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TO HUONG DAN SU DUNG THUOC

1. TEN THUOC: ACY VSHINE
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Pé xa tAm tay tré em
Doc k¥ hudng dan sir dung truée khi diing.
Khoéng ding qué liéu chi dinh
Thude ding ngoai

3. THANH PHAN CONG THU'C THUOC:
Dugc chit: Mdi tuyp S g/ 10 g/ 15 g kem chira Acyclovir 5,0% (kI/kI)
T4 duge: Déu parafin, cetyl alcol, cetostearyl alcol, sorbitan monooleat, polysorbat 80, V&
propylen glycol, natri edetat, methylparaben, propylparaben, nuéc tinh khiét vira du 1 tuyp. o/
4. DANG BAO CHE: Thudc kem
M0 ta dang bao ché: Kem mau tring sira, dong nhat, khéng mui, khong chay long & 37°C,
khong dinh vao da khi boi
5. CHI PINH:
Acy Vshine duge chi dinh & ngudi 16n va tré em dé didu tri nhiém virus Herpes simplex & méi

va mat (herpes moi tai phat)

Bénh nhén bj suy giam mién dich:

Acy Vshine khong duge khuyén cdo st dung & nhimg bénh nhin bi suy giam mién dich,
Nhitng bénh nhdn nay phai dugc khuyén nén tham khao ¥ kién béc s7 vé viée didu tri bét ky
nhiém tring nao

6. LIEU DUNG VA CACH DUNG:

Céach dung:

Thudc chi ding ngoai da

Liéu dung:

Ngudi 16n va tré em:

Nén béi Acy Vshine 1én cic ton thuong hoic cic tén thuong sép xay ra cing sém cang t6t, tt
nhét 12 trong giai doan sém nhét (khi c6 déu hiéu hodc xuét hi¢n ban do): Sir dung cich 4 gid
mét lan 5 1dn mdi ngay, bo qua viéc boi vao ban dém. Diéu trj nén duge tiép tuc trong it nhit 4
ngay va co thé tiép tuc diéu trj trong t6i da 10 ngay. Néu vét thuong chua lanh sau 10 ngay
diéu tri, ngudi bénh nén tham khao y kién béc si.

Bénh nhan nén rira tay trude va sau khi thoa kem, tranh cha xdt tén thuong khong cén thiét
hoiic cham vao vét thwong bing khan, dé tranh 1dm ning thém hoic lay nhiém.

Str dung & ngudi cao tudi: Khong ¢6 khuyén cdo gi dic biét.
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7. CHONG CHI PINH:

Bénh nhan qua man cam véi acyclovir, valacyclovir, propyleneglycol hodc v&i bat cir thanh
phan ndo cua thude.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Acy Vshine chi nén dung trén vét loét lanh (muyn rdp...) & miéng va mat. Khong nén boi lén
mang nhdy, ching han nhu trong miéng hodc mét va khong dugc ding dé diéu trj herpes sinh
duc

Can dic biét cin than dé tranh tiép xuc véi méit. Nhitng ngudi bi herpes méi tai phat dac biét
nghiém trong nén dugc khuyén khich tim tur van ctia nhan vién y té.

Nhiing ngudi bi herpes nén tranh lay nhidm virut, dic biét khi dang c6 vét thuong.

Khéng khuyén khich sir dung thudc cho nhitng ngudi bi suy giam mién dich. Nhitng bénh
nhan nay nén tham khao y kién béac si vé viéc diéu tri bat ky bénh nhiém tring no.

Herpes mdt

Khoéng dugc sir dung Acy Vshine dé diéu tri Herpes & mit.

Herpes sinh duc

Khéng duge sir dung Acy Vshine dé diéu tri Herpes sinh duc.

Canh béo ta dugc _

- Thude chira propylen glycol: Propylene glycol c6 thé gay kich tng da. Khong dung thube
nay & tré so sinh dudi 4 tudn tudi c6 vét thwong ho hay trén dién rong cua da khéng lanh lan
hoic bi ton thwong (nhu bong) ma khéong hoi y kién béc si hodc dugc si.

- Thude ¢6 chira cdc paraben (methyl paraben (nipagin), propyl paraben (nipasol)): c6 thé gay
cac phan rng di irmg (co thé Xay ra cham).

- Thube c6 chira cetyl alcohol, cetyl steryl alcohol: Cé thé gy cic phan tng tai chd trén da
(nhwr viém da tiép xic).

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

- Phu ni¥ ¢6 thai: Ddc tinh gdy quai thai

Str dung acyclovir toan thén trong céc thir nghiém tiéu chudn dwoc quoc té chip nhan khéong
tao ra tac dung gdy doc cho phéi hodc giy quai thai & chudt céng, tho hodic chuft nhit.

Trong mdt thir nghiém khong dat chudn & chudt, ngudi ta di quan sat thay nhirng bat thuong &
thai nhi, nhung chi sau khi tiém dudi da liéu cao nhu vdy méi giy ra doc tinh cho chudt me.
Su lién quan 1am sang cua nhitng phat hién nay la khong chéc chén.

Céc di tat bAm sinh duge md ta & cée dbi twong ding acyclovir khong cho thdy bat ky dic
diém riéng biét hodc diém nhét quan nao dé xac dinh mot nguyén nhén chung.

Viée sir dung Acy Vshine chi nén duoc xem xét khi lgi ich diéu trj 1on hon kha ning xay ra
cée i ro chua biét tuy nhién mirc phoi nhiém toan than véi acyclovir khi bdi kem acyclovir
tai chd 14 rit thip.

- Phu nit cho con bu

Dir liéu han ché & ngudi cho thdy thude di vao stta me sau khi dung dudng toan than. Tuy
nhién, liéu lrgng ma tré bt me¢ nhan dugce sau khi me sir dung sé khéng dang ké.
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- Kha néang sinh san
Khéng cé thong tin vé tac dung cia acyclovir dbi véi kha ning sinh san cia phu nit.
10. ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC:
Chua ¢6 bang chimg vé anh hudng ciia thude 1én kha nang l4i xe, van hanh may méc
11. TUONG TAC, TUONG KY CUA THUOC:
Twong tae: Khong c6 tuwong tic ¢6 ¥ nghia lam sang nao dugc xac dinh.
Twong ky: Do khong c6 céc nghién ctru vé tinh twong ky cua thude, khong tron 1an thude nay
voi cac thuoc khac
12. TAC DUNG KHONG MONG MUON (ADR):
Tén suét: Rit thudng gip (> 1/10); thuong gip (1/100 < ADR < 1/10); it gap (1/1000 < ADR
< 1/100); hiém gap (1/1000 < ADR < 1/10000), rat hiém gip (< 1/10000).
Roi loan hé théng mién dich: Rét hiém gap:
» Phan (g qua man ngay lap tirc bao gdbm phit mach va ndi may day

R&i loan da va mé dudi da: SN
ft gip: v
* Bong rat tam thoi hodc c6 hién twgng chdm chich thoidng qua sau khi sir dung kem 'WI

acyclovir KI
* Lam kho nhe hodc bong troc da . 4
* Ngua }//
Hiém gip:
* Ban do

» Viém da tiép xuc sau khi boi. Khi cac xét nghiém dé nhay da dugc tién hanh, céc chét kich
ing thudng duge chirng minh la thanh ph?an ta dugc cua kem chir khong phai la thanh phé“m
hoat chat (acyclovir)

Théng béo ngay cho bac s§ hodc duge sy nhitng phan tmg c6 hai gip phai khi st dung thude.
13. QUA LIEU VA CACH XU TRi:

S€ khong co tac dung phy nao xay ra, néu kem duogc st dung tai ché va theo chi dinh. Khéng
¢ bdo cdo lién quan dén qua lidu kem acyclovir.

14. DUQC LUC HOC:

Nhom duge ly: Thube chong virus.

Ma ATC: D06BBO03, JOSABO1, SO1ADO3

Acyclovir 1a mét chét chéng virus ¢6 hoat tinh cao in vitro chong lai virus herpes simplex
(HSV) loai 1 va 2. Déc tinh d6i véi té bao vat chi clia ddng vét c6 vi thip.

Acyclovir bj phosphoryl hoa sau khi x4m nhéap vao cac té bao bi nhiém herpes thanh dang co
hoat tinh la acyclovir triphosphate. Pau tién trong quy trinh nay phu thudc vao sy hién dién
cia Thymidine Kinase dé ma héa HSV. Pau tién, acyclovir duge chuyén thanh acyclovir
monophosphat nhd enzym cua virus 1a thymidin kinase, sau d6 chuyén tiép thanh acyclovir
diphosphat nh&r enzym ciia té bao 1 guanylat kinase va cudi cung thanh acyclovir triphosphat
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béi mét sé enzym khéc cilia té bao (nhu phosphoglycerat kinase, pyruvat kinase, phospho-
enolpyruvat carboxykinase).

Acyclovir Triphosphate hoat dong nhu mét chét e ché va 1a chéit nén cho DNA polymerase
dac hiéu cua herpes, ngan chin qua trinh tong hgp DNA cua virus ma khong anh hudng dén
cac qua trinh té bao binh thudng.

15. DUQC PONG HOQC:

Hip thu: Acyclovir xam nhdp vao da. Nong do ndi bao cao hon ndng dé tc ché tdi thidu
(MIC) trong mé & trang thai 6n dinh.

Sau khi b6i acyclovir tai chd, khéng xac dinh dugc ndng dd acyclovir trong huyét twong,

Vi ndng do acyclovir trong huyét twong sau khi bdi tai chd duéi giéi han phat hién, chua c6
nghién ciru duge dong hoc nao vé acyclovir sir dung tai chd. Do dé, théng tin vé duge dong
hoc thu dugc dya trén dir liéu sau khi udng hodc tiém tinh mach.

Phin bo:

Thudc lién két véi protein huyét twong duge bdo cédo nim trong khoang tir 9 dén 33% so vai
lidu ding. Thé tich phén bd ¢ trang théi én dinh cta nguoi lon 1a 50 + 8,7 v x 1,73 m, hoic
0,7 kg,

Chuyén héa, thai trir:

Hai chit chuyén hoa c6 thé dugc xac dinh trong nudce tiéu cia bénh nhén ¢6 chic ning than 7

binh thudng sau khi diing liéu duy nhét 14C-acyclovir 1a: 9- carboxymethoxymethylguanine
(2-4% liéu ding) va 8- hydroxy-9- (2-hydroxyethoxymethyl) guanine (< 0,2% liéu diing). Trén
d6i tugng bénh nhén c¢é chirc ndng than binh thudng s& loai bo dugc 62-91% lidu acyclovir
khong chuyén héa va 9-14% duéi dang 9-carboxymethoxymethyl guanine qua than.

Acyclovir duge dao thai chii yéu qua than, cht yéu bang loc cau than va & mirc dd thap hon do
bai tiét & ong.

16. QUY CACH PONG GOI:

Hop 1 tuyp 5 g, 10 g, 15 g, tuyp nhom kem boi da, kém don huéng dan sir dung.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG -CUA
THUOC:

Diéu kién bao quan: Noi khoé mat, tranh 4nh sang, nhiét d6 khéng qua 30°C.

Tiéu chuén ap dung: TCCS.

Han diing: 36 thang, ké tir ngay san xuat.

Han ding sau m& nép: 30 ngay, ké tir ngdy mé nép lan dau.

18. TEN, PIA CHI CO SO SAN XUAT:

San xuét trén day chuyén dat tiéu chuin GMP-WHO tai:

CONG TY TNHH DUQC PHAM NASAKI

Dia chi: L6 E8, E9 Cum cong nghiép da nghé Pong Tho, xa Pong Tho, huyén Yén Phong,
tinh Bic Ninh, Viét Nam.

Dién thoai: 02223903905
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