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BINID 30

Doc ki huwedng din siv dung trwde khi ditng. Dé xa tim tay tré em.

[ANFT PHAN CONG THUC: M3i vién nén bao phim chira:

Théanh phén dieoe chat:

Nateglinid

Théanh phén td diroc:

Lactosc monohydrate, microcrystalline cellulose, croscarmellose sodium, crospovidone,
povidone K30, silicon dioxyd, magnesium stearate, Opadry® 03A18373 White (Talc,

Hypromellose; Titanium dioxide).

DANG BAO CHE: Vién nén bao phim

M5 ta: Vién nén bao phim hinh tru det, mau tréing, thanh va canh vién lanh lan.

CHI PINH:

BINID 30 cai thién qué trinh chuyén héa dudng huyét sau &n & bénh nhin d4i thio dudng
tuyp 2. Tuy nhién, chi ding thude trong trudng hop khong dat duge higu qua day du voi bat
k¥ li¢u phap nao sau day:

Chi an kiéng va tap thé duc.

Sir dung thude tre ché o-glucosidase clng véi &n king va tap thé duc.

Sir dung biguanid ciing v6i an kiéng va tip thé duc.

Sir dyng thiazolidinedion ciing vai an kiéng va tap thé dyc.

Ciic len § lién quan dén chi dinh:

Bénh nhan chi #n kiéng va tap thé duc, liéu phap co ban trong diéu tri bénh déi thdo dudng,
chi ding thudc cho bénh nhan c6 dudng huyét lic déi tr 120 mg/dL trd 1én hojic dudng
huyét sauan 1 - 2 gio tir 200 mg/dL trd lén.

Bénh nhén ding thude ire ché o-glucosidase cling véi an kiéng va tap thé duc, chi ding thude
cho bénh nhan ¢6 dudng huyét lic doi tr 140 mg/dL tré [én.

CACH DUNG & LIEU DUNG:

Lidu thudng ding & nguoi 16n 1a nateglinid 90 mg x 3 lan/ngay, udng ngay trude bira dn. Néu

khong dat duge hiéu qua ddy du, c6 thé tang liu 1én 120 mg va theo ddi chn thén.

Ciic lwu § lién quan dén lidu dimng:

Khi dung thudc sau bira an, thude khong thé duoc hfip thu nhanh va tdc dyng cla thude bi
giam. D& ngén chiin hiéu qua tinh trang ting duong huyét sau &n, nén dung thube trong vong
10 phat truée bira dn (ngay trude bita an). Ngoai ra, do thude ¢6 tic dung ngay sau khi dling,
ding thude trude bira #n 30 phit co thé gay ha duong huyét trude khi an.

Péi véi ngudi cao tudi, nén bat diu ding thudc vé6i liéu thip (60 mg mdi lan) va theo doi
chiit ché tinh trang ctia bénh nhan nhw ndng do dudmg huyét.

CHONG CHI PINH:

Bénh nhén bi nhiém toan ceton ning, hon mé hoic tién hén mé do dai thao duong hodc dai
thao duong tuyp 1 (vi diéu chinh nhanh choéng tinh trang ting dudng huyét bing dich truyén
tinh mach va insulin 1a can thiét, nén viée sir dung thude 13 nay khong phi hop).

Bénh nhén suy thén niing cin phai loc mau.
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Céc phong ngira quan tn ong

Thude nay ¢6 tac dung kich thich tiét insulin nhanh. Dich tac dyng cta thudc nay cling gidng
nhw ctia sulfonyluré. Tinh an toan va hiu qua trén ldm sang cia tic dung cong hop/hiép
déng véi cac sulfonyluré chua duge xdc nhan. Vi vdy, khong sir dung cung véi céc
sulfonyluré.

Do ha dudmg huyét va céc tridu chimg ha dudng huyét ¢6 thé xay ra sau khi ding thudc nay,
cin thén trong khi ding thudc cho ngudi lam viée trén cao, 14i xe...

Bénh nhan cén duoc théng bio diy di vé ce triéu chimg ha duong huyét va cach xir tri.
Trong thdi gian st dung thudc nay, nén kiém tra dudng huyét thudng xuyén va theo doi chit

ch@ tinh trang ctia bénh nhan. Néu téc dung cia thube dbi v6i duong huyét sau an la khong
i ngay ca khi di dung thube nay tir 2 dén 3 thang (khdng thé kiém sodt dugc dudng huyét
sau dn 2 gio xubng dudi 200 mg/dL), nén xem xét chuyén sang phuong phap diéu tr thich
hop hon.

Tinh an toan khi sir dung ddng thoi thube ndy véi pioglitazon hydroclorid 45 mg mdi ngay
chua dugc thiét 1ap (co it kinh nghiém sir dung dong thai).

Thén trong trén cic nhém bénh nhén diic biét

Bénh nhdn cd tién sir bénh phire tap
Bénh nhéan thiéu mau co tim:

» - . 2 . \ A . . 2 «d . A
P& ¢6 béo cdo vé cac trudng hop nhoi méau co tim duge cho 13 do thiéu méu co tim cye b

trdm trong hon trén nhitng bénh nhén str dung thude nay.
Céc tinh trang bénh nhén c6 thé giy ha duong huyét:

o Suy tuyén yén hodic tuyén thurgng than.

o Réi loan tidu héa nhu tidu chay va non.

e Suy dinh dudng, d6i, an ubng thét thuong, in khong du chét hogic suy nhuaoc.

e Tap luyén co bép cudmg db cao.

e Ubng qua nhiéu rugu.

Bénh nhdn suy thin

Bénh nhén suy thin ning:

Khong dimg thude nay cho bénh nhin suy thin ning cin loc mau. Cé thé giy ha duong
huyél.

Bénh nhan suy than (khong bao gém bénh nhan suy than ndng):

Chn cht ¥ dén lidu ding, c6 thé bit dAu vai lidu thip, va ding thude dudi sy giam sét chat

ch&. C6 thé gay ha duong huyét.

Bénh nhén réi loan chitc néng gan

C6 thé gay ha dudng huyét. Ngoi ra, néu rdi loan chirc nang gan try nén trAm trong hon, nén
ngirng ding thude va 4p dung cic bién phép thich hop.

Tré em
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Ta dwoe
Thube ndy cé chira lactose. Bénh nhén bi rdi loan di truyén hiém gip nhu khéng dung nap
galactose, thiéu hut lactase hoan toan hogic kém hép thu glucose-galactose khong nén ding
thube nay.
Thubc nay chita duéi 1 mmol (23 mg) natri trong mdi vién, tirc vé co ban duge xem nhu
“khong chtra natri”.
SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON BU:
Phu nir ¢6 thai
Khéng dimg thube cho phy nit mang thai hofic c6 thé mang thai. Thudc ndy di qua nhau thai
(chudt) va c6 tac dung gdy quai thai (thd) trong cac nghién ctru trén dong vat.
Phu nit cho con bul
Cén nhéc loi ich gitta viée didu tri va cho con bu dé tiép tuc hay nging cho con bu. Thubc
ndy da duoc bdo cdo co bai tiét vao sita me trong céc thi nghiém trén dong vét (chudt).
ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Do ha dudng huyét va cc triéu chirng ha duong huyét ¢6 thé xay ra san khi ding thudc nay,
cin théan trong khi dung thude cho ngudi lam viée trén cao, 1ai xe, van hanh may moc.
TUONG TAC, TUONG KY CUA THUOC:
Twong tic cita thude:
Thude nay duge chuyén héa chi yéu bai enzym CYP2C9.
Than trong khi ding dbng thoi:
Tén thudce

Thube d4i théo duomg

Co ché - nguy co

Triéu chiing - cdch xur tri

Tac dung ha dudng huyét
duge ting cudng do tac dung

Céc triéu chirmg ha dudng
- Céc ché pham insulin huyét (cdc tridu ching ban
duge 1y cong hop theo nhicu

co ché tac dong khac nhau.

dau nhu d6i, ngdp, buon
non, tho o va do dén, sau do

- Céc biguanid

- Thubc e ché
glucosidase

- Céc thiazolidinedion

- Thube trc ché DPP-4

- Thubdc chu van thu thé
GLP-1

- Thude ttc ché SGLT2
aldose

la cac triéu ching nhu ting
huyét 4p, @6 md hdi, run rdy
va sfic mit tai nhot, din dén
mét y thire, co gidt va hon
me).

Vi tdc dung ha dudng huyét | Két qua thir nghiém in vitro

, A w \ A
¢6 thé dugc tang cudng, cin

Thude (e ché

reductase cho thdy, st dung ddng thoi

Epalrestat,...

Céc thude chong viém nhém
pyrazolon

theo dbi chdt ché dudng
huyét va tinh trang cta bénh
nhn, giam liéu néu can.

voi epalrestat ¢6 thé lam ting
néng d6 trong huyét twong
cua thude nay 1én t&i 1,5 lan.

Do trc ché lién két véi protein
trong mdu, ttc ché bai tiét qua
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Y& chat acid salicylic

Céc thude fibrat
Clofibrat
Bezafibrat, ...

Miconazol, fluconazol,

fosfluconazol, ...

Probenecid

Thudc nhém coumarin
Wafarin kali,...

Sulfamethoxazol, ...

Clorampheniol

Thudc chen B

Propanolol hydroclorid,...
Thubc wc ché monoamin
oxidase

Cac hormon dong hoa

Khéang sinh nhém
tetracyclin
Tetracyclin hydroclorid

Minocyclin hydroclorid, ...

thén, va tr¢ ché chuyén hoa &
gan.

Do trc ché lidn két véi protein
trong mau va tic dung ha
duomg huyét cia céc ché
phém acid salicylic.

Do tic ché lién két v&i protein
trong méu, trc ché chuyén hoa
& gan, va uc ché bai tiét qua
than.

Do e ché lidn két véi protein
frong mau va e ché chuyén
héa ¢ gan.

Do tic ché bai tiét qua than.

Do tre ché chuyén héa & gan.

Do tic ché lién két voi protein
trong mau, trc ché chuyén hoa
& gan va \ic ché bai tiét qua
than.

Do trc ché chuyén héa & gan.

Ha dudng huyét do (rc ché
qua trinh tdn tao glucose &
gan va ting nhay cam voi
insulin ngoai vi.

C6 gia thuyét cho ring, tic
dung ha dudng huyét clia
hormon déng héa chi xdy ra &
bénh nhén déi thio dudmg do
tte ché qué frinh chuyén hoa
va bai tiét.

Do ting nhay cam véi insulin

Adrenalin

Hormon vo thuong thin

Methylprednisolon, ...

Dung dong thai c6 thé lam
gidm tac dyng cua thude
udng ha duong huyét, khién
dudng huyét ting cao va
khong kiém soat duogc. Can
hét stc chit ¥ dén tac dong
lam tang dudng huyét sau

Tang dudng huyét do te ché
hip thu glucose & ngoai vi va
thiic ddy qua trinh tdn tao
glucose ¢ gan.

Do tdng qua tiinh tén tao
glucose & gan va gidm nhay

cam v&i insulin & cac mod
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TAHo %«n budng trimg
3 Ethinyl estradiol, ...

Isoniazid, ...

Pyrazinamid, ...

Thudc nhém Phenothiazin
Clorpromazin
hydroclorid,...

Thube loi tiéu
Nhoém thiazid
Clorthalidon, ...

Phenytoin, ...

an. Khi st dung dong thoi,

X o gk iy S
can chu y kieém soat dudng
huyét, do duong huyét
thudng xuyén, va diéu chinh

lidu khi cin thiét,

ngoai vi

Do e ché dong héa glucose
& gan.

Co ché con chua 16.

C6 thé do nhitng thay ddi
trong bai tiét cortisol, st dung
glucose clia mo, san xudt qua
mic hormon ting trudng,
thay ddi chirc ning gan, v.v.

Tang dudng huyét do rdi loan
chuyén héa carbonhydrat va
1di loan dung nap glucose.

Co ché con chua 8.
Da c¢6 bédo cdao cho 1‘éng rat
khé kiém sodt dudng huyét.

Do trc ché giai phéng insulin
va gidi phong adrenalin tir
tuyén thuong than.

Do giam kali huyét thanh,
giam bai ti€t insulin va giam
nhay cam véi insulin,

Do trc che trye ticp sy bai tiét
insulin.

Hormon tuyén giap

Khi str dyng dong thoi, can
theo ddi cAn than dudmg
huyét va tinh trang cua bénh
nhan.

Picu kién kiém sodt dudng
huyét ¢6 thé thay ddi.

Twong ky ciia thude: Do khong ¢ céc nghién ciu v& tinh tuong ky cta thude, khong tron

14n thudce nay véi cac thude khéc.

TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dung khong mong mudn sau diy c6 thé xiy ra. Bénh nhén can duge theo doi cén
than, va néu lhéy bat ky dau hiéu bét thudng ndo, nén ip dung céc bién phép thich hgp nhu

ngirng dung thude.

The dung khéing mong mudn nghiém trong

Ha dwong huyét (tin suit 0,1% dén <5%)

Ha dwong huyét va céc triéu chimg ha dudng huyét (d6i, 45 md hoi, lanh, chéng mit, chodng
vang, danh tr("ing nguc, suy nhuge, tdm trang yéu, run, mat y thire,. ...) co thé Xay ra. Néu
thdy céc triéu ching ha dudng huyét, hily dp dung céc bién phép thich hop nhu dn thue pham

chira carbonhydrat. Tuy nhién, néu quan sat thdy céc tridu chimg ha dudng huyét do sir dung

ddng thoi véi thude e ché a-glucosidase, nén sit dung glucose.

Rbi logn chirc nang gan, vang da (n‘in suit <0,1% )
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hay thich hop.

ftiu co tim (khong ré tan suai)

Dot tir (khdng ro tin suit)
Cic truomg hop dot tir khong r& nguyén nhéan da duge bdo cédo & bénh nhan diéu i bing
thude nay.

Cic tic dung khong mong muén khée:

0,1% dén < 5% Khdng rd tan suét
Tang lactat, ting pyruvat,
ting acid uric, tdng kali
huyét thanh

Chuyén hoa

Budn non, ciﬁy hoi, | Non, phan long Viém ludi, viém
i ik chudéng bung, khé chiu & miéng, kho miéng
da day, dau bung, tao
bén, tiéu chdy

Oud mA Phat ban, ngtra Mé day, hdng ban
ud man
’ da dang

R6i loan chitc ning gan
Gan (tang y-GTP, LDH, AST,
ALT, v.v.)

Thén R&i loan chire ning than

Thicu méu, giam bach

Mau % 3 VA A
cau, giam tieu cau

Nhirc ddu, danh trdng|Tic nguc, 16i loan |R6i loan cuong
Khi ngye, chéng mit, kho|vi gide, budn ngu, |duong, co thit co,
ac . - TR e ; i
chiu, ting cén, phi (mdt,|di tiu thuong|mit mo

chén v.v.) xuyeén, bbc hoa, sbt

Thong bio ngay cho bdc st hojic dwge si nhitng phdn iing c6 hai giip phai khi sit dung
thuée.
QUA LIEU VA CACH XU TRi:
Trong mét nghién citru lAm sang & bénh nhin dai thao duong tuyp 2, nateglinid duge ding
voi cée lidu tang 1én dén 720 mg/ngay trong 7 ngay va khéng ¢6 bdo céo vé céc phan tng
phu cé v nghia 14m sang. Khong cé trudong hop nao vé qua lidu nateglinid trong céc thix
nghiém lam sang. Tuy nhién, qué lidu c6 thé dén dén tac dung ha glucose huyét qué mire,

véi sy gia tAng cdc tridu chimg ha duong huyét. Cac triéu ching ha dudng huyét khong c6
mét y thirc hodc dau hi¢u than kinh cAm duogc diéu tri béng glucose uong va dicu chinh liéu

va/hoiic dang bita dn. Phan Gng ha dudng huyét ning v6i hon mé, co gidt hodc cic triéu

chimg thin kinh khéc cén duge diéu tri bing glucose dudng tinh mach. Vi nateglinid gan két

cao vdi protein, thim phén khong phai 1 bién phap hiéu qua dé loai bo nateglinid khoi mau.
PAC TINH DUQC LUC HQC:
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Jing ha dwong huyét

Khi cho 6 nam gi6i trudng thanh khoe manh ubng nateglinid 60 mg, 3 lan mdi ngay trude
bita in, trong 7 ngay, thude kich thich tiét insulin sém sau mdi bita &n va ngin chiin su tdng
dudmg huyét.
Sir dung nateglinid duéng udng cho chudt GK mic bénh dai thdo dudng tuyp 2 khong béo
phi va chudt mic bénh dii thao dudng do streptozotocin (nSTZ), da co sy cai thién dbi voi
dép (mg tiét insulin bi suy gidm va kha ning dung nap glucose (in vivo).
Str dung nateglinid dudng ubng cho chudt da thiy su tc ché ting dudng huyét sau khi ding
céc loai carbonhydrat khac nhau (glucose, sucrose, tinh bot, lactose va dung dich dudng hén
hop) va dudng huyét trd v& gia tri ciia nhém chirng trong vong 2 gidr sau khi ding thude (in
vivo).
Cho chuét udng nateglinid da kich thich tiét insulin sém 15 - 30 phat sau khi udng sucrose
(in vivo).

PAC TINH DUQC DONG HQC:
Nong dé thube trong miu:
St dung lidu don nateglinid 20, 40 hodc 60 mg dudng ubng cho nam gi6i truéng thanh khoe
manh (n = 6) lic déi, ndng dd dinh dat dugc trong khoang 0,9 - 1,8 gitr sau khi dung thuée,
v6i thoi gian ban thai la 1,1 - 1,3 gio.

Liéu dung

Tinax (gib')

Chnax (ug/mL)

tiz (gio)

20 mg

1,31

1,52

1,16

40 mg

1,75

3,13

1,12

60 mg

0,92

4,68

1,27

Nong dé thudc trong huyét tiong khi dimg dong thoi véi biguanid:

Str dung nateglinid dudng ubng véi lidu 60 mg, 90 mg, 120mg ba 14n mdi ngay trong 12 tudn
cho bénh nhan dai thio dudng tuyp 2 ¢6 ding metformin hydroclorid, ndng dd nateglinid
trong huyét twong cho két qua tuong tu. Ngoai ra, khéng c6 anh hudng dang ké nao dén duge
dong hoc ctia metformin hydroclorid.

Néng dé thudc trong huyét twong khi dimg dong thoi véi thiazolidinedion:

O bénh nhén dai thao duong tuyp 2 dang didu tri bing pioglitazon hydroclorid, ubng mot lidu
duy nhét nateglinid 120 mg ngay trudc bita in sang. Néng d6 thudc trung binh trong huyét

tuong tuong ty nhu khi sir dung nateglinid don doc. Ngoai ra, viéc str dung déng thoi thude
nay khong anh hudng dén ndng do trong huyét thanh cia pioglitazon hydroclorid va cic hop
chit ¢ hoat tinh.

Hip thu:
Anh hieéng ciia thire dn:

Str dung nateglinid 60 mg dudng udng truée bira &n cho nam gidi truéng thanh khoe manh (n
= 10), nong d6 dinh dat duge sau khi ding thude khodng 0,5 git, va thai gian ban thai
khodng 1 gid.
Chuyén héa:
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gi6i truong thanh khoe manh uong nateglinid 60 mg, chét chuyen hoa ¢6 nhom
fuoc hydroxyl héa 13 chét chuyén héa chi yéu cta nateglinid trong huyét tuong,

gy
fﬁateglinid dugce chuyén héa & gan va than trén chudt va ché. O ngudi, nateglinid dwoc
chuyén héa chi yéu bai enzym chuyén hoa thudc & gan CYP2C9 (nghién ctru in-vitro).
Thai trir:
Chat chuyén hoa ¢6 nhom isopropy! duge hydroxyl hoa dugce bai tiét chu yéu qua nudc tiéu

(khoang 40% lidu ding), va mot ty 18 khoang 5% thude duoc bai tiét qua nuée tiéu dudi dang

khéng dbi. Mit khac, khi ding nateglinid danh ddu phéng xa cho chudt va ché, khoang 30-
40% liu dung ddnh ddu phong xa duoc bai tiét qua nude tidu va 50-60% duoce bai tiét qua
mit.

QUY CACHDONG GOI: Hop 3 vi, 5 vi, 10 vi, 50 vi x 10 vién.

PIEU KIEN BAO QUAN: Noi kha, nhiét do duai 30°C, tranh 4nh séng.

HAN DUNG: 36 théng ké tir ngdy san xuit.

TIEU CHUAN CHAT LUQNG: TCCS.

Sdn xuit tai:

CONG TY CO PHAN DUQC PHAM CONG NGHE CAO ABIPHA
Dia chi: L dat CN-2, Khu céng nghiép Pht Nghia, Xa Phi Nghia,
Huyén Chuong M§, Thanh phé Ha Nai, Viét Nam.

Dién thoai: 024.62627788 Website: www.abipha.com.vn




