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ACTIVE INGREDIENT: Each tablet contains: KEEP OUT OF REACH OF CHILDREN,
Acyclovir 800mg READ CAREFULLY ENCLOSED LEAFLET BEFORE USING
INDICATIONS, ADMINISTRATION, CONTRAINDICATIONS

AND OTHER INFORMATION: L& SX/ Lot No.:

Please see in the leaflet. "

STORAGE: Store in dry place, below 30°C NSX/ Mfg. Date'.

SPECIFICATION: Vietnamese Pharmacopoeia HSD/ Exp. Date:

@ Prescription medicine

TINFOACY 8

Acyclovir 800mg

Box 3 blisters of 10 tablets

GMP-WHO

THANH PHAN DUQC CHAT: M3i vién nén chira: DEXATAMTAY TRE EM, DOC KY HUONG DAN SU DUNG TRUGC KHI DUNG |
Acyclovir 800mg Co s& phan phéi: CONG TY CO PHANDUOC PHAMTINPHONG |
N A : : L6 B8-B10/D6, Khu D6 Thi Cau Gidy, Phuong Dich Vong, |
32'&2%3:23:’:(%?6"6 CHI BINH, mmess  Quan Cau Gidy, Thanh Phé Ha Néi, Viet Nam.
Xem trong to huéng dan st dung thuéc kém theo Co s& san xuat: CONG TY CO PHAN NGHIEN CU'U VA
BAO QUAN: Noi kho, nhiét do dudi 30°C M\ SAN XUAT DUQC PHAM MERACINE |
TIEU CHUAN: DBVN rperpsin_e Buong YPS, Khu Cong Nghiép Yén Phong, Xa Dong Phong, 1
SBK/ REG.NO: ™™ Huyén Yén Phong, Tinh Bac Ninh, Viét Nam. |

@ Thudc ké don

TINFOACY

Acyclovir 800mg

TINFOACY 800

Hop 3 vi x 10 vién nén

GMP-WHO
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Rx: Thuéc nay chi dung theo don thuéc

Vién nén

TINFOACY 800

D& xa tam tay tré em. Doc ky hutng dan strdung trutc khi ding

THANH PHAN:

M&i vién nén chira:

Thanh phan duoc chat: Acyclovir 800mg

Thanh phan té dugc: microcrystalline cellulose, lactose monohy-
drate, sodium starch glycolate, povidone K30, ethanol 96%,
magnesium stearate, talc.

DANG BAO CHE:

Vién nén, mau trang hodc gan nhurtréng, hinh bau duc, mét mat
vién c6 khac chir “GN", thanh va canh vién lanh Ian, khong sut
mé.

CHIDINH:
- Diéu tri nhiém virus herpes zoster (Zona) va varicella (thay dau)

CACH DUNG, LIEU DUNG:

Diéu tri bédng Acyclovir phai dugc bat dau cang sém cang 6t khi
€6 dau hiéu va triéu ching ctia bénh.

« Diéu trj Bénh thiy dau:

- Ngui Ion: 800 mg x 5 [an/ngay trong khoang 7 ngay, khoang
cach dung thudc Ia 4 git, bé qua khoang thai gian ban dém.

- Tré > 6 tudi: 800 mg x 4 [an/ngay, trong khoéng 5 ngay.

« Diéu trj Zona:

- Ngui Ién: 800 mg x 5 [an/ngay c6 thé trong khoang 7 ngay,
khodng cach dung thudc Ia 4 gio, b6 qua khoang théi gian ban
dém.

- Tré em: Chua c6 dirliéu nghién ciu vé viéc dung Acyclovir d&
diéu trj zona & tré em c6 hé mién dich binh thuting

+ Liéu ding cho ngudi suy than:

nén giam liéu ctia acyclovir & bénh nhan suy than tuy theo do
thanh thai creatinin (CC):

- CC >25: Khong can diéu chinh ligu

- CC tir10 — 25: 800mg/Ian céch nhau 8 gior

- CC < 10: 800mg/[an, cach nhau 12 gi.

CHONG CHI DINH:
Chong chi dinh véi nhimg ngudi man cam véi Acyclovir,
Valacyclovir hoc véi bat cir thanh phan ta duge nao ctia thudc.

CANH BAO VA THAN TRONG KHI DUNG THUGC:

- Acyclovir dugc dao thai qua than, do d6 lieu phai diu chinh ¢
bénh nhan suy than. Bénh nhén I6n tudi thutng suy giam chic
nang than va do d6 can diéu chinh liéu cho nhém bénh nhan nay.
Ca bénh nhan I6n tusi va bénh nhan suy than deu tang nguy co
téc dung phu gay doc than kinh va nén dugc theo dai can than
céc biéu hién cta tac dung phu. Cac phan mg nay nhin chung
déu c6 thé phuc hdi khi ngung diéu tr.

- Can cung cdp dd nudc cho nhimg bénh nhan dung Acyclovir
lidu cao (4g/ngay), dé tranh nguy co gay déc véi than.

- ThuGc c6 chia ta dugc lactose, can st dung than trong &
nhimg bénh nhan co tién str khdng dung nap galactose, thigu
hut men lactase hogc kém hap thu glucose - galactose, bénh
nhén bj dai thdo dutng.

SU’'DUNG THUGC CHO PHU NI C6 THAI VA CHO CON BU:
Khdng c6 nhing nghién ciu day dd va cé kiém soat trén phu niy
c6 thai. Chi nén diing Acyclovir cho phu nirmang thai khiloi ich
diéu trj I6n hon so véi nguy co cho thai nhi.

Thudc dugc bai tiét qua sra me khi diing dutng udng. Nén than
trong khi dung thudc déi véi phu nir dang cho con bu.

ANH HUGNG CUA THUGC LEN KHA NANG LAI XE, VAN HANH
MAY MOc:

Tinh trang lam sang cta bénh nhan va tac dung phu cua
Acyclovir can dugc luu y khi xem xét kha nang l3i xe hodc van
hanh may méc ctia bénh nhan.

Butng dung cda Acyclovir c6 thé ¢6 lién quan dén tac dung phu
nhu budn ngu, ngti ga (thung gap & bénh nhan dung liéu cao
hodc suy giam chirc nang than); bénh nhan nén chéc chin rang

ho khéng bj anh hudng trudc khi lai xe hogic van hanh may méc.

Hién van chua c6 nghién ciu dé danh gia anh hutng cta
Acyclovir Ién kha nang l4i xe va van hanh may méc. Hon nira,
tac dung phu Ién céc hoat dong nay khéng thé du doan dugc
dua vao tinh chat dugc ly cia hoat chat.

TUONG TAC, TUONG KY CUA THUGC:

Acyclovir dugc thai trir cht yéu qua nudc tigu dusi dang khong
bién dgi thong qua hoat dong bai tiét & ong than. Bat ky loai
thuGc diing dong théi nao canh tranh véi co ché nay déu cé the
lam tang ndng d§ Acyclovir trong mau.

- Probenecid va cimetidin lam tang AUC ctia Acyclovir bang co
ché& nay, va lam gidm db thanh thai ctia Acyclovir. Viéc diéu
chinh liéu thutng la khdng can thiét vi khoang dieu tri rong cla
Acyclovir.

- Mycophenolat mofetil: Lam tdng AUC ctia Acyclovir va chat
chuyén héa khong con hoat tinh cta Mycophenolat mofetil,
mot thudc (e ché mién dich dung cho cac bénh nhan cay ghép,
da dugc chimg minh khi diing ddng thi hai thudc. Tuy nhién,
khéng can thiét phai dieu chinh ligu vi chi s8 digu tri rong ctia
Acyclovir.

- Ciclosporin: Hién da c6 mét s6 lugng nhé cac bénh nhan cay
ghép c6 dau hiéu tang néng dd Ciclosporin va doc tinh trén
than khi diing déng thai véi Acyclovir. Chiic nang than can dugc
theo dai chat ché & bénh nhan dung dong théi hai loai thuéc
nay.

- Duing dong thai Zidovudin va Acyclovir c6 thé gay trang théi
ngu lim va lo mo.

- Acyclovir c6 th& lam tang nong do theophyllin trong huyét
thanh.

TAC DUNG KHONG MONG MUGN CUA THUGC:

Céc loai tan suat lién quan dén céc tac dung phu dudi day la
udc tinh. Trong hau hét cac truing hop, dir liéu thich hop dé
danh gia ty Ié mac phai la khdng c6 san. Hon nira, ty 1& mac phai
clia céc tac dung phu c6 thé thay déi phu thudc vao chi dinh.
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Quy udc duti day dugc strdung dé phan loai cac tac dung phu
theo tan suat gap:

Rat thuting gap (ADR = 1/10), thubing gap(1/10 >ADR= 1/100), it
gap (1/100 > ADR = 1/1000), hiém gap (1/1000 > ADR =1 / 10000
), rét hiém g&p (ADR<1 / 10000), chua biét (khng thé du doan tir
cac dirliéu dang co).

Roi loan mau va hé bach huyét: Rat hiém gap: Thiéu méu, giam
bach cau, giam tiéu cau.

RGi loan hé mién djch: Hiém gap: Soc phan vé.

R6i loan hé than kinh va tam than:

- Thudng gép: dau dau, chéng mat

- R&t hiém gap: Céc phan (g than kinh c6 hoi phuc bao gom:
kich dong, bai rdi, run, mat diéu hoa, loan van ngén, 4o giac, cac
triéu chimg loan than kinh, co giat, ngt ga, bénh nao, hon mé va
kho chiu.

Cac triéu chimg trén thuding 1a c6 hdi phuc va dugc béo cdo &
bénh nhan dung liéu cao Acyclovir (thutng Ia tiém tinh mach)
suy than hodc c6 cac yéu t§ anh hugng khéc. Acyclovir can dugc
dung than trong & nhimg bénh nhan c6 bat thuong vé than kinh
co.

Rai loan hé hap, léng ngut va trung that: Hiém gap: khé thd

R6i loan tiéu hoa:

Thuting gap: Budn non, ndn, tiéu chay, dau bung

Réi loan & gan:

- Hiém gap: tang bilirubin va men gan c6 hbi phuc

- Rat hiém g3p: viém gan, vang da

R6i loan 6 da va cac mé duti da:

- Thudng gép: Ng(ra, phat ban (bao gom nhay cam véi anh sang)
- it g8p: may day, tang t6c db rung toc lan toa.

Tang t6c do rung tc lan tda c6 lién quan véi mot loat cac qua
trinh bénh va thudc; sur lién quan cua tac dung phu nay va viéc
diéu tri bang Acyclovir la khéng chac chin

- Hiém gap: phit mach, héng ban da dang, hoi chung Stevens
Johnson, hoai ttrbiéu bi gay doc.

RGi loan than, tiét niéu:

- Hiém g&p: Tang uré va creatinin mau.

- Rat hiém gap: Suy than cap, dau than

Dau thén cé thé dugc két hgp véi suy than

- Chua biét dén: Suy than.

Suy than la thudng hti phuc nhung cé thé tién trién dén suy than
cap.

Réi loan chung: Thuding gap : S6t, mét moi

Thdng bdo ngay cho bac sy hodc dugc sy nhing phan img c6 hai
94p phai khi str dung thuéc.

QUALIEU VA CACH XU TRf:

Qua liéu:

Acyclovir dugc hap thu mdt phan qua dutng tiéu héa. Nhimg
bénh nhan dung qua liéu t6i 20 gam Acyclovir trong 1 fan udng,
thudng khéng cé dgc tinh. Déi khi, I3p lai surqué lidu trong nhiéu
ngay co lién quan téi tac dung phu trén duong tiéu héa (nhu
budn ndn va nén) va anh hudng trén than kinh (dau dau va réi
loan chic nang).

Cach xrtri:

Bénh nhén can dugc theo dbi sét cac dau hiu ngo doc. Tham
phén mau c6 thé loai bé dang k& Acyclovir tir méau va do d6 ¢
thé diéu trj cac triéu ching qua lisu.

Ma ATC: JO5ABO1
Acyclovir [a mét tac nhan kh v
chéng lai virus Herpes simplex (HSV) 10aFF=va virus Varicella
zoster. Doc tinh t6i t€ bao vat chd dong vat cé va la thap.
Acyclovir la mét chat tuong ty nucleosid (acycloguanosin), c6
tac dung chon loc trén t€ bao nhiém virus Herpes. D& c6 tac dung
Acyclovir phai dugc phosphoryl héa thanh dang c6 hoat tinh la
Acyclovir triphosphat. & chiing dau, Acyclovir dutc chuyén thanh
Acyclovir monophosphat nhaenzym ctia virus la thymidinkinase,
sau d6 chuyén tiép thanh Acyclovir diphosphat va triphosphat
bdi mot s enzym khéc clia té bao. Acyclovir triphosphat tt ché
tong hop DNA cta virus va sunhan [én ctia virus ma khong anh
hutng gi dén chuyén héa ctia t€ bao binh thutng.

Téc dung cda Acyclovir manh nhat trén virus Herpes simplex typ
1 (HSV - 1) va kém hon & virus Herpes simplex typ 2 (HSV - 2),
virus Varicella zoster (VZV), tac dung y&u nhat trén cytomegalovi-
rus (CMV).

DAC TINH DUQC PONG HOC:

Acyclovir hap thu cham va kém qua dutng tiéu hda va thoi gian
dé dat nong dd dinh sau khi udng tir1,5-2 gidr. Vi chi dinh da ligu,
ndng do 8n dinh trong huyét tuong dat dugc vao ngay tiép theo.
Sinh kha dung cda Acyclovir 14 13-21% va giam xudng khi liéu
tang.

& nguti bénh trudng thanh c6 chic nang than binh thudng, thoi
gian ban thai trong huyét tuong la 3,3 gio.

Acyclovir dugc phan bd trong cac md va dich co thé nhut nao,
than, phai, gan, lach, tr cung, niém mac am dao, dich am dao,
dich nao tly va dich mun nutc do Herpes. Nong dé trong than va
phai cao gap 10-13 fan so véi nng dd trong huyét tuong sau khi
diéu tri da liéu va 25-70% nong db trong huyét tuong dugce tim
thy trong nao, tly sdng, dich nao tuy.

Acyclovir di vao sita me va ndng d¢ trong sira me c6 thé cao hon
3 - 4 [an trong huyét thanh. Thudc dugc chuyén héa mét phan
qua gan thanh 9-carboxy-methoxymethylguanin (CMMG) va
mot lugng nhé 8-hydroxy-9-(2-hydroxyethoxymethyl)guanin.
Acyclovir ton tai kéo dai trong huyét tuong bénh nhan suy thanva
thdi gian bén thai trong huyét tuong bénh nhan suy than giai
doan cudi [ 19,5 gid.

Acyclovir dugc thi trir chi yéu qua nutc tiéu dudi dang khong
d8i qua loc cau than va bai tiét 6ng than. Khoang 2% tdng liéu
thai trir qua phan. Acyclovir dugc thai trir nhanh bang phuong
phap thdm phan mau.

QUY CACH DONG GOI: Hop 3 vi nhdm-nhom x 10 vién.
DIEU KIEN BAO QUAN: Noi khd, nhiét do dusi 30°C.
HAN DUNG: 36 thang k& tirngay san xuat.

TIEU CHUAN CHAT LUQONG CUA THUGC: DBVN

Co sd san xuat:

CONG TY CG PHAN NGHIEN CUU VA SAN XUAT

DUQC PHAM MERACINE

Budng YP6, Khu Cong Nghiép Yén Phong, Xa Dbong Phong,
Huyén Yén Phong, Tinh Bac Ninh, Viét Nam.
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Cao so phan phéi:

CONG TY C6 PHAN DUQC PHAM TIN PHONG

L6 B8-B10/D6, Khu D6 Thi Cau Gidy, Phuting Dich
Vong, Quan Cau Gidy, Thanh Phd Ha Néi, Viét Nam.
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