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l PREGASAFE 50

Pregabalin Capsule 50 mg

Each capsule contains:
Pregabalin 50 mg

Dosage :

As directed by the Physician.
Store below 30°C.

Protect from light and moisture.
Keep out of reach to children.

Batch No:
Mfy Date: dd/mmifyy
Exp Date: dd/mmiyy

Manufactured by:

MSN Laboratories Limited

Plot No 42, Anrich Industrial Estate, Ballaram,
Medak District - 502 325 Andhra Pradesh, INDIA

Blister Size 85 x 60mm
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Pregabalin Capsules 50 mg
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Rx-Thuée ban theo don
PREGASAFE 50

THANH PHAN
M&i vién nang cimg chira: Pregabalin 50mg.
Td dirge: Lactose khan, Tinh bot tién gelatin hoa, Talc.

DUQC LUC HQC

Nhém tri liéu: nhém dong kinh

Hoat chit chinh, pregabalin, gamma-aminobutyric acid analogue ((S)-3-(aminomethyl)-5-
methylhexanoic acid).

Co ché tac dung: Pregabalin gén voi subunit ay-8 protein cua dong Calci mang dién thé trong hé
thdng than kinh trung wong, thay thé [*H]-gabapentin.

DUQC PONG HQOC

Duogc dong hoc n dinh cua Pregabalin 1a giéng nhau trén nhiing nguoi tinh nguyén khoe manh, céc
bénh-nhin-dang ding thuée chdng déng kinh-va-cac-bér b daw i tintr:

Hap thu:

Pregabalin dugc hap thu nhanh khi udng lic doi, ndng do dinh trong huyét twong dat dugc sau 1
gio trong ca ding lidu don va lidu da. Kha dung sinh hoc ding duong udng ciia Pregabalin khoang
90% va phu thudc vao liéu ding. Khi diing nhic lai, tinh trang 6n dinh dat duoc trong 24 - 48 gio.
Ti & hap thu ctia Pregabalin giam khi diing cung thic an din dén Cpnex giam khoang 25-30% va kéo
dai tmax sau khoang 2,5 gid. Tuy nhién, dung Pregabalin cing thirc an khong c¢é anh hudng 1am
sang dang ké nao dén mac do hép thu Pregabalin.

Phdn phoi §

Trong nghién ciu tién 1am sang, Pregabalin d& dang qua han§ rdo mau ndo & chudt nhét, chudt
cdng va khi. Pregabalin qua dugc nhau thai & chudt cong va xuat hién trong sira chudt. O nguoi, thé
tich phan phdi cua Pregabalin sau khi ding duong udng khoang 0,56L/kg. Pregabalin khéng gin
két véi protein huyét tuong.

Chuyén héa:

Pregabalin duoc chuyén hoa khong déng ké trong co thé ngudi. Sau khi ding Pregabalin phong xa
danh dau, khoang 98% tim thdy trong nudc ti€u ¢ dang Pregabalin chwa chuyén hoa. Dan xuét N-
methylated cia pregabalin, chat chuyén hoa chinh cua Pregabalin dugc tim thdy trong nudc ticu,
chiém khoang 0,9% liéu dung. Trong nghlen ctru tién lam sang, khong ¢6 du hiéu nao vé sy bién
dbi pregabalin ddng phan ta tuyén thanh dong phan hitu tuyén.

Thai trir:

Pregabalin duoc thai trir khoi hé tuan hoan chu yéu do bai tiét qua than & dang khong déi. Thoi
gian ban thai trung binh cua Pregabalin khoang 6,3 gid. Thanh thai Pregabalin huyét tuong va
thanh thai thén ti I€ thudn véi thanh thai creatinine.

Diéu chinh liéu trén bénh nhan suy chirc ning than hodc thAm tach mau la can thiét.

Tuyén tinh/ khong tuyén tinh:

Dugc ddng hoc ciia Pregabalin 1a tuyén tinh trong khoang liéu don hing ngay. Khoang bién thién

clia duge dong hoc clia Pregabalin thap (<20%). Cac dic tinh dugc dong hoc ciia liéu da cé thé du

doén tir cac dir liéu cua liéu don.
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CHI PINH

Dau than kinh: Pregabalin duoc chi dinh trong didu trj dau than kinh cho ngudi lén.

Dgng kinh: Pregabalin dugc chi dinh nhur 14 1idu phap bd tro & ngudi 16n trong dong kinh cuc b,
¢d hodc khong kém thee ddng kinh toan bd thir phat.

Réi loan lo du téng qudt.: Pregabalin duoc chi dinh diu 1ri i loan lo au téng quat o ngudi 16n.

CACH DUNG VA LIEU DUNG

Khoang liéu ding tir 150 mg- 600 mg mdi ngay duoe chia lam 2 -3 lan

Pregabalin duge ding bing dudng ubng, ¢6 thé ding cling véi thire dn hodic khéng.

Paut than kinh:

Diéu trj voi Prcgaba]in cé thé bat dau vai lidu 150 mg mbi ngay. Tuy theo dép ing cuia tiing cd thé
va sy dung nap, liéu ding cé thé ting 18n 300 mg/ngay sau khoang thoi gian 3-7 ngay, va néu cin

c6 thé ting lidu ti da 600 mg/ngay sau khoang 7 ngay diéu tei thém. Tuy nhién, lidu 600mg khong
ting hiéu qua diéu tri r5 rét va tang tac dung phu.

Béng kinh:
Diéu tri voi Pr egaba]ln cé thé bit ddu véi 1idu 150mg mdi ngay. Thy theo ddp tng cila ting cé thé

va sur dung nap, lidu ding co thc tang [én 300mgfngay sau khoang thoi gian | tuan va néu can co . ¢

Réi loan lo du tong qudt:

Khoing 150-t§00 mg m{“ﬂi ngay dwoc chia lam 2 ho:;“}c 3‘ 1an. Liéu ding can E:ho tri liéu can duoc
danh gia lai déu dan. Dicu trj voi Pregqba]in co thé bat dau v6i lién 150 mg mai ngdy. Tuy theo dap
fl'qg Cfli:l tung ca thé va sur dung nap, ]iél:l dilpg ¢o the léng‘lén 300 mg/ngay sau khoéhng thoi gi’an ]
tuan diéu trj. Sau k,hi diéu tri thém 1 :mén ‘Iiéu ding cd thé tang 161 450 mg/ngay. Liéu diung 161 da
600 mg/ngay cé the dat duge sau 1 tudn diéu tri thém. )

Ngimg sir dung Pregabalin: \f rd

Néu phai ngung ding Pregabalin can giam dén trong thoi gian toi thie‘/u | tuan.

Bénh nhdn suy thin:

Giam liéu trén cac bénh nhan tdn thwong chire nang than phai tity theo tirng ca nhan va theo hé sb
thanh thai creatinin (CLcr).

V&i cée bénh nhan dang 1am tham tach mau, lidu hang ngay cta Pregabalin cin duge didu chinh tiy
theo chite néng thin. Bén canh liéu dung hang ngay, liéu ding bo tro nén duge ding ngay sau mdi
4 gio tham tach man (xem bang 1).

Bang 1: Piéu chinh liéu Pregabalin theo chire ning thdn:

Lhaphitha creat’inin Téng lidu Pregabalin hang ngay* Ché do tri liéu
(Cler) (ml/phat)

Liéu khoi dau Liéu t5i da
(mg/ngay) (mg/ngay)

>60 150 600 BID hodc TID

>30 - <60 75 300 BID hodc TID

>15-<30 25-50 150 QD hoac BID

<15 25 75 QD
Liéu bd tro sau tham tach mau (mg)
25 100 Liéu don+
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TID=chia 3 lan/ngay

BID=chia 2 lan/ngay

QD=liéu don/ngay

*Tong liéu hang ngay (mg/ngay) cin chia nhu dugc chi dinh bai ché do liéu dé cung cip mg/lidu.
+ Liéu bd trg 12 liéu don bd sung.

Dimg thuée trén bénh nhan suy gan:

Khéng can diéu chinh lidu trén cac bénh nhén suy gan.

Diing thuoc cho tré em va thiéu nién (12-17 tudi):

Su an toan va hiéu qua cua Pregabalin trén tré em dudi 12 tudi va thiéu nién chua duoc thiét lap.
Ding thuée cho nguoi cao tudi (trén 65 ioi):

Ngudi cao tudi c6 thé can giam liéu Pregabalin do giam chirc nang than.

CHONG CHi PINH
Min cam v&i bat ky thanh phan nao cua thude.

THAN TRONG VA CANH BAO

“C4¢ benhnhian volcdc benl 1y di truyén Hiém gap Ve dung nap galactose, thiéu enzym Lapp lactase
hozc kém hép thu glucose-galactose khéng diing thudc nay.
Mot sb b@n'h nhan tiéu dudng tang can khi ding Pregabalin can diéu chinh viéc dung cac thubc ha
dudng huyét.
Piéu tri bang Pregabalin thlrcrng xay ra chéng mat va bubn ngu, c6 thé ting nguy co xay ra céc tai
nan chan thuong & nguoi cao tudi.
Chua c6 céc di liu ddy da vé viée ngung két hop véi céc thude chong dong kinh khac, ngay khi
dat duoc kiém sodt con dong kinh véi Pregabalin trong diéu tri két hop, cAn xem xét dé dat téi don
tri liéu voi Pregabalin.
Sau' khi ngung thude trong giiéll tri ng:in han va dai han v&i Pregabalin, céc dau hiéu sau khi rut
thude duge quan sat trén 1 s6 bénh nhan, Cac tac dung dugc nhac dén gdm: mat ngu, dau dau, budn
non va tiéu chay.
Mac du g‘mh hudng cua viée ding thude trén suy than tai phuc hdi chwra duoc nghién ciru mot cach
co hé théng, chirc ning thén cai thién sau khi ngimng hozc giam liéu Pregabalin da duoc bao cao.
C6 mdt s6 bao cao sau khi luu hanh thude vé suy tim sung huyét trén mot sé bénh nhan ding
Pregabalin. Trong mot s6 thir nghiém ngén han tren cac bénh nhan khong ¢6 dau hiéu lam sang cua
cac bénh vé tim hodc mach ngoal vi, khéng c6 mdi lién hé r5 rang giira phii ngoai vi va cac bién
chiing tim mach nhu cao huyet ap hodc suy tim sung huyét. Do dir liéu trén cac bénh nhan suy tim
sung huyét nang con han ché can ding Pregabalin than trong trén cac bénh nhan nay.

ANH HUONG CUA THUOC PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Thudc c6 thé khién cho bénh nhan chong mat, budn ngu va giam tap trung. Do d6 bénh nhan khong
nén lai xe, van hanh may méc, hay tham gia vao bat ki hoat dong nao c6 thé gay nguy hai cho ban
than cho dén khi biét duoc thude ¢6 anh hudng dén nhirng hoat dong nay hay khong

PHU NU CO THAI VA CHO CON BU

Phu nit ¢6 thai
Chua c6 cac dir liéu ddy du vé dung Pregabalin trén phu nit c6 thai.
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Cac nghién clru trén dong vat da cho thdy tac dung gay doc trén kha nang sinh san. Nguy co vé rii
ro trén ngudi chua duge biét. Do vay, khong ding Pregabalin khi dang mang thai trir khi lgi ich
mang lai cho ngudi me 13 rang quan trong hon nhitng kha ning rii ro ¢6 thé xay ra cho thai nhi.
Céc bién phap tranh thai hiéu qua phai dugc sir dung cho phu nir dang trong do tudi sinh de.

Phut nit cho con bii

Chua biét duoc Pregabalin c6 bai tiét qua sita ngudi hay khong; tuy nhién, thude ¢6 xudt hién trong
stta chudt. Do vay, khong dugc nudi con bing siia me khi dang dung trj liéu véi Pregabalin.

TUONG TAC THUOC

Do Pregabalin dugc thai trir chinh qua nudc tiéu & dang chua chuyén hoa, mot luong khong dang
ké dugc chuyen héa (<2% cua lidu dung duoc tim thay trong nuéc tleu & dang chuyén héa), khong
kim ham chuyen hoéa thube trong ong nghiém (in vitro), va khong gan voi protein huyet trong,
Pregabalin khong tao ra turong tac, hodc bi tuong tac dugc dong hoc.

Trong cac nghién clru in vivo, khong quan sat thdy twong tac dugc dong hoc lam sang giiia
Pregabalin vdi Phenytoin, Carbamazepine, Acid valproic, Lamotrigine, Gabapentin, Lorazepam,
Oxycodone hodc Ethanol. Banh gia dwoc dong hoc ddi twong da chi ra ring cac thude diéu trj tiéu
dudng dung dudng udng, cac thude loi tiéu, insulin, Phernobarbital, Tiagabine va Topiramate,
khong c6 anh hudng 1dm sang dang ké nao c’Ien thanh thai Pregabalm

Ding cﬁung Pregabalin vai cac thuoc tranh thai duong udng Norethisterone vafhoac Ethinyl

oestradiol khong anh huong dén su 6n dinh vé duge dong hoc cua ca 2 loai thude.

Pregabalin c¢6 thé anh huong t&i tac dung cua Ethanol va Lorazepam. Trong cac thir nghiém lam
sang co kiém soét, dung liéu da duong udng Pregabalin két hop v6i Oxycodone, Lorazepam, hodc
Ethanol khong c6 tac dong lam sang quan trong nao dén sy hd hip. Trong cac bao cao sau lru hanh
thuoc, 6 cac bao cao vé suy ho hap va hon mé & bénh nhan dang dung Pregabalm va céc thude tic
ché thin kinh trung wong khac. Su c6 mit ciia Pregabalin tang thém rdi loan nhan thiic va chiic
nang van dong gy ra boi Oxycodone.

Khdng ¢6 cac nghién ciu vé tuong tac dugc lyc hoc dic hiéu dwoc tién hanh trén bénh nhan cao
tudi tinh nguyén.

TAC DUNG KHONG MONG MUON a

Chuong trinh dugc thir nghiém 1am sang véi Pregabalin duoc tién hanh trén hon 8900 bénh nhén
dung Pregabalin, ctia trén 5600 thir nghiém mu déi gia dugc ¢ kiém soat. Cac tac dung khong
mong mudn thudmg gip dugc bao cdo gdm: chong mit va budn ngu. Céc tac dung khong mong
mudn thuong nhe va vira. Trong tit ca cac nghién ciru ¢ kiém soat, ty 16 ngung dung thudce do cac
tac dung khong mong mudn 1a 12% véi cac bénh nhan dung Pregabalin va 5% v6i cac bénh nhén
ding gia dugc. Cac tac dung khéng mong mudn chit yéu dua dén ngung dung nhom Pregabalin 1a
chéng mit va budn ngii.

Rat hay gap (> 1/10): Chéng mit, budn ngi

Hay gap (>1/100, <1/10): Tang cam giac ngon miéng, tam trang sang khodi, cau kinh, glam ham
mudn tinh duc, mat phuong hudng, mét ngu, mat didu hoa, didu phéi bat thuong, run, thé trang
kém, suy giam tri nhé, mét tap trung, di cam, mét thang bang, ngii lim, nhin bi md, song thi, chéng
mat, nén, khd miéng, tdo bon, déy hoi, rdi loan cuong cling, dang di bt thuong, cam giac say rugu,
mét moi, phil ngoai vi, phi né, ting cén.

It gép (>1/1000, < 1/100):

Viém mii hong, chén &n, ha dudng huyet 4o giac, lo s bi tin cong, thd o, lo 4u, trdm cam, bon
chdn, dao dong ve tinh khi, cam gidc mat nhéan cach, kho dién dat, mong mi, tang ham muon tinh
duc, lanh cam, ngat, ngo ngén, git rung co, ting hoat déng tm thin van dong, mat vi giac, rdi loan
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vén dong, chong mat tu thé, run, rung giat nhan cu, Réi loan nhan thirc, rdi loan 1o n01 giam phan
xa, giam xuc giac, mat trl nhé, cam gidc rat bong, Roi Ioan thi lyc, sung mat, giam tim nhin, giam
d6 sac khi nhin, dau méat, moi mét, khé mit, chay nudc mit, tang thinh luc, Nhip tim nhanh, block
tim nhf thit do 1, moc nét sdn do, ra md hai, khé tha, khd miii, co co, sung cac khép, chudt rit, dau
co, dau khép, dau lung, dau chi, ciing co, khong kiém soét dugc duong niéu, bi tiéu, cham phong
tinh, réi loan tinh duc, ngd, khat, tic nguc, Suy nhuge, khat nuée, 6n lanh, ting enzym Alanin
aminotransferase, tang _enzym creatm phosphokinase trong mau, ting enzym Aspatat
aminotransferase, giam sd luong tiéu cau.

Hiém gap (>1/10,000 to <1/1,000):

Giam bach cau hat trung tinh, mét phan xa c6 diéu kién, tdm trang hén hoan, giam vén dong co,
loan khiru gidc, chung khé viét, mat anh ving ngoai bién, nhin chap chon, thay déi cam nhan vé do
sdu ciia anh, hoa mét, kich Gng mat, gian ddng t, lac mét, anh nhin bi sang, do blng, boc do, ha
huyét ap, tang huyét ap, truong bung, trao nguoc da day thuc quan, ting tiét nude bot, mat vi giac,
nhip tim xoang nhanh, loan nhip xoang, nhip tim xoang cham chay mau cam, téc nghé&n hong, ho,
ngat mili, chay méu cam, viém miii, ngdy, viém tuy, khé nudt, ndi me day, ra mo hoi lanh, suy thén,
thiéu niéu, mat kmh chay sira, dau vu, dau bung kinh, phi dai tuyén vu, tang glucose huyet giam
kali huyét, giam sd dém té bao bach cau, ting creatinin huyet tang can, phu toan than, sot.

Théng bdo cho bdc si nhitng tic dung khéng mong mubn gip phdi khi sir dung thuéc.

QUA LIEU

Trong trurdng hop qua lidu dén 15 g, khong c6 tac dung khong mong mudn nao duge bao cdo.
Trong céc bao céo sau khi luru hanh thudc, céc tic dung phu phd bién nhat dugc bao cao khi diing
qué lidu Pregabalin bao gdm: rbi loan cam xiic, ngil ga, tinh trang 10 1an, trdm cam, lo &u, bon chén.

Diéu tri qua liéu Pregabalin cin tién hanh céc bién phdp bd trg cé thé gom ca tham tdch mau néu
can thiet.

QUI CACH PONG GOI: Hop 3 vi x 10 vién nang cfmj/

BAO QUAN: Bao quan ¢ noi khd rao, tranh anh sang va nhiét ¢6 dugi 30°C.
HAN DUNG: 24 thang ké tir ngay san xuét.

Khéng diing thude khi hét han ste dung.

POC KY HUONG DAN SU DUNG TRUOC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
GIU THUOC TRANH XA TAM TAY CUA TRE.

San xudt boi
MSN LABORATORIES LIMITED.

Plot No.42, ANRICH Industrial Estate, Bollgedm, Medak District-502 325, Andhra Pradesh, An
Pé.

PSEE ou6 CUC TRUONG
lpsn Vim Thank
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