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Rewisca
:) +

Reg. No.:/ SOK:

lmporter/ DNNK:

Each hard capsule contains:
Pregaba|in........................50 mg
For lndication, Contraindication, Precaution
and Recommended dosage see enclosed package insert.
Do not store abova 30'C.
Read the package leaflet before use.
Keep out of the sight and reach of children.

3{qd

=g(U r:
r(E

Manutacturer/ Co sd sin xuAt:
KRKA, d.d., Novo mesto
Smar.leSka cesta 6, 8501 Novo mesto, Slovenia

Thinh phln: u6i vien nang cung chua:
Pregaba|in............. ..........50 mg
Ghi dinh, clch dtng, ch6ng chi dlnh vi c6c
th6ng tln kh6c: xem trong td hudng d5n su dung
thu6c kdm theo.
Bio quin: o nhiet dO dudi 30"C.
Ti6u chuin chdt luEng: TCCS
Han ding ld ngdy cu6i ctng c0a theng h6t han.

O6 xa tlm tay tr6 em.
DOc k, hudng din sth dyng truoc khi dtng.

t-
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4 x 14 hard capsules / 4 vl x 14 vi€n nang cfng

f r;rrrl ( fip(tlllt,! / vien nang ctlng
Pregabalin 50 mg

4 x 14 hard capsules I 4 vi x 14 vi6n nang cfng
Oral use / Thu6c u6ng

Pregabalin 50 mg

.<r Prescrtption drug
$! ttru6c ro con

T

Rewisca
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5Ors

5Ors

l[r rRrx

- 

- PMS-185C-KRKA

I - PMS-6e5C-KRKA

- PMS-695C-KRKA (10o/o - 50olo)

- PMS-695C-KRKA (10o/o - 30o/o)

I - PMS-355C-KRKA

I - PMS-2e5C-KRKA

- NELAKIRANO POLJE

tK rcrx
Emb. mat.:ZL. Rewisca 56x50 mg

VN

Datum:13.04.2016

lzdelal: M. Golob

F
Fia
z
oI{

6

$F(,ottu.zo6''x

iI

https://nhathuocngocanh.com/



;

&

ctAM oCjc
(qnk JO.* flon

Batch No., EXP date are printed

t$ rnm.
Emb. mat.:KL.REWISCA 50MG a'14
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Rewisca 50 mg
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Pregabalin 50 mg
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Rx

Rewisca 50 mg/ Rewisca 75 mgl Rewisca 150 mg
Vi6n nang cung Pregabalin 50 mg/ 75 mgl 150 rng

D6 xa tim tay tri em

Dgc k! hu'6'ng d6n sii'dgng tru6'c khi dirng
Thui5c ndry chi dirng theo tlo'n thuiic

THANH PHAN C6NC THTIC THUOC
M6i viin nang cftng Rewiscu 50 mg chfta:

Thdnh phan hoat chdt: Pregabalin.. ........ 50 mg
Thdnh phan ta duoc: Pregelatinised starch, Talc.
Thdnh phdn v6 nang gelatin: Titanium dioxide (El7l) (C.1. No. 77891), Gelatin, Yellow iron
oxide (E172) (C.1.No.77492), Black printing ink.

Mdi viOn nang cr?ng Rewiscu 75 mg cltfi'a:
Thdnh pha.n hoat chdt: Pregabalin.. ........ 75 nrg

Thdnh phan ta dtrg'c; Pregelatinised starch, Talc
Thdnh ph6n vo nang gelatin: Titan dioxide (El7l) (C.1. No. 77891), yellow iron oxide (8172)
(C.1. No. 77492). gelatin, Black printing ink.

fi,tdi vtAn nang crt'ng Rewiscu 150 mg chba:
Thdnh phan hoat chot: Pregabalin..
Thdnh phan td dtrg'c: Pregelatinised starch, Talc.

150 rng

Thirnh phAn v6 nang: Titan dioxide (El7l) (C.1. No. 77891). Gelatin, Red iron oxide (E172) (C.1.

No.77491), Yellow iron oxide (8172) (C.1. No. 77492), Black printing ink.

DANG BAO CHE:
Vi€n nang cri'ng

MO tA sin phim:
Rewisca 50 mg: Vi6n nang ct'ng, thAn nang miru tr6ng, n6p nang mdu.virng tr,ro'i. Ndp nang duo-c in
kli hiQu "P50" mdu den. Bdn trong nang c6 ch0'a b6t mdu tring hodc tring nhat. C6'nang s6 3.

Rewisco 75 mg: Vi6n nang c['ng, thdn nang miru vdng ndu, nip nang mdu vdng n6u. Nip nang duo-c

in kli hiQu "P75" mdu den. BCn trong narrg c6 ch0'a b6t rniru tring hoic tring nhat. C6 nang so 4.

Rewisca 150 mg: Vi6n nang cri'ng, thdn nang mdu tring, nip.nang miru n6u vhng. Nip nang.du'o-c in
ky hiQu "Pl50" mdu den. BCn trong nang c6 ch0'a b6t mdu trlng hodc trdng nhat. C6'nang s6 2.

cui olNu:
Dau thon kinh:
Rewisca duo-c chi dinh de di6u tri dau thdn kinh trung uo'ng holc ngoai vi o'nguoi lon.
Bdnh dong kinh:
Rewisca duo-c chi clinh nhu rnot lieu phap b6 tro cho nguo'i lo'n co con dorrg kinli cuc bo co hoac

khong co co giat toirn th6n thu phrit.

Roi loqn lo au lan toa:
Rewisca cluo-c chi dlnh d6 di6u tri r6i loan lo 6u lan t6a (GAD) <r ngud'i l6n.

k
q

Y

5

LIEU DUNG, CACH DUNG:
Lidu dtng:
Khodng li6u dung ti' 150 d6n 600 mg rn6i ngdy drro. c chia hai hodc ba IAn

Dau thin kinh:
DidLr tri bing pregabalin co thii duo-c bit diu voi lidu 150 rng m6i ngdy,
trdn kha ning dung nap vd d6p i'ng crla til'ng bQnh nhdn, li6u dirng co th6

chia hai hodc ba lin. Drra
drLo'c tdrrg d6n 300 rng rndi

https://nhathuocngocanh.com/



ngdy sau khoing 3 d€n7 ngdy, vd n6, cin thitit co th6 dtng li€u t6i cla 600 rng rn6i ngdy sau khoang, ,.)./ ngay tang lleu.
B(nh ilQng kinh:
Dieu tri bdng pregabalin co th€ duo'c bdt <ldu vo'i lieu l50.rng rn6i ngdy, chia lrai ho4c ba l6n. Dua

tr6n khA nlng dung {lapvd drip ilng cfra_ti'ng bdnh nhdn, li6u dtng co th6 duo.c tdng ddn 300 rng rnoi

ngdy sau 7 ngiry. Li6u t6i cla 600 mg m6i ngdy c6 th6 dat duo-c sau 7 ngdy tdng li6u.

Rbi loan b Au hn tda:
KhoAng li6u til 150 den 600 rng rn6.i ngdy..chia hai hodc ba ldn. Sr,r can. thi€t cta viQc di€u tri c6n

cluo-c d6nh giri lai thu'ong xuy€n. DieLr tri bdng pregabalin co th€ duo-c.bdt rlAu voi lieu 150 mg nr6i

ngdy. DU'a tr€n khi nang dung nap vh d6p r1'ng crJra ttlng. b6nh nh6n, lidu dung.c6 th6 cluo.c tdng clen

300 mg m5i ngdy sau 7 ngdy. Sau 7" ngdy ti€p theo, li€u ding c6 th€ tdng cl6n 450 mg m6i ngdy.

I-i6u tdi cla ld 600 mg rnSi ngdy c6 thti d4t duo-c sau 7 ngity tang lidu.
Ngrng sir dqng pregabalin:
Theo tinh tranf ta,"1dng hiQn tai. n6u duo-c y€u 

"Au 
ng,-rng su' dung pregabalin. cin thuc hi6n til til

trong thd'i gian t6i thieu I tuan kh6ng phu thuoc vdo chi dinh.

BQnh nhAn h! suy thhn:
Pregabalin cht y6u dugc lo4i b6 ra khoi tu6n hoirn todn th6n qua bdi tiet o'than du6'i dang khdng
aOi. Oo thanh thii pregabalin ty lg thuan v6'i thanh thAi creatinin n6n gi6m lidu o'nhfr'ng b€nh nhdn

c6 cht'c nlng thpn bi t6n thuo'ng phni duo-c xem xdt theo cl6 thanh thAi creatinin (CLcr) duo-c dua ra
trong b6ng I du6'i ddy vd duo-c xiic dinh theo c6ng th[rc sau:

CLcr (ml/phtit)
1-,23 x [t+o - s6tua (nd@) x cannSng (kg)

creatinin huyft thanh Qmol/l)

+ Li6u b6
ngdv)
sung

BQnlt nltfin
Kh6ng cin
Tre em:

,@\t:

i

4
v

(x 0,85 doi vo'i nir gtot)

Pregabalin duo-c loai bo rndt ciich hi€u qud tu huy€t tu'ong bing c6ch tharn tdch rniiu (50% thuoc
trong 4 gio). Doi vo'i nhii'ng bdnh nhAn dang th6rn t6ch rndu. li€u pregabalin hdng ngdy ndn dr"loc

di€u chinh dua tr6n chri'c ndng th6n cta bdnh nhdn. B€n c4nh li6u dirng hdng ngdy, rnot li6u b6 tro-

n6n duo. c dtng ngay sau m5i 4 gio'thuc hi6n th6m tiich rn6u (xern Bang l).

Bang l. Di6u chinh li6u dung pregabalin dua trdn chri'c ndng thdn

xT
'u hhng ngdy (rng/r
tro- ld li6u <Ion b6

chia nhu cluo-c chi dinh trong ciich dirng theo tng/l

t

LI

h!.suy gsn: 
.

di6u chinh lieu cho benh nhdn bi suy gan.

DQ an todn vd hi6u qu6 khi dirng Rewisca cho rre ern duo'i l2 tu6i vd thanh thi6u nien (12-17 tu6i)
chua duo-c xiic dinh. chua c6 cric dci' li€u vd viec ding thu6c cho tr6 em.
Ngudi gid (tran 65 tu6l:

balin hirnT IThanh thii creatinin
(CLcr)

(ml/phrit)
Li€u khoi cl6u

(rng/ngdy)
Li6u t6i cla

(mg/ngay)

ChG d6li6u

>60 150 600 Chia 2 lAn/ngdy holc
chia 3 l6n/ngdy

>30 - <60 75 300 Chia 2 lAn/ngdy hoac

chia 3 l6n/ngdy
>15 - <30 25-50 r50 I ldn/nghy hodc chia

2ldnlngdy
<15 25 75 I l6n/nghy
Li6u b6 tro sau kh i thdrn !4ch mriu (rng)

25 100 Lidu do'n+
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C6 th€ cAn giAm lidu pregabalin 6 r.rguo'i gid do chrlc ndng thdn cira ho bi suy gi6rn (xem muc BAnh
nhdn bi suy thdn):
Crich dirng
Thu6c ch.i dung duo'ng u6ng.
C6 thd u6ng thu6c trong holc ngodi bfr'a 5n.

cHoNG CUi OINU:
Qu6 m6n v6'i pregabalin hodc U6t t<1,thdnh phin ndro cta thu6c duo-c li€t k€ trong muc t6 du'o-c.

cANs sAo vn rHAN TRqNG KHr DUNG THUoc:
Thin trgng khi sfr'dgng:
BQnh nhdn b!fiAu clrdng
Theo tinh trqng l6m sdng hign t4i, rn6t sO Uenn nhdn bi ti6u du'ong co bi6u hi6n ting can khi didu tri
bing pregabalin c6 th6 c6n ph6i cli€u chinh c6c thu6c ha dud'ng huy€t.
Phdn *ng qud mdn
Dd co b6o c6o hdu mii v6 cric phan rlng quii m6n, g6rn ci trrLd'ng ho. p bi phu rnach. N€n ngr-rng sir
dung pregabalin ngay lap t['c n6u c6 c6c tri6u ch[rrrg cua phu mach, nhu sung rndt, quanh mieng.
hodc du'o'ng ho hap tren.
Chlng mfit, ngrt gd, miit j, thrbc, hi l6n, fim thin suy giim
Di6u tri bdng pregabalin gdy ch6ng mdt vd ngri gd, cli6u ndy c6 thd ldm ting kha ning xiy ra chAn
thuong do tai nan (nga) 6'ngu'd'i gid..Di c6 b6o ciio hdu rn6i vA m6t y th['c, hi lin vd tArn tlr6n suy
giim. Do d6, b6nh nhdn du'o-c khuy6n cao n€n th6n trong cho d6n khi ho dd quen vo'i nhfr'ng tiic
dqng kh6ng rnong mu6n co the xAy ra crla thu6c.
Ctic tic dqng bAn fi!gitic
Trong ciic tht'nghi€m c6 ki6rn soiit, m6t ty Ie cao ciic bdnh nhAn di6u tri bing pregabalirr dd duoe
biio crio ld nhin md'hon so v6'i cac b6nh nhdn dirng gia duo-c. Trong c6c nghiCn c[r'u l6m sdng co
thuc hi€n ciic thu nghidrn nhdn khoa, ty 16 gidrn thi lLlc vh nh0'ng thay cldi thi trLrd'ng ld lon hon ti
nhri'ng.bdnh nhdn didu tri bing pregabalin so v6'i benh nhAn ding giA duo-c; ty l€ nhirng thay doi soi
d6y rn[t la lo'n ho'n so v6'i nhtlng benh nh6n dtng gia duo-c (xern rnuc Ddc tinh droc lrc hoc).
Trong kinh nghi€rn hAu mdi, citc titc dung khong mong mu6n tr6n thi giric cfrng dE drLoc bdo ciio.
g6rn rndt thi luc, nhin mo'hodc nhO'ng thay^ddi khilc o'thi lu'c, rrhieu tilc dung trong s6 rray chi lar

tho6ng qua. Ngung su'dung pregabalin c6 th6 ldm gi6m hodc ting ciic tri6u chung ndy.

Suy tftQ,
Dd c6 b6o c6o ve cdc truong ho-p suy th6n vd trong mQt s6 truro'ng ho'p dd cho thAy ngung dieu tri
pregabalin lirn h6i phuc cdc t6c dung khong rnong mu6n niry.

Ngu'ng sti'ttqrng cdc thuic ching dAng kinh tlini4 tting.thiri 
.

Chua co dAy d0 diL liQu v€ vi6c ngung su'dung cdc tlruoc chongdQng kinh ding d6rrg tho'i de ding
do-n cl6c pregabalin, khi rnd ki6m soiit co-n cl6ng kinh v6'i b6 tro- bdng pregabalin dd duo-c ghi nh6n.

Ctic ftiAu chftng cai thudc
Sau khi ngLrng cli€u tri pregabalin ngdn han hodc ddi han. ciic triQu chu'ng cai thu6c.cld dLro.c ghi

nhdn o'm6t so b6rrh nhArr. Ciic trieu chfrng bao gorn: rn6t ngu. dau dAu, buon non. bon ch6n. tieLr

chay, hQi chiLrrg cr;m. tinh. trang kicli d6ng, trArn carr. dau. cq gi4t. tdng ti6t rno hoi vh chong nrat.

cho thAy sr,r'phu thuoc tliuoc. Benh nhdn c6rr dLro-c tlrorrg biio ve di€u ndy khi b6t dALr di6u tr!

Co gidt, gorn tinh trqng rl6ng kinh li6n tuc vir kh6ng co hoi tinh vh co't1 co giAt lon, co th€ xhy ra
trong qu6 trinh cli6u tr! pregabalin holc ngay sau khi ngung di6u tri pregabalin.

OOiiOi ngung sil dr;ng pregabalin ddi hqn, ciic dfr'liQu cho thSy ty 16 xay ra vd tnftc clo nghi€rn

trong cua cdc triQu,ch['ng cai thu6c c6 thd li6n quan den li€u dtng.
Suy tim sung huy&
Ed co b6o cdo hdu rn6i v6 suy tim sung huy6t xay ra o nr.Qt so henh nhdn su dung pregabalirr. Nhilrrg

phan rlrng ndy chrl ytiu gip khi sri'dpng pregabalin dC didu tri b6nh thAn kinh o nguo'i l6'n tu6i bi tdn

thr-rong tirn mac.h. NOn srL dung c6n th6n pregabalin o' nhilng bdnh nhdn nhy. Ngung sir dung

pregabalin c6 the ldrn h6i phuc phAn ['ng.
Didu fi ituu rhin kinh trung wrng do t6n thutrng tiiy sing

\
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Trong dit-lu 
.tri 

<lau thAn kinh trung u'o'ng do ton thu'ong tty song, ty 16 cta circ titc dung khong rnong
mu6nnoi_chung,.c6clac dr,rng khdng mong mu6n trdn he than kinh trung uong vd ddc bi6t ld ngi gI
tdng l6n. DieLr ndy.coth6.<lu-o'c.cho.li mQt hieu ri'ng c6ng do cric thu6c ding clong tho'i (vf au nnr.
thu6c ch6ng co cfing) cdn thi6t cho tinh trang ndy. Eidu ndy cAn duo-c xem xdt khi k6 don
pregabalin cho c6c trud'ng ho-p ndy.

\ nghi vd hdnh vi trg tit
Y nghi vd hdnh vi tu trl' dE <lu'o. c brio c6o xiy ra o' nhirng b€nh nhdn clu'o-c didu tri bang cdc thu6c
ch6ng d6ng kinh trong m6t s6 chi clinh. Mdt phdn tfch t6ng hop cric nghi€rr cilu ng6u nhien c6 ki€rn
sorit giA duoc cta cilc thu6c chdng d6ng kinh cfrng dd cho thdy srr tdng nhe nguy ccr c6 y rrghi vd
hdnh vi trr tu. Co ch6 cua nguy co nhy chu'a clu'o-c bi6t rd vd c6c d['li6u co sin khong loai tnr khA
ndng tdng nguy co khi srlr dung pregabalin.
Do d6, b6nh nh6n cAn duo-c theo d6i c6c d6u hi6u cira 1i nghl vd hdnh vi tu tr}' vd cAn duo-c di6u tri
thich ho. p. B€nh nh6n (vd nhirng ngud'i chdm s6c bdnh nh6n) n6n cluo-c khuy6n crlo cl6 tim tlr van y
tC ndu co cac ddu hi€u cua y nghi vd hdnh vi tu t[r'.
Giam chfic ndng etudng ti4u hda
Dd co nh.['ng brio ciio hAu mdi vd ciic trudng ho-p li€n quan cl€n gidrn chfrc ndng.duong ti6u h6a (vi
du nhu tdc ru6t, li6t ru6t, t6o b6n) khi cli6u tri cl6ng thoi pregabalin v6'i ciic thu6c c6 kh6 nlng gay
t6o b6n, nhu thu6c gi6m <lau opioid. Khi sE su'dr,rng k6t hqp pregabalin vd opioid, cAn *e,, *& .at
biQn ph6p dC ngdn ngu'a t6o bon (ddc biet la o nfr'gioi vd ngu'd'i gid).
Dilng thudc sui, khd ndng lgm dqng hodc ph4t thuilc thuic 

,
Ciic tru'o'ng ho-o dtng thu6c sai. larn dung vd phu thr-roc thuoc cld duo-c b6o c6o. Cdrr thAn trorrg khi
sir dpng o' nhfr'ng bdnh nhAn co tidn st' larn dung thu6c vd benh nhAn cin du'o'c theo ddi ciic tri€u
chung crla viec Jirng sai, l4m dung hodc phu thu6c pregabalin (tdng dung nap, tdng li6u. hanh vi tl," //f
ri6minu6c cla cluo-c b6o ciio). ry
BQnh ndo
Dd c6 biio cilo ciic trud'ng ho. p b! benh nio, chu yeu ld o nhil'ng bdnh nhan co c6c y€u to tiern 6n c6
thd phrit tri6n benh n6o.

sr/ DUNG THUOC CHO PHU N0'CO THAr VA CHO CON BU:
Phg nir trong tIQ tudi sinh"tl6/ BiQn phr{p trinh thai & nam vi nfr
Do chua r5. nguy co'ti6m 6n 6' nguoi, biQn ph6p trilnh thai hi€u qui phdi du'o-c su' dung o'phu niL

trong d6 tu6i sinh cl6.

Phg nfr'mang tha.i
Chua co dfr' lieu d6y dri khi srL dung pregabalin cho phu n0'rnarrg thai.
C6c nghi6n c['u tren ilong vat cli cho thdy thu6c g6y <l6c tfnh ddi v6'i sinh sAn. Chu'a biet 16 nguy co.: : ,,(.
tlem an dot vo'r con nguo'I.

Kh6ng n€n s0'dung Rewisca cho phq nfr'rnang thai tril khi that can thi0t (neu lo-i (ch cua viec di€u
tri cho nguo'i me l6'n hon nguv co tiem dn cho thai nhi).
Phg nir cho con bri
Pregabalin clu'o-c bdi tiet vao sfra nre. Anh hu'o'ng cua pregabalin den tre so sinh/tre rrho ld chua 16.

Cdn quy6t dinh ngung cho tre bfr sfr'a me hodc nglrng cli6u tri pregabalin c6 tfnh cl6n lo-i ich crha vi€c

cli6u tri vd nguy co c6 thd xiy ra.

Khri ning sinh sin
Khong co dii'li6u l6rn sdng ve Anlr h.u'o'ng cta pregabalin den khd rrdng sinh -sAn cua nil gio-i.

Trong rndt thu'nghi6rn l6rn sdng d6.drinh gi6 drnh huo'ng cria pregabalin d€n su'di chuy€n cua tinh

tring, narn gi6'i khoe manh duo-c di6u tri bdng pregabalirr o lieu 600 mg/ngiry. Sau 3 th:ing di€u tri,
kh6ng ghi nh6n 6nh huo'ng cl6n su di chuy6n crla tinh trtng.
Nghi€n cuu khA ning sinh san 6'chuQt c6i dd cho th6y.trlc dung kh6ng mong mu6n cl6i v6i sinh shn.

Ngni6n.cr:ru kh6 n5ng sinh s6n o chuQt dUc cl6 cho th6y citctirc dung kh6ng 
'rong.u6n 

dtii vo'i su'

pnat tri6n vd sinh sai. Su'li6n quarr vd mat l6rn sdng c[ra nhirng phat hi€n n?ry chua cluo-c bi6t 16.

/

\
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ANn nuouc cua rHuoc rBN xHA NAuc rAr xB va vAn HANH rvrAy Moc
Rewisca c6 th6 c6 6nh huo'ng nhe holc vt'a cl6n khd nang liii xe va vdn hdnh rn6y rnoc. Rewisca c6
th6 g6y ch6ng mit vd ngt gd vd do d6 c6 th€ 6nh hu'6'ng d€n khn ndng kii xe hodc vdn hdnh mdy
m6c. BQnh nhdn duo-c khuy6n khdng ndn kli xe, st dung m6y m6c pht'c tap hodc tham gia vdo ciic
hoat cl6ng c6 th6 gdy nguy hirSm khrlc cho d6n khl da bi6t cluo. c 6nh hu6'ng cia thu6c d6n khA nang
thq'c hi6n ciic hoat cl6ng ndy cia ho.

TTIONG TAC, TTIONG KY CUA THUOC:
Tuo'ng t6c cria thu6c:
Do pregabalin cluo-c bdi titit chu yt5u trong nu6'c ti6u o'dang kh6ng cl6i, duo-c chuy6n h6a kh6ng
d6ng k6 6'ngud'i (<2%.lidu dtng cluo-c tim th6y trong nu6'c ti6u 6'dpng crlc ch6t chuy6n h6a), kh6n[
ric ch6 chuyiin h6a thu5c trong ir vitro,vd kh6ng gin k6t vo'i protein t',rytft tuo-ng, n€n n6 khong co
khA ning x6y ra c6c tuo'ng t6c vd duo-c d6ng hgc v6'i thu5c khiic.
Cdc nghiAn c*u in vivo vd phhn ilclr dugrc ilQng hgc quin th|
Theo d6, trong ciic nghi€n ct'u in uivo khdng c6 cilc tuong tric vd duo-c ddng hoc c6 li6n quan d6n
ldrn sdng duo-c ghi nhdn gifr'a pregabalin vd phenytoin, carbarnazepin, valproic acid, lamotrigine,
gabapentin, lorazepam, oxycodone hodc ethanol. Phdn tich duo-c tl6ng hoc quan th6 dd chi ra ring
cric thu6c tri cLli thrio clu'd'ng dirng clu'd'ng u6ng, thuoc lo-i ti6u, insulin, phenobarbital, tiagabine vl
topiramate kh6ng c6 6nh huo'ng c61i nghla vd mdt lAm sdng AOi vO'i thanh th6i pregabalirr.
Cdc thudc trdnh thai dilng ilrdng ubng, norethisterone vd/ho(c,ethinyl estradiol
Sir dung il6ng tho'i pregabalin v6li cric tnrO. tranh thai dud'ng uong, norethisterone vir/ho6c ethinyl //i/"
estradiolkh6ng 6nh huong d6n duo-c cl6ng hoc o' trang thrii 6n cllnh cta ti'ng ch6t. 

- /L{'L{-'
idr lnua" a.i i,*a"i ud;;ii;;-*iii'trung uong 1 -/'
Pregabalin co th6 liun t6ng cictirc dung cua ethanoi vd lorazepam. Trong cric thrh'nghi6rn larn sdng
c6 ki6m soiit, su' dung cl6ng tho'i pregabalin cla li6u dtng du'o'ng u6ng vo'i oxycodone, lorazepam.
hodc ethanol kh6ng gAry cdc anh hu6ng qrran trong tr6n l6rn sdng cl6i voi h6 h6p. Theo kinh nghiCrn
hau mdi, dE c6 nhfr'ng bdo c6o ud suy ho h6p vd h6n rn€ o nhfr'ng b€nh nh6n dang dung pregabilirr vd
c6c thudc ldm suy y6u hQ thdn kinh trung uo'ng khiic. Pregabalin ldm tdng sy'suy gi6rn nh6n th(Lc va
cht'c ndng vdn cl6ng th6 do oxycodone gdy ra.
Cric twrng tdc tr0n ngmli gid
Kh6ng c6 ciic nghi6n c[lu tuong tiic duo'c luc hoc cu the duo-c ti6n hdnh tr€n ngu'o'i gid. Cric nghi6n
cLi'u tuong trlc chi duo. c thuc hien tren nguo'i Io'n truong thdnh.
Tuo'ng ky cta thuiic:
Khong 6p dpng

TAc DUNG KHONG MoNG MUoN c0a rnuoc:
T6m tit scr lu'gc vd tIQ an toirn
Chuong trinh thu' l6rn sdng v6'i pregabalin duo-c ti6rr hdnh tr6n hon 8900 benh nhArr dtng pregabalin.
trong d6 c6 tr6n 5600 bQnh nhdn tham gia vho tht' nghidm rnt cloi gid duo-c co kiem sodt. C6c tiic
dung khdng mong mu6n hay gap duo-c bilo c6o ld chong m5t vd ngri gd. Cdc titc dung kh6ng rnong
mudn thu'o'ng o' rnilc d0 nhg vd vila. Trong tilt cA cilc nghidn cfu co ki6m so6t, ty l€ ngung dtng
thu6c do cdc t6c dung kh6ng mong nru6n ld 12% vo'i nhfr'ng benh.nhdn dr)ng pregabalin vd 5.ohvoi
nhfr'ng bQnh nhAn dung gia duo-c. Cdc tiic dung khong mong mu6n thuong gip nhAt dan den vi6c
ngung dung thu6c o'nhtirn pregabalin ld chorrg nrdt vd ngu ga.

Bing danh sich cic tdc dgng khdng mong mrSn
Trong btmg2.duo'i cl6y, circtitc dung kh6ng rnong muon xiy ra voi ty l0 lon ho'n so.voi dtng gi6
duo-c vd o'nhi6u ho'n m6t bQnh nh6n, iluoc li6t kC theo phdn loai co- quan vd tin su6t 1r6t thu'd'ng g5p
(:tZtol; thu'ong gin (u l/100 d6n <l/10 ); it ga.p (>1./1000 d6n <l/100); hi6rn g4p (>l/10.000 d6n
<l/1.000)l r6t hi6m gap (<l/10.000), kh6ng 16 tin su6t (khong th€ Lr6'c luo-ng dLtoc ti'nhiLng dii'lieLr
hiQn cir). Trong m5i nhorn tAn su6t. c6c t6c dung khong rnong mu6n dtro-c liet ke theo tlrfL trL giarn
din mri'c 116 nghiem trong.
Cric tiic. dung kh6ng mong mu6n duo-c li6t kC cfrng c6 th6 ld do benh ly ti6rn 6n vdlho4c c6c thudc s[r

dung cl6ng tho'i.
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Trong didu tri clau thAn kinh trung uong do t6n thuong ttiy s6ng, ty le cua circ tirc dung kh6ng mong
mu6n n6i chung, tiic dung kh6ng mong mu6n tr6n hC thin kinh trung uo'ng vd cl6c bi€t ld ng0 gd
tlng l€n.

Circtdc dpng kh6ng mong,nr6n cl6 bao c6o trong kinh nghi€m hdu mdi duo-c in nghieng trong birng
danh siich du6'i cldy.

Btmg2: Cdc tirc dung kh6ng mong mu6n crla pregabalin
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Phin lo4i hG

co'quan
Tric dgng khdng mong mudn

NhiAm khuiin vii nhidm ki, sinh tring
Thwlns sdp Vi€m rnfri hong

mou va h
tinhGiAm

a

Ph LI d

dinlr
nl tn h, han

hriuvti clr
Thtrdng gdp Ting su thdm 5n

h setp Chiin 6n, ha clud'ng huy€t
ROi loon fim thAn
Thdrng gQp TArn trang s6ng

giirm harn rnu6n
kho6i, hi l6n, O6 U1 t<icfr thich, m6t phucrng hu'6'ng, mdt ngu,7
tinh duc

It S(tp Ao.giiic, co'n hodng loan, b6n ch6n, kich dQng, tr6rn. cam, tAm trang buon
phi6n, t6rn trang phdn chAn, slr gay han, nhtng thay iloi t6m trang, rnAt nhAn

crlch, kh6 khdn khi tirn til'di6n clat, gi6c mo b6t thuo'ng, tlng harn mu5n tinh
duc, kh6ng dat duo-c cu'c kho6i, l6nh cl4m

Hiem gdp Gi6i fc ch6
ROi loan h0 thAn kinh
Hay S{tp Chong mdt, ngi gd, dau d6u

Mat di6u hda, b6t thud'ng trong ph6i ho. p, run, lo4n vqn ng6n, m6t trf nho', suy
,i.. .gidm tri nho', rdi loan chfr y, di cirm, gi6m xric giiic, an thAn, mdt cAn bdng,

ngt lim

Thrdng gQp

Ng6t, trang thrii sfr'ng so', gi6t rung co', ,gt y thf'c, tdng hoat cl6ng t6rn th6r
vdn d6ng, Ioan vdn dong, chong mdt trL.the, run cht y, rung gi{t nhdn cAu. roi

loan nhAn th['c, tinh thAn suy gi6rn, rdi loan ngon rrg[', gi6rn pharr xa. tdng

cdm giilc, cim giitc bong riit, mdt vi giric, kh6 chiu

Ir gilp

Co irn chu'c ndnkhn1

Thrdng gdp Nhin md', song thi
It gqp truo'ng, gi6rn

kich ['ng m6t
Mat thi giiic ngoai vi, roi lo4n thi gidc, sung rndt, khuydt tat thi
thi lu'c, dau rndt, rnoi mdt, loa rndt, kh6 rndt, tdng ti6t nu'oc mat, I

Hi,Am gQp Mat thi lu'c, vi6m
cria thi gi6c, giSn

giiic rn4c, nhin dao d6ng,
cl6ng tri', l6c mdt, glafl l!!

thay cl6i nh4n thtic vd chi6u sdu

luc.

-

Rii loun tui vd mA dqo
Thrri'ng gdp Chong rndt

thinh I

hutirn ch trrn sbloc nhi

TIr
lim

SNh trm d0 I nh

tirn nhanh nl'rn

nlau
Kdo ddi kh

rndt. lanh n tvldo birnIt gqp Ha huy€t rip, tdng huy6t 6p, con n6ng hiln o
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It sqp Kh6 tho', chAy miiu cam, ho, nghet rnfri. vi€rn rnfri, ngay, kh6 mii

fiAu hda
llt u dau

Ndn, bu6n n6n, t6o b6n, ti6u chiy, clAy ho'i, chu6'ng bung, kh6 mi6ngThtrd'ng gqp
h sqtp Trdo nguo-c dp ddy thuc quin, tdng ti6t nu'oc bot, gidrn x[c gitic o rni6ng

vlem Iu6'i, kh6nl

It sqp Tdng men gan*
HiAru sdp Vdng da

Ril hiAm sdp Suy gan, vi6rn gan

da vd mO duti du
It sq.p Ban da n6i mun, mdy day, tdng tiet mo hoi, ngrla

hoi I

mA fiAn
H htll Stevens Johnson r.l.)

vd co
ch['n

Thurlng gflp ChuOt nit co; clau kh6'p, dau lung, dau chdn tay, co thet cd tu cung
Ir sdp Sung kho'p, dau co, co gidt co', dau c6, ct1ng co'

HiAnt gtip Globin co ni6u kich phrit

vo

Ti6u khdn ki soAt, kho ti ti0n
ni€u, bfnl Su thdn,

sinlt sdn vd vrt
Thm)'ng gdp Roi loan chfrc ndng cuo'ng duong
Ir sdp Roi loan chr1c n6ng tinh duc, xu6t tinh chAm, dau bung kinh, dau ngu'c

kfch thu6'c vfi, to vi o- nam lolnt Vo kinli, ch t tt

ft lritodn iltdn vd

6'vri,
llr

Thm)'ng gdp Plri ngoai vi, phir n€, d6ng di bet thud'ng, ngi, c6m giilc say ruo-u. c6rn thAy

bdt thud'ng, m€t moi
nrat, t[r'c

nhh
o-n SU nhPhir todrr thAn.

cuc xdt
Thtro'ng gdp
Ir gqp Ting .creatine phosphokinase trong m6u. tdng duo'ng huydt. gi6m s6 lucrng

ti6u c6u, tdng creatinin m6u, gidun kali rn6u, gi6rn cdn

TIng cdn

Hi€n sdp Giirni s6 lr-Lo-ng bach cAu
+ Tang alanine aminotransferase (ALT) vd tdng aspartate aminotransferase (AST)

Sau khi ngung sri'dung pregabalin ngin han hodc ddi han, c6c triQu chrlng cai thu6c d5 dug-.c.ghi

nhan 6'rn6t s6 b6nh nhan. Cric phAn [Lng sau cld cluo-c ghi nhAn: rnAt ngri, dau cldu, buon ndn. lo lang.

ti6u chay, h-6i chu'ng c[m, co gi4t, tinh trang kfch dong, tr6rn cam, dau,.tdng ti€t mo. hoi vd.chong

m6t, cho thdy sq' phu thuoc thudc. Bdnh nhdn c6n duo-c th6ng b6o ve di6u 1ay khl bit clAu <li€u tri-

Li6n quan cl6n vi6c ngung di6u tri pregabalin tho-i gian ddi, dfr' li€u cho thdy tj' 16 mic vd m0'c cl6

nghi€rn trong cria ciic tri€u chring cai thuoc co th6 li6n quan den li6u dung.

QUA LIEU VA CACH XU'TRi:
Quri li6u:
Trong kinh nghi6rn hAu rndi, ciic t6c dgng kh6ng mong- mu6n thud'ng g[p

. ,.;. -
dung qua lieu pregabalin bao g6rn ng[r gd, tinh trang lI ldn, kich clong vd bd

Ddng kinh cfing dd duo-c biio c6o.

T'rong ciic trrLd'ng ho-p hi6rn, hon rnd dd duo. c biio crio.

nh6t cluo-c ghi nhAn khi
n ch6n.

Cdch xt'tri:
Dreu tn qua lleu pre

tiich rniiu n6u cAn thi
gabalin bao gorn cac biQn phap cti6u tri h6 tro- chung vd c6 th6 bao 96rl thdrn

et (xern nuc Liiu dilng, Cdch dilng - Bing l)

a

It
Jr
)
it
T

I
t(..

\
), I

\
,l
ix)
q
a,)

https://nhathuocngocanh.com/



DAC TINH DUqC L{C HQC:
Nh6rn tri li6u: Ch6ng cl6ng kinh.
M5 ATC: N03AXl6.
Hoat ch6t ld pregabalin, ld m6t gamma-aminobutyric acid tuong tu [(S) -3- (aminomethyl) -5-
rnethylhexanoic acidl.
Co ch6 tfc dgng
Pregabalin g[n kdt v6'i mdt ti6u don vi phU tro' (o2-6 protein) cr]ra k6nh calci phu thudc cli6n the
trong he thdng thdn kinh trung uong.
DQ an toin vi hi6u qui tr6n lf,m sing
Dsu thAn kinh
HiQu quA cl6 duo. c chu'ng minh.trong cac thu nghi6rn o' ngu'o'i bi bqnh thin kinh cLii th6o duo'ng, dau
d6y thAn kinh sau zona vd chdn thu'<rng tuy song. Hieu qud chua duo-c rrghidn c[Lu trong c6c dang
khrlc cua clau thAn kinh.
Pregabalin cl6 duo-c nghidn c0'u trong l0 tht'ngh.iQm lAm sdng c6 ki6m so6t l6n d6n l3 tuAn v6i lidu
dtng 2 l6n/ ngdy (BID) vd l6n cl6n 8 tudn v6'i li6u ding 3 ldn/ ngdy (TID). Nhin chung, dd an toan
vd hi€u qu6 cta ch6 dQ li6u BID vd TID ld tuo-ng tu.
Trong c6c thril nghiCm larn sdng l€n d6n 12 tudn cho cA trud'ng ho'p dau thin kinh trung uong va //'
ngoai vi, giirn dau dd duo-c ghi nhan ,rongiuan Ja;;;;;r-"'il;;;";; .rai,r,JL gi;" di"il;i." 

"r/(4
Trong ciic thu'nghiOm lAm sdng c6 ki6rn so6t dau thAn kinh ngoai vi, 35% s6 bdnh nhdn du'o-c dieflr r''
tri.b[ng pregabalin vd l8%o sd benh nhdn dung gi6 duo-c c6 ty lQ cLip u'ng gi6m clau 50% tinh theo
diem. D6i v6'i benh nhan khdng bi ngt gd, ty 16 <ilip ri'ng nhy dr-ro-c ghi nhdn o 33% s5 b€nh nhan
cluo.c didu tri bing pregabalin vd 18o/o sO UCnn nhdn dtng gia duo-c. OOI vOl nhirng b€nh nhan co
ngt gd, t! lQ d6p ['ng ld 48% stt b6nh nhAn duo-c di6u tri bing pregabalin vd l6oh s5 benh nhAn dtrrg
giA duo-c.

Trong thri' nghiOm l6m sdng c6 ki6m so6t dau thdn kinh trung uo'ng, 22%o s6 bdnh nh6n duo-c di6u tri
bing pregabalin vd 7% s6 bdnh nhdn ding gid du'o-c c6 tj' le d6p ['ng gi6m dau 50Yo tinh theo cli6rn.

BQnh itQng kinh
Dieu tri b6 tro-

Pregabalin dd duo-c nghien c0'u trong 3 tht'nghiCm l6rn sdng c6.ki6m sorit trong l2 tuan v6i lidu
holc BID hodc TID. Nhin chung, dd an toirn vd hi€u qud cua chd d6 li6u BID vd TID la tuong tu
nhau.

). ,aGiim tdn so co-n ilQng kinh cld dugc ghi nhdn trong tu6n dAu.

Don tri (bqnh nhdn m6'i duo-c chan do6n)
Pregabalin dd cluo-c nghiCn crlu trong I thu nghi€m l6rn sdng c6 kiem soiit trong 56 tuAn vo'i li6Lr

BID.
Pregabalin vd larnotrigine c6 dd an todn vd khA ndng dung nap t6t tuong tu nhau.

nfli bgn b Au hn ttiu
Pregabalin cld cluo. c nghi6n cfu trong 6 thft nghi6m c6 ki6m so6t trong 4-6 tuan, rnot nghi6n c[r'u o

rrgud'i gid trong 8 tudn vd m6t nghidn crlu ngdn ngila t6i ph6t kdo ddi voi giai cloan ngdrr rrgiLa t6i
philt mu dditrong 6 th6ng.
Gidrn cric trieu chri'ng cta GAD cluoc th€ hien qua thang lo 6u Harnilton (HAM-A) cl6 duo-c ghi

nhan trong tuan dau.

Trong ciic thu' nghiQm lAm sdng co ki6m so6t (trong 4-8 tudn), 52%o s6 bQnh nhan duo. c clieu tri bang

pr"gubulin va. :S2." sO Uenn nh6n dirng git duo-c dd co ty l6 drip fng it nh6t ld 50oZ trong t6ng <ti6rn

HAM-A tt'ddu d6n di€rn cu6i.
Trong ciic thu' nghi6m c6 ki6rn sorit, ty le c6c bdnh nhdn didu tri bing pregabalin drLo-c b6o ciio nhin

md ld cao hon so v6'i b€nh nhdn dung gii duo-c vd duo-c hoi phLrc trong da so c6c trllong ho-p vcii

li6u dtng li6n tuc. Thdr nghi6rn nhdn khoa (bao g6rn ki6rn tra thi luc, ki€rn tra thi tru'orrg vh soi giSrr

d6y mit; cla duo-c ti6n hdnh o'trdn 3600 bQnh. nhdn trong c6c tht'.nghiQm lArn shng c6 ki€m so6t Q
nhg'ng b6nh nhAn ndy, thi h,lc gi6m 6 6,5yo s6 bqnh nhAn cluo.c di6u tri bdng pregabalin, vd 4,\oh s6

b6nh nhan dtng giA duo-c. Ciic thay d6i thi truo'ng cld duoc ghi nhdn 6 l2,4yo so b6nh nh6n dLLo-c

di€u tri bing pregabalin, vd ll,7oh sO benh nhdn dung giA duo-c. Nh0'ng thay ddi khi soi day rnat cl6

#
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clu'o-c ghi nh6n o' l,7Yo s6 bdnh nhdn cluo-c didu tri bing pregabalin vir2,lolo s6 benn nh6n dirn g gia
duo-c

odc riNu DUqc D9NG Hoc:
Pregabalin dat duo-c trang th:ii 6n clinh tu'<rng tu nhu o nguo'i tinh nguy€n khoe manh, b€nh nhan
ilQng kinh ding thu6c ch6ng d6ng kinh vd bQnh nhdn bi clau man t(nh.
Hf,p thu
Pregabalin cluo-c h6p thu nhanh khi u6ng lric cl6i, ndng dQ dinh trong huy6t tu'o-ng dat duo-c sau I gio.
khi ding cA lidudon vd lidu cla. Sinh khd dung <luo'ng u6ng cira pregabalin khoing >g0% vd kh6ng
g!, ,lrf vdo li6u dung. Khi ding nhic lai, tinh trqng on Oinn drt iuo-c trong vdlg 2a den aS giol
T6c dQ hdp thu pregabalin gianr khi dirng cung v6'i thu'c in din cl6n Cmax gi6m kho6ng25-30Yovir
ldm chdm tmax kho6ng 2,5 gio'. Tuy nhi6n, sri'dung pregabalin v6'i th['c 5n kh6ng c6 6nh huong
d6ng kC ndo vd m6t lam sdng t6'i mri'c clQ h6p thu pregabalin.
Phin bii
Trong ciic nghidn cri'u tidn ldm sdng. pregabalirr qua duo-c hdng rdo m6u n5o o chu6t nhit, chuot
c5ng vd khi. Pregabalin qua duo-c nhau thai o'chu6t c6ng va c6 rndt trong siLa ch.u6t..O ngu'oi, th€

ffi},?ffi.[ 
cria pregabalin sau khi u6ng khoang 0,56 l/kg. Pregabalin khdng gin kiit v6i protew

Chuy6n h6a
Pregabalin clu'o'c chuyen hoa khdng cl:ing k6 trong co'thd nguo'i. Sau khidtng mQt lieu pregabalin co
cl6nh d6u phgng xa, khodng 98Yo pregabalin duo-c tirn th6y trong nuoc ti6u ld o'dang chua.chuyin
h6a. DAn xuAt N-methyl cua pregabalin, ch5t chuy6n h6a chinh cfra pregabalin duo-c tirn th6y trong
nuo'c tieu, chi6m 0,9% lidu dirng. Trong c:ic nghien c0'u tidn ldm sdng, khong co d6u hieu ndo vd su'

bit5n dOi cria pregabalin dang S-enantiomer d6n dang R-enantiomer.
Thii trir
Pregabalin clu'o-c thAi trir cht y6u qua thdn 6'dang khdng ddi. Thd'i gian b6n th6i trung binh c0a
pregabalin ld 6,3 gio'..Thanh thAi pregabalin huy6t tu'o-ng vd thanh thii th6n ty l€ thuAn vci'i thanh
thAi creatinin (xem ph6n.Szry thqn). Ei6u chinh li6u dirng o b6nh nhdn bi gi6m cht'c ndng thdn hodc

dang thdrn tilch rn6u ld cdn thi6t.
Tinh tuy6n tinh/ kh6ng tuy6n tinh
Dugc dQng hoc cua pregabalin ld tuy6n tinh trong.khoing li6u khuy€n dung hdng ngdy. Khoang
bi6n thien cua duo-c d6ng hoc cria pregabalin ld th6p G 2O%). Duo-c d6ng hgc cua lidu da c6 the

cluo-c dp' dorin ttl ciic d0' liQu cua lidu clon. Vi vdy. khong cAn theo d6i thu'o'ng xuyen nong do
pregabalin trong huy6t tuo'ng.

Gi6'i tinh
C6c th0'nghidm l6m shng cli cho th6y gi6'i tfnh kh6ng c6 Anh huo'ng drlng k6 vd mat ldm sdng d6i
v6'i ndng cl6 pregabalin trong huy6t tuo'ng.

Suy thin
Thanh thii pregabalin tj, lQ thudn v6'i thanh thii.creatinin. Ngodi ra, pregabalin drro-c loai bo ra khoi
huy6t tuong bing th6m tiich m6u (Sau 4 gio'thdrn t6ch mdu, nong clo pregabalin trorrg huy€t tLrong

gi6m khoing 5q%) ,Do thAi tri'qua thpn la con duo'ng thai.tril chinh, giArn li€u o'bQnh nhAn bi suy

thAn, vir ding li6u b6 sung sau khi thdm t6ch miiu ld c6n thi6t.

Suy gan
Khdng c6 c6c nghidn c['u duo. c clQng hgc clac hi€u duo. c ti6n hdnh o- bqnh nhdn bi giap ch[r'c ndng

gan. Vi pregabalin kh6ng duo-c chuy6n hoa clang k6 vd bdi ti6t chir yeu o'd4ng kh6ng d6i trong nu'ti'c

ti6u,.nen b6nh nhdn bi giArn chLli'c ndng gan sE khong c6 thay doi dring kd nong cl6 pregabalin trong

huy6t tuong
Nguni giir (tr6n 65 tu6i)
Thanh thii pregabalin c6 xu hu6'ng gi6rn khi tu6i tdng l6n. SU g.iAm thanh thii pregabalin duo'ng

udng pht nqp vo'i su giam thanh thAi creatinin do tu6i tric. Giiun li€u pregabalin c6 th6 duo-c ydu cAu

o ntrung bdnir nh6n c6 ch0'c ndng th6n bi t6n thu'o-ng do tu6i t6c.

Phg nfr'cho con bri
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Duo-c cl6ng hoc cta pregabalin lieu 150 rng rn6i l2 gio'(lieu 300 rng hdng ngdy) cluo-c drinh gia o' l0
phu nfr'cho con bri 6'ft nh6t l2 tuan sau sinh. Vi6c cho con bti co it ho4c kh6ng co Anh hu'o'ng d6n

duo-c cldng.hgc cta pregabalin. Pregabalin cluo. c bdi ti6t vao trong sfr'a me v6'i n6ng.dQ trung binh 6
trang thili 6n dinh khoing 760/o n6ng cl6 thu6c trong huydt tlro'ng cua ngud'i me. Li6u dtng o tr6 so

sinh duo-c uo'c luo-ng til sfr'a me (gi6 su'mr.i'c ti€u thu sfr'a trung binh ld 150 rnl/kg/ngdy) o phu nfr'

clang dtng li6u 300 mg/ngdy hoic li6u toi da 600 rng/ngdy sC tuong [rng la 0,31 hodc 0,62
mg/kg/ngdy. Nhfi'ng li€u u6'c tinh ndy ld kho6ng 7o/ot6ng li6u dung hdng ngiry o'nguo'i rne tfnh theo
rng/kg.

QUY CACH DONG GOI:
Hdp ch0'a 4 vi x l4 vi6n nang cring.

DIEU KIEN gAO QUAN
BAo quin o nhi€t dd duo'i 30"C.

HAN DUNG
24 tht.ng k€ ti' ngdy sAn xu6t.

TIEU CHUAN CHAT LI.IONG,;.
I leu chuan co so.
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