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-BHXHtinh.
- Website SYT;
-LUiIVT,NVD.



~..',

j '.1! Iiii,

C<)NGHOA XAH<)ICHUNGHlA V~T NAM
. Dc)c I(lp • Ttj "0. H;.tnh phuc

HaN9i,ngaY,,21IitJuing Pi niim2019

i,

BQyTf£
evc QUAN LY DU(lC

86: 925. IQLD-DK
v Iv {~P nl$ thong tin dugc 1)'1 d5i v&i

thu6c chua dial.:trt:iu

sO YTETINlt03iN~~':

,/ 81:; ....9.1....... - S6 Y t~ cac tlnh, thfulhphd trl,l"Cth~Qc trung U<Yl1g;

DEN ""'IAl'f::. - Cac b~nh vi~n, vi~n c6 giuCmgb~nh tIVCthuQcBQ Y t~;N!;j'W9.'i-.>.{, ... V
- Cac cong ty dang kY,sful xuAtthu6:c hru hanh 4ti Vi~t Nam.Chuyen......................... .

Luu h6 FJrtii:~~g..iiliAtve chi dinh, lieu dung va ~~ch dUrlg, ch6ng chi dinh, canh
dnu.l. . bao 'Vath~ trQng khi su d\lI1g,tU<Yl1gtae thu6e, tac d\m!1!<hongmOIlgmu13n,dil
~'~,.j"'l' li~u tir theo dUi h~u llI~i (t(\i vt'ti thubo ohCradiaeerein, &an cu k~t lu~ qun HQi
'" ~ ~ d6ng Tu vAn clip giliy dang ky luu himh thudc, nguyen l~~u111m thu6e • BQ Y tS;
rII. .nh~l dam bao m\!c tieu su d\ltlg thu13chQPly, an toim v~ hi~u qua, C\lCQuan ly
.LYf ~ Duqc thong bao nhu sau:

_ I.) J.A I. flai vOi Sir Y t~ cac dnh, thanh phtf t~lfc th~Qe trung trong va cae
~ ~~nll vi~n, Vi~n e6 gitrirng b~nh trl}'cthllqe Bq Y t~: •;

• ~ 1.,Tho~g baO'~h~•.~ac ~a~~kham c~lia ~~nh,.cac,~<Yl1vl ki~. doanh~~u(t~
~ ~11(~harn tren.d)a,ban thong -tm ve Vlr:C~p nhl;llthong tm hwmg dan su d\lng dOlvai

~ thu13::chUa'diacerem; ddng thai tfulg cUOng th\lc hi~n :v..' i~ theo doi tao d\lIlg
,~ khor.g mOIlgmq5n cua thu13ctrong qua trinh SU:d\lng va lun hanh; girl bao cao
./' ADR (n~uco) v~ Trung tam Qutic gia v8 thong tin thu5c 'va theo dol phful Ungc6

hili d!a thuBc (13-15 Le Thanh Tong, Hil N(Ji) ho~c Trunl tam khu V\lCve thong
tin t!luBcva theo doi pban Ung co hili cua thu8c TP. Hd Chi Minh (20lB NguyBn
Chi'J[hanh, Qu~n 5, TP. Hd Chi Minh). ~.

2. Thea doi, giroll sat cae dO'nvj san xuM, kinh do~ thu6c chua diacerein,
d~c b:.~tIa cac doanh nghi~p cung Ung thau cho b~nh vi~n de sau 06 thang ke tiT
ngay ky cong van nay, viec kc dan, sud\lrig thu13cphai tu~h tlll.ihOlllltoan theu chi
dinh, lieu dung va cach dung, chang chi djnh,canh bao v~lth~ trQng khi su.dl,lttg,
tuang tac thuBc, tac d\lIlg !<hongmong mu13n,dli li~u vB theo doi h?u mlli dli c~p
nh?t theo cong van nay.

U. tl6i vOi cac coosO'dang kY IIru bRnh thll.6eu,i fi~t Nam:
1. /JOi vui cac thuOc chwa diacerein (/Ii dIC(J"ccap,phep tICUhanh tren thi

trU'o /1g: i.'
I' ,

1.1. Trong vong 06 thang ke tir ngay kY cong van :riay, yeu diu cO'sa dfulg
l<)r tlm8c th1,TC.hi~n vi~c c~p nh~t, b6 sung thong tin trong:m\lc eM dink, liEu du.fJg
va c,kh dunt!. chant! chi dinh. canh bao va than trone khi sU' dun!!. tU'O'n1lttic
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tJ,4J fe, ttic dflng killing mang muan, dii' lifU vi (/teo do; "{ill m!,; tren nhan, ta
hU(l1g d!n SITching th\l~('.C':k DQidung theo PIWI\lc dinh kern cong van nay.

r 1.2. I-fin1J.thuc c{ip llh~t: Cq s6 dang ky Thu6c th\IC hi~l1 vi~c f\I c~p nh~t
theb quy dinh Khoim 4 Di~u 9 Thong ttl' s6 44/20 14/TI-BYT ngay 25/U/2014 eua
BQii{ta quy dinhvi~c dang kY thud-c.

•' 2. ED; vu; cae ItO 'SO' dan/{ kY (/tuDe chua diacerein dang chiT xel duyft t(li
rr,~Quail If Dltyl'(": '

~ C\lC Quan Iy Duqc chi xem xet dp giAy dang ky lUll hanh thuBc sau khi ca
sa ~ ing IcYthuBc l1QPtai li~u c~P nh~t, b5 sung nQi dung rn\lc chi djnh, Ii~u dUng
va.~ach c;IUng,chBng c~i: djnh, canh bao vath~ trQng khi su d\ll1g, mong tac
thu6;, tac d\ll1g khong mong muBn, dii li~u v~ theo doi Mu rn\li theo Ph\ll\lc d1nh
kerti cong van l1ay vilOca~ phArr c6 lien quan cua h6 sa va duQ'Cthfun dinh d\lt yeu
I " ' "

cau.: ' ',' ' ' , .
i I Cong van'p,ay thay,th~ COll&van sB 5543/QLD-DK ngay 27/312015 cua C\lc

QU~lly Dugc ve c~P rih~t thong tin duQ'c Iy dBi voo che phfun chUa diacerein.
! I C\lc Qur Iy Dug~th~ng bao de cac don vi biat va tll\IC hi~n J ..

'I I[

Nul:M'Qn: ' KT. eve TRUONG
-NlU'trcn; '. . , PH6 eve TRu6NG
-)3' c. Nguy€n Thj Kim Tien (,j8 b/c);'"
-t' '.Tnrong Qu6c Circmg (di\,b/c);
- ~ '.va Tuiln t:trcmg (de b/c);
• C"CPM C\lCwcmg C\lCQLD;
- Clle QLKCB, 'fllanh tra BYT (di\ ph6.i 11\11');
-'ri ng ClIC Hili quan -,B~TC;
- € ICQulin Y - DQr; CIICY t€ - BCA, e\le Y Ie
Gia) Th6ng v~ ill - BQ GTVT;
- S~'T cac tlnh, TP tl'\rc thtt~c TW;
- VI~n. BV c6 gitrang b~lIh tl'lfCthuQcBYT;
• BI 001 Vi~t Nam;-rl ng clIng ty DU\1cVI~t Nam - CTCP;
- Gt c chuyell gia thAllidin" Ita s(] <tangkS'thu6c;
• PI: ong QLKDD. Phong QL'nQC (et~(hlfc hi~n);
- W ,bsite ClIc QLD; TC DU'\1c&MP;
-lA uVI', DKI' (LA),,l
I,
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BQYT~
C')C QUAN LV DUqC

CONGHOA xA HOI em) NGHIA VI~T NAM
Doc Illl! - Tit do - Hallh plnJe

PHVLve
Cae Dqidung thay dail ba sung d6i vOi tbu6e ehlhl diaeer~in

(f-IIlIt kim tht'u ,'ullg VUII.tO.. lS.,fJ..IQLD-DK tlsay /2019 "Ull C<l" QlUitllj Dur;,v
ol1/D;J. /

[D6i ,&i tAt eli cac thu6c chua diacerein, thong tin tren nhan thu6c va to hu6ng
ddn n: d\1l1gyeu cAu thay d5i nQi dung cac m\lC chi dinh, li~u dung va each dung,
chOrg chi diM, canh bao va tMn trQng khi su d\1l1g, wong tac thuOc, tac d\1l1g
khor ..g mong muOn, dii li~u va theo d5i Mu m~i theo dAy dli cac thOng tin dugc
cun~ cAp du&i day]

t. Chi dlnh
[cd, t/lay adi thOng tin t1rcmgrmg nhlf sauJ

l)itJu trj tri~u chling cho cac b~nh nhan thoai h6a kh6'p Mng ho~c gf>i;vai tac d\lIlg
cMIll.

;~ ony khuyen cao dieu trj b~ng diacerein cho nhilng b~nh nhlln thom h6a khap Mng
c6 ti :n trien nhanh do nhO:ngb~nh nhlin nay c6 the dap ling yeu han vai diacerein.

t Li~u dilng va cach dung
[cd! I i1 'it n9i dung sau u dong eidutien cuaphdn li€u dung va ~ach sri'dlmg]

"iioc.SIT d\lng di~('erein nen dugc b~t dAublJi bac sy c6 kinh nghi~m trong dieu trj
thoa. hia kh6'p.

Ch~d91i~u
[Th. ing tin v€ li€u dung danh cho ngzrai Ian nen aU(1csua a6i nhu sauJ

Do m{!t s6 b~nh nhlin c6 the bi di ngoai phlin lOng h(\~e tieu cMy, lieu kh6'i ddu
khuAt cao eua diaeerein Ia 50 mg m(lt IWngay vao bfra tai trong vong 2 - 4 tudn ddu
tien 8m d6 c6 the tling len liBu50 mg x 2 IWngay. Khi d6 nen uang thuae ctm~ vai bil'a
lill (mOt vi8n vao bfra sang va vien con I~i vao bO'atAi). ThuOc pMi dugc nuOt nguyen
v~n (ld flng duge lam vl'1 thu6e) vai m(lt ly nuac.

[Tr.mgphdn nay cdn b6 sung th6ng tin sauJ
K.l:ong khuy8n khich sir d\tng diacerein cho b~nh nhan tren 65 tu6i, d~c bi~t

b~rllllllall c6 tiGu Slt lieu chay.
[N~oai ra, tat ca cac th6ng tin v€ li€u dung cho b?nh nhan suy gan (niu c6) can aU(1c
x6a khii phdn nay do diacerein bi ch6ng chi ainh cho tat ca cac b?nh nhan c6 b?nh vJ
garl

3. Chang chi c1jnh
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[co;. [>6 sling tMlIg tin sail 1'aO pIli in c!/(5fl~ chi itjnh vu thay tM lat ca oac lhOn~ lin
kh4~lien quan i1€n slIY gitim cMc nling gan] ,

}3enhnhlln dang m~c cac b~nh v6 gan ho~c c6 ti~n su b~nh gan.
~3~nhnMn eo tien in'rt'~~1chay n~ng, mat nuoe, ghim kali mau phai nMp vi~n.

i II.' Canh ~ao 'vatb~n ~Qllg khi sil d\lng thu6c
rrh~IIg Iill liell' qllall dOll dou cll,iy VI}11<'" tinh tren glln trllng pluill lIIiy 1'(," dll'Q'ctr/lIlI
My~'la tM lIi~llllhiing tip; dung suu} ,

ilfieucMY:,
!; J6ng diaeerein thuemg 'xuyen c6 the gay tieu ehay (xem phfut tac d\lIlg khong mong~IiP1);. tir d.6 ?~toi mAt.nuM va. gia~ kali m~u. ~e~ nhan. nen ngim.~ su. d\lrig

dlaJ;,:rem khl bl tleu eMy va trao ital Val Me sy dl€u trl ve cae bl~n pMp dleu trl thay
th6: ',,'.,

:i 'T~nth~ JQllgkhi su d\lug diilcerein eho nh\h1gbenh nhan e6 sir d\lng thu5e Iqi tiSu
_I.•..' ----~i m-ting-uguy-cinm\i1l1'i6'c'va 'giim1.k.alimau~B~e bi{\ttMtrtrQng dfphong' gironka!i'--
I ma~ khi benh nhan c6 su d\lrig dAngthM cae glycosid tim (digitoxin, digoxin),

I! franh sir d\l1lgdang thai ~iacerein vOicae thu6c nhu~n trang.

; NhiSmdoc gan: ' . "
! fling nAng dQ enzym gan huy~t thanh va eac tri~u chung tan thuong gan.cApHnh da

dug(; ghinh~ trong thai gian lUllMnh diacerein tren thi truemg (xem phlln tae d\lng
klipq~ monp;mu5n). ,,',..,' "

':' fruoc khi b~t d~u di6u,tJ.ibrtng'diaeerein, nen hOi b~nh nhan v6 cac benh m~c kem
va,'tien su, d~c biet la,dc.b(:nh v6 gan va sang IQccac nguyen nhlin chlnh gay ra b~
g~~ tien trien. Nell chAll'doan m5c cae b~nh gan dUQ'exac dinh, ch6ng chi djnh dung
dillC:rein (xem phlm ch61'i~chl'dinh);' •

, .
:~n theo doi eMt eM de d~u hi~u t6n thuang gan vA th~ trQng khi su d\lng

dhic :rein dang thai vai cae thilac e6 the gay tem thuang gan. Khuyen cao benh nhlln
giAntuang ruQ"nkhi dang diautrj 'bfulg diacerein, '
!\ Ngimg dimg dia!lerein n~u pMt hi~n Ulngtm'l.ymean hay nghi ngi:r(.',6dAl1hi~,llho~c

tri~u ehlrng cua tAn thuo'iig'gari. Tii "An eho b~nh nhan v8 cae d~u hieu va tri~u chUng
c~a lhiSm d~c gao va yeu c,llu,benhnhlin'lien I~c ngay vOi bac sy di€u trj trong wang
hOPpMt hi~n dAl1hi~l1(';I'll'!WlI lhu<JlIg gall.

! I 5. TIf011g tac thu6c
[o.a, I b6 sung cac thang tin fu(mg ung nhu saul

I• )u d\lng diacerein, c6 the ~[jytieu chay v~ giam kali mau. Cfut th~ trQngkhi sir d\lng
d~,ngthM vai.cae thuoc IQ'itiell (lhu6c IQ'itieu quai va cac thiazid) hay voi cae glyeosid
ti~ :digitoxin, digoxin) do lAmtang nguy co 10(lnnhip (xem phfut canh bao d~c biet va
th'n trQng).

6,Tac d~ng khong mOllg muGn
~A> L J 'h _. 'I r]L~,n, I ,,0 surt8 I'llI' fling fm tlr<trlg Irng 11IIf sau

: \ "

.tal LOAN TI11u I10A
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Rnthay g~p (> 1/10): Tieu cMy, dau b\lIlg. ~
TllU<'mgg~p (> 1/100 va < 1/10): Hng nhu dQngIilQt,dity hoi.

C{l~tl\~Ad~g nay se th~yen giam khi ~!eptl1,csir dl1ng thu6c. Tr~nr, mQt 56 tru~g
hgp JUlatlUii'lllieu chay nghtem tn;mg c6 bIen chung nhu mAt llUaCva rot IO\l1lcan bling
di~ ipai.

K(}ILO~ H$GAN~T

fll:l~l' (> 1/1000 vu •...1/100): Tling cnzym gan huySt thanh.
R(n LOf,\N DA vA MO DVen DA
Tbuong g(l.p(> 1/100 va < 1/10): Ngira, ban da, cham

7. Dii' Ii~utll'theo doi h~u m\li
[...]

FiJILOf,\NH$GAN~T
Cl\c tnr<'mghQ1lt6n thuong gan cAptlnh, bao gam ca Uingenzym gan huyet thanh va eae
truemg hgp viem gart c6 lien quan den diaeerein da duge bl\~ cao trong tMi gian h~u
mlli. Phfut 16n cae true-ng hqp nay xay ra trong nhil"ngthang dAutien khi b&tdAudieu trt.
Cfut theo d5i ch(l.teM cae dAuhi~u va tri~u chung t3n thuO'llg,gan tren b~nh nhdn (xem
phfut eUnhbao d(l.cbi~t va th~n trQng). .
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