R THUOC BAN THEO PON

TO HUONG DAN SU DUNG THUOC

Vién nang cirng
NEUBATEL

Thubc ban theo don
Dé xa tAm tay ciia tré em
Poc ki huéng dan sir dung truée khi ding
Théng béo ngay cho bac s§ hoiic duge sy nhirng tic dung khéng mong mudn khi sir dung thude

PHAN 1. HUONG DAN SU DUNG THUOC CHO NGUOI BENH
1. Thanh phén

MBoi vién nang cing chira:

Gabapentin ...........ccooeviiiiiiiiiiiii e, 300 mg

Ta duogc: PEG 6000, starch 1500, magnesi stearat.

2. M6 ta san pham: Vién nang cing so 1, than va nap nang mau vang, bén trong chira bt thude
mau trang.

3. Quy cach déng géi: Hop 6 vi (PVC - Nhém) x 10 vién.
Hop 10 vi (PVC - Nhom) x 10 vién.

4. Thudc ding cho bénh gi?

Gabapentin thudc nhom thude chéng dong kinh, diéu tri dau than kinh. Thude dung dé diéu tri:

« Diéu tri hd tro trong dong kinh cuc bg c6 hodc khdng c6 con co giat toan thé thir phét & nguoi
16n va tré em tir 6 tudi trg 1én.

+ Don tri liéu trong dong kinh cuc bd c6 hodc khdng cé con co gidt toan thé thir phét & nguoi
16n va thanh thiéu nién tir 12 tudi tré 1én.

+ Diéu tri dau day than kinh ngoai bién nhu dau day than kinh do dai thao duong va dau day
than kinh sau bénh zona.

5. Nén dung thudc nay nhw thé nao va liéu lwong?

Luon dung thudc chinh xac nhu hudng din cia bac sy hodc duoc sy. Néu ban chua 13, hiy hoi
lai cho chic chin.

Bac sy s€ quyét dinh liéu thich hop cho ban.

Li¢u dung:
Liéu khoi dau cho tit ca céc chi dinh, khuyén cao cho ngudi 16n va thanh thiéu nién trén 12 tudi.
Ngay dau Ngay thir 2 Ngay thir 3
300 mg x 1 lan/ ngay 300 mg/ 1an x 2 lan/ ngay 300 mg/ lan x 3 lan/ ngay
Chéng dgng kinh:

Ngwoi I6n va tré em trén 12 tudi:

Ding thudc theo hudng dan. Bic sy thuong s€ cho ban tang lidu tir tr. Liéu khoi dau thuong
nhu bang trén. Sau d6 bac sy s& tang lidu 1én dén lidu t6i da 3600 mg/ ngay. Thoi gian tang lidu
phu thudc vao tinh trang cua ban. Tong lidu hang ngay nén dugc chia 1am 3 1an udng (vi du sang,
trua va toi) va khoang cach t6i da dung thudc khong nén qué 12 gio.

Tré em tir 6 tuéi tro lén:

Liéu s& duoc tinh todn dya trén can ndng cua con ban. Diéu tri duogc khoi ddu véi lidu thap sau
d6 tang dan trong vong 3 ngay. Liéu thuong dung dé kiém soat dong kinh 1a 25 - 35 mg/ kg/
ngay, thuong dugc chia lam 3 1an/ ngay vi du nhu sang, trua va toi.

Dang bao ché khong phit hop dé str dung cho liéu nap & tré em tir 6 tudi tré 1én va cho tré em
duéi 6 tudi.
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Diéu tri dau ddy than kinh ngogi bién:

Ngueoi lon:

Dung thudc theo huéng dan. Bic sy thudng s& cho ban ting liéu tir tir. Liéu khoi dau thuong
trong khoang 300 - 900 mg/ ngay. Thoi gian tang liéu phu thudc vao tinh trang ciia ban. Tong
lidu hang ngay nén dugc chia lam 3 lan udng (vi du sang, trua va t6i) va khoang céch t6i da
diing thudc khong nén qud 12 gio.

Néu ban c6 van dé vé than hodc dang duoc tham phan mdu, bac sy c6 thé s& thay ddi liéu trinh
diéu tri cho ban.

Néu ban 13 ngudi cao tudi (tir 65 tudi trd 18n), ban nén dung lidu nhu binh thuong trir khi ban bi
suy than. Néu ban ¢6 van dé vé than bac sy ¢c6 thé s& cho ban thoi gian uéng thube v/ hoic lidu
khéc.

Néu ban thay tic dung ctia gabapentin 12 qui manh hay qué yéu hiy néi véi béc sy ngay lap tuc.

Cach dung:

Ban nén ubng gabapentin voi nhiéu nude. Tiép tuc dung thudc cho dén khi bac sy bao ban ding.

6. Khi nao khong nén dung thuoc nay?
Khong nén dung thudc nay néu ban: . )
+ Man cam véi gabapentin hoic bat cir thanh phan nao cua thudc.

7. Tac dung khong mong mudn

Nhu cac thudc khéc, gabapentin c6 thé giy tac dung khong mong mudn, nhung khong phai ai
cling gap phai.

Newng diing thubc va lién hé trung tam y té gan nhdt néu ban gdp cdc phdn iing sau:

Phan ung da nghiém trong can luu ¥ ngay lap tirc, nhu sung moi va mat, phat ban da va do da,
va/ hodc rung toc (day co thé 12 triéu chimg ctia phan tng di ing ning).

Gabapentin ¢6 thé gy ra cic phan tng di ing nghiém trong hodc de doa tinh mang trén da hodc
cic phan khic cia co thé nhu gan hoic té bio m4u. Ban c6 thé c6 hodc khong bi phét ban khi bi
loai phan g nay. Thong bao cho bac sy ngay lap tirc néu ban c¢6 nhiing triéu ching sau:

« Phét ban da.

+ Nbi may day.

+ Sét.

+ Nbi hach khong bién mat.

Sung moi va ludi.

Vang da hodc phan tring ctia mit.

Bam tim bét thudng hodc chay mau.

Mét moi va yéu nghiém trong.

Dau co khong béo trude.

Nhiém triung thudng xuyén.

Hoi chirng Stevens-Johnson (sét cao, phat ban, mun, bong nudc...).

Bdo ngay cho bdc sy néu ban gdp nhitng triéu chirng sau:

Dau bung dai dang, cam thay bénh va bénh vi day c6 thé 1a triéu ching ciia viém tuy cip.

Néu ban dang tham phén méu, néi véi bac sy néu ban bi dau co va/ hoic yéu.

Cdc tdc dung khéng mong muén khdc:

Rat thurong gap:

Nhiém triing va nhiém ki sinh tring: Nhiém virus.

Thén kinh: Budn ngu, chéng mat, mét diéu hoa van dong.

Toan than: Mét méi, sét.

Thuwong gap:

Nhim tring va nhidm ki sinh tring: Viém phoi, nhidm tring ho hap, nhiém tring dudng tiéu,
nhiém triing, viém tai gifra.

Mau va hé bach huyét: Giam bach cau.

Chuyén héa va dinh dudng: Biéng an, ting cam gidc ngon miéng.

*

* & 6 o o
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Tam than: Hung hang, 10 1an va réi loan cam xdc, trAm cam, lo ling, cing thing, suy nghi bat
thuong.

Than kinh: Co giat, tang dong, loan can ngdn, mat tri nhd, run, mat ngu, nhuc dau, di cam, giam
cam giac, kho khin phdi hop, rung giat nhan cau, ting/ giam/ mat phan xa.

Thi giac: R6i loan thi giac nhu giam thi lyc, nhin doi.

Tai va mé dao: Choéng mat.

Mach mau: Tang huyét dp, giin mach.

H6 hap, 16ng nguc va trung that: Khé thd, viém phé quan, viém hong, ho, viém mii.

Tiéu héa: Budn nén, ndn, bat thudng ring miéng, sung nudu ring, tiéu chay, dau bung, khé tiéu,
tdo bon, khd mi¢ng hoac ) hong, d?ly hoi.

Da va cac md dudi da: Phit mat, ban xudt huyét thuong duwoc miéu ta 13 bAm mdu do chin
thuong thé chat, phat ban, ngira, mun trimg c4.

Co xuong va md lién két: Pau khép, dau co, dau lung, co giat.

Hé sinh duc va tuyén vu: Li¢t duong.

Toan than: Phi tay va chin, mat ca chan, trudc xuong chay, dang di bat thudng, suy nhuoc, dau,
kho chiu, hdi ching cim.

Xét nghiém: Gidm ) lugng bach cau, tang can.

Chan thuong va tring doc: Chéan thuong tai nan, giy xuong, tray da.

It gap:

Mién dich: Phan tng di tng (nhu ndi may day).

Chuyén héa va dinh dudng: Tang glucose huyét (thuong thay ¢ bénh nhan dai thao duong).

Tam than: Kich dong (tinh trang khong thé nghi ngoi man tinh va c6 chuyén dong khong c6 chu
y va khdng c¢6 muc dich).

Than kinh: Giam chirc ning van dong, suy giam tinh than.

Tim: Panh trong nguc.

Toan than: Phu toan than.

Xét nghiém: Tang SGOT (AST), SGPT (ALT) va bilirubin trong xét nghiém chirc nang gan.
Chan thuong va tring doc: Té nga.

Hiém gap:

Chuyén héa va dinh dudng: Ha glucose huyét (thudong thiy & bénh nhan dai thio dudng).

Than kinh: Mat y thic.

Chura biét tan sudt:

Mau va hé bach huyét: Giam tiéu cau.

Chuyén hoa va dinh dudng: Ha natri huyét.

Tam than: Ao gidc (nhin hoic nghe thdy nhing thir khéng c6).

Than kinh: Céc rdi loan van dong khéc (nhu ching mda giat mda von, roi loan véan dong, roi
loan truong luc co).

Tai va mé dao: U tai.

Gan mat: Viém gan, vang da.

Co xuong va mo lién két: Tiéu co van, rung giat co.

Than va tiét niéu: Suy than cap, tiéu khong ty chil.

He¢ sinh dyc va tuyén vii: Phi dai vd, nit héa tuyén vd, rdi loan chirc niang sinh duc (bao gdom
thay ddi ham mudn, rdi loan chiric nang cuong duong va khong dat dugc cuc khodi.

Toan than: Phan ung cai thubc (chu yéu Ia lo léng, mét ngu, budn ndn, dau, d6 mod hoi), dau
nguc. Dot tr khong rd nguyén nhan di dugc béo cdo nhung mébi lién quan véi didu tri bang
gabapentin chua dugc thiét 1ap.

Xét nghiém: Tang ndng d¢ creatinin phosphokinase huyét.

Thuoc ¢é thé gdy ra cdc tde dung khong mong muon khdc, thong bdo cho bdc sy biét tdc dung
khéong mong muon ban gdp phdi khi diing thudc.

8. Nén tranh dung nhirng thudc hoic thue phim gi khi dang sir dung thudc nay?
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Thong bdo cho bac sy hodc dugc sy ctia ban vé tAt ca cdc loai thudc ma ban dang st dung, bao

gdm ca cdc thude ké don hodc khong ké don, cac vitamin hozc thude tir duoc liéu.

Thong bdo cho bdc sy hodc dige sy néu ban dang sir dung cdc thubc sau:

Thuéc cé chira opioid nhw morphin:

Néu ban dang dung céac thudc cé chtra opioid nhu morphin, hdy néi véi bac sy hodc duoc sy vi

opioid c6 thé ting tac dung cua gabapentin. Thém vao d6, phdi hop gabapentin va opioid c6 thé

gdy triéu chirmg nhu budn ngi va/ hodc suy hd hép.

Thuéc khdng acid:

Su hip thu gabapentin ¢ da day c6 thé bi giam khi ding chung véi thudc khdng acid ¢ chira

nhom hodc magnesi. Ban nén ding thudc cdch it nhét 2 gio sau khi diing thube khang acid.

Cimetidin:

C6 su giam nhe thai trir gabapentin qua than khi dung chung véi cimetidin.

Gabapentin:

+ Khong tuong tic v6i thude chéng dong kinh khac hodc thude tranh thai dudng udng.

«+ C6 thé anh huong dén mot sd xét nghiém, néu ban can phai xét nghiém nudc tiéu, hiy néi cho
béc sy hodc duoc sy cia ban thude ban dang dung.

Suwr dung NEUBATEL voi thirc an:

NEUBATEL c6 thé dugc dung ciing hodc khdng ciing véi thirc an.

9. Cén lam gi khi mdt lin quén khong dung thudc?
Néu ban quén mot licu, dung liéu d6 sém nhat c6 thé khi ban nhd ra trir khi da dén liéu ti€p theo.
Khong udng gap doi liéu dé bu lai cho lieu da quén.

10. Néu ban muén ngirng thudc

Khong ngimg thude trir khi bac sy bao ban ngimg. Viéc nging diéu tri voi gabapentin nén duoc
thuc hién tr tr trong it nhét 1 tudn. Néu ban ngung thube dot ngot s€ tang nguy co co giat.

Néu ban c6 cau hoi gi thém hdy hoi ¥ kién bac s§.

11. Cin bio quan thudc nay nhw thé nao?

Giit thudc trong bao bi gbc ctia nha san xuét, day kin.

Pé thudc noi kho rao, tranh anh sang, nhiét d6 khéng qua 30°C, va ngoai tim véi cia tré em.
Khong sir dung thudc sau ngay hét han ghi trén bao bi (hop va vi thude).

12. Nhirng diu hiéu va triéu chirng khi dung thudc qua liéu

Dung thudc chinh xac nhu huéng dan cua bac 5y. Néu ban diing qua liéu hodc tré em nudt phai
thudc, lién hé ngay voi bac sy va trung tam y té gan nhat

Khi qué lidu c6 thé gip céc tic dung khong mong mudn bao gdm mét y thirc, chéng mat, nhin
d6i, néi lap, budn ngu va tiéu chay.

13. Can phii 1am gi khi dung thudc qua liéu khuyén cio?

Ngung ding thudc, va lién lac ngay véi bac sy hodc trung tim y té gan nhat.

Mang theo vién thudc ciing v6i bao bi dé béc sy biét ban da udng thude gi va c6 bién phap xir Iy
kip thoi.

14. Nhirng diéu cén thin trong khi ding thudc nay

Truée khi ding thudc nay, thong bdo cho bdc sy néu ban dang cé cdc vin dé vé sirc khée sau
day:

Néu ban c6 van dé vé than béc s§ c6 thé thay ddi lidu trinh diéu trj cho ban.

Néu ban dang thim phan mau (dé loai bod chét thai vi suy than), thong bdo cho béc sj néu ban bi
dau co va/ hogc yéu co.

Néu ban c6 dau hiéu nhu dau bung dai dang, cam thay bénh va bénh lién hé véi bic sy ngay 1ap
tirc vi day c6 thé 1a tridu chimg viém tuy cap.
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Trudng hop lam dung va phu thudc thude dd dugc bdo cdo véi gabapentin. N6i cho béc sy biét
néu ban c6 tién sir lam dung hoac phu thudc thudc.

Mot s it bénh nhan diéu tri voi thude chéng dong kinh nhu gabapentin c¢6 ¥ dinh ty 1am hai ban
than hodc ty sit. Néu ban gap nhiing triéu ching nay, li€n hé ngay voi bac sy.

Gabapentin c6 thé gdy sdc phan vé. Nging ding thuoc va dén trung tAm y té ngay néu ban cé
dau hiéu hoic triéu chimg nhu khoé tho, sung moéi, ¢6 hong va ludi, ha huyét ap.

Ding thudc cho tré em:

Khong khuyén céo diing thudc cho tré em dudi 6 tudi.

Phu nit mang thai hodc cho con bi:

Phuy nir mang thai:

Khong nén dung NEUBATEL trong thai ki, trir khi dugc bac sy chi dinh. Nén dung céc bi¢n
phép tranh thai c¢6 hiéu qua ¢ phu nir c6 kha nang mang thai.

Chua c6 nghién ciru riéng biét vé sir dung gabapentin ¢ phu nit ¢6 thai, nhung cac thube diéu tri
co giat khac duoc bao cdo 1am ting nguy co giy hai cho sy phat trién cta tré, ddc biét khi nhiéu
hon 1 thudc chdng dong kinh duoc dung ciing 1 ldc. Vi vdy, ban chi nén diung 1 thubc chong
dong kinh trong thai ki néu c6 thé va phai lam theo huéng dan cua bac sy.

Lién hé véi bac sy ngay khi ban c¢6 thai, nghi ban c6 thé mang thai hodc c6 y dinh mang thai khi
dang ding gabapentin. Khong ngimg dot ngot thude vi c6 thé dan dén co giat kich phat, giy nén
hau qua nghiém trong cho ban va tré.

Phu nit cho con bii:

Gabapentin tiét qua sira me. Vi tdc dung 1én tré con chua rd, khong khuyén céo cho con bu khi
dung gabapentin.

Kha nang sinh san:

Chua thdy c6 tac dong téi kha ning sinh san trong nghién ciru trén dong vat.

Ldi xe va van hanh mdy moc:

NEUBATEL c6 thé giy chéng mat, budn nga va mét moi. Ban khong nén 14i xe hodc van hanh
may moéc cho dén khi ban biét minh ¢4 bi anh hudng boi thude khéng.

15. Khi nao cin tham vén béc sy, dwoc s§?

Cén lién lac ngay véi bac sy hodc trung tim y té gan nhat khi ding thudc qud lidu chi dinh.
Thong thuong, bao gior cling phai héi ¥ kién bac sy hodc duoc sy trude lic ding bat ky thude
nao khi mang thai hoac cho con bu.

Thong bdo ngay cho bac sy hodc dugc sy nhitng tic dung khong mong mudn gip phai khi sir
dung thude.

Néu can thém thong tin xin hoi ¥ kién bac s§ hodc duoc sy.

16. Han dung ciia thude: 36 thang ké tir ngay san xut.

5/12 TOA114DBB



PHAN 2. HUONG DAN SU DUNG THUOC CHO CANBQ Y TE

1. DUQC LUC HQC

Ma ATC: NO3AX12.

Nhém duwoc ly: Thude chéng dong kinh, diéu tri dau than kinh.

Gabapentin 12 thudc chéng dong kinh va giam dau do than kinh, co ché hién chua r3. Trén dong
vat thuc nghiém, thudc c6 tic dung chéng con dudi cting céc chi sau khi 1am séc dién va ciing
{rc ché dugc con co giat do pentylenetetrazol. Hiéu qua & thi nghiém trén cing tuong ty nhu dbi
voi acid valproic nhung khac voi phenytoin va carbamazepin, cau tric hoa hoc cua gabapentin
tuong ty chat tc ché din truyén than kinh 1a acid gama-aminobutyric (GABA), nhung
gabapentin khong c6 4i luyc voi thu thé GABAA hoic GABAB ciing nhu khong 1am thay doi
chuyén héa GABA. Gabapentin khong gan véi cdc thu thé dan truyén than kinh khdc cua ndo va
khéng twong tac v6i kénh natri. Céc vi tri gin gabapentin ¢ 4i luc cao khu trd & khap ndo, céc
vi tri nay tuong ung véi sy hién di¢n cua cic kénh calci phu thudc dién thé dic trung c6 don vi
phu 028 (alpha-2-delta-1). Kénh nay ndm & tién synap va c6 thé diéu hoa giai phéng cdc chit dan
truyén than kinh kich thich thic day gy co giat va dau.

2. DUQC PONG HQC

Hap thu:

Gabapentin hép thu qua duong ti€u hoa theo co ché bio hoa (khi lidu tang, sinh kha dyng lai
giam). Thubc dat nong d6 dinh trong huyét trong sau khi uong 2 - 3 gid va dat ndng do 6n dinh
sau 1 - 2 ngay. Nong d6 huyét thanh c6 hiéu qua cta thudc chua duoc xac dinh. Tuy vy, trong
mot nghién ctru, sé 1an co giat chi thay giam ¢ nhirng nguoi co ndng d6 huyét thanh gabapentin
trén 2 mg/ L (11,7 micromol/ L). Nong do trong huvét twong ciia gabapentin néi chung nim
trong pham vi tr 2 mg/ L (2 microgam/ mL) té1 20 mg/ L (20 microgam/ mL).

Sinh kha dung khoang 60% khi dung voi liéu 900 mg/ 24 gio va khong twong tng véi liéu dung,
tham chi khi liéu ting thi sinh kha dyng lai glam (sinh kha dung khoang 27% khi dung voi lidu
4,8 g/ 24 gi®). Thirc an, bao gdm ché do an giau chit béo, khong anh hudng 1am sang dang ké
trén dugc dong hoc cia gabapentin.

Phdn bé:

Gabapentin phan b khip co thé, vao dugc sita me, lién két véi protein huyét twong rat thap (<
3%). Vq1a 58 = 6 L & nguoi 16n. O bénh nhan bi dong kinh, nong d6 gabapentin trong dich nio
tiy khoang 20% ctia ndng do day trong huyét twong & trang thdi 6n dinh twong tmg.

Chuyén héa:

Khong c6 bang ching gabapentin chuyén héa ¢ nguoi. Gabapentin khong cam ung enzym
oxidase chirc ning hdn hop & gan chiu trach nhiém chuyén héa thudc.

Thai tru:

Gabapentin duoc thai trir cht yéu qua than dudi dang khong d6i. Thoi gian ban thai cta
gabapentin khong phu thudc liéu va trong khoang 5 dén 7 gid & nguoi ¢6 chirc niang than binh
thuong.

Péi twong dic biét:

0] nguoi cao tudi, va & bénh nhén suy giam chic ning than, do thanh thai gabapentin trong
huyét twong giam. Tdc do thai trir gabapentin khong thay ddi, d6 thanh thai huyét twong va do
thanh thai ¢ than ti 1€ thuan vdi @6 thanh thai creatinin.

Gabapentin c6 thé bi loai khoi huyét twong bang tham phan mau. Can hiéu chinh liéu cho bénh
nhén t6n thuong chic ning than hodc dang dwoc tham phan mau.

Tré¢ em <5 tudi co do thanh thai gabapentin cao hon khi chuin héa theo cin ning so vdi tré em
> 5 tudi. DO thanh thai cta thube ¢ tré em > 5 tudi tuong tu v6i do thanh thai cua nguoi 16n sau
khi ding 1 liéu tinh theo mg/ kg duy nhit. Do d6, & tré em 3 - 5 tudi, phai dung liéu hang ngay
cao hon méi dat dugce ndng do thudc trung binh trong huyét twong tuong tu nhu tré em > 5 tudi.
Tré dudi 1 tudi co d6 thanh thai thude thay ddi nhiéu.

Tinh tuyén tinh:
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Sinh kha dyng ctia gabapentin giam khi ting lidu cho thiy su khéng tuyén tinh ctia cic thong sd
dugc dong hoc lién quan dén sinh kha dung (F) nhu Ae %, CL/ F, V4/ F. Dugc dong hoc thai trir
(Céc thong sé duoc dong hoc khong lién quan dén F nhu CL; va Ti,) duge miéu ta tét nhat bang
dugc dong hoc tuyén tinh. Nong do gabapentin & trang thai on dinh c¢6 thé du doan duoc tir
thong tin lidu don.

3. CHI PINH

Diéu tri ho tro trong dong kinh cuc bd c6 hoac khong c6 con co giat toan thé thu phat ¢ nguoi
16n va tré em tir 6 tudi trd 1én.

Pon tri liéu trong diéu tri dong kinh cuc bd c6 hodc khdng c6 con co giat toan thé thir phat &
ngudi 16n va thanh thiéu nién tir 12 tudi trd 1én.

Diéu tri dau day than kinh ngoai bién nhu dau day than kinh do dai thio duong va dau diy than
kinh sau bénh zona.

4. LIEU DUNG - CACH DUNG

Liéu dung: . ) ) )

Liéu 1§h6i dau diéu tri cho tat ca cac chi dinh, khuyén cdo cho nguoi 16n va thanh thi€u nién trén
12 tuoi.

Bang 1.
Ngay dau Ngay thir 2 Ngay thir 3
300 mg x 1 1an/ ngay 300 mg/ lan x 2 lan/ ngay 300 mg/ lan x 3 1an/ ngay
Ngirng gabapentin:

Khuyén cdo ngirg gabapentin tir tir trong it nhat mot tuan cho tat ca chi dinh.

Chong dong kinh:

Diéu tri dong kinh thuong phai kéo dai. Liéu diéu tri duoc bac sy quyét dinh dya trén dung nap
va hi€u qua trén tung c4 nhan.

Ngwoi I6m va tré em trén 12 tudi: Piéu tri hd trg hodc don tri liéu dong kinh cuc bd c6 hoic
khéng c6 con co giét toan thé.

C6 thé dung liéu khoi dau 300 mg/ 1an x 3 lan trong ngay dau, hodc chinh liéu nhu Bang 1.

Sau d6 liéu c6 thé tang thém timg budc 300 mg (chia 3 1an) cach 2 - 3 ngay tang 1 lan, dua trén
dap tmg ctia ngudi bénh, cho dén khi dat liéu diédu tri hiéu qua, thong thuong 1a 900 - 3600 mg/
ngdy, chia 3 1an; Liéu t6i da 4800 mg/ ngay. Tang liéu gabapentin cham hon co thé phu hop véi
mot s6 bénh nhan. Thoi gian dat duge lidu 1800 mg/ ngay nhé nhat 1a 1 tuin, 2400 mg/ ngay 1a
2 tudn va 3600 mg/ ngay 1a 3 tuan.

Nén chia déu tong liéu hang ngay cho 3 lan dung thudc va khoang cach téi da dung thudc khong
nén qua 12 gio.

Tré em: Diéu tri hd trg dong kinh cuc bo kem hodc khong kém con co gidt toan thé.

Tré em 2 - dudi 6 tuéi: Liéu chi dinh khong phu hop voi dang bao ché

Tré em 6 - 12 tudi:

Liéu nap: Liéu chi dinh khéng pht hop véi dang bao ché.

Liéu duy tri 1a 900 mg/ ngay véi tré nang tir 26 - 36 kg va 1200 mg/ ngay véi tré ning tir 37 - 50
kg, tong lidu/ ngay duoc chia udng 3 1an. Liéu t6i da: 70 mg/ kg/ ngay, chia 3 lan.

Ghi chii:

Mot s tré khong dung nap dugc phéan ting thém hang ngay, kéo dai khoang thoi gian ting thém
(t61 hang tuan) c6 thé thich hop hon.

Chua c6 danh gia vé viéc sir dung gabapentin cho tré em dudi 12 tudi bi suy thén.

Khong can phai theo doi ndng do gabapentin huyét trong dé tbi vu hoa diéu tri. Hon nita, c6 thé
st dung gabapentin phéi hop voi thude chong dong kinh khac ma khong can lo dén sy thay dbi
nong d6 huyét tuong cua gabapentin hodc nong do huyét thanh cua thudc chéng dong kinh khac.
Piéu tri dau than kinh:

Nguoi 16n:

C6 thé dung liéu khoi dau 300 mg/ 1an x 3 1an trong ngay dau, hodc chinh liéu nhu Bang 1.
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Sau d6 liu c6 thé ting thém timg bude 300 mg (chia 3 lan) cch 2 - 3 ngay tang 1 lan, dya trén
dap mg cua ngudi bénh, cho dén khi dat lidu diéu tri hiéu qua, lidu toi da 3600 mg/ ngay. Tang
lidu gabapentin chdm hon ¢6 thé phit hop véi mot sd bénh nhan. Thoi gian dat dugc liéu 1800
mg/ ngay nho nhat 12 1 tuan, 2400 mg/ ngay 1 2 tuan va 3600 mg/ ngay 1a 3 tuan.

Trong diéu tri dau than kinh ngoai bién nhu dau than kinh do dai thao duong va dau than kinh
sau bénh zona, hiéu qua va an toan chua dugc kiém tra trong thir nghiém 1am sang c6 thoi gian
diéu tri 1au hon 5 thang. Néu can ding thudc trén 5 thang dé diéu tri dau than kinh ngoai bién,
nén danh gia tinh trang 1am sang cua bénh nhan va xac dinh su can thiét diéu tri phéi hop.

Luwu y cho cdc chi dinh:

O bénh nhan c6 strc khoe chung kém, nhu thé trong thap, sau ghép tang..., nén tiang licu cham
hon, bang cich dung lidu thap hon hoic ting thoi gian chinh liéu.

Bénh nhdn cao tuoz

Bénh nhén cao tudi c6 thé can phai hiéu chinh liéu do chirc ning than suy giam theo tudi tac.
Budn ngt, phii ngoai bién va suy nhuge thuong gip hon ¢ nguoi cao tudi.

Bénh nhdn suy thdn:

Dbi v6i ngudi bénh suy giam chirc nang than va dang tham phan mau phai giam liéu; Liéu thich
hop can hiéu chinh theo Clcr, dugce khuyén cdo nhu sau:

D¢ thanh thai creatinin (mL/ phiit) Liéu dung
50-179 600 - 1800 mg/ ngay, chia 3 lan
30-49 300 - 900 mg/ ngay, chia 3 lan
li 1 29 Liéu chi dinh khong phit hop véi dang bao ché
Tham phan mau 200 - 300 mg *

* Poi voi nguoi bénh vo niéu tham phan mau: Liéu nap 1a 300 - 400 mg cho ngudi bénh lan dau
dung gabapentin, sau d6 200 - 300 mg sau mdi 4 gio thim phan mau. Trong nhitng ngay khong
tham phan, khong dung gabapentin. Dbi v6i ngudi bénh suy than tham phan mau: Liéu duy tri
gabapentin dya trén heu khuyen céo trong bang trén. Khuyén cdo thém vao liéu duy tri mét liéu
200 - 300 mg sau mdi 4 gio' thdm phan méu.

Cdch dung:

Gabapentin dugc ding theo duong ubng, thoi diém udng thudc khoéng phu thudc vao bira an,
nén nudt nguyén vién voi nude.

Gabapentin thuong dugc coi 1a khong hiéu qua trong dong kinh véang y thirc.

5. CHONG CHI BPINH , ‘ ,
Man cam vai gabapentin hodc bat ctr thanh phan nao cua thuoc.

6. CAC TRUONG HQOP THAN TRONG KHI DUNG THUOC

Str dung than trong dbi v6i nguoi c6 tién sir rdi loan tAm than, nguoi suy giam chirc ning than
va thim phén mau, ngudi van hanh tau xe hodc may méc.

Tuw sat hoac y nghi tw sat:

Can than trong dbi véi tat ca ngudi bénh dang diéu tri hodc bat dau didu tri bang bat cir thuéc
chéng co giat nao cho bat ctr chi dinh nao, nguoi bénh phai duge theo doi chat che vi c6 thé xuat
hién tram cam hodc 1am trdm cam ndng 1én, ¥ nghi tu st hodc bat cir thay d6i bat thuong tinh
khi nao, khong duoc ty y thay ddi phac do diéu tri ma khong hoi y kién thay thudc. Khuyén
bénh nhan va ngudi chim soc tim 161 khuyén tir nhin vién y té néu ¢ dau hiéu hodc tridu chimg
v dinh hodc hanh vi ty tir.

Viém tuy cip:

Néu bénh nhan xuat hién viém tuy cip khi ding gabapentin, nén cin nhic ngimg thudc.

Co giat:
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Mic du chua c6 bang chimg co giat hdi tng v6i gabapentin, ngimg st dung cédc thude chong
dong kinh dot ngot & bénh nhan dong kinh c6 thé gay ting tinh trang dong kinh.

Nhu nhitng thudc chéng dong kinh khic, mot s6 bénh nhan c6 thé bi tang tan suat co giat hoic
khdi phat loai co giat mai khi dung gabapentin.

Nhu nhitng thudc chéng dong kinh khéc, viéc ngimg st dung mot thude chdng dong kinh &
bénh nhan ding nhiéu hon mét thudc chong dong kinh, dé don tri bang gabapentin c6 ti 1¢ thanh
cong thap.

Gabapentin khong ¢ hiéu qua d6i v6i dong kinh toan thé nguyén phat nhu vang y thirc va cé
thé 1am nang thém co giat o mot sO ‘bénh nhan. Vi vay nén than trong khi dung gabapentin cho
bénh nhan dong kinh hdn hop bao gém ving y thue.

Dung gabapentin cé thé gy chong mat va budn ngt lam ting kha ning xay ra tai nan (té ngd).
Ciing c6 bao cao 1a 14n, mét y thirc va suy giam tinh than. Vi vdy nén khuyén bénh nhan thin
trong cho dén khi quen véi tac dung c6 thé c6 cua thudc.

St dung chung véi cac opioid:

Nén theo ddi can than cdc ddu hiéu trc ché than kinh trung wong 6 nhirng bénh nhén can diéu tri
ddng thoi gabapentin voi opioid, nhu budn ngl, an than va suy hd hap. Bénh nhin dung
gabapentin va morphin c6 thé bi ting nong do cla gabapentin. Liéu cua gabapentin hodc opioid
nén dugc giam thich hop.

Ngudi cao tudi (trén 65 tudi):

Chua c6 nghién ctu h¢ théng trén bénh nhan tir 65 tudi trd 1én duoc thuc hién véi gabapentin.
Trong mot nghién ciru mu d6i ¢ bénh nhan bi dau day than kinh, budn ngu, phil ngoai bién va
suy nhugc xay ra vdi ti 1€ cao hon & bénh nhan tir 65 tudi trd 1én so v4i bénh nhan tré hon. Trir
phat hién trén, nghién ctru 1am sang trén nhém bénh nhan nay khong cho thiy sy khic biét vé
tac dung khéng mong mudn so véi bénh nhén tré hon.

Tré em:

Tac dong cua diéu tri bang gabapentin dai han (trén 36 tuan) trén hoc tap, tri tu¢ va phat trién
cla tré em va thanh thiéu nién chwa dwoc nghién ctru diy du. Can cin nhic loi ich va nguy co
cua viéc diéu tri kéo dai.

Lam dung va phu thugc thudc:

C6 bdo cdo nhitng truong hop lam dung va phu thudc thudc. Nén dénh gia can than tién sir lam
dung thudc cia bénh nhin va quan sét cdc diu hiéu lam dung gabapentin c6 thé c6 nhu hanh vi
tim thudc, ting nhanh liéu, dung nap thudc.

Phat ban do thudc kém ting bach ciu 4i toan va triéu chimg toan than (DRESS):

Phan mg qua man ning, toan thin, nguy hiém tinh mang nhu DRESS di dugc bdo cdo ¢ bénh
nhan diing thudc chéng dong kinh bao gom gabapentin.

Nén chii y cic biéu hién qua man sém nhu sot hodc ndi hach, ngay ca khi phét ban khong 1&
rang. Néu c6 nhiing tridu ching trén, nén danh gid bénh nhan ngay 1ap tirc. Ngimg diéu tri v6i
gabapentin néu khong tim duoc can nguyén nao khac cho cic ddu hiéu va triéu chung.

Xét nghiém:

Thudc ¢6 thé 1am duong tinh gia két qua xét nghiém ban dinh lugng téng protein ni¢u bang que
thir. Vi vay khuyén céo xdc nhan két qua duong tinh khi thir bang que thu bang cac phuong
phép khac nhu phuong phap Biuret, phuong phap do d6 duc hodc két hop chat mau, hoic sir
dung cac phuong phap thay thé ngay tir dau.

Séc phan vé:

Gabapentin c6 thé gay sbc phan ve. Dau hiéu va triéu chung trong cac truong hop duoc bdo cdo
bao gdm kho thg, sung mdi, 6 hong va ludi, va ha huyet 4p can cip ctru. Nén huéng dan bénh
nhan nging thude va dén trung tm y té ngay khi c6 céc ddu hiéu hoic triéu chimg trén.

Str dung cho phu nir cé thai va cho con bu:

Phu nit mang thai:

Chura c6 thong tin ddy du vé st dung gabapentin ¢ phu nit mang thai.
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Nghién ctru trén dong vat cho thay doc tinh trén sinh san. Nguy co & ngudi van chua rd.
Gabapentin khong nén duoc st dung trong thai ki trir khi lgi ich cho me vuot trdi rd rang so véi
nguy co cho thai nhi.

Chua c6 két luan chic chin viéc gabapentin c6 lién quan dén nguy co di tat bam sinh khi ding
trong thai ki hay khong, vi su hién dién cia chinh bénh dong kinh cung véi thuéc chéng dong
kinh trong cic béo céo.

Phu nit cho con bu:

Gabapentin tiét vao sita me. Vi tac dong ctia gabapentin trén tré so sinh 1a chua rd, nén than
trong khi dung gabapentin & phu nit cho con bl. Chi nén dung gabapentin cho phu nit cho con
bu khi g1 ich vuot trdi 10 rang so voi nguy co.

Kha nang sinh san:

Chua thiy c6 tac dong cua gabapentln 1én kha nang sinh san trong cac nghién ctru trén dong vat.

Anh hwéng cia thudce do6i véi cong viée (ngudi van hanh mdy moéc, ngudi dang 14i tau xe,
ngudi 1am viée trén cao va cic truong hop khic): Gabapentin c6 thé gdy giam nhe dén trung
binh kha nang lai xe va van hanh may moc. Gabapentin tac dong 1€n hé than kinh trung wvong va
c6 thé giy budn ngu, chéng mit hodc cic triéu chimg lién quan khédc. Mac du chi & mirc d nhe
hay trung binh nhung nhiing tic dung khong mong mudn nay c6 thé gy nguy hiém cho bénh
nhan néu l4i xe hodc van hanh may moéc. Diéu nay dic biét dung khi méi bit dau diéu tri va sau
khi tang liéu.

7. TUONG TAC CUA THUOC VOI CAC THUOC KHAC VA CAC LOAI TUONG TAC
KHAC

C6 béo cdo truong hop suy ho hdp va/ hodc an than lién quan dén phdi hop gabapentin va opioid,
AUC trung binh cua gabapentin tang 44% khi dung chung v6i morphin. Cén can nhéc khi sir
dung phdi hop nay, dac biét la ¢ nguoi cao tudi.

Khong quan sat thiy tuong tac giita gabapentin va phenobarbital, phenytoin, acid valproic hoic
carbamazepin.

Dugc dong hoc trang thai on dinh cua gabapentin & ddi tugng khde manh tuong tu véi bénh
nhan bi dong kinh ding thubc chéng dong kinh.

St dung chung gabapentin va thudc tranh thai duong udng co chira norethindron va/ hodc
ethinyl estradiol khong anh hudng dén dugc dong hoc trang thai on dinh cta ca 2 thude.

St dung chung gabapentin va cic thudc khang acid c6 chira nhém va magnesi lam giam sinh
kha dung gabapentin dén 24%. Nén dung gabapentin it nhat 2 gio sau khi dung cac thudc
antacid.

Probenecid khong 1am thay ddi thai trir qua than ciia gabapentin.

Co su giam nhe, khong quan trong trén 1am sang thai trir qua thén cta gabapentin khi dung
chung véi cimetidin.

8. TAC DUNG KHONG MONG MUON

Rat thuong gdp, ADR > 1/10

Nhiém triing va nhiém ki sinh tring: Nhiém virus.

Than kinh: Budn ngi, chéng mat, mét didu hoa van dong.

Toan than: Mét mai, st.

Thuong gap, 1/100 <ADR < 1/10

Nhidm tring va nhidm ki sinh tring: Viém phoi, nhidm tring ho hap, nhiém tring duong tiéu,
nhiém triing, viém tai gifra.

Mau va hé bach huyét: Giam bach cau.

Chuyen hoa va dinh dudng: Biéng i an, tang cam gidc ngon miéng.

Tam than: Hung hing, 14 13n va réi loan cam xic, trdm cam, lo ling, cing thiang, suy nghi bat
thuong.

Than kinh: Co giat, ting dong, loan can ngdn, mét trf nhd, run, mat ngu, nhic dau, cam giac nhu
di cam, giam cam gidc, bat thuodng phdi hop, rung giat nhin cau, ting/ giam/ mat phan xa.
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Thi gidc: Rbi loan thi giac nhu giam thi luc, nhin dbi.

Tai va mé dao: Chong mat.

Mach mau: Tang huyét dp, giin mach.

Hb hap, 16ng nguc va trung that: Khé tha, viém phé quan, viém hong, ho, viém mii.

Tiéu héa: Budn nén, ndn, bat thudng ring miéng, sung nudu ring, tiéu chay, dau bung, khé tiéu,
tdo bon, khd mi¢ng hoac ) hong, d?ly hoi.

Da va ciac md dudi da: Phit mat, ban xuit huyét thuong duwoc miéu ta 13 bAm mdu do chin
thuong thé chét, phat ban, ngtra, mun trirng ca.

Co xwong va md lién két: Pau khép, dau co, dau lung, co giat.

Hé sinh duc va tuyén vi: Liét duong.

Toan than: Phu ngoai bién, dang di bat thuong, suy nhugc, dau, kho chiu, hdi chirng ctim.

Xét nghi¢m: Giam ) luong bach cau, tang can.

Chén thuong va tring doc: Chan thuong tai nan, gdy xuong, triy da.

It gap, 1/1.000 <ADR < 1/100

Mién dich: Phan tmg di tng (nhu nbi may day).

Chuyen héa va dinh dudng: Tang glucose huyét (thuong thiy ¢ bénh nhan dai thao duong).

Than kinh: Giam chirc nang van dong, suy giam tinh than.

Tim: Panh trong nguc.

Toan than: Phu toan thén.

Xét nghiém: Tang SGOT (AST), SGPT (ALT) va bilirubin trong xét nghiém chirc nang gan.
Chan thuong va tring doc: Té nga.

Hiém gdp, 1/10.000 <ADR < 1/1.000

Chuyén héa va dinh dudng: Ha glucose huyét (thuong thiy & bénh nhan dai thio dudng).

Than kinh: Mat y thic.

Chura biét tan sudt

Mau va hé bach huyét: Giam tiéu cau.

Mién dich: Hoi chimg qua man, phan tng toan than voi nhidu biéu hién c6 thé bao gdom sdt, phat
ban, viém gan, ndi hach, tang bach cAu 4i toan va d6i khi 1a nhiing du hiéu va triéu chung khac,
sdc phan vé.

Chuyén héa va dinh dudng: Ha natri huyét.

Tam than: Ao gidc.

Thén kinh: Céc roi loan van dong khéc (nhu ching mda giat mda von, r6i loan van dong, rbi
loan truong luc co).

Tai va mé dao: U tai.

Tiéu héa: Viém tuy.

Gan mat: Viém gan, vang da.

Da va cac mo dudi da: Hoi chung Stevens-Johnson, phut mach, ban do da dang, rung téc, phat
ban do thudc kém tang bach cau 4i toan va tridu ching toan than.

Co xuong va mo lién két: Tiéu co van, rung gidt co.

Than va tiét niéu: Suy than cap, tiéu khong ty chil.

He¢ sinh dyc va tuyén vi: Phi dai v, nit héa tuyén vd, rdi loan chirc niang sinh duc (bao gdom
thay ddi ham mudn, rdi loan chiric nang cuong duong va khong dat dugc cuc khodi.

Toan than: Phan ung cai thubc (chu yéu Ia lo léng, mét ngu, budn ndn, dau, d6 mod hoi), dau
nguc. Dot tr khong rd nguyén nhan di dugc béo cao nhung mébi lién quan véi didu tri bang
gabapentin chua dugc thiét 1ap.

Xét nghiém: Tang ndng do creatinin phosphokinase huyét.

C6 bdo cédo viém tuy cap khi diéu trj v6i gabapentin. Méi lién quan véi gabapentin chua rd.

O bénh nhan thAim phan mdu do suy than giai doan cudi, d3 6 bao cdo bénh co kém tang néng
do kinase.
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Nhiém tring dudng hod hip, viém tai giita, co giat va viém phé quan chi duoc bdo cdo trong
nghién ctru 14m sang ¢ tré em. Thém vao do, trong nghién ciru 1am sang ¢ tré em, hanh vi hung
hang va tang dong duoc bdo cdo véi tan suat thuong gap.

Thudc c6 thé giy céc tc dung khong mong muon khdc, nén khuyén bénh nhan théng bdo nhiing
tdc dung khong mong muén gap phai khi st dung thudc.

Huwong din xir tri ADR

Mit phdi hop van dong thuong lién quan dén lidu ding. Néu giam liéu ma khong d&, phai
ngung thudc.

Néu c6 nghi ngd hoi chung Stevens-Johnson, phai ngung thuoc

Khong nén dimng thudc dot ngdt vi ¢ thé 1am ting tan sudt cac con dong kinh. Trudce khi ngung
thudc hodc chuyén sang str dung thubc chdng dong kinh khdc can phai giam liéu tir tir trong
vong it nhét 1a 7 ngay.

9. QUA LIEU VA CACH XU TRI

Nhiém doc cép tinh, de doa tinh mang chua dugc thdy khi qua lidu gabapentin dén lidu 49 g.
Triéu ching cua qua lidu bao gém chong mat, nhin doi, noi lap, budn ngu, mét y thic, hon mé
va ti€u chay nhe. TAt ca bénh nhan hdi phuc hoan toan khi diéu tri hd tro. Viéc giam hap thu &
lidu cao hon cua gabapentin c6 thé han ché su hap thu hoat chat khi qua liéu va, vi vay, giam
thiéu doc tinh khi ding qua liéu.

Qua liéu gabapentin, dic biét 1a khi phdi hop véi cac thude trc ché hé than kinh trung wong khac
c6 thé gay hon mé.

Mic du gabapentin c¢6 thé duoc loai bo nhd tham phan mau, nhitng kinh nghiém truée day cho
théy khong can thiét thuc hién. Tuy nhién & bénh nhan suy than nang, co thé chi dinh thim phan
mau.

Liéu udng gy tir vong cua gabapentin chua dugc xac dinh & chudt dugc cho ding lidu cao dén
8000 mg/ kg. DAu hiéu nhiém doc cép tinh & dong vat bao gém mét diéu hoa, kho tha, chung sa
mi mat, hodc kich thich.

10. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO: Khong diing qu lidu chi dinh.
11. TEN, PIA CHI VA BIEU TUQNG CUA CO SO SAN XUAT

Sdn xuat tai:

DAVIPHARM

CONG TY CO PHAN DUQC PHAM DPAT VI PHU

(DAVIPHARM)

L6 M7A, Puong D17, Khu Céng nghiép My Phudc 1, Phuong Théi Hoa, Thi xa Bén Cat, Tinh
Binh Duong, Viét Nam

Tel: 0274.3567.687 Fax: 0274.3567.688
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