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Rx

PREGAVIET

(Vién nang cimg pregabalin)

" Cac diu hiéu luu ¥ va khuyén cdo:
Doc kv Inréng dan sir dung trwde khi ding.
Dé xa tam lay tré em.
Thong bdo ngay cho bac sy hodic digc sy nhitng tdc dung khéng mong muon gdp phai khi sie
dung thioc.
Thide nay chi ding theo don thude
[, Thanh phan céng thire thude
Mai vién nang chira:
PREGAVIET 25
Thénh phan hoat chat: Pregabalin 25 mg
Thanh ,ufufn ti dwoc: Pregelatinized starch 1500, talc, capsule white opaque/white opaque
size'4" printed with ‘865” on cap with black ink.
PREGAVIET 50
Thanh phan hoat chdt: Pregabalin 50 mg
Thanh phdan ta dieoc: Pregelatinized starch 1500, talc, capsule pale yellow opaque/white
opaque size’3’ printed with ‘866" on cap with black ink.
PREGAVIET 100

Thanth phan hoat chat: Pregabalin 100 mg p
1 hanh ;)!nin' (G dwoe: Pregelatinized starch 1500, tale, capsule peach opaque/peach opaque //
size’3" printed with ‘868” on cap with black ink. '
2. Dang bao ché: Vién nang cimg. '-._1'\'-
M6 ti die diém thuoe N\

.

PREGAVIET 25: Vién nang c& "4" voi nip mau (ring, m& duge in "865" mau den va than
mau tring, mo chira bot mau triing dén triing nga.

PREGAVIET 50: Vién nang c& "3" voi nip mau vang nhat, mo dugc in "866" mau den va
than mau trang, md chia bt mau tring dén tring nga.

PREGAVIET 100: Vién nang ¢ "3" voi ndp mau anh ddo, mo duge in "868" mau den va
thin mau anh dao, mo chira bdt mau tring dén trdng nga.

3. Chidinh

Pau thin kinh

Pregabalin duge chi dinh dé diéu tri dau than kinh ngoai bién va trung wong & ngudi trudng
thanh.

Pong kinh

Pregabalin duge chi dinh nhu phéc dd hé tro & nguoi trudng thanh bi dong kinh mot ph?m co
hoic khong 6 con toan thé hoa thir phat.

Réi loan lo du lan toid

Pregabalin duge chi dinh dé didu tri i loan lo au lan toa (GAD) & ngudi truong thanh.

4. Litu dung — Cach dung

Litu diing

K hoang liéu la tir 150 dén 600 mg/ngay duge chia thanh 2 hoge 3 lan.

DPau thin kinh



Dicu tri véi pregabalin co thé duge bit ddu ¢ lidu 150 mg/ngdy duge chia thanh 2
a ning dung nap, lidu c6 thé dugc ting lén 300

Duya vao dap tng cta timg bénh nhan va kh
va néu cin, ting den licu toi da 600

me/ngay sau mot khoang thoi gian 3 dén 7 ngay,
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mwngay sau mot khoang thoi gian 7 ngay tiép theo.

Dong kinh

Ditu 1 véi pregabalin c6 thé dugc bit dau boi
ldn. Dua vao dap tmg cta timg bénh nhén va kha ning dung nap,

moi ngay sau | tuan. Lidu tdi da co thé ting 1én 600 mg/ngay sau tudn tiép theo.

Roi loan lo au lan tod
Khodng lidu tir 150 dén 600 mg/ngay dugc chia thanh 2

(mg bénh nhan sau khoang thoi gian didu tri.
Dicu 1 bing pregabalin c6 thé bit dau voi licu 150 mg/ngdy. Dya vao dép tmg ctia timg
bénh nhan va kha nang dung nap, lidu co thé tang 1én 300 mg/ngdy sau 1 tudn diéu tri. Sau

(i ké tiép liéu o6 thé tang 1én dén 450 mg/ngay. Lie

sau tuin ke tiep.

Nowng ding pregabalin
I'heo dir liéu 1am sang hién lai, néu can ngung duing pregaba

;

trong vong (6i thiéu 1 tudn tuy theo timg chi dinh.

Bénh nhdn suy thin

Pregabalin dugc thai

pregabalin co lién quan tryc tiép va ty 1¢ thuan vai d6 thanh thai creati

bénh nhan suy than tay theo do thanh thai creatinin (CICr), dwoc chi ra trong Bang 1 sau:

L“_‘ICI'“]][_-pl‘l(ll} = [

gi). Doi vai nhimg bénh nhén dugce tham phén mau, lié
chinh dua trén chire ndng than. Ngoai lié

L

1

sau moi 4 gior diéu tri thdm phan mau (xem Béng 1).
Bang |: Hiéu chinh lidu pregabalin dya trén chirc nang than:

1,23 x (140 — tudi) x cin ning (k

,23 % (140 — tuoi) x can ngng { 8) | (x 0,85 cho bénh nhan i)
Creatinin huyét thanh (pmol/L) '
Pregabalin duge thai trir higu qua tr huyét twong bang

D6 thanh thai ]
creatinin (CICr) Téng lidu pregabalin hang ngay* S6 lan dung
(mL/phat)
- Liéu khoi dau Lidu tbi da o
(mg/ngdy) (mg/ngay)
> 60 150 600 BID hodc TID
E 30 - < 60 75 300 BID thlC TID
>15-<30 1 lan/ngay hodc
2550 150 BID
<15 23 75 1 lan/ngay

Li¢u bo sung ngay sau diéu trj thim phan méu (mg)

o

25

100

\ Liéu duy nhét"

TID = 3 lan/ngdy
BID = 2 lan/ngdy

# Tdng licu hang ngdy (mg/ngay

(mg/l i)

hodc 3 lan.
lidu 150 mg/ngay duge chia thanh 2 hodc 3
lidu c6 thé tang 1én 300 mg

hodc 3 lan. Cén phai danh gid lai dap

u tdi da 600 mg/ngay co thé dat dwoc
lin, nén tién hanh giam lidu tir tir

trr chi yéu & than dudi dang khong ddi. Do su thanh thai cta
nin, phai giam liéu &

thdm phan mau (50% thubc trong 4
u pregabalin mdi ngay nén duoc dicu
u hing ngiy, cin phai ding thém liéu bo sung ngay

) nén duge chia theo sé 1an dung nhu duoc chi dinh
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" Liéu bd sung 12 lidu duy nhat.

Bénli nhin suy gan

Khong can diéu chinh li¢u cho bénh nhan bi suy gan.

Tre em

Tinh an toan va hiéu qua cia pregabalin & tré dudi 12 tudi va & thanh thiéu nién (12 - 17 tudi)

chua duoe xac dinh. Nhimg dit ligu san co gfin ddy dugc mo ta trong muc T#c dung khong

mong mudn cia thude, Pic tinh dwge lve va Diic tinh dwge dong nhung khong thé dua ra

khuyén cao vé liéu dung.

Newoi cao tudi (trén 65 tuoi)

Neudi cao tudi ¢o thé cin giam liéu pregabalin do suy gidm chirc nang théan.

Cach duang

Pregabalin co thé duoc cung hodc khong cung thic an.

Thude chi ding dudng ubng.

5. Ching chi dinh

Chéng chi dinh ¢ nhimg bénh nhan qua man véi pregabalin hodc bat ki ta dugc nao cua

thude.

6. Canh bio va thin trong khi dung thude

Bénh nhin dai thao dwong

Theo thue hanh ldm sang hién tai, mot s6 bénh nhan dai thdo dwong ting can tro lai do diéu

tri bing pregabalin ¢6 thé cAn diéu chinh cac thude lam ha duong huyét.

Phiin g qua min

pa co nhiing bdo cdo sau khi thude lwu hanh vé phan ng qué man, bao gdm nhitng trudng

hop pha mach. Phai ngung ngay pregabalin néu triéu chimg ctia phu mach xay ra nhu sung

mit. sung miéng, hogc sung dudng ho hap trén,

Chong mit, budn ngii, mat y thire, li lin, va suy giam tim than

Diéu tri bing pregabalin gdy ra chong mat va budn ngt, co thé lam tang sy xudt hién cta cac

chén thuong v6 ¥ (ngd) & nhiing bénh nhin cao tudi. DA c6 nhitng bdo céo sau khi thude luu

hinh vé mat ¥ thire, 10 Jan va suy giam tam thin. Do do, bénh nhén cin duoc khuyén cdo thin

trong khi vén dong cho dén khi da quen véi céc tac dong tidm 4n cua thude.

Anh hwong dén thi gidc

Trong cac thir nghiém 1am sang c6 dbi chimg, mot ty 1€ 16n hon cac bénh nhan dugc diéu tri
( bing pregabalin dd bao cdo nhin m¢& hon nhitng bénh nhan sir dung gia duoc, diéu nay da

duge gian quyét trong phén 16n cdc truong hop tiép tuc sir dung. Trong céc nghién ctiru lam

sing ¢ thue hién kiém tra chirc nang thi gide, ty 1¢ giam thi lye va thay dbi thi gidc & nhitg

bénh nhin dugc didu tri bing pregabalin 14 1én hon & nhing bénh nhan dugc didu tri bing gia

duoe. ty 1€ thay déi co ban cao hon & nhitng bénh nhén ding gia dugc.

IChi Tuu hanh thude trén thi truong, téc dung khong mong mubn trén thi gidc da duge béo céo,

bao gom mAt thi luc, nhin m& hodc nhiing thay ddi khac vé thi lue, nhiéu truomg hop la

thodng qua. Ngung st dung pregabalin ¢6 thé giup phuc hdi hoiic cai thién nhiing triéu chimg

thi luc nay.

Suy thin

Nhitng truong hop suy thin da duge bio cdo va trong mot s6 trudmg hop viée ngung diéu tri

pregabalin da cho thiy sw phyc hdi cua tac dung khong mong mubn ndy.

Ngwng nhimg thube ching dong kinh ding dong thoi
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Khong ¢o dir liéu day du veé viéc ngung cac thubc chdng dong kinh sir dung dong thoi, khi
vice kiém soat duge con co gidt voi pregabalin trong liéu phap bd sung da dat duge, sau do
thue hién liéu phap don tri ligu biing pregabalin.

Tri¢u chirng ngung thube

Sau khi ngung dicu tri ngin han va dai han bing pregabalin, cac tri¢u ching ngung thube da
duge quan sat thiy & mot s& bénh nhan. Cac tridu chimg sau da duoc nhic dén: mét ngu, dau
diw. buén non. lo au, tidu chay, hdi chimg cim, cang thing, tram cam, dau, co gift, tdng tiét
mo hoi va chong mit, c6 phy thude vao thé chét. Bénh nhan phai dugc thong bao vé diéu nay
khi bat dau diu tri.

Cac con co gidt bao gdbm dong kinh trang thai va co gidt man tinh 16n, c6 thé xay ra trong khi
sir dung pregabalin hodc thoi gian ngéin sau khi ngung sir dung pregabalin.

[icn quan dén ngung pregabalin khi diéu tri dai han, cac dir liéu cho théy ring ty 1& va muc
do nghiém trong cua tri¢u ching ngung thude c6 lién quan dén lidu.

Suy tim sung huyét

D co bdo cdo sau khi thude lru hanh vé suy tim sung huyét & mot s6 bénh nhan sir dung
pregabalin. Nhiing phan img nay phan 16n duoc nhin thdy & nhirg bénh nhan lén tudi ¢6 ton
thwong im mach trong khi diéu tri bang pregabalin cho chi dinh dau than kinh. Pregabalin
nén duge st dung than trong ¢ nhitng bénh nhin ndy. Ngung st dung pregabalin c6 thé giai
quyét duge anh hudng nay.

Pitu tri dau than kinh trung wong do ton thwong tiy si‘)ng

Trong diéu tri dau than kinh trung wong do tdn thuong tiy song, ty 1& cdc tac dung khong
mong mudn néi chung, tic dung khong mong muén trén hé than kinh trung wong va dac biét
la budn ngu da tang lén. Pidu nay c6 thé la do cac tac dung khong mong mubn ctia cée thube
ding dong thoi (nhu thube chdng co eimg) cin thiét sit dung cho tinh trang ndy. Diéu nay
phai duge xem xét khi ké don pregabalin.

Suy nghi va hanh vi ty sat

Suy nghi va hanh vi tu sét da duoc b4o c4o & nhiing bénh nhan dugc didu tri bang cic thude
chong dong kinh trong mét vai chi dinh. Mot phéan tich téng hop nhiing nghién ciu ngau
nhién ¢o dbi ching véi gia duge cia thuéc chéng dong kinh ciing da cho thiy c¢é nguy co
ting nhe suy nghi va hanh vi tur sat. Co ché cua nguy co nay chua duge biét va nhitng dit liéu
sin ¢o khong thé loai trr duge kha ndng tang nguy co la do pregabalin. Do dé, bénh nhan
phai duoce theo doi cac dAu hicu ctia suy nghi va hanh vi tur sat va diéu tri thich hop nén duoc
xem x6L. Nhitng bénh nhan (va nhiing ngudi chdm soc bénh nhén) phai dugc khuyén cdo tim
kiém tu vén y khoa khi ddu hi¢u ctia suy nghT va hanh vi tw sat xudt hién.

Giam chire niing dwong tiéu hoa dwdi

Di co nhimg béo cdo sau khi thubc duge luu hanh vé céc bién cb lién quan dén giam chuc
nang duong tiéu hoéa dudi (nhur tic rudt, liét rudt, tdo bon) khi pregabalin duge st dung dong
thiri voi cac thude ¢d kha ning gy tdo bon, nhu thubc giam dau opioid. Khi pregabalin va
cic opioid duge sir dung két hop. xem xét cac bién phap ngdn ngira tdo bon (dic biét ¢ bénh
nhin nir va ngudi cao tudi),

IKhi ning lam dung hoic phu thude thude

Cic truong hop lam dung hodc phy thude thude da duoc bao cdo. Thén trong khi ké don
thude o nhitng bénh nhan ¢6 tién str lam dung thube va nhiing bénh nhan nay phai duge theo
doi nhimg triéu chimg cua lam dung hodc phu thudc pregabalin (phét trién dung nap, ting
lidu. hanh vi tim thude da dugce bdo cdo).
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Bénh nio

Nhimg truomg hep bénh ndo da duge bao c4o, phan 1én & nhitng bénh nhén ¢6 nhimg bénh ly
¢o san ¢6 thé din dén bénh nio.

Su dung & tré em

An toan va hiéu qua cua pregabalin & tré em chua duoc thiét 1ap.

Trong cic nghién ctru ma pregabalin (50 dén 500 mg/kg) duge sir dung dwong udng & chudt
con nho tir som & giai doan dAu sau sinh (7 ngay sau sinh) thong qua sy truémg thanh tinh
duc. cac bt thuong thin kinh (thidu hut trong hoc tip v tri nhd, thay dbi hoat dong vén
dong. giam phan (mg gidt minh thinh giac va théi quen) va suy giam sinh san (chdm sy
truong thanh tinh duc va gidm kha nang sinh san & con duc va con cii) d& dugc ghi nhin ¢
nhiing lidu > 50 mg/kg. Nhiing thay déi than kinh vé giAt minh do 4m thanh (6n tai & cdc liéu
> 250 my/kg va hoat dong van dong va hiéu suat mé cung nude & nhitng lidu > S00 mg/kg &
nhitng dong vt dugc kiém tra sau khi ngumg dung thude va, do do, duoc xem la dai dién cho
nhiing anh huong dai han. Lidu anh hudng thip dén su phat trién ddc tinh than kinh va suy
giam sinh san & chudt vi thanh nién (50 mg/kg) lién quan dén su phoi nhiém pregabalin huyét
wong (AUC) khoang bing sy phoi nhiém & nguoi & lidu thi da dugc khuyén cdo 600
mg/ngay. Li¢u khéng anh huéng chira duge thiét lap.

7. Sir dung thude cho phy nir c6 thai va cho con b

Phu nir ¢6 khi niing mang thai/tranh thai

Phu nir ¢6 kha ning mang thai nén sir dyng bién phép tranh thai hiéu qua trong khi diéu trj.
St dung thude cho phy nir ¢6 thai

Cic nghién ciru trén dong van di cho thiy doc tinh sinh san.

Pregabalin di duge chimg minh qua dugc nhau thai & chudt. Pregabalin ¢6 thé qua duge nhau
thai & nguot.

Cae di tit bam sinh ning

Dir licu tir mot nghién cliru quan sat & Bic Au trén 2700 truomg hop mang thai st dung
pregabalin trong ba thang dAu cho thiy ty 1¢ mic cao hon céc di tat bdm sinh ning (MCM)
trong nhom (r¢ em (séng hodc chét) phoi nhiém véi pregabalin so v6i nhom dén s6 khong
phot nhiém (5,9% so voi 4,1%).

Nguy co mic MCM cua nhom tré em phoi nhiém véi pregabalin trong ba thang ddu cao hon
mot chut so voi nhém khong phoi nhiém (ty 1€ hién tai da dugc diéu chinh va khodng tin ciy
05%: 1.14 (0,96-1,35)) va so vdi nhom dén sb phoi nhiém voi lamotrigin (1,29 ( 1,01-1,65))
hodic duloxetin (1,39 (1,07-1,82)).

Cdc phan tich vé& di tat cu thé cho thiy nguy co cao hon ddi voi di tat hé than kinh, mét, khe
ho xwong ham, di dang tiét niéu va di tat sinh duc, nhung s& lugng rat nho va ude tinh khong
chinh xdc.

Khong nén ding pregabalin trong thoi ky mang thai trir khi that cAn thiét (néu loi ich cho
ngudi me vuot tréi hon hin nguy co 6 thé xay ra cho thai nhi).

Sit dung thude cho phy nir cho con bu

Pregabalin dugce bai tiél vao stta nguoi. Chua biét anh huwdng cta pregabalin dén tré so
sinh/tré nho. Quyét dinh nén ngimg cho con bu hodc ngimg sir dung pregabalin nén dugc tinh
dén loi ich cho con bu va lgi ich diéu tri & ngudi me.

IKha nang sinh san

Khong ¢o dir liéu lam sang vé anh huong cua pregabalin déi véi kha ning sinh san cua phu

na.
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Trong mot thir nghiém 1am sang dé danh gia anh hudong cua pregabalin dbi vaoi kha niang van

dong cua tinh tring, cdc d6i tuong nam gi6i khoe manh da dugce str dung pregabalin voi liéu

600 mg/ngdy. Sau 3 thang diéu tri, khong ¢ anh hudng dén kha nang di chuyén cta tinh

rung.

MGt nghién cliu vé kha nang sinh san & chudt cai da cho thay nhitng anh hudéng x4u dén sinh

sin. Cac nghién ciu vé khé nang sinh san & chudt duc di cho thiy nhitg anh huéng xau dén

sinh san va phat trién. Sy lién quan vé mat lam sang cla nhing phét hi¢n nay van chua duge

bict.

8. Anh huing cua thude 1én kha ning 14i xe, van hanh may mac

Pregabalin ¢6 thé gy chong mat, budn ngl hodc giam tép trung. Khéng nén ldi xe, van hanh

méy moc phiic tap hodc tham gia cac hoat dong ¢b thé nguy hiém cho dén khi biét rd thude

anh huong nhu thé nao dén kha nang thue hién céc hoat dong nay.

9, ‘Twong tic, twong ky cta thude

Twong tic

Vi pregabalin dugce bai tiét chi yéu dudi dang khong ddi trong nude tiéu, trai qua qua trinh

chuyén hoa khong ding ké o nguoi (< 2% liéu ding duge thu hdi trong nudc tiéu dudi dang

chit chuyén hoa), khong (e ché chuyén héa thude in vitro va khong lién két véi protein huyét
' tucomg. nén no khéng cé kha nang tao ra, hogc c6 thé bi twong tdc duge dong hoc.

Nehién cien in vivo va phin tich dugc dong hoc quin thé

Theo d6. cde nghién ciru in vivo khong quan sat thiy twong tac dugc dong hoc c6 lién quan

vé mil lam sang gitia pregabalin va phenytoin, carbamazepin, acid valproic, lamotrigin,

gabapentin, lorazepam, oxycodon hodc ethanol. Phén tich dugc dong hoc trén quén thé chi ra

rang thudc chéng dai thdo dudng ubng, thube loi tidu, insulin, phenobarbital, tiagabin va

topiramat khéng c6 anh huong dang ké vé& mat lam sang d6i véi su thanh thai pregabalin.

Ubng thude tranh thai, norethisteron va/hogic ethinyl oestradiol

Dung dong thoi pregabalin véi thude tranh thai norethisteron va/hodc ethinyl oestradiol

khong anh huong dén duoc dong hoc & trang thai 6n dinh ctia mot trong hai chat.

Cic thuie dnh hwong dén hg than kinh trung wong

Pregabalin ¢o {hé lam tang téc dung cua ethanol va lorazepam.

Theo kinh nghiém sau khi luu hanh, ¢d bio cdo vé suy hé hap, hon mé va tu vong © bénh

nhin ding pregabalin va opioid va/hodc céc san pham thuéc tre ché hé than kinh trung uong
E (CNS) khic. Pregabalin duong nhu la lam tang viée suy giam chirc nidng nhén thirc va chire

nang vin dong do oxycodon gay ra.

Twong tdc va nguoi cao tudi

IChong ¢o nghién etu twong tée duge lye hoe cu thé nao dugce thyc hi¢n ¢ nhimg ngudi tinh

neuyen cao tudi. Nghién ciru tuong tac chi dugce thue hién & nguoi truong thanh.

Twong ky,

Do khong co cac nghién ctru vé tinh tuong ky cua thube, khong tron lan thudc nay vai céc

thude khic.

10. Téc dung khong mong mubn ciia thude

Chuong trinh [dm sang pregablin lién quan dén hon 8900 bénh nhan tiép xtic voi pregabalin,

trong dé hon 5600 1a céc thir nghiém mu doi c6 dbi chimg gia duogc. Hau hét cic tic dung
khong mong mudn duge bdo cdo phé bién nhét 1a chong mat v bubn ngl. Céc tac dung
khong mong muén thuong nhe dén trung binh vé mirc do. Trong tat ca cac nghién clru ¢
kiém soat, ty 1& ngung st dung do cdc tac dung khong mong mudn la 12% déi vai nhitng
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bénh nhén st dung pregabalin va 5% dbi voi nhitng bénh nhan sir dung gia duge. Tac dung
khong mong mudn phd bién nhét dan dén viéc ngung st dung tir nhom duge didu tri bing
pregabalin 1a chong mat va budn ngu.
Trong bing 2 bén dudi {at ca cac tac dung khong mong mubn, xay ra véi ty 1¢ 1on hon gia
duoc v trén nhidu hon 1 bénh nhén, dugc liét ké theo nhom va tin sudt (rdt thudmg gap (=
1/10): thuong gip (= 1/100 dén < 1/10); it gép (= 1/1000 dén < 1/100); hiém gap (> 1/10000
dén < 1/1000); rit hiém gip (< 1/10000); chua duge biét (khéng thé wdc tinh tir di¥ liéu co
sﬁn}).
Trong moi nhom tdn sudt. cac tac dung khong mong muébn duoc thé hién theo thir ty giam
dan muc do nghiém trong.
Cac tac dung khéng mong muébn duge liét ké cing ¢o thé lién quan dén céc bénh tim 4n
va/hoie cae thude sir dung dong thoi.
Trong diéu tri dau thén kinh trung wong do tén thuong cot sbng ty 1é céc tic dung khong
mong muon chung, cic tac dyung khéng mong mudn trén hé than kinh trung wong va dac bidt
14 buon ngt ting.
Cic tac dung khéng mong muébn duoc bdo cdo sau khi luu hanh cling duge liét ké bang chir
in nghiéng trong bang bén dudi.

\ (e tac dung khong mong mubn ctia pregabalin

= ~ - ~ A
HE co quan | Tac dung khong mong muon
Nhiém khuén va nhiém ky sinh triing
Thuong gap l Viém mii hong

A . - ~ A
Roi logn méau va hé bach huyéet

It gap | Giam bach cau trung tinh

Rdi loan h¢ mién dich
it L;_zj p o Qua man
[iém gip Phit mach, phan itng di trng
' Réi loan chuyén hod va dinh dudng
Thudmg gap Téng su thém an
It E;_;‘_ip_ Chan an, ha duong huyét
RGi l()'s.l_il tim than
Thudmg gap Tam trang hung phan, bbi 161, kho chiu, mat phuong huong, mét ngu, ham
X muén tinh duc giam
it oap Ao gidc, hoang loan, bon chon, kich dong, tram cam, tAm trang chan ném,—

tim trang phan khoi, hung hang, thay dbi tAm trang, mit nhan cach, kho
tim tir ngf, gidc mo bt thuong, ting ham muén tinh duc, thiéu cye khoa,
lanh dam |
Hicem gap Mat phan xa cé diéu kién

Roi loan h¢ thén kinh

Rat thudng gap_ Chong mat, budn ngu, dau diu

'1‘hu-m@ap Mit diéu hoa, phéi hop bt thudong, run, loan vin ngdn, mat tri nhé, suy
giam tri nho, rbi loan chu ¥, di cam, giam cam gidc, an than, roi loan thing

bang. hon mé
Ngit, ngin ngo, co co, mat y thirc, ting tam than van dong, loan dong,
chéng mat tu thé, run khi van dong hiru y, run giat nhan cAu, 161 loan nhén
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thire, suy giam tinh than, roi loan ngdn ngit, ha than nhiét. tang cam giac,
cam giac ndng rat, loan vi giac, kho o

Hiém " Co giat, loan khtru gidc, giam chirc nang van dong, chimg kho viét

_Rt'fii ln'irmflt
Thudng gdp Nhin mo, song thi i
it gap Mt thi lyc ngoai bién, rdi loan thi glac sung mat, khiém khuyét truomg thi

gmc1 thi lue glam dau mét, mdi mat, hoa mat, khé mit, ting chay nudc

mét, kich wng mat
Hiém gap Mt thi luc, viém gidc mac, nhin dao dong, thay ddi nhan thire do sdu thi

giac, giat dong tir, lac mit, d6 sang thi gidc

Roi loan tai va mé dao

T Iumng uap Chong mat
It £ip | Tang thinh
l{m lu.m im
B gap Nlhip tim nhanh, block nhi that dd mot, nhip xoang chdm, suy {im sung
huyét
. ﬂiém_gajp Kéo dai khoang OT, nhip xoang nhanh, rbi loan nhip xoang i
| Réi loan mach mau
it g gap Ha huyét 4p, tang huyét 4p, do bimg, lanh ngoai vi
"R loan hd lmp, long ngue va trung that |
It gap Khoé thé, chay mau cam, ho, nghet miii, viém miii, ngdy, kho miii
| Hiém gap Phit phoi, nghet hong
Chua biét Suy ho hip
| R&i loan tiéu hod
Thuon g gdp Non, budn non, téo bon, tidu chay, day hoi, trudng bung, kho miéng
it gap Trao nguoge da day thure quan, tang tiét nude bot, giam cam gidc & miéng
' Hiém i Co (rudng, viém tuy, ludi sung, kho nuot
RGi lmm gan mat
|t uup__d Ting cdc enzym gan®
“Hiém uip Vang da
( RAt hiém gap | Suy gan, viém gan
Roi loan da va mé dwéi da
it gap Ban san, noi may day, ting tiet mo hoi, ngtra
Hiém gap Héi chirng Steven Johnson, mo hoi lanh |
R&i loan co xwong va mé lién két
“Thuong gap Co thit co, dau khép, dau lung, dau chin tay, co thét co tir cung
It elp ' Sung khép, dau co. co gidt co, dau ¢o, clng co
| Hiém Tiéu co van
Réi logan thin va tiét nigu
itoap Tiéu khong ty chu, khé tiéu
Hi¢m gap Suy than, thiéu niéu, bi tiéu i
| Réi loan hé sinh sin va tuyén v
Thuome gip R&i loan cuong duong
_'l_gap____ R&i loan chire néing tinh duc, xuat tinh cham, dau bung kinh, dau va
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Hiém gip | V6 kinh, va tiét dich, nguc nd, vii fo 0 nam gidi

Roi logn toan thin va tai cho

3

Phi ngoai bién, pht, dang di bat thudng, ngd, cam giac say, cam giac bét
thudmg. mét moi
Phu toan than, phir mat, tie ngue, dau, sot, khat, 6n lanh, suy nhugc

Thuong gap

[=

It gap |

Cin lim sang

Thudng gap Tang cén

It gap Creatin phosphokinase mau tang, alanin amonotransferase tang, aspartal

aminotransferase ting, glucose mau tang, so luong tiéu cau giam, creatinin
mau tang, kali mau téng, giam cin

| Hiém gdap SH lugng bach ciu tang

“# Alanin aminotransferase te'lilg (ALT) va aspartat aminotransferase ting (AST).

Sau khi ngung didu tri ngén han va dai han voi pregabalin cdc triéu chimg ngung thube da
duoe ¢hi nhin & mot s6 bénh nhan. Cic phan img sau da duge dé cap: mat ngu, dau dau,
budn non. lo lang, tiéu chay, hoi ching cim, co giat, hdi hop, tram cam, dau, ting tiét mo hoi
vit chong mat, goi ¥ su phu thude vé thé chit. Bénh nhén nén dugc l(huyén cao vé van dé nay

khi bat dau diéu tri.
Lién quan dén viée ngung diéu tri lau dai véi pregabalin, dir li¢u cho thay v I¢ méc va muc
do nghiém trong cua cdc tri¢u ching ngung thude c6 thé lién quan dén liéu dung.
Treé em
Théng tin an todn cua pregabalin duoc quan s4t trong nim nghién ctru ¢ tré em co gifit cuc bd
¢6 hodc khong co con toan thé hoa thir phat (nghién ciru vé hiGu qua va do an toan trong 12
tudn o bénh nhan tir 4 dén 16 tubi, n = 295; nghién ciu vé hiéu qua va dj an toan trong 14
ngay o bénh nhéan 1 tr thang (udi dén dudi 4 tudi, n = 175; nghién ctru duge dong hoc va kha
ning dung nap, n = 65; va hai nghién oftu nhin mo 1 nam theo ddi vé cdc nghién ciru an toan,
n - 54 van = 431) tuong ty voi nghién ctu duge quan st trong céc nghién ciu & cdc bénh
nhéan truong thanh dong kinh. Céc tic dung khong mong mudn phd bién nhét dugc quan sat
théiy trong nghién ciru kéo dai 12 tun khi didu tri bing pregabalin 1a budn ngu, s6t, nhiém
trimg duong ho hfxp trén, ting cam giac them &n, tang cin va viém miii hong. Céc téc dung
khong mong mudn phé bién nhat duge quan sit thdy trong nghién clru 14 ngay voi diéu tri
biing pregabalin 12 budn ngu, nhiém tring duong ho hip trén va sot.

— 11. Qué liéu va cach xir tri
Trong kinh nghiém sau khi luu hanh, cac tac dung khong mong muén duge bao cdo phé bién
nhat duge ghi nhan khi st dung qua liéu pregabalin bao gdm budn ngt, tinh trang nham lan,
kich dong va bdn chon.
Trong cdc truong hop hiém, hén mé di dugce bao cao.
Piéu tri qua liéu pregabalin nén bao gém cic didu trj h tro chung va c6 thé bao gbm tham
phan néu can.
12. Dic tinh duee lye hoe
Nhom duge ly: Thudc chdng dong kinh, cac thude chéng ddng kinh khac.
Mi ATC: NO3AX16
Co ché tac dung
Pregabalin lién két véi mdt tiéu don vi phu (protein 0:2-8) cua cdc kénh calci bi kiém soét
dién ap trong hé thong thén kinh trung uong.
Hiéu qui va an toan lam sang




https://trungtamthuoc.com/

Dau thin kinh
Hi¢u qua da duge chimg minh trong cédc thir nghiém dbi voi bénh thin kinh do dai thdo

duong. dau day than kinh do herpes va chin thuong tuy song. Hiéu qua chua duge nghién

ctru trong cac md hinh dau than kinh khac.

l‘u.;_utlm in da duoc nghién ctu trong 10 thi nghlem lam bang cd kiém sodt trong toi da 13

tuin voi lidu lugng hai lan mot ngay (BID) va t6i da 8 tuan vai lidu lugng ba lan mdt ngay

(TID). Nhin chung, hd so an toan va hiéu qua doi vai ché do dung thude BID va TID la twong

tu nhau.

Trong cac thir nghiém lam sang kéo dai toi 12 tudn d6i voi ca chung dau than kinh ngoai vi

va trung womg, con dau giam rd rét & Tuén 1 va dLrUc duy tri trong sudt thoi gian diéu tri.

Trong cac thu nghiém lam sang co ddi chimg vé chimg dau than kinh ngoai vi, 35% bénh

nhin duoc diéu tri bang pregabalin va 18% bénh nhin dung gia duoc di cai thig¢n 50% diém

dau. D& vai nhimg bénh nhén khong bi budn ngu, su cai thién nhw vdy da duge quan sat thay

& 33% hénh nhan duge didu tri bing pregabalin va 18% bénh nhdn ding gia dugc. Péi véi

nhimg bénh nhén bi budn ngu, ty 1& dap ung la 48% d6i voi pregabalin va 16% déi voi gia

durge.

Trong thir nghi¢m lam sang ¢ kiém soat vé dau than kinh trung wong, 22% bénh nhan dugc
i ditu tri bing pregabalin va 7% bénh nhén dung gia duge di cai thién 50% vé diém dau.

Bang kinlh

Dicu 1ri b sung
Pregabalin da duge nghién ctu trong 3 thir nghiém lam sang co kiém sodt kéo dai 12 tudn voi

licu BID hodce TID. Nhin chung, ho so an toan va hiéu qua dbi voi ché do ding thube BID va
TID la tuong nhau.

Giam (an sut co gidt di duoc quan sat thy trong Tuén 1.

13. Diic tinh duge dong hoe

Duoe dong hoe ¢ giai doan 6n dinh cua pregabalin la tuong tu & nhing tinh nguyén vién
khoe manh, nhiing bénh nhan dong kinh st dung cac thude chong dong kinh va nhitng bénh
nhan dau man tinh.

ll.lp thu
Pregabalin dugc hip thu nhanh khi str dung lac déi, voi nong do dinh huyét tuong dat duge

trong vong | gid sau khi st dung mot lidu don doc hodc nhiéu liéu. Sinh kha dyng duong
uong ctia pregabalin duge ude tinh vio khoang 2 90% va khong phu thudc vao liéu. Sau khi
st dung 1dp lai, giai doan on dinh dat duogc trong vong 24 dén 48 gio. Ty 18 hap thu
pregabalin gidm khi s dung v6i thire dn din dén giam Cpx khodng 25 - 30% va lam cham
e dén khodng 2,5 g Em Tuy nhién, sir dung pregabalin vdi thirc dn khéng anh hudéng dang ké
trén 1am sang dén sy hip thu cta pregabalin.

Phén b
‘I'rong cac nghién ciru tidn 1am sang, pragabalin dd duge chimg minh qua dugc hang rdo mau

nio o chudt nhét, chudt va khi. Pregabalin da dugc ghung minh qua dugc hang rao nhau thai
o chudt va lm,n dién trong stta & chudt. O ngudi, thé tich phan bo cla prugahalm sau khi su
dung gluon}__ udng la khoang 0,56 L/kg. Pregabalin khong pan két véi protein huyét twong.
Chuyé én ho#

Pregabalin tr ;u qua qua trinh chuyén hoa khong dang ké & ngudi. Sau mdt lidu ple;:,dbalm
duoe danh dau phong xa, khoang 98% hoat tinh phong xa duoc phuc héi trong nuée tiéu la
dang pregabalin khong d6i. DAn xuét N-methyl héa cua pregabalin, chét chuyén hod chu yéu
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cua pregabalin duge tim thiy trong nuéce tiéu, chiém khoang 0,9% liéu. Trong cac nghién ciru
lién lam sang, khong co dau hiéu dé phan biét déng phan pregabalin S-enantiomer véi R-
cnantiomer.

Thai tew

Pregabalin bi thai trir khoi hé tudn hoan chu yéu béi su dao thai ¢ than dudi dang thube
khong thay doi.

Thoi gian ban thai trung binh cua preg:,abdlm 1a 6,3 gio. Sy thanh thai pregabalin huyét tuong
vit sur thanh thai than la ty 1€ truc tiép v6i sy thanh thai creatinin.

Du u chinh liéu ¢ nhiing bénh nhan giam chie ning thin hodc dang dugc phéam phén mau 1a
can thiét.

Tuyén tinh/khdng tuven tinh
Duoe dong hoe cia pregabalin 1a tuyén tinh trong khoang lidu duoe khuyén cdo mdi ngdy.

Bien doi duge dong hoc gitra cde d6i tuong ctia pregabalin 14 thép (< 20%). Dugc dong, hoc
da liéu duoc du doan tir dit liéu don lidu, Do do6, khong cin theo ddi thuong quy nong do
huyét tuong cua pregabalin.,

Giai tinh
Cdc thu nghiém lam sang cho thdy gidi tinh khéng anh hudng dang | k& v& mat 1am sang abi

voi nong do huyét twong cua pregabalin,

Suy thin
D6 thanh thai pregabalin ty 1€ truc tlcp voi do thanh thai creatinin, Ngoa: ra, pregabalm dugce

dao thai hi¢u qua khoi huyét tuong biang tham phan mau (sau 4 gio thdm phan ndng do huyet
tuong cua pregabalin giam khoang 50%). Do dao thai ¢ than 1a con dudmg dao thai chu yéu,
giam lidu ¢ nhitng bénh nhan suy than va bd sung liéu sau khi thim phan la cin thiét (xem

Bang | muc Liéu dung — Céch ding).

Suy gan
Khong co cac nghién ciru duge dong hoc cy thé duge thuc hién & nhitng bénh nhén suy Eldm

chire nang gan. Do p]egqbahn khong dugce chuyén hoa dang ké va duge dao thai chu yéu &

dang khong déi trong nude tiéu, suy giam chirc niing thin khong dugc cho 1 thay doi dang

keé nong do pregabalin trong huyét twong.

Tre em

Duge dung hoc ctia ]negahalm duoc danh gia & nhitng bénh nhén tré em bi dong kinh (nhom
( tudi: 1 dén 23 thang, 2 dén 6 tudi, 7 dén 11 tudi va 12 dén 16 tudi) & nhitng mic lidu 2,5, 5,

10 va 15 mg/kg/ngay trong nghién uru dugce dong hoc va kha ning dung nap.

Sau khi su pregabalin dung dLr(mg udng & nhitng bénh nhan tré em lic doi, nhin chung, thoi
gian dat nong do dinh trong huyét twong 1a tuong tu gilta cdc nhém (udi sau 0,5 dén 2 gior sau
khi su dung.

Cic thong $6 Cpax VA AUC ciia pregabalin ting tuyén tinh khi tang liéu trong m&i nhém tudi.
AUC 12 thdp hon 30% & tré em dudi 30 kg do khdi luong co thé ting da diéu chinh d9 thanh
thii 43% cho nhimng bénh nhén ndy so vai bénh nhin ning > 30 kg.

Thoi gian ban thai cudi clia preg,aba[m trung binh khoang 3 dén 4 gitr & tré em dén 6 tudi va 4
dén 6 gidr & nhitng tré tir 7 tubi tm [én.

Phan tich duge dong hoc dan s6 di chirmg minh sy thanh thai creatinin la mét dong tham s6
quan trong dbi vai su thanh thai pregabalin dlr(mg udng, khéi luong co thé 1a mot d6ng tham
s6 cua thé tich phén b pregabalin, va nhiing mdi quan hé ndy la trong tu & tré em va br;:nh
nhin Gruong thanh. Duoc déng hoe cuia pregabalin & nhimg bénh nhan nho hon 3 thang tudi
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chun <¥uoc nghién ciu.
Nowdr ® o tudi (16m hon 65 tum)
Sy tlrzanh thai pregabalin ¢6 xu hudng giam khi tudi tang. Su thanh thai pregabalm dudng
udng  £ziam tuong ng voi su giam do thanh thai creatinin lién quan khi tudi tang. Giam lidu
plu-dhah n ¢6 thé can ¢ nhirng bénh nhan cao tudi bi suy giam chirc ning thin
Phu »m oF cho con b
Duge  <ling hoc cla pregabalin 150 mg duge sir dung mdi 12 gitr (300 mg liéu mdi ngay)
duge danh gia ¢ 10 phu nit dang cho con bu sau it nhét 12 tuin sau sinh. Cho con bt gin nhu
khongz anh huong dén dm;t. dong hoc cna pregabalin. ngabalm duoc tiét vao sira voi ndng
do trurng binh & giai doan 0 on dinh khoang 76% so véi ndng do trong huyét twong ngudi me.
Licu < ho tré em dugc wdce tinh fir sira (mr dung lugng sira trung binh 150 mL/kg/ngay) &
ngudri e str dung 300 mg/ngay hodc liéu t6i da 600 mg/ng&y 142 0,31 hodc 0,62 mg/kg/ngay,
tronge.  ung. Cac liéu duoe uée tinh 1a khoang 7% lidu tong cOong mdi ngay & ngudi me dua
theo e g/kg.
14. ¢Qwy cich dong goi: Hop 3 vi x 10 vién.
{5. i éu kién bio quin, han ding, tiéu chudn chit lrgng clia thude
Bio ¢erin: O nhiél d§ khong qua 30°C.

'5 Han o «ing: 24 thang ké tir ngay san Xuét.
Tiéu chuin: TCCS.
16. 'T'&n, dia chi co so san xuit thude
7yYDU S LIFESCIENCES LIMITED
K unclzau®m Industrial Estate, Plot No. 203-213, Kundaim, Goa —403 115, An Do.
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