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HUGNG DAN SU DUNG THUOC CHO CAN BQ Y TE

Tén thube

Newvarax

Thanh phin ciu tao

Acyclovir 5% (50,0 mg/g)

T4 dugc: Propylen glycol, cetomacrogol 1000, vaselin tring, diu parafin, cetyl alcohol, sdp ong
trang, dimethyl silicon, nudc tinh khiét vira du 1g

Dang bao ché

Kem boi da

Qui cich dong goi

Hop 1 tuyp 5 gam. Tuyp nhém, ndp nhya HDPE

Duge lyce hoe

Nhém duoe 1y: Thude khang virus

Ma ATC: D06B B03

Acyclovir 1a mot thudc khang virus ¢é hoat luc cao chéng lai virus Herpes simplex (HSV) typ 1
va 2. Ddc tinh ddi véi té bao vat chi 1a dong vat c6 vi thip

Sau khi di vao céc té bao nhiém herpes, acyclovir dugc phosphoryl héa thanh dang c6 hoat tinh 1a
acyclovir triphosphat. Budc ddu tién trong qua trinh ndy phu thudc vao su ¢6 mit cia enzym
thymidin kinase ma héa boi HSV. Acyclovir triphosphat hoat dong nhu mot chét trc ché, va 1a co
chat véi enzym AND polymerase ctia herpes, ngan can sy tong hgp ADN cia virus, ma khong é(v&
huéng gi dén chuyén hoa ctia té bao binh thudng

Duge dong hoc

Céc nghién ctru duge 1y cho thiy chi mot lugng rét it acyclovir duge hép thu khi ding liéu l3p lai
acyclovir 5%

Chi dinh

Ngudi 16n va tré em: diéu tri nhiém virus Herpes simplex & mdi va mit 1dn diu hay ti phat

Khéng khuyén céo ding cho bénh nhén suy giam mién dich. Nhiing bénh nhin nay nén tham khao
y kién béc s7 khi diéu tri bit ky nhiém khuin nao

Liéu diing, cich diing

Pudng diing: Bdi tai chd

Nguoi I6n va tré em

B6i 1én vi tri ton thuong 5 14n mdi ngay véi khoang céch gitra céc 1An bdi khoang 4 giv, bdi lién
tuc trong it nhdt 5 ngdy. Néu céc tdn thuong chwa lanh, thoi gian diéu trj c6 thé dén 10 ngay. Néu
sau 10 ngdy vin chua khoi bénh, bénh nhin nén dén gap bac si dé duoc tu vin

Diéu tri nén bit ddu cang sém cang tét khi c¢6 ddu hiéu va triéu chirng ctia bénh
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Nén rira sach tay trudc va sau khi boi thude, tranh co xat khong cin thiét vao vi tri tdn thuong
hoic tiép xtic v6i khan mit dé tranh tinh trang bénh ning thém hojc 1iy nhiém sang vi tri khéc
Ngudi cao tudi

Khéng ¢6 khuyén cdo dic biét

Chéng chi dinh

Qué min véi acyclovir, valaciclovir hodc bit ky thanh phdn nio cua thude

Thin trong khi diung thube

Cic tinh trang thin trong khi ditng thubc

Newvarax chi nén sir dung cho mun rdp ¢ mi¢ng va mat, khong ding cho niém mac nhu bén trong
miéng hoic mit va khong diing dé diéu tri herpes sinh duc

Cin dic biét thin trong tranh dé thudc tiép xtc véi mét. Nhitng ngudi bi téi phat & mdi nghiém
trong cin dén gip béc si dé duoc tu vin

Ngudi bi mun rdp nén tranh lam lay truyén virus, dic biét khi bj ton thuong & mit

Newvarax khong khuyén cdo diing cho nhitng ngudi bi suy giam mi&n dich nhu HIV, ghép tiy

xuong hodc diéu tri ung thu, ngoai trir theo 10i khuyén cua bac si ——l
Newvarax ¢ chira propylen glycol c6 thé gdy sung né da va cetyl alcohol c¢6 thé gy phan img tai _ﬂh_'j
chd (nhu viém da tiép xiic) L;N::,i
Ciic khuyén cio ding thubc cho phu nir cé thai va cho con bii ‘;W;
Phu nir ¢6 thai ..
Chua c6 nghién ctru ddy di va c6 kiém soat trén phu nir mang thai. Chi nén sir dung aciclovir cho Ehs
phu nir mang thai khi lgi ich 16n hon nguy co “
Phu nit cho con b S
Dir liéu han ché trén ngudi cho thdy thudc phan bé vao sira me khi dung dudng toan than, nhung

liu tré bi me nhan dugc khi ngudi me ding kem bdi da acyclovir 5% duge cho 12 khong déng ké. .,
Than trong khi ding acyclovir tai chd & phu nit dang cho con b ‘

Anh huing ciia thube déi véi cong vige (nguwdi vin hanh mdy mdc, dang ldi tau xe, ngwoi lagmn
viéc trén cao va cdc trwong hop khdc) (X
Thudc khéng anh huong dén ngudi van hanh may méc, dang l4i tau xe, ngudi lam viée trén cao
Twong tic thude

Khong c6 tuong tic ndo ¢6 ¥ nghia vé mit 1am sang

Téc dung khong mong mudn

Da va m6 dudi da

it gip, 1/100 > ADR > 1/1000

- Cam gidc rat hodc dau nhéi thodng qua sau khi boi thube
- Da khd hodc bong nhe
- Nagtra
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Hiém gip, 1/1000 > ADR > 1/10000

- Bando

- Viém da tiép xiic sau bdi (thudng 14 do thanh phan ta dugc ctia kem)

Hé mién dich

Rat hiém giip, ADR < 1/10000

- Phan (g qua min bao gdm phi mach va néi mé day

Qui liéu va cach xir tri

Khéng xay ra qua liéu néu ding kem aciclovir bdi ngoai da nhu chi dinh. Khong c6 bdo cdo vé
qué lidu nao ctia aciclovir kem

Khong c6 tic dung khong mong mubn nao duge ghi nhan khi nudt 2 g kem acyclovir. Liéu 800
mg aciclovir 5 lin m&i ngay (4g mdi ngay) da dugc sir dung ma khong giy tac dung khong mong
mudn nao. Liéu tiém tinh mach duy nhét 1én dén 80 mg/kg da v6 tinh ding ciing khong xay r:\&éc
dung khong mong mudn

Diéu kién bio quén

Noi khé, tranh 4nh sang, nhiét d dudi 30°C

Han dung

24 thang ké tir ngdy san xuét. Khong dung thude qué han

Tén, dia chi ciia co s& sin xuéit "2

Cong ty CP Dugc Trung wong Mediplantex \,‘I-’,’jl
Try s: 358 Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi o8 |
San xufit tai: Nha m4y DP s 2, Trung Hau, Tién Phong, M& Linh, Ha Noi 4

Ngiy xem xét sira ddi, cip nhit lai ndi dung huéng din sir dung thue
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HUONG DAN SU DUNG THUOC CHO NGUOI BENH

NEWVARAX

[Poc ky huéng din sir dung trude khi ding

Pé xa tim tay tré em

Thong bio ngay cho bic sy hodc dwgc sy nhirng tic dung khéng mong mudn gip phai khi sir
dung thudc)

Thanh phin va ham lwgng cia thube

Acyclovir 5% (50,0 mg/g)

T4 duge: Propylen glycol, cetomacrogol 1000, vaselin tring, ddu parafin, cetyl alcohol, sép ong
tring, dimethyl silicon, nude tinh khiét vira du 1g

MG ta sin phim

Kem mau tring, ddng nhit /
Quy cach dong goi J_jf;k'_;;
Hop 1 tuyp 5 gam. Tuyp nhdm, ndp nhya HDPE (I Zi :
Thube diung cho bénh gi \:3\

Newvarax dugc sir dung dé diéu tri mun rdp & moi va mit lan dau hoic tai phat

Nén diing thudc nay nhiw thé nao va liéu lwgng

Newvarax phi hgp cho moi ltra tudi

Nén bt diu cang sém cang tét khi c6 nhitng ddu hiéu diu tién ctia bénh (nhu ngira va rat)
Thoa mét 16p kem mong vao ving da bi ton thuong 5 1dn m&i ngay

Thoi gian diéu tri thong thudng 1a 5 ngdy, néu mun rop chua khoi, c¢6 thé kéo dai 10 ngay
Diéu tri mun rop dy di trong 5 ngdy d& dam bao khoi bénh nhanh chéng

Néu mun rop khong khoi sau 10 ngdy diéu tri hodic trér 1én ning hon, hiy hoi y kién réc si
Ludn rira sach tay trude va sau khi bbi thude \r-J
Khong dung nhiéu hon lidu khuyén cdo

Khi nao khong nén dung thude nay

Ban bj di timg véi acyclovir, valaciclovir hoic bt ky thanh phin nao cua thube

Khéng ding Newvarax bén trong miéng (nhu loét miéng) hodc miii

Khong diing cho céc nhiém tring da khac ngoai bénh mun rop

Khong diing Newvarax & trong mét hodc viing sinh duc

Téc dung khéng mong mudn

Ngimg sir dung thude va thong bdo cho bac si néu ban bi di tmg nhu sung moi, mit va mi mét

Céc tac dung khong mong mudn sau c6 thé xay ra:
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- Cam gidc rat hodc dau nhéi nhe sau khi bdi nhung s& nhanh chéng bién mét

- Dabi do, ngira hogic khé va bong nhe, phat ban da, ndi mé day hoic pha

Nén trinh ding nhirng thude hodc thye phim gi khi dang sir dung thuéc nay
Khéng c6 tuong tac nao ciia thude cé ¥ nghia vé mat 1am sang

Cin lam gi khi mdt lin quén khéng ding thube

Néu ban quén mét lidu, hay diing ngay khi nh¢ va tiép tuc dung céc lidu tiép theo nhu binh thudng
Cin bio quan thube nay nhw thé nao

Dé xa tAm nhin va tAm véi cia tré em

Bao quan noi kho, tranh dnh sang, nhiét do dudi 30°C

Nhirng ddu hi¢u va trigu chirng khi ding thude qua lidu

Khéng c6 béo cdo vé qua liéu cuia aciclovir kem

Cén phai lam gi khi diing thude qu4 liéu khuyén cdo

Tham khéo y kién ciia béc st néu ban cam thiy lo ling

Nhirng dié¢u cin thin trong khi ding thudc nay

Cic tinh trang thin trong khi ding thuéc

Khong cham vao mit trir khi tay ban da dugc rira sach sau khi bdi thude 31084
Néu v6 tinh dé thude cham vao mit, hay rira k§ bing nu6e 4m. Tham khao ¥ kién cta béc sinéu s
ban cam théy lo lin co PHA

' - gx : , . . S TRUNG
Khong nudt kem. Néu chang may nudt phai, thude khong gdy bét ky tac dung khong mong mubn DIPLAN

nao. Tham khéo y kién ciia béc st néu ban cam thdy lo ling o
Tranh cham vao muyn rdp dé ngin ngira lay nhim hoc 1am cho tinh trang bénh x4u thém o
Néu ban bj suy giam hé mién dich, hdy lién hé véi béc si dé diéu trj bit ky loai nhidm tring nao
Néu mun rdp try nén nghiém trong, hay hoi ¥ kién béc st

Newvarax c6 chira propylen glycol c6 thé gdy sung né da va cetyl stearyl alcohol ¢6 thé gy phan
tng tai chd (nhu viém da tiép xiic) (ﬁ

Cdc khuyén cdo ding thude cho phu nix ¢é thai va cho con bi |

Hay hoi y kién bac st hogc duge s trude khi ding Newvarax néu ban dang mang thai, dang muén
¢6 thai hodc dang cho con bi

Anh huwong ciia thube ddi véi cong vige (ngudi van hanh mdy mdc, dang ldi tau xe, nguoi lam
vi¢c trén cao va cdc truong hop khic)

Thudc khong anh hudng dén ngudi van hanh méy mée, dang ldi tau xe, ngudi lam viée trén cao
Khi ndo cin tham vin bic sy, duoc sy

Cin thong bdo cho béc s, duge si khi c6 bit ky tac dung khéng mong muén nghiém trong nao xay
ra, hodic xudt hién téc dung khéng mong mudn khéng duge liét ké trong t& huéng dan sir dung nay

Néu cin thém théong tin xin héi ¥ kién bdc sy hodc dwoc sj
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Han diing ciia thude

24 thang ké tir ngay san xuét

Khéng ding thudc sau ngay hét han dugc ghi trén tuyp/hdp thude

Tén, dia chi, biéu twong ciia co' s& sin xuit

Cong ty CP Dugc Trung wong Mediplantex
Tru sd: 358 Giai Phong, Phuong Liét, Thanh Xuan, Ha Noi
San xut tai: Nha may DP s6 2, Trung Héu, Tién Phong, Mé Ligj, Ha Noi

Biéu tugng:

(e
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Ngay xem xét sira ddi, cip nhit lai ndi dung huéng din sir dung thube (g
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