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THANH PHAN VA HAM LUQONG
MOi vién nén phén tan trong miéng c6 chira:

Hoat chit:

Vién nén phan tan trong miéng Pregabalin 25 mg:
PHEBABAN ., oosiiios sinanisosss 25 mg.

Vién nén phdn tan trong miéng Pregabalin 75 mg
Prepabalif ......amais 75 mg.

Vién nén phdn tdn trong miéng Pregabalin 150 mg:
Pregabalin...................... 150 mg.

Td dwoe vira dii: Basic butylated methacrylat copolymer, talc, acid stearic, natri lauryl
sulfat, mannitol 200SD, cellulose vi tinh thé 102, natri croscarmellose, L — menthol tinh thé,
sucralose, magnesi stearat. ‘

DANG BAO CHE

Vién nén phan tan trong miéng Pregabalin 25 mg: Vién nén phén tan trong miéng mau tring
dén tring nga, hinh tron, hai mjt phfing, mot miit duge dép chim chir “H”, mdt mit c6 vach
ngang, canh va thanh vién lanh 13n. Khong bé doi vién thuée.

Vién nén phan tan trong miéng Pregabalin 75 mg: Vién nén phan tdn trong miéng mau tring
dén trfing nga, hinh tron, hai mat phéng, mot mat duoc dap chim chit “HBP”, mét mét c6
vach ngang, canh va thanh vién lanh lin. Khong bé déi vién thude.

Vién nén phan tan trong miéng Pregabalin 150 mg: Vién nén phin tan trong miéng mau
trang dén tring nga, hinh tron, hai mit phiing, mét mat duoce dip chim chir “HERA”, mdt
miit ¢6 vach ngang, canh va thanh vién lanh lin. Khéng bé doi vién thude.

CHI PINH

Pregabalin duge chi dinh trong dau than kinh, dau co do xo hoa.

LIEU DUNG VA CACH DUNG

Liéu dimg

Dau than kinh

Lidu khéi diu thong thuong & ngur&n I6n 1a 150 mg chia 2 lin/ngdy. Sau do tang dan liéu
hang ngay 1én 300 mg trong mQt tudn hodic lau hon, €6 thé diéu chinh lidu theo do tudi va
tri¢u ching. Tuy nhién, liéu t6i da khong virgt qua 600 mg chia 2 lan/ngay.

Dau co do xo hoa

Liéu khai dau thong thuong & nglrm Jém 12 150 mg chia 2 lan/ngay. Sau do, ting dan liéu
hang ngay 1én 300 mg trong mat tuan hodc 1au hon, duy tri & lidu 300 — 450 mg. Diéu chinh
lidu theo dd tudi va triéu chig. Tuy nhién, liéu t6i da khong vuot qua 450 mg chia 2
lAn/ngay.
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Khi ngimg thudc, tranh ngirng dot ngdt va giam lidu tir tir trong khoang it nhét 1 tuan.

Doi tuwong dic it

Suy than

Nén theo doi chit ché va st dung than trong ¢ nhitng bénh nhan nay. Do do, diéu chinh liéu
dung va khoang cach li¢u ¢ b¢nh nhan roi loan chire nang than theo do thanh thai creatinin
& bang dudi dy. O bénh nhan dang tham tach mau, ngoai liéu hang ngay tinh theo do thanh

thai creatinin, nén dung licu bo sung sau khi tham tach mau. Néu thiét lap da liéu, bat dau

voi liéu thap va tang dan néu khong c6 hi¢u qua va dung nap khong day du. Licu dung dudi
day dua vao két qua mo phong. nén theo doi can than timg bénh nhéan de di¢u chinh liéu phu

hop.
Dau than kinh

x 2 lan/ngay

1 lan/ngay

Do thanh thai Liéu bo sung
creatinin Cle=>60 | 30<Cle<60| I5<Cle<30 | Cly<15 | sauthim
(mL/phiit) tach mdau'”
Liza kd

i f(mg 150 ~ 600 mg| 75~ 300 mg 25~150mg | 25~75mg --
ngay
25 mgx 25 mg x 1 hodc
Liéu khéi 75 mg x 3 lﬁn/ngz‘ly 2 lan/ ngay 25mgx |25 mg hodc
diu 2 lan/ngay | hodc 75 mg x | hoic 50 mgx 1| 1 lan/ngay 50 mg
1 lan/ngay lan/ngay l
50 mg x 25mg |
o .| 150 mgx 3 lan/ngay 75 mg x hodc 50 |50 mg hodc
Lieu duy tri s S g P
2 lan/ngay | hodc 75 mg x I lan/ngay mg X 75 mg
2 lan/ngay 1 lan/ngay
100 mg x T5mgx
} Ly 300mgx | 3 lin/ngay 2 lin/ngay Hmgn | ME
Lidutdida | 5 "°° s ¢ b i hodc
2 lan/ngay | hodc 150 mg | hodc 150 mg x | 1 lan/ngay 150'
mg

(1) Dya trén ket qua mo phong, tham tach mau dugc thue hién 2 ngay/lan trong 4 gid ké tir 6 gio sau khi

duing thuéc.

Dau co do xo hda

D¢ thanh thai

Liéu bo sung

x 1 lan/ngay

x 1 lin/ngay

creatinin Cle260 |30<Cle<60/15<Cle<30 Cloy <15 |sau tham tdch
(mL/phiit) ! mdu ¥
Liculing | 156..450 mg | 75~ 925 mg | 25~ 150 mg | 25 75 mg =

ngay

e
25 mg x "15 llmf‘ ‘x

Liéu khaoi 75 mg x 3 lan/ngay 4 1%“}0&_ . 25mgx 25 mg hodc

diu 2 lin/ngay hodc 75 mg l:oaf:c Sg%:‘{g | lin/ngay 50 mg
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Liéu duy tri

150 mg x
2 lin/ngay

50 mg x
3 lan/ngay
hodc 75 mg
x 2 lan/ngay

7S5 mgx
1 lin/ngay

25 mg hodc
50 mg x
| lan/ngay

50 mg hoic
75 mg

Liéu duy tri
toi da

225 mgx
2 lan/ngay

75 mg x
3 lan/ngay

100 mg
hodc 125 mg
x 1 lan/ngay
hodc 75 mg

50 mg hoac
75 mg x
1 lan/ngay

75 mg hodc
150 mg

x 2 lan/ngay

(2) Dua trén két qua mé phong, tham tach mau dugce thyc hién 2 ngay/lan trong 4 gior ké tir 6 gio sau Khi

ding thude.

Nguoi cao tuoi

Chitrc ndng than thuong bi suy gidam & nguoi cao tudi, nén didu chinh liéu va khoang cach
gifta cdc lidu theo do thanh thai creatinin.

Tré em

Tinh an toan va hiéu qua chua duge thiét 1ap cho tré em.

Cich dung

Dung duong udng.

f/’f"i:) \j_—ﬂ Vién nén phén tan trong miéng nén duge dat ¢ trén ludi dé hoa
< = tan cham trong 5 phit (khéng nén nhai va khong nén nudt khi
e =29 vién chua hoa tan hoan toan). Cé thé udng cling véi nude.

g ]

Duing thude ngay khi lay ra khoi vi.

CHONG CHI DINH

- Quéa min cam véi pregabalin va bt ky ti duge nao ciia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUOC

- Sir dung thin trong dbi v6i nhimg bénh nhén sau:

+ Bénh nhin suy tim sung huyét nang: Suy tim sung huyét c¢o thé xudt hign & nhitng bénh

nhan bi rdi loan tim mach.

+ Bénh nhén ¢6 tién sir phit mach.

+ Bénh nhén c6 xu huéng hodc tién si 1¢ thude thube, bénh nhén b cac rdi loan tam thén:
Theo ddi cac déu hiéu 1é thude thude ciia bénh nhin va str dung than trong.

- Bénh nhan suy giam chirc nang thén: Piéu chinh liéu va khoang cach diing thude dya trén
d6 thanh thai creatinin. Pregabalin thai trir chi yéu qua than dudi dang khong dbi, ndng do
trong huyét turong ting va tac dyng phu xudt hién nhiéu hon & bénh nhin suy giam chirc
nang than.

- Céc triéu chimg cai thube nhu mét ngd, budn nén, nhire diu, tiéu chay, lo ling va ting
hydrat hoa c6 thé xay ra do ngimg thube dot ngdt. Do do, giam lidu tir tir trong it nhat 1
tudn.

- Sir dung pregabalin c6 thé gdy tang can, chi y dén tinh trang béo phi. Néu cac ddu hiéu
béo phi xudt hién, nén thye hién cac bién phép thich hop nhwr an kiéng va tap thé duc. Dic
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biét, tang can dugc ghi nhan khi ting lidu hodic diing thude trong thoi gian dai, nén theo
doi thudng xuyén trong luong co thé.

- Pregabalin ¢6 thé gy ra cac rdi loan vé mat nhur giam thi lyc, bét thurong thi lue, nhin mo
va nhin doi. Vi vay, khi tham khdm nén hoi cac rdi loan vé mat, néu c¢é cac déu hiéu bat
thuong phai xtr Iy ngay.

- Diéu tri dau thin kinh bang pregabalin chi diéu tri triéu chirng. Nén thue hién dong thoi
chdn doan va diéu tri nguyén nhén gdy ra con dau.

- Tré¢ em: Tinh an toan va hi¢u qua ¢ tré¢ em chua dugc thue hi¢n. Chudt chua truong thanh
rat nhay ‘cam véi pregabalin va & nong do tuong duong véi liéu lam sang toi da (600
mg/ngay), cac tri¢u chung trén h¢ than kinh trung wong (hoat dong ting van dong va nghién
ring) va anh huong dén su ting trudng (trc ché ting can) da duoc bao céo. Ngoai ra, ndng
do > 2 1an lidu lam sang 16i da da duoc bao cdo la lam giam phan (g gift minh va nong
do > 5 lan liéu lam sang tdi da di duoc bio cdo 1a kéo dai chu k¥ sinh san.

- Diéu trj pregabalin lién quan dén chong mit, budn ngi, mét y thire ¢6 thé lam tang kha
ning xay ra chdn thuong do tai nan (ngd) & ngudi cao tudi, vi vay cin than trong.

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

Phu niv mang thai

Chi dung pregabalin cho phu nit mang thai néu lgi ich diu tri cao hon nguy co tiém an cho

thai nhi. Tinh an toan ctia pregabalin trong thoi ky mang thai chua dugc thiét 1ap. Trong cac

thi nghiém trén dong vat, bit thudong & thai nhi (nhe can, ting tv 1¢ phu cuc bo, thay ddi kich
thuge xuong, chim hoa xwong), anh huong dén con cai (giam can, giam ty 1€ séng, giam
phén tmg thinh gidc, chim phat trién, anh hrdng kha ning sinh san) da dugc bao cio.

Chua xac dinh nhitng nguy co tiém an cho con nguroi, nén st dung bi¢n phép tranh thai hiéu

qua cho phu nr ¢6 kha nang mang thai.

Phu nii cho con bii

Pregabalin bai tiét qua sira me. Do do, tranh cho con ba trong thoi gian s dung pregabalin.

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

Pregabalin c6 thé gdy chong mit, budn ngu, mét v thirc do d6 cé thé anh huémng dén kha

nang lai xe hodc van hanh may moc.

TUONG TAC, TUONG KY THUOC

Tuwong tac

Pregabalin chi yéu dugc thai trir dudi dang khong ddi qua nude tiéu, khod chuyén hoa &

nguoi va hiu nhu khong lién két voi protein huyét tuong nén it ¢6 kha nang gy tuong tac

thube.

Than trong khi st dung df}ng thoi véi cac thude sau:

- Thude tre ché thin kinh trung wong, giam dau opioid: Da ¢6 bdo cio vé suy hd hip, hén
m¢é & bénh nhén ding pregabalin va opioid va/hoiic cie thude e ché than kinh trung uong
khéc.

- Lorazepam: Dung dong thoi voi pregabalin lam ting rdi loan chire nang nhan thirc va roi
loan van djng thd. Sau khi dung Iip lai pregabalin dudng ubng (300 mg x 2 lin/ngay) cho
12 ngudi 16n khoe manh phéi hop voi lorazepam (1 mg), Cnax va AUCp.. clia lorazepam
dugc so sanh va6i khi khéng sir dung pregabalin. Pregabalin khéng anh hudng dén duge
dong hoc cua lorazepam. Ngoai ra, Cmax clia pregabalin khi dung véi lorazepam ting 2%
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so v&i khi khong ding lorazepam va AUCq.12 gidm hon 1,8%, cho thiy lorazepam khong
anh hudng dén duoce dong hoc ciia pregabalin.

- Oxycodone: Diing dong thoi véi pregabalin 1am ting rdi loan chirc nang nhan thire va roi
loan van dong tho. Sau khi dung lédp lai pregabalin duong uéng (300 mg x 2 lan/ngay) dong
thoi véi oxycodone (10 mg) cho 12 nguoi I6n khoe manh, Ciax va AUCo. clia oxycodone
duoc so sanh véi khi khong str dung pregabalin cho thiy pregabalin khéng anh huong dén
duoge dong hoc cua oxycodone. Ngoai ra, Cmax cia pregabalin khi ding oxycodone thip
hon 4,5% so vai khi khong diung oxycodone, nhung AUCy.;2 twrong duong nhau va
oxycodone khong anh hudng dén duge dong hoe ciia pregabalin.

- Rugu: Dung dong thai véi pregabalin lam ting rdi loan chirc nang nhén thire va rdi loan
van dong tho. Sau khi dung lip lai pregabalin duong udng (300 mg x 2 lan/ngay) phdi hop
vai rugu (0,70 g/kg) cho 13 nguoi 16n khoe manh, Crax va AUCh- ctia ruou gidng nhu
nhitng déi tuong khong ding pregabalin cho thdy pregabalin khong anh hudng dén duge
dong hoc cta rugu. Ngoai ra, Crax va AUCo.12 cua pregabalin khi két hop vai rugu lan luot
cao hon 21% va 1% so véi khi khong phdi hop véi regu, nhung su khéc biét nay khong c6
y nghia trén 1dm sang.

- Thube gay phi mach (nhu trc ché men chuyén angiotensin): Ding dong thoi pregabalin
v6i cac thude gay phit mach ¢6 thé 1am tang nguy co phit mach (nhu mét, miéng, ¢d).

- Thude gay phii ngoai bién (nhu nhém thiazolidinedion): Pregabalin phdi hgp véi cac nhém
thiazolidinedion c6 thé lam ting nguy co phll ngoai bién. Ngoai ra, céc thude
thiazolidinedion gdy ting can hodc gilr nude va suy tim, do do can str dung can than khi
dung dong thoi nhitng thude nay.

- Gabapentin: Lién quan dén tuong tic gifta pregabalin va gabapentin, mét nghién ctru da
tién hanh véi lidu duy nhit pregabalin 100 mg va gabapentin 300 mg cho 11 nguoi 1én
khée manh, ding liéu lip lai pregabalin 100 mg va gabapentin 400 mg cho 18 ngudi lon
khée manh (khodng cich giita céc liéu la 8 gi). Két qua duge dong hoc clia gabapentin
khong thay dbi khi sir dung két hop nay ¢ lidu duy nhét hodic dimg lap lai. Ngoai ra, tde do
hip thu ctia pregabalin giam nhe khi dung dng thai véi gabapentin, nhung lugng hip thu
khong bi anh hudng.

- Thude tranh thai dudng udng (dang phdi hop norethindrone acetate va ethinyl estradiol):
Cho 16 phu nit trréng thanh khoe manh udng dong thoi thude tranh thai (dang phdi hop
norethindrone acetate 1 mg va ethinyl estradiol 0,035 mg x 1 lAn/ngay) va pregabalin (200
mg x 3 lan/ngay), Cmax cia norethindrone trong két hgp nay khong thay ddi so vai khong
ding pregabalin, AUCq.24 ciia norethindrone khi ding vdi pregabalin so véi khong dimg
pregabalin va pregabalin khong anh hudng dén duoc dong hoc ctia norethindrone. Cax va
AUC-24 ctia ethinyl estradiol khi dung véi pregabalin tang lan lugt 5% va 14% so Vi
khong dung pregabalin. Pregabalin khéng anh hudng dén duge dong hoc cia ethinyl
estradiol. Ngoai ra, thudc tranh thai duong ubng khong dnh huong dén ndng do pregabalin
trong huyét twong.

- Phenytoin: Dung lap lai pregabalin duong udng (200 mg x 3 1an/ngdy) cho 10 bénh nhan
ngudi 16n bi dong kinh cuc bd co céc triéu ching da n dinh chi duy tri bang phenytoin,

Trang 5/11



https://trungtamthuoc.com/

pregabalin lam giam ndéng do phenytoin trong huyét tuong. Phenytoin ciing khong anh
huong dén duge dong hoc cta pregabalin.

- Carbamazepine: Dung lap lai pregabalin duong udng (200 mg x 3 ldn/ngay) cho 12 bénh
nhan nguoi 16n bi dong kinh dang dung carbamazepine don tri li¢u, pregabalin khong anh
huong dén ndng do ctia carbamazepine va chat chuyén hoa (dang 10.11-epoxide) trong
huyét tuong. Carbamazepine ciing khong anh huéng dén duge dong hoc cta pregabalin.

- Acid valproic: Dung lp lai pregabalin duomg udéng (200 mg x 3 lin/ngay) cho 12 bénh
nhén truong thanh bi dong kinh dang duy tri don tri liéu bing natri valproate, pregabalin
khong anh hudng dén ni’mg do cua acid valproic trong huyét twong. Acid valproic ciing
khong anh huéng dén duoc dong hoc ctia pregabalin.

- Lamotrigine: Dung I3p lai pregabalin dudng udng (200 mg x 3 lin/ngay) cho 12 bénh nhén
nguoi 16n bi dong kinh dang duge duy tri bang lamotrigine, pregabalin khong anh hudéng
dén nong do ctia lamotrigine trong huyét twong. Lamotrigine ciing khong anh huéng dén
dugc dong hoc cua pregabalin.

Tuwong ky

Khéng c¢o.

TAC DUNG KHONG MONG MUON CUA THUOC

Tac dung khong mong mudn c6 thé xudt hién, nén theo dai cdn than trong qua trinh st dung

va thue hién cac bién phap thich hgp néu co bét ky bét thudng nao.

Tdc dung phu nghiém trong

- Chéng mit (> 20%), budn ngti (> 20%), mat y thire (< 0,3%): Da ¢6 bao cdo vé chong mat,
budn ngii, mét ¥ thirc trén bénh nhan din dén ngd va gy xuong. Bénh nhan nén sir dung
than trong, thuc hién cdc bién phdp thich hgp néu xuit hién bt ky bat thuémg nao nhu
ngimng thube, giam liéu.

- Suy tim (< 0,39 %), phit phéi (chua rd tan sudt): Da co bio cdo xudt hién suy tim, phii phéi
(diic biét & nhitng bénh nhan rdi loan tim mach). Theo doi can than bénh nhin ¢6 nguy co
suy tim, ngimg thude va thye hién cac bicn phép thich hop néu thiy bét ky bit thuéng nio.

- Tiéu co van (chua rd tan suat): Co thé xuét hién tiéu co van, vi viy cin theo ddi cin thin
va néu xuét hidn cc con dau co, yéu, ting CK (CPK), ting myoglobin trong méu thi ngurng
thuée va the hién cac bién phép thich hop. Ngoii ra, luu y khéi phét ton thuong thin cip
tinh do tiéu co van.

- Suy thén (< 0,1%): Vi da ¢6 bdo cdo suy than xdy ra, néu thiy cé bt thuong nao thi nén
ngirng thude va thye hién cc bién phap thich hop.

- Phit mach (chua rd tan sudt): Co thé xay ra hién tugng mén cam nhu phi mach, néu co bat
thudng ndo xay ra thi phai ngiimg thude ngay 1ap tire va thie hién céc bién phap thich hgp.

- Ha glucose méu (< 0,3%): Ha glucose mau co thé xay ra, céc tricu chirng xuat hién nhu
suy nhuge, khé chiu, d6 mo hoi lanh, run va suy giam v thirc, ngimg ding thude va thuc
hién cac bién phap thich hop.

- Viém phdi ké (chua ro tan sudt): C6 cdce triéu chirng 1am sang nhu ho, kho thé, sét. Khi
ghi nhan bt ky ddu hiéu bét thudmg nao nén chyp X-quang nguc, CT nguc. Néu nghi ngdr
viém phoi k&, nglmg thude va thue hién céc bién phap thich hop nhu ding corticosteroid.
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-Sée (chua ro tin suﬁt) va phan vé (< 0,1%): Co thé xay ra soc va phan vé, bénh nhén cin
dwoc theo dai can thin, ngimg thude va thyc hién cac bién phéap thich hop néu thiy bat
thudng nao xuat hién.

- Hoi chimg Stevens-Johnson, hong ban da dang (chua rd tan sudt): Nhirng tridu chimg nay
¢6 thé xudt hién. Bénh nhéan can duoc theo doi can than va néu théy bat ky ddu hiéu bat
thuong nao nén ngung thude va thue hién cac bién phép thich hop.

- Viém gan thé bung phét, rbi loan chirc ning gan: Co thé xay ra rbi loan chirc ning gan kém
viém gan thé bung phét, ting AST (GOT), ALT (GPT). Do dé, can theo ddi ein than, néu
¢6 biéu hién bat thuong thi ngimg thude va ¢ bién phap xir ly thich hop.

Cidc tac dung phu khac

Néu xuit hién bat ky tac dung phu nao duéi ddy, giam liéu néu can thiét. Thyc hién céc bién

phép thich hop nhu ngirng thude.
ADR > 1%

TAm than: Mét ngi.

Than kinh: Chéng mit, dau dau, roi loan thang béng, mét diéu hoa.

Mit: Mo mit, chirng nhin doi, mat thi lye.

Tai va mé dao: Chéng mat, u tai.

Tiéu hoa: Tdo bon, budn ndn, tiéu chay, dau bung, ndn.

Da va mo dudi da: Cham.

Toan than va tai chd: Phi, kho miéng, mét méi, roi loan cam giic, roi loan dang di, phu

mat.
Chén thuong, nhiém ddc va céc bién chimg do thu thudt: Ngd.
Xét nghiém: Téng can.
0,3% <ADR < 1%
Mau va hé bach huyét: Giam bach céu trung tinh, giam bach ciu.
- Chuyén héa va dinh dudng: Chan an, thém én, tang lipid mau.
- Tam than: L4 1dn, mét phwong huéng, rng phén, gide mo bét thudng, éo gide.
_ Thén kinh: Run, réi loan chit y, dos din, budn ngii, loan cin ngdn, ri loan trf nhé, mét tri
nhd, loan thin, réi loan véin dong phdi hop.
- Mit: Suy giam thi luc, xudt huyét vong mac.
- Tim mach: Panh trong nguc.
- 1o hép, 16ng nguc va trung that: Kho the.
- Tiéu héa: Chuong byung, kho tiéu, dz;iy hoi, viém da day, bung kho chiju, viém miéng.
- Da va mo dudi da: Ngtra, sung tiy quanh hoc mit.
- Co xuong khop va mo lién két: Yéu, co gidt co, sung khép, dau lung.
- Than — tiét niéu: Tiéu khong kiém sodt.
- Toan than va tai chd: Suy nhuoe, dau, kiét sirc, phit an 18m, kho chiu, dau ngyre.
- Xét nghiém: Tang creatin phosphokinase mau (CPK), tang ALT, tang AST, ting glucose
mau, ting creatinin mau.
ADR < 0,3%
- Méu va hé bach huyét: Giam tiéu cau.
- Chuyén hoéa va dinh dudng: Tang glucose mau.
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- Tam than: Bon chdn, budn buc, chin nan, the o, lo Au, rdi loan gidc ngi., suy nghi bat
thuong.

- Than kinh: An thén, suy giam nhan thirc, rung giat co, mt phén xa, roi loan vén dong.
tang dong, mé sang, méit vi gidc, cam giac nong birng, réi loan ngén ngi.

- Mit: Khiém khuyét truong thi gidc, sung mit, dau mit, moi mét, chay nude mit, hoa mit,
lac mat, khoé mat, rung giat nhan ciu.

- Tai va mé dao: Tang thinh luc.

- Tim mach: Block nhi thit do I, nhip tim nhanh, loan nhip xoang, nhip cham xoang, co bop
tam thit som.

- Mach mau: Ha huyét ap, ting huyét ap. do bung.

- Ho llﬁp, If’mg nguc va trung thit: Viém mii hong, ho, ngdy, chdy mau cam, nghet miii,
viém mui.

- Tiéu héa: Trao ngugc da day thuc quan, tang tiét nude bot, viém tuy. sung ludi.

- Da va mé dudi da: Tang tiét mo héi, may day, rung toc.

- Théan — tiét ni¢u: Kho tiéu.

- Co quan sinh san va tuyén vi: Pau v, rdi loan cuong duong, vi to & nam gidi.

- Toan than va tai chd: S&t, on lanh, kho chiu, cam gidc say.

- Xét nghi¢m: Giam cén, tang acid uric mau.
Chira 1o tan sudt

- Tam than: Tram cam. kich dong. kho noi, con hoang loan, mat tre ché.

- Thén kinh: Chodng vang, r6i loan khiru gidc, chimg khé viét.

- Mat: Kich tmg mét, gidn dong tir, chimg nhin dao déng, viém gide mac.

- Tai va mé dao: Téng thinh luec.

- Tim mach: Nhip nhanh xoang.

- Ho hap. 16ng nguc va trung thit: Kho miii, nghen cd hong.

- Tiéu hoa: C6 trudng, kho nudt.

- Da va mo dudoi da: Mun nhot.

- Co xuong khap va mo lién két: Dau co, dau khép, ctng co.

- Than — tiét niéu: Bi tiéu.

- Co quan sinh san va tuyén vii: Chim xuét tinh, rdi loan chirc ning tinh duc, mét kinh, tiét
dich tuyén vi, dau bung kinh, n& ngue.

- Toan than va tai chd: Tire nguc.

- X¢t nghiém: Giam kali mau.

QUA LIEU VA CACH XU TRI

Triéu chirng

Truong hop ding qua liéu 1én dén 15 g da duge bio cdo, cdc tridu chimg thuong gip la roi

loan cam xutc, budn ngu, 16 1an, tram cam. kich dong, bon chon va co gidt.

Xir tri

Diéu tri qua licu pregabalin nén bao gdm cac bién phap hd tro chung va ¢6 thé chay thén

nhén tao néu can thiét.

PAC TINH DUQC LUC HQC

Nhom dwoce Iy Thube giam dau, ha sot khac.
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Ma ATC: NO2BF02.

Co ché tac dung

Pregabalm ngan can van chuyén qua kénh calei va/hodc giam dong calci bang cach lién két
v6i tidu don vi 028, tidu don vi phu ctia kénh calci dinh lucmg dién thé trong hé than kinh
trung uong. Pregabalin 1am giam giai phong céc chit diin truyén thin kinh phu thude calci
nhu glutamat Hon nfra, tac dung gidm dau cua pregabalin ciing co thé lién quan dén con
duong rc ché dau huéng xuong cua noradrenergic va serotonergic.

Tdc dung giam dau ;

Trong céc thi nghiém trén dong Vat pregabalin khong can thiép phéan tng chay tron dé dép
rng vai céc kich thich doc hai cap tinh, nhung (¢ ché con dau than kinh va dau co xuong
man tinh do tdn thuong thin kinh ngoai bién va bénh déi thao duong. Pregabalin cling thé
hién téc dung giam dau trong cdc mo hinh tang cam gidc dau va dau tur phat duge gy ra do
chét hoa hoc, viém va ton thuong & mo.

Tdc dung giam loan cam dau trong mo hinh chén thicong co that man tinh (CCI)
Pregabalin ngin chin loan cam dau xtc gidc va logn cam dau co hoc trong mo hinh CCI ¢
chudt.

Tde dung giam loan cam dau trong moé hinh thét ddy than kinh e6t song (SNL)

Pregabalin ngin chin loan cam dau xtic gidc va loan cam dau co hoc & chudt biang mo hinh
SNL.

Tdc dung giam loan cam dau do Streptozocin (STZ) trong mo hinh bénh ddi thdo dirong
Pregabalin ngin chin loan cam dau xtic gide va loan cam dau co hoc & mo hinh chudt bi déi
thao duong do STZ.

Tédc dung giam logn cam dau trong mé hinh dau sau chdn thirong tity song

Pregabalin ngiin chin loan cam dau x{ic gidc xay ra trong mé hinh chan thuong tiy séng do
tha vt ndng 1én tuy song chuot.

Tdc dung giam loan cam dau trong mé hinh dau co xuong khop man tinh

Pregabalin ngin chin loan cam dau xuc gide trong mo hinh dau co xwong man tinh & chudt.
Tac dzmg giam dau trén con dau tir phdr trong thir nghiém voi formol

Trong s cac phan (mg lién quan dén con dau giy ra bai formol trén ban chén chudt,
pregabalin di ngan chin giai doan dau thi hai, c6 lién quan dén sy nhay cam o trung tim.
PAC TINH DUQC DONG HOQC

Hiip thu

St dung lidu duy nhét pregabalin 150 mg trén b¢nh nhan khoce manh & tinh trang doi va sau
khi an, Cmax 12 4,95 va 3,22 pg/mL, Tmax 12 0,947 va 3,37 git, AUCo-48 1231,2 va 28,8 pg/mL
twong tng. Ty 1& hp thu ctia pregabalin giam khi duing chung voi thite an dan dén Cuax
giam khoang 35% va Tumax tri hodn khoang 2.4 gior nhung AUCo.s chi giam khoang 8%
Phiin b

Diing pregabalin 50, 100, 200, 250 va 300 mg (6 truong hop ctia moi ham lugng) voi liéu
duy nhét duong udng trén nguoi I6n khoe manh o trang thai doi, thé tich phan b biéu kién
khoang 40 L. Pregabalin di vao té bao mdu, ty 1€ gitra nong dé trong mau toan phin va trong
huyét twong la 0,76. Hau nhu pregabalin khong lién két vdi protein huyét tuong trong nong
dd 0,1 — 20 pg/mL.

Chuyén héa
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Pregabalin trai qua qué trinh chuyén héa khong dang ké. Sau khi dung mot liéu pregabalin
100 mg danh ddu phong xa (107.9 uCi), khodang 99% chét hoat dong danh diu phong xa
dugc tim thiy trong nude tiéu & dang khong bién dbi. Dan xuit N-methyl hoa cua
pregabalin, chit chuyén héa chinh cua pregabalin dugc tim thiy trong nudc tiéu, chiém
0,9% lidu ding. Khong quan sat thdy su e ché CYP1A2, CYP2A6. CYP2CY9, CYP2C19,
CYP2D6, CYP2EL va CYP3A4 véi pregabalin & lidu 159 pg/mL (1 mM. gép khoang 10
lan Cimay & trang thai dn dinh vai lidu 600 mg/ngay).

Thai trir .

Khi diing mot liéu pregabalin 50, 100, 200, 250 va 300 mg (6 truong hop mdi lidu) cho
ngudi trudng thanh khoe manh & trang thai doi. CL/F 1a 4,64 dén 5,15 L/gio. Ty 1& bai tiét
qua nude tiéu cung thoi diém l1a 83,9 — 97.7%.

DPéi twong diic biét

Nguoi cao tuoi

D¢ thanh thai pregabalin ¢ xu hudng giam khi tudi cang cao. Sur giam do thanh thai qua
dudng udng ciia pregabalin tuong ang voi su giam do thanh thai creatinin do tudi cao. Co
thé giam liéu pregabalin & nhiing bénh nhan c6 chic néng than bi ton thuong do tudi téc.
Dung liéu pregabalin 100 mg duy nhit dudng udng cho 6 déi tugng cao tudi khoe manh tir
67 dén 78 tudi, Tumas 1a 1.4 git va Ti 12 6,32 gir. AUCs.. va Ti2 c6 xu hudng tang nhe va
kéo dai so vdi doi tugng khoe manh tré tudi.

s T AUCt Tin CL/F
(ng/mL) (gi0) | (ug.gio/mL) | (gio) (L/gio)

Nguoi 3,24 1.4 26.6 6,32 3,82

| cao woi | (0.55) (0,5) (4.3) (0.82) | (0.65)

1 Nguoi 3,56 0,75 20,3 5,66 4,93
tré tudi | (0,67) 0.27) |  (1.3) (0,59) | (0,35)

Str dung & trang thai déi, 6 trudng hgp moi licu, gid tri trung binh (d§ léch chuan)
Suy giam chire nang thn
Khi ding liéu pregabalin 50 mg duy nhat qua duéng udng cho 26 doi tugng co chirc ning
than khac nhau, T kéo dai va AUCq.., tang khi chirc ndng than giam. CL/F va do thanh thai
than (CLr) ty I¢ thudn vai dg thanh thai creatinin.

D¢ thanh thai Ciae T AUC0.0 T i CL/F Chr
creatinin | (pgml) | (gio) |(pg.gid/mL) (gior) (mL/phat) | (mL/phut)
>60 mL/phat | 1,86 1,00 15,9 9,11 56,5 44,9
- (=11) (0.39) | (0,224) (4.4) (2.83) (17.6) (23,6)
-
i 153 | 129 28,2 16,7 30.6 15.4
m(L/P%ul (0.29) | (0.393) (5,0) (4.1) (7.3) (7.7
n=
=520 190 | 1,93 52,3 25.0 16,7 9.23
mL/phat 0.62) | (148) | (11,7) (6,7) (3.9) (3.37)
(n=7)
i 15( ““{’)’phm 1,69 1.00 101 48,7 8,30 4,30
n=1
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Liéu: 50 mg(liéu duy nhat), gia tri trung binh (d¢ léch chuan)

CLr: B0 thanh thai thén

Bénh nhdn chay thdan nhan tao

Dung liéu duy nhat 50 mg pregabalin cho 12 déi trong dang chay than nhan tao, nong do
pregabalin trong huyét trong giam xubng khoang 50% sau 4 gi¢r chay than nhan tao. Do
thanh thai loc mau tai thoi diém do6 1a 192 mL/phit.

Phu nit cho con b

Duing pregabalin 150 mg méi 12 gior (300 mg/ngdy) cho phu nit dang cho con bu (10 trudng
hop) sau sinh tir 12 tudn trd 1én, pregabalin qua sira me va nong d¢ trung binh & trang thai
on dinh trong sira me khodng 76% so vdi trong huyét trong cia me. Gia sir lrgng stra me
tiéu thu trung binh cta tré so sinh 1a 150 mL/kg/ngay, lugng pregabalin trung binh hang
ngiy tré so sinh bi phoi nhiém duge wdce tinh khoang 0,31 mg/kg/ngay (khoiang 7% liéu
ding ctia me khi quy déi sang trong luong co thé).

QUY CACH PONG GOI

Hop 03 vi x 10 vién.

PIEU KIEN BAO QUAN

Bao quan noi kho rdo, nhiét do dudi 30°C.

TIEU CHUAN CHAT LUQNG

Nha sén xuat.

HAN DUNG

36 thang ké tlr ngay san Xuat.

Sé 16 san xuat (Batch No.), ngay san xudt (Mfe. date), han dimg (Exp. date): xin xem frén
nhdan bao bi.

San xuat tai:

Cong ty TNHH Sinh dwgec phim HERA
Lé A17, Khu cong nghiép Tir Ha, thi xd Hirong Tra, tinh Thira Thién Hué, Viét Nam.
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