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T& HUGNG DAN SU DUNG THUGC

Vién nén bao phim

MIFROS

Thube ndy chi diing theo don thuec
B xa thm tay tré am
Boc ki huémng din sif dung trude khi ding
Théng béo ngay cho bic sf holie duge s§ nhiing téc dyng
khéng mong mubin khi sir dung thude,

1. THANH PHAN CONG THUC THUSC

MBI vidn nén dii bao phim chia:

Thanh phdn duge chit:

Penlclllamin 300 mg

Thanh phdn td duge: Starch 1500, cellulose vi tinh thé MII, natrl starch glyeolat,
magnesi stearat, HPMC, talc, titan dicxyd, PEG 6000,

2.DANG BAD CHE:
Vign nén dii, bao phim mau tring, hal mit trom.

3. CHI BINH:

Bénh viem khép dang thip,
Bénh Wilson.

Bénh cystin nifw

Bidu tri nhifm adc chi.

4, CACH DUNG - LIEU DUNG:

Sin phm MIFROS ¢é ham lugng penicillamin 300 mg, véi chc liéu ding khéng

phi hetp véi him lugng clia thusic, binh nhin nén lua chon dang bio chd e him

lugng thich hep.

Peniclllamin nén ding ldc 84i, it nhdt 1 gid trudc bda in hodc 2 gid sau bila in.

Bénh viém khdp dang thép tién trién ndng:

Nguil én: 125 - 250 mag/ 24 g trong 4 win diu, sau 86 ting Héu thém mot lugng

bang lidu ban ddw, of 4 twdn mét lén cho d&n khi bénh thuyén gidm. Lidu duy tri thy

thudie viio ddp tng cia ting ¢4 thé, thang thuling 500 - 700 mg/ 24 gid chia 3 l4n,

Trong vii thang ddu cé the chua thiy cai thién dugc bénh. Mt ss it ngudi bénh o the

phai diing té1 2000 mg/ 24 it 06 cb thc dyng 16t. Nén ngiing didu tri néu khdng dat

hidu qud trong ving 12 thing. Khi liéu ding d4p dng thi nén duy ti midc nay 6 thang,

sau d6 gim cbn 250 mg/ ngay, duy tri trong ving 2 - 3 thiang. Binh cb thé til phdt sau

cit thudic. Tuy nhién néu diing tiép dgt khac thi hiu hét nguti bénh déy cb dip ing,

Tri em: 15 - 20 ma/ kg/ 24 gid, &y khét @8u nén 1 2,5 - 5,0 ma/ kg/ 24 giar, tang ddn 4

tudn 1 14n, ding 3 - 6 thing

Ngubi cao tubk El#cﬂnhthu%gt!ng&nguﬁdcautuﬁrhhhgﬂlnquunﬂndm

nang thiin. Liu khéi ddu: 50 - 125 mg/ 24 gity, trong 4 - B tudin, sau 88, o 4 tudn lal

thém 1 lugng biing liéu ban du cho dén khi benh thuyln gidm. Lifu cao nhit cb thé

i 1000 mgf ngiy.

Peniclllamin 14 tic nhin tac phitc voi d8ng, tic dyng didu trf @it két qud cao khi phél

hip véi ch 48 &n chia it kim logl déng (dudi 1 mg/ nghy).

Neguid [dn: 1500 - 2000 mg/ 24 gl&, chia nhiéu 1n ubng 30 phit trudc bia &n. Libu c6

thé gidm xudng 750 - 1000 ma/ ngdy khi benh d3 kifm sodt dugc, bing xic dinh

Mmgdﬁogqu-amr-kﬂéumgu{:.ﬁnmwhumsmsngiﬁnl Khéng ditge diing
mvﬁll&:m:ngrugm

W fgmlm 750 ma/ nghy, chia nhidu Jén v dic bigt vao lic di ngd, liéu ting dén téi
"_ - 1500-2000 ma/ ngay. Lidu duge diéu chinh dé cystin thai trirtrong nuie tidu dusi 100
~ mg/24gid.Cln uding dii nudc trong ngdy (3 Iit) € dim bao i lugng nudc tidu 2 mL/

=

&

Jis e

é.. | 30 ma/ kg! ngay, chia nhidu 1en va djc bigt vho lic di ngd, diéu chinh liu
¢ mﬁfmﬂnnl;uduﬁilﬂtImg'ngay

o tudSk: Ligu t81 thiéu duy tr sao cho cystin nidu duti 100 ma/ ngky.

Nguir cao tudl: 20 mg/ ka/ ngdy, cho dén khi lugng chil trong nutic tiéu 6n dinh & 0,5
mg ngay.

Vidm gan man tink tén tridn:

Ngudi I6n: BE diéu tr] duy trl, sau khi g3 kifm sodt duge tién trién cia bénh bing
corticosteroid, ding penicillamin vdi lidu khdi ddu 13 500 mg/ 24 gié, chia lam nhidu
1, réii ting din trong vbng 3 théng l&n ti lidu 1,25 g/ 24 gits. Trang thid glan nay liéu
corticosterald phai gidm ddn ri ngimg hin, Trong qué trinh didu tr, cin kim tra chic
nang gan dinh ky dé dénh gid tinh trang bénh.

Trét em v nguid cao tedk Khing b khuytn céo sirdung.

5, CHONG CHI BjNH:

Qud mdn vii penicillamin hodc bat ki thinh phdn ndo oba thubc.

Tiu ra mdu v protein nldu,

Thay déi déng ké vé huyét hoc.

Lupus ban @b, nhuge co, vidm da ndng.

Mt bach cdu hat, thifu mau bit sin hodc gidm tifu ciu ning do penicillamin.

Df dng penicillin v cic cephalosporin vi cf thé 6 phin (ng chéo gila cic
beta-lactam va D-penicillamin,

Suy thin vita hodc ndng.

Tién sir gép phal cdc bién chitng nghiém trong (thifu mdu bat sdn tiy, bénh
pemphigus, nhugc ool lign quan dén céc din xudt thiol (topronin, pyritinol).

6. CANH BAO VA THAN TRONG KHI DUNG THUGC:

Canh béo

Thin trgng khi dung penicillamin ddng théi vai cic thube b thi gy suy ty.

Theo doi [4m shng v xét nghlém € biét tién sirkhdng dung nap voi thopronin hodc
pyritinol,

Théin trong khi diing thubc

Cin d4nh gid céng thike madu vi chic ndng thin trudc khi didu tri b3ng penicillamin.

Theo dal cAng thidc méu, tifu clu, cling vl it nghlm phin tich nue téu cin duge
thyc hign theo cic khodng théd gian thich hop d€ phae hi#n protein nidu va tiéu ra
méu, Xét nghiém phin tich nudc tifu nén dugc thic hign hang tudn khi bdt diu didu
tri, sau mbi Iin ting liéu. Sau thad glan nay, xét nghigm mdi thang mdt En. BT wdi
bEnh cystin nléu holc Wilson; khodng cich gitfa cic 18n xét nghigm cd the dii hon.
Moing diéu trj néu pratein niéu ting hodc kéo dii,

Trong tim tudin diu ditu tr, ét nghiém cong thic méu tolin phin nén duge thye hign
hing tedn hojc hai tudn mdtI&n v ci trong tuln sau khiting lidy, hodc hang thang
sau 86 DSl vai bEnh cystin niku hodc Wilson, khodng chch gila cic lin xét nghifm cd
thé dal hon.

MEU tifu clu gldm xubng dudi 1200000/ mm® hodc bach ciu dudi 2500/ mm?, hodc
glam ba 1an lién tifp trong gldi han binh thudng, cin ngiing thusdc. Khi cbng thic méu
tré¥ lal binh thuimag; ob thé ding lai thubc v i2u thip. Nhung néu vikc gldm bach ciu
hodic tifu ciu tii phat, c¢dn nging didu tri vinh vién vai penicillamin. Penicillamin cb
thé thng cudng e ché thy siong cla clozapin.

Than trang khi diung penicillamin cho nguéi bénh suy than, néu cin phai diéu chinh
lidu. Bc bibt theo dbi cin thin & nguii cao tudi, vi doc tinh cba thudc gia ting &
nhém bénh nhin nay ké ca khi chic ndng thin binh thudng.

St dung déng thai vdi cic NSAID va céc thubc giy ddc thdn khic ob thé lam téng
nguy oo tén thuang thin,

Peniclllamin nén dute st dyng thin trong & nhimg bénh nhin 45 o phin dng bat lgi
vl viing. Ding ddng thif hodc difu tri trude 36 bing ving cé thé 1am ting nguy oo
tic dung khéng mong mudn khi diéu tri bing penicillamin. Do 84 nén thin trong khi
sirdyng penicillamin & nhing bénh nhiin dang dify tr| d6ng théi véi vang hodc trude
diy cb phidn tng bt lgi vai ving.

Néu bénh nhin difu trj ddng thid val s3t, digoxin hodc thusc khang acid, khéng nén
diing cdc thisde ndy trong véng hal gid sau khi diing penicillamin.

Diing thudic khing histamin, steroid hodc gidm [y tam théi penicillamin s gidp
kifm sodt cde phin dng néi mé day.

Vil miit v| gidc o6 thé phyc hil o th xdy ra trong thél glan digu tr vél penicitlamin,

khéng nén bf sung céc khodng chit 8 khic phyc tinh trang niy.

A&t him gdp truéing hop tifu ra maw, tuy nhidn néu bénh nhan khang cb cic vin a&

vé s6i thin hodc nguyén nhan d3 bidt khic, cin nging didu tri ngay |3p nic.

Phit ban mudn, duge méd th nhi bong bifu bl béng nudc mdc phil v Bénh da liku do

penicillamin, €6 thé xiy ra sau vai thang holic nhidu ndm difu tri. Xem xét gidm (1

trong cdc truing hp nly,

Wi to 1 mit bién ching hisim gap khi diu tr véi penicillamin & cd phu nifva nam gidi.

Darjazal 44 difu trf thinh céng tinh trang vi to mé khéng cin ngiing thude.

Vibe sir dung DMARD, bao gém penicillamin, 8 lién quan @8n suf phit trién cda viém

khép nhidm triing & b#nh nhin viém khop dang thip, mac di vitm khap dang thip

duicic bidt 13 yifu 16 nguy <o lén hon 5o vél viec st dyng cdc thulic nhém DMARD lén

sy phit triéin ciia vigm khdp nhigm tring,

Lam nang hon cc triku chimg thin kinh cia bénh Wilson (loan
truang e co, cdng, run, ki tidu) da duge bio cio sau khi ditng
penicillamind nhing benh nhan duge didu trj cho tinh trang nay.
By co thé 1d hu qué ca vise vl chuyin vh phin bé lai ddng ti
gan I&n nao.

Men ubng bé sung pyridosin mdi ngly cho nhing ngudl bénh
difu tri dii han vdil penicillamin, dic biét b nhing bénh nhan cd
chi 46 3n kitng vl thudc nay lhm tEng nhu ciu vé vitamin niy,

7. 50 DUNG THUGE CHO PHY N €O THAI VA CHO CON BU:
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Théi kiy mang thal:

Khéing ca dii lifu an todn cla penicillamin cho phy ni cd thal-
Bénh Wilsan: B3 c6 mot val trudng hep giin da & tré so sinh do
nguti me ding penicillamin trong sudt thal ki, Mic di chufa cd
nghlén oo cd kifm sodt nao vé vido sif dung peniclilamin trong
thai ki, nhing & hal nghién ciu hél ciu 88 bio cdo vike sinh
thinh cfng 43 tré binh thudmg 1l 28 ngudt phy n ding léu 1
500 - 2000 mg penicillamin m&l ngdy. Mgodl ra cén cb cic bio
cha lldn quan v tré so sinh binh thudmg va tré so sinh ob cic bat
thuéng bdm sinh do ngudi me ding penicillamin trong thai ki
NEu vide didu 1] bing penicillamin vin duge tép we nén cin
nhdc giam lidu penicillamin xudng liéu thip nhit co hidu qud,
Cystin nigu: C6 mdtbio cdo vl sy bit thubing mi lién két nghiém
trgng & tré so sinh khi nguél me diing 2000 mg penicillamin méi ngy trong sudt thal
ki, M&u c6 thé, nén ngimg penicillamin trong subt thal k. Nhung e s6d vin thép tuc
hinh thanh, ¢in cin nhic lgi ich edaviec diéu tri val nguy co cé thié sy ra vil thal nhl,
Viém khép dang thip: Khéng nén ding penlcillamin che phu i mang thal, nén
nigling diéu tri khi nghi nod hodc duge chdn dodn mang thai, trirkhi vige i tr] duge
xem xit |4 cin thist.

Thei ki cho con bi:

Do thifu dir by vé vige sif dung & bénh nhin dang cho con bd v khd ning
penicillamin e thé duge truyén cho tré so sinh qua sira me, penicillamin chi nén duge
st dung & nhimg bénh nhan dang cho'con bd khi duge béc 51 ool [a hodn todn cdn
thiét.

8. ANH HUONG CUA THUGC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Téc d8ng d&n khd ning |3l xe va van hianh méy méc cla penicillamin chua duge big
£, Tuy nhién thudc cb thé gay md mat gidm thi e, do 86 cin thin trong,

9, TUONG TAC, TUONG KY CUA THUGC:

Khi ding penicillamin vai cic hop chit st holic thubc khing acid, su hip thu
penicillamin duéng udng oo thé bi gidm.

Hap thu digexin duing usng o6 th bj giam khi sir dung déng thar vél penicillamin.
Sirdung Adng thid wii cic NSAID v cic thuc gdy ddc thin khac cb thé 1dm ting nguy
co tdn thuomg thin.

Khing nén ding penicillamin cho ngudl biénh dang didu trj wai vang.
Penicillamin cé thi thng cuimg dic ché tiy xuang do clozapin.
Hép thu penicillamin qua dubng ubng cfb thé bl gidm khi st dyng déng thi vdi kim;
st hiip thy kiém clng cb thé bi gldm bal penicillamin.

MNén uSng b sung pyridoxin mdi ngay cho nhing ngudi bénh difu tr] dai han wii
penicillamin, 83c bikt ta nhing bénh nhin cb chi 85 3n kifng vi thubc ndy lhm ting
nhu chu v vitamin nky.

Cic thudic tic 3dng tal chd trén dutng tidu héa Lam gidm hip thu penicillamin duéng
udng. Nén ding cic thusc niy cich penicillamin 2 gid.
Tueng ky: Khéng &p dung.

10. TAC DUNG KHONG MONG MUGN CUA THUGC:

Héu hét tic dyng khdng mong mudin ciia penicillamin phy thube vbo iéu. Phd bién
nhit 14 protein niéu va gidm thu ciu.

Reft thirting gép, ADR = 1/10

Thén va tift nidu: Protein nigu.

Thutmg 9dp, 1/100 < ADR < 1/10

Mau va bach huyét: Gidm tifu ciu.

 Hifm géip, 1/10.000 s ADR < 1/1.000 )

ik dich P cng g bao 66m qud min.

h da liéu do peniciliamin®,
ban d& da thude, nhuige cd, viém da ca, vidm khép

de cic tde dung khdng mong mudn adp phdl ki si dyng thusic.
: t v thifu mau bt san di xdy ra,
ban cb thé xdy ra s6m trong tr ligy, dc bikt 13 khi

khéing nién b sung céc khodng chit 48 khic phyc tinh trang ndy,

*Réthitm gap trudng hep tidu ra mau, wy nhign néu bénh nhan khdng c6 chc vin dé
wit 581 than hodc nguyén nhin 43 biét khic, cin nging difu tr] ngay lp tic.

Phit ban mudn, dugc mé th nhu bong bifu bl béng nudc mic phii vi bénh da liku
do penicillamin, cé thé xdy ra sau vai thang hode nhlu ndm didu trj.

i to |h mit bi€n ching hifim gip khi diéu tr] vai penicillamin & c phy niva nam
gléi.

8phidn ting cé the 28y ra bit o lic ndo rong qud tinh diéu tr v thubng cb thé dio
ngutc

Sy phiit trién cda vigm khiip nhifm tring & bénh nhén vitm khdp dang thip b lién
quan dén vike sit dung DMARD, bac gém ci penicillamin.

Lam nang hon cace tridu chidng thin kinh cia bénh Wilsen (logn truong lye ca, ciing,
run, kh tifu) 48 duge bde cdo sau khi ding penidillamin & nhiing bénh nhin dugc
didyu trf cho tinh trang nay.

11, QUA LIEU VA cAcH %0/ TRE
Khéng cb truting hop béo clo vé cdc phin dng khéng mong mudn a8 val qud lifu
penlcillamin. Khdng cf didu tr dic bigt duge khuytn cie.

12. PAC TINH DUTIC LYC HOC:

Nhém duge Ij: Thutkc chiing thip khip. M ATC: MO1CCO1

D-penkcillamin 13 mét loal thufic chéng thip khdp tic dung chim. Peniclilamin 3 tic
nhén tao phic wii kim loal ndng, d3c bidt | dbng trong huydt thanh, duge ding trong
diu tri bénh Wilson. Penicillamin phd v ciu ndi disulfid cia macroglobulin va 130 ra
st khif polyme ciia céc yéu 16 thip khép lgM. Peniclllamin ciing can thigp vao qué
trinh téng hgp collagen.

13. BAC TINH DUCC BONG HOC:
Sau khi usng, penicillamin duge hip thu khodng 50- 70%. Nén uéng xa bl 3n d&

| tréinh sy lién k&t wai kim logi trong thiic &n, Idm gidm tac dung cla thuSc Néng dé

dinh ciia thufc trang huy#t tugng dat sau khi uing khodng 2 gids Sau 46, ndng 8%
penicillamin gidm dén, vdi thet glan ban thaii ban ddu khodng 1 gidl sau d6 I khadng
5 gidr.

Thuc khuéch tin vao khip cic mé trang co thé, dic bidt gin vio collagen va sqi dan
héi, difu nay gidi thich mt phin téc dung didu trj.

Sau khi ubng, hon B0% D-penicilamin dugc dio thii trong phin vi nudc tiéu trong 43
gl Lugng thusc gin vio collagen dao thii rdt chim trong nhidu ngay.

14.QUY CACH DONG GOI:
Hop 3 v x 10 vitn.

15. DIEU KIEN BAD QUAN, HAN DUNG, TIEU CHUAN CHAT LUQONG CUA THUGSC:
Didu kikn bio quin: Noi khd rdo, trdnh dnh sdng, nhidt 34 khdng qua 30°C

Han ding: 36 thang ke tir ngdy sin xust

Tiéu chulin chit lwgng: Tidu chudn nha sin xudt

16. NGAY XEM XET (A ©61, CAP NHAT LAI NOI DUNG HUGNG DAN 50 DUNG
THUSC: 21.06.2022.

17.TEN, BIA CHIVA BIEU TUQNG COA €O 50 SAN XUAT:

DAVIPHARM

Sdn xudt tal: CONG TY Cff PHAN DU'GIC PHAM DAT VI PHU
(DAVIPHARM)

L& M7A, Buding D17, Khu Céng nghiép My Phudc 1, Phutng
Théi Haa, Thi x3 BEn Cat, Tinh Binh Duong, Vigt Nam
Tel: 0274.3567.687 Fax: 0274.3567 688
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