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Thanh phan: Moi gam co chia
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Chi dinh, cach ding, chéng chi dinh va cac thong tin khac: Xin xem t& hudng dan st dung kem theo.
Bao quan: Bao quan trong bao bi kin, tranh anh sang, nhiét dé dudi 30°C.

Tiéu chuan chat luong: TCCS

Quy cach dong géi: Hop 1 tuyp 20 g

ouge wlu PHOHG.

Dé xa tam tay tré em
Boc ky hudng dan sit dung truac khi diing

Nha san xuat: Sl ;
Cong ty c6 phan Dugc pham CPC1 Ha Noi

Cum cong nghiép Ha Binh Phuang, xa Van Binh,huyén Thuong Tin,
cpclHN thanh pho Ha Noi

/w09 aonyiweIbuniy//:sdny



HETAVIR DTP

ACyelovii. auivinin 5%

Piéu tri Herpes(Zona)

AcYelovir. i a5 %
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Thanh phan: Mo6i gam cé chita: }
|
i
Chi dinh, cach dung, chéng chi dinh va cac théng tin khac: Xin xem t& hudng dan sir dung kém theo. }

Bao quan: Bao quan trong bao bi kin, tranh anh séang, nhiét dé dudi 30°C.
Tiéu chuan chat luong: TCCS
Dé xa tam tay tré em
Doc ky hudng dén st dung trudc khi diing
Nha sdn xuat: 5,4 tv 6 phan Dugc pham CPC1 Ha Noi
Cum céng nghiép Ha Binh Phuang, xa Van Binh,huyén Thuong Tin;
crciHN thanh pho Ha Néi
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HETAVIR

AcycloVir...mn.5%

Piéu tri Herpes (Zona)
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HETAVIR

Acyclovir......... 5%

Diéu tri Herpes (Zona)
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HETAVIR

Aciclovir 5% (k1/kl)
Dé xa tim tay tré em
Poc ki huéng din siv dung trwée khi ding

Thanh phén:

M&i g chira:

Thénh phan hoat chdt :
Aciclovir ............. 5%

Thanh phan td diroc:

Propylene glycol, polyethylene glycol 300, cetyl stearyl alcohol, sodium lauryl sulfat, liquid
paraffin, vaselin, poloxamer, nudc tinh khiét.

Dang bao ché: Kem bbi da

M3 ta: Kem mau tring, thé chit mém, c6 thé dan mong trén da

Chi dinh

Diéu tri nhiém Herpes simplex trén da, bao gdbm herpes mdi, herpes sinh duc khoi phét va tai
phat.

Ding tai chd. Khéng str dung trén mit.

Liéu dung va cich ding

Ngudi 16n va tré em: Thoa kem 1én chd bi nhiém va ving da xung quanh 5 lan mdi ngay, mdi
1an cach nhau khoang 4 gid, ngoai trir ban dém.

Hetavir nén dugce sir dung cang som cang t6t, t6t nhét 14 trong giai doan dau (giai doan tién
triéu ching hodc xudt hién ban do). Diéu tri cling ¢ thé bit ddu trong giai doan sau (da sin va
co bong nudc).

Nén diéu tri lién tuc it nhit 4 ngay ddi voi herpes moi va 5 ngay d6i véi herpes sinh duc. Néu
ton thuong chua lanh, c6 thé tiép tuc didu tri thém 5 ngay.

Sir dung & ngudi cao tudi: Khong 6 luu y dic biét.

Chéng chi dinh

Chdng chi dinh ding Hetavir & nhitng bénh nhan min cam vdi aciclovir, valaciclovir, propylen
glycol hodc bat ki ta duge nao cia thube.

Cinh bdo va thin trong khi ding thubc

Hetavir khong duge khuyén cdo thoa 1én mang nhay nhu trong miéng, mét hodc &m dao vi né
c6 thé géy kich img. Cén dic biét can than dé tranh day thudc vao mit.

0 nhimg bénh nhan bi suy giam mién dich nghiém trong (vi du nhu bénh nhin AIDS hoic
ngudi ghép tiy xuong) nén can nhic dung aciclovir duong ubng. Nhitng bénh nhan nay nén
tham khao y kién bac s7 vé viée didu tri bAt it nhiém khuén nao.

Khéng nén pha loang thuée hoic ding lam nén cho viéc phdi hop véi cac thube khac.

Thubc nay c6 chira cetyl stearyl alcohol ¢6 thé gdy nhimg phan tmg da tai chd (nhu viém da
tiép xtc). AV
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Khéng sir dung thude nay trén tré so sinh cé vét thuong hé hodc viing da bi v& hodc ton thuong
16n (nhu bong).

Thude nay c6 chira sodium lauryl sulfat ¢6 thé gay ra cac phan tng trén da (nhu chdm chich
hodc rat), hodc lam ting cac phan img trén da do thube khac gy ra khi bdi cung trén 1 viing
da.

Str dung thude cho phu ni¥ cé thai va cho con bu

Sir dung thuéc cho phu niv cé thai

Noi ghi nhan tinh trang ctia phu nit mang thai sir dung aciclovir sau khi luu hanh trén thi truong
da tong hop dir liéu két qua & phu nit mang thai sir dung bat ki dang bao ché nao cua aciclovir.
Céc két qua ghi nhan khéng cho thiy su gia tang sd luong di tat bdm sinh gitta nhimng cé thé sir
dung aciclovir so sanh véi dan ) thong thuong, va bét ki ca di tat bdm sinh nao ciing khong
cho thdy tinh duy nhit hoiic mu nhét quan cho mdt nguyén nhén phé bién. Str dung aciclovir
toan than trong céc thir nghiém tiéu chuin duoc quédc té chip nhan khéng tao ra tac dung gy
doc cho té bao hodc gy quai thai & tho, chudt cdng hodc chudt nhit.

Trong mét thir nghiém khong tiéu chudn trén chudt, céc bt thuong ciia bao thai duge quan sét

thay nhung chi sau khi diing liéu dung liéu cao dudi da dén mic gay doc cho me. Su lién quan 08939
v€ mit 1am sang ctia nhitng phat hién nay 14 khong chac chan. NG TY
Viéc sir sung Hetavir chi nén dugc cén nhéc khi loi ich tiém nang 16n hon kha néng rui ro chua & PHAN
biét, tuy nhién, mic do phoi nhiém toan than khi boi Hetavir tai chd 14 rat thap. ) PHA
Pdc tinh thai STHANC
Két qua trong cac nghién ciru phi 14m sang quan sat thiy trén cac dbi twong phoi nhiém sir ﬁ

—_—

dung vuot qua lidu chi dinh ti da cho the’iy it lién quan dén viée stir dung trén 1am sang.

Phu ni¥ cho con bu

Dir liéu han ché trén ngudi cho thay thube c6 di vao sita me sau khi ding dudng toan than. Tuy
nhién lidu lugng ma tré b me nhén duge sau khi me sir dung Hetavir 1a khong dang ké.

Kha nang sinh sin

Khéng c6 théng tin vé& anh huéng cua aciclovir ddi voi kha nang sinh san ctia phu ni.

Trong mdt nghién ciru trén 20 bénh nhin nam c6 s lwong tinh tring binh thudng, aciclovir
duong udng duge ding véi lidu 1én dén 1g mdi ngay trong vong 6 thang da duoc chimg minh
la khong c6 anh huong dang ké vé mat 1am sang dbi véi sd luong, kha nang di chuyén hodc
hinh thai cta tinh tring.

Anh hwéng ciia thube 1én kha niing l4i xe, vin hanh may méc

Khong anh hudng.

Twong tac, twong ky ciia thude

Khéng c6 tuong tac co y nghia lam sang nao duoc xéc dinh.

Téc dung khong mong mudn ciaa thube

Quy wde sau day da duge sir dung dé phan loai cic tic dung khong mong mudn vé tan sudt: rat
thuong gép (ADR > 1/10), thuong gap (1/100 < ADR < 1/10), it gap (1/1000 < ADR < 1/100),
hiém gap (1/1000 < ADR < 1/10000), r4t hiém gip (ADR < 1/10000), khéng xéc dinh (khéng
thé ude tinh tan suét tir dir liéu c6 sin)

Réi logn hé thong mién dich

Rat hiém gap:
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- Phan g qua man tirc thi bao gdm phit mach va may day.
Réi loan da va mé dudi da
it gap:
- Cam gidc nong hodc cham chich thoang qua sau khi ding thube
- Da bi khd hodc bong tréc nhe
- Ngtra
Hiém gép:
- Ban do
- Viém da tiép xtc sau khi dung thude. Khi céc thir nghiém vé do nhay duoc tién hanh, cac chét
phén ing thuémg duge ching minh 1a thanh phan ciia kem hon 12 aciclovir.

Théng bdo cho bdc st nhitng tic dung khéng mong muén gip phai khi siv dung thuéc
Qua liéu va cach xik tri
Qué lidu s& khéng xay ra néu thube duoe si dung trén da nhu duge chi dinh. Tuy nhién viée
aciclovir uéng qué liéu ngdu nhién, 13p di lap lai trong vai ngay da din dén cdc tac dung trén
duomg tiéu héa (budn ndén va nén) va anh hudmg dén than kinh (nhie dau va 14 1an). Aciclovir
c6 thé tham tach bang thim phan mau.
Pac tinh dwogce lye hoc
Ma ATC: D06BB03
Nhom tic dung dwee Ij: Thude chbng virus
Aciclovir 1a mot chét khang virus c6 hoat tinh cao trong éng nghiém chéng lai virus Herpes
simplex (HSV) loai I va I va virus Varicella zoster. Doc tinh di véi té bao vat chu cia dong
vat ¢6 vi la thip.
Aciclovir dugc phosphoryl héa sau khi x4m nhdp vao céc té bao bi nhiém herpes thanh hop

chét c6 hoat tinh aciclovir triphosphat. Budgc dau tién cua qua trinh nay phu thugc vao su hién
dién cua thymidine kinase ma héa HSV. Aciclovir triphosphat trc ché su tong hop ADN va sy
nhén 1én cta virus bang cach e ché enzym ADN polymerase cing nhu su gén két vao ADN
clia virus, ma khéng anh huéng gi dén sy chuyén hoéa cuia té bao binh thuong.

DPic tinh dwge dong hoc

Céc nghién ciru duoc 1y cho thiy aciclovir duéi dang kem bbi da, néu dugc st dung lap di lai
nhiéu 1an trén da ciing chi gdy ra mét tac dung toan than khéng déng ké.

Quy cach déng goi: Tuyp 5g, 10g, 20g. Hop 1 tuyp

Bdo quéan: Bao quan trong bao bi kin, tranh 4m, tranh anh sang, nhiét do dudi 30°C.

Han dung: 36 thang ké tir ngay san xudt

Tiéu chuén chat lwgng: TCCS

Nha san xuét
cprciHN

Céng ty C6 phan Dwoc phdm CPC1 Ha Nbi
Cum cong nghiép Ha Binh Phuong, xd Vian Binh, huyén Thudng Tin, thanh phé Ha Noi



