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Ho so dang ky thude Tragalin 75

TRAGALIN 75
Pregabalin 75 mg
Thuébc nay chi diing theo don thudc
Dé xa tim tay tré em
Doc ky hwong dan siv dung trwdc khi ding

QUI CACH PONG GOI: Hop 3 vi, 5 vi, 10 vi x 10 vién

DANG BAO CHE: Vién nang cimg

M¢ td: Vién nang cimg c6 ndp mau d6, thin mau tring.

THANH PHAN: mdi vién chira:

Thanh phén hoat chit:

Pregabalin 75 mg
Thanh phin td dieoc:

Lactose, Tinh bdt, Colloidal silicon dioxid, Magnesi vira du
stearat

PAC TINH DUQC LUC HQC:

Ma ATC: NO3AX16

Nhém duge ly: Chéng dong kinh

- Pregabalin gin v6i 1 tidu don vi phu (a2-6 protein) ciia kénh dién ép calci trong hé
than kinh trung uong.

- Bing ching tir m6 hinh dong vat ¢é ton thuong than kinh chi ra rang pregabalin lam
giam giai phong chat dan truyén than kinh cam thy dau phu thude calci & tay sdng, co
thé thong qua sy ngin can van chuyén calci va/hodic giam dong calci. Bing chimg tir
cac md hinh déng vét khic c¢6 tén thwong thin kinh cho thdy hoat tinh giam dau cua
pregabalin cling c6 thé qua trung gian twrong tic vdi cdc con dudmg phé giao cam va
serotonin.

PAC TINH DUQC PONG HOC:

Duoc ddng hoc & trang thai cin bing cua pregabalin gidng nhau trén nhiing ngudi tinh

nguyén khoe manh, cac bénh nhan dong kinh dang dung thudc chéng dong kinh va cac

bénh nhan dau man tinh.

- Hdp thu:

Pregabalin dwoc hép thu nhanh khi udng liic doi, ndng do dinh trong huyét tuong dat
duoc sau 1 gidr trong ca ché d6 don lidu va da lidu. Sinh kha dung dudng udng clia
pregabalin khoang > 90% va khong phu thudc vao liéu ding. Trong ché d¢ dung nhéc
lai, trang thai 6n dinh dat dugc trong 24 - 48 gio. TV 1é hap thu ciia pregabalin giam
khi ding cung thirc 3n din dén Cmax gidm khoang 25 - 30% va kéo dai tmax sau
khoang 2,5 gio. Tuy nhién, dung pregabalin cung thirc &n khong gy anh hudng lam
sang dang ké nao dén mirc do hép thu pregabalin.
9




https://trungtamthuoc.com/
\ 4
Traphaco Ho so déng ky thudce Tragalin 75

Phén bo:

Trong céc nghién ctru tién 1am sang, pregabalin dé dang qua hang rao mau ndo &
chu6t nhit, chudt céng va khi. Pregabalin qua dugc nhau thai & chudt céng va xuét
hién trong sita chudt. O nguoi, thé tich phan bd cta pregabalin sau khi diung dudng
udng khoéang 0,56 L/kg. Pregabalin khong gén két véi protein huyét twong.

Chuyén héa:

Pregabalin duoc chuyén héa khéng dang ké trong co thé ngudi. Sau khi ding
pregabalin dwoc danh diu phéng xa, khoang 98% dugc tim thiy trong nudc tiéu la
pregabalin & dang chua chuyén héa. Din xuit N-methylat, chat chuyén héa chinh cia
pregabalin dugc tim thdy trong nudc tiéu, chiém khoang 0,9% liéu ding. Trong cac
nghién ctru tién 1am sang, khong cé déu hiéu nao vé sy bién doi pregabalin déng phén
ta tuyén thanh ddng phan hiru tuyén.

Thai trie:

Pregabalin dugc thai trir khoi hé tudn hoan chu yéu do bai tiét qua than ¢ nguyén
dang. Thoi gian béan thai trung binh cta pregabalin 1a 6,3 gio. Thanh thai pregabalin
huyét trong va thanh thai than ti 1& thuin vi thanh thai creatinin.

Diéu chinh liéu trén cac bénh nhin suy giam chirc ning than hodc thim tich mau la
can thiet.

CHi PINH:

Pau than kinh:

Pregabalin dugc chi dinh trong diéu tri dau thin kinh cho nguoi 1on.

Dong kinh:

Pregabalin dugc chi dinh nhu la liéu phap bé trg & ngudi lon trong dong kinh cuc b,
¢6 hodc khong kém theo dong kinh toan b thir phét.

Réi loan lo Gu lan téa:

Pregabalin dugc chi dinh diu tri i loan lo 4u tong quét trén ngudi 16n.

Dau co xo hoa:

Pregabalin dugc chi dinh dé diéu tri chimg dau co xo héa.

LIEU DUNG - CACH DUNG:
Khoang lidu dung tir 150 mg dén 600 mg/ngdy, dugc chia thanh 2 - 3 lan.
Pregabalin c6 thé udng cuing thirc in hoic khong.

Pau than kinh:

Pidu tri v6i pregabalin cé thé bit diu voi lidu 150 mg/ngay (chia thanh 2 - 3 lan).
Tuy theo ddp Ung va su dung nap cua tung ca thé, sau khoang thoi gian 3 - 7 ngay,
liu diing c6 thé ting 1én 300 mg/ngay. Sau khoang 7 ngay diéu tri tiép theo, néu can.
¢6 thé ting dén liéu toi da 600 mg/ngay.
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Dong kinh:

Diéu tri v6i pregabalin c6 thé bét dau véi lidu 150 mg/ngay (chia thanh 2 - 3 lin). Sau
1 tudn, tly theo dap tmg va sy dung nap cla timg ca thé, liéu dung ¢6 thé tang 1én 300
mg/ngay. Sau 1 tudn diéu tri tiép tuc, cé thé ting dén lidu t6i da 600 mg/ngy.

Réi loan lo Gu lan téa:

Khoang lidu ding tir 150 - 600 mg/ngay dugc chia thanh 2 - 3 14n va cin dugc ddnh
gia lai thuong xuyén theo nhu cau diéu tri.

Diéu tri bing pregabalin c6 thé khai dau vai lidu 150 mg/ngay. Sau 1 tuan diéu tri,
dwa trén dép ing va dung nap cia tirg bénh nhan, c6 thé tang liéu t6i 300 mg/ngay.
Sau khi didu trj thém 1 tudn, lidu diing c6 thé ting téi 450 mg/ngdy. Sau khi tiép tuc
diéu trj thém 1 tudn, liéu ding t6i da 600 mg/ngay.

Dau co xo hoa:

Liéu thong thuong véi hau hét bénh nhan la tir 300 mg dén 450 mg/ngdy duge chia
lam 2 14n. Mt sb bénh nhén diéu trj hidu qua hon véi lidu 600 mg/ngay.

Lidu khoi du 1 75 mg x 2 14n/ngay (tie 150 mg/ngay) va c6 thé ting 1én lidu 150
mg x 2 lan/ngay (tic 300 mg/ngay) trong vong 1 tuan tiy theo hi¢u qua va tinh dung
nap. Bénh nhan khong ¢6 dép tng di vai liéu 300 mg/ngay c6 thé tang 1én lieu 225
mg x 2 lan/ngay (tirc 450 mg/ngay). Sau 1 tudn didu tri tiép tuc, néu can thiét, & mot
s& bénh nhan, tiry theo dap umg va sy dung nap ctia timg ca thé, c6 thé ting 1én mirc
liéu téi da 600 mg/ngay.

Ngung st dung pregabalin:

Néu phai ngimg diing pregabalin, cin giam liu din trong thoi gian t6i thiéu 1a 1 tuén,

Diing thubc trén b¢nh nhén suy thin:

Giam liéu trén cac bénh nhan ton thuong chirc nang than phai tly theo timg c4 nhén
va theo hé so thanh thai creatinin (CLer), dugc trinh bay trong bang 1, sir dung cong
thire dudi day:

B 1,23 x[140 — tubi (ndm)] x cin ning (kg)
f =
CLer (ml/phit) creatinin huyét tuong (pmol /1)

] (x 0,85 néu 12 bénh nhan nir)

Vi céc bénh nhan dang lam thim tach méu, liéu hang ngay cta pregabalin can duge
didu chinh tiy theo chitc ning thin. Bén canh lidu ding hang ngay, liéu ding bé trg
nén duge ding ngay sau mdi 4 gior thim tach méu (xem bang 1).

Bang 1. Di¢u chinh lidu pregabalin theo chire nﬁn% than

Tha“'('r;:’;;;;f)""“'“ Téng lidu pregabalin hang ngdy | Ché d¢ lidu
Liéukhoi ddu | Liéut6ida
(mg/ngay) (mg/ngay) ,
> 60 150 B 600 2 hodc 3 lan/ngay
30 - 60 75 300 2 hoic 3 lan/ngay
15-30 25-50 150 1 hodc 2 lan/ngay
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<15 25 75 _ .1 lz’infngﬁy

Liéu bd trg sau thim tach méau (mg)

25 100 Liéu don bd sung

Diing thuéc trén cdc bénh nhin suy gan:

Khéng cén chinh liéu trén c4c bénh nhan suy gan.

Diing thuéc cho tré em va thiéu nién (12-17 tubi):

Su an toan va hiéu qua cua pregabalin cho tré em dudi 12 tudi va thiéu nién chua
dugc déanh gia. Do vay, khong dung thude cho céc déi tuong nay.

Diing thuoc cho nguéi cao tudi (trén 65 tudi):

Ngudi cao tudi ¢6 thé cin giam lidu pregabalin do giam chirc niing than.

CHONG CHI PINH:

= 2 rr 1A . N A \ )
Mén cam véi bét cir thanh phan nao cta thude.

CANH BAO VA THAN TRONG:

Céc bénh nhén v&i cdc bénh ly di truyén hiém gip vé dung nap galactose, thiéu
enzym Lapp lactase hoic kém hap thu glucose-galactose khong nén dung thude nay.
Mot s bénh nhan tiéu dudng tang can khi dung pregabalin c6 thé cin didu chinh viée
dung céc thudc ha duomg huyét.

Pa c6 bdo cdo vé phan {mg quéd mén, bao gdm phu mach. Can ngimg sir dung
pregabalin ngay néu c6 triéu chimg phi mach, nhu phu mat, phi quanh miéng, hodc
phi dudng hé hip trén.

Diéu tri bing pregabalin thuomg xay ra chéng mat va budn ngu, ¢6 thé ting nguy co
Xdy ra cac tai nan chan thuong (ng) & ngudi cao tudi. Pa cé céc bao cdo sau khi luu
hanh thubc vé tinh trang mét y thire, 14 14n va sa sut tinh thdn. Do vy, bénh nhén
phai dugc chi dan can thin trong cho dén khi quen véi cac anh hudng cé thé cia
thudc.

Di ¢6 bdo céo vé nhin m& thodng qua va mét sé thay dbi thi luc khac trén bénh nhan
dung pregabalin. Ngimg ding thude c6 thé giai quyét hodc cai thién céc tridu ching
thi luc nay.

Chua c6 day du dir liéu vé viéc ngimg két hgp céc thube chéng dong kinh khac, ngay
khi kiém so4t dugc con dong kinh véi pregabalin trong diéu tri két hop, cin xem xét
dé dat tdi don trj lidu voi pregabalin.

Sau khi ngimg thudc trong diéu tri ngén han va dai han véi pregabalin, cac dau higu
sau ngimg thude dugc quan sét thiy trén mot s6 bénh nhan. Céc triéu chimg bao gom:
mt ngu, dau dAu, budn nén va tidu chay.

Di c6 mét s6 béo cédo vé suy thin khi ding thudc va trong mét sé truomg hop viée
ngimg str dung pregabalin c6 thé gitip chirc ning than trd lai binh thuong.

Mic du chua xéc dinh mdi quan hé nhan qua cua viéc dung pregabalin va bénh suy
tim sung huyét nhung di cé mot s6 bao cao vé suy tim sung huyét trén bénh nhan
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dung pregabalin. Trong mét s6 thir nghiém ngfm han trén cac bénh nhédn khéng co
ddu hiéu 1am sang cua céc bénh vé tim hodc mach ngoai vi, khong c¢é mdi lién hé 13
ring gitta phll ngoai vi va céc bién ching tim mach nhu ting huyét 4p hoic suy tim
sung huyét. Do dir liéu trén cac bénh nhan suy tim sung huyét ning con han ché, can
thén trong khi dung pregabalin trén cac bénh nhan nay.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Phu nir ¢o thai

Chua cé cac dit liéu day du vé ding pregabalin cho phu nit ¢ thai.

Céc nghién ctru trén dong vat cho thay tac dung gay doc voi kha ning sinh san. Nguy
co vé rii ro trén ngudi chua rd. Do vay, khong ding pregabalin khi dang mang thai
trir khi loi ich mang lai cho ngudi me rd rang 1én hon rui ro cé thé xay ra cho thai
nhi. Cac bién phap tranh thai hi€u qua phai dugc stir dung cho phu nir dang trong do
tudi sinh dé.

Phu nit cho con bu

Chua 18 pregabalin c6 bai tiét qua sira ngudi hay khong; tuy nhién, thude cé xuit hién
trong sita chudt. Do véy, khéng duoc nudi con bing stra me khi dang dung tri ligu voi
pregabalin.

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC:

Pregabalin c6 thé giy chéng mit hodc budn ngti va do vdy ¢6 thé anh hudng toi kha
nadng lai xe hodc sur dung may mdc. Do vay, bénh nhan dugce khuyén khéng nén lai
xe, van hanh méay méc phirc tap hodc tham gia cac hoat dong mao hiém khac cho dén
khi x4c dinh dugc thude c6 anh hudng dén viéc thuc hién céc dong tic nay hay
khong.

TUONG TAC THUOC:

Trong cac nghién ciru in vivo, khong quan sat thdy tac dong trén lam sang nio do
tuong tac duge dong hoc gitra pregabalin voi phenytoin, carbamazepin, valproic acid,
lamotrigin, gabapentin, lorazepam, oxycodon hoac ethanol. Phan tich duge dong hoe
quan thé chi ra ring cac thude diéu tri tiu duong dung dudng udng, cac thude loi
tiéu, insulin, phernobarbital, tiagabin va topiramat khong c6 anh hudng lam sang
déng ké nao dén thanh thai pregabalin.
Ding chung pregabalin v6i cac thudc tranh thai dudong udng norethisteron va/hodc
ethinyl oestradiol khéng anh huéng dén duoc dong hoc & trang théi can bing ctia ca 2
loai thudc.
Pregabalin c6 thé anh huéng dén tac dung clia ethanol va lorazepam. Trong céc thur
nghiém ldm sang cé kiém soat, ding da liéu duong ubng pregabalin két hop voi
oxycodon, lorazepam hodic ethanol khong c6 tac dong lam sang dang ké nao dén sy
hé hép. Sy ¢6 mit cua pregabalin lam tang thém tinh trang rdi loan nhén thirc va chic
nang van dong gy ra boi oxycodon.
Trong céc bao cdo sau lru hanh thudc, co ghi nhan vé tinh trang suy hé hap va hén
mé & bénh nhin dang dung pregabalin va cac thudc e ché than kinh trung uong
13
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khéac. Pa c6 bao cdo vé céc bién cd lién quan dén suy giam chirc ning dudng tiéu hoa
dudi (vi du: nghén rudt, liét rudt, tdo bon) khi dung pregabalin voi cac thude c6 kha

nang gay tao bon

(vi dy: nhém giam dau opioid).

TAC DUNG KHONG MONG MUON:

Cac tac dung khong mong mudn thudng xay ra & mic do nhe va vira, thuomg gip

nhét gém: chong

Bang dudi ddy liét ké tat ca cdc tic dung khéng mong mudn dugc xép theo phan loai
va tin suit (rit thuémg gap: >1/10, thuémg gip: > 1/100 va < 1/10, it gap: > 1/1000 va
< 1/100, hiém gip: > 1/10.000 va < 1/1000, rat hiém gip: < 1/10.000). Danh sach cac
tac dung khéng mong mudn c6 thé lién quan dén cac bénh chua xé4c dinh dugc va céc

mét va budn ngu.

thudc phdi hop khac.

H¢ co quan Téc dung khong mong mudn
Nhiém khuén

Thuong gap I Viém mili hau.

r ‘ . L4 - -~ A
Caic roi loan miu va hé bach huyet

it gap

[ Giam bach cau hat trung tinh.

Cic rbi loan hé

mién dich

It gip

Qué man.

Hiém gip

Phu mach, di tng.

Cic rdi loan dinh dwimg vi chuyén héa

Thuong gap Tang cam gidc thém an.
it gap Chén an, ha dudng huyét.
Roi loan vé tim than

Tam trang phén khich, lu 1n, cau git, mat dinh huéng, mét

Thutmg gip ngil, giam ham muén tinh duc.
Ao gidc, hoang loan, bén chdn, kich déng, phién mudn, tim
it . trang chan nan, té’m trang phén khich,~néng né‘ty, tam trang lang
’ lang, cam giac mat nhén céach, kho dién dat bang tir nglt, mng
mi, ting ham mudn tinh duc, v6 cam, tho o.
Hiém gip Mit phan xa c6 diéu kién.
Cic rdi loan hé thin kinh
Rit thuong gép | Chong mat, budn ngu, dau diu.
Mit diéu hoa, didu phdi bat thuong, run, mét tri nhd, suy giam
Thuong gip tri nho, mét tip trung, di cam, mét cam gidc, an than, réi loan
thing bing, tho o.
Ngét xiu tam thoi, chodng vang, rung giét co, mat y thirc, ting
doéng tam than, kho doc, chong mat tu thé, run réy, rung giat
it gap nhin cu, r6i loan nhan thirc, ton thuong tdm thin, rdi loan
phat ngdn, ha than nhiét, tdng xic giac, cam giac rat bong, mat
vi gidc, tam trang bat on.
Hiém gap Co giat, loan khtru gidc, giam kha ning vin déng, chimg khoé
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H¢ co quan Téc dung khong mong mudn
doc.
Cic réi loan vé mit

Thuong gap Nhin mo, song thi.
MAt thi lwc ngoai bién, réi loan thj luc, sung mét, ton thuong
ft gap truomg thi lyc, giam do sic nét khi nhin, dau mét, moi mt, 16a
mat, khd mit, chay nudc mit, kich img mét.
Mit thi luc, viém gidc mac, anh dao dong khi nhin, thay débi
Hiém gap cam nhin v& dé sdu cta anh, gian ddng t, lac mit, anh nhin bj
sang.
Céc rbi loan vé tai
Thuong gap Mit thing bing.
it gap Téng thinh lyc.
Cic réi loan vé tim
it gip Nhip tim nhanh, block nhi that d6 1, nhip xoang cham, suy tim
) xung huyét.
Hiém gip Kéo dai khoang QT, nhip xoang nhanh, loan nhip xoang.

r .‘ - l
Cic roi loan ve

mach

ft gap

Ha huyét 4p, ting huyét ap, do bimg, do bimg néng, lanh ngoai
vi.

Cic rdi loan dwing hé hip, nguc va trung that

ft gap

Khé thé, chdy méu cam, ho, nghet mii, viém mii, ngdy, khd
mill.

Hiém gip

Chimg phu né ¢ phoi, dau hong.

Cic rbi loan dwdng tiéu héa

Non, budn nén, tdo bon, tidu chay, diy hoi, chuéng bung, kho

Thuong g{xp_ iigiiE,

it i B?,‘nh thue quan hoi luu, tang tiét nudc bot, giam xuc gic
miéng. _

Hiém gip Cd truong, viém tuy, sung ludi, khé nudt.

Cic rbi loan gan mit

it gap Ting men gan (ALT, AST)

Hiém gip Vang da

Rét hiém gdp | Suy gan, viém gan

Cic rdi loan da va mb dwéi da iL

it gip Nbi ban san, n6i mé day, tang tiét mé hoi, ngira.

Hiém gip Hoi chimg Stevens Johnson, ra md hai lanh. =

Cic rdi loan vé

-~ b -~ .- ‘
hé co xwong va mo lién ket

Thudmg gip Chudt rat, dau khop, dau lung, dau chi, co thit ¢ tir cung.
it gap Sung khap, dau co, co git co bip, dau c¢d, cimg co.
Hiém gap Tiéu co van.
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H¢ co quan Téc dung khong mong muédn
Cic roi loan vé than va dwong ni¢u
it gap Bi tiéu, tiéu khong kiém soat.
Hiém gap Thiéu niéu, suy than.

Cic roi loan vé tuyén vii va hé sinh san

Thuong gip R6i loan cuong duong.

It gap R6i loan tinh duc, chdm phéng tinh, dau bung kinh, dau nguc.
Hiém gip Mit kinh, chay dich & vi, vii to, vii to & dan 6ng.

Cic roi loan toan théin va tai chd

Phu ngoai vi, phu né, dang di bat thuong, nga, cam giac say
ruou, mét moi.

Phu toan thdn, phu mit, tirc nguc, dau, s6t, khat, on lanh, suy
nhuoc.

DPang dinh gia c6 phii do pregabalin

Thudng gip Téang cén.

Thuong gip

It gap

Tang Creatin phosphokinase trong mau, ting duong huyét,

It gap R § o u . ke ML Lt
giam tiéu cau, tdng creatinin mdu, giam kali mau, giam can.
Hiém gap Giam sb luong bach clu.
Théng bdo ngay cho bdc sy hodc dwgc sy nhitng phan ing cé hai gap phai khi sw
dung thuéc.
QUA LIEU VA CACH XU TRIi:
- Qud liéu:
Truomg hop qua liéu dén 15 g, khéng cé téc dung khéng mong mudn nao dugc bio
cdo.

Trong cac bdo céo sau khi luu hanh thude, cac téc dung phu phd bién nhat dugc ghi
nhan khi ding qua lidu pregabalin bao gém réi loan cam xtic, nga ga, li lan, trAm
cam, lo 4u va bén chén.

- Cadch xir tri:
Diéu tri qua lidu pregabalin cén tién hanh cac bién phap hd tro cé thé, bao gém ca
tham tach méau néu can thiét.

PIEU KIEN BAO QUAN: Noi khé rdo, nhiét d khong qué 30°C, tranh anh séng.

HAN DUNG: 36 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS

San phim cia: CONG TY CO PHAN TRAPHACO
75 Yén Ninh - Ba Dinh - Ha Ngi
Dién thoai lién hé: 18006612
San xuat tai: CONG TY TNHH TRAPHACO HUNG YEN
Thén Binh Luong - Xa Tan Quang - Huyén Van Lam - Tinh Hung Yén
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