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Maxgalin 75

Pregabal:ﬂ Capsu!es 75 mg

Manufacturer:
WARNING: To be soid by | SUN
retail on the prescniption pharm

of a Registered Medical Industries Ltd.

Practitioner only.
VT of Dadra & Nagar Haveli, INDIA.

o
Keep all medicines out of the reach of children.
Read carefully the leaflet before use.
|
Each capsule contains;
Pregabalin 75 mg
Indications, dosage & administration,
contraindications and further informations:
Please refer the package insert.
Store below 30°C in cool and dry place. Protect from hight.
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Maxgalin 75
Vién nang Pregabalin 75 mg

GTIN: X0000000000000C
Sr. No.: 000000000

Batch Na/Sh 18 SX.: XxKX

Mg date/NSX : dd/mmiyyyy
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Rx Thube ban theo don

MAXGALIN
(Vién nang Pregabalin)

THANH PHAN
MAXGALIN 75
- Hoat chat: Pregabalin 75 mg

- Ta dugc: Lactose monohydrat, Talc, Nudc tinh khiét. L @
MAXGALIN 150 /

- Hoat chat: Pregabalin 150 mg / -

- Ta duoc: Lactose monohydrat, Talc, Nudc tinh khiét.
MO TA
MAXGALIN 75: Vién nang gelatin cimg, kich ¢& s "4", nip mau cam va thdn mau tring c6 sb "688" bing murc
den trén ndp va thén, c6 chira hat cdm mau tring dén tring nga chay tu do.

MAXGALIN 150: Vién nang gelatin ctmg, kich ¢& s6 "1", ndp mau tring va thin mau tring 6 s6 "690" bing muc
den trén ndp va thén, c6 chira hat ¢bm mau tring dén tring nga chay tu do.

CHI PINH
Diéu tri dau than kinh ngoai vi & ngudi 1én.

Pé diéu tri dau than kinh sau zona.

SN P

Diéu trj nhu hd tro cho bénh nhan nguodi 16n voi con dong kinh khai phét timg phé“m.
CHONG CHI PINH

Man cam véi pregabalin hay bit ky thanh phan nao ctia thudc.

LIEU DUNG VA CACH DUNG

Pregabalin dugc sir dung qua duomg ubng, ciing hay khong ciing véi thirc an. Trudng hop can phai ngung ding
thudc, khuyén céo phai giam lidu tir tir, ti thiéu 1a trong 1 tudn.

Pau thin kinh: Liéu pregabalin t6i da dugc khuyén cdo 1a 100 mg x 3 1an/ngdy (300 mg/ngdy) & bénh nhén c6 do
thanh thai creatinin it nhat 1a 60 ml/phat. Liéu dung nén khai dau véi mire 50 mg x 3 1an/ngay (150 mg/ngay) va c6
thé dugc tang 1én dén 300 mg/ngay trong vong 1 tuin dya trén hiéu qua va kha nang dung nap thudc. Vi pregabalin
dugc thai trir chti yéu qua than, nén chinh lidu & bénh nhan c6 chirc ning than suy giam.

Mic dii pregabalin ciing duoc nghién ciru & mirc liéu 600 mg/ngay, khong ¢ bing chimg cho thiy lidu nay dem
loi ich bd sung dang ké va lidu nay ciing dung nap kém hon. Can cir vao cac phan {mg ngoai y phy thudc lidu,
khong khuyén céo diéu trj voi liéu trén 300 mg/ngay.

Dau thin kinh sau zona: Lidu pregabalin khuyén cdo 13 75-150 mg x 2 lan/ngay; hodc 50-100 mg x 3 lan/ngay
(150-300 mg/ngay) & bénh nhan c6 do thanh thai creatinin it nhat 13 60 ml/phit. Nén khoi dau liéu 75 mg x 2
lan/ngay, hodc 50 mg x 3 1an/ngay (150 mg/ngdy) va co thé tang 1én dén 300 mg/ngay trong vong 1 tudn dua trén
hiéu qua va kha nang dung nap thudc. Vi pregabalin thai trir chii yéu qua thén, nén diéu chinh liéu cho bénh nhén
¢6 chirc niang than suy giam.
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D6i v6i bénh nhan khong gidm dau ddy di sau 2-4 tudn diéu tri voi liéu 300 mg/ngdy, va nhimg bénh nhén cé kha
ning dung nap pregabalin, c6 thé tang liéu Ién dén 300 mg x 2 lan/ngay, hoac 200 mg x 3 lan/ngay (600 mg/ngay).
Cin cir vdo céc phan (mg ngoai y phu thudc liéu va ty 1é cao hon cia viéc ngimg diéu trj do tac dung phéan ung
ngoai ¥, liéu ding trén 300 mg/ngay chi danh cho nhimg bénh nhin dang bi dau va dung nap 300 mg mdi ngay.

Djng kinh: Liéu dung pregabalin 150-600 mg/ngdy da dugc chimg minh 1a cé hidu qua nhu 1a liéu phap hd tro
diéu trj dong kinh khéi phat timg phin & ngudi 16n. Téng lidu hang ngay nén dugc chia ra va udng 2-3 1dn mdi
ngdy. Ca hiéu qua va phan tmg ngoai y cla pregabalin di dugc chimg minh 14 ¢6 lién quan véi liéu ding. N6
chung, khuyén cdo cac bénh nhan nén khoi dau v6i mét tdng lidu hang ngay khéng 16n hon 150 mg/ngay (75 mg

hai 14n mét ngay, hodc 50 mg ba lian mét ngay). Dya trén dap (mg cua timg bénh nhan va kha niang dung nap, ]iéuﬂ s
¢6 thé tang 1én dén ti da 600 mg/ngay. %

Anh huéng cua ty 18 ting gia liéu trén kha ning dung nap cua pregabalin chua duge nghién clru chinh thirc.

Hiéu qua ctia viéc b sung pregabalin & bénh nhén dung gabapentin chua dugc dénh gia trong céc thir nghiém 1am
sang c6 kiém soat. Do d6, khong khuyén céo ding ddng thoi pregabalin vdi gabapentin.

Bénh nhan suy than: Can ¢t cic phan (mg ngoai ¥ phy thude liéu va vi pregabalin dugc thai trir chu yéu qua than,
nén chinh liéu & bénh nhén c6 chirc nang than suy giam. Diéu chinh liéu & bénh nhan suy than phai dua trén CL.,
duogc trinh bay trong bang dudi ddy. Dé sir dung bang liéu nay, cin ude tinh CL,, ctia bénh nhan trong ml/phut. Gia
trj CL,, trong ml/phut co thé dugc ude tinh tir viée xdc dinh creatinin huyét thanh (mg/dL) bang cach sir dung
phuong trinh Cockcroft va Gault:

[140 tudi (ndm)] * c4n ning (kg)

CL.= (x 0.85 dbi v6i bénh nhan ni)

72 x creatinin huyét thanh (mg/dL)

P4i v6i bénh nhan chay than nhén tao, lidu pregabalin hang ngay nén dugc diéu chinh dua trén chirc nang than.
Ngoai viéc diéu chinh liéu hang ngay, lidu bd sung nén dugc ding ngay sau mdi dot diéu tri chay than nhén tao 4
gi® nhu trinh bay trong bang dudi day:

Diéu chinh lidu dung pregabalin dya trén chirc ning than

Do thanh thai Tong liéu pregabalin sir dung hang ngay Ché dj liéu
Creatinin (CL,,) (mg/ngay)*
(mL/phit) Liéu khéi diu Liéu t6i da
>60 150 600 2 lan/ngdy hoic 3 lan/ngay
30-60 75 300 2 lan/ngay hodc 3 lan/ngdy
15-30 25-50 150 1 1an/ngay hogc 2 lan/ngay
<15 25 75 | lan/ngay
Liéu bd sung sau khi chay than nhan tao (mg)**
Bénh nhan dang diing ché d¢ liéu 25 mg x 1 lan/ngay : dung 1 liéu bd sung 25 mg hogc 50 mg
Bénh nhn dang diing ché d liéu 25-50 mg x 1 lan/ngy : dung 1 liéu bd sung 50 mg hodc 75 mg
Bénh nhan dang dl‘mg_ché d6 lidu 75 mg x 1 lan/ngay : ding 1 liéu bé sung 100 mg hogc 150 mg

* Tdng liéu hang ngay (mg/ngay) nén dugc phan chia nhu hudng din & cot ché do liéu dé udng mg/liéu.

** idu bd sung 12 mdt lidu bd sung duy nhét.

Nguoi cao tuéi: DY thanh thii ctia pregabalin dudng udng c6 xu huéng giam theo tudi. Viéc giam d¢ thanh thai
pregabalin duong udng 12 phi hgp véi giam CLer ¢6 lién quan dén tudi tac.

Khéng c6 sur khac biét tong thé vé an toan va hiéu qua da duogc ghi nhan gitta cac bénh nhén 16n tudi va bénh nhan
tré tudi. Méc du ty 1é phan mg ngoai ¥ khong ting theo tudi tic, dd nhay cao hon ctia mét s6 bénh nhén 16n tudi
khéng thé loai trir. Pregabalin dugc biét 1a bai tiét qua than, va nguy co phan tmg doc pregabalin ¢6 thé cao &
nhimg bénh nhan c6 chirc ning than suy giam.
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Vi pregabalin duogc thai trir chi yéu qua than, nén chinh lidu cho bénh nhan 16n tudi bj suy than.
Sit dung cho tré em: Tinh an toan va hiéu qua cua pregabalin & bénh nhan tré em chua dugc thiét 1ap.

THAN TRONG VA LUU Y PAC BIET KHI SU DUNG

Nhur véfi‘tét ca cic thude cfhéng dong kinh (AEDs - AntiEpileptic Drugs), nén tir tir giam sir dung pregabalin dé
giam thiéu nguy co tang tan sudt co giat & bénh nhén dong kinh. Sau khi ngimg pregabalin dot ngoét hodc nhanh
chong, mét sf‘i~ bénh nhan béao cdo triéu chimg bao gébm mat ngi, budn nén, nhic dau, tieu chay, hdi chimg cum,
cang thang, tram cam, dau, ra md hoi va chéng mat. Néu ngung pregabalin, viéc ngung nay nén dugc thyc hién
gidm tir tir trong it nhdt 12 1 tudn. Lién quan dén viéc ngimg didu tri lau dai pregabalin, khong c6 dir liéu vé ty 1¢ va
mirc do trAm trong ciia c4c triéu chimg cai lién quan dén thoi gian sir dung va lidu pregabalin.

Khong c6 dir ligu day du vé viée ngung sit dung céc thuée chéng dong kinh dung déng thoi, mét khi da kiém
duge con dong kinh véi pregabalin diing bd tro.

Pregabalin gdy chéng mit va budn ngi. Bénh nhan phai dugc thong béo ring chéng mit va budn ngu c6 thé 1am
giam kha nang thyuc hién nhiém vu nhu 14i xe hay vdn hanh may méc.

Diéu trj véi pregabalin gay ting can va pht, mé ta chu yéu nhu phit ngoai bién. Vi nhém thude thiazolidinedion
diéu tri déi thdo dudng c6 thé gay tang can va/hodc gilr nudc, c6 thé 1am trdm trong thém hodc din dén suy tim,
can than trong khi st dung dong thoi pregabalin va cdc thuée nay. Vi vy, 6 thé phai didu chinh liéu luong cua
céc thube chéng dai thao dudng.

Bai vi dir lidu han ché vé bénh nhan suy tim sung huyét véi tinh trang tim mach cép do 111 hogc IV theo phén loai
cua Hiép hoi Tim mach New York (NYHA), than trong khi diing pregabalin & nhitng bénh nhén nay.

Diéu trj v6i pregabalin c6 lién quan dén viéc ting creatine kinase. Bac sy phai huéng dén bénh nhan dé kip thoi
bdo cdo cac trigu cimg dau co khong giai thich duge, dau hay yéu, dic biét néu cac triéu chimg co c¢6 kém theo tinh
trang bét 6n hay sdt. Ngung diéu tri véi pregabalin néu chin doan hoic nghi ngd mic bénh vé co hodic néu xay ra
ting néng do creatine kinase rd rét.

Diéu trj vi pregabalin c6 lién quan véi giam s6 lugng tiéu cau va kéo dai nhe khoang thoi gian PR.

Bénh nhan can dugc tu van ring pregabalin c6 thé gay rbi loan thi gidc. Bénh nhan nén thong bao cho béc sy néu
xdy ra thay ddi thi luc.

O cac bénh nhan ma can diéu trj dong thoi véi thude trAm cam tac dong 1én hé than kinh trung wong nhu thudc
nhém opiat hay benzodiazepin, nén thong béo ring ho c¢é thé gip phai phan (mg ngoai y bé sung 1én hé thin kinh
trung wong, ching han nhur budn ng .

Bénh nhan nén dugc khuyén nén tranh udng rugu trong khi ding pregabalin, vi pregabalin c6 thé hiép ddng thém
sur suy giam k¥ nang van dong va tac dong an than cua rugu.

O nam gi6i dang dugc diéu tri v6i pregabalin ma c6 ké hoach dé sinh con can duge théng bao vé nguy co tiém 4n
gdy quai thai nam.

Bénh nhan dai thao dudng can dugce hudng dan dé dic biét cha y dén tinh toan ven da trong khi dang dugc diéu tri
véi pregabalin. Mgt sb dong vat dugc diéu tri bé.ng pregabalin cho thay phét trién loét da, mdc du khong co ting ty
1 ton thuong da lién quan véi pregabalin dugc quan sat thay trong cac thir nghiém 14m sang.

SU DUNG O PHU NU' MANG THAI VA PHU NU PANG CHO CON BU
Chua c6 nghién ciru ddy du va dugc kiém soét tot thuc hién trén di tugng phuy nir mang thai. Chi diing thude trong
qué trinh mang thai néu loi ich tiém nang cho ngudi me cao hon nguy co cho thai nhi.

Chura biét liéu pregabalin cé bai tiét trong sira me hay khong, tuy nhién, da ghi nhan sy h'ién dién cua thuoc trong
sita chudt. Bai vi nhiéu loai thude dugc bai tiét qua sira me, va vi c6 tiém an nguy co khdi u duge ghi nhan & cée
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nghién ctru pregab:alin Erén dong vat, can quyét dinh ngirng cho con bt hogc ngimg thudc, trong d6 c6 tinh dén tAm
quan trong ctia thuoc doi véi ngudi me.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Pregabalin ¢6 thé c6 f’mh hudng nhe hodc trung binh 1én kha nang l4i xe va van hanh may moc. Pregabalin c6 thé
gdy chéng mat va budn ngt va do d6 ¢ thé anh huéng dén kha nang lai xe hay van hanh may méc. Nén khuyén
bénh nhan khéng nén 14i xe, van hanh cac may méc phie tap hodc tham gia vao céc hoat dong nguy hiém tiém
tang khac cho dén khi chimg minh duoc lidu thude ¢6 anh huéng dén kha nang ciia ho dé thyc hién cac hoat déng

nay khong. "
TUONG TAC THUOC VA CAC DANG TUONG TAC KHAC ((é -
Vi pregabalin bai tiét chu yéu dudi dang khong thay déi trong nuée tiéu, chuyén héa khong déng ké & ngudi (d%/
lidu ding phuc hdi trong nude tiéu dudi dang céc chat chuyén hoa), khong trc ché chuyén héa thudc invitro, va
khong gin vé6i protein huyét twong, khong c6 kha nang thude s& sin sinh hogc 1a déi twong chju tuong tic vé mit
dugce dong hoc.
Theo do, trong cic nghién ctru invivo khong c6 tuong tac dugc dong hoc lién quan trén 1am sang da dugc ghi nhin
gitra pregabalin va phenytoin, carbamazepine, valproic acid, lamotrigine, hay gabapentin. Phan tich duoc dong hoc
trong dan sd chi ra ring thudc tri déi thao dudng dang udng, thude lgi tiéu, insulin, phenobarbital, tiagabin va
topiramat khong c6 anh huéng déng ké vé mit 1am sang trong viéc thanh thai pregabalin.
Duing dong thoi pregabalin véi thude tranh thai dang uéng norethisterone va/hoic ethinyl estradiol khéng anh
hudng dén trang thai duge dong hoc én dinh ciia mdi thude.
Nhiéu liéu ubng Pregabalin diing ddng thoi véi oxycodon, lorazepam, hodc ethanol khéng gay ra hiu qua |am sang
quan trong trén hé ho hip. Pregabalin hién dién nhu 1 tac nhan b sung trong suy giam chirc nang nhan thirc va
chirc ning vén dong thé do oxycodon. Pregabalin 6 thé lam ting anh hudng ciia ethanol va lorazepam.
TAC DUNG KHONG MONG MUON
B4o c4o nhiéu nhat phan (mg ngoai y 1a chéng mat va budn ngu. Céc phan {mg ngoai y thuong la nhe dén trung
binh.
Phén loai tan sudt: rat thudng gip (> 1/10); thuong gip (= 1/100 dén <1/10); it gap (= 1 /1.000 dén <1/100): hiém

=~ gip(>1/10.000 dén <1/1.000); rét hiém gap (<1 / 10.000), chua biét (khdng thé ude tinh tir céc dir liéu co sin).

HE co quan Phin rng ngoai y
Nhiém khuan va ky sinh tring
Thudng gép Viém miii hong

Rdi loan mau va hé bach huyét

It gap Giam bach cau trung tinh

Roi loan hé mién dich

It gap Phan (mg qua man

Hiém gap Phti mach, phan (g dj img

Roi loan chuyén héa va dinh dudng

Thuodng gap Thém édn
It gap Chén an, ha duong huyét
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Roi loan tim than

Thudng gap Tam trang hung phan, bdi rdi, bt rit, mat phuong hudng, mét ngu,
giam ham mudn tinh duc

It gap Ao gidc, hoang hét, bon chdn, lo 4u, trdm cam, tam trang chan nan,
hung cam, giy han, thay déi tim trang, réi loan tim than, kh6 khan tim
tir ng, gidc mo bét thuong, ting ham mudn tinh duc, mét khoai cam,
lanh dam.

Hiém gap Ut ché

.
1/
/i /

R&i loan hé than kinh

1

L~

i

Rt thudng gap Chéng mit, buon ngt, dau dau //
Thuong gip Mat diéu hoa van dong, phdi hop bét thuong, run, khé phat am, chimg
hay quén, suy giam tri nhé, réi loan chti ¥, di cam, giam cam giac, an
than, rdi loan tién dinh, tinh trang Iur dtr.
= [Tteap Ngit, ngan ngo, rung gidt co, mét y thirc, hiéu dong thai qua, rdi loan
van dong, chéng mat tu thé, ¥ dinh run, rung giat nhan cau, rdi loan
nhan thirc, sa sut tinh than, ri loan ngén ngtr, giam phan xa, ting cam,
cam gidc bong rat, mat vi gidc, bét on.
Hiém gap Co giat, rdi loan khiru gidc, giam chirc nang van dong, roi loan kha
ning viét.
Rdi loan thi gidc
Thuong gip Nhin md, nhin d6i
It gap Mt thi gidc ngoai vi, roi loan thj gidc, sung mat, khiém khuyét thj luc,
thi lyc giam, dau mét, moi mét, hoa mét, kho mat, ting chay nudc mat,
kich (mg mit.
Hiém gap Mat thi lue, viém gidc mac, nhin chip chon, nhén thire chiéu sau thi
A

gidc thay ddi, gidn dong ti, lac, do sang hinh anh.

ROi loan tai va mé dao

Thuong gap

Chéng mit

it gap

Téng thinh luc.

Roi loan tim mach

It gap Nhip tim nhanh, bldc nhi that mirc do 1, cham nhip xoang, suy tim sung
huyét.
Hiém gip Kéo dai thoi gian QT, nhanh nhip xoang, loan nhip xoang

Roi loan mach mau

it gap

Ha huyét 4p, tang huyét 4p, néng bimg, dé birng mt, lanh viing ngoai

vi.

R&i loan ho hap, nguc va trung thit

—] et i< A
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It gap

Kho thé, chdy mau cam, ho, nghet miii, viém miii, ngdy, khé mui

Hiém gap

Phu phéi, dau that hong.

Ro6i loan tiéu hoa

Thuong gip N6n mira, budn non, tdo bén, tiéu chay, dy hoi, chuéng bung, kho
miéng

it gap Bénh trao nguoc thuc quan-da day, ting tiét nudc bot, giam cam giac &
miéng.

Hiém gip Co truéng, viém tuy, sung ludi, kho nudt

-

]

Roi loan & da va mé dudi da

Thudng gap

Phat ban mun nho & da, ndi mé day, tang tiét mo héi, ngtra

iif
/

7

Hiém gap

Hoi ching Stevens Johnson, mé héi lanh. //

Roi loan co xwong khép va mo lién ket

Thuodng gép Chugt rat, dau khdp, dau lung, dau & chan tay, co that ¢o tir cung
It gdp Sung khép, dau co, co giat co, dau co, climg co
Hiém gip Tiéu co van

R6i loan thin va tiét niéu

It gap

Tiéu khong tu chu, tiéu kho

Hiém gap

Suy than, thiéu niéu, bi tiéu

Roi loan hé sinh sin va vii

fr"%“'-l M TS

Thuong gip Roi loan cuong duong
it gap R&i loan chirc nang tinh dyc, xuat tinh chdm, dau bung kinh, dau vu.
Hiém gap V6 kinh, chay dich & v, vi to, phi dai vii & nam gidi.

Rdi loan tong quét va tai chd

Thudng gip Phu ngoai bién, phii né, déng di bat thudng, té, cam gidc say, cam gidc
bét 6n, mét moi.

it gap Phu tong quat, phii mat, tirc ngyc, dau, sot, khat nuéc, 6n lanh, suy
nhugc

Cic phan trng khac:

Thuong gip Téang can

It gap Tang creatine phosphokinase trong méu, tang alanine aminotransferase,
ting aspartate aminotransferase, ting duong huyét, giam s6 lugng tiéu
cau, ting creatinin huyét, giam kali huyét, giam cén.

Hiém gap S lugng bach cau giam

QUA LIEU

Kinh nghiém v& viéc qué lidu pregabalin con han ché. Céc bo cdo qua lidu cao nhét cuia pregabalin trong chuong

trinh phat trién 14m sang & 8000 mg, va khong c6 hau qua ]am sang d4ng cha y. Céc loai phan {mg ngoai y xay ra

=
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& bénh nhan tiép xic véi lidu cao (> 900 mg) khong ¢6 sir khac biét vé mat 1am sang so véi cdc bénh nhan dung
liéu khuyén c4o théng thudng.

Khéng c6 thude giai doc dic hiéu cho trudng hop qua liéu pregabalin. Néu c6 chi dinh, loai bo céc loai thudc chua
duoc hap thu bing nén hoic rira da day; bién phap than trong thong thudng cin dugc theo doi dé duy tri duong
thé. Cham sée hd trg tong quét duge chi dinh bao gdm gidm sat cdc ddu higu sinh t6n va quan sat tinh trang 14m
sang cua bénh nhan.

Mic du khong thyc hién chay than nhan tao & mat sb it trudong hop dugc biét qua liéu, phuong phép nay c6 thé
dugc chi dinh cho bénh nhén suy than dang ké. Qui trinh chay than nhén tao chudn ddn dén thai trir pregabalin
dang ké.

DUQC LY LAM SANG (/MV |
Duge lre hoe / /

Pregabalin 1a mt chét twong tyr acid gamma-aminobutyric.

Co ché tac dung

Pregabalin gén két 4i lyc cao véi cc alpha2-delta (mot tidu don vi phu tro ciia céc kénh calci) trong mo hé théng
thén kinh trung wong. Mic dui co ché hoat dng ctia pregabalin chua duoc bidt, két qua trén nhimg con chudt bién
ddi gen va véi cac hop chét c6 cdu tric lién quan dén pregabalin goi ¥ ring lién két véi c4c tiéu don vi alpha2-delta
¢6 thé lién quan dén tac dong lam giam nhay cam véi kich thich dau va chéng dong kinh Pregabalin trén mo hinh
dong vit.

Trong khi Pregabalin 12 mt din xudt cu triic ctia chit dan truyén thin kinh trc ché gammaaminobutyric acid
(GABA), chét nay khong gin tryc tiép véi GABA A, GABA B, hoic thy thé benzodiazepin, khong lam tang thém
dap tmg GABA-A trong té bao than kinh nudi cy, khong 1am thay ddi ndng d6 GABA nio chudt hoic ¢6 tac dung
cép tinh trén su hap thu hojc thoai héa GABA.

Duwge dong hoc

Hap thu

Pregabalin dugc hap thu t6t sau khi udng, dugc loai bé phan 16n qua than, va c6 thoi gian ban thai khoang 6 gid.
Sau khi udng vién nang pregabalin trong diéu kién bung d6i, ndng do dinh trong huyét tuong dat dugc trong vong
1,5 gid. Sinh kha dung dudng udng ctia pregabalin 14 >90% va khong phu thude vao lidu. Sau ding don lidu (25-
300 mg) va da lidu (75-900 mg/ngay), ndng do t6i da trong huyét trong (Cmax) va gia tri dién tich dudi dudng
cong ndng dd trong huyét tuong-thdi gian (AUC) tang tuyén tinh. Sau khi diing liéu 13p lai, trang thai 6n dinh dat
duoc trong vong 24 dén 48 gio. Dugce dong hoc da lidu ¢6 thé duge du doan tir cac dir liéu don lidu .

Tbc do hap thu pregabalin bi giam khi uéng cung voi thire an, két qua la giam Cmax khoang 25% dén 30% va ting
Tmax dén khoang 3 gid. Tuy nhién, liéu dung pregabalin véi thyc phdm khong c6 téc dong 14m sang lién quan trén
téng s6 pregabalin hap thu. Do d6, pregabalin ¢6 thé dugc ubng cing véi thic dn hay khong. Pregabalin khong gin
két v6i protein huyét tuong. Thé tich phan phdi clia pregabalin sau khi uéng khoang 0,5 lit/kg .

Chuyén héa

Pregabalin chuyén hoa khong dang ké & ngudi. Sau khi ding mét liéu pregabalin d4nh dau phong xa, khoang 90%

liu dung dugc thu hdi trong nude tiéu dudi dang pregabalin khong thay d6i. Céc dan xuat N-methyl hoéa cia
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pregabalin, 14 cdc chét chuyén hoa chinh ctia pregabalin dugc tim thdy trong nuée tiéu, chiém khoang 0,9% liéu
dung.

Thai trie

Pregabalin dugc théi trir chi yéu qua nuéc tiéu dudi dang khong doi. Thoi gian ban thai trung binh cuia Pregabalin
1a 6,3 gio. DG thanh thai cua Pregabalin & huyét tuong va & than la ty 1€ thudn véi d6 thanh thai creatinine.

BAO QUAN

Bao quan ¢ nhiét d¢ dudi 30°C, & noi khd mét. Trénh 4nh séng.

HAN SU DUNG

24 thang ké tir ngdy san xuét. {/ ((&

PONG GOI /
Hop chira 5 vi xé x 10 vién nang cing. -

TIEU CHUAN

~ Nha san xuat

Thuéc nay chi dung theo sy ké don cua bdc st
Dé thube xa tam tay tré em.

Poc ky hueomg dan sit dung truce khi ding
Néu can thém théng tin xin hoi y kién bdc sp.

Théng bdo cho bdc st nhimg tac dung khong mong muon gdp phai khi sie dung thude.

CO SO SAN XUAT
SUN PHARMACEUTICAL INDUSTRIES LTD
Survey No.214, Plot No.20, Govt. Ind. Area, Phase- 11, Silvassa —396230, U.T. of Dadra & Nagar Haveli, An Po.
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