
Ue H6 so dang ky thuéc Tragalin 75 

TRAGALIN 75 
Pregabalin 75 mg 

Thuéc nay chi ding theo don thudc 

Dé xa tam tay tré em 

Doc kf hwéng dan si dung trwéc khi dung 

QUI CACH DONG GOT: Hép 3 vi, 5 vi, 10 vix 10 vién 

DANG BAO CHE: Vién nang cimg 

M6 ta: Vién nang ctmg cé nap mau dé, than mau trang. 

THANH PHAN: mii vién chita: 

Thanh phan hoat chat: 

Pregabalin 75 mg 

Thanh phan té duge: 

Lactose, Tinh bét, Colloidal silicon dioxid, Magnesi vura du 

stearat 

DAC TINH DUQC LUC HOC: 
Ma ATC: N0O3AX16 

Nhom duoc ly: Chéng dong kinh 

- Pregabalin gin véi 1 tiéu don vi phy (a2-6 protein) cua kénh dién ap calci trong hé 

than kinh trung uong. 

- Bang chimg tir m6 hinh déng vat cé tén thuong than kinh chi ra rang pregabalin lam 

giam giai phong chat dan truyén than kinh cam thy dau phy thu6c calci 6 ty song, c6 

thé thong qua sy ng&n can van chuyén calci va/hoac giam dong calci. Bang chitng tir 

cac m6 hinh dong vat khac co tén thuong than kinh cho thay hoat tinh giam dau cua 

pregabalin cting co thé qua trung gian tuong tac voi cdc con dudéng phé giao cam va 

serotonin. 

DAC TINH DUQC DONG HOC: 

Duoc dong hoc 6 trang thai cAn bang cua pregabalin giéng nhau trén nhimg ngudi tinh 

nguyén khée manh, cdc bénh nhan déng kinh dang ding thuéc chéng déng kinh va cac 

bénh nhan dau man tinh. 

- Hap thu: 
Pregabalin dugc hap thu nhanh khi uéng luc déi, néng d6 dinh trong huyét tuong dat 

duoc sau 1 gid trong ca ché d6 don liéu va da liéu. Sinh kha dung dudng uéng cua 

pregabalin khoang > 90% va khéng phu thudéc vao liéu ding. Trong ché d6 ding nhac 

lai, trang thai én dinh dat duge trong 24 - 48 gid. Ty 1é hap thu cia pregabalin giam 

khi ding cing thire an dan dén Cmax giam khoang 25 - 30% va kéo dai tmax sau 

khoang 2,5 gid. Tuy nhién, dung pregabalin cling thire 4n khong gay anh huong lam 

sang dang ké nao dén mt d6 hap thu pregabalin. 
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Traphaco H6 so dang kj thudc Tragalin 75 

Phéan bé: 
Trong cac nghién ctru tién lam sang, pregabalin dé dang qua hang rao mau nao 6 

chudt nhat, chudt céng va khi. Pregabalin qua duge nhau thai o chudt céng va xuat 

hién trong sita chudt. G nguodi, thé tich phan bé cia pregabalin sau khi ding dudng 

uéng khoang 0,56 L/kg. Pregabalin khong gan két véi protein huyét tuong. 

Chuyén héa: 

Pregabalin dugce chuyén héa khéng dang ké trong co thé ngudi. Sau khi ding 

pregabalin duoc d4nh d4u phéng xa, khoang 98% dugc tim thay trong nude tiéu 1a 

pregabalin & dang chua chuyén héa. Dan xuat N-methylat, chat chuyén héa chinh cia 

pregabalin duge tim thay trong nudc tiéu, chiém khoang 0,9% liéu ding. Trong cac 

nghién ciru tién 14m sang, khéng co dau hiéu nao vé sy bién déi pregabalin déng phan 

ta tuyén thanh déng phan hitu tuyén. 

Thai trit: 

Pregabalin duge thai trir khoi hé tudn hoan chu yéu do bai tiét qua than 6 nguyén 

dang. Thoi gian ban thai trung binh cua pregabalin 1a 6,3 gio. Thanh thai pregabalin 

huyét tuwong va thanh thai than ti 1¢ thuan véi thanh thai creatinin. 

Diéu chinh liéu trén cac bénh nhan suy giam chtrc nang than hoac tham tach mau 1a 

can thiét. 

CHi BINH: 
Dau than kinh: 
Pregabalin dugc chi dinh trong diéu tri dau than kinh cho ngudi 1én. 
Dong kinh: 

Pregabalin duge chi dinh nhu 1a liéu phap bé tro 6 ngudi lon trong déng kinh cuc bd, 

cé hoadc khéng kém theo déng kinh toan bé thir phat. 

Réi loan lo Gu lan toa: 

Pregabalin duge chi dinh diéu tri réi loan lo au téng quat trén ngudi 1én. 

Dau ca xo hoa: 

Pregabalin dugc chi dinh dé diéu tri ching dau co xo hoa. 

LIEU DUNG - CACH DUNG: 
Khoang liéu ding tir 150 mg dén 600 mg/ngay, duge chia thanh 2 - 3 lan. 

Pregabalin cé thé uéng cing thtre an hodc khéng. 

Pau than kinh: 

Diéu tri vi pregabalin c6 thé bit dau voi ligu 150 mg/ngay (chia thanh 2 - 3 Ian). 

Tuy theo dap tng va su dung nap cua tung ca thé, sau khoang thdi gian 3 - 7 ngay, 

liéu ding cé thé ting lén 300 mg/ngay. Sau khoang 7 ngay diéu tri tiép theo, néu can, 

cé thé tang dén liéu t6i da 600 mg/ngay. 
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Déng kinh: 

Diéu tri voi pregabalin cé thé bat dau véi liéu 150 mg/ngay (chia thanh 2 - 3 lan). Sau 

1 tuan, tiy theo dap img va sy dung nap cua timg ca thé, liéu ding co thé ting lén 300 

mg/ngay. Sau 1 tuan diéu tri tiép tuc, cé thé tang dén liéu téi da 600 mg/ngay. 

Réi loan lo du lan téa: 

Khoang liéu ding tir 150 - 600 mg/ngay duge chia thanh 2 - 3 lan va can duoc danh 

gia lai thuong xuyén theo nhu cau diéu tri. 

Diéu tri bang pregabalin cé thé khéi dau voi liéu 150 mg/ngay. Sau 1 tuan diéu tri, 

dua trén dap tng va dung nap cua ting bénh nhan, cé thé ting liéu toi 300 mg/ngay. 

Sau khi diéu tri thém 1 tuan, liéu ding cé thé ting toi 450 mg/ngay. Sau khi tiép tuc 

diéu tri thém 1 tuan, liéu ding téi da 600 mg/ngay. 
Dau co xo hoa: 

Liéu thong thuéng véi hau hét bénh nhan 1a tir 300 mg dén 450 mg/ngay duge chia 

lam 2 lan. Mét sé bénh nhan diéu tri hiéu qua hon véi liéu 600 mg/ngay. 

Liéu khéi dau 1a 75 mg x 2 lan/ngay (tite 150 mg/ngay) va cé thé tang lén liéu 150 
mg x 2 lan/ngay (ttre 300 mg/ngay) trong vong 1 tuan tuy theo hiéu qua va tinh dung 

nap. Bénh nhan khéng c6 dap tng du voi liéu 300 mg/ngay co thé tang lén liéu 225 

mg x 2 lan/ngay (tire 450 mg/ngay). Sau 1 tudn diéu tri tiép tuc, néu can thiét, 6 mot 

sé bénh nhan, tuy theo dap img va sy dung nap cua timg ca thé, cé thé tang lén mite 

liéu téi da 600 mg/ngay. 

Ngung sit dung pregabalin: 

Néu phai ngimg ding pregabalin, cdn giam liéu dan trong thdi gian téi thiéu 1a 1 tuan. 

Ding thuéc trén bénh nhan suy than: 
Giam liéu trén cdc bénh nhan tén thuong chire nang than phai tiy theo timg ca nhan 

va theo hé sé thanh thai creatinin (CLcr), dugc trinh bay trong bang 1, str dung céng 

thie dudi day: 
1,23 x [140 — tuéi (nam)] x cAn nang (kg) 

creatinin huyét tuong (jmol/1) 
CL,, (ml/phiit) = (x 0,85 néu 1a bénh nhan ni) 

Véi cdc bénh nhan dang lam tham tach mau, liéu hang ngay cia pregabalin can duge 

diéu chinh tay theo chire nang thin. Bén canh liéu ding hang ngay, liéu dung bé6 tro 

nén duge ding ngay sau mdi 4 gid tham tach mau (xem bang 1). 

Bang 1. Diéu chinh liéu pregabalin theo chire nang than 

aor aa Téng ligu pregabalin hangngay | Ché d6 lidu 

Liéu khoi dau | Liéu téi da 

(mg/ngay) (mg/ngay) 
> 60 150 600 2 hoc 3 lan/ngay 

30 - 60 75 300 2 hoac 3 lan/ngay 

15-30 25 — 50 150 1 hoac 2 lan/ngay 
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<15 25 75 1 lan/ngay 

Liéu bé tro sau tham tach mau (mg) 

25 100 Liéu don bé sung 

Dung thudc trén cdc bénh nhan suy gan: 

Khong can chinh liéu trén céc bénh nhan suy gan. 

Ding thuéc cho tré em va thiéu nién (12-17 tudi): 

Su an toan va hiéu qua cua pregabalin cho tré em dudéi 12 tudi va thiéu nién chua 

duge danh gid. Do vay, khong ding thudc cho cdc déi tuong nay. 

Ding thuéc cho ngizoi cao tudi (trén 65 tudi): 

Nguoi cao tudi cé thé cdn giam liéu pregabalin do giam chitc nang than. 

CHONG CHi BINH: 

Man cam véi bat ctr thanh phan nao cua thuéc. 
CANH BAO VA THAN TRONG: 

Cac bénh nhan véi cdc bénh ly di truyén hiém gap vé dung nap galactose, thiéu 

enzym Lapp lactase hoac kém hap thu glucose-galactose khong nén ding thuéc nay. 

M6t sé bénh nhan tiéu dudng ting can khi ding pregabalin cé thé can diéu chinh viéc 

ding cac thuéc ha dudng huyét. 

Da c6é bdo cdo vé phan tmg qua man, bao gdm phi mach. Can ngimg sir dung 

pregabalin ngay néu cé triéu chtmg phi mach, nhu phi mat, phd quanh miéng, hodc 

pha dudng hé hap trén. 

Diéu tri bing pregabalin thudng xay ra chong mat va budn ngu, co thé tang nguy co 

xay ra cdc tai nan chan thuong (nga) & ngudi cao tudi. Da cé cdc bdo cao sau khi luu 

hanh thuéc vé tinh trang mat y¥ thtrc, 1u 1dn va sa sut tinh than. Do vay, bénh nhan 

phai duge chi dan can than trong cho dén khi quen véi cdc anh hudng co6 thé cha 

thudc. 

DA cé bao cdo vé nhin md thodng qua va mt sé thay déi thi lyc khac trén bénh nhan 

ding pregabalin. Ngimg ding thudc c6 thé giai quyét hoac cai thién cac triéu ching 
thi luc nay. 

Chua cé day di dir ligu vé viéc ngimg két hop cdc thuéc chéng déng kinh khac, ngay 

khi kiém soat duge con déng kinh vi pregabalin trong diéu tri két hop, can xem xét 

dé dat toi don tri liéu voi pregabalin. 

Sau khi ngimg thuédc trong diéu tri ngan han va dai han véi pregabalin, cdc dau hiéu 

sau ngimg thudc duge quan sat thay trén mét sé bénh nhan. Cac triéu chimg bao gm: 

mat ngu, dau dau, buén nén va tiéu chay. 

Da cé mét sé bdo céo vé suy than khi dung thuéc va trong mét sé trudng hop viéc 

ngimg sir dung pregabalin cé thé gitp chic nang than tré lai binh thudng. 

Mac di chua xdc dinh mdi quan hé nhan qua cua viéc ding pregabalin va bénh suy 

tim sung huyét nhung di cd mét sé bao cdo vé suy tim sung huyét trén bénh nhan 
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ding pregabalin. Trong mét s6 thir nghiém ngan han trén cac bénh nhan khéng cé 

dau hiéu lam sang cua cac bénh vé tim hoac mach ngoai vi, khong cé méi lién hé r6 

rang gitta phu ngoai vi va cdc bién chtmg tim mach nhw tang huyét 4p hoac suy tim 

sung huyét. Do dit liéu trén cdc bénh nhdn suy tim sung huyét nang con han ché, can 

than trong khi dung pregabalin trén cac bénh nhan nay. 

SU DUNG CHO PHY NU CO THAI VA CHO CON BU: 
Phu nit co thai 

Chua c6 cac dit ligu day du vé ding pregabalin cho phy nit cé thai. 

Cac nghién ctu trén déng vat cho thay tac dung gay déc voi kha nang sinh san. Nguy 

co vé ri ro trén ngudi chua rd. Do vay, khéng ding pregabalin khi dang mang thai 

trir khi loi ich mang lai cho ngudi me ré rang 16n hon rti ro cé thé xay ra cho thai 

nhi. Cac bién phap tranh thai hiéu qua phai dugc str dung cho phu ni dang trong dé 

tudi sinh dé. 
Phu nit cho con bu 

Chua r6 pregabalin co bai tiét qua sita nguoi hay khdng; tuy nhién, thudc c6 xuat hién 
trong sita chuét. Do vay, khong duoc nudi con bang stta me khi dang ding tri liéu voi 

pregabalin. 

ANH HUONG LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Pregabalin cé thé gay chong mat hoac buén ngu va do vay co thé anh huong tdi kha 

nang lai xe hoc str dung may moc. Do vay, bénh nhan dugc khuyén kh6ng nén Idi 

xe, van hanh may moc phire tap hoac tham gia cc hoat dong mao hiém khac cho dén 

khi x4c dinh duge thuéc cé anh huong dén viée thuc hién cdc déng tac nay hay 

khong. 

TUONG TAC THUOC: 

Trong cac nghién ctu in vivo, khéng quan sat thay tac déng trén lam sang nao do 

tuong tac duge dong hoc gifta pregabalin voi phenytoin, carbamazepin, valproic acid, 

lamotrigin, gabapentin, lorazepam, oxycodon hoac ethanol. Phan tich duge dong hoc 

quan thé chi ra rang cdc thudéc diéu tri tiéu duong ding dudng udng, cdc thudc loi 

tiéu, insulin, phernobarbital, tiagabin va topiramat khéng cé anh hudng lam sang 

dang ké nao dén thanh thai pregabalin. 

Ding chung pregabalin véi cc thuéc tranh thai duéng udng norethisteron va/hoac 

ethinyl oestradiol khéng anh huong dén duge déng hoc 6 trang thai can bang cua ca 2 

loai thuéc. 

Pregabalin cd thé anh huong dén tac dung cua ethanol va lorazepam. Trong cac thir 

nghiém lam sang cd kiém sodt, ding da liéu duong udng pregabalin két hop voi 

oxycodon, lorazepam hoac ethanol khong co tac déng lam sang dang ké nao dén su 
hé hap. Sy co mat cua pregabalin lam tang thém tinh trang réi loan nhan thitc va chitc 

nang van d6ng gay ra bdi oxycodon. 

Trong cac bao cdo sau luu hanh thuéc, co ghi nhan vé tinh trang suy hé hap va hén 

mé & bénh nhan dang ding pregabalin va cdc thuéc tre ché than kinh trung wong 

13 

t
o
f
 

f
d
 

h
i

https://trungtamthuoc.com/



Traphaco” H6 so dang ky) thuée Tragalin 75 

khac. Da cé bao cdo vé cac bién c6 lién quan dén suy giam chire nang dudng tiéu hoa 

dudi (vi du: nghén ruét, liét ruét, tao bon) khi ding pregabalin vdi cac thudc c6 kha 

nang gay tao bén (vi du: nhém giam dau opioid). 

TAC DUNG KHONG MONG MUON: 
Cac tac dung khéng mong muén thudng xay ra 6 mirc dé nhe va vita, thudng gap 

nhat gdm: chong mat va buén ngu. 

Bang dudi day liét ké tat ca cdc tac dung khéng mong muén dugc xép theo phan loai 

va tan suat (rat thudng gap: >1/10, thong gap: > 1/100 va < 1/10, it gap: > 1/1000 va 
< 1/100, hiém gap: > 1/10.000 va < 1/1000, rat hiém gap: < 1/10.000). Danh sach cac 
tac dung khéng mong muén co thé lign quan dén cdc bénh chua xdc dinh duge va cdc 

thudc phéi hop khac. 

Hé co quan Tac dung khong mong muén 

Nhiém khuan 
Thuong gap | Viém mii hau. 

Cac réi loan mau va hé bach huyét 
It gap | Giam bach cau hat trung tinh. 

Cac réi loan hé mién dich 
it gap Qua man. 

Hiém gap Phi mach, di tmg. 
Cac réi loan dinh duéng va chuyén héa 

Thuong gap Tang cam giac thém 4n. 

it gap Chan an, ha dudng huyét. 

Réi loan vé tam than 

a Tam trang phan khich, lu lan, cau gat, mt dinh huéng, mat 
Thuong gap 5 ike ATE 

ngu, giam ham muon tinh duc. 

Ao giac, hoang loan, bén chén, kich déng, phién muén, tam 

it gan trang chan nan, tam trang phan Khich, nong nay, tam trang lang 

‘ lang, cam giac mat nhan cach, kho dién dat bang tir ngitt, méng 

mi, tang ham mu6n tinh duc, v6 cam, thd o. 

Hiém gap Mat phan xa co diéu kién. 

Cac réi loan hé than kinh 
Rat thudng gap | Chong mat, budn ngu, dau dau. 

Mat diéu hoa, diéu phéi bat thuong, run, mat tri nhd, suy gidm 

Thuong gap tri nho, mat tap trung, di cam, mat cam giac, an than, rdi loan 

thang bang, thd o. 

Neat xiu tam thoi, choang vang, rung git co, mat y thitc, ting 

dong tam than, kho doc, chéng mat tu thé, run ray, rung giat 

it gap nhan cau, réi loan nhan thirc, ton thuong tém than, ri loan 

phat ngén, ha than nhiét, tang xuic gidc, cam gidc rat bong, mat 

vi giac, tam trang bat dn. 

Hiém gap Co giat, loan khttu gidc, giam kha nang van dong, chimg khé 
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Hé co quan Tac dung khéng mong muén 

doc. 
r Re A 

Cac roi loan ve mat 

Thuong gap Nhin mo, song thi. 

Mat thi luc ngoai bién, réi loan thi lyc, sung mat, ton thuong 

It gap trudng thi lye, giam d6 sac nét khi nhin, dau mat, mdi mat, loa 

mat, khé mat, chay nude mat, kich img mit. 

Mat thi luc, vigm gidc mac, anh dao déng khi nhin, thay déi 

Hiém gap cam nhn vé dé sau ciia anh, gidn dong tir, lac mat, anh nhin bi 

sang. 

Cac réi loan vé tai 

Thuong gap Mat thang bang. 
ft gap Tang thinh lye. 

Cac réi loan vé tim 

it gap 
Nhip tim nhanh, block nhi that d6 1, nhip xoang cham, suy tim 

xung huyét. 

Hiém gap Kéo dai khoang QT, nhip xoang nhanh, loan nhip xoang. 
Pa Re x 

Cac roi loan ve mach 

It gap 
Ha huyét 4p, tang huyét ap, do bimg, do bing néng, lanh ngoai 

vi. 

Cac réi loan dwong hé hap, ngwe va trung that 

It gap 
Kho thé, chay méu cam, ho, nghet mii, viém mii, ngay, khd 

mii. 

Hiém gap Chirng phi né 6 phi, dau hong. 

Cac réi loan ding tiéu héa 

N6n, buén non, tao bon, tiéu chay, day hoi, chuéng bung, khé 

Thuong gap miéng. 

it vip Benb thyc quan héi luu, tang tiét nude bot, giam xtc gidc 

miéng. 

Hiém gap Cé trudng, viém tuy, sung loi, khé nudt. 

Cac réi loan gan mat 

it gap Tang men gan (ALT, AST) 
Hiém gap Vang da 

Rat hiém gap _| Suy gan, viém gan 
r Ke x A £,¢ 

Cac roi loan da va m6 duéi da 

it gap N6i ban san, ndi mé day, tang ti¢t mo hdi, ngwa. 

Hiém gap H6i ching Stevens Johnson, ra m6 hdi lanh. 
ra Re R 

Cac roi loan ve hé co xwong va mé lién két 

Thuong gap Chu6t rut, dau khdp, dau lung, dau chi, co that cé tt cung. 

it gap Sung khdp, dau co, co giat co bap, dau cé, cimg co. 

Hiém gap Tiéu co van. 
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Hé co quan Tac dung khéng mong muon 

Cac roi loan vé than va dwong niéu 

it gap Bi tiéu, tiéu khong kiém soat. 

Hiém gap Thiéu niéu, suy than. 
Cac r6i loan vé tuyén va va hé sinh san 

Thudng gap RGi loan cuong duong. 
it gap Réi loan tinh duc, cham phong tinh, dau bung kinh, dau nguc. 

Hiém gap Mat kinh, chay dich 6 vu, vu to, vu to 6 dan 6ng. 

Cac réi loan toan than va tai cho 
Phi ngoai vi, phi né, dang di bat thudng, nga, cam gidc say 

ruou, mét moi. 

Phu toan than, ph mat, tirc nguc, dau, s6t, khat, én lanh, suy 

nhugc. 

Dang danh gia cé phai do pregabalin 

Thuong gap Tang can. 

Thuong gap 

it gap 

Tang Creatin phosphokinase trong mau, tang dudng huyét, 

It Bap giam tiéu cau, tang creatinin mau, gidam kali mau, giam cn. 

Hiém gap Giam s6 lugng bach cau. 

Thong bdo ngay cho bac sf hodc dugc sf nhitng phan teng co hai gap phai khi sw 

dung thudc. 

QUA LIEU VA CACH XU TRi: 
- Qué liéu: 

Truong hop qua liéu dén 15 g, khéng cé tac dung khéng mong muén nao duge bao 

cao. 

Trong cdc bao cdo sau khi lu hanh thudc, cdc tac dung phy phé bién nhat duge ghi 
nhan khi ding qua liéu pregabalin bao gém réi loan cam xtc, ngu ga, 10 lan, tram 

cam, lo au va bén chén. 

- Cach xte tri: 

Diéu tri qua liéu pregabalin can tién hanh cdc bién phap hé tro cé thé, bao gdm ca 

tham tach mau néu can thiét. 

DIEU KIEN BAO QUAN: Noi khé rao, nhiét d6 khong qua 30°C, tranh anh sang. 
HAN DUNG: 36 thang ké tir ngay san xuat. 
TIEU CHUAN: TCCS 

San pham cia: CONG TY CO PHAN TRAPHACO 

75 Yén Ninh - Ba Dinh - Ha N6i 

Dién thoai lién hé: 18006612 

San xuat tai: CONG TY TNHH TRAPHACO HUNG YEN 

Thon Binh Luong - X4 Tan Quang - Huyén Van Lam - Tinh Hung Yén 
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