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DEMECHO

Chondroitin sulfate sodium 800 mg

Tén thude
DEMECHO
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Cic diu hiéu lwu y va khuyen cao khi dimg thuoe
Poc ky hiréomg dan str dung trude khi dimg

Dé xa tam tay ré em

A A - K
Thanh phin eong thive thuoe
[ MGi vién chira:
Hoat chdt: Chondroitin sulfate sodium 800 mg

Ta drrge: Bthyleellulose, colloidal silicon dioxide, microcrystalline cellulose 102, pregelatinized
starch, crospovidone, magnesium stearate.
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Dang bao cheé
Vién nén
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Vién nén dai, mau trang t&i trang nga, ¢6 1om dom mau vang nau, canh va thanh vién lanh Iin.

Chi dinh

Didu tri dii han bénh viém xwong khép (OA). Thude chi yéu duge dung dé dicu tri cac logi viém
xwong khép sau: Viém khép xuvong chay, viém khép xwong banh che, viém khap hang, viém
khap géi va viém khép ngon tay.

Cich ding, litu diing

Liéu ding

| vién x 1 lan/ngay.

Tre em

Khong c6 dir lidu vé viée str dung Chondroitin sulfate & (ré em (i 0 dén 15 tbi. Vi viy, viée sir
dung chondroitin sulfate & tré em khong duge khuyén nghi.

Bénh nhan suy than

Kinh nghiém trong viéc diéu tri bang Chondroitin sulfate & bénh nhéin suy thin c¢on han ché. Do

dé, cin dic biét than trong khi diéu tri & nhitng bénh nhan nay (xem phin Ciinh bio va thin
. » A

trong Ihi str dung thuoc).
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Bénh nhan suy gan

Khéng cé kinh nghiém vé viée didu tri bing Chondroitin sulfate & bénh nhén suy gan. Do dé, can
dac biét than trong khi diéu tri & nhirng bénh nhan ndy (xem phian Cénh bio va thin trong khi
st dung thude).

Cich dang

Dung dudmg udng. Nén udng thude ma khong c¢én nhai véi mét luong nude vira d,

Thube co thé duoc uéng trude, trong hodic sau biva an. Bénh nhin ¢6 tién str khong dung nap thude
& da day nén dung sau bira an.

Chong chi dinh

Thuoe chong chi dinh trong nhirng truong hgp qua man hodc ¢6 khéa niing qua man vai chondroitin
- w . - § - o ~ A 2] T A - - A

sulfate hodic voi bat ky ta duge duge liét ké trong phan Thanh phén c¢éng thire thube.

Céanh b#o va thin trong khi sir dung thuoe

Trong trwdng hop st dung dong thoi véi thude giam dau, can phai thudong xuyén xem xét liéu
lugng cua ching, vi Chondroitin sulfate lam giam liéu luong thude giam dau cin thiét trong héiu
hét cac trudmg hop.

Suy tim vashodc thdan

Trong mdt s& trudmg hop vit hiém gap (< 1/10.000), phu vashojic gitt nude da duge biao cao o

nhing bénh nhan nay. Thye (€ nay ¢é thé la do tac dyng tham thiiu ctia chondroitin sulfate.

Suy gan

Khang ¢6 kinh nghiém vé viée sir dung Chondroitin sulfate ¢ bénh nhén suy gan. Do dé, can dic
biét thin trong khi diéu tri & nhitng bénh nhan nay. Trong nghién ciru lam sing va canh giac duge,
khong thiy ¢ bt ky anh huong nao dén s6 lugng tiéu cau khi ding litu khuyén cdo. Tac dung
chéng két tap tidu ciu nhe duge quan sat thiay & chudt cong va & liéu cao hon nhiéu so véi khuyén
céo, 50 mg/kg/ngay (lwong duong 4.000 mg & ngudi mdi ngdy). Tac dung nay sé cin duge xem
xét khi dung Chondroitin sulfate két hop véi thude chdng két 1ap tidu cau (acid acetylsalicylic,
dipyridamole, clopidogrel, ditazole, trifusal hodc ticlopidine).

Canh béo td diroe: MBi vién chira 73 mg natri (thanh phin chinh cua mudi in) trén mdi vién,
tirong (rng voi 3,7% lidu khuyén nghi hang ngay cia WHO 14 2 g natri cho ngudi lén.

Sii- dung thudce cho phy niv ¢6 thai va cho con b

Phy niv co thai

Khong ¢6 div liéu lam sang vé vige sir dung thudc trong thoi ky mang thai. Cédc nghién ctu trén
déng vt chura cho thiy nhimg tac dong cé hai tryce tiép hodic gian tiép dbi véi qua trinh mang thai,
sy phat trién ctia phoi thai va thai nhi, qua trinh sinh n& hodc sy phat (rién sau khi sinh. Thudc nay
nén duoe ké don mot cach thin trong trong thoi ky mang thai.
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Phu nit cho con bit

Chua xac dinh duge thude ¢6 bai tiét vao sita me hay khong. Sw bai tiét vao sita me chua bao gits
la déi trong cia cac nghién ciru trén dong vat. Viée quyél dinh tiép tyc hodc ngirng cho con bu
hay diéu tri biang chondroitin sulfate ciin tinh dén lgi ich cia stta me ddi véi tré va lgi ich cia
thude dbi véi ngudi me.

* I3

Thude chi nén dwoe str dung cho phu nit ¢6 thai hodc cho con bii khi thyre sy can thi€t va chi thye
A i v A A
hién dudi sy giam st y té trye tiép.
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Anh hwong eia thuoce 1én khi niing ldi xe, viin hinh miay moc

Thude kho ¢6 thé anh huwdng dén kha nang lai xe va viin hanh may moc.

Twong tic, tuong ky ctia thube

Twong tic cuia th ubc

Trong trudng hop sir dung dong thai véi thude chdng két ap tiéu ciu, xem phian Canh b#o va
than trong khi sir dung thude.

Twong ky cua th ube

Do khong ¢6 cac nghién ciru vé& tinh twong ky cua thude, khong ron 1an thude nay véi cac thude
khac.

Thc dung khdng mong mudn ciia thude

Trong bang sau, cac tac dung khong mong mudn duge phan logi theo nhém hé thdng co quan.
Trong m&i nhom hé théng co quan, cac tac dung khéng mong mudn duge phan loai theo tan suil
quan sat dya trén quy woc nhu sau: Rét pho bién (> 1/10), phd bién (> 1/100 dén <1/10), khong
phé bién (> 1/1.000 dén <1/100), hiém (> 1/10.000 dén <1/1.000), rat hiém (<1/10.000).

Nhom hé thong co quan Hiém Rét hiém
Réi logn hé than kinh Choéng mat

Roi logn tiéu hoa
£ &l §o Dau byng

Roi loan tiéu hoa g

Budn nén

Tiéu chay

. May da
Ban do Cl y y
‘. - ) \m
Roi loan da va mo dirdi da Phat ban by
2 Ngira

Phat ban dat san T .
Phan (mg di img*

Cdc roi loan chung va tai cho Pha
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Cac thudt nglr MedDRA thich hop nhit da dioe st dung dé mé ta cac tac dung trén. Cac tir dong
nghia hodic cic bénh ly lién quan khéng dugce li¢t ké, nhung cin duge xem xét.

* Céac truong hop gliip phéan (g di (mg (nhu phit mach) da duge bao cao hiém khi xay ra.

Bio cdo tde dung khéng mong muén

Viée bao cao cac tac dung khéng mong muédn sau khi thude duge leu hanh 1a vt quan trong, N6
cho phép tiép tuc theo doi danh gid lgi ich/rii ro cia thude. Céc chuyén gia chim séc stre khoe
dugce yéu ciu bao cdo bit ky tac dung khéng mong mudn nao 16i:

Trung tam DI & ADR Qudbc gia

13 — 15 L& Thanh Tong, Ha Noi

Website: www.canhgiacduoc.org.vn
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Qua lieu va cach xar tri

Khong co truong hgp nao dung thude qua licu durge bao cio.

Pic tinh duge Iye hoe

Nhém duge 1ly: Thude chéng viém va thude chéng thap khép khéng steroid khic

Ma ATC: MO1AX?25

Chondroitin sullate 1a mdt trong nhimng thanh phan chinh cia sun va ¢6 kha nang gitt nude dang
ké. Dic tinh nay gitp syn duy tri d§ dan hdi ciing nhur cdc dic tinh co hoe va chire ning cia né.
Trong qua trinh thoai héa do viém xuwong khap, da quan sat thay su suy giam lrong chondroitin
sulfate trong syn. Sy suy giam nay la do hoat dong cia cde enzym riéng biét va dan dén:

- Mt kha niing gitt nude

- Thoai héa sun tién trién

- Suy giam chirc ning khop.

Str dung thude nhim phyce hdi sy can bing trong chuyén hoa ctia sun khép bang cich cung cip
chondroitin sulfate. Chondroitin sulfate lam ting sinh (dng hgp proteoglycan va collagen, ngodi
ra, lam ting sdn xuit acid hyaluronic boi (& bao sun. N6 cting ngan chin hoat dong clia cic enzym
chondrolytic. Két qua la, thude lam giam hodc ngin chin sy tién trién cia bénh thoai héa khép va
thodi hoa syn ddng thari phuc hdi cie dic tinh co hoe ctia syn. O hau hét bénh nhan duge diéu tri
biing Chondroitin sulfate, két qua ctia cae nghién ciru lam sang cho thily sur suy giam hoic (thim
chi bién mit hoan toan cia con dau, giam lwong thude giam dau sir dyng va cai thién kha ning
vin dong cua Khap.

Diic tinh duge dong hoc

Sinh kha dung va kha ning tai hap thu cua Chondroitin sulfate sau khi uong di duge xic nhin &
ngudi va dong vat.
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Néng dé dinh trong huyét twong dat duge tir 5 dén 6 gior sau khi dung.

Pong thoi, sir gia ting lugng chondroitin sulfate trong dich bao hoat dich di dugce quan st thy.
Thude di vao dich bao hoat dich; cac thi nghiém trén ddng vit di cho thiy mét s diém trong
df)ng voi sun khoe manh, noi chondroitin sulfat hién dién ty nhién.

Duoc dong hoe & ngudi cho thiy nong dé dinh trong huyét trong 1a 2,7 pg/ml sau khi ubng mot
liéu duy nhét 800 mg va thoi gian ban thii 13 8,5 gid.
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Dir li¢u an toan tien lim sang
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Dt liéu tién lam sang cho thay thuoc khdong cé bat ky nguy co dic biét nao doi voi ngudi.

Quy cach dong goi
Hop 2 vi, 3 vi, S vi, 6 vi, 9 vi, 10 vi x 10 vién, kém hudng dan sir dung. Vi 10 vién Aluw/Alu.

Hop 2 vi, 3 vi, 5 vi, 6 vi, 9 vi, 10 vi x 10 vién, kém huéng dan sir dung. Vi 10 vién Alu/PVC.
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Pitu kién bao quan, han ding, tiéu chuin chit lwgng ciia thude
Diéu kién bao quan
Noi kho rdo, tranh anh sang, nhiét d§ dudi 30°C.

Han dang

36 thang ké tir ngdy san xuit.
Tiéu chuin chit lwpng cua th ubc
TCCS

Tén, dia chi ciia co s& sin xuit
CONG TY CP DUQC VAT TU Y TE HA NAM




