https://trungtamthuoc.com/

»

1. Intermediate label :

RX Prescription Drug

y drug

tic, Analyesic, Anti-infi

L

EnterLac capsis

(Etodolac 200mg)

YT Oy
CUC Q

R Y ff TTY T;A*w ¥ 1?1 & Va
XA K XA, U

oy 5 g
Lan Gdl?’z)fz

DUOId

[Thanh Phan] Mai Vién nang chia,
Etodolac ---ssmmmmmmmmmmrmmmmnnneee 200mg
[S616 SX, SDK, NSX, HD]

Xin xem tai Lot. No., Visa No., Mig. Date,
Exp. Date.

[M& T4, Chi djnh, Liéu lugng va Cach dung,
Chéng chi dinh, Tac dung phu]

Xin doc td hudng dan st dung.

[Tiéu chudn chat lugng] USP 38

i RXP ntion Drug
g
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[Composition] Each capsule contains,
200mg

Etodolac
[Description]

Blue hard capsule containing white to
off-white pawder.

[Indications, Dosage and Administration,
Contra-indication, Side effects]

Please see the insert paper.

[Quality specification] USP 38

g dl)

[Bao Quan]
Béo quan trong bao bi kin, noi khé rdo,
Thodng mat, tranh anh sang, 6 nhiét dé
dudi 307,
Céc théng tin khac xem trong to hudng dén
st dung kém theo.
BE XA TAM TAY TRE EM
KEEP QUT OF REACH OF CHILDREN
BOC KY HUGNG DEN SUDUNG TRUGC KHI DUNG
READ INSERT PAPER CAREFULLY BEFORE USE 4

5 pCaps./Bo
| D
v didUIG
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[Storage]

Store in a tight container, dry and cool place,
temperature below 30T, protected from
light.

For more information see the insert paper.
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EnterLac casi

Etodolag ————-- - 200mg
‘isa No (SBK)

Lat No (56 16 5X}

Mig Date(NSX)  ddimmiyyyy
Exp. Date(HD) dd/mmiyyyy

1B Motver's Pramaceuical o, Lid Korea

EnterLac cusie

Etodelat —-—-—-e--- 200mg
Visa No.(SEK)

Lot Mo (5416 8X)

Mig. Date[NSX] = ddimmiyyyy

Exp Date{HD) adimmiyyyy

1B Molre's Phamacautca’ Co., Lia Kerea

EnterLac casi

Etodolac —— 200mg
‘isa No (SBK)

Lot Mo (S€ 13 5X)

Mig. Date(NSX)  doimmiyyyy

Exp. Date(HD} daimmiyyyy

1B Mother's Phamacetical Ca. Lid Korea

EnterLac czsie

Etedolag —-————— 200mg
isa No.(SEK)

Lot No (58 16 5X)

Mig. Date{NSX)  ddimmiyyyy

Exp. Date{HD) daimmiyyyy

B Mother's Pharmaceutical Co. Lid Korea

EnterLac casie

Etodolag —sswmwrees 200mg
Visa No.(SOK)

Lot No (S5 14 SX}

Mfg. Date{NSX) — ddimmiyyyy
Exp. Date{HD} dalmmiyyyy

1B Voine's Pramiaceuncal Co. Lid Korea

2. Label on the smallest packing unit :

EnterLac cxsie

Etodolag ---——--——— 200mg
\isa Mo (SBK]

Lat No (S8 18 SX)

Mig. Dale(NSX]  ddimmiyyyy
Esp. Date{HD) daimmiyyyy

B Vothers Phammaceuical Co.. Lid Kaves

EnterLac casi

Etodolag —--mrmm- 200mg
Wisa o, (SER)

Lot Ne.(S8 18 §x)

Mig. Date(NSX)  ddimmiyyyy
Exp. Date(HD) ~ daimmiyyyy

B Maother's Prammaceuical Co, Lt Korea

EnterLac cysie

Etodolac -- — 200mg
Visa No (SEK]

Lot No (5616 BX}

Mig Date(NSx)  ddimmiyvyyy
Exp. Dale{HD} dedimmiyyyy

B Mother's Pramaceutics Ca, Lid Korea

EnterLac cusie

Etodolac -=--seseme-- —- 200mg
Wisa Ne (SEK}

Lot No (S8 18 SX)

Mig. Date(NSK)  ddimmiyyyy
Exp. Date{HD} ddimmiyyyy

BB Mother's Phamaceutica Ca., Lid Kevea

EnterLac case

Etodolac - -—- 200mg
isa Mo [STK)

Lot No-[S& 18 5X}

Mig. Date(NSX) | ddimmiyyyy
Exp. Dale{HD} ddimmiyyyy

BB Moters Pramaceutica Ca. Lid Korea

EnterLac cusie

Etodolag -——--m 200mg
\isa No.[SEIK)

Lol Ko (S5 14 §X)

Mig. Dale(NSX)  caimmiyyyy
Exp Date(HD) = adimmiyyyy

1B Wother's Pramaceutcal Co. Lid Hivea

EnterLac Capsule

Etodolac v 200mg
Visa No.(SEH)

Let No (S8 16 SX)

Mig Date{NSX)  dd/mmiyyyy
Exp. Date{HD) dalmmiyeyry

1B Mother's Phamaceuscal Co, Lt Korea

EnterLac casie

Etodolag ------a---- 200mg
Visa No(SBK]

Lot N (S8 18 SX)

Mig: Date{NSX)  ddimmiyyyy
Exp Date(HD}  adimmiyyyy

B Vomer's Pramaceuical Co, Lid Kores

EnterLac casie

Etodolac —---e-r--— 200img
Visa No.(SDK}

Lot No (S8 16 5X)

Mig. Date{NSX)  ddimmdyyyy

Exp. Date(HD) ddimmyyyy

1B Mather's Pramacsuteal Ca,, Lig Kovea

EnterLac cas:

Etodolag —-————— 200mg
Visa No (SEH)

Lat No (56 16 §X)

Mg Data{NSX) - adimmiyyyy
Exp. Date{HD) ddimmivyyy

B Mather's Bramaceutcal Co, Lif Korea

EnterLac cxsie

E10d0IEE —reemmmeeneneeee 200mg
\isa No.(SBK)

Lot No.(S6 16 SX)

Mig. Data{NSX)  ddimmiyyyy
Exp. Date{HD)  © deimmivyyy

1B Motners Phamaceutical Ca., Lt Koea

EnterLac cisie

Etodolac - —— 200mg

Wisa o [SEK)

Lot No {5814 SX}

Mig. Date{NSX}  ddimmiyyyy
Exp. Date{HD) ddimmiyyyy

1B Motrer's Phamaceutical Co. Lid Korsa

EnterLac casi

Etodolag -----——---- 200mg
Visa No(SBK)

Lot No.(8516 SX)

Mig: Date{NSX]  ddimmivyyy
Exp. Date{HD) ddimmiyyyy

8 Motrer's Pramaceusical Co. Lid Korea

EnterLac casie

Etodolac - -- 200mg
Visa No.[SEK)

Lot Mo (54 6 5X)

N, Date{NSX]  ddimmiyyyy

Exp. Date(HD) ddimmiyyyy

B Motrer's Phamacautical Co, Lid Korea

EnterLac cysie

Elodelag —-——— 200mg
Visa No {SBK)

Lot No.(S4 16 SX)

Mg Date(NSH)  adimmiyyyy

Exp, Date{HO) adimmiyyyy

B Votrers Pharmaceudcal Co. Lid Korea

&
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Rx: Thudc bin theo don

Huéng din sir dung thude cho ngudi bénh

ENTERLAC CAP.

(Etodolac 200 mg)

“Poc ki hwong din sir dung trwée khi ding”
“Pé xa tam tay tré em”

“Théng bao ngay cho béc si hodc duge s nhimg tic dung khong mong mudn gip phai khi sir dung

thube”

1. Tén thuéc: ENTERLAC CAP.

2. Thanh phin — ham lwong ciia thude:
Thanh phan:
Biocs ikttt BIodelie. cossssssovssmssannenssvussas 200 mg.
Ta dugc: cellulose vi tinh thé, lactose monohydrat, povidon K-30, natri starch glycolat, vo
nang.
Ham lugng thude:
Mai vién nang chira etodolac 200 mg.

3. Mo ti san phim: Vién nang cting c6 vo xanh chira bot mau tring.

4. Quy cach dong goi: Hop 5 vi x 10 vién nang.

5. Thudc dung cho bénh gi:
Etodolac dung giam dau va khang viém ¢ cac truong hop viém xuong, viém khop, ké ca dau
phan mém sau chan thuong nhu viém gan, viém quanh khép. Etodolac ciing duge st dung dé
giam dau trong cac truong hop dau nhe t6i dau vira, dau bung kinh.

6. Nén ding thudc nay nhw thé nao va liéu luwgng:
Cdch ding: Nudt toan bd vién thubc ma khong nhai véi mét ly nudc, tot nhat 1a udng trong bita
an.
Lié:u dang: Tac dung khong mong rnug”}n co ’thc-*:udu'qc giam thiéu bang cach st dung liéu thap
nhat cé thé trong thoi gian ngan nhét can thiét dé kiém soat cac triéu ching.
Liéu dung cho ngudi l6n va tré em trén 15 tudi: 400 mg/ngay, chia 2 1an (1 vién vao budi t6i va 1
vién vao budi sang).
Trong mot sé truong hop dau cip: lidu co thé ting I1én dén 600 mg/ngay, chia 3 lan (sang, trua,
toi)

7. Khi nao khong nén dung thude nay:

Bénh nhan ¢ tién sir man cam vai etodolac hay bét cir thanh phan nao cua thudc.

Bénh nhan ¢6 man cam chéo voi aspirin va cac thude khang viém khong steroid khac. Bénh
nhén timg c¢6 du hiéu hen, polip miii, phit mach hay ndi may day sau khi dung aspirin hoic
cac thude khang viém khéng steroid khac.

Bénh nhéan loét da day tién trién.

Bénh nhan suy gan ndng.

Bénh nhan suy than ning khong duoc thim tach mau.

Bénh nhan dau sau phau thuat dat ong théng dong mach vanh.

!_'\. 7 e ¥
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Phu nir ¢6 thai, du dinh ¢6 thai, phu nir cho con bu.
Tré em dudi 15 tudi

8. Tic dung khong mong mudn:
Thwong gap: ADR > 1/100

Heé tiéu hoa: Kho tiéu, budn ndn, nén, dau bung, tdo bon, dé‘iy hoi, tiéu chay, ¢ hoi, viém
thuc quan, loét da day t4 trang, xuét huyét tiéu héa tiém 4n hay b at.

It gap: 1/1000 < ADR < 1/100

Toan than: Kho chiu, mét moi

Qué mén: Phan Gng di g, cic phan (ng trén duong ho hip lam bénh hen trdm trong hon,
gay co thit phé quan hoic khé tha, cac rdi loan vé da gdm phat ban, ngira, ndi may day,
ban xudt huyét, phu mach.

Tim mach va mach méu ndo: Phu né, tang huyét 4p va suy tim da duoc bdo cdo khi sir
dung thuoc két hop véi NSAID khéc. Thir nghiém lam sang va dir liéu dich té hoc cho
thdy rang viéc sir dung mot s NSAID (dic biét ¢ lidu cao va trong diéu tri dai han) c6 thé
lién quan véi ting nguy co huyét khdi tim mach (xem thém phéan Nhiing diéu can théan
trong khi dung thubc nay)

Thén: Viém than k&, hoi chirng than hu, suy than.

Gan: Bét thuong chirc ning gan, viém gan va vang da.

Than kinh va cac giac quan déc biét: R&i loan thi giac, viém day than kinh thi giac, dau
dau, cung ¢0, tram cam, la lan, 4o giac, U tai, hoa mat, _chéng mat va budn ngu.

Huyct hoc: Giam tiéu cau, giam bach cAu, mat bach cau hat, thiéu mau bt san, thiéu méau
tan mau.

Da: Hoi chirng Stevens Johnson va nhay cam anh sang.

Hiém gap, ADR < 1/1000

Da: Doc hoai tir biéu bi.

9. Nén tranh dung thudc ciing nhirng thudc va thue phim gi:

Aspirin, cic thudc NSAID: Tranh sir dung dong thoi hai hodc nhiéu hon véi cac NSAID
(nhu aspirin) vi diéu nay c6 thé lam tang nguy co gip céc tac dung khong mong mudn. Su
két hop c6 thé lam ting nguy co nghiém trong trén hé tiéu héa nhu viém nhidm, chay mau,
loét va thung.

Thube chéng dong mau: O liéu diéu tri, cac thubc chéng dong (heparin, din xuét dicumarol)
lam tang nguy co gay xuat huyét néu dung dong thoi vai etodolac.

Cyclosporin, digoxin, lithi, methotrexat: Etodolac tdc dong 1én prostaglandin & than nén ¢6
thé 1am giam thai trir cc thude nay dan toi ting ndng do va tang doc tinh ciia cac thude trén.
Thubc lgi tiéu: Etodolac lam giam dap tmg véi cac thude loi tiéu.

Thuée (rc ché enzym chuyén: Khi diing dong thoi etodolac va thube ire ché enzym chuyén sé
lam tdng nguy co suy thén.

Thube khing acid: Dung dong thoi véi cac thube khang acid khéng lam cham hip thu
etodolac tuy nhién lai lam giam nong do toi da cua etodolac trong mau (15 — 20 %) nhung
khong anh huong téi thoi gian dat ndng do t6i da.

10. Cén lam gi khi mét lAn quén khong dung thube:
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11.

12.

13.

14.

15.

Thudc nay can duge st dung theo don cia bac si do vay khi quén khéng dung thube thong
bdo ngay vai bac sy cua ban.

Cha y: Khong dung gdp doi liéu dé bu lai licu quén su dung.

Can bao quian thudc nay nhw thé nao: Bao quan trong bao bi kin, noi kho rao, thoang mat,
tranh 4nh sang, nhiét do duai 30°C.

Nhirng d4u hiéu va triéu chirng khi ding thudc qua lidu:

Céc dau higu qué licu cép tinh céc thude chong viém khong steroid thuong Ia buon non, non,
dau vung thugng vi, ngu. Cac triéu chimg nay thuong hoi phuc khi ding cac thude dicu tri ho
trg. Xuat huyét da day rudt c6 thé xay ra. Cdc triéu chimg hiém gép: tang huyet dp, suy than
cap, suy ho hap va hon mé.

Cin phai lam gi khi dung thube qua liéu khuyén cio:

St dung cdc bién phéap diéu trj triéu chimg va diéu tri hd trg gidng nhu truong hop qué liéu
cdc thuoc chong viém khong steroid.

Khong ¢o thube giai doc dic hiéu.

Nhirng diéu cin thin trong khi dung thudc nay:

Nguy co huyét khéi tim mach:

Céc thude chdng viém khong steroid (NSAIDs), khong phai aspirin, dung dudng toan than,
¢6 thé 1am tang nguy co xuét hién bién cé huyét khdi tim mach, bao gdm ca nhdi mau co tim
va dot quy, co thé dan dén tr vong. Nguy co nay c6 thé xuét hién som trong vai tuan dau
diing thudc va ¢ thé tang 1én theo thoi gian diing thude. Nguy co huyét khdi tim mach dugc
ghi nhan chu yéu & lidu cao.

Béc si can danh gia dinh ky su xuét hién cta céac bién cb tim mach, ngay ca khi bénh nhan
khong c6 cac triéu ching tim mach trude d6. Bénh nhan cin dugc canh béo vé cac triéu
chtng cua bién cb tim mach nghiém trong va cén tham kham bac si ngay khi xuét hién cac
triéu chirng nay.

Dé giam thiéu nguy co xuat hién bién c¢b bat loi can su dung Enterlac cap. ¢ lidu hang ngay
thap nhét c6 hi¢u qua trong thdi gian ngén nhat ¢ thé.

Thdn: Cac bénh nhan rbi loan tim mach hay than nhe va ngudi cao tudi can dugc theo doi vi
viéc sir dung cac thude khang viém khong steroid c6 the lam giam chirc nang thén. Nén su
dung li¢u thap nhat c6 thé va theo doi chirc nang than thuong xuyén.

Nén nging thudc néu chirc nang gan bat thudng hoac xau di, cic dau hiéu lam sang hoac
triéu chimg bénh gan tién trién hodc khi co céc biéu hién khac xuit hién. Viém gan c6 thé
xay ra ma khong co6 triéu ching bao trude.

Huyét hoc: C6 thé xay ra hién tugng trc ché két tap tiéu ciu nhung c6 thé hdi phuc.

Sa dung cho phu nit mang thai:

Thubc chbng chi dinh cho dbi tugng phu nit mang thai.

Sir dung cho phu ni¥ cho con bu:
Thubc chéng chi dinh cho déi tuong phu nit cho con bu.

Anh huong dén kha ndang ldi xe va vin hanh mdy mdc:

Etodolac ¢6 thé gay rdi loan thi gidc, viém day than kinh thi gidc, dau du, 4o giac, U tai, hoa
mat, chong mat va budn ngu. Do vdy can than trong khi 14i xe va vdn hanh may mac.

Khi nao cin tham vén y kién bic sy, dwoge s§:
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Tham vén béac s§ néu gip phai tic dung khong mong mudn khi str dung thuée.
“ Néu cin thém théng tin xin héi y kién bac sy hoic duwoc s§”
16. Han dung ciia thude: 36 thang ké tir ngay san xuét.
17. Co'sé' san xuit:
Mother’s Pharmaceutical Co., Ltd.

18, Gongdan 6-ro 24-gil, Jillyang- eup, Gyeongsan-si, Gyeongsangbuk-do, Han Quéc.
18. Ngay xem xét sira dbi, cAp nhat lai ndi dung hwéng din sir dung thude: P

| PAY o

VAP
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Rx: Thudc bian theo don
Huong din siv dung thude cho cin bj y té

ENTERLAC CAP.
(Etodolac 200 mg)

1. Tén thubc: ENTERLAC CAP.

2. Thanh ghfin céiu tao ciia thude:
Hoat chat: Etodolac 200 mg.
Ta duoc: cellulose vi tinh thé, lactose monohydrat, povidon K-30, natri starch glycolat, vo
nang.

3. Dang bao ché: Vién nang cimg.

4. Cac dac tinh dwoce lye hoe — dwge dong hoce:
Cac dac tinh dwoc luc hoe:
Nhém duge 1y: Thude giam dau, ha sét, chéng viém khong steroid.
Ma ATC: MOTABO8
Etodolac 1a mot thube giam dau ha sét chéng viém khong steroid (NSAID). Etodolac ¢6 2
dong phan racemic, trong d6 dang S 1a dang c6 hoat tinh.
Etodolac 14 thude irc ché chon loc trén COX-2, ddy la enzym xiic tac tao thanh cac tién chét
cua prostaglandin.
Co ché ha sot: Prostaglandin gy sot do 1am ting qué trinh tao nhiét va giam qua trinh thai
nhiét, etodolac trc ché tong hop prostaglandin nén c6 tac dung ha sot.
Co ché giam dau: Thude e ché tong hop PG E,,nén lam giam tinh nhay cam ctia cac thu thé
dau v6i céc chat gay dau ciia phan (mg viém nhu histamin, bradykinin.
Co ché chong viém: Thube e ché chon loc trén COX-2, lam giam téng hop PGE2 va Fla
la nhirng chat trung gian héa hoc ctia phan tng viém. COX2 hau nhu khéng ¢é mat ¢ cac to
chire binh thudng ma duge tao ra do cam g, chu yéu tai cac to chirc viém.
Cac dac tinh duwge dong hoc:
Hap thu:
Etodolac hép thu tdt, sinh kha dung tuong déi dat khoang 100% khi ding dang vién nang
ciing nhu dang dung dich. Etodolac khong bi chuyén hoa budc mot & gan. Nong do tdi da
trong mau sau khi udng 1 lidu 200 dén 600 mg la 14 + 4 pg/ml va 37 + 9 pg/mL, sau 80 +
30 phat. Liéu dung ty 1& thuan vai dién tich dudi dudong cong cho tdi liéu 600 mg/12 gid.
Nong do tdi da cua thude trong mdu ty I& véi lidu dung (lidu t6i da 400 mg/12 gid). Tuy
nhién vai liéu 600 mg thi ndng do tbi da chi cao hon so ndng dé tdi da khi dung liéu binh
thuong khoang 20%. Thirc an khong 1am chim hép thu thudc, thude c6 thé duge ding cling
hodc sau biia an.
Phan bo:
Thé tich phan bd biéu kién trung binh cta etodolac vao khoang 390 ml/kg, 99% etodolac
lién két v6i protein huyét tuong, cht yéu 1a albumin. Luong etodolac ¢ dang tu do trong
mau dudi 1% va phu thude liéu str dung. Chua xéc dinh etodolac c6 bai tiét qua stra me hay
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khéng. Tuy nhién dua theo céc tinh chét héa ly thi rit nhiéu kha ning thudc vao duoc sira
me.

Chuyén héa:

Etodolac chuyén héa chi yéu qua gan. Tuy nhién vai trd chuyén biét ctia hé cytocrom P450
trong chuyén héa etodolac van chua xac dinh. Nhiéu chét chuyén hoa cua etodolac duoc
tim thdy trong nudc tiéu va mau. Mot sé chat chuyén héa van chua xac dinh duge. 10%
chat chuyén héa ciia etodolac & dang hydroxylat. Khi diing thuée 1au dai, dang chuyén hoa
hydroxylat-etodolac khong tich lily trong méu & nguoi ¢é chirc nang than binh thuong. O
ngudi suy than chua cé nghién ctru vé su tich liy hydroxylat-etodolac. Hydroxylat-
etodolac tiép tuc chuyén hoa dudi dang glucoronat, dio thai qua nudc tiéu va qua phan.
Thai trie:

Mitc d6 dao thai trung binh ciia etodolac sau khi ubng l1a 49 (+ 16) mL/gio/kg. Mic du
etodolac chuyén hoa chu yéu qua thén, khong can diéu chinh liéu & bénh nhan rdi loan
chtrc nang than nhe dén trung binh. Thoi gian béan thai cta etodolac 12 6,4 gio.

Quy cach déng goi: Hop S vi x 10 vién nang.

Chi dinh, liéu ding, cach dung, chong chi dinh:

Chi dinh:

Etodolac dung giam dau va khang viém & céac truong hop viém xuong, viém khdp, ké ca
dau phan mém sau chdn thuong nhu viém gan, viém quanh khép. Etodolac cling duge su
dung dé giam dau trong cac truomg hop dau nhe tdi dau vira, dau bung kinh.

Liéu lwong va cich dang:

Cich diing: Nudt toan bd vién thuéc ma khong nhai véi mot ly nudc, tot nhat 1a uéng trong
bira an.

Liéu dung: Tac dung khong mong mudn ¢o thé duoc giam thiéu bang cach st dung liéu
thap nhét c¢6 thé trong thoi gian ngdn nhét can thiét dé kiém soat céc triéu ching.

Liéu dung chq nguoi lon va tré em trén 15 tudi: 400 mg/ngay, chia 2 lan (1 vién vao budi tbi va
| vién vao buoi sang).

Trong mot s6 truong hop dau cap: liéu c6 thé tiang 1én dén 600 mg/ngay, chia 3 lan (sang, trua,
t0i)

Chéng chi dinh:

- Bénh nhan ¢6 tién st man cam voi etodolac hay bét cir thanh phan nao cua thude.

- Bénh nhéan c6 man cam chéo véi aspirin va cic thude khang viém khong steroid khéc.
Bénh nhén timg ¢6 déu hiéu hen, polip miii, phit mach hay n6i may day sau khi dung
aspirin hodc cac thudc khang viém khéng steroid khéc.

- Bénh nhan loét da day tién trién.

- Bénh nhan suy gan néng.

- Bénh nhan suy than nang khong duoc tham tach mau.

- Bénh nhan dau sau phau thuat dat 6ng thong dong mach vanh.

- Phu nir ¢6 thai, du dinh ¢6 thai, phu nir cho con bu.

- Tré em dudi 15 tudi.

Cic trwomg hop than trong khi dung thude:

Y”

&
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Nguy co huyét khéi tim mach:

Céc thude chéng viém khong steroid (NSAIDs), khong phai aspirin, dung duong toan
than, c6 thé 1am ting nguy co xuét hién bién c¢b huyét khdi tim mach, bao gom ca nhoi
mau co tim va dot quy, co thé dan dén tir vong. Nguy co nay c6 thé xuat hién sém trong
vai tudn du dung thude va co thé tang 1én theo thoi gian ding thudc. Nguy co huyét khéi
tim mach dugc ghi nhéan chu yéu o liéu cao.

Bac si can danh gia dinh ky su xuét hién cta céc bién cb tim mach, ngay ca khi bénh nhén
khong ¢6 cac triéu ching tim mach trude d6. Bénh nhan can dugc canh bao vé cdc triéu
ching cua bién cb tim mach nghiém trong va can thim kham bac si ngay khi xuat hién
céc triéu chirmg nay.

Dé giam thiéu nguy co xuit hién bién cd bét loi can sir dung Enterlac cap. ¢ liéu hang
ngay thap nhét c6 hiéu qua trong thoi gian ngén nhét c6 thé.

Thin: Cac bénh nhan réi loan tim mach hay than nhe va ngudi cao tudi can dugc theo
doi vi viée sir dung cac thude khang viém khong steroid c6 thé lam giam chic niang than.
Nén str dung liéu thdp nhét c6 thé va theo doi chirc ning than thudong xuyén.

Nén ngimg thude néu chire nang gan bat thuong hodc x4u di, cac ddu hiéu 1dam sang hoic
tridu chirng bénh gan tién trién hodic khi c¢6 cac bidu hién khac xudt hién. Viém gan c6 thé
xay ra ma khong ¢o triéu chirng bao trudec.

Huyét hoc: C6 thé xay ra hién tuong tic ché két tap tiéu cdu nhung c6 thé hdi phuc.

Sur d’ung gko phu nir mang {hai:

Thudc chong chi dinh cho doi tuong phu nir mang thai.

St dung cho phu nit cho con bu:

Thude chong chi dinh cho ddi twong phu nir cho con bu.
Anh hwéng dén kha ning ldi xe va vian hanh mdy méc:

Etodolac co thé gdy roi loan thi giac, viém day than kinh thi giac, dau dau, ao giac, u tai,
hoa mat, chong mat va buon ngu. Do vay can than trong khi 141 xe va van hanh may moc.

8. Twong tac cia thude voi cac thube khac va cac loai twong tac khae:

Aspirin, cdc thubc NSAID: Tranh str dung dong thoi hai hogic nhidu hon véi cac NSAID
(nhu aspirin) vi diéu nay ¢6 thé lam tang nguy co gip cac tac dung khong mong mudn. Su
két hop 6 thé lam tang nguy co nghiém trong trén hé tiéu héa nhu viém nhiém, chay mau,
loét va thung.

Thube chdéng dong méau: O liéu diéu tri, cac thube chéng déng (heparin, din xuét
dicumarol) lam ting nguy co gy xuat huyét néu dung dong thoi vai etodolac.
Cyclosporin, digoxin, lithi, methotrexat: Etodolac tic dong Ién prostaglandin & than nén
c6 thé 1am giam thai trlr cdc thude nay dan t6i tang ndng do va tang doc tinh cia cac thude
trén.

Thube loi tiéu: Etodolac lam giam dap tmg véi cac thude loi tiéu.

Thubc e ché enzym chuyén: Khi ding dong thoi etodolac va thude tc ché enzym chuyén
s€ lam tang nguy co suy than.
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Thude khang acid: Ding dong thoi voi céc thube khang acid khong lam cham hép thu
etodolac tuy nhién lai lam giam nong d¢ téi da cua etodolac trong mau (15-20%) nhung
khong anh huong téi thoi gian dat ndng do t6i da.

Tac dung khéng mong mubn:

Thwong gap: ADR > 1/100

- Hé tiéu héa: Kho tiéu, budn nén, non, dau bung, tdo bon, day hoi, tiéu chay, ¢ hoi,
viém thuc quan, loét da day ta trang, xuét huyét tiéu héa tiém an hay 6 at.

It géip: 1/1000 < ADR < 1/100

- Toan than: Kho chiu, mét moi ! .

- Quéa man: Phan tmg di ang, cac phan tng trén duong ho hép lam bénh hen tram
trong hon, géy co that phé quan hogc kho tho, cac roi loan vé da g gbm phat ban, ngua,
n6i may day, ban xut huyét, phu mach.

- Tim mach va mach mau ndo: Phu né, ting huyét ap va suy tim da dugc bao cdo khi
sur dung thpoc két hop voi NSAID'khdc Thir nghiém ldm\&,dng va dir liéu dggh té hoc
cho thay rang viéc st dung mgt soO NSAID (qac bjél O lieu cao va trong diéu‘tri dai
han) c6 thé lién quan v&i tang nguy co huyét khoi tim mach (xem thém phan Cac
truong hop than trong khi ding thuoc).

- Thén: Viém thén kg, hoi chirng thén hu, suy thén.

- Gan: Bat thuong chire nang gan, viém gan va vang da.

- Than kinh va cdc giac quan déc biét: R&i loan thi giéc, viém day than kinh thi giac,
dau dau, cing cd, tram cam, la lan, a0 giac, u tai, hoa mal chéng mat va budn ngu.

- Huyét hoc: Giam tiéu cau, giam bach cau, mat bach cdu hat, thiéu mau bét san, thiéu
mau tan mau.

- Da: Hoi chiing Stevens Johnson va nhay cam énh sang.

Hiem gap, ADR < 1/1000

- Da: Déc hoai tir biéu bi
Qua li'éu va cach xur tri:, ’ ' )
Céc dau hi¢u qua licu cép tinh céc thudc chong viém khong steroid thuong la budn nén,
nén, dau vung thuong vi, ngi. Cac triéu chimg nay thuong hdi phuc khi dung cac thude
diéu tri hd tro. Xuat huyét da day rudt c6 thé xay ra. Céc triéu chiang hiém gap: tang huyét
ap, suy than cap, suy hd hp va hon mé.
Str dung céc bién phap diéu tri triéu chimg va diéu tri hd tro gidng nhu trudng hop qua liéu
céc thude chéng viem khong steroid.
Khong o thube giai doc dic hiéu.
Piéu kién bio quin: Bao quan trong bao bi kin, noi khd réo, thoang mat, tranh anh séng,
nhiét do dudi 30°C.
Han dang: 36 thang ké tir ngay san xuat.
Tén, dia chi cia co s0' sdan Xuét:

Mother’s Pharmaceutical Co., Ltd.

18, Gongdan 6-ro 24-gil, Jillyang- eup, Gyeongsan-si, Gyeongsangbuk-do, Han Qudc.
Ngay xem xét sira doi, cAp nhat lai ndi dung hwong din sir dung thube:

s UQ.CUC TRUGNG
Our—% ' P.TRUONG PHONG

Fham Ghi Vin Hank
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Rx Thuéc ké don

Be xa tim tay {re enm.
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DEMOFERIDON /00

Deferoxamin mesilat 500 mg

THANH PHAN: Mdi lo chira:
Hoat chat: DeteraR it RIestal . omomoeeommsmens 500 mg
Td dwgc: Khong.

DANG BAO CHE: Thudc bot pha dung dich tiém truyén

DUQC LUC HQC

Nhom chelat hoa (Ma ATC: VO3ACOI)

Deferoxamin tao thanh cac phirc hop chii yéu véi cic ion sat hoa tri ba va nhom hoéa tri ba;
phitc hop tao thanh (ferrioxamin va aluminoxamin) bén viing va khong doc. Cac phirc hop
khéng duoc hap thu qua duong tiéu hoa, va bét ky phirc hop nao dugc tao thanh toan than do
str dung ngoai dudng tiéu hoa s& nhanh chong duoc bai tiét qua than ma khong gay ra tac hai
ndo. Deferoxamin thu nhén sat dang tu do hoidc két hop vai ferritin va haemosiderin. Tuong tu
deferoxamin huy déng va tao phirc hop v6i nhém lién két & mo. Deferoxamin khong loai bo
duoce sét tir cac chat chita haemin bao gdm haemoglobin va transferrin. Vi ca ferrioxamin va
aluminoxamin duoc bai tiét hoan toan, deferoxamin thic ddy bai tiét st va nhém trong nude
tiéu va trong phan, do vay 1am giam r dong sit va nhém bénh 1y & md va cdc co quan.

DUQC PONG HOC

Hap thu

Deferoxamin dugc hép thu nhanh chong sau khi tiém bap ca lidu (bolus) hodic truyén dudi da
cham, nhung rat kém hép thu qua duong ti€u hoa khi niém mac con nguyén ven. Trong khi
tham phin mang bung, deferoxamin dugc hap thu néu duge ding trong dung dich tham phéan.

Phan bo

O nguoi tinh nguyén khoe manh, nong dé dinh trong huyct tuong cua deferoxamin (15,5
pmol/L (87 pg/mL)) duge ghi nhan 30 phut sau khi tiém béap liéu 10 mg/kg deferoxamin. Mot
gid sau khi tiém, nong do dinh ferrioxamin 1a 3,7 micro mol/L (2,3 pg/mL). it hon 10%
deferoxamin lién két véi protein huyét thanh in vitro.

Bién déi sinh hoc

Bon chat chuyén hoa ctia deferoxamin duoc phan lap tir nude tiéu nhitng bénh nhan bj thira st.
Nhimg phan tGng bién dbi sinh hoc sau duoc xéac dinh xay ra voi deferoxamin: transamin hoa
va oxy hoa tao ra mot chat chuyén hoa acid, beta-oxy hoa ciing tao ra mot chit chuyén hoa
acid, decarboxyl hoa va N-hydroxyl hoa tao ra céc chat chuyén héa trung tinh.

Thai trir

Ca deferoxamin va ferrioxamin c¢6 su thai trir hai pha sau khi tiém bap ¢ nhiing nguoi tinh
nguyén khoe manh; Déi véi deferoxamin thoi gian ban thai phan bd biéu kién 1a 1 gio va voi
ferrioxamin 1a 2,4 gid. Thoi gian ban thai cudi biéu kién 12 6 gio di voi ca hai chét. Trong
vong 6 gid sau khi tiém, 22% liéu dung xuét hién trong nude tiéu dudi dang deferoxamin va
1% dudi dang ferrioxamin.

Cic dic tinh ¢ bénh nhan

O bénh nhan bi chimg nhiém sic t sit, ndng do dinh trong huyét twong 1a 7,0 umol/L (3,9
ug/mL) do duoc dbi voi deferoxamin, va 15,7 umol/L (9,6 pg/mL) dbi véi ferrioxamin, 1 futy
sau khi tiém bap 10 mg/kg deferoxamin. Nhitng bénh nhan nay da thai trir deferoxamin véi
thot gian ban thai la 5,6 gio va thai tru ferrioxamin véi thot gian ban thai la 4,6 gio. Sau gio
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sau khi tiém, 17% liéu dung dugc bai tiét trong nude tiéu dudi dang deferoxamin va 12% dudi
dang ferrioxamin.

O bénh nhéan thim phéan dé diéu tri suy than dung 40 mg/kg deferoxamin truyén tinh mach
trong vong 1 gio, nong do trong huyet twong vao cudi lan truyén 1a 152 pmol/L (85,2 pg/mL)
khi truyén gitra cac dot ham phan. Nong do deferoxamin trong huyét tuong trong khoang 13-
27% thap hon khi truyén trong khi dang tham phan. Néng do cua ferrioxamin trong tat ca
truong hop khoang 7.0 pmol/L (4,3 pg/mL); va d6i voi aluminoxamin 1a 2-3 pmol/L (1,2-1,8
ng/mL). Sau khi ngimg truyén, ndng do deferoxamin trong huyét tuong giam nhanh chong véi
thoi gian ban thai 1a 20 phat. Mot phan nho lidu dung duoc thai trir voi thoi gian ban thai lau
hon la 14 gio. Nong do aluminoxamin trong huyét tuong tiép tuc tang dén 48 g10 sau khi
truyén va dat dén tri sb khoang 7 umol/L (4 pg/mL). Sau khi tham phan, nong do
aluminoxamin trong huyét tuong ha xudng con 2,2 pmol/L (1.3 pg/mL), cho thdy phic hop
aluminoxamin c6 thé phan tach duoec.

O bénh nhén bi bénh thalassemia, truycn tinh mach deferoxamin lién tuc 50 mg/kg/24 gio dan
dén nong do deferoxamin trong huyét tuong ¢ trang thai on dinh 1a 7.4 pmol/L. Su thai tru
deferoxamin khoi huyct tuong la 2 pha véi thoi gian ban phan b trung binh 14 0,28 gior va thoi
gian ban thai cudi bicu kién 1a 3 3,0 gio. HE s6 thanh thai huyét tuong toan phén 1a 0,5 L/gio’kg
va thé tich phan b6 o trang thai 6n dinh udc tinh la 1,35 L/kg. Nong do ton luu cua chét chuyén
hoa chinh gin két véi sit khoang 54% cua nong do deferoxamin ton luu vé dién tich dudi
dudong cong néng do (AUC). Thoi gian ban thai biéu kién mot s mii cua chit chuyén hoa la
1,3 gio.

CHI PINH

° Diéu tri thira sat man tinh, vi du: ‘
- Nhiém haemosiderin do truyén mau & nhitng bénh nhan thudng xuyén nhan truyén mau
(chu yeu ¢ bénh nhén thalassaemia).
- Nhiém séc té sit nguyén phét va thi phat & nhitng bénh nhén c6 céc rdi loan dong thoi
(nhu thiéu mau nang, giam protein mau, suy tim hodc suy than) ngan ngtra trich mau tinh
mach.
Diéu tri nhiém ddc sat cép tinh.
Diéu tri thira nhém & nhitng bénh nhan: ’
- Tham phan duy tri trong suy than giai doan cudi khi cac bién phap phong nglra (nhu
tham thau nguoc) thét bai,
- Bénh xuong lién quan dén nhom,
- Bénh nio do tham phan,
- Thiéu méu lién quan dén nhém.
© Chén doan cac bénh du trir sit, thira nhom va cac truong hop thiéu méu.

LIEU DUNG VA CACH DUN(J ,

Deferoxamin mesilat ¢6 thé duoc ding dudng tiém bap, tinh mach hodc dudi da. Khi dung
dudi da, kim tiém khéng nén tiém vao gén sat chan bi. ’

Thubc thuong duoc ding & dang dung dich 10%, bing cach hoa tan 500 mg bot thude trong 5
ml nude pha tiém. i

Dung dich deferoxamin 10% c6 thé duoc pha lodng véi cac dung dich truyén thuong dung
(Natri clorid 0,9%, Dextrose 5%, dung dich hén hop Natri clorid 0,9% va Dextrose 5%,
Ringer’s Lactat), mac du khong nén dung nhiing dung dich truyén nay lam dung méi hoa tan
hoat chat kho.

Deferoxamin dang hoa tan c6 thé thém vao dung dich thdm phén va cho vao trong mang bung
& nhirng bénh nhan dang tham phén phiic mac lién tuc ngoai tri (CAPD) hozc tham phan phiic
mac lién tuc dinh ky (CCPD).

Dicu tri nhiém doc sat cap tinh
Nguoi lon va tre em:

e
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Deferoxamin duge dung ngoai dudng tiéu hoa. Deferoxamin duge dung két hop véi cac bién
phap chuin thuong ding trong diéu tri nhiém déc sit cip. Quan trong 12 bat dau diéu tri sém
ngay khi co thé.

Diéu tri deferoxamin ngoai duang tiéu hoa nén duoc can nhic trong nhimg tinh hudng sau:

- Tt ca nhitng bénh nhan vé mit triéu ching cho thiy co nhiéu hon cic triéu chimg nhe
thoang qua (vi du nhiéu hon mot giai doan nén hoac di cau phan mém).

- Bénh nhén c6 biéu hién ngu lim, dau bung dang ké, giam thé tich méu, hoac nhiém acid.

- Bénh nhén c6 két qua chyp X-quang bung duong tinh cho thdy nhidu su can tia X (da sb
nhimg bénh nhan nay s¢ tién trién dén nhlem doc sdt triéu chimg).

- Bét ky bénh nhan nao c6 triéu chimg véi ndng do sit huyét thanh cao hon 300 - 350 pg/dL
bat ké kha nang két hop sat toan phan (TIBC). C6 goi ¥ nén can nhic dén bién phap bao
ton khong diéu tri deferoxamin hoic mét cach khac khi nong do sit huyét thanh tir 300 -
500 pg/dL ¢ nhiing bénh nhan khong co triéu ching, cling nhu ¢ nhitng bénh nhan non
khéng c¢6 mau hoac tiéu chay tu gidi han ma khong cd tricu ching khac.

Liéu ding va dudng dung tiy theo mirc dd nang ctia nhiém doc.

Liéu dimg:

Deferoxamin thuong duge dung duong truyén tinh mach lién tuc, tc do truyén khuyen cao la

15 mg/kg mdi gid va nén giam tbc do ngay khi co thé, thuong sau 4 — 6 gio, sao cho tong licu

truyen tinh mach khong vuot qua lidu khuyen céo 80 mg/kg trong bit ky thoi gian 24 gid nao.

Tuy nhién, néu khong thé dung dudng truyén tinh mach va chon duong tiém bap, liéu thuong

dung 14 2 g cho nguoi 1on va 1 g cho tré¢ em, dung mot lan duy nhét.

Quyét dinh ngung st dung deferoxamin phai dya vao lam sang. Tuy nhién, nhing tiéu Lhuan

sau day duoc xem 1a yéu cau hop 1y dé ngimg diéu tri. Nén tiép tuc diéu tri cho dén khi tat ca

nhing tiéu chuin sau duoc dap img:

- Bénh nhan khéng c6 ddu hiéu va triéu chimg cta nhiém doc sat toan than (nhu khéng con
nhiém acid, khong 1am ning thém nhiém doc gan).

- Tot nhét la nong do sat huyét thanh duoc diéu chinh nén & mure binh thuong hoac thip (khi
nong do sat giam xuong dudi 100 pg/dL). Xét vé viée cac phong xét nghiém khéong thé do
dugce nong do sat trong huyét thanh chinh xac khi dang dung deferoxamin, c6 thé chap
nhan viéc ngung dung deferoxamin khi tht ca cac tiéu chuan khac déu dat néu ndng do st
trong huyét thanh khong tang.

- Nén chup X-quang bung ldp lai & nhimg bénh nhan luc dau cho thay c6 nhiéu sur can tia X
dé dam bao ching mét di truge khi nging diéu tri deferoxamin boi vi nhitng ddu hiéu nay
cho thay viéc hap thu sét van tiép dién.

- Néu bénh nhéan ¢ nude tiéu mau hong nhat khi khoi dau diéu tri voi deferoxamin, dudng
nhu hop 1i khi mau nuée tiéu trg vé binh 1 thuong trude khi ngimg su dung deferoxamin
(khong c6 nude ticu mau hong nhat khong du dé chi dinh ngung diéu tri deferoxamin).

Hiéu qua diéu tri thy thugc vao luong nude tiéu du dé phic hop sat (ferrioxamin) dugc bai tiét

ra khoi co thé. Do dé, néu xuat hién thiéu niéu hodc v6 niéu, co thé can phai thim phan phuc

mac hodc tham phan méu dé loai bo ferrioxamin.

Nén luu ¥ rang nong do sit trong huyét thanh c6 thé tang 1én dot ngdt khi sat dugc phong thich

khoi cac mo.

V& mit 1y thuyét 100 mg deferoxamin c6 thé két hop véi 8,5 mg sat.

Thira siat man tinh

Muc dich chinh cua diéu tri & bénh nhan thiva sdt khong bién ching do nhiém djc 1a nham dat

dugc can bané vé sit va ngin ngua nhiém haemosiderin, trong khi do 0 nhitng bénh nhan thira

sdl ning cén dat duoc mdt can bang am nham lam giam tir tir du trit st ting 1én va ngan ngira
tac hai cua sat.

Nguoi [on va tré em:

Nén bit diu diéu tri voi deferoxamin sau 10 -20 1an truyén mau, hodc khi némg do ferritin

huyét thanh dat mie 1000 ng/mL, dau hiéu cho thdy da bio hoa transferrin. Lidu dung va cach

ding tily vao timg bénh nhan dua theo mirc d¢ thira sat.
;\ﬂ%/
-
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Cham tang trudng co thé 1a két qua cua thira sat hoac cac liéu deferoxamin cao qua muec. Néu
viéc chelat hoa bat dau truge 3 tudi, phai theo ddi can than toc do tang truong va lidu trung
binh hing ngay khong nén vuot qua 40 mg/kg. (xem muc Cdnh bdo ddc biét va than trong khi
dung).

Liéu diing:

Nén dung liéu thip nhat 06 hiéu qua. Liéu trung binh hang ngay co thé tir 20 — 60 mg/kg/ngay.
Nhiing bénh nhan c¢6 néng do ferritin huyct thanh < 2000 ng/mL nén dung liéu khoang 25
mg/kg/ngay, va nhitng bénh nhan c¢6 nong do ferritin tir 2000 - 3000 ng/mL nén dung liéu 35
mg/kg/ngay. Chi sir dung liéu cao hon khi lgi ich mang lai cho bénh nhan vuot trdi so voi nguy
co bi cac tac dung khong mong mudn.

Nhiing bénh nhan c¢6 néng dé ferritin huyét thanh cao hon ¢ thé can dung liéu 55 mg/kg/ngay.
Khong nén thuong xuyén ding liéu vuot qua lidu trung binh hing ngay 50 ‘mg/kg/ngay ngoai
trir khi can chelat hoa rat manh & bénh nhén da tang truong hoan toan. Néu nong do ferritin
xudng dudi 1000 ng/mL, nguy co nhiém ddc deferoxamin tang 1€n; quan trong la theo doi
nhiing bénh nhén nay dic biét can than va co thé can nhic g giam tong lidu hang tuan.

Dé danh gla tri liéu chelat hoa, dau tién nén theo ddi hing ngay bai tiét sat trong nudce tiéu 24
gior. Khoi dau vai lidu 500 mg hanb ngay, sau d6 nén tang liéu cho dén khi bai tiét sat duoc 6 on
dinh. Mot khi da thiét lap duoc liéu thich hop, nén danh gia ti 1¢ bai tiét sat trong nudc tiéu
cach vai tudn mot lan.

Mot cach khac la co thé diéu chinh liéu trung binh hing ngay theo tri sé ferritin dé giit cho chi
s6 diéu tri duai 0,025 (tac 1a liéu trung binh hang, ngay cua deferoxamin (mg/kg) chia cho nong
do ferritin huyét thanh (ug/L) dudi 0,025).

Cach dung:

Truyén duéi da chdm biang mot bom truyén dé mang, trong lugng nhe trong thoi gian 8-12 gio
dugc xem la c6 hi¢u qua va rat thuan tién cho nhuntr bénh nhén di lai duoc, nhung ciing ¢6 thé
tang luong sat bai tiét bang cach truyén cing liéu trong thoi gian 24 gio. Bénh nhéan nén duoc
diéu tri 5-7 lan/tuan tuy thuoc vao muc do thira sat. Deferoxamin khong duoc san xuét dé tiém
ca liéu (bolus) dudi da.

Do truyén dudi da c6 hiéu qua hon, dudng tiém bap chi duoc sir dung khi khong thé truyén
duai da.

Deferoxamin ¢6 thé duge dung bang cach truyén tinh mach trong khi truyén mau.

Do mét lugng nho deferoxamin dugce dung qua dudng truyén tinh mach trong khi truyén mau,
loi ich 1am sang cua dudng dung nay hién chua duoc danh gia.

Khong nén cho dung dich deferoxamin truc tiép vao tui dung mau ma co thé cho vao day
truyén mau bang mot bo phan nbi tiép hinh chit "Y" dat gan vi tri tiém tinh mach. Bom cua
bénh nhén nén dugc su dung dé ding deferoxamin nhu thuong lé. Can canh bao bénh nhan va
y ta dé tranh truyén nhanh, vi truyén deferoxamin ca liéu (bolus) vao tinh mach cé thé dan dén
do bung mat, ha huyét ap, truy mach cép (Xem phfm Canh bao ddac biét va than trong khi
dimng).

Truyén tinh mach lién tuc dugc chi dinh cho nhiing bénh nhén khong thé tiép tuc truyén dudi
da va cho nhimg ngudi c6 cac van dé vé tim thtr phat do thura sat. Nén do thuomg xuyén luong
st bai tiét trong nude tiéu trong 24 gio khi can chelat hda manh (duong tinh mach), va diéu
chinh lleu tuong tng. Hé thong gin vao tinh mach ¢6 thé dung khi thuc hién chelat hoa manh.
Phai can than khi rira sach day truyén dé tranh tluycn dot ngdt lugng deferoxamin con sét lai
trong khoang khong dung cta day truyén, vi di¢u nay c6 thé dan dén truy mach Cap (Xem
phé“m Canh bao dac biét va than trong khi ding).

Chén do4n bénh du trir sit va cic truong hop thiéu mau

Thir nghiém deferoxamin trong truong hop thua 5a‘r dua trén nguyén tic ngudi binh thuong
khong bai tiét nhiéu hon 1 mg st trong nudc tiéu hang ngay, va mot lan tiém bap 500 mg
deferoxamin s& khong lam tang luong sat bai tiét 1én nhiéu hon 1 mg (18 pumol). Tuy nhién, khi
bi cac bénh du trix sit, lugng sat bai tiét s¢ tang 1én cao hon 1,5 mg (27 umol). Thir nghiém nay
cho két qua dang tin cdy chi trong truong hop chire ning thin binh thuong.
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Deferoxamin 500 mg dugc tiém bap. Sau do 1y nude tiéu trong 6 gid va xéc dinh ham luong
sat.

Luong sat bai tiét tir 1-1,5 mg (18-27 pmol) trong thot gian 6 gio duge xem nhu thira sat; gia
tri 1én hon 1,5 mg (27 pmol) ¢6 thé xem nhu bénh ly.

Diéu tri thira nhém ¢ bénh nhin suy thin giai doan cudi

Bénh nhéan nén diéu tri deferoxamin khi:

« Ho ¢6 triéu chimg hoac bing ching suy co quan do thira nhom.

« Ho khong ¢6 triéu chirng nhung néng dé nhém trong huyét thanh luén cao hon 60 ng/mL va
lién quan t6i thir nghiém deferoxamin duong tinh (xem sau déy), dic biét néu sinh thiét xuong
cho thiy bing chimg cua bénh xuong lién quan dén nhom.

Phirc hop ctia deferoxamin véi nhom va sit co thé thim tach duge. O nhitng bénh nhan bi suy
than su thai trir ¢ thé ting 1én do thAm phén.

Nguweoi lon va tre em:

Bénh nhdn dang H'?c.fm‘ ]Jhun duy tri hodc loc mdau: 5 mg/kg mét 1an/ tuan. Bénh khi thi nghiém
héu deferoxamin ndng dé nhém huyet thanh 1én dén 300 ng/mL: Nén dung deferoxamin truyén
tinh mach cham trong 60 phut cudi ctia dot thim phéan (nham lam giam mat luong thude tu do
trong dung dich tham tach).

Bénh nhan c6 thir nghiém héu deferoxamin véi nong dé nhém huyét thanh cao hon 300 ng/mlL:
Nén dung deferoxamin truyén tinh mach chdm 5 gio trude dot tham phan maéu.

Bén tuan sau khi hoan thanh dot diéu tri deferoxamin 3 thang, nén thuc hi¢n thir nghiém truyén
deferoxamin, 1 thang sau dé thuc hién thir nghiém thir hai. Tang nong do nhém huyét thanh it
hon 50 ng/mL so gia tri co ban do dugc trong hai lan thir nghiém truyén lién tuc cho thiy
khéng can tiép tuc diéu tri deferoxamin.

Bénh nhan dang tham phan phiic mac lién tuc ngoai tri (CAPD) hodc tham phan phic mac
lién tuc dinh ky (CCPD): dung deferoxamin liéu 5 mg/kg mot 1an/ tudn trude lan thim phan
cudi cuing cta ngay do. Nén dung dudng trong mang bung & nhimg bénh nhan nay. Tuy nhién,
deferoxamin ciing c6 thé dung tiém bip, truyén tinh mach chdm hoac truyén dudi da chim.

Chén dodn thira nhém & nhirng bénh nhén suy than giai doan cudi

Thtr nghiém truyén deferoxamin dugce khuyén cdo ¢ nhitng bénh nhén cé néng dé nhém huyét
thanh > 60 ng/mL cling v&i ndng do ferritin huyét thanh >100 ng/mL.

Ngay trude khi bat dau dot thdm phan mau, ldy mau mau dé xac dinh nong do nhém co ban
trong huyét thanh,

Trong thoi gian 60 phit cudi cua dot thim phan méu, dung liéu 5 mg/kg truyén tinh mach
cham.

Khl bat dau dot tham phan mau ké tiép (vi du 44 gio sau khi truycn deferoxamin néu trén) lay
mau mau thir hai dé xac dinh nong do nhom huyét thanh mét lan nira.

Tang nong dé nhém huyét thanh trén muc co ban nhiéu hon 150 ng/mL dugc xem nhu thira
nhoém. Nén luu ¥ rang thir nghiém am tinh khéng loai bo hoan toan kha nang thira nhém.

Vé mat 1y thuyét 100 mg deferoxamin cé thé két hop véi 4,1 mg A

Swr dung o nguoi gia

N6i chung, nén can than khi chon liéu cho ngudi gia, thuong khoi dau voi lidu thap trong
khoang licu, c6 xét dén ti 18 cao hon cua suy giam chirc nang gan, than hoac tim, va cua cac
bénh khi kém hoac diéu tri voi cde thude khéc.

CHONG CHI PINH

Cac truong hop qiia man véi deferoxamin mesilat trir khi bénh nhén c6 thé giai man cam duoc.

CANH BAO PAC BIET VA THAN TRONG KHI DUNG

Deferoxamin nén dugc dung than trong ¢ bénh nhan suy than do phirc hop kim loai dugc bai

tiét qua than. O nhiing bénh nhén nay, thim phan méu s& lam ting thai trir nhém hodc sit duoc

chelat hoa.

Dung deferoxamin don doc ¢6 thé 1am ning thém tinh trang suy chire nang than kinh ¢ nhimg

bénh nhan bi bénh nao lién quan dén nhom. Su suy giam nay (biéu hién 1a cac con dong kinh)
3
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¢6 thé lién quan dén ting nhanh ndng do nhom trong ndo sau do trong tudn hoan. Dicu tri trude
do véi clonazepam da cho thdy c¢6 thé bao vé khoi tinh trang suy giam chic nang than kinh.
Diéu tri thira nhom cling ¢6 thé 1am giam can-xi trong huyét thanh va lam ning thém chimg
tdng ndng tuyén cén giap.

Diéu tri deferoxamin duong tinh mach chi nén dung dang truyén tinh mach cham. Truyén tinh
mach nhanh c6 thé dan dén ha huyét ap va sdc (vi du nhu do bimg mat, nhip tim nhanh, truy
mach va ndi may day).

Khong nén dung » deferoxamin dudng dudi da khi ndng d6 va / hodc liéu cao hon khuyén cao do
kich tmg tai chd tiém c6 thé xay ra thuong xuyén hon.

Nhiing bénh nhan bi thua sat dac biét nhay cam voi tiém. Pa co nhtiing béo cao vé viée
deferoxamin thic day nhiém tring nhu Yersinia enterocolitica va Y. pseudotuberculosis. Néu
bénh nhan bi st kém theo viém hong, dau bung lan toa hodc viém rudt/ viém rudt non, nén
ngung ding deferoxamin, va diéu tri bang khang sinh thich hop. Diéu tri véi deferoxamin c6
thé bat du lai khi da hét nhiém khuén.

O nhiing bénh nhan dung deferoxamin dleu tri thira sit hodc thira nhém, rat hiém truong hop
bao c4o bi nhiém ndm mucor (nhiém nim néng), mot vai trudng hop tir vong. Néu cé bat ky
trieu chimng hoac déu hiéu dic trung nao xay ra ngung ding defez oxamin, thuc hién xét nghiém
vé nédm va tién hanh diéu tri thich hop ngay lap tic. Bénh ndm Mucor cing dugc ghi nhan da
xdy ra & nhitng nguoi khong dang diéu tri véi deferoxamin, do d6 khéng thiét 1ap duoc mbi
lién hé nhan qua vai viée dung thude.

R&i loan thi gidc va thinh gidc cling duge béo céo trong thoi gian diéu tri deferoxamin lau dai.
Dagc biét, da xay ra ¢ nhimg bénh nhan dung liéu cao hon khuyén cdo hodc & bénh nhan c6
nong do femlln huycl thanh ﬂ’ldp Nhitng bénh nhan suy chirc nang than dang tham phan duy
tri va c6 néng do ferritin thip co khuynh huéng bi cac phan tng c6 hai, cic triéu ching thi g gidc
dugc ghi nhan sau khi dung liéu don deferoxamin. Do d6, nén thuc hién cac thir nghiém vé thi
giac va thinh gidc trude khi bét dau diéu tri deferoxamin dai han hodc mbi 3 thang trong thoi
gian didu tri. Biang cach giir ti 1 lidu hang ngay trung binh (mg/kg defuoxamm) chia cho
nong do ferritin huyét thanh (pg/L) duéi 0,025 nguy co bi cic bat ‘rhuong vé thinh luc ¢6 thé
giam ¢ nhling bénh nhan bi thalassaemia. Mot danh gia thi giac chi tiet dugce khuyén céo (do
thi truomg, soi ddy mit, va thir nghiém thi gidc mau sir dung dia ciing mau gia va thir nghiém
mau D-15 Farnsworth, khao sat den khe, ....).

Néu rbi loan thi giac hodc thinh g gide xay ra, nén ngung diéu tri deferoxamin. Céc rdi loan nay
thudng c6 thé hoi phuc duoc. Néu dleu tri lai voi deferoxamin & lidu thap hon, nén theo doi k¥
chire nang thi giac/ thinh giac xét vé mit ti 1¢ nguy co - loi ich.

Str dung liéu cao deferoxamin khong hop 1y ¢ nhirng bénh nhén ¢o nong do ferritin thap hodc &
tré¢ em (nho hon 3 tudi khi bat dau diéu tri) dugc cho 1a ¢6 lién quan dén chiam tang truong;
giam lidu ding 6 thé phuc hoi ti 16 tang truong dén muc trude khi didu tri & mot vai truong
hop. Kiém tra khéi lugng va chiéu cao mdi 3 thang duge khuyén cdo & tré em.

Chém ting truong néu lién quan dén dung lidu cao deferoxamin phai duge phan biét véi cham
tang truong do thira sit. Chém tang truong do deferoxamin hiém khi xay ra néu liéu dung duoc
gilr thip hon 40 mg/kg; néu cham tang truong do lidu ding cao hon gié tri trén, sau d6 giam
l1eu ¢6 thé trdr vé toe do tang trudong binh thuong, tuy nhién khéng dat duge chiéu cao mong
mubn.

Hoi chimg suy hd hip cép duge mo6 ta sau khi diéu tri liéu cao deferoxamin truyén tinh mach &
nhitng bénh nhan bi nhiém dc sat cap va cling xay ra ¢ nhiing bénh nhén bi Thalassaemia
(xem muc Tdc dung khéng mong muén). Do dé khong nén str dung liéu cao hon liéu khuyén
cao hang ngay.

Nén luu ¥ rang deferoxamin s€ anh hudng dén nong do nhom va c6 thé can diéu chinh liéu
erythropoietin néu dung chung.

O nhig bénh nhén thira sit man tinh ning, suy chiic ning tim da duoc béo cdo sau khi diéu tri
dong thoi deferoxamin va lidu cao vitamin C (I6n hon 500 mg/ngay & ngudi 16n). Rbi loan
chtrc nang tim dugc phuc hoi khi ngimg dung vitamin C. Nén 4p dung cac than trong sau day
khi dung déng thoi vitamin C va deferoxamin:
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- Khéng nén bd sung vitamin C cho bénh nhan bi suy tim.
- Chi bat déu bo sung vitamin C sau khi khai dau diéu tri déu dan v6i deferoxamin 1
thang.
- Chi dung vitamin C khi bénh nhan dang dung déu dan deferoxamin, tot nhét 1a ding
ngay sau khi ¢b dinh xong bom truyén.
- Khong dugc vuot qua lidu hang ngay 200 mg vitamin C & ngudi 16n, chia lam nhiéu
lan.

Nén theo ddi vé& mit 1am sang chirc ning tim trong sudt thoi gian diéu tri phdi hop nhu trén.

TUONG TAC VOI CAC THUOC KHAC VA CAC DANG TUONG TAC KHAC

Ubng vitamin C (lidu t6i da 200 mg hing ngly, chia lam nhiéu lan) c6 thé lam tang bai tiét
phtrc hop sat do dap ung voi deferoxamin; lidu cao hon vitamin C khéng 1am tang thém anh
huong. Theo ddi chire nang tim dugc chi dinh trong sudt thoi gian didu tri két hop nhu trén.
Chi duoc dung vitamin C néu bénh nhéan dang diéu tri v6i deferoxamin déu dan va khong nén
dung trong thang dau tién diéu tri voi deferoxamin. O nhing bénh nhan bénh du trix sat man
tinh ning diéu tri phdi hop deferoxamin va vitamin C liéu cao (nhiéu hon 500 mg mdi ngay) c6
thé lam suy giam chirc nang tim; su suy giam nay sé hoi phuc khi ngung dung vitamin C. Do
do, khong duoc bd sung vitamin C & bénh nhén suy tim.

Khong phm hop deferoxamin véi proclorperazin (mét dan chat cua phenothiazin) do tinh trang
hon mé kéo dai co thé xay ra.

Két qua hinh anh Galli ¢6 thé bi sai léch do su dao thai nhanh ra nude tiéu phuc hop
deferoxamin gén véi Galli. Nén ngung dung deferoxamin 48 gior trude khi chup nhéip nhay.

PHU NU CO THAI VA CHO CON BU

Phu nir ¢6 thai
Deferoxamin mesilat gay quai thai & dong vat khi dung trong thoi gian mang thai.

Phu nir cho con bu

Chua biét liéu deferoxamin mesilat c6 bai tiét vao sira me hay khong.

Khéng nén dung deferoxamin mesilat cho phu nir mang thai hoac dang cho con bu, trir khi theo
nhan dinh cta thay thudc loi ich mang lai vuot troi so voi nguy co ¢ thé xay ra cho bé. Dac
biét trong ba thang dau thai ky.

ANH HUONG LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Nhiing bénh nhan bj cac roi loan thdan kinh nhu chéng mat, giam thi giac hodac thinh giac nén
tranh lai xe hodac van hanh may moc.

TAC DUNG KHONG MONG MUON

Tan suat udc lugng: rat thuong gap (= 1/10), thuong gap (2 1/100 to < 1/10), it gap (=
1/1,000 to £ 1/100), hiém gap (= 1/10,000 to = 1,000), rat hiém gap (£ 1/10,000) bao gbm ca
céc bédo cdo riéng 1¢€.

Mot vai dau hiéu va triéu ching duge coi nhu phan Gng c6 hai cling ¢ thé 1a biéu hién cia
bénh c6 san (thira nhém va/ hodc sét).

Luu y dac biét

Tai chd tiém, sung, tham nhiém, ban do, ngira va dong vay thuong xay ra; mun nudc, phu tai
chd va nong rat it xay ra. Céc biéu hién tai chd co thé di kem vOi cac phan tng toan than nhu
dau khop/ dau co (rat thuong gap), nhirc dau (thuong gap), mé day (thuong gap), budn nén
(thuong géap), sot (thuong gap), non (it gap), hodc dau bung (it gip) hoac suyén (it gép).

Roi loan hé mién dich
Rat hiém gap: so¢ phan v¢, phan rng phan v¢, phu mach than kinh.
Réi loan mz"lt’
Hiém gdp: mat thi giac, am diém, thodi hoa vong mac, viém thém kinh thi gide, duc thuy tinh
thé (giam thi luc), nhin mo, quing ga, tén hai thi truong, loan séc thi (suy giam nhin mau), duc
gidc mac. Rbi loan thi giac hiém khi xay ra, trir khi dung lidu cao.

JWX) - '
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Roi loan tai va mé dao

It gap: diéc than kinh cam giéc, u tai. Tuan thu cac hudng dan vé liéu dung gitp giam thiéu
nguy co bi cac phan (g ¢6 hai trén thinh giac.

Roi loan da va mo dwoi da

Rat hiém gap: phat ban toan than.

Roi loan co' xwong va md lién két

Thuong gap: cham tang truong va 101 loan xuong (vi du nhu loan san hanh xuong) thuong gip
¢ nhimg bénh nhén dung litu 60 mg/kg, dac biét khi bat dau chelat hoa sat trong 3 nam dau
doi. Néu lidu dung & mirc 40 mg/kg hodc thdp hon, nguy co giam dang ké.

qu loan hé hip, ngue va trung that
Rat hiém gap: tham nhiém phoi suy ho hap cap.

Réi loan hé thin kinh

Rat hiém gap: r61 loan than kinh, chdng mat, thuc day hodc 1am nang thém bénh ndo do tham
phan lién quan dén nhom, bénh than kinh ngoai bién, di cam.

Réi loan h¢ ti¢u héa

Rat hiém gap: tiéu chay.

R6i loan thén va hé tiét niéu

Rat hiém gap: suy than.

Réi loan mach
Hiém gap: ha huyét ap, nhip tim nhanh va soc néu khong tuan thu than trong khi dung.

Roi loan hé bach huyét va mau
Rat hiém gap: ro1 loan mau (vi du nhu giam tiéu cau).

Nhiém khuan va nhiém ky sinh tring
Hiém gap: nhiem nam Mucor.
Rat hiem gap: viém da day rudt yersinia.

Bénh nhan dicu tri thira nhém
O nhiing bénh nhéan diéu tri thira nhom, dleu trj voi deferoxamin cé thé giy ra giam can-xi
huyét thanh va lam nang thém ting ning tuyen can giap.

* Thong bdo cho bdc si nhitng tac dung khong mong muon xay ra khi ding thuoc.

QUA LIEU o

Deferoxamin thuong dugce dung ngoai duong tiéu hoa va 11\hiém doc cap rat kho xay ra.

Hoi chung suy hd hap cép da duoc ghi nhan sau khi diéu tri liéu qua cao ctia deferoxamin
duong tinh mach ¢ nhiing bénh nhan nhiém doc sét cﬁp va & bénh nhan thalassemia.

Déu hiéu va triéu ching

Nhip tim nhanh, ha huyét 4p, triéu chimg duong tiéu hoa thudng xay ra ¢ nhimg bénh nhéan
dung qua lidu deferoxamin. V6 y dung qué liéu deferoxamin dudng tinh mach cé thé gy ra
mat thi giac cép tinh nhung tam thoi, mat ngon ngtr, kich dong, nhuc dau, budn non, nhip tim
cham, ha huyét ap va suy than cép.

Diéu tri

Khéng cé thube giai doc dic hiéu cho deferoxamin nhung céc dau hiéu va triéu chimg co thé
giam bét do giam lidu va deferoxamin c6 thé tham tach duoc. Ap dung cac bién phép diéu tri
hé tro thich hop.

TUONG KY

Khéng duge tron 1an thudc nay voi cac thude khéc ngoai trur cac thude duoc dé cap trong muc
Than trong dac biét khi loai bo va cdc xu Iy khac.



h.Itps://_trungtamthuoc.com/

BAO QUAN

Lo: Bao quan dudi 30°C.

Xét vé mat vi sinh, nén st dung thude ngay sau khi pha (bat dau didu tri trong vong 3 gidy). Khi
viéc pha dugc thuc hién trong diéu kién vé khuan da duoc tham dinh, dung dich da pha c6 thé
bao quan trong 24 gio' & 25°C trudce khi dung. Néu khong dung ngay, thoi gian bao quan va
diéu kién bao quan trudc khi dung thudc trach nhiém ctia ngudi dung. Dung dich khéng dung
phai dugc loai bo.

HAN DUNG: 48 thang ké tir ngay san xut.
* Khong dang thuoc qud han ding.

PONG GOI: Hop 10 lo.

THAN TRONG PAC BIET KHI LOAI BO VA CAC XU LY KHAC

Chi diang mot 1an duy nhéat, do do dung dich khong dung phai duoc loai bo.

Khuyén céo dung dung dich mai pha. Dung dich nay van duy tri hiéu luc trong it nhét 24 gio &
25°C.

Dung dich da pha phai trong sudt. Khong dung néu dung dich ¢6 céc tiéu phan.

Deferoxamin wu tién dung dang dung dich nudc 10%, bang cich hoa tan 500 mg bot thudc
trong 5 ml nudc pha tiém.

Tiém bip: Thé tich dung dich khong duoc it hon 3 ml cho mdi g deferoxamin mesilat (vi du
pha lo 500 mg deferoxamin vé1 khong it hon 1,5 ml nudc pha tiém).

DPwong tinh mach: Nén dung dang truyén tinh mach cham. Dung dich deferoxamin mesilat
10% c6 thé dugc pha lodng voi cac dung dich truyén thuong dung (Natri clorid 0,9%, Dextrose
5%, hon hop Natri clorid 0,9% va Dextrose 5%, Ringer Lactat), mic du nhiing dung dich nay
khong duge ding lam dung méi hoa tan thude bot kho. Toe do truyén khong duge vuot qua 15
mg/kg/giocho 1 g dau tién deferoxamin mesilat. Cac liéu sau d6 phai truyén véi toc do cham
hon , khéng vuot qua 125 mg/gio.

Pudng dudi da: Dung dich deferoxamin nén dugc truyén trong 8-24 gio, st dung mét bom
nho cé thé mang di c6 kha nang cung cap dich truyén it nhung lién tuc.

Dung trong phic mac: Dung dich 10% deferoxamin mesilat ¢o thé duge thém vao dung dich
tham phan va cho vao trong phic mac & bénh nhan thim phéan phic mac lién tuc ngoai triy
(CAPD) hodc tham phan phac mac lién tuc dinh ky (CCPD). '5

T
Nha sin xuit va Chi sé hiru Gidy phép Iwu hanh: 'j
DEMO S.A. PHARMACEUTICAL INDUSTRY 7
21 km National Road Athens-Lamia, 14568 Krioneri, Athens, Hy Lap.

Nha phén phéi:
BIVID CO., LTD. )
62/36 Truong Cong Dinh, Phuong 14, Quan Tan Binh, Tp. H6 Chi Minh.

TUQ.CUC TRUJNG
P.TRUING PHONG

9, am Chi Vin //ﬂ};/ )\ \0\7/



