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PREPENTIN Vién nang cine

Pregabalin 75 mg

THANH PHAN A
Méi vién nang ciing chita: af
PRSP allI s cunsnmossniots st R 75 mg

Td dugc: Lactose monohydrat, Tinh bdt ngd, Talc.

MO TA
Vién nang cing ¢ nip nang mau niu dé, thin nang mau tring, chita bot thudc mau tring dén
hai vang.

DUQC LUC HOC

Pregabalin gin két véi thu thé alpha,-delta (ti€u don vi phu clia kénh calci phu thude dién thé)
trong cdc md than kinh trung wong. Mac du cd ché tac dong clia Pregabalin chuta dudc biét rd,
nhung cac két qua nghién citu trén chudt bi€n d6i gen véi cdc thude ¢6 cdu tric twong
Pregabalin (nhu Gabapentin) cho thdy su gdn két vao thu thé alpha,-delta c6 lién quan dén tdc
dong gidm dau va chéng dong kinh trén dong vat. Cdc nghién cifu rén dong vat bi tén thudng
thin kinh cho thdy Pregabalin lam gidm gidi phong cdc chit din truyén than kinh nhdn cam dau
(phu thudc calci) trong tiy sdng, c6 thé do gidn doan su vdn chuyén clia kénh calci alpha,-delta
va/ hodc gidm dong calci. Cdc nghién cttu khdc trén déng vat thuc nghiém bi t8n thuong thin
kinh va dau kéo dai ciing cho thdy tdc dong chéng nhdn cam dau ctia Pregabalin c¢6 thé do lam
giam din truyén noradrenergic va serotonin tif than ndo din truyén cdm gidc dau trong tiy séng.

Mic di 12 mot din xuit ciia chit e ché din truyén thin kinh gamma-aminobutyric acid
(GABA) nhung Pregabalin khong gén truc ti€p vdi thu thé GABAA, GABAjR hay Benzodiazepin,
khong lam ting ddp ng cia GABA trén cdc t€ bao than kinh nudi cdy, khdng lam thay doi
ndng d6 GABA & nio chudt va khong dnh hudng dén su tao thanh va phan hiy GABA. Tuy
nhién st dung Pregabalin kéo dai trén cdc t€ bao thin kinh nudi cdy lam ting mat do protein
van chuyén GABA va ting td¢ dd van chuyén GABA. Pregabalin khong ¢ ché kénh Na™,
khong hoat dong tai cdc thu thé opiat, khong lam thay ddi hoat tinh ctia enzym cyclooxygenase.
Thudc ciing khdng ¢é hoat tinh trén thu thé seretonin va dopamin, khéng tc ch€ s tdi hip thu
dopamin, serotonin va noradrenalin.

DUGC PONG HOC

Pregabalin dudc hap thu nhanh sau khi uéng, ndng do dinh trong huyét tuong dat dude sau 1,5
gidt. Sinh khi dung dudng uéng khodng 90%. Ti & hap thu gidm khi udng ciing thifc an nhung
khong 4nh hudng ddng k€ dén mic do hap thu thudc. Trang thdi 6n dinh dat duge sau mot dén
hai ngay diing thudc. Pregabalin khong gin k&t vdi protein huy€l twong va dude chuyén hoa
khong dang ké. Khodng 98% liéu diing dude tim thiy trong nudc ti€u & dang thude chua chuyén
héa. Thoi gian ban thii trung binh cia Pregabalin 1a 6,3 gid. Pregabalin bi loai bd khi thim
phan méau. Su phan bd thudc qua sita duge tim thdy trong cdc nghién ciu trén chudt.
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CHI DINH
Piéu tri h trd trong dong kinh cuc bd, ¢6 hodc khong kém theo dong kinh toan thé thd phat.
Diéu tri rdi loan lo 4u tdng quat, dau thin kinh va dau cd xo héa.

LIEU LUGNG VA CACH DUNG

Pregabalin ¢6 thé dugc udng cling thitc an hodc khong.
Pregabalin dudc dung bing dudng udng, chia lam 2 hodc 3 1dn mdi ngay. &
Diéu tri dong kinh: Liéu khdi dau 1a 150 mg/ngay, tang liéu sau 1 tuan diéu tri tay theo ddp tng
cia bénh nhén, liéu ting 1én 12 300 mg/ngay va sau dé6 600 mg/ngay trong tuan tiép theo.

Diéu tri réi loan lo du téng qudt: Liéu khdi diu 13 150 mg/ngay, ¢6 thé ting li€u sau mdi tuan
diéu tri, ting thém 150 mg dén liéu t6i da 1a 600 mg/ngay.

Diéu tri dau than kinh: Liéu khdi dau 1a 150 mg/ngay, ting liéu sau 3-7 ngay diéu tri tay theo
ddp dng clia bénh nhin, liu ting l&n 12 300 mg/ngdy va sau d6 600 mg/ngdy trong 7 ngdy Lép
theo.

Diéu tri dau co xo héa: Liéu khdi dau 1a 150 mg/ngay, ting liéu sau 1 tudn diéu tri thy theo ddp
\tng cla bénh nhan, liéu ting 1én 1a 300 mg/ngay va sau dé 1én 450 mg/ngay néu cin thiél.

Nén gidm li€u Pregabalin & bénh nhin suy thin. Gidng nhu cac thuée chéng dong kinh khic,
viéc ngung diéu tri dong kinh biing Pregabalin hodc chuyén sang mdt liéu phédp di€u tri chong
dong kinh khdc can phdi thuc hién mét cdach thin trong va tir tir trong toi thiéu 1 tuan dé€ tranh
sU gia tdng cdc con dong Kinh.

Liéu ding & bénh nhdn suy than

e

Téng liéu Pregabalin hang ngay

D6 thanh thai Creatinin Khodng cach

(mL/phtt) Liéu khdi dau Liéu t6i da chia lidu
| (mg/ngay) | (mg/ngay) .
30 - 60 75 300 2 hoac 3 lan/ngay
15 - 30 ‘- 25-50 150 1 hodc 2 lan/ ngdy
<15 25 75 1 lan/ ngay
ASTIUER S ML 25 100 Liéu don
gid thim phin mdu

CHONG CHI PINH
Bénh nhin qud min cim vdi Pregabalin hay bat cif thinh phin nao cda thudc.

THAN TRONG

Bénh nhan tiéu duomg: Mot s6 bénh nhéan ti€u dudng c6 thé tang can khi st dung Pregabalin. ¢6
thé cin phdi diéu chinh thudc ha dudng huyét.

Phdn iing qud mdn: Phit mach da dude bdo cdo trong qué trinh luu hanh thudc. Ngung st dung
Pregabalin ngay khi xud't hién cdc triéu chitng phit mach nhu sung mat, sung quanh miéng hodc
dudsng hd hap trén.

Chéng mdt, budn ngit, mdt ¥ thitc, li ldn va suy nhugc thdn kinh: Diéu tri bing Pregabalin
thudng xdy ra chéng mat va budn ngi, diéu nay cé thé lam tang nguy ¢d xay ra cdc tai nan chin
thuong & ngudi cao téi. Cling ¢é nhitng trudng hop bdo cdo vé mat ¥ thifc, Id 1dn va suy nhuge
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than kinh. Vi viay bénh nhin dugc khuyén nén thin trong cho dén khi di quen vdi cdc anh

hudng cia thude.

Anh hudng dén thi gidc: Trong qua trinh luu hanh thudc, céc tic dung khong mong mudn vé thi

gidc dd dudc bdo cdo bao gdm mat thi gidc, nhin md hoac nhirng thay ddi khac vé thi luc, da s6

12 thodng qua. Ngung sif dung Pregabalin ¢6 thé cai thién va gidi quyét cdc triéu chitng vé thid il
gidc. “

Ngung sit dung dong thoi vdi cdc thudc chéng dong kinh: Chua c6 cdc dit lieu day di vé viéc

ngung két hop vdi cac thude chdng dong kinh khac, do d6 khi da kiém sodt dudce con dong kinh

biing Pregabalin trong diéu tri k€t hgp, cAn xem xét d€ tién tdi don tri liéu véi Pregabalin.

Triéu chitng ngung thudc: Sau khi nging thudc trong diéu tri ngdn han va dai han vdi Pregabalin,

cdc ddu hiéu sau dude ghi nhidn trén mot sé bénh nhan bao gdm: mat ngl, dau dau, budn non, lo

du, tiéu chay, hoi ching cim, cing thing, tram cdm, dau, co giit, ting ti€t md hdi va chéng mat.

Do d6 bénh nhan can dudc thong bdo cic tdc dung khong mudn nay trude khi bt dau diéu tri.

Suy thdn: Céc trudng hdp suy thin di dudc bdo cdo va trong d6 c6 mot so trudng hdp sau khi

ngitng st dung Pregabalin thi tic dung khong mong mudn nay dude hdi phuc.

Suy tim sung huyét: C6 mot s6 bdo cdo sau khi luu hanh thude vé suy tim sung huy€t ¢ mot vai

bénh nhin ding Pregabalin. Chii y&u x4y ra & nhitng bénh nhan cao tudi ¢6 nhitng tén thuong

trén tim mach trong qua trinh diéu tri bang Pregabalin cho nhitng chi dinh vé bénh than kinh.

Nén than trong khi sit dung Pregabalin & nhitng bénh nhan nay. Ngung diéu tri bing Pregabalin

c6 thé gidm tinh trang nay. .
Piéu tri dau thin kinh trung wong do ton thuong tiy séng: Khi diéu tri dau thin kinh trung uong

do t8n thuong tdy song, ti 1é tac dung khong mong mudn chung va tdc dung khdng mong mudn

trén than kinh trung vong dic biét 1a budn ngd gia ting. Diéu nay c6 thé do hiéu ttng cong ddn

khi str dung ddng thdi nhiéu loai thudc (nhu thudc chdng co cifng). Cin xem xét thian trong khi

chi dinh Pregabalin trong trudng hdp nay.

Y nghi va hanh vi t tiz: DA ghi nhan mot vai trudng hgp khi bénh nhan dudc di€u tri bing thudc

chong dong kinh. K&t qua nghién cifu ngiu nhién ¢6 ki€m sodt bing gid dugc cla cdc loai thudce

chéng dong kinh ciing cho thiy ¢6 su gia ting nhd nguy cd clia y nghi va hanh vi tr td. Co ché

ctia nguy cd nay chua dudc biét rd va theo cdc dir liéu hién cé khong loai trir kha nang gia ting

nguy ¢d ndy doi véi Pregabalin. Vi vay bénh nhan can duoc theo ddi cdac dau hiéu cia y nghi va

hanh vi wr tlf va cin nhic cdc bién phdp diéu tri thich hop.

Gidm chitc ndng duong tiéu héa dudi: Tic rudt, liét rudt, tdo bén c6 thé xdy ra khi sl dung
Pregabalin dong thdi v6i cdc thudc ¢6 khd ning giy tdo bon nhu thude giam dau opioid. Khi st

dung Pregabalin dong thdsi véi cdc opioid, cin xem xét d€n bién phdp ngin ngira tio bén (dac

biét & phu nit va ngudi cao tudi).

Lam dung thuéc: Cin thin trong & nhitng bénh nhan ¢6 tién sif lam dung thude va bénh nhan

nén dudc theo ddi cdc triéu chitng clia lam dung Pregabalin. ==
Bénh ndo: Pa ghi nhin mét s trudng hgp bénh nido, chl y&€u & nhitng bénh nhan dé bi bénh ndo
ti€n trién. e
Khong dung nap lactose: Prepentin ¢é chira lactose monohydrat. Vi vy nén sif dung thdn trong NG P
& bénh nhan ¢6 van dé vé di truyén hi€m gip khong dung nap lactose, thi€u hut lapp lactase
hodc kém hap thu glucose-galactose.
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TAC DUNG KHONG MONG MUON

Cdc tic dung khong mong mudn thudng gap nhit duge bdo cdo khi diéu tri bing Pregabalin la
chéng mit, budn ngu.

Mot s0 tac dung khong mong mudn thudng gip khic bao gdm nhin md, nhin doi, ting cdm gidc
ngon miéng va ting cin, khd miéng, tdo bon, ndn mira, day hoi, hung phan, i 1an, gidm ham | '*
mudn tinh duc, roi loan cuong, kich thich, chéng mit, mat diéu hoda cd, run, r6i loan vin ngdn,-
r6i loan cdm gidc, mét moi, phit né. RGi loan kha niing tap trung, tri nhd, su phdi hgp va ding di
cling thudng xay ra.

Ngat va suy tim sung huyét di dugc bdo cdo nhung it khi xay ra.

Suy than ¢6 phuc hoi, ting ndong do creatinin kinase va tiéu ¢d van hi€m khi xdy ra.

Mot s& phdn tng di ing ¢ thé xudt hién trong thoi gian ngdn sau khi bt diéu diéu tri bing
Pregabalin, cdc triéu ching bao gdm phdt ban, phdng gidp da, mé day, khé thd va thd kho khe.
Hoi chitng Stevens-Johnson ciing da dudc bdo cdo.

Di ghi nhin sy gia ting ti 1é sacom mach & chudt khi diing li€u cao Pregabalin.

Théng bdo cho bdc si biét tdc dung khéng mong muon gap phai khi sit dung thuoc.

TUONG TAC THUOC

Do Pregabalin dudc thai trir chinh qua nude tiéu & dang chua chuyén héa, thude chuyén héa
khong ding ké (< 2% liéu dung duge tim thdy trong nudc ti€u & dang cdc chit chuyén héa),
khong dc ché su chuyén héa thudc in vitro, va khong gidn vdi protein huyét tuong, vi vdy
Pregabalin khong tao ra tudng tdc, hodc bi tudng tdc dudc dong hoc.

Cidc nghién cttu in vivo khong cho thay lién quan vé tuong tac duge dong hoc 1am sang gitra
Pregabalin vdi Phenytoin, Carbamazepin, Valproic acid, Lamotrigin, Gabapentin, Lorazepam,
Oxycodon hodc Ethanol. Phan tich duge dong hoc din s& cho thiy thude diéu tri tiéu dudng
dudng udng, thudc lgi ti€u, Insulin, Phenytoin, Tiagabin va Topiramat khong ¢6 anh hudng lam
sang ding ké nao dén do thanh thdi ciia Pregabalin.

Diing chung Pregabalin vdi cdc thudc tranh thai dudng udng Norethisteron va/hodc Ethinyl
oestradiol khéng anh hudng dén su én dinh vé dudc dong hoc clia cd 2 loai thudc.

Dung liéu da dudng uong Pregabalin két hgp vdi Oxycodon, Lorazepam, hodc Ethanol khong ¢6
tic dong 1am sang quan trong nao dén sy hd hip. C6 nhitng bdo cdo vé hdon mé va suy ho hép
xdy ra & bénh nhan sit dung Pregabalin va cdc thuée ifc ché than kinh trung uong khic. Su ¢6
mit clia Pregabalin ting thém rdi loan nhdn thirc va chifc ning van dong gay ra bdi Oxycodon.
Pregabalin ¢6 thé lam ting tdc dung cla Ethanol va Lorapepam.

SUDUNG G PHU NU MANG THAI VA BA ME CHO CON BU

Chua ¢6 cdc dir liéu day di vé viéc st dung Pregabalin & phu ni¥ ¢6 thai. Cic nghién ciru trén
dong vit cho thiy ¢ doc tinh trén kha niing sinh sdn. Vi vdy, khong dung Pregabalin & phu nit
¢6 thai trir khi Igi ich mang lai cho ngudi me 1dn hon nhitng ridi ro c6 thé xdy ra cho thai nhi.
Chuta biét Pregabalin ¢6 bai ti€t qua sita ngudi hay khong; tuy nhién, thudc ¢6 xuat hién trong
sita chudt. Vi vdy, khuy€n cdo khong cho con b trong qud trinh diéu tri bing Pregabalin.
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SUDUNG & NGUGI CAO TUOI

Do thanh thdi Pregabalin ¢6 xu huéng gidm theo su gia ting clia tudi. Sir gidm do thanh thai cia
Pregabalin dudng udng 1a do do thanh thai cia creatinin gidm khi tudi tdc gia tang. Vi vdy can
gidm liéu Pregabalin trén cdc bénh nhan 16n tudi ¢é chitc nang thin suy giam.

'?‘t
SUDUNG G TRE EM :iL/J/
Hiéu qua va an toan ctia Pregabalin & tré em dudi 12 tudi va thi€u nién (12-17 twdi) chua dugc!
thi€t 1ap.

ANH HUGNG PEN KHA NANG LAT XE VA VAN HANH MAY MOC

Pregabalin c6 thé gay chéng mit hodc budn ngti do dé dnh hudng dén khd ning ldi xe va vin
hanh mdy méce. Bénh nhan duge khuyén khong nén ldi xe, vin hanh mdy mdéc phife tap hodc
tham gia cdc hoat ddng mao hiém khdc cho d&n khi xdc dinh duge thude ¢6 dnh hudng dén viéc
thue hién cdc hoat dong nay khong.

QUA LIEU VA XU TRi

Trong trudng hop qué liéu dén 15 g, khong c6 tic dung khdng mong mudn ndo duge bdo cdo.
Phan tng khong mong mudn thudng gap khi sit dung qud liéu Pregabalin bao gom budn ngd,
trang thdi 14 14n, kich dong, bon chdn.

Piéu tri qud liéu Pregabalin can ti€n hanh cdc bién phdp diéu tri hd trd, ¢6 thé thim tdch mdu
néu can thiét.

PONG GOl
10 Vién nang cing/ Vi x 6 Vi/ Hop. o0 o
BAO QUAN |

Bdo quan trong bao bi kin, ndi kho.
& nhiét do phong khong qua 30°C.

HAN DUNG

36 thang ké tir ngay sdn xudt. . .

PR o TI o

Khéng ding qud han sit dung ghi trén hop. PHO CUC '?U;’NO
-' o g ¥

i G . *_rj;ffnj‘fr-;f Virn Chanty

TCCS.

Poc ki hiténg dan sit dung triide khi ditng.
DE xa tam tay tré em.

Néu can thém théng tin, xin héi y kién Bdc si.
Thuéc chi ditng theo su ké don cua Bdc si.

San xuat tai:
KOREA UNITED PHARM. INC.

25-23, Noja n-gil, Jeondong-myeon, Sejong-si, Han Quoc
w&’ﬁﬁﬁn BHARM. INC

VAN PHONG™. ¥
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