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CANH BAO DAC BIET:

NEURONTIN*

Thube niy l.'lu'ddlﬁ theo dom cia bde o1,

Khing ditng qui

u chi djnh,

ngu hurdmg diin sir dyng trwde khi dimg.
Ném

thém théng tin xin hoi § kién bdc sf.

Thing béo cho hic s nhimg tic dung khing mang mubn gip phl khi sir dyng thuic.
Khbng sir dyng thelc 42 qud han ding.

xa tim tay tré em.
1. TENSAN PHAM
NEURONTIN.
2. THANH PHAN BINH LUGNG VA BINH TINH
Gahapentin dge bio ché dudi dang vién nang chisa 300 mg duge chit ding dudmg ulng.
Gabapentin 6 dimg tinh thé rin méu tit ring dén tring nga, 42 tan trong e v rong o dung dich
acid vi hase.
3.  DANG BAO CHE
Viin nang cimg.
4. DAC TINH LAM SANG
4.1, Chidinh dibut
Bing kinh .
Gabapentin chi dinh dom trj liéu trang didu trj céc com déng kinh et b6 ¢4 hay khéng kém theo
chc com tndn th thi jihéi # ngudi b va tré em tir 12 tudi trg (. B9 an todn v hidu qua ela phic dd
dom tri liéu gabapentin & té em dudi 12 tudi chira duoe thiét lip (Xem phin 4.2 Lidu dilog vi cich
ding. Bone Kin: Nguwd? tdn v benk ki rén 12 i)
Gabapaminﬁmdﬁﬂiﬂnhuny&]iﬁup]ﬂph&wm@dﬂuﬁu_ic::ona@r@klnhu_lcbﬁcéluy]dlﬂng
mnﬁygnc\écmlolnthéﬁﬁphllﬁmﬁ‘ilév\dlt!mn!'fﬁnuﬁ'l@ﬁn.%anmlnvahbhmm
phiic &6 didw tri b tre, si dung gabapentin & bink nhin nhi dudt 3 wedi vin chia dege thigt lp.
Bau thin kinh N .
Gabapentin duge chi dinh dibu trj dau thin Xinh & ngudi 16m tir 18 i td lén, DG an todn va higu qui
ciia gabapentin & bnh nhin dugi 14 b chua duge thistlip. .
42, Liku diing vi céeh ding
Gabapentin e ding dubme ufng, of thé ding cing hode khing cing thire fn, :
Trén I3m sang, viéc giam ticu, ngimg thubc hoy thay the bing mit wm:i khibe cin duwge tidn hish tir o
trong thir ginn thi thiéu |
Ding kinh
Cae thir nghiém Jim sang cho thiy khodng lidu c6 hidu qua cia gabapentin La tir 900 mg/nghy dén
JGD!_JNQ)nng_.CéMhﬁtdﬁudi&m’;bﬁg\;ichwdu:gm‘)ms.ﬂﬁn’nw&m;ll,hﬁchﬁcich
chusn ficu (BANG 1), Sau do, lieu o6 thé dige ting lén 161 da 3600 mg/ngdy chiz 1am 3 lin. Liéu ding
lén dén 4300 my/ngay A3 fupe dinh gid 14 dung nap 101 gua cic nghién cim 1m sang nhan me dii han.
Khadng thisi gian thi da gitta cae liéu trong phic 46 lidu ding 3 Hin‘ngéy khing nén vuet qui 12 gio 8¢
trirh bang phit cac com co gt
BANG 1
Bing Hiéu: Chun libu ban dau
Ligu | Mgy 1 | Ngiy 2 | Ngay 3
9 mg [ 30mgQrr | 3MmgBID* | 300mgTID
L
*QD = | Ian/ngay
BID = 2 Hnfngy
ETI0 = 3 Yaningay
Ve theo di nfng d5 cin gabapentin tong huyé tong nhim 18 wu béa didu irj 14 kndng cén thiés,
Ham nita, in cé thé duge sit dung phii hop véi cic thudc chéng dong kinh khic ma khing cin
phidi quan tim dén sw thay ddi cin néing 45 gabapentin hay nong di via céc thuds ching djng kinh khic
trong huyét tuong,
Liéu khi diu 13 900 mejngay duge chia lim 3 lidu nho bing nhuu vi ¢6 the ting Ién dén 1ibu 16i da
3600 mygfngay néu chn thiss ity theo dip mg, Biu tr nén duge ki i bing cich chuln ligu [BANG 1).
Chink Lé nhéin daw thin kin nh K ¥ gidm chairg ng thiin
"Néa ditu chinh 1ifu & cdc bénh nhén bj suy gidm chitc ning thin (BANG 2) vi/hojic nhimg bénh nhin
dang duge thim phin lge maw ’
BANG 2
Litu G & g Im dyra trén chire ndag thin
D4 thanh thai Creatinin (mL/phit) Tang 1itu hang ngay* (me/ngay)
=80 S00-3600
50-79 G00-1B00
30-49 00900
1529 1507600
<13 1305300
#Ting lidu hang ngiy nén duge ding theo phdc 86 3 lin/ngay. Cic libu duge ding dé didu i cée binh
rn o thiin b {46 thanh thii inin = &0 mL/phi) nim trong khodng tr %00 mgigly
n 3600 mg/ngiy. it dinge gidm xudng & cle binh nhan suy thin (47 thanh thii creatinin < 79 mLiphi)
"hién duge ding 300 mg céch ngay, .
hinh litu o cac bioh nh Iyt tham phan o 1FiL
B veri ce-bénh nhin dang duge thim phin Ige mau mi chim tig ding gabapentin, nén ding litu
khoi du 300 mg dén 400 mg va san 4o giam xuong 200 mg dén 300 mg gabapentin sau mii 4 gio thim
phiin boe méu.
4.3. Chimg chi djnh

Chdng chi dinh gabapentin & eac bénh nhdn qud min vii gabapentin hay bt ki thimh philn nao en thudie,

44. Cinh biv v thin trong dfc bi§t kbi sir dyng

Tang quan

M di chira oo cic bng chimg vé cie con dgng kinh bimg phit do gabapentin, nhung vige naimg dit
ngit ee thufic ching eo gift & cie binh nhan 8ing kinh co the lam xuat hign trang thii dfng kinh &
bénh nhin (Xem phin 4.2 Lidu ding vi cheh dimg: .

Nhin chung gabzpentin khing co higu qui trong didu i cic con déng kinh ving § thire.
Ditu trj bing gabapentin c6 lién quan dén chimg chong mit vi gt.vlécmmﬂ;émun'i“
e chan thiomg do tai nan (€ ngd). Cling 6 bio cio sau khi thude duge T hinh v chimg 1 l':z}g
tirih wii sa s01 tinh thiln, Vi vy, clin ki nmibhﬁummmmummmgmdinkhibém
nihin quen thube vl cde dnh hidmg oé thé ed cia thufic.

& bénh nhin phii diéu tri ¢éng thisi gabapentin v6i céc opioid of thé diin 161 ting nong di gabapentin.
Cﬂaﬂnudﬂibenhhh&(nci:‘\iih&n:gcicdin‘hiéu&cc]éhémkinhlmrlgumg(CNS)ﬂmng\S&A.
gidm tinh tio va @i che bi hip va cin gidm litu gabapentin hotie opicid mé: cich thich hop (Xem phin
4.5 Turomg tic vii cie thubde khde v elie dang tnmeg tie khic). P

Lam dyne vi phy thude thulc :
mmwmm\whu thufe thude d3 duwge bio cio sau khi thude i hénk trén thi temg.
Ciing gitng nhir ede khic cd tic ddng mén thin kinh trng womg, nén cin thin déinh gis nhir
‘binh nhin 6 tién sit lam dung thudc v theo d3i nhimg binh nhin riy ¢ phat hign cie diu higu eo':’rﬁ
e ¢l vige lpm dyng gabapentin.

Phit ban de thude kim then ving bach iy wa eusin vi cig trify chimg tods thin i

Ciic phitn (mg qui miin 10dn thin nghiem trong, de dpa tinh mang nhiz phat ban do thube kém theo ting
bach cidu s eosin va ce iriéu chimg tadn thin (drug rash with cosinophilia and systemic sympoms -
DRESS) 33 duge bdo cdo o nhimg bénh nhin ditng cée thode chdng &fng kinh ban gém ca gahapentin.
Chn hru y eée bidu hign som i phin img qud mn, nh 5t by néi hpch o6 thé xull higa db kKhing 6
phit ban. Néw nhimg diu higu bay wigu climg niy xult hign, cin dinh gid tinh trang bénk nhin ngay
lp uife. Mén ngimg sit dung gabapentin néu chira tim duge nguyén nhin khie giy m e diu hids va
i chirmg ndy. X

Thing tin dinh cho béah nhin

B ddm bio vige six dung gabspentin an 1odn vA hitu qui, edn trao 461 nhing thag tin vé htng din
sau diy vii bénh nhin:

1. Thing b cho bic 59 bift v bt kj thude nbo, k2 dom hay khing ké dam, rsgu, efe thube dang sir
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2. Phéiﬂ\dnsbénchnbécsjrhielncnIaénhnmwmimac&ngcﬁahmhv&&ﬂ.m:ﬁmm

dang dimg gabapentin.

. Giabapentin durge béi 1iét qua sia me, anh huomg e gabapentin trén nhimg tré em dang thiri
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dén khi ning tham gia vio chc bogt ding niy. - 5
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Mkhimgg'ﬂu trf biing gabapentin, bénh nhin nén duge haimg din ring hidn phit

ban hofic cic déu higu, wigu qui min nha sét hay nit huch oo thé din din bign c8 y khoa

aghiém trpng, Bénh nhin cén béo cio ngay cho bic 3§ nhitng diu hige niy néu gip phii.
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4.5, Tuomg the vii che thude khiie v cde dang nrong tic khie

B4 ¢4 ¢4c bdo cdo iy phit va béo cio frong ¥ vin vé sit irc ché he hip viholc gidm tinh tio lign quan
méu;i&cm ddyng grabapentin v opinid. Trong mét vai bio che, cac the git cho ring oin quan tm dic
bigt hben-_mnmy khi diing két hop gabupentin v opioid, dic biét & bénh nhin cao tudi.




