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NHAN HOP GLOGAPEN

Kich thudc:
Dai : 92 mm
Rong: 24 mm

Cao : 60 mm

\

X Thusc ban theo don Hop 3 vi x 10 vién nang

GLOGAPEN

Gabapentin 300 mg IR

THANH PHAM: M5 vitn nang chila Gabapentin 300 mg. TEU crukn: USP 34
f cHl BNH, LIy LUOWG, CACH DONG, CiiNg cHi SBK:

NSX /Mig. Date

S8 16 SX / Batch No.:
HD / Exp. Date
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0 OUAN: BE ndi khd 3o, tréinh 4nh sing, 35 Dai LY Ty Do, KCN Viét Nam - Singapore,
nhidt 60 khong qud 30°C. Thugn An, Binh Dung.
i p R Prescription only Box of 3 blisters of 10 capsules

GLOGAPEN

Gabapentin 300 mg
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COMPOSITION: Each capsule contains Gabapentin 300 mg. mﬂt!ﬂ’ﬂ

[

3

@
IX\/hr‘r"’WA\. -1

INDICATIONS, DOSAGE, ADMINISTRATION,

COMTRAINDICATIONS AND OTHER IFORMATION:

Please refer to the package inserl.

KEEP OUT OF REACH OF CHILDREN. READ Manufactured by:

CARERALLY THE LEAFLET BEFORE USE. GLOMED PHARMACEUTICAL COMPANY, inc.

STORAGE: Store at the lemperature not more than 30°C, 35 Tu Do Boulevard, VSIP,
in a dry place, protect from ight.
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[ Thudc bn theo don Hop 10 vi x 10 vign nang

GLOGAPEN

Gabapentin 300 mg I
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[X Thubic bén theo don Hop 10 v x 10 vign nang

GLOGAPEN

Gabapentin 300 mg I

THANH PHAN:
M®&I vién nang chifa Gabapentin 300 mg.

CHI D|NH, LIEU LUQNG, CACH DUNG,
CHONG CHI BINH VA CACTHONG TIN
KHAC VE SAN PHAM:

Xem t& hudng dén sir dyng.

DE XA TAM TAY CUA TRE EM. DOC KY
HUGNG DAN S0’ DUNG TRUGC KHI DUNG.

BAO QUAN: D€ nal khé réo, trénh 4nh séng,
nhiét d§ khéng qué 30°C.

TIEU CHUAN: USP 34
SPK:

San xudt bdi:

CONG TY €6 PHAN DUGQC PHAM GLOMED
35 Pai L& Tu Do, KCN Viét Nam - Singapore,
Thuén An, Binh Duong.

NHAN HOP GLOGAPEN

Kich thudc:

Im Prescription only

Ngay 44 thang vbnam 204L
P. Téng Giam Dac
=

Dai : 80mm
Rong: 60 mm
Cao : 92 mm
Box of 10 blisters of 10 capstles

GLOGAPEN

Gabapentin 300 mg I

COMPOSITION:

Each capsule contains Gabapentin 300 mg.

INDICATIONS, DOSAGE, ADMINISTRATION,
CONTRAINDICATIONS AND OTHER
INFORMATION:

Please refer to the package insert.

KEEP OUT OF REACH OF CHILDREN. READ
CAREFULLY THELEAFLET BEFORE USE.

STORAGE: Store atthe temperature not more than
30°C, In a dry place, protect from light.

SPECIFICATION: USP 34
REG. No:

Manufactured by:

GLOMED PHARMACEUTICAL COMPANY, Inc.
35Tu Do Boulevard, VSIP.

Thuan An, Blnn[ Duong.

§616 SX / Batch No.:
NSX / Mig, Date
HD / Exp. Date
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HUONG DAN SU DUNG THUOC

= EqS GLOGAPEN

Gabapentin
Vién nang
1- Thianh phin
Mai vién nang chira
Hoat chit: Gabapentin 300 mg
T4 duge: Lactose monohydrat, tinh b§t ngo, talc.
2- Duge luc hoe va duge djng hoc
Dugre luc hoc
Gabapentin ¢6 cdu triic lién quan dén chét d&n truyén thin kinh GABA (gama-aminobutyric acid) nhung co ché tac dung ctia né lai
khac véi mdt s6 céc thubc khéc ma c6 tuong thc véi céc synapse cua GABA, bao gdm valproat, barbiturat, benzodiazepin, céc thudc trc
ché GABA transaminase, cic thudc rc ché sy thu hoi GABA, céc chat chu vén trén thy thé cua GABA va céc tién chit ciia GABA.,

Durgre djng hoc
Gabapentin dugc hép thu qua dudmg tiéu hoa biing con dudng chuyén héa blio hda. Sau khi u:‘mg, ndng d dinh cua gabapentin trong
huyél trong thudng dat duoc trong vong 2-3 gidr sau va dat tinh trang on djnh trong vong 1-2 ngdy. Gabapentin dugc phén b6_réng
khap co thé nhung ti I¢ gan két v6i protein huyet twong rﬁt thap. Gabapentin dugc phén bo trong sita me. Gabapentin bj chuyén héa
khong déng ké va gin nhu ton b liéu dung dugc bai tiét trong nuée tiéu, phén cdn lai duge bai tiét trong phan. Nira ddi thai trir cia
thudc 12 khoang 5-7 gid.
3- Chi djnh
+ Dgongkinh:
- Gabapentin dugc chi dinh nhu 12 don trj li¢u trong diéu trj céc con dng kinh cyc by c6 hay khong kém theo céc con todn thé thir
phét & ngudi 16m va tré em trén 12 tudi.
. Gabapentin dugc chi djnh nhu mt li¢u phép hd trg trong diéu trj céc con dng kinh cyc bd c6 hay khong kém theo céc con toan thé
thir phat & ngudi 16m va tré em tir 3 tudi tré 1€n,
+ Dau thin kinh:

Gabapentin dugc chi dinh diéu trj dau than kinh & ngudi 16n.
4- Litu dung va cdch diing
Gabapentin dugc ding dudng udng cing hay khong cing thirc an.
Trong di¢u trj bgnh djng Kinh:

. Cho nguwéi In v tré em trén 12 tuoi: Liéu khéi diu 300 mg ding dudng ubng trong ngay diéu trj diu tién, 300 mg ngdy 2 lin trong
ngdy thir 2, va 300 mg ngdy 3 lan trong ngdy thir 3. Sau d9, liéu c6 thé dugc ting 1én t6i lidu t6i da 3600 mg/ngdy chia 1am 3 14n
bang nhau, Liéu dung Ién dén 4800 mg/ ngay da dugc dung nap tbt & céc nghién ctru ldm sing md, dai han. Khoang thoi gian ti da
gilta céc liéu trong phéc dd liéu ding 3 14n/ngdy khdng nén vurgt qué 12 gitr dé tranh céc con co gidt bung pht.

- Cho tré em tudi tir 3 dén 12 tu6i: Sau khi ding liéu khoi dAu, lidu c6 hiéu qua cua gabapentin 12 25-35 mg/kg/ ngdy dugc chia lam 3
14n biing nhau (3 14n/ngay).

Trong diéu trj dau thin kinh & ngudi 16n:
Nén chudn liéu vé mic t3i da thong thudmg 1,8 g/ngdy chia lam 3 I4n, theo céch trong tyr v&i cich chudn liéu da dugc khuyén céo
dbi véi didu tri dong kinh & ngudi 16n, nhung liéu khdng cén chia thanh céc phén bing nhau.
Sir dung thubc & ngudi suy thin:
Giam lidu gabapentin dugc khuyén céo ddi v6i bénh nhan suy than hogc ngudi dang thim tédch méu. Lidu duy tri phit hop dya vao
thanh thai creatinin (CC) va duge chia lam 3 lan: ¢

- CC 50-79 ml/phit: 600-1200 mg/ngay.

- CC 30-49 ml/phit: 300-600 mg/ngdy.

. CC 15-29 ml/phit: 300 mg dung céch ngdy dén liéu 300 mg mdi ngay.

- CC < 15 ml/phit: 300 mg dung cdch ngay.

Péi véi nhimg bénh nhan dang dugc thim téch mu ma chua timg dung gabapentin, lidu khoi dAu 300-400 mg, sau d6 gidm xudng
200-300 mg sau mdi 4 gi¢ thim tdch mau,

5- Chéng chi djnh

Bénh nhén qué min cim v6i gabapentin hay bét ky thanh phin nao ctia thuéc.

6- Luu ¥y va thiin trong

Gabapentin nén duge dung cén thin cho bénh nhan c6 tién sit bénh tam thin. Thudc ndy cling nén ding thin trong trong trutmg hop
suy thin.

Cén than khi ngimg diu trj v&i gabapentin.

Sir dyng trén phy nir 6 thai: Khdng c6 nghién ctru diy di va kiém soét tét trén phy n c6 thai. Vi céic nghién ciru vé sinh sin trén
dong vt thir nghiém khong ludn ludn dy doén dugc dép img trén ngudi, chi nén ding gabapentin trong thai ky neu l¢i fch mang lai
cho ngudi bénh dugc cho 12 hon hin nguy co ddi véi bio thai.

Sir dung trén phy nir cho con bii: Gabapentin duge bai tiét trong sita ngudi me. Do thc dung ciia thude trén tré bi me chua duge rd,
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“nén cin thin khi chi dinh gabapentin cho ngudi me dang cho con bd. Chi nén ding gabapentin trén ngudi me dang cho con b néu lgi

ich diéu trj hon hin nhimg nguy co.

Sir dyng trén tré em: DJ an todn va hi¢u qua cia phdc b don trj lidu gabapentin & tré em duéi 12 tudi con chua d thiét 1ap. B an
todn va hiéu qua cta phéc dd didu trj hd trg sir dung gabapentin & b¢nh nhan nhi khoa duéi 3 tudi vin chua dugc thiét 1ap.

Anh hudng 1én khi niing I4i xe vA vin hinh méy méc: Gabapentin c6 thé 12m gidm khé naing l4i xe hodc vén hanh mdy méc. Bénh
nhén khdng nén 14i xe hodc van hanh cdc may moc c6 o nguy hiém cao cho dén khi biét chéc ring gabapentin khéng énh hudng 1én
kha ning tham gia vdo céc hoat djng nay cua hq.

7- Twong téc ciia thudc véi cic thude khéc va cic dang trong tiic khic

Diing ddng thoi gabapentin véi cic thudc khang acid chira nhdm va magnesi [am giam sinh kha dyng cia gabapentin khoang 20%, do
d6 nén diing gabapentin khoang 2 gi¥ sau khi udng céc thudc khéng acid.

Sur bai tiét ciia gabapentin qua thiin khang bj anh hudng bdi probenecid.

Cimetidin lam giam thanh thai ctia gabapentin & thin nhung sy gidm ndy khong c6 ¥ nghia 14m sang,

8- Téc dyng khdng mong mudn

Cic tdc dyng ngoai ¥ thudmg gap nhét ¢6 lién quan dén gabapentin 12 ngu ga, chéng mit, chimg thét didu, va mét moi.

Chimg giét cu mit, run, nhin ddi, giam thj lyc, viém hong, loan viin ngon, tang cén, khé tiéu, chimg hay quén, suy nhugc, dj cam, dau
khp, ban xuét huyét, gidm bach cau, lo &u, v nhiém khuan dudng tiét ni¢u it xay ra hon.

Céc trudmg hop hiém xay ra da duge béo cdo gbm viém tyy, hdng ban da dang, hdi ching Stevens-Johnson, viém mili, rhinitis, cing
thing, dau co, nhirc dau, phd, budn ndn va ndn, va bién doi glucose huyét & bénh nhén tiéu dudmg.

Ngumg sir dung va hoi y kién béc sTnéu ban cé bat kp ddu hiéu méi bdt thiwong nao xdy ra hodc cdc tdc dung ngoi y iré nén nding hon.
Théng bio cho bdc si nhirng téc dung khéng mong mubn giip phii khi sir dung thudc.

9- Qui lidu va xir tri

Trigu chimg: Ngb dc dudmg udng cip do gabapentin véi litu dén 49 g da dugc béo cdo. Trong d6, céc trigu chimg cia qud liéu da
dugc quan sit gdm nhin déi, n6i liu ludi, buon ngi, ngu lim, va tiéu chdy.

| Xie tri: Tt ca cdc bénh nhan déu héi phuc sau khi dugc cham séc hé trg. Gabapentin cd thé bj loai trir bing cdch thim téch méu. Mic
dii phuong phap thim tich méu khdng duge thyc hign trong mot vai trudng hep qué lidu, phuong phap ndy c6 thé dugc chi djnh véi

nhimg bénh nhén bj suy thin ning.
10- Dang bao ché va déng géi:
Hop 3 vi x 10 vién nang.
Hjp 10 vi x 10 vién nang. /
11- Bao quin:
Bio quan noi khd réo, tranh 4nh séng, nhiét d§ khang quéa 30°C.
12- Tiéu chuiin chit lugng: USP 34.
13- Han diing: 36 théng ké tir ngdy san xuét.
THUOC BAN THEO DON
DE XA TAM TAY CUA TRE EM
POC KY HUONG DAN SU' DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HO1 Y KIEN BAC SI
San xuit boi: CONG TY CO PHAN DUQC PHAM GLOMED
Dia chi: S6 35 Pai L Ty Do, KCN Viét Nam — Singapore, thj xd Thun An, tinh Binh Duong.
DT: 0650.3768823 Fax: 0650.3769095

PHO CUC TRUONG

AMain Vit Sing




