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Thalidomid 50 mg
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50mg
Tadurgre. vd 1 vién nang clrng

SDK:
Béo quan: Noi khd, nhiét db dudi 30°C, trénh anh sang.

| Chi dinh, chéng chi dinh, tic dung khéng mong muén, ligu
| Iwgng - céch ding va céc thong tin khac: Xin doc trong ta
| hurérng dén sitdung bén trong hop.
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Thalidomid 50 mg
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DT 04.39715439 FAX: 04.38211815
Sdn xudt tai- CONG TY CP DUQC PHAM TRUNG UONG 2
L& 27, KCN Quang Minh - Mé Linh - Ha N&i - Viét Nam
DT 04.39716291 FAX: 04.35251484

NSX:
S 1o SX:




https://trungtamthuoc.com/

iaH
NG 9IS

XSN
YBYLGZSE ¥0 XY 16ZOLL6E V0 LG
LUEN 187, - ION BH - WU @ - yunw Bueng NOY 'LZ o1
Z ONDI DNNHL WYHd 200 dI AL ONQD 1 ignx ugs
SLBLLZEEFD XY BEVSLLEE Y0 L0
WEN A - 10N BH - Busu) eg ey ‘D - Bug yueyL upiL 6
YINYYHAOO - 2 INDN ONNYL NYHd 20T dI AL ONQD

CE B2

NJIA OLX JA OL dOH

B 0g PILOPNOU]

0§ AINOAITVHL

Buno Bupu ug|n

(%S9 31 AL)

x
NDG O3HL NYE D0NHL N—

DN HH JQNHL ONNA IS NYT DNQNH AY 208

W3 3UL V0D AVL WYL VX 30 |

Has

“Bugs yug yuen 'D,0E 0P §P 19U Oy 1N tuenb opg
“depy Buoy ugg ?_._.u ns ugp Bugny o) Buos umou_x

ngj| ‘ugnw Buow Buoyy Buhp o; 'yulp jya Bugys ‘yuip o
BULER0 BUBL LA | P ivsem oo T a0 g1
B gl R S i g

an Bugy

A

NIIAOL XA OL

dOH NYW

o [

dAD - OHM

@

NGIA OLX JA OL dOH

Bui 0§ pluIopPIOYL
0§ ANOATIIVHL

x
Buno Buou ug|A HOG DFHL NYE DONHL W—

Buw 0g pluwopioyl

0§ AINOAIVHL



https://trungtamthuoc.com/

MAU Vi

@ ererouocritnmrncuoncz 1 HALIDOMID 50 @ \
DOPHARMA
Thalidomid 50 mg

WHO - GMP

® ® ko

THALIDOMID 50 @ crpoucrmmmrucuonsz T HA]
Thalidomid 50 mg i Th
WHO - GMP

® &

SO LO SX, HD PUGC IN CHi




https://trungtamthuoc.com/
MAU TO HUGNG DAN SU DUNG THUGC

(MAT TRUGC)
Rx THusc BAn THEO BON
06 A vl Y il E E THUGC NAY CH DONG THEO BON CUA BAC ST 9
30 7 G D s ;TR K D mwmmmmmmimwy WHO - GMP
Vién nang cling

THALIDOMID 50

TRINH BAY: Hp 6 vi x 10 vién, hdp 10 vi x 10 vién,

CcONG THUC:

TR0 . . i e e S R i s s e NG
Ta duwoc (Lactose, Tinh bdt sén, Povidon, Magnesi stearat, Aerosil-200).................wd 1 vién nang cimg
cAc BAc TINH DUGC LYC HQC:

Corché téc dung ciia Thalidomid chura durorc biét aén mot cach dly b, Thalidomid cé tac dung didu hda miln dich, chéng viem
va&cd'némzom&.thdmgﬂuhbnmindmﬂmoomldooméliénqumdénm:mocméwwngﬂnhoénqﬁ
mirc clia yéu t0 hoai t&r TNF - a vé 1&m gidm sy két dinh clia céc té bao bd mét lién quan dén viéc dich chuyén clia leukocyte.
Téc dyng didu hda midn dich va chéng viém cda thalidomid cé thé bao gbm c4 viéc trc ché macrophage (dai thirc bao) lién
quan @én qua trinh tng hop prostaglandin, sén xuét Interleukin-10 va Interleukin-12 biing céc té bao dom nhan mau ngoai vi.
Thalidomid cing dugc chimg minh 1 (rc ché sy hinh thanh & mach cubng rén ngurdi trong thi nghidm trén mé tir sinh
vt Cacqué trinh hinh thanh mach bj irc ché béri thalidomid c6 th do tang sinh ctia cac t& bao ndi mo.
CAc BAC TINHDUGC DONG HOC:
- Hép thu: Nghién ciu trén ngurdr khde manh va nhirng ngui bj bénh phong cho thy khoding théi gian aé thalidomid dat néng
a9 cao nhét trong huyét tirong (Tmax ) dao trong khoding tir 2,9 dén 5,7 gidr A& cho théy réng thalidomid hép thu r&t cham
qua durdng tiéu héa. Trong khi 36 pham vi hap thu cla thudc (durgre bidu thi bing didn tich duéi duwéng cong AUC) thi tirong
{rng vé&i ngurdri khde manh, ndng a8 dinh Cmax tang 1én it hon theo céch tong (eng.
m;-qmalumhmwammmﬂmmmwmwm(c1D%)bcécuiau1nucwcmnymienn¢mmmgu
trj Tmax khodng 6 giér.
- Phan bd: T118 lién két véri céc protein huyét tirong trong tng cia thalidomid dang (+)-R va (-)-Stirong tng 14 55% va 66%.
- Chuyén héa: Trong thér didm hién tai, qué trinh chuydn héa cia thalidomid & ngudri chira dugc bidt ré. Thalidomid khang thé
hién & dang chuyén héa qua gan véi bét ki Ivong thube ndo nhirng xudt hign & dang chuyén héa khi durgre dura vao qud trinh
thiy phén khdng enzym trong huyét tirong & sén phém két hep.
- Théi trir: thén gian ban théi ciia thube thay dbi trong khoding 5 -7 gitr sau khi sir dyng lidu don va khéng thay dbi sau khi sir
dung da lidu. Cho dén nay, qué trinh héa vé qué trinh thanh loc clia thalidomid & ngurdi viin chira dugre bidt dén mét
céch chinh xéc. Thalidomid cé hé sé thanh thai chu than 1a 1,15m va 0,7% lidu diing durgc dao thdi qua nuéc tidu dudi
dang khang chuyén héa. Sau khi diing mét libu domn trong véng 48 tidng khang phét hién dugc thalidomid trong nuéc tidu.
Céc nhdm dan sé déicbiét:
Nhimg bénh nhan duong tinh véi HIV: khang cb sy khéc biét rd rét ndo trong céc gié tri durgre ddng hoc gita nhirng ngudi
khée manh va nhimg bénh nhén duong tinh véi HIV sau khi ding mét lidu thalidomid.
Nnmonhnnnnhimpmng:Nmmpmtlmdmwmﬂwnmnmmmmmhbpmmw
théy réng & nhimg nguei bi nay, 50 v&i nhirng ngudi khde manh, cé thé sinh kha dyng clia thalidomid ting hom. Sy téing
thém vé sinh kha dung nay thé hién ca & viéc tang 1&8n cla dién tich duréi duémg cong va @5 dinh. Y nghia IAm sang cla
viécténg 18n néy vn chura dirgc bidt dén.
Nhirng bénh nhan suy gidm chirc néing than: Nhirng théng sé dugc ddng hoc clia thalidomid & nhimg bénh nhan suy gidm
chirc néing thén viin chua xéc dinh,
y;mmmmmbenngm;mma&mmmmmmmanmmmmummmmw
chuaxéc dinh,
Céc iratudi: Phan tich céc s liéu trong cAc nghién clru 1Am sang & nhiing ngurtyi khde manh tinh nguyén va nhing bénh nhan
bqbonhmwuaﬁwwm-mmﬂymmwmwmumséammmcmnqumdénh'nm&.
Tré em: khéng c6 s0 liéu 1am séng trén nhimg tré em durdi 18 tudl.
Giitinh: viéc kiém tra s liéu cho théy khéng cé si khéc biét ndo vé théng sb durore ddng hoc clia thalidomid lién quan dén gidi
tinh.

Chiing téc: sy khéc biétvé durge déng hoc clia thalidomid lidn quan dén chiing tdc chira durgre nghién clru.

CHIDINH:

Didu trj da u tily xwrong khdng dap (g véri liu phap didu trj chudn.

Dibu trj céc nét ban 46 vira va ndng & bénh nhan phong.

\nw:dungkmngmnngmu&nu:.aﬂ-u.éciagquuiihinanehluamMmomummchécmAnmphwﬁnAyXb

khdng mang thai.

LIEU LUGNG VA CACH DUNG: Dilng theo sichiddn ciia béc sT.

Da u tily xuong khéng d4p tmg voi lidu phdp didu trj chudn: v

Diing thalidomid vé4i dexamethason trong vang 28 ngay. Lidu diing ciia thalidomid 14 200 mg/in/ngay theo durémg uéng, nén
thudc trurére khi di ngd hoiic it nhét 1 mét gidr sau bira &n téi. Lidu diing clia dexamethason 40mg/ngay theo duémg uéng,

mmmmw thir nhit dén ngay thir 4, tir ngdy 9 - 12 va tir ngay 17 - 20 trong vong 28 ngay.

Bénhnhan sau khi ding th&y céc tac dung khdng mong mudn nhur tdo bon, bét an, bénh thén kinh ngoai bién c thé tam

théri khéing diing thudc nira hodic tidp tuc dung thudc véi lidu thip hon. B4 1am gidm téc dyung tac dung khéng mong

mubna'aamécmﬂwﬁ:‘uwdmmvﬁmmbmmeﬂumﬁmmm chinh Iam sang.

Hdng ban nut do phong (ENL):

Bébiveinhing nhén ENL ngoai da: lidu khéi ¢Au ding thalidomid 14 100 - 300 mg/ngdy, nén udng thube v nurée va ubng

m mﬁmmnn&&mqumamthoaunmmsokgdnmmwmmu&u
tri trong khodng I tri.

D4 véi nhimg bénh nhén ENL c6 phdn (g nghiém trong ngoai da, hodic & nhing bénh nhén trube d6 08 duge yéu cdu didu tr

voi lidu cao hon a8 kidm soét céc phdn dmg. _ )

mkmhvﬁmﬁcmrmﬂndénmmm.u&ngmuécbubcmimngﬂhmmhthhhdch&ummmva
itnhét mot gié sau khi&n.

Béivéi nhiimg bénh nhéan c6 viém day thdn kinh tir trung binh dén néing lién quan dén phén img ENL nghiém trong:

mmuﬂda&mmwmmywm.mwmmmﬂmﬂnma&‘mnhmmm
Kinh a8 cai thién.

Lidu ding cda thalidomid cén phéi durgc duy tri thudmg xuyén cho dén khi céc déu hidu va tridu chirng clia phén (mg gidm

déin, cAn phdi durgc ding khodng itnhét |4 2 tulin. Bénh nhan co thd gidm lidu didutri50mg crm&i2-4tudn.

e o e e e e R B A e

& hé, t hién nhing déu hiéu ndy trong inh gidm ki i n

e&nﬂmmﬁtwmanmﬁhm @hu tién 12 100 - 300 mg mdi 1An mot ngay. Trong trurémg hop néing cb

CHONG CHID|NH: Ay
Qué man véi thalidomid hodic véi bt cir thanh phén nao clia thubc.
Phuy nif cé thai hay nghi ngér ¢ thai, phy nir dang cho con bu. (9 caT




hit AL RPEeRaeHRTRLED M/

T SAU)

mnauaﬂmucic -
Thalidomid lam téng téc dung gidm dau clia céc thudc barbiturat, negu, clorpromazin vé reserpin.
mﬂu&cmmmmmmmammdnmmmem&-wmwmmm&
Mmmmﬂu r:znmwpwmkraammmmwmu&wamg
mmu?smmmc& vé durgre 3dng hoc clia norethindron vé ethinyl estradiol tuong ty
mmmdmmmma&ummmumw
Nhirng turomg téc chinh clia thude khéng chira thalidomid.
Nhimng thuéc &nh huémg dén thudc trdnh thai hormon: viéc st dung d8ng théri céc chét (rc ché HIV-protease,
meodafinil, penicilin, rifabutin, phenytoin, MmNWSLWamvéimmu&n
humoauﬁummucmmmnmann mmmmu}mmmnnymtm Dnuay,
nhimg phuy nir durgre chidinh diing mdt hosic nhidu nhimg loai ndy cAn phai chon nhirng phirong phép trénh thai hidu qua
khichﬂckﬂ%hﬁnaqumhﬂlnhducmkhdummmmd
Phén tng u‘uﬁlnﬂnum ndi sét, huyét néu
q cb ban, sét, nhip tim nhanh, ha &p. Khéng nén lién tyc ding thalidomid
e S i
nhip ra nhip tim & mét 56 bénh nhan ding thalidomid, tuy nhién § nghta Iam sang va
nhén gay ra hién tomg nbitrén vlin chura duoc biét én. e s
Hoichimg Stevens-Johnson va doc tinh gdy hoai tir thugng
cauxammpw.mu wmmmdwmsmmnmnmmmwmm
mu-gm)mmwmu xuét hién cac nét ban A6 va chi st dyng lai khi d& tién hanh céc xét nghiém 1am sang. Néu cac
ban bj tréc ra, xuét hién ban xuét huyét, holic c6 nhirng ché bdng rép holic nghi nge xuéit hién hi chimg Stevens- Johnson
vid&:tlrhglthm}hmghlmlmh&nwéc dung thubc.
Oogr«mwmmmmwmmmmmmmmmummm,mmmmm&qmmm
w?anmimmwhun co gi&t bao gdm c co giét co cirng. i véri nhirng bénh nhan cb
mwmqmmb&kiyh nguy co ndo gy co gidt déu phai durge theo ddi IAm sang mét cach chilt ché trong subt qua
suU
mmu&nwnuﬁmﬂm s8u v bénh Iy thdn kinh ngoai bién:
xem xét bién phép dy khéi dia trén dénh gid yéu t6 nguy co bénh nhan. Bénh nhan va béc sTnén quan sét
déuhigu va trigu chimg cla h . Turvén cho bénh nhan dé tim kiém sy tror gidip y t& ngay 18p tire ndu ho phét hién ra céc
tridu ehirng nhur: Khé thir, dau ngyre, cénh tay hodic chéin sumg.
Thalidomid c6 thé gay tdn thurong than kinh vinh vién. mmmmmmmmama&uﬂum
o&mwmmmwmuﬂuwmm kinh trong d6 bao gdm 18, ngra da ho#c dau & tay va chan. Bénh
nhén nén dugc danh gié dinh ky tidp theo trong qua trinh didu tri. Bénh nhan can dugc mmmm{mmmm
dénh gié céc déu hidu hodic tridu chimg cda bénh thin kinh wmmwmlembonhlh&n phét trién
thubc can ngung sir dung ngay iap tirc.
TAC DUNG KHONG MONG MUGN:
Mot ddc tinh nghidm trong nhét ciia thalidomid d& durgre thdng béo 14 gy quéi thai. Theo khuyén céo, thalidomid khng dugc
st dung trong bét ki thévi gian néo trong qué trinh mang thai.

Phy nir c6 khé niing mang thai phai duoc kidm tra é xéc dinh chie chén mang thai trong nhimg
mmmwhmﬂmm4mmwmm trong khi mmm&m“ﬂmsﬂA
sau khi dibu trj véi thalidomid. Néu khong xac dinh dugre bién phép tranh thai hiéu qua, bénh nhan can phdi dugc cac

chuyén gia y té hurdmg diin vide trénh thai &ﬂcmmmb&duTwMgmdiéuM,k!dm&mmmd&u
gién doan va trong subt 4 tun sau khi diu trj bénh nhan cin kidm tra kha nang c6 thai 4 tudn mot ian, mmméumnar:;
thalidomid th&y nghi ngér c6 thai hodic c6 thai cAn ngirng diing thalidomid vé thdng béo cho béc sT.
mwormddimphﬂhi.mh‘ylrmgﬁnhdmahmmmMnmmmaﬂdunhdammmmanmm
khi didutri, trong khi didu tr gién doan va trong sudt 4 tudn sau khi dibu trj véi Thalidomid phai ludn ludn sir dung bao cao su khi
quan hé tinh duc véi phunircéd khaning mangthai.
Vi ting nguy cor huyét mhrngmbb&rhrhhdnulﬁymrhmkhuyénkhbhwé:wd,rglhu&cwmmllkﬁ
hop. Néu bénh nhén dang sir dung thubc trénh thai két hop um nhdwénnngmﬁlwmrrﬁngbm
phép tranh thai hi q;numwhq&uﬂiﬁnhmuhnépm:w4~ saukhi
Thalidomid cé thé gy ra bubn ngul, bénh thAn kinh ngoai bién, chéng mét, ha tplhéd.mg gmmc&amﬂumva
li\gﬂ'lh MHNh'ur'.ﬂmhbthngb&mw!nHNgbynmhﬂrqqﬂmhd&ndl&nrhbﬂm , gy ra ngdi ngl,
chéng méit ban & héu nguéri sir dung thudc.
Nhimng tac mnwmmu
Téc dyng todn thén: chudmg bung, sét, nhay cam v dnh séng vé rét dau & phin trén.
Hé tim mach: ernhbﬂm tlnnhuyéup ha huyét &p, ri loan mach ngoai vi, nhip tim nhanh, giin mach méau.
Hemm biéng &n, thém &n, tang/gidm cén, kho midng, khd tidu, sung gan, o hoi, dy hoi, ting men gan, tc rudt, ndn.
gmnuydrmzsa tang bach cAu &i toan, gidm bach chu hat, thidu séc 1, ung thur bach cAu, méu tréng, thidu
MCV cao, RBC bét binh thirémg, sérthéy lach, gurnuiudu
Chuydnhdavinaﬂ& ADH khoing phii hop, thodi héa dang tinh bdt, bilirubin huyét, BUN tng, creatinin tng, xanh tia, tidu
duimg, ptudilﬂnptwmhongbinhm téng durémg huyét, ting kali méu, ting acid uric méu, ha calci méu, ha protein
mau, téng LDH, gllrnprmphorlc&-n
Hé co xwong: viém khép, d gy xurong, lingmuw.rénlcgnphéiwp chudt rit, dau co, nhugcco, r&lommhgmang
Hé thdn kinh: suy nghf khéng binh thuémg, lo &u, mrqum,cmmm&.mmmm nham i&n, chén chén ndn, trang thé
phém pho m:wdm mmgu,ub\gm&m , dau déy than kinh, viém day than kinh, b&nh than kinh, di cam, w&md&yth&n
kinh ngogi
Hého hiip: ho, khithiing, chéy méu cam, tic phdi, co tiéng ran & phdi, nhidm khudn durémg ho hp trén, thay adi giong.
Daud Mgh?n‘ntm , rung toc, da khd, phét ban Eczema, viém bong da, vay c4, day quanh nang idng, homu:rda m@»u,
m mé

cac quan; gﬁmhﬂq&k.klﬁm& daumét, (tai.

ug'ldc va sinh dyc: mmmm&mmaﬂummm viém tinh hoan, protein niéu, md niéu, aiﬁéumbmxuyon
Sl.rnhvmm
mmammmuwwmuhmn Tuymunmwmmomm&mm»m
nhimg nguréri sir dyng thalidomid cling phi tép quen véi téc dung gay ngli clia
THONG BAO CHO BAC SINHUNG TAC DUNG KHONG MONG MUGN GAP PHAIKHI SUDYNG rnud’t.
sl DUNG CHO PHY NU ¢O THAI VA CHO CON BU: :
Khéng dugre ding thuc cho nhirmg ngudi cb thai hay nghi ngér c6 thai. m&gmmuécdwﬂwn&m%umw.-
TAC BONG CUA THUGC KHI LAI XE HOAC VAN HANH MAY MOC: -

Khong ¢ nghién ciruvd anh Imﬁcdhmdnlmﬁlnviwdmgmdym&ﬂmmuchﬂn 't
Twmmmdmnmooumy ngd vé nhin mé. Néu bj nh hurdng bénh nhan cn
mhﬁhmaymechaymmnucmmwnguym&nmmtmméuwmmalmmid
sU DYUNG QUA LIEU VA CACH XU TRI:

Ding qué lidu thalidomid c6 thd kéo dai gidc ngli gidng nhu thudc an than, mmﬁmmurngmmnép
Xi tri: nhanh chéng dua 8én co sé y

HAN nDno:w:xu:u&-;;lxxmmm . TUQ.CUC TRUONG
BAO QUAN: Noi khd, nhiét 68 dusi 30°C, trénh &nh séng. P.TRUGNG PHONG

CONG TY c6 PHAN DUTC PHAM TRUNG UUNG Wi
9 Trn Thanh Téng - Q. Hai Ba Trirng - Ha NJi - VIET NAM

DT: 04.39715439 FAX: 04.38211815

Sén xuét tai: CONG TY CP DUQC PHAM TRUNG UONG 2
L& 27, KCN Quang Minh - Mé Linh - Ha Ndi - VIET NAM
FAX: 04.35251484
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