RXTHU(")'C KE DON

T Hh NGDxNS D NGTHU C

Vién nén bao phim

MIFROS

Thu' cnaychd%ng theo Lhn thu
nW«ka tfm tay tr tem
nck hengd¥rs d ng . tckhialung

Thong bao ngay cho bac:shokb  ‘dc® nh ng tac d ng khéng mong mun khis d, ng thu c.
1.

THANH PHEIN CONG TH. C THU™ C

M, i vién nén dai bao phim ch:

Thanh pi n dccht:

Penicillamin....................... 300 mg

Thanh pin t §c: it arch 1500, cellul ose vi tint
magnesi stearat, HPMC, talc, titan dioxyd, PEG 6000.

DY N BAO CHe:
Vién nén dai, bao phim mawrg, haintb t r hn.

CH n_ NH:

B nh viém kh p dthg thp.

B nh Wilson.

B nh cystin niu.

DiQu tr nhi m  E chi.

CACH DUNG - LI U DUNG:

Sn pth MI FROS ¢ ng penicitamin 00 mg, v i cac liQu dung khong phu

h PV i h "“mg ¢l a@hu ¢, b nh nhan nén | a ch n dthg bao chjc - h*“my | €
thich h' p.

Penicillamin n°H1lgdtY%redal wb2disauba2 tnnh

BMhh viém klp ¢ ng th p tidn tri@h rilng:

N g €l n: 125- 250 mg/ 24 gi trong 4 tfn f', s a u Q@ thémtnit n’ gg@Rag

liQu b fupc 4tun m tifn C fhdkhi i nh thuyén Qm. LiQu duy tri tuy thuc vao
L8mgcatngcathy t h 1 nggh00t T0@mg/ 24 gi chia 3 fn. Trong vai thang
LFucothve h €y clithin ‘lcenh. Mts 2 t ° inbgnkecd thwphli dung t i 2000

mg/ 24 gi LWeo tac dng ft. Néen ngn g Qultfi wu k h Thigu quf trong vong 12
thang. Khi lQu  d “n gng thi@gnduytrimc n "y 6 t h[@icon,250amg/u L
ngay, duy tri trong vong 23 thang. Bnh co tWtai phat sau«bthu c. Tuy nhién i ding

ti/p *tikhacthifiuhl “nig®hQL ¢ - nd. §p

Troem: 15- 20 mg/ kg/ 24 @i, liQu kh i fulnén la 2,5 5,0 mg/ kg/ 24 gi, t fndg d
tufn 1 fn, dung 3 6 thang

Ng€caotii: D c t 2°nmnhg tthim@ygcaotii , khi'ng /JAcheénnbgog
thch. LiQu kh i Fut 50- 125 mg/ 24 gi, trong 4- 8 tufh , s a_u4 tufn 1Y thém 1

| “@g brag liQu b fun  cldkhi tinh thuyén gim. LiQu cao ni c6 thAt i 1000 mg/
ngay.

BMhh Wilson:

Penicillamin 1a tac nharth ph c v i ~ nby, tdc dn g Qultfi L& k/T qu cao khi phi h p

v ich]l, £ n aitkimIod “nlg . { 1dn®/ ngay).

N g €l n: 1500- 2000 mg/ 24 gi, chianh@ fnung 30 mh &t £ rcéthn

gilm xu ng 750- 1000 mg/ ngay khi'm h Wk % 0 Scf balge Xk’ nlgéng
qua, ctWe24 gi (cfnxétnghim3thang1fin) . Khé nd»%i @ quBQl n
2000 mg/ 24 gi.

Tr'Dem:QCc’) th i 20 mg/ kg/ 24 Gi, chia nh@ Fn , _ dbra€ t Q. nh Inhtd la 500

mg/ 24 gi .
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N g*©cao tui: C6 thMt i 20 mg/ kg/ 24 gi, chia nhQu Ifn , _ dbra€ Lt Qu.dnL ilce
LQ@Qchn h cJh ok Whi u du.

Cystin nMi : N gl n v Z tifBYi cystin:

PiQutr s i

N g € n:750 mg/ ngay, chian@ilfn vtbbitl v~ o _I, kQ@c tLFmiqlge -
2000 mg/ ngay. IQu ‘lc €@l ¢hn h Weystin tHitr. t r o n g tWh ‘©d 0 mg/ 24
g .Cfnung, n& trong ngMmpo ( BElg ta@@ 2 mL/ phat.
TrGem: Ti30 mg/ kg/ ngay, chian@i fn  vibbitt v~ o |, Y4 chbh liQnWw
m ccystin niu .d ¥0 mg/ ngay.

N g ©cao tu i: LiQu t i thid duy tri sao cho cystin'ni  .d ¥00 mg/ ngay.

Phong bnh:

Ng €l n(khongco s thsi cyst i Angcystin&n g'v g&€300 mg/ 24
g| Dung penicillamin 256 750 mg/ 24 g| ung .¢tr ¥€hi, .BlQ chohdiQu W
| “@g cystinniu 4L ,d1@0mg/24giv "~ o | Yucng Bhiam . rc@lit) mingay.
Trtem: Ch eal'h 020 Wl Qidung.

N g' ©cao tu i: BiQu chnh liQu sao cho cystin ni .d ¥0 mg/ 24 gi.

Nhikm { &chi (Pb):

N g €l n: 1500- 2000 mg/ 24 @i, chialam nh@ fn, dh ok Hrig Iceh3 _d r on
tiW" n "nh 0,5 mg/ ngay.

TrGem: 20- 25 mg/ kg/ ngay, chian@i fn , dhra€ & n.

Ng'€caotli : 20 mg/ Wng/k hrig lyeh 3 c ttomMoth qb’ DS mg/
ngay.

Viém gan mn tinh tidn triGh:

Ng®lLnPWL@ti duy tr3, W us okbiait/nlied ¢ & bnh brag

corticosteroid, dung penicillamin vIiQu kh i fulla 500 mg/ 24 i, chia lam nh@ Ifn,
it #mtpng dong 3 thang lénitliQ 1,25 g/ 24 gi. Trong thi gian nay Iy
corticosteroid pfi gifm dfn ri ng ng R . Trong Q@ tr8Ffnkiwetnalehcl i
ntng mM&8IWIENh gith§brthd nh tr

Trte m v * i cao ¢u€Khéng cé khuyh céo s d ng.

5. CH" NGH n_NH:

Qug8 mXn v._i penicillamin hoHc bblt k8 th-~"r
Ti Wu ra m8u v" protein ni wu.

Thay L i L8ng kW vQ huy/Jt h c.

Lupus ban L,, nh€ c ch, vi°m da nHng.

Mblt b UYch j—'u hdt, thiJ/JJu m8u bblth. s n ho Hc
DO . ng penicillin v"™ c8c cephal odagtanrvan v ?3

D-penicillamin.

Suy thdn v_._ a hoHc nHnNng.

TiQn s gHp phli c8&c bi/Jn c¢h_ ngpemphidus ° m ¢t r
nh€ ¢ c¢h) téac dGanubdhiolgtioprohit], pyritinol).

6. CiNH BWAOGHxNTR NG KHIDUNG THU " C:
Cl'nh béo
Thahtrng Kkhi d ¥%2n g “npth |n/||cacthLicaor1ﬁ/\gayszty
Theo d6i Iam sang va xét nghi Wbi/} tigv s khong dung Hp v, i tiopronin hdb
pyritinol.
Thdn tr ng khi diing thu ¢

Cfn L8nh gi 8 ¢ctng th_ ¢ m8u v™ c¢ch_ ¢ nktng t
Theo d»i c'ng th, ¢ m8u, tiWu cfu, c¥ng Vv
hi " n theo c8c khol[ng th™ i gian th2ch h’ j
nghi m ph©n t2ch n€ ¢ tiWu n°n L€ ¢ th, c
ttng | i Qu. Sau th" i gian n"y X®t nghi m
Wi | son, kholng c8ch gi_a c¢c8c | fn x®t ngh
ni u ttng hoHc k®o di
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Trong tam tfin FU QI tF, xét nghim cdng thc mau toan pfn -~ n °" nth & K&n hang
tufn hab hai tdbn m t Ifn va ¢ trong t¥n s au kh, hdbt thrign gl it hn8 nig s
vV, i b nh cystin ni u hoHc Wil son, khol[ng

N}]u ti Wu cfu gilm ¥%wHcg bde hi cHF2AH0 .do@ e 2g6ino[
|l Fn li°n tif]p trong gi.i hUn b3nh th<€ ng
th€ ng, ¢ thw d¥%ng | 9 thu ¢ v,i 1iQu ¢t
phsgt, cfn ng.ng LiQu tr’ vonh vi_n v,_i p
t.y x€ehng ¢, a clozapin.

Thdn tr ng khi d¥%ng penicillamin cho ng+ €
nHc bi 't theo d»i c¢cXn thdn ° ng€ i cao t
nNh©n n"y kW c¢c[ khi c¢ch_ ¢ ntng thdn b3nh ¢ttt
Sdng’ ng.tanwaeNSAIDvéeéctHLc g @yhchkhaccoti " m tLng ng
tn thehng th

Penicil | aesi eingthhtr ng” @h ngbnh nho©n Mlrglivph
vang.D¥%n‘gngthihotb Q@itit rce LagvdngcotM " m t Eng nmguy ¢
khong mong mun K MQitr kkddg peni ci | | a mihnr.ng Khios dlng n °

penicillamin'. nhngbn h n h ©nQ & B nggth il i vang hab tcr @€ ©y[nc -
“ng Wil iv ivang.

NJubnh nmRemnl nyihiv isd digoxin hdb thu ¢ khang acid, khdng nén dung
céac thl ¢ nay trong vong hai’gisau khi ding penicillain.

Dung thuc khang histamin, steroid Regilm liQu tn th i penicillamin € giap kiwh soéat
cac ptin_ng nimQL avy .

Vi c mAlv giac co thph c i c6 tk[y ra trong thi g i@ tn v, iCpenicillamin,
khong nénb sung cac khoang &h WKhab ph c tinh tithg nay.

RE hi/im gp  “tng Kep tiWi ra mau, tuy nhién/fu b nh nhan khéng c6 cadir QUQs i
thdhhdb nguy ° n J/JkRhacd§n nd'ng Qliringay pt c.

Phat ban mun, "cln® fn h€ b Wn gb 3b i bec mdgpHnv& b nh da lju do
pen|C|IIam|n co tM\K[y ra sau vai thang kb nhiu  n £Qntr . [Xem xét gim liQu trong

c § ¢’ ng It p@ay.

Vatolamtbi/phchng hin gip Kk IQitr vliipenicillamin® c[ ph, n va nam gii.
Da n az oQtr thanh ddrig tinh thg vi to ma khéngfn ng ng thu c.

Vics$s dng DMARD, baogm penici |l | amil/js pléattrcia®viBm q u a
kh p nhi m trang" b nh nhan viém khp dthg th, mHb du viém khp dchg thgy  “lce
bisflayut nguy. ncthhiniviscos dvng cac thuc nhdm DMARD léns phat
trivd ¢ a viém kh p nhj m trung.

Lamrtb g h hn uch§g thn kinh ¢ a b nh Wilson (Ich  t r ©h nayihg) rum,
kh- ti ®abfocowsaulkidiung penicillamimh ngbnh n h ©nQ@ & €o
tinh tthg nay.n ©y  Wa hdi gl ¢ a vi ¢ veh chuyd va phan b1d “ngt gan 1én

nao.
N°n u” ng b’ sung pyridoxin m, i ng "y chc
penicillamin, LHc bi" "t | nh_ng b nh nho
cfu vQ vitamin n"y.

7. S D, NG THEHQ@PH N CO THAIVA CHO CON BU:
Th i k8 mang thai
Khtng c¢- d. li " u an to"n c_,a penicillamir
B "nh Wilson: n« ¢- m <t v' i tr€ ng h'  p
penicillamin trong su't thai k 8. MHc d?%
d, ng penicillamin trong thai k 8, nheng
th"nh c¢cing 43 tr T b3nh th+€ ngooom peZu8|IIam|rgei
m i ng"y. Ngo” i ra ¢c,n c- c¢c8c b8&8o c8&8o |Ii
c- c8c bblt th€ ng bXm sinh do ng€ i mG d
b 3Jng pen|C|IIamin vXn L€ ¢ tiflp t,c, n°n
nhblt ¢ i Qu quTl.

0134.T1 Trang3/6



Cystin ni u: C- mt b8o c8o vQ s,  bblt th
ng€ i mG d¥%ng 2000 mg penicillamin m, i n
penicillam|n trong su’ 't thai k 8. Nh€ng n.
c.a vi ¢ LiQu tr° v, i nguy ch c thw x[vy
Vi°m kh, p dlng t hblp: Khtng n°n d¥%¥%ng peni
Li Qu tr° khi nghi ng" hoHc L€ ¢ chuXn Lo
cfn thil]t.
Th i k8 cho con b:
Dothilud liuvQvics dng" bnh nho©n Lang [mhogcerenb iV
thWL ‘& truyQr cho tiis h s i nhnﬁqparm:lllamln chn°n c8<€ ng” nhng
bnh nhon Lang °‘cchd §cors ob% diithi. "L®o " n to" n
8. 4UNHHh, NG_:ATHU'CLENKH NI NG L Cl xNKHANH WAY MOC:

T8c L, ng LJn kh[ n&tng | 8i xe v’™ vdn h"nh

nhi°n thu ¢ c thw gOy m mdt, gil[m th |
9. ThuNGCC, ThuuyNGATU C:
Khi d¥%ng penicillamin v, i c8c h'  p chblt s,
L€ ng u ng ¢c- thw b" gi [ m.
Hblp thu digoxin L€ ng u ' ng c- thw b gilr
Sdng “ndithiv icac NSAID vacactiic g @yhchlkhaccotith " m t Eng ng
ftn thehng th
Kh®ng n°n dl/zng penicillamin cho ng¥€ i b’ T
Penicillamin c6 thi\t Lngngccéhl]ty xehng do cIozapln.
Hep t hu peni ¢ ngdngadithhh gifm khi sLden g™ ng thiv, i kém;s
higpth km c | n (y\b gilm b ti genicillamin.
N°n u’” ng b sung pyridoxin m, i ng "y c¢chec
penicillamin, LHc bi" "t |~ nh_ng b nh nho
cfu vQ vitamin n"y.
Cg8§c thu ¢ t&c L., ng tYi ch, tr°n L€ ng ti"
N°n d¥%¥%ng c¢c8c thu ¢c n"y c¢c8ch penicillamin
T €©h n gKhdang ap dng.
10. TACD, N®HONGMONGMU " NC, ATHU  C:
Hfu hJt t§c d, . ng khing mong mu n c.a pen
protein ni u v’° gi[m tiWu cfu.
Rt th ADR @1/, 10
Thdn v~ tifJt ni u: Protein ni wu
Th_ynd/dgDPp, O ADR < 1/10
M&8u v~ bUch huy/t Gi[m tiWu cfu
Hi Am 1g11p,. 000 O ADR < 1/1.000
Mi_ n d” ch Ph[n ng d’ ng bao g m qu§ m)
Ti°u h-a Lo®t mi ng, vi°m mi ng.
Da v°™ m* d<€ i da: R, ng t-c, u gil ving m!
Thdn v° tiJtsSni wu: TiWu ra m8§u
Sinh sIfn v™7tuy/J]ln v¥% V¥ to
Ch_a r» ttn sumt
M8u Vv bUch huy/Jt: Gi bAchYcH ad Fudt S wnhg Bt
m8u t8n huy/Jt, gilm bUch cfu
ChuyWn h-a v" dinh d€© ng: Chg&8n &tn
Thfn kinh? Mblt v gi 8c
MUch m8u: Xublt huy/t ph'i.
H* hblp, 1 ng ng, ¢ v° trung thblt: Vi°m L€
ch. ng m-ng tay m'u v ' ng.
Ti°u h-a: ViZmnt_y, bu"  n ntn
Gan, mdt: V" ng da do mdt .
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11.

12.

13.

14.

15.

Da v~°™ m! d<€2i n@: Lwiyh°8m dbaa nc h L -Johnsoh, viem c h
da bi Wu 93 bmetr palil i u do penicill amin
Ch x€ehng v°™ mt |i°n kIJt: Lupus ban L, do
t hblp.

Thdn v tiJJt ni u: H, i ch. ng thdn he€e, vi°c
C8c t8c d.ng kh'ng mong mu  n kh§8c St
Thing b8o cho thty thuXc c8c t8&8c dAng kht

A=Y

T vong do mblt bYlch c¢cfu h4t v° thiJu m§
2Bu”n ntn, ch&8n tn, st v° ph8t ban c- t
l 1 Qu ngay t. Lfu.

SThu ¢ kh8ng histamin, steroid hoHc gilm
ng n i mQ La

y .5 . . . X> h . . . . . .. .
Vi ¢ mdlv giac c6 tWph c h'i co6 thawkly ra trong__ﬂ*n g iQ@atn v, iLpenicillamin,

khong nén'b sung cac khoang &h WKhdb ph c tinh tthg nay.

SRH hi/fn gb  “tng KSp tiM ra mau, tuy nhién/lu b nh nhan khéng cé cadir QUQs i
thdhhdb nguy ° n JJRhacodn nd'neg Qlliringay ot c.

6Phat ban mun , " cln® fn h€ b Win gb 3b ibc magpHinv&b nh da lju do
penicillamin, c6 tM&[y ra sau vai thang kb nhiQu  n tQmtr.L i
Vatolamtbi/pchnghimg  k Kitr vLi penicillamin® c[ ph n va nam gii.
8PHN_ ngcotWk[yratldic | Yac n " o t r @nirgv " g uh§ec@ Fon m gld
S phét tr\d ¢ a viem kh p nhj m tring” b nh nhan viém khp dthg thep co lién quan
L/hvi ¢s d ng DMARD, bao gm d penicillamin.

Lamrtb g h hn uch§g thFi kinh ¢ a b nh Wilson (Ich  t r ©h nayihg) rum,
kh- ti ®abfocowsaulkidiung penicillamimh ngbnh n h ©nQ@ & €o
tinh tithg nay.

QUC L MACACHX TRI:
Khtng " aghptbao&éao Qcac plfn ng khong mong mitn “ilv, i qua I
penicil |l ami@t LHKbht: nigkBug cad. i

nnnC TOMHCL CH C:

Nh- m d<€fha IcT c h” n gUdaAFCHIMO1RADL p

D-penicillamin 1a mt o4 thu ¢ ch ng thgd kh p tac d ng chdm. Penicillamin Ia tdc nhan
tbphcvikimlodnth g Fobilt Trgtrdhghuy t haohd %hide@ Qtr ong
b nh Wilson. Penicillamin pha_vcfu n i disulfid ¢ a macroglobulin vath ra s kh
polymecacacyut thtpkhp | gM. Peni ci I pvaomuatrink thghigp ¢ a
collagen.

nnC TENH Dh™ KE Cn. NG

Saukhiung, peni cib thakimng50Z02%. Nénung xaba tHWranfis

lien KT v i kimloYtrongthc t n, [mitdcgngg athic. N n g, Linhgathuc
trong huy} t €hsagkhilling khdng2gi.Sau Un g, pénicilamin gim dn,

v ith igianbanthi bfakhdiiglgi, sau [hg5gi.” kho

Thu ckhuphtanvaoklb ¢ § ¢ mt W kblbin g vadcollagenva s  Li,n  h
L. GQu nay gfi thich m t phFn tac dn g Qultri.

Saukhitng, hhmen0% iD ¢ alnTim tire® n g . ethdrong ¥8gi. n €
Lengthicgdh v~ o c ol [lrégxnrrong i@ ngan

QUY CCCH néENG G¢l :

H p 3V x 10 vién.

nl U KI =~ NQUBN GBIy N DUNG, TIEU CHUfN CH[T LING C A

THU" C:

n@kinbfoquimNhi kh?! r8o, tr8&nh §n®@ s8§ng, nhi
H% dung: 36 thang kit ngay §n xutdl )

Tiéu chuXp chbl  hg€Tiéu chu§r nha $n xubl
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16. TEN,n_. BH VABI gqTUR NGC A Cwuy SSNXUrT:
Sdn xumt tui.:
Ed DAVIPHARM
CDNG TY C° PHBIN Dh" C PHfM nyT VI PHP
(DAVIPHARM )
LT M7A, n<€ cd nl tvghKBhpe, ¢ ITh, iPhi® ag Th'
T " nh B3:phvVD€hndlam

Tel: 0274.3567.687 Fax: 0274.3567.688

17. NGAY XEM XETS A “nl,CxPNHxTLYIN. | DUNGNEBBXNS D NG
THU  C:

Tén §n phyn: MIFROS

MAa s toa: 014.T1

- Chuy file in gn xudl  t heo c*hrgg 1v Lirdgaanyay
Kiwh soat sa " il. | 30/032020.
- Chuyw ma toa.t TOA105CBBsang 018.T1 theo SOP Q.DK.1003

Nhan vién thi k1]
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