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Rx-Thuéc bdn theo don

EYRUS OPHTHALMIC SUSPENSION
(Hén dich nhé mit Polymycin B sulfat 6000 IU +
Neomycin sulfat 3,5 mg + Dexamethason 1 mg)

CANH BAO

Chi diing theo su ké don cua bdc si.

Néu can thém thong tin, xin hoi y kién bdc si.

Khéng dimg qud liéu chi dinh.

Xin thong bdo cho bac st biét cdc tdc dung khong mong muon xay ra trong qud trinh sir dung.

Dé thuéc xa tam tay tre em. //é/
Doc ky hieéng dan sir dung trieée khi sir dung.

Khéng diing thuéc da qud han sir dung.

THANH PHAN:
MG@i lo 10 ml hdn dich nho mét c6 chira:
Hoat chat: Polymycin B SUIFAt .............o.ccooovvieeeeeeeeeeeeeeeeeeeesee oo, 60000 TU
Neomycin SUHAt........coviiiiiiicieeeeee e 35 mg
Dexamethason.........cooiiviiiiiiiiieiceeeee e 10 mg \
Ta dwgc: Polysorbat 20, dinatri edetat hydrat, natri clorid, benzalkonium clorid 50%, \\),p
hypromellose 2910 (4000 mPa's), acid hydrocloric, nudc pha tiém vira du 10 ml. \'
DUQC LUC HOC:

a. Polymyxin 1a nhém nhimg chat khang sinh c¢6 mdi lién hé chat ché& do cac chung Bacillus
polymyxa tao nén. Hoat tinh khang khuan ctia Polymyxin B han ché trén cac vi khudn Gram am,
gdm  Enterobacter, E.coli, Klebsiella, Salmonella, Pasteurella, Bordetella, Shigella va
Pseudomonas aeruginosa. Polymyxin B ¢6 tac dung diét khuan. Thude gin vao phospholipid

lam thay dbi tinh thAm va thay ddi cdu tric mang bao twong vi khudn, gy ro ri cac thanh phan ‘:
bén trong. ) ) ) _;
Khang thuoc: Vi khuan phat trien mirc dg khang thuoc khac nhau voi Polymyxin B. C6 su khang -
chéo hoan toan gitra cac dan chat cua colistin (polymyxin E) va Polymyxin B, nhung khong thay s‘é
¢6 tu liéu vé su khang chéo gilra cac polymyxin va cac khang sinh khéc. Trong béo cdo ASTS y
(1997-2000), khong thay co dit liéu vé ty 1é khang cua vi khuan voi Polymyxin B & Viét Nam. <>,
b. Neomycin 13 khang sinh nhém aminoglycosid c6 co ché va phd tac dung tuong tu gentamicin -

sulfat. Nhimg vi khuan nhay cam voi neomycin: Staphylococcus aureus, E.coli, Heamophilus
influenza, Klebsiella, Enterobacter céc loai, Neisseria cac loai. Neomycin khong c6 tdc dung voi
Pseudomonas aeruginosa, Serratia marescens, Streptococci bao gdm ca Streptococcus
pneumonia hodc Streptococcus tan mau.

P ¢6 thong bao khang thude twong dbi rong, trong d6 dién hinh 1a céc tu cau Staphylococcus,
mot sb dong Salmonella, Shigella va E.coli. Su khang chéo vé&i kanamicin, framycetin va
paromomycin da xay ra.

c. Dexamethason 1a fluomethylprednisolon, glucocorticoid téng hop, hau nhu ‘khong tan trong
nude. Cac glucocorticoid tac dung bang cach gin két vao thu thé & té bao, chuyén vi vao nhan te
bao va ¢ do da tac dong dén mot s6 gen duoc dich ma. Cac glucocorticoid ciing con ¢6 mot 50
tac dung truc tiép, ¢ thé khong qua trung gian gan két vao thy thé. Dexamethason ¢6 cac tac
dung chinh cua glucocorticoid la chong viém, chong di tmg va trc ché mién dich, con tac dung
dén can bang dién giai thi rat it. V& hoat luc chbng viém, dexamethason manh hon hydrocortison
30 1an, manh hon prednisolon 7 lan.
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Vi dexamethason ¢ ché co ché mién dich chéng lai vi khuin nén viéc dung dong thoi
dexamethason véi cac thue khang sinh 1a can thiét khi su tre ché nay xay ra dang ké vé mat lam
sang. Dexamethason c6 tac dung nhanh trong cac truong hop sung huyét hoac kich timg ban cau
trude clia mat.

DUQC DONG HOQC:
Dexamethason

Dexamethason, giéng nhu cac corticosteroid khac, duoc hap thu nhanh qua duong udng va cé
thoi gian ban thai khoang 190 phut. Mot phén thudc duge hap thu khi boi 1én da va mét du dé tao
ra tac dung toan than. Dexamethason dugc hap thu vao ndi nhan véi mot lugng 16n va gop phan
tao ra hiéu qua cta dexamethason trong diéu tri bénh viém truéce nhan cau.

Polymyxin B sulfat khéng duoc hip thu qua dudng tiéu hoa hodc da va biéu mo giac mac con
nguyén ven. Tuy nhién, thude duge hap thu tét vao nén giac mac khi biéu mo giac mac khong
con nguyén ven khi nho thude, tiém dudi két mac, hoac tdm gidc mac. Polymyxin B hap thu
khong dang ké vao thuy tinh thé, da dugc chimg minh sau khi tiém thudc hoac dung tai chd.

Neomycin

Neomycin duoc hap thu kém qua duong tiéu hoa va khi dung & ngoai da thudc s& duoc hép thu
dé tac dung toan than. Kha nang hip thu sé tang 1én khi da bi t6n thuong hodc bi viém. Sau khi
hép thu, neomycin nhanh chéng dugc dao thai qua thin & dang con hoat tinh.

CHI PINH:
Diéu tri chong viém va khang sinh tai cho trong cac truong hop: viém két mac, viém mi mat,
viém giac mac do cac ching vi khuan nhay cam.

LIEU LUQONG VA CACH DUNG:

Nho 1 dén 2 giot vao mét, 4-6 1an mdi ngay. Trong truong hop viém ning, c¢6 thé nho mdi gid
mot 1an va giam dan liéu, nho cho téi khi khong con triéu chung viém.

Thude dugc st dung trong vong 2 thang sau khi m& nap.

Loai bo thudc da hét han.

CHONG CHI PINH:

Viém biéu mo giac mac do Herpes simplex (viém giac mac dang dudi gai), bénh ddu mua, thuy
déu va céac bénh khac ¢ giac mac va két mac do virus.

Nhiém khuéan mycobacterial | tai mat, cac bénh do nam.

Nhidm khuin mit do nAm méc hodc do vi khuan lao.

Tré so sinh.

Bénh nhén bi thuong hodc loét giac mac.

Man cam véi bat ky thanh phan nao cua thude.

Khi di vat giac mac dugc liy ra khong dung céch.

CANH BAO VA THAN TRONG:

- Chi sir dung thude dé nho mat. Khong dugce tiém hodc uong

- Khi sir dung voi cac thudc khang khuan kéo dai co thé dan dén su phat trién qua mirc clia cac
chung vi khuan  khong nhay cam hodc nhiém nam. Néu c6 boi nhlem can phai duge diéu tri.

- Di tng tai chd voi cac aminoglycosid co thé xay ra 6 mot s6 bénh nhan. Di tmg chéo voi cac
aminoglycosid khac cting co thé xay ra. Néu xuét hién céc ddu hiéu cua phan tmg qui min
nghiém trong, can ngung su dung thude.

- Bénh nhan st dung cac ché pham nho mét c6 chira neomycin sulfat can duoc tu van cia dugce
s néu xuét hién dau, do, sung mat, hodc bi di img ning hon hogc kéo dai.
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- Cac phan tng bét lgi nghiém trong bao gdm doc than kinh, dc tinh trén tai va than da xay ra &
nhiing bénh nhan diéu tri béng neomycin toan than hodc khi boi tai chd trén vét thuong hé hoac
da bi tén thuong. Doc tinh trén than va than kinh ciing da xay ra voi polymyxin B dudng toan
than. Mac du cac phan tmg nay khong duoc bao cao sau khi sir dung san pham nay cho mit, can
than trong khi dung dong thot aminoglycosid hoac polymyxin B duong toan théan.

- O nhing bénh nhan diéu tri corticoid nho mit kéo dai c6 thé din dén tang nhdn ap va/hodc
bénh tang nhan ap, v6i nguy co ton thuong than kinh thi gidc, giam thi luc, khiém khuyét thi
truong va duc thily tinh thé. Vi vdy, can kiém tra nhan 4p dinh ki va thuong xuyén. Van dé nay
dac biét quan trong & bénh nhi, bai nguy co tang nhén ap & tré em c6 thé 16n hon va xay ra sém
hon & nguoi 16n.

- Nguy co cua corticosteroid bao gdm ting nhén 4p va/hodc duc thuy tinh thé dudi bao sau s&
tang 1én & nhitng bénh c6 nguy co cao (nhu bénh tiéu duong).

- Trong truong hop bénh nhan mic cac bénh gdy mong gidc mac hay cung mac, thung gidc IIW

e

hodc thing ciing mac s& tang lén khi str dung corticoid tai cho.
- Corticosteroid c6 thé 1am suy giam dap ng mién dich ctia co thé va tang nguy co nhidm khuén,
virus, nhiém nim va che dau cac ddu hiéu lam sang ctia nhiém trung, hodc ¢ thé ngan chan cac
phan tmg qua min véi cac thanh phan trong thube. Néu tinh trang loét gidc mac kéo dai, nén can
nhic dén kha nang nhim ndm va can phai ngimng diéu tri bing corticosteroid.

- Dé tranh nguy co gia ting bénh loét gidc mac do Herpes, can phai thuong xuyén kiém tra bang
may “slip lamp”.

- Corticosteroid tra mét c6 thé lam cham lanh cac ton thuong gidc mac. NSAID dung tai chd
cling dugc biét dén 1a 1am chdm hodc tri hodn su han gin céc ton thuong. Str dung déng thot
NSAIDs tai chd va steroid tai chd c6 thé gdy rdi loan kha ning lanh cac tén thuong.

- Viéce deo kinh ap trong khong dugce khuyén khich trong khi diéu tri cac nhiém tring & mét. Do
d6 bénh nhan khong nén deo kinh ap trong trong khi diéu tri bang Eyrus Ophthalmic suspension.
- San pham nay c6 chira benzalkonium clorid c6 thé gdy kich ung mét va lam thay d6i mau kinh
ap trong mém. Can tranh tlep xtc voi kinh 4p trong mém. Trong truong hop bénh nhan dugce
phép deo kinh ap trong, can phai thao kinh ap trong trude khi tra mat va chd it nhat 15 phut sau
khi thude duoc tra vao mit réi méi deo lai.

ANH HUONG PEN KHA NANG LAI XE HOAC VAN HANH MAY MOC :
Str dung than trong khi lai xe, van hanh may moc hay cac hoat dong co6 kha ning gay nguy hiém
khac do thube c6 thé gdy mo mit.

SU DUNG CHO PHU NU CO THAI VA CHO CON BU:

Thoi ky mang thai: D) an toan cta thudc & phu nit mang thai chua dugc chung minh. Nén
yéu cau bénh nhan thong bdo ngay cho bac si néu bénh nhan c6 thai hodc du dinh c6 thai
trong khi st dung Eyrus. Do dir liéu nghién ctru trén nguoi chua day du, chi nén sir dung
Eyrus trong thai ky khi loi ich thu duoc vuot han rui ro v6i thai nhi.

Phu nit dang cho con bu: Chua biét Eyrus c6 duoc bai tiét vao sita hay khong. Nén yéu cau
bénh nhan nging cho con bu khi dang dung thude.

TUONG TAC THUOC:

Cac twong tac khi sir dung theo dwong toan than:

- Céc barbiturat, phenytoin, rifampicin, rifabutin, carbamazepin, ephedrin, aminoglutethimid ¢
thé lam tang thanh thai corticosteroid.

- Corticoid déi khang tac dung cua céac tac nhan gay ha duong huyét (ke c4 insulin), thubc ha
huyét 4p va thuoc loi tiéu. Corticosteroid lam ting tic dung ha kali huyét ctia acetazolamid, céc
thiazid loi tiéu quai, carbenoxolon.

- Hiéu luc cua cac dan chit cumarin chéng dong mau c6 thé tang khi dung dong thoi voi
corticoid.

- Su thanh thai salicylat tang khi dung ddng thoi voi corticoid.

s
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- Céc thudc loi tiéu lam giam kali huyét (vi du thiazid, furosemid) va amphotericin B ¢6 thé lam
tang tac dung giam kali huyét cua glucocorticoid.

- Thudc ¢6 thé lam giam hiéu qua cua thudc tranh thai.

- Dung dong thoi véi céc thude loi tiéu manh nhu acid ethacrynic, furosemid lam tang kha nang
gdy doc vai than va thinh giéc.

- Neomycin c6 thé lam tang tac dung chéng dong cua cumarin bang cach giam du trit vitamin K.
- Ding dong thoi neomycin véi tic nhan e ché than kinh-co ¢6 thé lam tang tac dung e ché
than kinh-co va din dén liét hé hip. Do vy, tranh ding neomycin cho nguoi bénh dang dung
cac thude nay hodc ngudi bénh bi nhuoc co.

Cic twong tac khi sir dung theo dwong tic dung tai chd: / @
- Khong ¢6 nghién ctru tuong tac nao dugc thuc hién. -

- Str dung ddng thoi NSAIDs tai chd va steroid tai chd c6 thé gay rdi loan kha nang lanh cac ton
thuong giac mac.

- St dung dong thoi va/hodc tudn tu mot aminoglycosid (neomycin) va thude tac dung toan
than, thudc ubng, hodc cac thude dung tai chd khéc ¢ tac dung gy doc than kinh, doc thinh
giac, hodc doc than co thé dan dén ting nguy co ngd doc va can tranh phdi hop.

- Néu c6 nhiéu hon mdt san pham thudc nho mat dang duoc sur dung, céc loai thudc phai ding
cach nhau it nhét 5 phut. Thuéc m& tra mét nén ding cudi cing.

TAC DUNG KHONG MONG MUON:

Trong cac nghién ctru 1am sang véi Eyrus Ophthalmic suspension, céc tac dung khong mong N
mudn thuong gip nhit & mét 1a khé chiu, viém giac mac va kich tmg mét, ti 1 tir 0,7% dén 0,9% N
bénh nhan. \26
Bang tom tét cac tac dung khong mong mubn it MI
Céc tac dung khong mong mudn duge phan loai theo cac quy ude sau day: rat phd bién (>1/10), o
pho bién (>1/100 dén <1/10), it gap (=1/1000 dén <1/100), hiém gap (> 1/10.000 dén <1/1000), /P
rat hlem (<1/10.000) hodc khong biét (khong thé udc tinh tir dit liéu c6 san) _Trong moi nhém =
tin suét, cac tac dung khong mong mudn duoc liét ké theo thr tw giam dan vé mirc do. Cac di
lidu thu duoc tir cac nghién ciru 1am sang va kinh nghiém sau khi luu hanh thude.
~
ROi loan hé thong mién dich It gap: phan ung qua man (toan than hodc mat) 3
R&i loan hé than kinh Khong biét: dau dau
R&i loan mét ft gap: viém giac mac, _tang nhén ap, mo mat so anh sang, '
gian dong tir, sa mi mat, dau mét, sung mat ngira mat, kho &
chiu & mat, cam giac co vat thé la trong mat, sung huyét mat, e
tang chay nugc mat -
Khong biét: mong giac mac

M0 ta céc tac dung khong mong mudn dac trung:

Do ¢6 thanh phan steroid, trudng hop bénh nhan mic cac bénh gdy mong giac mac hay cung mac
s€ lam tang nguy co thung giac mac hoac thung cling mac dac biét la khi diéu tri kéo dai.

Str dung steroid nho mit c6 thé dan dén tang nhin ap voi tén thuong than kinh thi giac, giam thi
luc va khiém khuyét thi truong. Ngoai ra n6 ¢ thé dan den duc thuy tinh thé dudi bao sau.
Di tng tai chd véi cac aminoglycosid ¢ thé xay ra & mot sé bénh nhan. Cic tac dung phu toan
than c6 thé xay ra khi sir dung mot cach rong réi.

QUA LIEU VA CACH XU LY:
Qua liéu thudc hiem khi xay ra.
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Céc d4u hiéu va tridu chimg ctia qué liéu thuong xay ra nhu 1a ddu hiéu viém giac mac, ban do,
tang tiét nuéc mat, phi né, nglra moi.

Trong truong hop nghi qua liéu, hiy rira mat bang nudc va goi cap ciru y té gin nhit. Néu giot
thude d3 bi hép thu, bénh nhan can duoc cung cép nhiéu dich va goi trg giup.

PONG GOLI:

Hop 1 lo 10 ml hdn dich nho miit.

BAO QUAN: ,
Bao quan ¢ nhiét d§ dudi 30°C trong lo thuoc duge dong kin.

TIEU CHUAN:
USP 37

HAN DUNG: , ’

24 thang k€ tr ngay san xuat. ) /
Str dung thudc trong vong 2 thang sau khi mé nap.

San xuét tai Han Qudc boi:

SAMIL PHARM. CO., LTD.
216, Sandan-ro, Danwon-gu, Ansan-si, Gyeonggi-do, Korea.

Ngay xem xét, sia doi, cdp nhdt lai néi dung 10 huéng dan sir dung: 10/07/2017

TUQ.CUC TRUSONG
P.TRUONG PHONG

Pham i Vin Han
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