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SDhK:
Thanh phén: mdi vién nang cimg chira;
Pregabalin 300 mg
Ddng goi: Hip 3 vi x 10 vién nang cimg
Chi dinh, Cach dung, Chéng chi dinh va cac
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R. — Thudc ban theo don
PREGASAFE 300

THANH PHAN
Madi vién nang citng chira: Pregabalin 300 mg.
Td dirore: Lactose khan, Tinh bot tién gelatin hoa, Talc.

DUQC LUC HQC
Nhom tri liéu: nhém dong kinh
Hoat chdt chinh, pregabalin, gamma-aminobutyric acid analogue ((S)-3-(aminomethyl)-5-
methylhexanoic acid).
Co ché tde dung: Pregabalin gin voi subunit p-8 protein ctiia dong Calei mang dién thé trong hé
thdng than kinh trung wong, thay thé [3H]-gabapentin. ?]

Fe

DUQC PONG HQC

Dugc dong hoc én dinh cua Pregabalin 1a gidng nhau trén nhimg nguoi tinh nguyén khoe manh, cac
bénh nhan dang dung thude chong dong kinh va cac bénh nhan dau mén tinh.

Hdp thu:

Pregabalin dwoc hdp thu nhanh khi uéng lic d6i, ndng do dinh trong huyét twong dat dwoc sau 1
gitr trong ca dung lidu don va liéu da. Kha dung sinh hoc dung dudng udng cua Pregabalin khoang
90% va phu thudc vao lidu dung. Khi dung nhic lai, tinh trang 6n dinh dat duoc trong 24 - 48 gid.
Ti 1¢ hap thu cua Pregabalin giam khi dang ciing thirc an dan dén Cy, giam khoang 25-30% va kéo
dai ta sau khoang 2,5 gi¢. Tuy nhién, dung Pregabalin cung thirc an khong co anh huong lam
sang dang ké nao dén mirc d hap thu Pregabalin.

Phén phoi:

Trong nghién ciru tién lam sang, Pregabalin dé dang qua han[., rao mau nio o chudt nhat, chudt
cong va khi. Pregabalm qua dugc nhau thai & chudt cong va xuat hién trong sira chudt. O ngudi, the
tich phan phdi ctia Pregabalin sau khi ding dudng udng khoang 0,56L/kg. Pregabalin khong gin
két véi protein huyét twong.

Chuyén hoa:

Pregabalin dugc chuyén hoa khong dang ké trong co thé nguoi. Sau khi diing Pregabalin phong xa
danh dau, khoang 98% tim lhay trong nudce tiéu ¢ dang Pregabalin chua chuyen hoa. Dan xut N-
methylated cua pregabalin, chét chuyén héa chinh cua Pregabalin dugc tim thay trong nuge tiéu,

chiém khoang 0,9% liéu ding. Irong nghlen clru tién 1am ‘;ang, khéong c6 dau hiéu nao vé su bién
d6i pregabalin dong phén ta tuyén thanh dong phan hiru tuyén.

Thai trir:

Pregabalin duoc thai trir khoi hé tudn hoan chu yéu do bai tiét qua thin ¢ dang khong doi. Thoi
gian ban thai trung binh cta Pregabalin khoang 6,3 gio. Thanh thai Pregabalin huyél tuong va
thanh thai than ti 1€ thudn véi thanh thai creatinine.

Diéu chinh liéu trén bénh nhan suy chic nang than hodc thAm tach mau la can thiét,

Tuyén tinh/ khéng tuyén tinh:

Dugc dong hoc cua Pregabalin 1a tuyen tinh trong khoang liéu don hing ngay. Khoan;, bién thién
cua duge dong hoe cua Pregabalin thip (<20%). Céc dic tinh duge dong hoc cia liéu da ¢6 thé du
doan tlr cac dit liéu cua liéu don.
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CHI PINH

Dau thdn kinh: Pregabalin duogc chi dinh trong diéu tri dau than kinh cho ngudi lém.

Déng kinh: Pregabalin duoc chi dinh nhu 1a liéu phap bo tro & ngudi 16n trong dong kinh cuc bo,
¢6 hodc khéng kém theo dong kinh toan bo thir phat.

Réi loan lo du téng qudt: Pregabalin dugc chi dinh diéu tri 161 loan lo &u tong quat & nguai lom.

CACH DUNG VA LIEU DUNG

Khoang lidu dung tir 150 mg- 600 mg mdi ngay duoe chia lam 2 -3 1an

Pregabalin dugc dung bang duong udng, c¢6 thé dung cung voi thie an hodc khong.
Paui than kinh:

Diéu trj véi Pregaba]m c6 thé bat dau véi lidu 150 mg mdi ngay. Tly theo dap (g cua timg Cd Ihe
va su dung nap, lleu ding c6 thé tang 1én 300 mg/ngay sau khoang thoi gian 3-7 ngay, va néu can
c6 thé tang liéu tdi da 600 mg/ngay sau khoang 7 ngay diéu tri thém. Tuy nhién, liéu 600mg khong
tang hiéu qua diéu trj rd rét va tang tac dung phu. :
Déng kinh: f?/
Diéu tri vdi Pregabalin c6 thé bat dau véi lidu 150mg mdi ngay. Tuy theo ddp img ciia timg ca thé
va su dung nap, liéu ding c6 thé tang [én 300mg/ngay sau khoang thoi gian 1 tuan, va néu can ¢6
thé ting liéu thi da 600mg/ngay sau 1 tuan diéu tri thém.

Réi logn lo du téng qudt:

Khoang 150-600 mg mdi ngay duge chia lam 2 hodc 3 lan. Liéu dung can cho trj liéu can duge
danh gid lai déu dan. Diéu tri voi Pregabalin c6 thé bat dau véi lidu 150 mg mdi ngay. Tiy theo dap
ng cla timg cé thé va sur dung nap, ileu ding co thé tang Ién 300 mg/ngay sau khoang thoi glan 1
tuan diéu tri. Sau khi diéu trj thém 1 tu'm liéu ding c6 thé tang toi 450 mg/ngay. Liéu dung t6i da
600 mg/ngay co thé dat duoc sau 1 tuan diéu trj thém.

Ngieng sir dung Pregabalin:

Néu phai ngung ding Pregabalin can giam dan trong thoi gian t6i thiéu | tuén.

Bénh nhdn suy thdn:

Giam liéu trén cac bénh nhén ton thuong chirc nang than phai tiy theo timg ¢4 nhan va theo hé sb
thanh thai creatinin (CLcr).

Véi céc bénh nhan dang 1am tham tach mau, liéu hang ngay cua Pregabalin can duge diéu chinh tuv
theo chirc nang than. Bén canh liéu dung hang ngay, lidu dung bd trg nén duge ding ngay sau moi
4 gio tham tach mau (xem bang 1).

Bang 1: Diéu chinh liéu Pregabalin theo chitc néng thén:

Thanh thai creatinin N L . P
(Cler) (mbphi) Tong lieu Pregabalin hang ngay* Ché dd tri licu
Lidu khoi dau Lidu t5i da
(mg/ngay) (mg/ngay)
>60 150 600 BID hogc TID
>30 - <60 i 300 BID hoac TID
>15-<30 25-50 150 QD hodc BID
<15 25 75 QD
Liéu bd trg sau tham tich mau (mg) o
25 100 Liéu don+
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TID=chia 3 lin/ngay

BID=chia 2 lan/ngay

QD=liéu don/ngay

*Tong liéu hang ngay (mg/ngay) can chia nhu duge chi dinh bai ché d6 liéu dé cung cip mg/liéu.
+ Liéu b tro 1a liéu don bo sung.

Ding thuéc trén bénh nhan suy gan:

Khéng can diéu chinh liéu trén cac bénh nhan suy gan.

Dimng thuéc cho tré em va thiéu nién (12-17 di).

Sur an toan va hiéu qua ctia Pregabalin trén tré em dudi 12 tudi va thidu nién chua duogc thiét 1ap.
Dimg thudc cho nguéi cao tuéi (1rén 63 tusi):

Ngudi cao tudi ¢6 thé can giam liéu Pregabalin do giam chire nang than.

CHONG CHI PINH g‘;/
Man cam vi bat ky thanh phan nao cta thube.

THAN TRONG VA CANH BAO

Cac bénh nhan vdi cic bénh ly di truyén hiém gap vé dung nap galactose, thiéu enzym Lapp lactase
hoic kém hdp thu glucose-galactose khong dung thude nay.

Mot s6 bénh nhan tiéu duong tang can khi dung Pregabalin can diéu chinh viée ding céc thude ha
duong huyét.

Diéu tri bang Pregabalin t‘mrcmg xay ra chéng mat va budn ngi, c6 thé tang nguy co xay ra cic tai
nan chan thuong & ngudi cao tudi.

Chua c6 cac dit liéu day du vé viée ngung két hop véi cac thude chdng dong kinh khéc, ngay khi
dat dwoc kiém soat con dong kinh véi Pregabalin trong diéu tri két hop, can xem xét dé dat toi don
tri liéu véi Pregabalin.

Sau khi ngung thude trong diéu tri ngan han va dai han véi Pregabalin, céac dau hiéu sau khi rut
thube duoc quan sat trén | s6 bénh nhan, Céc tac dung duoc nhic dén g61n: mat ngu, dau dau, budn
nén va tiéu chay.

Mac du anh huong cua viée dung thube trén suy than tai phuc hdi chua duoe nghién ciru mot cach
¢ hé thong, chire nang than cai thién sau khi ngimg hogc giam liéu Pregabalin dd duoc bao cao.

C6 mdt sd bao cao sau khi luu hanh thuéc vé suy tim sung huyét trén mét s6 bénh nhan dung
Pregabalin. Trong mot sb thir nghiém ngan han trén cac bénh nhan khéng cé ddu hiéu 1am sang cua
cdc bénh vé tim hodc mach ngoa1 vi, khéng c6 méi lién hé ré rang giita phu ngoai vi va céc bién
chimg tim mach nhu cao huyét ap hodc suy tim sung huyel Do dir liéu trén cac bénh nhan suy tim
sung huyét nang con han ché can ding Pregabalin than trong trén cc bénh nhan nay.

ANH HUONG CUA THUOC DEN KHA NANG LAl XE VA VAN HANH MAY MOC

Thubc ¢6 thé khién cho bénh nhan chéng mat, budn ngti va giam tap trung. Do d6 bénh nhén khong
nén lai xe, van hanh may méc, hay tham gia vao bat ki hoat dong nao co thé gay nguy hai cho ban
than cho dén khi biét duoce thube o anh huang dén nhitng hoat dong nay hay khong

PHU NU CO THAI VA CHO CON BU

Phu nit ¢o thai
Chua c6 cac dit liéu ddy du vé ding Pregabalin trén phy nit c6 thai.
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Céc nghién ctru trén dong vét da cho thdy tac dung gay doc trén kha nang sinh san. Nguy co vé rii
ro trén ngudi chua duge biét. Do vdy, khong ding Pregabalin khi dang mang thai trir khi loi ich
mang lai cho nguoi me 16 rang quan trong hon nhimg kha nang rui ro ¢6 thé xay ra cho thai nhi.
Cac bién phap tranh thai hiéu qua phai duge sir dung cho phu nit dang trong do tudi sinh dé.

Phu nit cho con bii

Chura biét duoce Pregabalin ¢6 bai tiét qua sira ngudi hay khong; tuy nhién, thube 6 xuét hién trong
stra chudt. Do vay, khong duge nudi con bfmg stra me khi dang dung tri liéu vai Pregabalin.

TUONG TAC THUOC

Do Pregabalin dugce thai trir chinh qua nudgce tiéu & dang chua chuyen hoa, mot lugng khong dang
ké duoc chuyen hoa (<2% cua liéu dun;:, duoc tim thav trong nudc tleu & dang chuyén hoa), khong
kim ham chuyén hoa thudc trong dng nghiém (in vitro), va khéng gin véi protein huyét tuong,
Pregabalin khong tao ra tuong tac, hodc bi twong tac duge dong hoc.

Trong cac nghién ctru in vivo, khong quan sat thdy twong tac duge dong hoc 1dam sang gita
Pregabalin vdi Phenytoin, Carbamazepin, Acid valproic, Lamotrigin, Gabapentin, Lorazepam,
Oxycodon hoac Ethanol. Panh gia duge dong hoc déi twong da chi ra rang cac thude diéu tri tiéu
dutng dung dudng ubng, cac thude loi tiéu, insulin, Phernobarbital, Tiagabine va Topiramate,
khong c6 anh huong 1dm sang dang ké nao dén thanh thai Pregabalin.

Dung chung Pregabalin voi céc thube tranh thai duong udng Norethisterone va/hodc Ethinyl
oestradiol khéng anh huong dén su 6n dinh vé duoge dong hoc cua ca 2 loai thude.

Pregabalin ¢6 thé anh huong t6i tac dung cua Ethanol va Lorazepam. Trong cac thir nghiém lam
sang ¢o kiém soat, ding liéu da duong udng Piegaba]m két hUp voi Oxycodon, Lorazepam, hodc
Ethanol khong c¢o tac dong lam sang quan trong nao dén su ho hap Trong cac bao cao sau luu hanh
thude, co cac bao cao vé suy ho hap va hon mé ¢ bénh nhan dang dung Pregabalm va cac thube tre
ché than kinh trung wong khac. Su co6 mit cua Pregabalin tang thém rdi loan nhan thirc va chirc
nang van dong gy ra bai Oxycodon

Khéng c6 cac nghién clru vé twong tac dugce luc hoc dac hidu duge tién hanh trén bénh nhan cao

tudi tinh nguyén.

TAC DUNG KHONG MONG MUON Q‘V
Chuong trinh duoc thir nghiém l4m sang véi Pregabalin dugc tién hanh trén hon 8900 bénh nhén
dung I’regabalin cua trén 5600 thur nghiém mu doi gia duoc ¢6 kiém soat. Cac tac dung khong
mong mudn thudmg gip duogce han cao gom: chong mat va budn ngu. Céc tac dung khéng mong
muon thuong nhe va vira. Trong tat ca cac nghién ctru c6 kiém sodt, ty 1é ngung dung thude do céc
tac dung khong mong mudn 1a 12% vdi cac bénh nhan dung Pregabalin va 5% véi cac bénh nhén
dung gia dugc. Céc tac dung khong mong mudn chi yéu dua dén ngung ding nhém Pregabalin la
chéng mat va budn ngu.

Rat hay gap (> 1/10): Chong mat, budn ngu

Hay gap (»1/100, <1/10): Tang cam giéc ngon miéng, tam trang sang khoai, cau kinh, giam ham
mudn tinh duc, mét phuong huong, mat ng, mat diéu hoa, diéu phdi bit thudomg, run, thé trang
kém, suy giam tri nho, méat tap trung, di cam, mét thang bang, ngu lim, nhin bi md, song thi, chéng
maét, ndn, kho miéng, tao bon day hoi, r6i loan cwong cung, dang di bat thudng, cam giac say ruou,
mét moi, phii ngoai vi, phii né, tang can.

It gap (>1/1000. < 1/100):

Viém mii hong, chan an, ha duong huyél 4o giac, lo so bi tan cong, thd o, lo Au, tram cam, bon
chén, dao dong ve tinh khi, cam giac mat nhan cach, kho dién dat, méng mi, tang ham muon tinh
duc, lanh cam, ngat, ngo ngan, giat rung co, ting hoat dong tAm than van dong, mat vi gidc, rdi loan
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van dong, chong mat tu thé, run, rung giat nhan cau, Rbi loan nhén thie, roi loan 1&i néi. giam phan
xa, giam xtc giac, mat tri nhé, cam giac rat bong, Réi loan thi luc, sung mit, giam tAm nhin, giam
do sic khi nhin, dau mat, moi mat, khé mét, chay nuéc mit, tang thinh luc, Nhip tim nhanh, block
tim nhi that do 1, moc ndt san do, ra md hoi, kho tha, khdé mii, co co, sung cac khop, chudt ruit, dau
co, dau khdp, dau lung, dau chi, cimg co, khong kiém sodt duge duong niéu, bi tiéu, cham phéng
tinh, roi loan tinh duc, ngd, khat, tirc nguc, Suy nhuge, khat nude, on lanh, ting enzym Alanin
aminotransferase, tang enzym creatin phosphokinase trong madu, ting enzym Aspatat
aminotransferase, giam sb luong tiéu ciu.

Hiém gap (>1/10,000 to <1/1,000):

Giam bach cau hat trung tinh, mat phan xa ¢ diéu kién, tim trang han hoan, giam van déng co,
loan khiru giac, chimg kho viét, méat anh vung ngoai bién, nhin chap chon, thay d6i cam nhan vé do
sdu cua anh, hoa mat, kich ung mat, gldn dong tir, lac mat, anh nhin bi 5ang, do birng, bbe do, ha
huyét ap, tang huyét dp, trudng bung, trao nguoc da day thuc quan, tang tiét nude bot, mat vi giac,
nhip tim xoang nhanh, loan nhip xoang, nhip tim xoang cham, chay mau cam, Iac nghén hong, ho,
ngat mili, chay mau cam, viém miii, ngay, viém tuy, khé nudt, néi me day, ra mo hdi lanh, suy than,
thiéu niéu, mat klnh chay sira, dau vu dau bung kinh, phi dai tuven v, ting glucose huyel giam
kali huyét, giam s dém té bao bach cu, tang creatinin huyét, ting can, phi toan than, sbt.

Théng bdo cho bic st nhiing tac dung khéng mong muon gap phdi khi st dung thuéc.

QUA LIEU

Trong trudng hop qua liéu dén 15 g, khéng c6 tac dung khong mong mubn nao duge béo céo.
Trong cac bao cao sau khi luru hanh thude, cac tac dung phu phd biép nhét duge bao cao khi dung
qua liéu Pregabalin bao gom: rdi loan cam xtc, ngu ga, tinh trang It lan, tram cam, lo 4u, bon chon.
Diéu tri qua lidu Pregabalin cin tién hanh cdc bién phap bd tro co thé gdm ca thim tach mau néu
can thiét.

QUI CACH PONG GOI: Hop 3 vi x 10 vién nang cling I.f%/
BAO QUAN: Bao quan dudi 30°C, tranh 4nh sdng va do am

HAN DUNG: 24 thang ké tir ngay san xuét.

Khéng ding thuéc khi hét han siv dung. {Q%:{

DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG.
NEEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.
GITU THUOC TRANH XA TAM TAY CUA TRE.

San xuat boi

MSN LABORATORIES PRIVATE LIMITED., e
Plot No.42, ANRICH Industrial Estate /E’f)llaram Me:;lak District-502 325, Andhra Pradﬁs}rﬁnh\ AN
D{J { : L \.C,\"\‘
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