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Box of 4 bilsters x 14 capeules
Mbi vién nang chira: Pregabalin ..................... 75mg
Té duge vira i cho ... 1 vién nang
Esch cap Progabalin ... 75mg
E O RO S 1 capstle
Théu einsbn/Speciication: TCCSAn-house
SBKReg. No.:
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NEURALMIN

THANH PHAN
M3i vién nang NEURALMIN 75 chira:
Hoat chat: Pregabalifl .........cooveeeeieeireeesennnnnnseesen, 75,00 mg
5 Ta duoc: Lactose monohydrat, tinh bdt ngé, tale, silicon dioxid vira du 1 vién
Moi vién nang NEURALMIN 100 chira:
Higit ohtte Brepgballile. ..coomeicssintonssisviinnsmsinisns 100,00 mg
. Ta dwge: Lactose monohydrat, tinh bgt ng6, talce, silicon dioxid vira du 1 vién
M6i vién nang NEURALMIN 150 chira:

Hoat chat Bregabalinzl . ohass pliis i s sl cn 150,00 mg

Ta duge: Lactose monohydrat, tinh bot ng6, talc, silicon dioxid vira du I vién.
DUQC LUC
Nhém tri liéu: chong dong kinh va dau than kinh.
Co ché tdc dung:

— Cac nghién ’clfru in‘ vitro di cho thdy Pregabalin gin v6i subunit phy (<2-™ protein) cua dong calci mang dién
trong hé thong than kinh trung uong, thay thé[3H]-gabapentin. Hai dén chimg trén cho thdy su gan két cua
Pregabalin vao <5 ™M protein Ja can thiét cho tac dung giam dau va chéng co giat trén dong vat: (1) Céc nghién
clru voi dong phén hitu truyén khéng c6 hoat tinh va cac dan chét co céu tric khéc clia Pregabalin va (2) Cac
nghién ciru trén chugt dt bién véi thude c6 kha ning gén vao < 2-TM protein kém. Thém vao d6, Pregabalin
giam giai phong mot sb chat dan truyén than kinh, bao gém glutamat, noradrenalin. Su quan trong ctia nhiing
tac dong nay trén lam sang vdi Pregabalin chua duge biét.

— Pregabalin khong c6 4i luc v6i cac thu thé tiép nhan hoic cic dap (mg gin véi tic dung cia mot s6 thude
thuomg sir dung trong diéu tri dong kinh hodc dau. Pregabalin khong tuong tac véi céc chit (¢ ché GABA, -
hodc GABAg; khong dugc chuyén hoa thanh GABA , hogic chit e ché GABAR. Pregabalin khéng phai 1a mot \p
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chét tre ché sy tao thanh va phén hiy clia GABA.

— Pregabalin ngan ngira dau lién quan t6i hoat dong trén dong vat voi dau than kinh hodc dau sau phau thuét, bao
gdm tang cam giac dau va dau do kich thich.

_ Pregabalin c6 hoat tinh trén dong vét dong kinh, bao gom déng kinh do séc dién co dubi trén chudt, dong kinh
ngudng rung gidt voi pentylenetetrazol, dong kinh hanh vi va dién dd & chuot duge kich thich viing hai ma.

Dlg‘oc PONG HQC ]/(/

Hip thu

— Pregabalin duoc hép thu nhanh khi ung lac doi. ndng dg dinh trong huyét tuong dat duoc sau 1 gio.

— Kha dung sinh hoc dudng uéng ciia Pregabalin khoang 90% va phu thude vao lidu ding. Trong dung nhéc lai,

tinh trang 6n dinh dat duogc trong 24-48 gidr. Ty 1€ hép thu cua Pregabalin giam khi dung cing thic an dan dén b
Conax 2idm khoang 25-30% va kéo dai t,,,, sau khoang 2.5 gid. Tuy nhién, dung Pregabalin cung thirc dn khong
¢6 anh huéng 1am sang déng ké nao dén mirc do hép thu Pregabalin.
Phin phoi
_ (3 ngudi, thé tich phan phdi cta Pregabalin sau khi ding dudng uéng khoang 0.56 L/kg. Khong gén két véi J
protein huyét tuong.
Chuyén héa E
F

_ Pregabalin dugc chuyén héa khdng déng ké trong co thé ngudi. Sau khi ding Pregabalin phong xa danh déu,
khodng 98% dugc tim théy trong nudc tiéu 1a Pregabalin & dang chua chuyén héa. Dan xuit N-methylat ctia
Pregabalin, chit chuyén héa chinh cia Pregabalin dugc tim thdy trong nudc tiéu, chiém khoang 0,9% liéu ding.
Trong céc nghién ctru tién lam sing, khong ¢6 ddu higu ndo vé su bién dbi Pregabalin dong phan ta truyén
thanh ddng phan hiru truyén.

Thai trir

— Pregabalin dugc théi trir khoi h¢ thong tuan hoan chi yéu do bai tiét qua than nguyén dang. Thoi gian ban thai
trung binh ctia Pregabalin la 6,3 gid. Thanh thai Pregabalin huyét tuong va thanh thai than ty 1€ thuan vai thanh
thai creatinin. )

_ Pidu chinh lidu trén cac bénh nhan gidm chirc nang than hodc tham tach mau 1a can thiet.

CHi PINH

_ Pau thin kinh: Pregabalin dugc chi dinh trong diéu tri dau than kinh cho ngudi lon.

T¢ Hudng dan siu dung
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= Bong kinh: Pregabalin dugc chi dinh nhur la liéu phap ho trg trong dong kinh cuc bd, co hoac khong két hop

diéu tri tong quat véi bénh nhan trén 12 tudi.

LIEU LUQNG VA CACH DUNG

Cd‘ch ding: pregabalin diing uéng, cing thirc &n hodc khéng.

Liéu lwong:

Pau than kinh: 750 mg x 2 lan/ngay c6 thé diing dén 300 mg/ngay (chia 2-3 1an).

Dong kinh: 75 mg x 2 lan/ngay c6 thé dung dén 600 mg/ngay (chia 2-3 lan).

Ngudi suy than: O nhing bénh nhan suy than (d6 thanh thai creatinine dudi 60 ml/pht), can chinh lidu
pregabalin theo mirc d¢ suy thén.

Bang: Diéu chinh lidu pregabalin theo chiic nang than:

Thanh thai creatinine Téng lid o ; Zian e
(mU/phit) ¢ liéu pregabalin hang ngay Ché do tri liéu
Liéu khoi dau Liéu t6i da
(mg/ngdy) (mg/ngay)
> 60 150 600 Chia 2 liéu/ngay hodc 3 liéu/ngay.
>30-<60 75 300 Chia 2 liéw/ngay hoac 3 liéu/ngay
>15-<30 25-50 150 Liéu don/ngay hoac 2 liéu/ngay.
<1s ., 25 75 Liéu don/ngay
Liéu bo trg sau thdm tach mau (mg)
| 25 | 100 | Liéu don *

* Tong liéu ngay (mg/ngay) can chia nhw dwgc chi dinh boi ché do liéu d@é cung cap mg/liéu.
CHONG CHI PINH

W

Qué mén véi hoat chat chinh va bat ky t4 dugce ndo ctia thube.

THAN TRONG

Céc bénh nhan véi cac bénh 1y di truyén hiém gip vé dung nap galactose, thiéu enzyme Lapp lactase hodc kém
hap thu glucose- galatose khéng dung thudc nay.

Mot s6 bénh nhan tiéu dudng tang can khi dung pregabalin, cin diéu chinh viéc dung cdc thudc ha duong
huyét.

Di ¢6 bao céo sau qua trinh luu hénh thudc & nhimg bénh nhén diéu tri ban dau béng pregabalm hay diéu tri lau
dai. Céc triéu chimg cu thé bao gdm sung mit, miéng (nhu ludi, méi, nuéu), va ¢b (nhu ¢6 hong, thanh quan).
Cén ngung pregabalin ngay ¢ nhimg bénh nhan c¢é nhimg tri¢u chimg trén. Can than trong khi st dung
pregabalin ¢ bénh nhén co6 tién sir pht mach tir trude.

Phan (mg qua man (nhu d6 da, mun nudc, néi mé day, phat ban, kho tho, thd kho khé) da dugc bao cdo sau khi
diéu tri pregaba]m

Céc thude chong co glat gbm pregabalin, cé kha ndng gia tang sb lan co gidt, nén ngung ding dan va liéu giam

- dan trong it nhit 1 tuan. Trong céc nghién ciru 1am sang, ngimg pregabalm dot nth hozc nhanh chong co lién

quan v6i chimg mét ngt, budn nén, nhirc déu, tidu chay, c6 thé nghién vé mat thé chat.

Truong hop Jlam dung da dugc bao céo. Tuong tw bét ky loai thudc than kinh trung uong hoat tinh khéc, cac béac
si nén cn than dénh gi4 tién sir lam dung thudc cua bénh nhan va quan sat cac du hiéu sir dung sai hogc lam
dung pregabalin (tang strc chiu dung, tang lidu, hanh vi tim kiém thudc).

P4 ¢6 canh béo vé ting nguy co tr tir (hanh vi hodc y tuong tu tir) duge quan séat trong mot phan tich nghién
clru st dung cac thube chéng co glﬁt khac nhau, bao gom pregabalm so voi gia duge. Nguy co tu tir tang dugc
quan sat thdy sém khoang mét tuan sau khi bat dau diéu tri va tiép tuc trong sudt 24 tuan. Nén thong bao cho
bénh nhan, gia dinh, va nhitng nguoi cham séc vé kha niing ting nguy co tu tir khi diéu tri bing cac thude
chéng co giét, phai dugc theo ddi chat ché nhitng thay d6i dang cht y trong hanh vi. Céc trigu chimg nhu lo au,
kich déng, cam gidc thu dich, giam hung cam, va hung cam c6 thé bdo trudc y dinh tur tir.

Pregabalin co thé gdy phu ngoai bién. Sir dung ddng thoi pregaballn v6i mot thude tri dai thao duong nhom
thiazolidinedione c6 anh huémg dén nguy co ting can tién trién va phi ngoai bién hon so vdi sir dung thude
riéng 1é. Ph ngoai bién khéng lién quan dén su suy giam chirc nang than hogc gan.

To Huong ddn sir dung
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— Pregabalin ¢4 the gy tang can, tuy thudc lidu va thoi gian diéu tri. Tuy nhién, tang can khong lién quan dén chi

s6 khoi co thé co sé (BMI), gidi t11nh, hay tudi tic va khong giéi han & nhitng bénh nhan pha né. Ding
pregabalin khong lién quan dén sy mét kiém soat dudng huyét.

Trong cac nghién ctru lam sang trén nhimg bénh nhén khac nhau, bao gdm 6396 bénh nhan ding thude tir do
tudi 12 tro léq, cho thdy trén 57 bénh nhan c6 cdc khédi u méi xuét hién hodc khéi u da c6 tién trién nang hon.
Tuy nhién, méi quan hé nhan qua lién quan dén thubc van chua dugce thiét l4p.

Trong céc nghién ciru ¢6 Ifiézn soét, dung pregabalin hodc gia dugc bi mer mit, giam thi luc, thay doi day mat,
trong da s6 truomg hop tiép tuc ding thudc. Néu rdi loan thi gidc kéo dai, cin tiép tuc xem xét danh gid chia
nang nhan khoa, va nén theo doi thuong xuyén hon ¢ nhimg bénh nhan da dugc theo ddi tinh trang nhan khoa.
Trong cac t}n’r nghiém lam sang, tang nfmg do creatinin kinase huyét thanh (CK, creatine phosphokinase, CPK)
it nhat 3 1an so v&i gidi han trén mic binh thuong trong 1,5 hodc 0,7% sb bénh nhan tuong (mg dung
pregabalin hoac gia dugc. Nén ngung dung pregabalin néu cé chan doan hoac nghi ngdr bénh co hoac néu nong
dé CK (CPK) tang cao rd rét.

Trong cac thir nghiém 1am sang ¢6 kiém soét, c6 kha nang giam s6 luong tiéu ciu vé mat lam sing.

C6 béo céo vé cac truomg hop lién quan dén giam chirc ning dudng tiéu hoa (vi du: tac rudt, ligt rudt, tdo bon)
khi pregabalin diing dong thoi vdi céc thude co kha nang gay tdo bén, nhu thude giam dau opioid.

Kéo dai khoéng PR (c6 nghia ting: 3-6msec) di dugc bdo cdo ¢ nhitng bénh nhan dung it nhat 300 mg
pregabalin moi ngay.

TUONG TAC THUOC M/

Dua trén cac két qua nghién ciru in vitro, pregabalin khong tc ché isoenzyme cytochrome P450 (CYP) 1A2,
2A6, 2C9, 2C19, 2D6, 2E1 va 3A4 hogc cam timg CYP1A2 hodc CYP3A4.

Pregabalin chuyén héa khong déng ké trong co thé ngudi, duge dong hoc ciia thude khong bi anh hudng boi

cac thude khac qua tuong téc trao dbi chz‘il; ‘ Li;: \
Pregabalin khong gan két véi protein huyet tuong nén khong c6 tuong tac duge dong vai cac loai thude gan ket . oy iy
manh véi protein. . TON
Glyburide, insulin va metformin duong nhu khéng anh hudong dén dugc dong hoc cia pregabalin. C6 kha nang [ NAM
twong tac duge Iy véi nhém thiazolidinedione (nhu tang nguy co tang cén va phi ngoai bién).

Furosemide khong anh huong dén dugc dong hoc cua pregabalin.

Khéng xdy ra twong tac dugc dong vdi cac thude chdng co gidt (nhu phenytoin, carbamazepine, valproate,
lamotrigine, phenobarbital, topiramate).

Khong xay ra tuong tac duge dong voi Lorazepam. C6 kha néng tuong tac dugce Iy (nhu hiéu {mg phu trén chirc
ndng nhan thirc va tong thé.

Ding Pregabalin két hop véi oxycodon, lorazepam, hogc ethanol khong c6 tac dong lam sang quan trong nao
dén su ho hip. Su c6 mat cia Pregabalin lam tang thém rdi loan nhan thuc va chirc ning van dong gly ra bdi
oxycodon.

43;,
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TAC DUNG KHONG MONG MUON

Téc dung khong mong muédn thudmg gap 1a: chéng mat va budn ngu.

Ngodi ra trong cdc tdc dung phu dwgc bdo cdo trong 2% 56 bénh nhdn dimg pregabalin khi: \
— Két hop véi cac thube chéng co giat khac trong viéc kiém sodt cac con dong kinh cuc b bao gom: mat diéu
hoa, suy nght bt thuong. run, réi loan, co giat, rung giat co. mét tri nhé, réi loan ngon ngtr, phoi hop bt
thuomg, déng di bat thudng, khé miéng, tao bon, tang su them n, tang can, pht ngoai bién, nhin md, nhin doi, 5
thi gidc bét thuomg, chén thuong, va dau. y

Kiém soét cc con dau thin kinh (PHN) bao gdm: nhirc dau, 16 14n, réi loan tu duy, mét diéu hoa, mét phéi hop,
mét tri nhé, dang di bat thuong, khé miéng, tao bén, ddy hoi, non mira, tang can, phi ngoai bién, phti, phir mat,
nhin mo, nhin ddi, thi gidc bét thudmng, nhiém tring, hoi chimg cim, chan thuong va dau.

Kiém sodt cdc con dau lién quan dén thin kinh ngoai bién do ddi thdo duong (DPN) bao gom: suy nhuoc, dau
than kinh, mét didu hoa, choang véang, rbi loan tur duy, 1a 1an, sang khodi, phdi hop bét thuomg, khé miéng, tdo
bon, diy hoi, tang can, phit ngoai bién, phi né, ha dudng huyét, chin thuong, dau lung, dau nguc, nhin khong
10, va kho tho. :

Kidm soat bénh dau xo co bao gdm: dau dau, tim trang phan khich, réi loan chi ¥, ::6i loan thang bang, giam tri
nhé, trang thai réi loan, phdi hop bét thudmg, mét cam gide, hon mé, run, lo lang, mat phuong hudng, trdm cam,
kho miéng, tao bon, nén mira, day hoi, truéng bét thuong, tang can, mét moi, phi ngoai bién, dau nguc, cam
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giac bat thubng, phi ne, gitr nudc, cam gidc say rugu, ting cam gidc ngon miéng, md mét, viém xoang, chong
mat, dau hau hong, dau khép, co thit co, dau lung.

PHU NU CO THAI VA CHO CON BU

— Chua c6 céc dit liéu ddy du vé dung pregabalin trén phu nit ¢o thai.

— Céc nghién clru trén dong vit da cho thiy tac dung gy doc trén kha ning sinh san, nguy co v& riii ro trén ngudi
chua dugc bict. Do vdy, Pregabalin khong dung khi dang mang thai trir khi lgi ich mang lai cho ngudi me rd
rang quan trong hon nhitng kha nang rii ro ¢6 thé xay ra cho thai nhi.

— Chua biét dugc Pregabalin 6 b?i tiét qua sira ngudi hay khong; tuy nhién, thude c6 xudt hién trong sita chuot.
Do vay, khong dugc nudi con bang sita me khi dang dung thude.

LAI XE VA VAN HANH MAY MOC W/

— Pregabalin 6 thé gay chong mat hodc budn ngt. Do vay, bénh nhan dugc khuyén khong nén lii xe hay véan
hanh may méc khi dang dung thude.

QUA LIEU VA XU TRi

— Trong trudng hop qua lidu dén 15g, khong co tic dung khéng mong ml}én nao Qquc bdo cdo. Qui lidu

Pregabalin cin tién hanh cac bién phap bd trg ¢6 thé gdm ca thdm téch méu néu can thiét.
HAN DUNG: 36 thang ké tir ngay san Xudt.
BAO QUAN: Noi kho, du6i 30°C, tranh 4nh sng.

PONG GOI: Hop 4 vi, hop 2 vi x 14 vién nang.

TIEU CHUAN: TCCS \(gy

PE XA TAM TAY CUA TRE EM
THUOC NAY CHi DUNG THEO PON CUA BAC Si
POC KY HUONG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN XIN HOI Y KIEN BAC Si

San xudt tai:

CONG TY CO PHAN DUQC PHAM BOS TON VIET NAM
uong s6 8, Khu cong nghiép Viét Nam - Singapore, Thuan An, Binh Duong, Viét Nam
DT: 06503 769 606 - Fax: 06503 769 601
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