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thudc i3 Dgdamethason
g. Neofcin sulfat
12250 olymyxin B
1000 1U.
Chi dinh, chdng chi dinh,
cach ding va cdc thdng
tin khac: xin xem tg
::96 %: sl dung.
DE XA TAM TAY CUA
TRE EM.
BOC KY HUGNG DAN sU
DUNG TRUGC KHI DUNG.
Chi diing dé tra mat.
Béo quan thudc & nhiét do
tlr 2°C-8°C.
Khéng dugc ding sau khi
mé ndp tuyp thudc IAn ddu
28 ngay.
SBK: XX-XXXXX-XX
Nha san xuat /
Manutfacturers:
SA ALCON-COUVREUR NV
Rijksweg 14, 2870 Puurs.
Belgium (BI).

Alcon

a Novartis company

DNNK

See the enclosed instruction

KEEP OUT OF REACH OF CHILDREN. CAREFULLY READ THE INSTRUCITON BEFORE USE.

MAXITROL®

OPHTHALMIC OINTMEN
THUGC MG TRA MAT
3,59

®
Alcon

a Novartis company

and other il

For topical ophthalmic use only. Store between 2°C-8°C. Discard 28 days after first opening.

Moi thdc mdc vé sdn phdm, xin vui long goi: 1800555558.

Neomycin sulfate 12250 1U, Polymyxin B sulfate 21000 |U. Indications, contraindications,
©XXXX Novartis

Box of 1 tube of 3.5mg. Compositions: Each tube contains: Dexamethasone 3.5mg,

X
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TEM DOANH NGHIEP NHAP KHAU

(S& duoc dan trén hop sau khi hang dugc nhap vé Viét Nam)

DN nhép khéu:
VIMEDIMEX BINH DUONG

Duong.
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(Kich thudc tem: 1,2 x 3,0 cm)

S 18 L1-2 VSIP II, Pudng 56 3, KCN Vigt > |~
Nam Singapore 2, Thi Dau Mot, Tinh Binh Sy *
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Doc ky Izud’ng ddn sik dung triweéc khi ding.

Dé xa tam tay tré em.

Théong bdo ngay cho bdc sy hodc dwgc sy nhitng tic dung khong mong mudn gdp phai khi st
dung thubc.

Néu cin thém thong tin xin hoi y kién bic sy.

Thuéc bdn theo don.

THANH PHAN

M35i tuyp thude chua:

Hoat chét: Dexamethason 3,5mg
Neomycin sulfat 12250 IU { L
Polymyxin B sulfat 21000 IU.

T4 duoc: Methyl parahydroxybenzoat, propy! parahydroxybenzoat, lanolin khan long, paraffin trang

mém (petrolatum tring mém).

DANG BAO CHE

Thubc md tra mat.

Thubc m& vo trung, tron, trong mo dén mo duc, mau trang dén vang nhat, dong nhéat, khong von cuc.
CHI DINH

Thube md tra mat MAXITROL dugc chi dinh dé diéu tri ngan han cac tinh trang dép Gng voi
corticoid & mét khi can du phong khéng sinh, sau khi da loai trir sy hién dién cua nim va vi rit.

LIEU DUNG VA CACH DUNG
THUOC CHi DUNG DE TRA MAT.

Néu dang dung nhiéu hon mot loai thudc tra mat, cac loai thudc phai duge dung cach nhau it nhat 5

phut. Thubc m& tra mit cin dung sau cling.

Nguoi lon

e Tra mot luong thudc vao tai két mac, co thé t4i 3 hodc 4 |An mot ngay.

e Khong dugc dé dau tuyp thudc cham vao mit.

Tré em

Chua thiét 1ap dugc tinh an toan va hiéu qua cua thubc m& tra mat MAXITROL trén tré em.

Nguoi cao tuoi

PI_Maxitrol oint_Belgium_CCDS TDOC 0051679 v1.0 Mar2016/ VN Mar2017 1/10
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Liéu dung giéng nhu & ngudi 1on.
Bénh nhdn suy gan, suy than

Thudc m& tra mat MAXITROL chua dugc nghién ctru trén cac ddi tuong nay. Tuy nhién, do sy hap
thu toan than cua cac hoat chét trong ché pham sau khi tra mét thap, khong can thiét phai hiéu chinh
lidu.

CHONG CHI PINH

e Qua man vai cac hoat chét (dexamethason, polymyxin B, neomycin) hodc bat cir thanh phan nao
ctia thude.

e Viém gidc mac do Herpes simplex.
e Bénh dau bo, thiy déu va nhiing nhiém virus khac o gidc mac hodc két mac.

e Céc bénh do ndm ciia cAu tric mét hodc bénh ly mét do nhim ky sinh tring chua duoc diéu tri.

e Nhidm khudn lao & mét. /&;
CANH BAO VA THAN TRONG (¥

Chi str dung dé tra mit. Khong duwgce tiém hay nudt.
Sau khi mo nip lo, néu vong dam bao bi roi ra, thao bo trude khi dung.

e Ciing nhu tht ca cac khang sinh, viéc su dung kéo dai c6 thé din dén su ting trudng quéa mic cia

céc chung vi khuan khong nhay cam hogc nim. Trong truong hop co6 boi nhidm, nén bét dau diéu

tri thich hop.

e Mot sé bénh nhan c6 thé xay ra min cam v6i aminoglycosid ding tai chd, nhu neomycin. Can
ngimg diéu tri néu xudt hi¢n qué man trong qua trinh ding thude. Mirc do nghiém trong clia cac
phan ng di tmg co thé tir phan ung tai chd dén phan tng toan than nhu ban do, ngura, may day,
phat ban da, séc phan vé, phan ung phan vé hodc phan ng bong nudc. Néu ¢6 ddu hiéu phan tng
nghiém trong hodc qua man cam xay ra, ngung dung thudc tra mat MAXITROL.

e Bénh nhan str dung cac thudc mét co chira neomycin sulphat nén tham kham bac st néu thay dau

mat, do, sung hodc kich ung nang hon hodc kéo dai.

o Dai xay ra cic phan ung bat loi nghiém trong bao gdm doc tinh than kinh, doc tinh trén thinh giac
va than trén nhitng bénh nhan didu tri véi neomycin dudng toan than hodc khi sir dung tai chd dé
didu tri vét thuong hd hodc tén thuong da. Phan tng dc tinh trén than va than kinh ciing xay ra
véi polymyxin B duong toan than. Mic du cac anh huong nay chua dugc béo cao sau khi tra
thudc nay, nén than trong khi dung ddng thoi véi aminoglycosid hodc polymyxin B dudng toan
thén.

e Sur dung céc corticosteroid O mit kéo dai co thé dan dén tang nhan ap va/ hoac glocom, vai ton
thuong than kinh thi gidc, giam thi luc va khiém khuyét thi truong va gay duc thuy tinh thé dudi
bao sau. Nén theo di nhan ap dinh ky va thuong xuyén cho bénh nhén diéu tri corticosteroid &

PI_Maxitrol oint_Belgium_CCDS TDOC 0051679 v1.0 Mar2016/ VN Mar2017 2/10
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mit kéo dai. Didu nay ddc biét quan trong cho bénh nhi, vi nguy co tdng nhan ap do dung
corticosteroid & tré em c6 thé cao hon va xay ra sdm hon so véi ¢ ngudi lon. Thube m& tra mat
MAXITROL khong dugc phé duyét dé sir dung ¢ bénh nhi.

Nguy co tang nhan dp do dung corticosteroid va/ hoac duc thé thily tinh tdng 1én & nhiing bénh
nhan d& nhiém bénh (vi du: bénh dai thao duong).

V6i nhitng bénh lam mong gidc mac hodc cing mac, da c6 gap gay thing cac by phan d¢ sau khi
dung corticosteroid tai chd.

Corticosteroid ¢6 thé lam giam suc dé khang va tao diéu kién nhiém céc vi khuan khéng nhay
cam, nhiém nam, ki sinh trung hodc vi rit va che lap céac d4u hiéu 1am sang cta bénh hodc co thé
lam giam céc phan mg qua méan voi thanh phan hoat chat trong thuéc. Can cén nhic dén kha ning
bi nhifm nédm & nhitng bénh nhan bj loét gidc mac kéo dai. Can ngung ngay liéu phap diéu tri
bang corticosteroid khi bi nhiém nm.

Dé tranh nguy co tang cuong cac bénh gidc mac do Herpes, cAn kiém tra khe dén thuong xuyén.

Corticosteroid dung tai chd & mat ¢6 thé lam cham sy hdi phuc vét thuong giac mac. ba biét viec
dung thudc chdng viém khong steroid (NSAIDs) tai chd ciing lam chdm hodc tri hoén sy phuc hoi
vét thuong. St dung dong thoi thudc chdng viém khong steroid va steroid tai chd c6 thé lam ting
nguy co doi voi vén dé hdi phuc vét thuong (xem muyc TUONG TAC THUOC)

Khong nén deo kinh ap trong khi diéu tri céc tinh trang viém & mét. Do d6, bénh nhan khong nén
deo kinh 4ap trong khi diéu tri véi MAXITROL.

Ngoai ra, neomycin diing tai ch co thé dan dén nhay cam da.

C6 thé xay ra man cam chéo vdi cac aminoglycosid khac, nén xem x¢ét dén kha ning cac bénh
nhéan tré nén man cam voi neomycin dung tai chd cling c6 thé mén cam vai cc aminoglycosid tai

chd va/ hodc toan than khéc.

Hoi ching Cushing va/hodc uc ché tuyén thuong than do c6 sy hip thu toan than cia khi dung tai
mét dexamethason co thé xay ra sau khi diéu tri tang cudng hodc lién tuc kéo dai ¢ nhing bénh
nhan c6 yéu td nguy co, bao gdm ca tré em va nhiing bénh nhan duoc diéu tri bang ritonavir (xem
muc TUONG TAC THUOC). Trong nhitng truong hop nay, viéc diéu tri khong nén nging dot

ngdt ma nén giam liéu dan dan.

Ciing nhu cac khang sinh khdc, str dung dai ngay céc khang sinh nhu neomycm va polymyxm co
thé dan dén sy phat trién qua muc cac vi sinh vat khong nhay cam, bao gom ca ndm & nhiing

ngudi dd hoac dang dung thudc va nglmg diéu tri corticoid néu xay ra nhiém nim. Néu xay ra boi
nhiém, nén ngirg st dung va bét dau liéu phap diéu tri thay thé.

Thudc nay c¢6 chira methylparahydroxybenzoat va propylparahydroxybenzoat c6 thé gay ra phan

ing di tng (c6 thé xay ra mudn).

Thube nay cé chua lanolin ¢6 thé gay phan ng da tai chd (vi du viém da tiép xuc).
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TUONG TAC THUOC

e S dung ddng thoi steroid dung tai chd véi thude chdng viém khong steroid tai chd c6 thé lam
tdng nguy co d6i voi van dé hdi phuc vét thuong gidc mac.

e O nhiing bénh nhan diéu tri v6i ritonavir, co su tdng ndng do dexamethason trong huyét tuong
(xem muc CANH BAO VA THAN TRONG).

PHU NU’ CO THAI, CHO CON BU VA KHA NANG SINH SAN

Phu nit ¢6 thai

Céc khang sinh aminoglycosid nhu neomycin khong qua nhau thai sau khi tiém tinh mach & phu nir
mang thai. Cac nghién ciu tién lam sang va lam sang da ching minh doc tinh trén tai va than cua
aminoglycosid. O lidu thép dung tai chd, neomycin duoc cho rang khong gdy ra doc tinh trén tai va
than khi thudc tiép xuc véi tir cung. S dung corticoid kéo dai va lap lai khi mang thai c6 lién quan
dén nguy co cao chdm phat trién to cung. Tré so sinh c6 me dung corticoid trong thai ky nén quan sat
thén trong céac d4u hiéu suy giam chuc nang tuyén thuong than (xem muc CANH BAO VA THAN
TRONG). Cac nghién ctru trén dong vat cho thdy doc tinh sinh san cia dexamethason sau khi dung
toan than va tai mét (xem muc DU LIEU TIEN LAM SANG). Khong c6 dir li¢u vé tinh an toan cua
polymyxin B & dong véat mang thai. Khong khuyén cdo dung thubc m& tra miat MAXITROL trong
thai ky.

Cho con bt

Chua biét liéu dexamethason, neomycin hodc polymyxin B c¢6 bai tiét vao sita me hay khong.
Aminoglycosid duoc bai tiét vao sita me sau khi dung thudc toan than. Khong co dir licu vé viéc
dexamethason va polymyxin B vao sita me. Tuy nhién, duong nhu khong phat hién dugc lugng
dexamethason, neomycin va polymyxin B trong sita me va khong c6 kha ning gy ra tac dung trén

lam sang & nhiing tré so sinh khi me dung thude tai chd. Khong loai trlir nguy co dbi vai tré bu me.

CAn can nhéc loi ich cua viéc bu me véi tré va loi ich clia viée diéu tri cho me dé quyét dinh ngung

cho con bu hodc ngirg/tranh su dung thubc m& tra mat MAXITROL.

Kha ning sinh san

Chua c6 dit liéu vé anh huong clia vige su dung neomycin hogc polymyxin B trén kha nang sinh san
clia nam va nit. Céc dir liéu 1am sang hi¢n con han ché dé danh gia anh hudng cua dexamethason trén
kha nang sinh san cta nam gidi va nir gioi. Dexamthason cho thay khong ¢6 tac dung bat loi trén Kha

nang sinh san & md hinh chudt da duoc tiém hormon chorionic gonadotropin.
ANH HUGONG CUA THUOC POI VOI CONG VIEC

Nhin mo tam thoi hodc nhiing rdi loan khac vé thi luc cd thé anh hudng toi kha ning lai xe hay van
hanh may moc. Néu bi nhin mo khi tra mét, bénh nhan phai chd cho toi khi nhin o rdi moi dugce

phép l4i xe va van hanh may moc
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PHAN UNG BAT LQI

Bang tom tat cac phan ung bt loi (tir nghién ciru lam sang)

Nhitng phan ung bat loi sau day dugc phan loai theo quy udc nhu sau: rat thuong gap (= 1/10),
thuong gap (> 1/100 dén <1/10), it gap (=1/1,000 dén <1/100), hiém gip (=1/10,000 dén <1/1,000),
rat hiém gip (<1/10,000), hogc chua rd tn suét (khong thé danh gia tan sudt tur nhing dir liéu c6
sn). Trong m&i nhom tAn sudt, cac phan Umng bt loi dugc sip xép theo tht tuy muc do nghiém trong
giam dan. Cac phan ung bat loi dugc quan sat trong cac thur nghiém lam sang va sau khi luu hanh véi
thudc m& tra mat MAXITROL:

\Eé co quan Phan rng bét lgi (thuat ngir cia MedDRA (v.18.0)) T
R&i loan mét Khéng pho bién: viém gidc mac, tang ap lyc ndi nhan,
ngura mat, khé chiu & mt, kich tmg mat.

7

Bang tom tat cac phan @ng bt lgi (tir giam sat hau mai)
Céac phan ung bat loi duoc xac dinh tir gidm sat hau mai duoc trinh bay sau day. Tan suét co thé ude
tinh tir cac dir liéu sdn co. Trong mdi nhom tin sut, cac tac dung bét loi dugc sép xép theo thu tu

murc d0 nghiém trong giam dén.

Hé co quan Phan &ng bét loi (thuat ngir cia MedDRA (v.18.0))

R&i loan hé mién dich Qua man

R&i loan hé than kinh Pau dau

R&i loan mit Viém loét giac mac, nhin mo, sg anh sang, gidn ddng tu, sa mi

mit, dau mét, sung mat, cam gidc co di vat trong mat, sung

huyét mat, ting chay nudc mit

(Réi loan da va mo dudi da Hoi chimg Stevens-Johnson J

Thong bao cho bac s§ hodc dwge sy ctia ban cic tac dung khong mong mudn gip phai khi st

dung thude.

QUA LIEU

Do dic diém cua ché pham nay dé st dung tai chd, qua lidu thubc tra mat nay khong dugc cho la gy

thém doc tinh khi tra mét qué liu cép tinh cling nhu khi vo tinh nuét nhim 1 lo thude.
Truong hop tra thudc m& MAXITROL qua lidu, nén rira mét bang nudc am.

PAC TINH DUQC LUC HQOC

Nhom duge ly: Phdi hop thude chéng viém véi khang khuén/ phdi hgp corticosteroid véi thude

khéang khuén.
Ma ATC: SO1CAOQT1.
Co ché tac dung

Dexamethason

PI_Maxitrol oint_Belgium_CCDS TDOC 0051679 v1.0 Mar2016/ VN Mar2017 5/10
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Co ché chinh xéac cua tac dung chdng viém cia dexamethason hién chua ro. Dexamethason tic ché
céc cytokins gy viém va gdy tac dung glucocorticoid va corticoid khoang.

Polymyxin B

Khang sinh vong lipopeptid tham nhap mang vi khudn t& bao Gram 4m lam mat 6n dinh mang té bao
chét. Khang sinh nay it 6 tic dung trén vi khudn Gram duong.

Neomycin

Khang sinh nhém aminoglycosid ¢6 tac dung chi yéu l1én mang té bao bang cach uc ché qua trinh
tong hop polypeptid va ribosom.

Co ché dé khang thube

Su dé khang cua vi khuén voi polymyxin B ¢ ngudn gbe tir nhiém séc thé va khong phd bién. C6
vai tro cua su xuat hién thay ddi cac phospholipid cua mang té bao chat.

Su dé khang cua vi khudn véi neomycin xay ra theo mot vai co ché khéac nhau bao gom (1) su thay
ddi cua tiéu don vi ribosom trong té bao vi khuén; (2) su can tro van chuyén neomycin vao trong té
bao vi khuan va (3) gy bat hoat bang mot hang rao cac enzym adenyl hoa, phosphoryl héa va acetyl
hoa. Thong tin di truyén dé san xuét céc enzym bat hoat co thé duge truyén qua nhiém sdc thé hoic
qua plasmid vi khuan.

Diém xac dinh d6 nhay cam vdi thude

Mdi gram thuéc md tra mat MAXITROL chua 6.000 don vi polymyxin B sulfat va 3.500 don vi
neomycin sulfat. Xem xét hoat tinh kép cta dang bao ché két hop polymyxin B va neomyein, diém
x4c dinh do nhay cam voi thudc va phd téc dung in vitro dugc dua ra dudi day. Cac diém xéc dinh
d6 nhay cam voi thude duge liét ké dudi day dya trén khang thube méc phai véi mot s loai cu thé
thdy trong cac nhi®m khudn ¢ mat va ty 1é don vi hoat luc qudc té gitta polymyxin B va neomycin
trong thubc md tra mét MAXITROL: ngudng dé khang: >5:2,5 dén 40:20 tuy theo loai vi khuan.

Tinh nhay cidm

Céc thong tin dugc liét ké dudi day dua ra mot hudng dén tuong ddi vé cac kha nang nhay cam cua
vi sinh vat v&i polymyxin B hay neomycin trong thubc m& tra mat MAXITROL. Céc loai vi khuan
liét ké dudi day dugce tim thiy tir cac nhiém khuén phan ngoai cua mét.

Tén suét khang thuc c6 thé khac nhau gitra cac ving midn, thoi diém 14y mAu va théng tin v& tinh
khang thudc tai dia phuong, dac biét la khi didu tri nhimg truong hop nhidm khuén nang. Khi can
phai xin y kién cta chuyén gia tu vén trong truong hop da biét ty 1é khang thudc tai dia phuong
nhung chua xdc dinh dugc tac dung ctia dang phdi hop polymyxin B hodc neomycin nhu trong
thube m& tra mét MAXITROL v6i mot s6 loai nhiém khudn.

CAC LOAI NHAY CAM THONG THUONG
Vi khuin Gram duong hiéu khi

<o

PI_Maxitrol oint_Belgium_CCDS TDOC 0051679 v1.0 Mar2016/ VN Mar2017 6/10

&



https://nhathuocngocanh.com/

) NOVARTIS

Bacillus cereus

Bacillus megaterium

Bacillus pumilus

Bacillus simplex

Corynebacterium accolens
Corynebacterium bovis
Corynebacterium macginleyi
Corynebacterium propinquum
Corynebacterium pseudodiphtheriticum
Staphylococcus aureus (nhay cam methicillin- MSSA)
Staphylococcus capitis

Staphylococcus epidermidis (nhay cam methicillin - MSSE)
Staphylococcus pasteuri
Staphylococcus warneri

Streptococcus mutans

Vi khuén Gram am hiéu khi
Haemophilus influenzae

Klebsiella pneumoniae

Moraxella catarrhalis

Moraxella lacunata

Pseudomonas aeruginosa

Serratia species

CAC LOAI CO THE CO SU PE KHANG THUOC MAC PHAI
Staphylococcus epidermidis (khang methicillin - MRSE)
Staphylococcus hominis

Staphylococcus lugdunensis

NHOUNG VI SINH VAT VON DA KHANG THUOC
Vi khuén Gram duong hiéu khi

Enterococcus faecalis

PI_Maxitrol oint_Belgium_CCDS TDOC 0051679 v1.0 Mar2016/ VN Mar2017
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Staphylococcus aureus (khang methicillin - MRSA)
Streptococcus mitis
Streptococcus pneumonia

Vi khuan ki khi

Bropionibacterium acnes

Dexamethason 1a mot corticosteroid hoat luc trung binh thdm tét vao md mat. Cac corticosteroid ¢6
tac dung khang viém va gay co mach. Thudc tc ché dap umg va triéu chung viém trong cac rdi loan
khac nhau ma khong can diéu tri can nguyén cua cac roi loan nay.

Duwoc luc hoc 4

Dexamethason la corticoid manh ¢6 hoat tinh chéng viém manh hon prednisolon hodc hydrocortison.

Mbi quan hé dwoc luc hoc/dwoc dong hoc

Méi quan hé dugc luc hoc va dugc dong hoc sau khi tra thudc tai mat chua dugc thiét lap.

Nghién cieu lam sang

Chua c6 nghién ctu 1am sang moi duoe tién hanh v6i thudc tra mit Dexamethason-Neomycin-

Polymyxin B.
Tré em

Tinh an toan va hiéu qua cua thudc tra mat Dexamethason-Neomycin-Polymyxin B chua duogc
nghién ctu trén tré em. Cac thong tin vé lidu ding, canh bao va than trong trén d6i tuong tré em
(tham khao muc LIEU DUNG VA CACH DUNG, CANH BAO VA THAN TRONG).

PAC TINH DUQC PONG HQC
Hép thu

Dexamethason — Sau khi tra thudc vao tii két mac, cic corticosteroid nhu dexamethason duoc hép
thu vao thay dich va cé thé xay ra su hap thu toan than. Tuy nhién, vi liu dung corticosteroid tai chd
& mét thép hon so vai khi dung duong toan than, thuong khong co6 bang ching 1am sang cua viée hép
thu thudc toan than. Sinh kha dung duong ubng ctia dexamethason & ngudi va bénh nhan binh

thuong nam trong khoang 70-80%.

Neomycin — Cac nghién ctru trén tho goi y rang sau khi tra thudc, neomycin hép thu chdm vao thuy
dich. Su hap thu tang khi gidc mac bi mon. Hép thu dudng ubng clia neomycin thdp, trung binh
khoang 2,5%.

Polymyxin B- Polymyxin B dugc cho ring khong hép thu tir tii két mac. Polymyxin B ding dudng
toan than khong phén bd vao thuy dich cua mét, tham chi ca khi c6 sy hién dién cua viém. Khong
phét hién thay su hdp thu toan than sau khi tra thuéc mét. Polymyxin B khong hap thu qua dudng
ubng va thuong chi hép thu khi dung tai chd hoic tiém tinh mach.
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Phan bb

Dexamethason — Thé tich phan bd & trang thai n dinh sau khi dung duong tiém ctia dexamethason la
0.58 L/kg. In vitro, khong c6 su thay doi trong ti 1¢ lién két voi protein huyét tuong véi nong do
dexamethason tir 0,04 dén 4 pg/mL, ti 1 gén véi protein trung binh khoang 77,4%.

Neomycin — Thé tich phan bd cua neomycin 1a 0,25 L/kg vai ti 1€ gin vGi protein huyét tuong thip la
20%.

Polymyxin B — Polymyxin B ¢6 thé tich phan b nhé (0,07 — 0,21 L/kg) & nhiing bénh nhén ndng.
Polymyxin B lién két véi protein & muc trung binh trén déi tugng binh thuong (56%); tuy nhién, ti 1¢
nay tang lén dén 90% & nhitng bénh nhan ndng; ti 1& polymyxin B gin voi al-glycoprotein ¢6 thé
tang 1én dén 5 1an trong huyét thanh trong do &p luc.

Chuyén héa

Dexamethason — Sau khi dung duong tiém tinh mach, 60% thudc dugc tim thay dudi dang chét
chuyén héa 6f- hydroxydexamethason va 5-10% dugc tim thdy & dang chét chuyén hoa khac 1a 6p-
hydroxy-20- diydrodexamethason.

Neomycin — Neomycin chuyén hoa khong dang ké.

Polymyxin B —Khong rd.

Thai trw

Dexamethason - Sau khi tiém tinh mach, do thanh thai toan than 1a 0,125 L/gio/kg. Thoi gian ban
thai duoc bdo cao 1a 3-4 gio nhung kéo dai hon mot chat & nam gidi. Su khéc nhau nay khong lam
thay d6i do thanh thai toan than nhung dan toi sy khdc nhau vé thé tich phan bd va trong lugng co
thé. Sau khi dung thudc dudng toan than, 2,6% thude dugc tim thay trong nudc tiéu & dang khong
chuyén hoa.

Neomycin — Neomycin hap thu toan than dugc bai tiét dudi dang khong doi vao phén (97%) va nudce
tieu (1%).

Polymyxin B - Polymyxin B ¢6 do thanh thai 1a 0,27 -0,81 mL/phit/kg & cac bénh nhan bi bénh néng
(vi du nhiém tring huyét), voi <1% liéu tiém tinh mach duoc thdy trong nudc tiéu & dang khong doi
goi y con duong thai trir ngoai than cta thude va lam cho thoi gian ban thai trong huyét tuong dai.

Polymyxin B khong phai la chat nén hay chat trc ché cac cytochrom P450 chu yéu.

THONG TIN TIEN LAM SANG

Khong cé dir liu tién lam sang cho thdy c6 nguy co nguy hiém trén ngudi khi dung tai chd
dexamethason, neomycin, polymyxin B dua trén cac nghién ctru thong thudng, doc tinh lidu lap lai,
doc tinh gen va gdy ung thu.

Téc dung cua dexamethason trong cac nghién clru tidn 1am sang vé sinh san va phat trién chi quan st
thdy & muc liéu vira du cao hon ndng do téi da dung trén méat & nguoi cho thdy it ¢o mdi lién quan

v6i viée sir dung trén 1am sang khi dung liéu thap ngén han.

PI_Maxitrol oint_Belgium_CCDS TDOC 0051679 v1.0 Mar2016/ VN Mar2017 9/10

W

=AY

)

\__._

¢



https://nhathuocngocanh.com/

Uy NOVARTIS

C6 rat it dit liéu vé tinh an toan cua neomycin va polymyxin B trén céc nghién ciru tién 1am sang vé

sinh san va phat trién. \’\
HAN DUNG (‘&

4 nam ké tir ngay san XUét.

Khong dugc dung sau khi mo nép tuyp thude lan dau 28 ngay.
PIEU KIEN BAO QUAN

Bao quan thudc & nhiét do tir 2°C — 8°C.

QUY CACH PONG GOI

Hop 1 tuyp thude 3,5g.

CO SO SAN XUAT

SA ALCON - COUVREUR NV

Rijksweg 14, 2870 Puurs,

Belgium (Bi)

Phién ban: CCDS TDOC-0051679 v1.0 Mar2016/VN Mar2017

TUQ.CUC TRUONG
PTRUJNG PHONG

Pham Ghi Vin Hanh
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