong bai thim phan mau (sau 4 gier thdm phén méau, ndng do pregabalin trong huyét
tuong giam khoang 50%). Vi pregabalin dugc thai trir chi yéu & thén, giam liéu & nhimg bénh
nhan suy than va bo sung liéu & nhimg bénh nhan thAm phén méau 14 can thiét,

Suy gan

Chua ¢6 nghién ctru duge déng hoc cu thé nao trén bénh nhin suy gan. Do pregabalin chuyén hoa
khong dang ké va duge thai trir chii yéu qua nude tiéu & dang khong doi, ndng do pregabalin trong
huyét tuong thay déi khéng dang ké & bénh nhén suy gan.

Tré em

Duogc dong hoc ciia pregabalin duge dénh gid ¢ nhitng bénh nhi bi dong kinh (nhém tudi 1 —
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23 thang, 2 — 6 tudi, 7 — 11 tudi, 12 — 16 tudi) & licu 2,5; 5; 10; 15 mg/kg/ngay khi nghién ciru
duge dong hoc va dung nap thudc.

Sau khi cho tré em udng pregabalin lic déi, nhin chung, thoi gian dat ndng d¢ dinh trong huyét
tuong tuong tw & cac nhom tudi, va tir 0,5 — 2 gid sau khi dung thudc.

Cmax VA AUC tang tuyén tinh véi lidu trong timg nhém tudi nay. AUC giam 30% & tré em dudi 30
kg do tang trong lugng co thé, do thanh thai dugce diéu chinh 43% & bénh nhén nay so véi cac bénh
nhéan tir 30 kg tr¢ 1én.

Thoi gian ban hiy cta pregabalin trung binh 3 — 4 gid & tré em tlr 6 tudi trd xudng va 4 — 6 gid &
tré em tir 7 tudi tros 1én.

Phén tich thong ké duge dong hoc & nhom tudi nay cho thdy d6 thanh thai creatinine dong, hiép
bién dang ké khi ding duong uong, trong luong co thé dong hiép bién véi thé tich phan bo biéu
kién khi ding duong udng, va mébi tuong quan nay tuong ty nhau ¢ tré em va nguoi 16n.

Dugce dong hoc & bénh nhan dudi 3 thang tudi chua dugce nghién ctru.

Nguoi cao tuoi

D{ thanh thai pregabalin c6 xu hudng gidm khi tudi tang. Mitc giam cla d§ thanh that pregabalin
khi dung dutng udng co lién quan téi mire gidm cua do thanh thai creatinine khi tudi tang. Can
phai giam lidu pregabalin dbi v6i bénh nhén ton thuong chirc ning thén do tudi cao.

Phu ni¥ cho con b

Duge dong hoc cua pregabalin lleu 150 mg, 12 gid/lan (300 mg modi ngay) da duge danh gié trén
10 phu nit cho con bt trong t6i thidu 12 tudn sau khi sinh. Sy tiét sia khong hogc it anh huéng dén
duge ddng hoc cua pregabalm Pregabalin duoc tiét vao sita véi ndng do on dinh trung binh
khoang 76% so v6i nong do trong huyét tuong cia ngudi me. Lidu prcgabalm ma tré so sinh nhan
tir stta me (gid sir lugng sita tiéu thu trung binh 150 ml/kg/ngay) khi ngudi me dung 300 mg/ngay
hodic dung t6i da 600 mg/ngay lan lugt 1a 0,31 hay 0,62 mg/kg/ngay. Liéu nay tinh theo mg/kg s&
chiém khoang 7% lidu cta ngudi me.

Dic tinh an toan tién lam sang

Trong cdc nghién clru duge ly an toan & dong vat, pregabalin dung nap tot & liéu didu tri. Trong
nghién ctru dou tinh vai liéu nhic lai trén chudt va tho, doc tinh trén lhan kinh trung wong da dugc
bdo cdo, bao gdm giam hoat dong, hiéu dong thai qua, mét kha nang diéu hoa co. Ty 1€ teo vong
mac tang duge bdo cao ¢ chudt gia bi bach tang sau khi ding pregabalin kéo dai & liéu gﬁp 5 1an
lidu dung lam sang téi da dwoc khuyén cdo & ngudi.

Pregabalin khong gdy quai thai trén chudt nhit, chudt cdng va thé. Pac tinh gy quai thai trén
chudt va thd chi xay ra khi lidu dung cao hon liéu st dung cho ngudi. Trong céc nghién clu doc
tinh truge hodc sau khi sinh, pregabalin gay ra doc tinh tang truong o chudt con & lidu gp 2 lan
lidu tbi da trén ngudi.

Téc dung khong mong mubn trén chude duc va chudt cai chi duge quan sat thay khi liéu dung vuot
qué lidu didu trj. Tac dyng khong mong mubn trén hé sinh sén cta chudt duc va cac thong s6 tinh
trang c6 thé phuc hdi duge va chi xay ra khi ding qua lidu diéu tri hoic lién quan dén qua trinh
thodi hoa ty phat cla co quan sinh dyc ¢ chudt dye. Do dé anh hudng trén 1dm sang it hodc gin
nhu khong co.

Pregabalin khong gy déc tinh gen dya trén nghién cttu in vivo va in vitro.

Cac nghién ciru 2 nam vé kha ning gy ung thu ctia ptcgaba in duoc tién hanh trén chudt cong:, va
chudt nhat. Khéng phat hién khéi u ndo trén chudt cong dung lidu gdp 24 14n lidu lam sang t6i da
600 mg/ngay dugc khuyén cdo ¢ ngudi. O chudt nhit véi licu dung tuwong tw nhu ngudi, khong
thiy sy ting khbi u nao, nhung ting ty 1& u méu 4c tinh khi ding lleu cao hon. Co chg khong gy
ddc gen cua sy hinh thanh khéi u do pregabalin & chudt nhat bao gdm sy thay di tiéu cdu va gin
lién voi tang sinh 1€ bao ndi mac. Su thay dbi vé tiéu cu khong dugc bdo cdo & chudt hodc or
ngudi trong cde dir lidu 1am sang ngan han hodc kéo dai ¢é gidi han. Khéng c¢6 bing chimg vé
nguy co cho ngudi.

O chudt cdng chua truong thanh, cée doc tinh quan sat doe khong khac vé chat 8o vdi chudt
truong thanh. Tuy nhién, chuot chua truong thanh nhay cam hon. Sau khi ding 1 teu diéu tri, c6 cac
dau hiéu lam sang trén than kinh trung uong vé ting cuong hoat dong va nghién ring va mot s6
thay dbi vé tﬁng truong (ch ché tang ciin nhét thoi). Céc anh hudng dén chu ky dong duc da duoc
quan sat lhay & lidu g gap 5 14n liéu tri liéu & nguoi. Giam phin xa nghe dot ngdt da dugc bdo cao 0
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chudt chua truong thanh 1 — 2 tuan sau khi ding liéu gdp 2 lan lidu diéu trj & nguoi. 9 tuan sau khi
dung thude, téc dong nay khong con théy nira.

Quy cach dong goi:

— Vi 10 vién, Hop 2 vi.

— Vil0 vién. Hop 3 vi.

— Vi 10 vién. Hop 5 vi.

— Vi 14 vién. Hop 4 vi.

— Chai 30 vién. Hop 1 chai.
— Chai 60 vién, Hop 1 chai.
— Chai 100 vién. Hop 1 chai.

Bleu kién bdo quan, han ding, tiéu chuin chit lwong ciia thude:
Diéu ki¢n bio quin:

Noi kho réo, tranh anh sang, nhiét 6 khong qua 30°C.

Han ding:

24 thang ké tir ngay san xuat. Khong st dung thude hét han dung.
Tiéu chudn chit liwpng: TCCS.

Té én, dia chi cua co' s¢' san xuét thude: ;
CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR
S0 297/5, Ly Thudng Kigét, Phuong 15, Quan 11, Tp. H6 Chi Minh.
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