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TO HUONG DAN SU DUNG
ACIWALE

1. Ciac dau hiéu luru ¥ va khuyén cao khi dung thude
Dé xa tim tay tré em
Doc ky huéng dan str dung trude khi dung
2. Thanh phan céng thire ciia thude
Mai gam kem chira:
Hoat chat:
Acyclovir 50 mg (5% khdi luong/khdi lugng)Hoat chit:
l'a duoc:
Chlorocresol. Cetostearyl Alcohol, Cetomacrogol emulsifying wax, White Soft Paraffin, Light Liquid
Paraffin, Propylene Glycol .Disodium EDTA, Nudc tinh khiét
3. Dang bao ché
Kem boi ngoai da mau tring mém.
4. Chi dinh
Thude duge chi dinh dé diéu tri nhiém tring da do vi rat Herpes Simplex bao gdm herpes sinh duc ban dau
va tai phat va herpes & moi cho ngudi Iom va tre trén 12 tudi khéng bi suy giam mién dich,
5. Liéu dung, cach ding
Dudng dung: bdi ngoai da.
Khong boi lén mat.
Ngudi Iém va tré em trén 12 tudi: Nén thoa kem 5 lan mdi ngay, cach nhau khoang 4 gio, bo qua viée thoa
kem vao ban dém.
Kem nén ding cho cac ton thuong hodc cac ton thuong sip xay ra cang som cang tot, tot nhat 1a trong giai
doan dau (giai doan dau chura c6 triéu ching hoac ban do). Diéu tri ciing ¢co thé duge bat dau trong giai
doan sau (san hodc bong nuéc).
Nén tiép tuc diéu tri it nhat 4 ngay doi véi herpes & moi va 5 ngay déi voi herpes sinh duc. Néu vét thuong
chua lanh thi c6 thé tiép tuc dteu tri thém 5 ngay.
Khong c6 khuyén cao dic biét vé viéc sir dung thude cho ngudi cao tudi.
6. Chong chi dinh
Qua man véi acyclovir, valacyclovir, propylene glycol hogc vai bét ky ta dugc nio.
7. Canh bao va than trong khi ding thuoc
Thude khéng duoc khuycn céo dé thoa lén mang nhay nhu trong miéng, mit hodc am dao, vi né c6 thé gay
kich ung.
Cén ddc biét can than dé tranh v6 tinh dua vao mat.
O nhimg bénh nhén bi suy giam mién dich nghiém trong (vi du nhu bénh nhan AIDS hofic nhing ngudi
ghép tay xwong) nén can nhac viéc dung ACyclowr dudng udng. Nhirng bénh nhan nay dugc khuyén cdo
tham khao ¥ kién bac si lién quan dén viéc diéu tri bat ky bénh nhiém tring nao.
Ta dugc cetostearyl alcohol ¢é thé gdy ra cac phan (g tai cho trén da (vi du: viém da tlep xuc).
Thude nay chira 80 mg propylene glycol trén moi gam san pham. Propylene glycol ¢é thé géy kich ing da.
Khong sur dung thudc nay cho tré so sinh c6 vét thuong hé hodc céc ving da bi v hoic bi ton thuong lon
(chang han nhu béng).
8. Sir dung thuée cho phu nir ¢oé thai va cho con bt
Anh huong trén thai ky:
D ¢6 mot bio cao hau mai ghi nhan két qua mang thai ¢ nhiing phu nir tlep xtc voi bat ky thude nao chira
Acyclovir. Béo cdo khéng cho thay sy gia ting s6 luong di tat bam sinh gitra ngudi dung acyclovir so voi
dan sé chun;_. va bat kv di tat bam sinh nao cho thay khdng c6 tinh duy nhat hodc m hinh nhat quan dé goi
¥ nguyén nhan chung. Str dung acyclovir toan than trong cac thir nghiém tiéu chuan dugc quoc té chap nhan
khong tao ra tac dung gay doc cho phoi hodic gdy quai thai & tho, chudt cong hode chudt nhit.
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Trong mét thir nghiém khong tiéu chuan trén chuét, cac bat thuong caa bao thai dugc quan sit thay nhung
chi sau khi dung liéu cao dudi da dén mic gdy doc cho me. Su lién quan vé mat lam sang cta nhimg phat
hién nay la khong chic chin.

Viée st dung thude béi da Acyclovir chi nén duge cin nhic khi loi ich tiém an l6n hon kha néng rui ro
chua biét, tuy nhién, mirc do tiép xic toan than véi acyclovir khi bdi thude ngoai da la rat thap.

Gay qudi thai:

Téc dung trong cic nghién chu phi lam sang chi duge quan sat & mire phoi nhiém dugc coi la du vuot qua
mire phoi nhiém t6i da ctia con ngudi cho théy cac tic dung nay it lién quan dén viéc sir dung lam sang.
Phu nir cho con bu:

Dir liéu han ché trén ngudi cho thay thude c6 di vao stra me sau khi dung dumlg toan than. Tuy nhién, liéu
lrong ma tré bi me nhan dugc sau khi me sir dung thuée duong ding ngoai da sé khong dang ké.

Kha nang sinh san:

Khong co6 thong tin ve anh huong cua acyclovir déi v6i kha nang sinh san cua phu nir.

Trong mot nghién ciru trén 20 bénh nhan nam co6 sO lugng tinh triing binh thudng, acyclovir duong udng
dugc dung voi lidu lén dén lg mm ngay trong vong 6 thang da duoc chung minh la khong ¢6 anh huong
ding ké vé mit lam sang d6i voi 56 lugng. kha nang di chuyen hodc hinh thai cua tinh trung.

9. Anh hudng cia _thuoc Ieén kha nang ldi xe, van hanh may méc

Khong ¢6 dir liéu vé anh huong dén kha nang lai xe va sir dung may mac.

10. Twong tac, twong ky cia thude

Kinh nghiém sir dung thudc trén lam sang khong cho thay twong tac hay twong ky nao ciia thude khi ding
duong ding ngoai da khi ding dong thoi cac thude khac véi kem boi da acyclovir. Do acyclovir hap thu
khong dang ké vao mau nén cac tuong tac cua dudng dung toan than rat it kha ndng xay ra.

11. Tac dung khong mong mudn

Cic tac dung khéng mong mudn sau da duoc bio cdo theo tan suat cac bénh nhan ding thude mic phai
trong cac thu nghiém lam sang va bao cao hau mai: rat phd bién (> 1/10); thudng gap (> 1/100 dén <1/10):
it gap (> 1/1,000 dén <1/100); hiém gap (>1/10,000 dén <1/1,000); rat hiém gap (<1/10,000); va chwa rd
Roi logn h¢ thong mién dich: }

Rét hiém gip: Phan (ing qua mén tirc thi bao gdm phtt mach va may day.

Roi loan da va mé dudi da:

it gap: Nong hogc nhéi thoang qua sau khi thoa kem, da bi kho hogc bong troc nhe, ngua.

Hiém gip: Ban do, viém da tlep xuc sau khi dung.

Khi gip cac tac dung khong mong muén, vui Iong béo cao cac tac dung khong mong mubn nay vé Trung
tam thong tin thude va phan (g c6 hai cia thude, 13 — 15 Lé Thanh Tong, Quan Hoan Kiém, Ha Néi.

12. Qua liéu va cach xir tri

Viéc uong 10 g thuoc chira 500 mg Acyclovir dugc cho la khong gay bat ky tac dung nao. Tuy nhién, viéc
su dung acyclovir uong qua liéu ngau ‘nhién, 1ap di 13p lai. trong nhiéu noay da dan dén cac tac dung trén
duong tiéu hoa (budn nén va ndn) va anh huong dén than kinh (nhire dau va 10 1an). Acyclovir c6 thé thim
tach bang loc méu.

13. Dic tinh dwoe lue hoe

Nhom duoce ly: Cac nucleoside va nucleotide khang virus tac dung truc tiép loai trir cac chét ire ché enzyme
phién ma nguoc

Ma ATC: JOSABOI

Acyclovir la mot chét khang virus cé hoat tinh cao trong dng nghiém chéng lai vi-rit herpes simplex (HSV)
loai I va Il va virus varicella zoster. Dc tinh ddi v6i té bao vat chu coa dong vét c6 v thap. ,
Acyclovir dugc phosphoryl hoa sau khi xam nhap vao cac té bao bi nhiém herpes thanh hop chat ¢6 hoat
tinh acyclovir triphosphat. Bude dau tién clia qué trinh nay phu thude vao su hién dién cua thymidine kinase
ma hoa HSV. Acyclovir triphosphat hoat donb nhu mot chét trc ché va co chat cua DNA polymerase dac
hiéu herpes. ngén chin sir tdng hop DNA cia virus ma khong anh huong dén cac qua trinh te bao binh
thuong.

Trong hai nghién ctru 1am sang ngau nhién. mu déi, 1én bao gbm 1.385 ngudi dugce diéu tri trong 4 ngay
dbi voi bénh herpes mai tai phat, kem thude dugce so sanh voi hé phan tn kem. Trong nhing nghién ciru
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nay, thoi gian tir khi bt dau dieu i dén khi lanh bénh 12 4,6 ngay khi sit dung kem thube va 5.0 ngay khi
st dung h¢ phan tan kem (p <0,001). Thi gian hét dau 1a 3,0 ngay sau khi bat dau diéu trj & nhom diing
kem thude va 3,4 ngay & nhom diing hé phan tan kem (p = 0,002). Nhin chung, khoang 60% bénh nhan bt
dau diéu trj ¢ giai doan ton thuong sém (tién triéu hoac ban do) va 40% ¢& giai doan mudn (san hodc bong
nude). Két qua tuong tu nhau ¢ ca hai nhdm bénh nhan.

14. Pac tinh duoc dong hoc

O nguoi truong thanh, cac nghién ciru duge ly hoc chi cho thay su hap thu toan than t6i thiéu cia acyclovir
sau khi bdi thude nhiéu l3n.

Chua c6 nghién ctru danh gia su hap thu toan than cia acyclovir & nguoi dudi 18 tubi.

15. Quy cach dong goi

Hop | tuyp 15g. !

16. Diéu kién bio quin, han ding, tiéu chuin chét lwong ciia thude

Diéu kién bao quan: Bao quan & nhiét do duéi 30°C, trong bao bi kin, tranh anh séng

Han diing: 36 thang ké tir ngay san xuat

Tiéu chuan chat luong: BP

17. Tén, dia chi ciia co s6 san xuit

BRASSICA PHARMA PVT. LTD.

Dia chi: Plot No. T-68, T-68 (Pt). T-63, Mide, Tarapur, Boisar [W], Thane 401502 Maharashtra State, An
ba.



