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NAMNABE

BHeé xa tam tay tré em

Doc Ik hurdng dan sir dung trude khi dimg

Thudc dimg ngoai

1. THANH PHAN CONG THUC THUOC

Thanh phan duoe chat: Metronidazol 0,75%

Thanh phdn (4 dwge: Propylen glycol, disodium edetate, hydroxyethyl cellulose,
methylparaben, nude tinh Ichiét

2. DANG BAO CHE

Gel béi da.

Mo ta: Gel trong dén trong md, mau vang nhat dén nau nhat, dinh vao da khi bdi.

3. CHI PINH

Pidu tri cac dot viém cép tinh ctia bénh rosacea.

Khir mdi cta cac khéi u ndm c6 mui.

4. CACH DUNG, LIEU DUNG

Diéu tri bénh rosacea:

Thube chi ding ngoai da. B6i mjt 16p mong 1én ving da bi tén thuong 2 lan/ngdy, vao bubi
sang va bubi (61, Nén rira sach ving da can diéu tri bing cac chit tdy rira dju nhe trude khi bai
thuéc. Bénh nhan c6 thé sir dung cac logi my pham khong gdy mun va khd da sau khi ding
thude.

Thai gian didu i trung binh 14 3-4 thdng. Khdng nén vuot qua thoi gian didu tri duoc khuyén
céo. Tuy nhién, néu cho thiy lgi ich 16 rang, bac si ké don c6 thé can nhic tiép tuc diéu tr
thém 3-4 thang nita tay thude vao mirc dd nghiém trong cia bénh. Trong cdc nghién ctru 1dm
sang, liéu phdp metronidazol dung fai chd trong bénh rosacea dd dugc s dung toi 2
nam. Trong truong hop khong c6 cai thign 16 rét trén 1dm sang, nén ngiing diéu tri.

Nguroi cao tuéi: Lidu khuyén cdo cho ngudi cao tudi gidng nhu & nguoi lon.

Tré em: Khong nén dung. Do an toan va hiéu qua chua dugce thiét 14p.

Khir miti ciia cdc khéi u ndm cé mii:

Nguoi lon va nguoi cao fuéi: Rira sach vét thwong. Thoa gel 1én ving da cAn didu trj va bang
lai bang gac chéng dinh. St dyng 1 hogc 2 lan/ngay khi cén thiét.

Tré em: Khong nén dung.

5. CHONG CHI PINH

Qu4 mAn v6i bat ky thanh phin ndo ctia thude.

6. CANH BAO VA THAN TRONG KHI DUNG THUOC
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Tranh dé thube tiép xvic véi niém mac.

Metronidazol dd duge bao cao la gy chay nuée mit, do d6 nén tranh tiép xic véi mét. Néu
xay ra phan tng kich tmg tai ¢hd, bénh nhén nén giam s6 14n bdi thude hodc tam thoi ngimg
thubc va tim tr vin y t& néu cin. Metronidazol 1a mdt nitroimidazol nén cin sir dung thin
trong & bénh nhén c6 tién sir hodc nghi ngd méic réi loan tao méau. Tranh dé ving da cAn didu
tri liép xtc véi tia UV (vi du phong tam ning, dén UV) hodc anh séng mit trdi manh (ké ca
tdm nfing) trong khi str dung metronidazol. Metronidazol chuyén thanh chét chuyén héa
khong c6 hoat tinh khi tiép xtic voi tia UV, din dén giam hiéu qua déang ké. Phan tng doc véi
4nh sdng chua duge béo cdo trong cc thir nghiém 14m sang li€n quan dén metronidazol.

Réng chimg cho thiy metronidazol gy ung thu & mot sb loai dong vét. Cho dén nay chua c6
bing chimg vé tac dung gy ung thu & ngudi.

Thube nay co chira methylparaben ¢6 thé gay phan tng di tmg (c6 thé xay ra cham). Propylen
glycol c6 thé gay kich tmg da. _

7. SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU

Phy nit cé thai

Cho dén nay chua ¢6 kinh nghiém vé viée sir dung metronidazol trong thoi ky mang thai. Khi
ding dudmg ubng, metronidazol di qua hang rao nhau thai va nhanh chéng di vao tuan hoan
coa thai nhi. Khéng ghi nhin ddc tinh trén bao thai sau khi ubng metronidazol & ca chudt
cbng va chudt nhit. Tuy nhién, vi cac nghién ctu vé kha ning sinh san trén dong vat khong
phai Itic ndo ciing du dodn dwgc nguy co trén ngudi va vi metronidazol dung duong ubng da
duge chimg minh 1& gy ung thu & mot s6 loai gdm nhém, chi nén sir dung thude nay trong
thoi ky mang thai khi that can thiét.

Phu niv cho con bii

Sau khi uéng, metronidazol dugce bai tiét qua sita me¢ voi néng do tuong tu néng do tim théy
trong huyét tuong, ndng do metronidazol trong mau khi dung tai chd thép hon déng ké so véi
khi dung duong ubng. Cén dua ra quyét dinh ngimg cho con ba ho#ic ngimg thudc dya vao
tAm quan trong cua thude dbi véi ngudi me.

8. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC
Thube khéng anh hudng 1én khé nang lai xe, vAn hanh may méc.

9. TUONG TAC, TUONG KY CUA THUOC

Twong tdc ciia th ubc:

Tuong tac vai cac thube ding dudng toan than kho xay ra vi sy hép thu metronidazol sau khi
b61 ngoai da la thdp. Tuy nhién, cac phan (ing gidng disulfiram da dugc bdo cdo & mot 36 it
bénh nhédn udng metronidazol cung voi rugu. Metronidazol ding dudng ubng da duoc béo

c4o la lam tang tac dung ctia warfarin va cac thuoce chong dong méu coumarin khac, din dén
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kéo dai thoi gian prothrombin. Chua biét tc dung ctia metronidazol ding tai chd d6i vai
prothrombin. Tuy nhién, rit hidm truong hop thay déi gia tri INR di duge bdo cao khi st
dung dbng thoi metronidazol va thude chong dong mau coumarin.

Twong ky ciia thubc:

Do khéng c¢é cac nghién cuu vé tinh tuong ky cuia thube, khéng tron 1an thude nay véi cac
thube khac.

10. TAC DUNG KHONG MONG MUON CUA THUOC

Do metronidazol it dugc hdp thu va ndng do trong huyét tuong khéng déng ké sau khi dung
tai chd nén chwa ghi nhan céc tac dung khéng mong mudn nhu véi dang ubng. Cac phan tng
c6 hai duogc bao céo véi metronidazol ding tai chd chi xay ra cuc bd va nhe.

Thwong gap (> 1/100, < 1/10)

R&i loan da va md dudi da: Da kho, ban do, ngira, khé chju trén da (nong réat, chéim chich),
kich Umg da, lam nang thém bénh rosacea.

It giip (> 1/1.000, < 1/100)

R&i loan than kinh: Di cam, loan vi gidc (miéng cé vi kim loai).

R&i loan tiéu héa: Budn ndn.

Chuea ré tin suit .

Réi loan da va md dudi da: Viém da tiép xidc, sung mit, troc da.

Chay nuée mét da duge bao cdo néu boi thude qua gan mit.

Théng bio ngay cho bic sy hodc digc sy nhitng phin ttng cé hai gdp phai khi sie dung
thubec.

11. QUA LIEU VA CACH XU TRI

Chua ¢6 dit licu vé qua lidu & ngudi. Cac nghién ciru vé ddc tinh cép qua duong ubng voi
dang gel ding ngoai chira 0,75% metronidazol & chudt da cho thdy khong c6 doc tinh vai lidu
lén t6i 5 g/kg thé trong (miic lidu cao nhét dugce st dung).

12. PAC TINH DUQC LUC HQC

Nhom duoc ly: Héa tri liéu dung ngoai

Ma ATC: DO6BX01

Metronidazol 1a mot thube khang dong vat don bao va khang khuén c6 hoat tinh chéng lai
nhiu vi sinh vat gdy bénh. Co ché tac dung ctia metronidazol trong bénh rosacea van chua
duoc biét nhung dit lidu hién ¢6 cho thy co ché c6 thé 1a khang khuin va/hogic chong viém.
13. PAC TINH DUQC PONG HOC

Hip thu
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Metronidazol duge hép thu nhanh va péAn nhu hoan toan sau khi uf‘mg. Thubc lién két khong
dang ké vai protein huyét thanh va phén bb tt vio tit ca cac co quan trong co thé v&i ndng
d6 thap nhit dugc tim thay trong ma.

Phén bo

Céc nghién ciru vé sinh kha dung (rén bénh nhan mic bénh rosacea duge didu tri bing
metronidazol 7,5 mg boi tai chd trén mit cho thiy nong do tbi da trong huyét thanh 1a 66
ng/ml, thip hon khoang 100 1An so véi ndng do dat duge sau khi ubng mét lidu don 250
mg. O phan lén bénh nhén tai hiu hét cac thi didm sau khi bdi thude, ndng do metronidazol
trong huyét thanh déu thdp hon gi¢i han phat hién ctia phuong phap dinh lugng (25 ng/ml).
Thii triv N
Metronidazol duge bai tiét chii yéu qua nuée tiéu dui dang khong déi, cdc chét (,huy?nﬁ‘ma
oxy héa va lién hop. 1 ’;’I
14. QUY CACH PONG GOI S/
Hop 1 tuypx 5 g.

Hop 1 tuyp x 25 g.

Hop 1 tuypx 40 g.

15. PIEU KIEN BAO QUAN

Noi kho, nhiét do khong qua 30°C, tranh dnh sang.

16. HAN DUNG

36 thang ké tir ngdy san XuAt.

17. TIEU CHUAN CHAT LUQNG THUOC

TCCS.

18. TEN, PIA CHi CUA CO SO SAN XUAT THUOC
CONG TY CO PHAN US PHARMA USA

Dia chi: Ld B1-10, Budng D2, Khu cong nghiép Téy Béic Cu Chi, Ap Bau Tre 2, X& Tan An
Hoi, Huyén Ci Chi, TP. H Chi Minh, Viét Nam
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