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COMPOSITION:
Each hard gelatin capaile conlains Min Lic No-
| Mycaphenalate Mafetl| USP 250 ma ; ia-Lic
Please refer to enclose leaflet for DOSAGE & ADMINISTRATION/ STORAGE:
S/ca) i 3 : Stare bslow 30°C in dry place Protect from fight

INDICATIONS/CONTRA-IN DICATIONS/PRECALTIONS/SIDE EFFECTS.
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CAREFULLY READ THE INSTRUCTION BEFORE USE.
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Huéng din sir dung thuéc:

MYCOKEM CAPSULES 250 MG
(Mycophenolat mofetil 250 mg)

THANH PHAN: M3i vién nang ciing chira:
Mycophenolat mofetil ............... 250 mg
Td dioc: Croscarmellose natri 2,0 mg, Tinh bot bip tién gelatin héa 37,5 mg, Povidon (K-90)
7,5 mg, Magnesi Stearat 3,0 mg.
Poc kj hudng din sie dung truwdc khi ding. Néu can thém théng tin xin hoi y kién thay
thubc.

TINH CHAT DUQC LUC HOQC: Q/
Mycophenolat mofetil 1a ester ciia 2-morpholinoethyl v&i acid mycophenolic (MPA). MPA la
mdot chét e ché chon loc, khong thuin nghich, khéng canh tranh véi inosin monophosphat
dehydrogenase, do d6 n6 trc ché su tdng hop nhan nucleotid ciia guanosin ma khéng cén tham
nhap vao AND. Do su téng hop nhéan purin rat can thiét cho tao thanh céc té bao lympho B va
T, trong khi cac loai té bao khdc thi c6 thé tan dung co ché tai sir dung nhan purin, MPA ¢6 hiéu
luc kim té bao trén céac té bao lympho déng ké hon hén so v&i trén cac té bao khéc.

TINH CHAT DUGQC PONG HOC:
- Hép thu:
Sau khi ubng thudc, mycophenolat mofetil dugc hip thu nhanh va phin Ién qua dudmg tiéu héa,
sau d6 dugc chuyén hoa thanh MPA 1a chit chuyén hoa c6 hoat tinh. Sinh kha dung trung binh
ciia mycophenolat mofetil dung dwdng udng, tinh theo AUC ctia AMP, chiém 94% so véi sinh
kha dung ciia mycophenolat mofetil khi ding dudong tinh mach. Dung bang duomg udng,
mycophenolat mofetil khdng duuc phdt Lién trong huyét tuong. Thirc an khong anh huéng dén
mirc d6 hdp thu (MPA AUC) ciia mycophenolat mofetil khi sir dung liéu 1,5g x 2 1an mdi ngay
cho bénh nhan ghép than. Tuy nhién thirc an lam giam 40% ndng dd Cpax clia MPA.
- Phén bé:
Do anh hudng cta chu ky gan-rudt, thuong quan sét thdy cé6 mot dinh th nhi cia AMP sau khi
udng thudc tir 6 dén 12 gio. Dién tich dudi duong cong (AUC) ciia MPA giam khoang 40% khi
mycophenolat mofetil dugc ding ddng thoi véi cholestyramin (mdi lan 4g, ngay 3 lan), didu
nay cho thdy anh hudng quan trong cia chu ky gan-rudt.
O nhimg ndng d6 dang ké vé 1am sang, c6 97% MPA gin két voi albumin huyét twong. O
nhitng ndng dd MPAG duoc quan sat & bénh nhan ghép than di dugc én dinh, c6 82% MPAG
gin két v6i albumin huyét tuong. G nhirng ndng dd MPAG cao hon, ching han & nhimg ndng
d6 duoc quan sit ¢ bénh nhan c6 manh ghép chdm hoat dong hay & bénh nhan bj suy than nang,
ti 1€ gan két in vitro chi ¢ 62%.
- Chuyén hoa:
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MPA chii yéu dugc chuyén héa nhé men glucuronyl transferase thanh glucuronid phenolic
MPA (MPAG), chit nay khdng c6 hoat tinh duge ly.

- Thai tru:

Khé xdc dinh duge thoi gian ban huy ciia MPA do bi anh hudéng cia chu ky gan-rudt. Thoi gian
ban huy biéu kién vao khoang 16 dén 18 gid. Khoang 93% liéu ding dugc dio thai qua than,
phan 16n dudi dang MPAG, va khoang 6,0% dugc dao thai qua phan.

Duoe dong trong mét sé trucng hop ddc biét:

Trong mot nghién ctru dugce thue hién voi liéu duy nhét (6 ngudi mdi nhém), AUC cia MPA &
bénh nhan bi suy thdn nang man tinh (tbc o loc dudi 25mi/phut/1,73m2) cao hon khoang 28-
75% so v&i AUC & ngudi khoe manh hay & bénh nhén bj suy than nhe hon. Chua ¢6 nghién ciru
vé sir dung da lidu & bénh nhén bi suy than ning man tinh.

Suy gan khong anh huong dén dugc dong cia thudc. Chua c¢é nghién ciru duge dong & bénh
nhén cao tudi

CHI PINH: ?/

Mycophenolat mofetil duoc sir dung két hop véi cyclosporin va corticoid dé du phong thai ghép
& bénh nhan ghép than, gan hodc tim.

ro, LIEU DUNG VA CACH DUNG:

'!_' Thubc nay chi ditng theo sy ké don ciia thiy thubc.

ONi

€N Trong ghép than:

1Pt Ngudi 16n: 1g x 2 1an mdi ngay.

b Tré tir 3 thang dén 18 tudi: 600mg/m? dién tich da x 2 lin mdi ngay (t5i da 1g x 2 ln mdi

ngay).

Tré véi dién tich da tir 1,25 dén 1,5 m?: 750 mg x 2 1an mdi ngay.

Tré voi dién tich da trén 1,5 m*: 1g x 2 1dn m&i ngay.

Trong ghép tim:

Ngudi lon: 1,5g x 2 14n mdi ngay.

Trong ghep gan:

Ngudi 1on: 1,5g x 2 1an mdi ngay.

Ste dung ¢ bénh nhdn suy than:

O nhitng bénh nhan bi suy than ning man tinh (téc do loc dudi 25ml/phit/1,73m2 ), nén tranh
dung liéu cao hon 1g x 2 lan/ngay. Khéng c6 dit liéu trong ghép tim va ghép gan & nhitng bénh
nhén suy thdn nang man tinh.

Sir dung o bénh nhdn suy gan nang:

Khéng cén diéu chinh liéu trong ghép than & nhimng bénh nhan bénh nhu md gan ning. Khong
c6 dir liéu trong ghép tim & nhitng bénh nhan bénh nhu mé gan néng.

Sit dung ¢ ngudi cao tudi:

Liéu khuyén cdo 1g x 2 1an m&i ngay trong ghép than va 1,5g x 214n m&i ngay trong ghép tim

va gan.



CHONG CHI PINH:
Chéng chi dinh cho bénh nhan nhay cam véi mycophenolat mofetil hay vi acid mycophenolic.
Chéng chi dinh cho phu nit ¢6 thai.

CANH BAO VA THAN TRONG:
Ciing nhir dbi v4i tAt ca cac bénh nhin duge ding thude 1re ché mién dich va thudng ding dudi
dang phdi hop, nhiing bénh nhin ding mycophenolat mofetil ¢6 nguy co b u lymphé bao va
cac loal budu 4c tinh khéc, nhit 1a & da. Nguy co nay dudng nhu ¢ lién quan nhiéu dén liéu
dung vé thoi gian didu tri hon 12 do viée sir dung mot loai thudc cu thé.
Do su tre ché mién dich 1am tang nguy o ung thu da, bénh nhan nén dugce khuyén han ché tiép
xiic vdi dnh sdng mit trod va cde ngudn 4nh sang ¢6 chira tia cye tim khéc bing cach mic quén
40 bao hd va sir dung kem chdng néng. |
Bénh nhén sir dung mycophenolat mofetil phai duge hudng dn dé bo cdo ngay’lap tirc bat ky
bing ching nhiém tring, bam tim, chay mau hojc bit k¥ biéu hién khac cia ton thuong tiy
xwong. Su trc ché hé théng midn dich ¢6 thé lam ting kha ning bi nhi€m triing, bao gdm nhiém
triing co hoi, nhiém tring ning va nhiém tring huyét. Trong 1 nghién ctu 6 kiém soat & bénh
nhén st dung mycophenolat mofetil (2g hodc 3g) dé du phong thai ghép trong ghép than, tim,
gan, nhi&m tring nghiém trong/nhidém tring huyét xay ra & khoang 2% trong bénh than, tim vi
3% trong bénh gan.
Du phong phan tng thai ghép bi giam bach cu trung tinh ning (ANC < 500/microlitre).
C#én theo d&i sb lugng bach chu trung tinh ¢ bénh nhin ding mycophenolat mofetil. Trudng
hop giam bach ciu trung tinh (AUC < 1,3 x 103/microlitre), phai ngung hodc giam lidu
mycophenolat mofetil, ngoai ra can lam céc test chdn doan va didu trj cho bénh nhan néu cén.
M6t vai trudng hop hiém ghi nhan c6 xuét huyét va thing da day-rudt & bénh nhén duge didu
tri biang mycophenolat mofetil. Do viéc diing mycophenolat mofetil ¢6 lién quan dén viéc ting
nhitng tac dung ngoai y trén duomg tiéu héa nhu loét da day-rudt, xudt huyét, thing... phai than
trong khi dung cho nhiing bénh nhén dang ¢6 nhimg bénh & duong tiéu héa. O nhiing bénh
nhan bi suy thdn nang man tinh (tdc 48 loc dudi 25ml/phat/1,73m2 ), ding mycophenolat
mofetil liéu duy nhit, nhan thiy AUC ctia MPA va MPAG trong huyét twong ting cao so véi
bénh nhén bi suy thén it hon hay ¢ ngudi khde manh. Nhiing bénh nhan nay khéng dugc dung
11éu hang ngay trén 1g x 2 an, va phai dic biét theo dai.
( nhitng bénh nhan ¢4 manh ghép cham hoat dong, AUC(0-12h) trung binh ciia MPA ¢6 thé
tuong duong & nhitng bénh nhan duge ghép co quan cé tién trién binh thudmg, trong khi do
AUC(0-12h) cia MPAG lai cao gip 2-3 1an. Khdng cén phai chinh lidu & nhiing bénh nhin nay,
nhung phai tdng cudmg theo doi.
Khéng nén dung mycophenolat mofetil cing lic véi azathioprin. Do choelestyramin 1am giam
dang ké AUC ctia MPA, nén dic biét than trong khi diing dbng théi mvcophenolat mofetil vdi
céc thude gay can trd chu k¥ gan-rudt, do c6 thé 1am giam hiéu luc cila mycophenolat mofetil
Nén kiém tra cong thirc mau mdi tudn mét lan trong thang didu tri dau, sau d6 2 tudn mdt lan

trong 2 théang ké va mdi thang mét 14n trong nhitng thang tiép theo trong nam didu tri dau.
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Ste dung cho phu nit c6 thai:

Dung thude ¢6 thé giy nguy co cho bao thai, tuy nhién cé thé cin nhic véi lgi fch diéu tri mang
dén cho ngudi me. Nén ding bién phép tranh thai hitu hiéu trong thoi thdi gian ding
mycophenolat mofetil.

St dung cho phu niv cho con bi:

Céc nghién ciru trén chudt edng cho thiy ring mycophenolat mofeti] duge bai tiét qua sita me.
Hién chua ¢6 sb liéu vé sy bai tiét qua sita me & ngudi. Tuy nhién do ¢6 nhiéu loai thube dugc
bai tiét qua stra me va do nhiing nguy co vé tac dung ngoai ¥ ciia mycophenolat mofetil c6 the
x4y ra cho tré ba me, nén quyét dinh hoic ngung cho con bt hodc ngimg ding thudc. Trong
trutmg hop nay, loi ich didu tri cho ngudi me phai duge uu tién.

TAC DUNG PHY:

Khé cé thé xac dinh dau 13 tac dung ngeai ¥ ctia mot thude (e ché mién dich do ¢6 thé d6 ta
nhitng triéu ching ciia mot bénh 1y tiém &n, nhét 13 do ¢4 nhidu thube duge sir dung ddng thei.
Cic téc dung ngoai v thudng gip ¢6 lién quan dén viée ding mycophenolat mofetil 1a tiéu chay,
giam bach ciu, nhim tring mau va ndn mira. Ngoai ra, mot sd nhiém tring ¢6 thé xay ra véi
tin sudt cao.

Dudi day 1a mét s6 tdc dung ngoai v duge ghi nhan trong cac khao sit [am sang ¢6 kiém sodt &
nhirng bénh nhan duoc didu tri bing mycophenolat mofetil véi tudn suit > 10% va tir 3 dén
10%:

Tong qudt:

- > 10%: nhidm tring mau (19,7%), nhiém trung (20,9%), sbt (23,3%), suy nhugc (16,1%),
nhitc dau (21,1%), dau nguc (4%), dau bung (27,6%), dau lung (12,1%), dau khong xéac dinh
durge vi tri (33,0%).

- tir 3 dén 10%: nang, xuét huyét, thodt vi, cing bung, dau am hd, hdi ching cim, phl mit.
Mau va hé bach huyét:

- > 10%: giam bach cau (34,5%), giam tiéu cAu (10,1%), thiéu mau (25,8%), thiu mau nhugc
séc {11,5%).

- tir 3 dén 10%: tang bach cau, tang hdng ciu.

Hé tiét niéu:

- > 10%: nhidm trung dudmg tiéu (37,2%), hoai tir dng than (10,0%), huyét niéu (14,0%).
- tir 3 dén 10%: albumin niéu, than & nude, tiéu kho, dai dit, rdi loan dudng tiéu.

Tim mach:

- > 10%: cao huyét ap (32,4%).

- tir 3 dén 10%: huyét khéi, ha huyét 4p (ké ca ha huyét ap tu thé), rung nhi, nhip tim nhanh,
danh tréng nguc, gin mach.

Chuyén hoa:

- > 10%: ting dudng huyét (12,4%), giam phosphat huyét (15,8%), phi né, ngay ca & ngoai
bién (12,2%).



- tir 3 dén 10%: ting mdt s6 thdng sb sinh hoc: gamma-GT, SGPT, SGOT, LDH, phosphatase
kiém, calci, cholesterol, lipid, acid uric va creatinin; giam néng d6 kali, calei, glucose va protein
trong mau, nhiém toan, mat nudc, ting thé tich mau, ting can.

Tiéu hoa:

- > 10%: ndn (23,6%), mita (13,6%), khd tiéu (17,6%), tiéu chay (36,1%), tao boén (17,6%),
nhiém Candida & miéng (12,1%).

-t 3 dén 10%: xuét huyét da day-rudt, nhim tring, chdn in, sung nudu, viém niru, viém thyc
quan, viém da day, viém rudt, déy hoi, tic rudt, rbi loan tryc trang, cdc gia tri bét thuomg cia
chic nang gan.

HG hap:

- > 10%: nhiém trang (23,0%), kho tha (17,3%), ho (15,6%).

- tir 3 dén 10%: viém phdi, pht phdi, viém phé quan, viém hiu, viém xoang, viém miii.
Than kinh:

- > 10%: mét ngt (11,8%), run rdy (11,5%).

- tir 3 dén 10%: chong mit, di cam, ting truong luc, lo 4u.

Da va phén phu:

- > 10%: nhiém tring Herpes simplex (20,0%).

- tir 3 dén 10%: zona, loét da, ung thu da, bAm méu, mun trimg ¢4, ngoai ban, rdim 16ng, ra md
hdi nhiéu.

Ngi tiét:

- tir 3 dén 10%: tiéu duong, rdi loan chirc ning tuyén giap.

Co, xuong:

~tir 3 dén 10%: dau khop, dau co, vop bé bz“ip chéan, nhuogc co.

Co quan cam gidc:

- tir 3 dén 10%: viém két mac, giam thj luec.

Trong céc nghién ctru l4m sang c6 kiém soat trong du phong thai ghép, liéu hang ngay clia
mycophenolat mofetil 2g/ngay duge dung nap tét hon so v6i liéu 3g/ngay. Doi chiéu v&i nhdm
bénh nhdn dung azathioprin hay gia duogc thdy nhém bénh nhin dung mycophenolat mofetil ¢o
tan sudt bj tiéu chay, nén mira, nhim tring méu va nhim tring tiéu cao hon. Ngoai ra, giam
bach cdu cfing thudng xay ra hon & nhém ding mycophenolat mofetil so v&i nhém ching, va
thudng xay ra & nhom ding liéu 3g/ngay hon.

Trong cdc nghién ciru dy phong thai ghép, cdc nhidm tring x4m lan do cytomegalovirus ciing
thudng duge quan sit & nhitng bénh nhan dung lidu 3g/ngay so v6i nhom diing liéu 2g/ngay va
nhém ding c4c thude dbi ching.

Khi du phong phan ng thai ghép bang mycophenolat mofetil hay mét thude dbi chimg va duoce
phdi hop véi thube rc ché midn dich khac, nguy co nhifm tring din dén tir vong xay ra ddng
déu & cd hai nhém véi ti 1§ < 1%.

Giam bach cdu trung tinh ning (ANC < 500/microlit) xdy ra & < 1,5% bénh nhdn ding
mycophenclat mofetil & du phong thai ghép. Trong cac nghién citu ¢o kiém soét vé du phong
thai ghép, tai bién xay ra céc bénh ly 4c tinh thAp va trong tir véi nhimg tai bién duge liét ké



trong y van déi voi nhitng bénh nhin dugc ghép than di than. Tai bién gay ting sinh té bao
lymph6 va u lymph6 bao hoi cao & nhém bénh nhan ding mycophenolat mofetil (khoang 1%)
s0 v&i & nhom ching (0-0,3%).

Thong bdo cho thiy thubc nhitng tic dung khdng mong muén gip phai khi sir dung th ubc.

TUONG TAC THUOC: &V
Khoéng ding dong thoi mycophenolat mofetil va azathioprin.
Aciclovir: néu ding 2 thudc nay déng thoi, AUC cua ca hai thudc nay ting dang ké: MPAG
ting 8,6% va aciclovir tang 17,4%. Néng d6 trong huyét twong ciia MPAG va aciclovir ting
truong hop bénh nhan bi suy than do hai chit nay canh tranh trén sy bai tiét & dng than va do d6
din dén viéc ting ndng do ciia ca hai chét nay.
Thubc khang acid (magnesi hydroxyd va nhém hydroxyd): sy hdp thu ctia mycophenolat
mofetil giam khi diing ddng thai véi cdc thude khang acid.
Cholestyramin: AUC cua MPA giam 40%.
Cyclosporin A: dugc ddng cia cyclosporin A khéng bj bién dbi bdi mycophenolat mofetil
Ganciclovir: khéng thiy c6 twong tac thube giira mycophenolat mofetil va ganciclovir diing
dudng tinh mach.
Thudc tranh thai dang uéng: khong thiy cé tuong téc thude giira mycophenolat mofetil va dang
phdi hop norethisteron (1 mg) va ethinylestradiol (35 mcg). Nghién ciru nay dugc thuc hién véi
litu duy nhét, ¢6 thé giup két lusn ring khéng xay ra tuong tac thudc quan trong. Tuy nhién khi
mycophenolat mofetil duoc dung dai han, khong thé loai trir cé thé anh hudng dén dugc dong
cuia cac thude tranh thai ciing nhu hiéu luc cua ching.
Trimethoprim/sulfamethoxazol: khéng thdy c6 anh hudng trén sinh kha dung cia MPA.
Céc tuong tac khac: ding ddng thoi probenecid va mycophenolat mofetil thiy c6 diu hiéu ting
glp 3 1an AUC ciia MPA. Mot sé thube khac duoc bai tiét qua 6ng than ciing c6 thé xay ra
tuong tac véi MPAG nhu tang néng d6 MPAG trong huyét twong hay ctia cic thube duge bai
tiét qua 6ng than.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Khoéng cé nghién ctru vé anh hudng cta thude trén kha nang lai xe va sir dung may méc. Tuy
nhién, dua vao cc phan tng phu trén than kinh cho thiy ring mycophenolat mofetil c¢6 thé gay
chéng mit hoic run ray nén cin than trong khi l4i xe va van hanh may méc phic tap.

DUNG QUA LIEU:
Cho dén nay, khong c6 trudmg hop nao duge béo cdo vé qua lidu mycophenolat mofetil &
ngudi. MPA va MPAG khéng tham phan duge. Tuy nhién, truomg hop ndéng do6 MPAG trong
mau ting cao (> 100mcg/ml), diing bién phap thdm phan c6 thé loai mdt lugng nhé MPAG.
Diing céc tic nhén giir acide mat nhu cholestyramin c6 thé lam ting su d4o thai cua thube va
cua MPA.



< M

BAO QUAN:
Béo quan dudi 30°C & noi kho rdo. Tranh 4nh séng.
Pé xa tAm tay tré em.
HAN DUNG: 24 thang ké tir ngay san xuét.
QUY CACH PONG GOI: Hop c6 10 vién nang cimg (1 vi x W0

San xuat bdi: .
M/S. ALKEM LABORATORIES
Village Thana, Baddi, Dist Solan,

PHO CUC TRUONG

Apagin Vit Hling
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