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-Khéng qué 30°C, noi khé réo, Neomycin sulfate .............. 0,5 % (w/v)
Dexamethasone sodium phosphate

tranh dnh sang.

DANG BAO CHE:
- Dung dich nhé mét.

TIEU CHUAN: NSX.
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THUGC NHO MAT

LSX:
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HSD:
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FORIPHARM
CONGTY C6 PHAN DUGC PHAM TRUNG UONG 3
Tru s&: S6 16 Lé Dai Hanh, Minh Khai,
Héng Bang, Hai Phong 4
Nha mdy: L6 N1-2 KCN Trang Dug, |
Héng Phong, An Dudng, H3i Phong

444

Hop 1lo5ml
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THUBC NHO MAT

Ta dugc

CHi DINH:

« Thuéc dugc chi dinh trong cac
trudng hop sau:

Nhén khoa:

«Tinh trang viém va/ hodc nhiém
tring nhan cau.

- Viém két mac, viém bd mi va
viém gidc mac.

«Viém cling mac va viém méng mét.
«Diéu tri du phong sau phau thuét.
Tai miii hong:

» C4c tinh trang viém va/ hoac
nhiém trung tai va éng tai ngoai.
- Viém tai ngoai cap tinh, ban cap
hodc man tinh.

« Cham va chéc 16 6ng tai ngoai.

- Ngua tai.

CACH DUNG, LIEU DUNG, CHONG

CHiDINH VA CACTHONG TIN KHAC:
+Xem t& huéng dan str dung thudc.

Dé xa tam tay tré em
Doc ki huéng dan sit dung
trudc khi dung
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Hop 110 5 ml
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GMP-WHO

Rx - Thudc nay chi dimg theo don thuéc

HUONG DAN SU DUNG THUOC

1. TEN THUOC: FORIXAN

2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC

- Pé xa tAm tay tré em

- Doc k§ huéng dan sir dung truée khi ding

- Thudc nhé mét

3. THANH PHAN CONG THU'C THUOC

Thanh phén hoat chdt:

Neomycin sulfate .........ocoeereveriiiiiieieceeeeeeesenn. 0,5 % (w/v) (twong duong 5 mg/ml)
Dexamethasone sodium phosphate........................... 0,1 % (w/v) (twong duong 1 mg/ml)
Théanh phan td duwoc:

Benzalkonium chloride, Disodium hydrogen phosphate,

Sodium dihydrogen phosphate monohydrate, Natri clorid, Sodium metabisulfite,
POLySOIbate 80, NUGC CAL .........vveeeveeoeeeeeeeeeeeeeeeeeee e es e oeeeeoeeeoeeeoeesn Vira du

4. DANG BAO CHE
Dung dich nhé mét.

M? td: Dung dich trong sudt, khéng mau dén vang nhat.

5. CHI PINH

Thudc duogc chi dinh trong c4c trudng hop sau:

Nhén khoa:

- Tinh trang viém v&/ hogc nhiém triing nhan cau.

- Viém két mac, viém bd mi va viém giac mac.

- Viém cung mac va viém méng mét.

- Diéu tri dw phong sau phiu thuat.

Tai miii hong:

- Cé4c tinh trang viém va/ hogc nhiém tring tai va 6ng tai ngoai.
- Viém tai ngoai c4p tinh, ban cAp hodc man tinh.

- Cham va chdc 1& éng tai ngoai.

- Ngtra tai.

6. CACH DUNG, LIEU DUNG

Liéu dimg:

Trén mét: Nho 1 dén 2 giot, 4 — 6 lan/ngay.

Trén tai: Nho 1 dén 3 giot, 3 —4 lAn/ngay.

Theo nguyén tic chung, khong sir dung thudc qué 1 tuln.

Cdch ding:

Diing cho mit va tai.

7. CHONG CHI PINH

- Qud mén véi hoat chét hogc bit ctr thanh phan nao ctia thube.
- Viém gidc mac Herpetic (herpes simplex véi viém gidc mac biéu mé dang nhanh).
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- Nhiém nidm hoic lao

- Nhiém tring mi & mi mét va mét do vi khun khang neomycin.

- Tién sir ban than hogic gia dinh méc ting nhan 4p.

- Giai doan d4u ctia hdu hét cac bénh viém gidc mac do virus.

- Mang nhi bi ph4 hity c6 ngudn gbc do nhidm tring hoic chén thuong.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC

Chéng chi dinh két hop dexamethasone va neomycin sau khi loai bo di vat trén bé mit gidc mac.

Gidng nhu tét ca cac thubc nhin khoa c6 chira dexamethasone, cin phai theo dai nhan khoa khi

sir dung thudc kéo dai, dic biét 12 vé tinh trang méi mét va thuy tinh thé.

Neomycin sulfate d6i khi c6 thé gdy min cam trén da. Néu xay ra phan tng nay, phai ngung

thudc. St dung 13p lai v&/ hodc kéo dai cé thé din dén su hip thy toan than cua corticosteroid

khong déng ké.

Khi ding thudc trén tai, phai kiém tra tinh trang mang nhf truée khi tién hanh didu tri.

~ Corticosteroid tai chd, khi ding két hop v6i neomycin c¢6 thé che 14p cac ddu hiéu Iam sang cua
nhiém nim hozc nhiém virus hogc nhiém tring co hdi (bao gdm nhim nim va virus). Trong

truong hop nay, nén ngimg diéu trj va 4p dung céc lidu phap thich hop.

Néu xay ra bdi nhiém, c6 ddu hiéu qua man hozc nhiém tring da con tdn tai, phai ngimg diéu tri

va ap dung céc li¢u phap thich hop.

Néu khéng cai thién diéu tri sau 5 dn 7 ngay dung thudc hodc néu cac tridu chimg tré nén trim

trong hon, can phai hoi ¥ kién cia bac si.

Hoi chimg Cushing v&/ hoic trc ché tuyén thuong than lién quan dén sy hdp thu toan thin cia

dexamethasone & mit c6 thé x4y ra sau khi diéu tri tich cuc hoic kéo dai & nhitng bénh nhén cé

nguy co cao, dic biét 13 tré em va bénh nhén dang dwoc diéu tri bing thubc trc ché CYP3A4 (bao

gdm ritonavir va cobicistat). Trong trudng hop nay, nén ngimg diéu tri dan dan.

Canh bdo td duoc

Benzalkonium chloride

Thudc nay chira 0,015% w/v benzalkonium chloride trong mdi ml. Benzalkonium chloride ¢6 thé

duogc hap thu boi kinh 4p trong mém va cé thé 1am thay d6i mau sic cia kinh 4p trong. Nén thao

kinh 4p trong trude khi str dung thudc ndy va deo lai sau 15 phut. Benzalkonium chloride ciing c6

thé gay kich tmg mit, dic biét & nhitng bénh nhan bi kho mét hodc rbi loan gidc mac.

Benzalkonium chloride c6 thé gay kich tmg hosc sung bén trong miii, dic biét néu sir dung trong

thoi gian dai.

Phosphate

Thubc nay chira 5,8mg phosphate trong mdi ml. O nhimng bénh nhan bi tén thuong gidc mac

nghiém trong, phosphate c6 thé giy ra cac mang duc trén gidc mac trong nhimg trudng hop rét

hiém g3ip do canxi tich tu trong qu4 trinh diéu tri.

9. SUDUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phu nir c6 thai

C6 1t it hoic khong cé dit lidu vé viéc str dung dexamethasone va neomycin & phu nit mang
thai. C4c nghién ctru trén dong vét da cho thdy ddc tinh sinh san. Vi nhing 1y do nay, thudc nay
khong nén dugce st dung trén phu nit c6 thai. Viéc st dung né phai duoc kiém soét truc tiép boi
béc s, va phai danh gia ty 18 loi ich/rai ro ¢6 loi nhét cho timg trudng hop.

Phu nir cho con bu
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Ngudi ta chua biét liéu viée sir dung corticosteroid tai chd c6 duoc hép thu toan than sau do6 cé6 dua
dé phat hién duoc luong thudc trong mau hay khong. Can hét stc than trong khi str dung
corticosteroid trong thoi ky cho con b.

10. ANH HUONG PEN KHA NANG LAI XE VA VAN HANH MAY MOC

Khong c6 d4u hiéu nao cho thdy thudc c6 thé anh hudng dén kha nang 1ai xe hodc van hanh may
moc

11. TUONG TAC, TUONG KY CUA THUOC

Tuong tdc thudc:

Thubc @wc ché CYP3A4 (bao gbm ritonavir va cobicistat): c6 thé lam giam d6 thanh thai
dexamethasone d4n dén ting tac dung va trc ché tuyén thuong than/hdi chimg Cushing. Nén
tranh diéu tri ddng thoi trir khi loi ich vuot trdi hon nguy co gia ting tac dung khong mong mudn
cua corticosteroid toan than.

Trong trudng hop nay, bénh nhan can duoc theo doi dé phat hién tac dung khong mong mubn toan
than cua corticosteroid.

Tuong ky:
Do khong c6 cac nghién ctru v& tinh tuong ky cia thude, khong tron 14n thude ndy véi cac thude

khéc.

12. TAC DUNG KHONG MONG MUON CUA THUOC

Giéng nhu tAt ca cac loai thubc nhé mét, khi sir dung thube trong nhén khoa cé thé xa4m nhép vao
hé tudn hoan chung, c6 kha ning gay ra céc tic dung khong mong mudn tuong tw nhu tic dung
khong mong mudn cuia corticosteroid khi ding toan than.

Céc phan ung dugc md ta:

- Hién tugng di g ctia viém gidc mac biéu mé sau khi sir dung thudc chdng nhiém tring kéo dai,
phan ung ki€u phu két mac.

- Tang tong mau mét.

- Pyc thay tinh thé dudi bao sau.

- Giam kha nang chira lanh.

- Khi sir dung trén tai, c6 thé gy ra cac biéu hién di g cuc bd nho do neomycin.

- Khi dung trén tai, trong truong hgp thung mang nhi, neomycin cé thé gy ra nguy co nhiém ddc
tién dinh hodc Oc tai.

- C6 thé xay ra véi tin suat khong rd: Hoi chimg Cushing, trc ché tuyén thuong thén.

Théng bdo ngay cho bdc sy hodc dwoc sT khi gdp cdc tdc dung khong mong mudn nhu trén khi sie
dung thudc hodc bdo cdo cdc phén tmg c6 hai cia thudc vé Trung tam Thong tin thuéc va Theo
doi phan ikng cé hai ciia thuée (ADR) Quéc Gia. Dia chi: 13 - 15 Lé Thanh Tong — Cira Nam -
Ha Néi. Pién thoai: 024.3.9335.618; Fax: 024.3.9335642; Email: di.pvcenter@gmail.com

13. QUA LIEU VA CACH XU TRi
Ding thudc qué liéu c6 thé gdy man cam tai vi tri dung thubc. Trong trudng hop niy, can dimg

thude.
Viéc st dung 13p lai va/hoiic kéo dai c6 thé 1am phat sinh céc tac dung khong mong mubn toan
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than.

14. PAC TINH DUQC LUC HQC

Nhém duge ly: Thude ding didu tri cac bénh vé mét. Thudc chdng nhiém trung tai chd. Thudc
khang khun.

Ma ATC: S03CA01

Dexamethasone 13 mot chit tuong ty hormon steroid glucocorticoid, ¢6 ngudn géc tbng hop, c6
ddc tinh chéng viém Va chéng di ung, tlr d6 c6 tac dung trong c4c tinh trang viém hodc di ung &
phén trudc ciia nhén cu, vanh tai va ong tai ngoai.

Neomycin la khéng sinh c6 téc dung kim khuén va trén hét 1a diét khuén, thudc ho aminosid, duoc
ding phd bién & dang bao ché bdi ngoai da. Do d6, né dugc chi dinh trong cac trudng hop do
nhiém trung hodc s& c6 nguy co bi nhiém tring thir cip, dic biét hitu ich trong cac truong hop trén
nhin cdu va tai. V& phd tic dung, neomycin c6 hoat tinh chéng lai c4c truc khuin gram am nhu:
Haemophzlusenza Klebsiella pneumoniae, E.coli, Salmonella, Staphylococcus aureus. Céac loai it
nhay cam bao gdm: Pseudomonas aeruginosa, cac loai khang thuoc Streptococcus pneumonia va
cé céc vi sinh vét ky khi. N6 khdng c6 tac dung chdng nidm va nAm men.

15. PAC TINH DUQC PONG HQC

Hiip thu va phin bé )

Su hip thu dexamethasone sau khi dung tai chd thay ddi tr 1% dén 36%, tiy thudc vao vj [tri
(1% & céng tay, 4% & da du, 7% & trén va 36% & vung biu), viéc sir dung va tinh toan ven 'gha
da.

Chuyén héa va théi triv

Dexamethasone hap thu duoc chuyén héa mot phan & gan va bai tiét chu yéu quan than, qua sita
va qua gan mét véi mirc do thip hon.

Thoi gian ban thai sau khi tiém tinh mach liéu duy nhit 200 mg hoc lidu ubng duy nhit 200 mg
hodc 300 mg 14 2,3 dén 9,5 gidr & tré em dudi 2 tudi; 2,82 dén 7,5 gio & tré tir 8 dén 16 tudi; 3 dén
6 gid & nguoi 16m.

Khéng c6 dit liéu vé su chuyén héa cta neomycin sulfate khi sir dung & tai va mit.

16. QUY CACH PONG GOI

Hop 110 5 ml.

17. PIEU KIEN BAO QUAN

Khdng qua 30°C, noi khé réo, tranh anh sng.

18. HAN DUNG

24 théng ké tir ngdy san xuét. 1 théng ké tir khi mé ndp lan ddu.

19. TIEU CHUAN CHAT LUQNG

NSX.

20. TEN, PIA CHI CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN DUGC PHAM TRUNG UONG 3
Tru so: S6 16 L& Pai Hanh, Minh Khai, Hong Bang, Hai Phong
Nha may: L6 N1-2 KCN Trang Dué, Hong Phong, An Duong, Hai Phong
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