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_ AGIO PHARMACEUTICALS LTD.
AGIO ARTWORK OF CARTON
NOTE : Batch details required in format as below:

Batch No. : XXXXXX

Mfg. Date : DD/MM/YYYY

Exp. Date : DD/MM/YYYY
Composition:
Each uncoated tablet contains:
Aciclovir BP 800 mg _—

s See Pack Insert for Indications,
Excipients 5.5 Cg?ﬂraa}gd&cralast%ns er gt};zar :g?osrmation. 8
Dosage:
As directed by the physician. M.L.No.: PD-163 (e o)
Storage: ey g oz
Store below 30°C in a dry place. % ﬁ;ﬂ?@%@&ﬁ%’%m —
en Road, pool,
KEEP OUT OF REACH OF gﬁ Plant T 82,H 1D, B, >
cHlLDREN‘ AG I D Pune 411026, Maharashira State, India. 6
™ <
Batch No. :
Serial No. :
Mfg. Date :
; 1 x 10 Tablets
Rx Thuoc ké don
ACICLOVIR TABLETS BP
ge— A T T < Cutforeasy pening
- SPK: XX-XXXXX-XX K

cm diing, Ching chi dinh v cdc thing tin khde: Xem & huimg din si
huoe kém theo,

LSX, NSX, HD: Xem "Batch No.", "Mfg. Date", FpDL trén bao bi.

Bnnq Bao quan & nhiét di dum 30°C & mari Lhn luo
Dye ki hurimg dan sie dung trude khi ding. Dé xa tam tay tré em.
DNNK: .

E (01) 10 mm g
sl — 3
= (=]

£l @ g %
ERN

<« >
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2D barcode along with details of
GTIN, Exp. Date, Batch No., Serial No.
& Mfg. Date will be printed at the
time of manufacturing.




https://trungtamthuoc.com/

AGIO PHARMACEUTICALS LTD.

AGIO ARTWORK OF FOIL

Batch details will be overprinted as per below:
Batch No. : XXXXXX

Mfg. Date : DD/MM/YYYY 4
Exp. Date : DD/MM/YYYY AGIVIR 800
ACICLOVIR TABLETS BP
Composition: KEEP QUT OF REACH OF CHILDREN. o
AG IVI R 800 Each uncoated tablet contains: &
Aciclovir BP 800 mg b oxd
it M. L. No.: PD-163 x=
ACICLOVIR TABLETS BP Excipnts as 52
Dosage: NoID BHARMAZEUTCALS LTD. %8
As directed by the physician. Hes milandy \Sr;ﬂ;slrml"sla\e e
Composition: ) KEEP OUT OF REACH OF CHILDREN, Storage: AN Mmie000TE o S e
Eg;?u:';cg;ted tablet ngéa:;: —»ERP CODE Store below 30°C in a dry place AG [ 110 Metermehics Sl . ks i
Exclplents as ML No;PD-163 @ =
Dosage: D PHARMALEUTICALS LTD.
As directed by the physician. aﬁ Bf"’fm"ffggg;,:;ﬁ;f"ﬁ AG IVI R 800
Storage: | Plant Tl 82 MIDC. ACICLOVIR TABLETS BP
Store below 30°C in a dl'y' p‘aﬂe AG |D Pune 411026 Maharashira S1PAE 'India.
Composition: KEEP QUT OF REACH OF CHILDREN.

Print repeat

Exp. Date : DD/MMYYYY

Actual blister

DIE)V "90e(d Kip B Ul D,0€ MOjag 2I0jS

AGIVIR 800
BRPUI 740 Db fEquIny
a3 .E.‘Ei';?.ﬁfﬁsﬁ“&”«i el “uershud a) Aq papap sy
ACICLOVIR TABLETS BP T e sabesog
AT ‘sb sjuaidioxg
£91-0d 7ON W 6 008 o
Composition: KEEP QUT OF REACH OF CHILDREN. 'SUIBJUOD Ja|qe) pajeoaun yoe3
Each uncoated tablet contains: "NINOTHI 40 HOVIH 40 1NO d33IH :uoiysodwo)
Aciclovir BP 800 mg
Excipients qs. M. L. No.: PD-163
Dosage: :&TO PHARMACEUTICALS LTD. da SJ.H-IEVJ. H|AO-|3|DV
H.0. A-38, Nandjyot Industrial E!iare

As directed by the physician.

Kuala-Andheri Road, Safedpos
Mumbal-400 072. Indic

Storage: S| Pt T892, 110C, Bross

Store below 30°C in a dry place. AG 1

i,
Pune 411026 Maharashira State, Indiz,

008 AUIAIOY

CIISV ‘a0e(d K1p B Ul 9,08 Mojaqg 210jS

EpY 'SE5 BZDLLY Bung
A IVI R VRSOUE YO 78 1B e :abeio)g
“BIBU| 2.0 00b-EquIng
G 800 ) Qf e oy fa pasasp sy
ACICLOVIR TABLETS BP “an s o abesog
-Qd FON1* 'sb sjuaidioxg
N €91-Qd “ON ' B 008 TRy
_Cgmposﬂlun: KEEP U_I_JLOF REACH OF CHILDREN. 'SUIBJUOD 3|} Pajenaun yoeg
E:{::TotﬁcggtEd L cg&t)a;];: "NIYATHOI 40 HOY3Y 40 LNO d33N suopysodwo)
Excipients 5. M. L. No.: PD-163
Dosage: \ :;Tgr;mr::ésuncusm dd 31319VJ. H|AO-|3|OV
As directed by the physician. - A PhLt S HOEIE e Eirhy
Storage: P AANEEEr o 008 dIAIDY
g i, India.

Store below 30°Cinadry place. AGIO

DISV ‘90e(d AIp B Ul D,0€ MOjag 8I0l5

AGIVIR 800 ek -
nodl)np!s nlgnzé(ixgm;z“:;;\v .

“24e1S3 [PUSPU 1040UBN ‘G5 " OH uenisiyd au) g P3P Sy

ACICLOVIR TABLETS BP TSI oY abesog

e ‘sb sjuaidioxg

IR T B pog dg A0

Compasition: KEEP QUT OF REACH OF CHILDREN. ‘sUIBJU0 J8|q8) palenaun yoeg

Each uncoated tablet contains: "NIYOTIHI 40 HOVIY 40 1NO d33M :uoisodwo)
Aciclovir BP 800 mg J
Excipients 9.8 M. L. No.: PD-163
Manufactured by:
Dosage: s dg S1318V1 "IAOTOI0V

AGID PHARMACEUTICALS LTD.
H.0- A-38, Nandjyot Industrial Estate,
Kurle-Andher Road, Safedgos,
Mumba-400 072, Indlia

WS | Plant T-81, 82, M1D.C. Bhosa

As directed by the physician.

Storage:
Store below 30°Cinadry place. AGIO

Pune 411026 Maharashira SIME 'India,
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008 AUIAIOY
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& AGIO PHARMACEUTICALS LTD.
AGIO ARTWORK OF CARTON

NOTE : Batch details required in format as below:
Batch No. : XXXXXX
Mfg. Date : DD/IMM/YYYY
Exp. Date : DD/MM/YYYY

2 x 5 Tablets

AGIVIR 800
ACICLOVIR TABLETS BP

Rx Thube ké don

AGIVIR 800

it legng. B
Chi dinh, Cich dimng, l'llfmg hi djnh bh wie lhﬁ tln H!ﬁ.c Kem vir husimg dan s
iun thuie kém theo.
bK. NSX. HD: Xem "Bawch No.". "Mfe. Date
Bio quin o o nhis 4 dwti 30°C & noj _7.'10
fung sreciie khi ding, Dé

AGIVIR 800

e Composition : Storage : —
Each uncoated tablet confains : Store below 30°C in a dry place.
Bcciow Bp 800 mg KEEP OUT OF REACH OF CHILDREN.
Excipients q.5s.

See Pack Insert for Indications,
Dosage : Contraindications & Other information.

As directed by the physician. Mfg. Lic. No.; PD-163 e

: 2 x 5 Tablets
Rx Thudic ké don

AGIVIR 800
ACICLOVIR TABLETS BP

m //
o { .
s B | <@ Cutfor easy opening
E \\_
Manufactured in India by / San xufit tai An D§, béi:
\ AGIO PMRMM:EUTIDALS L.
,@ H.0.: A-38, Nandjyot Industrial Estate, Kuda-Andhen Roed,
. ﬁmﬂpfel l;l:m’:al-;m E;oels: Fung 41102 Maarashiva
ACGIO =
L
GTIN T
Exp. Date :
Batch No. :
Serial No. :
Mfg. Date :
— //__7__7__,
E (01) 10 mm N
||t  pkee |3
= 1 ]
2| | E g
Eo 1)
e Ll

52 mm

2D barcode along with details of GTIN, Exp. Date (dd/mm/yyyy),
Batch No., Serial No. & Mfg. Date (dd/mm/yyyy) will be printed
at the time of manufacturing.
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AGIO PHARMACEUTICALS LTD.

AGIO

ARTWORK OF FOIL

Batch details will be overprinted as per below:
Batch No. : XXXXXX

Mfg. Date : DD/MM/YYYY
Exp. Date : DD/MM/YYYY

AGIVIR 800

ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains :

Aciclovir BP 800 mg

Excipients gs.

Dosage : As directed by the physician,
Storage : Store below 30°C in a dry place.
KEEP OUT OF REACH OF CHILDREN.
Mfg. Lic. No.: PD-163

u H
AGIO PHARMACEUTICALS LTD.

O 438, Narddyut lcusiee Eslale, Kerta-Andhar
Fnad. Safedpool, Mumce-400 072 I

Plank: T41, £, 0., Bhwosar, Puna 411026

AGIO st iz hda

ERP CODE

Print repeat

AGIVIR 800
ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains ;

Aciclovir BP 800 mg

Excipients q.5.

Dosage : As direcled by the physician.
Storage : Stare below 30°C in a dry place.
KEEP OUT OF REACH OF CHILDREN.
Mfg. Lic. No.: PD-163

Wastacturlby
ABI0 PRARMATEUTICALS LTD

HIO. A3, Handfo s Estle. K-S
Fosd, Sabicpec, Minbad20 72 et

Flark 751,12 M1 D.. Brosa,Pune 411225
O stersstia S, Ind

AGIVIR 800
ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains :
Aciclovir BP 800 mg
Excipients a8

Dosage : As directed by the physician.
Storage : Store below 30°C in a dry place.
KEEP OUT OF REACH OF CHILDREN.
Mfg. Lic. No.: PD-163

P Sk O £

THL i, MID.C, Brosari, Pue 411008

Flant:
AGIO Mabmashira s, I

Wansfachured by
ABI0 PAARNACEUTICALS LTD.

AGIVIR 800
ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains :

Aciclovir BP 800 mg

Excipients q5

Dosage : As directed by the physician,
Storage : Store below 30°C in a dry place
KEEP QUT OF REACH OF CHILDREN.
Mfg. Lic. No.: PD-163

Marsifoctured by |

AGIO PHARNACEUTICALS LTD.

HO..A-58, Nandt! ndusirial EState. Kuna-Anane
o, Satdpod, MumbaHa00 072. rda

=1 Pant TE1, B2 MLD.C., Bhosan, Punz 411006

AGIO varerastira s, s
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AGIVIR 800
ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains :
Aciclovir BP
Excipients q8.

Dosage : As directed by the physician.
Storage : Store below 30°C in a dry place.
KEEP OUT OF REACH OF CHILDREN,
Mfg. Lic. No.: PD-163

800 mg

Rean, Saledconl Murbai00 672 India
Plsnt 141,32, WAD.G., Bhaser. Pune #1105

AGIO tstarsshra Sis, inda

AGIVIR 800
ACICLOVIR TABLETS BP

Composition :
Each uncoated tablet contains :
Aciclovir BP

800 mg

N Excipients a5,

- XHXHXX

Mfg. Date : DD/MMAYYYY
Exp. Date : DDIMM/YYYY

Batch No.

AGIVIR 800
ACICLOVIR TABLETS BP
Composition :

Each uncoated tablet contains ;
Aciclovir BP 800 mg

Excipients q.5.

Dosage : As direcled by the physician.
Storage : Store below 30°C in a dry place.
KEEP OUT OF REACH OF CHILDREN.
Mig. Lic. No.: PD-163

AGIVIR 800
ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains ©

Aciclovir BP 800 mg

Excipients q8.

Dosage : As direcied by the physician.

Storage : Store below 30°C in a dry place.

KEEP OUT OF REACH OF CHILDREN.

Mig. Lic. No.: PD-163

Mansfactured by

AGI0 PHARMACELITICALS LTD.

0. 438, Harspyol Imusirial Etafe, Kustastncher
MyrrhaidZ0) 072, I

Flant T81, k% MIDC, Bresar, Pune 41108
AGIO Mawashira s, India

AGIVIR 800
ACICLOVIR TABLETS BP

Composition :

Each uncoated tablet contains

Aciclovir BP 800 mg

Excipients q5.

Dosage : As directed by the physician.
Storage : Store below 30°C in a dry place
KEEP OUT OF REACH OF CHILDREN,
Mfg. Lic. No.: PD-163

Wamstactured by :

AGI0 PHARNAGEUTICALS LTD,

. A3, Nendtl I st Ectte, Krtg-hacher
P, Sakchce, MINAHIC0 072. I

FRarE 761, B2, ML, Bnossil. Pune 41425

AGIO worarastira s, s
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AGIO PHARMACEUTICALS LTD.

ARTWORK OF PACK INSERT

Rx Thuée nay chi dimg theo don thuce
AGIVIR 800
Dé xa tam say iré em
Do k7 Iedng dan sue dung triede khi ding

THANHPHAN C
Thanh phan hoat char: Aciclovir BP 800 mg

Thanh phdn ta degre: Caleium hydrogen phosphate (dibasic calcium phosphate), maize starch, sodium
lauryl sulphate, purified tale, sodium starch glycolate (type C), magnesium stearate.

HU'C: Mai vién nén khang bao chira:

DANG BAO CHE: Vién nénkhéng bao. o \ ‘
M3 ta: Vién nén khéng bao hinh thudn dai, mau tring dén tring ngd, hai mit 161, mot mir c6 khic rinh va
miitcon lai tron.

CHIDINH .

Vién nén aciclovir duge chi dinh dé di¢u trj myn rjp sinh dye do virus Herpes simplex tién phét va tai
phat, bénh thuy déu do virus Varicella zoster. bénh zona (giti leo) do virus Herpes zoster gay ra. ke ca &
binh nhan suy giam micn dich. Thuoe cling dwee s dung d¢ dicu tr tinh trang giam nhiém tring do
Varicella zoster {thiy dau) néu globulin mién dich varicella zoster khong duge chi djnh.

CACHDUNG VA LIEUDUNG

Ciich dimng .

Ding durdmg u("m\g, Cd thé phin tin vién nén aciclovir trong 50 ml nuée hode udng ci vién vii mt it

nude. Pam bao rang bénh nhin dimg aciclovir licu cao phai udng di mrde

Cd thé ding chung vai thire an.

Lituding

Mun m sinh dye do virus Herpes simplex tién phit va tai phat

0 : 800 mg x 3 lan/ngay trong 2 ngay, hoac lidu 200 mg x 5 lin:ngay trong 5 ngay, hodc lidu 400

mgay tmng? -5 ngay.

Bénh thay diu do virus Vanceﬂa zoster, bgnh sona (gidileo) do virus Herpes zoster

Tre6-11 tuoi EOUmgx‘ll&n ngiy trong 5 ngay.

Tré 12-17 tudi: B00 mg x 5 n/ngay trong 7 ngéy.

Nguwdi lon: B00mg x 5 linngay trong 7 ngay.

Bénh zona (gidgi leo) do vires Herpes zoster o bfnh nhin suy gidm mlénd{ch

Tré6-11 di: 800 mg x 4 lin:ngay tiép tye trong 2 ngdy sau khi déng vay cac ton thuong.

Tré 12-17 tudi: 800 mg x 5 lin tiép tue trong 2 ngay sau khi dong viy cic ton thuong.

Ngrdvi lém: 800 mg x 5 Lin ngi tiép tuc trong 2 ngdry sau khi déng vay cac tén thirong.

Biéu trj tinh trang giam nhiém trimg do Varicella zoster (thuy diiu) néu globulin mién djch varicella

zoster khing duge chi dj

Tréem: 10 mgke x 4 lin/ngiy trong 7 ngay, bit ddu 1 win sau phari nhiém

Ngrdvi lém: 10 mgkg x 4 lan/ngdy trong 7ngiy, bét diu | tudin sau phoi n

Liéu diing cho  bénde nhdn cao uoi

Nénxem xe[ dén kha nang suy thin & ngwdi cao twdi va nén didu chinh lidu cho phi hop. Chn cho ngwei

cao tudi ubng di nwde khi ding aciclovir lidu cao.

L{zn ditng clo bénh nhdn suy thin .

Can thdn trong khi ding aciclovir cho b¢nh nhin bj suy giam chirc nang than. Can duy tri lwong nude

day da.

Trong dléu ln nh]em herpes Zoster, Kkhuyén cio diéu chinh liéu 800 mg aciclovir 2 liningay. khoing
1 vén bénh nhin suy thin ning (46 thanh thai creatinine dudi 10 ml:phit)

va 800 mg aciclovir * 3 lin/ngay, khoang cich giira cac lidu 13 8 giér d6i vai bénh nhin suy thin trung

binh (d¢ thanh thai creatinine trong khoang 10-235 mlphut).

CHONG CHI DINH 5 : i
Ngrdri bénh cd tién sir dj img vii acielovirhode valaciclovir hode bit ky thanh phéan ndo ctia thude.

CANHBAO VA THAN TRONG KHI DUNG THUOC

Cén phai duy tri luong nuée diy du cho bénh nhin uéng aciclovirliéu cao.
Nguy co gdy suy thin ting 1én khi sir dung thude dnng&lhm v céc thude giy déc cho than khac
Sirdung cho bénh nhin suy thin va & nguivi cao tudi

Aciclovir duge thai trir bang cich thanh thai qua thin, do dé phai didu chlnh liéu @ bénh nhin s 5
Ngmﬁl cao tudi, chire nang thin bi suy giam do d6 can phai diéu chinh liéu ¢ nhom bénh nhin niy. Ca
ngurdi cao tuoi vi bénh nhdn suy thin déu ¢ nguy co ting cac tie dung phu vé thin kinh va phai duge
theo dai chat ché dé tim bing chimg vé nhimg tic dung phy nay. Trong céc truimg hop da bao cdo,
nhitng tic dung phy niy thiémg c6 thé héi phye khi ngimg diéu tri.

Cac dot didu tri biing aciclovir kéo dai hofic 13p di 1p lai & nhiing ngwin bj suy giam mién dich nghiém
trong c6 thé diin dén cdc virus giam nhay cam véi thude va bénh nhan cd thé khang dap (mg vii didu tri
bang aciclovir,

Tinh trang cung cfip nuie
Clnthan rong dé duy tri lwong nude ddy dis émhimg bénh nhan duug aciclovir li¢u eao,

Dit liéu hién ¢6 tr eic nghién ciru lam sang 14 khongd’u de kel ludn diu tri biing aciclovir lam giam1y 1¢
bién chimg lién quan dén thity dau o bénh nhan suy giam mién dich.

Tréem

Aciclovir dwomg ubng chi nén ding che tré em chi yéu dé didu i nhiém virus HSV & da va niém mac
khéng nghiém trong. De diéu tr nhidm HSV & ré so sinh va nhiém HSV nghiém trong & tré suy giam
micn dich nén ding aciclovir dudmg liém finh mach.

SUDUNG THUOC CHO PHU NU'COTHAI VA CHO CON BU

Phu nircd thai

Viée str dung aciclovir chi nén dugce ein nhic khi loi ich mang lai 16n hon nhiéu kha niing giiy rii ro cho
thai nhi. Trong qui trinh hwu hinh th ude dii ghi nhin ¢é trirémg hop phu ni sau khi dimg bt ky dang béo
ché ndo ctia aciclovir vin mang thai duge. Céc trudmg hop ding ky nghién etu cho thiy noi chung 90
lugng di tt bam sinh khong ting Lén & cic déi fugng sirdung aciclovir so véi ngu'cu binh thuéng, va bit
ky di tit bam sinh ciing cho lhay khéng cdsw théng nhét dé dua ra ld do mot nguyén nhin chung.

Trong cic thir nghiém theo tiéu chuan quéc té, dung aciclovirtoin thin khéng gay ra tic dong ¢6 hai cho
phoi hodc qudi thai & tho, chugt cong, chugt nhat, Trong mét thir nghiém khéng theo tigu chudn dchudt,
da thity c6 cac bt thuémg véi thai nhi nhung chi véi truimg hvp sau khi tiém dudi da liéu cao va da gay
rade tinh cho me. Surlien quan lam sang cuia nhﬂ'ng phathign niy la chua chicchiin.

Tuy nhién, cin thin trong bing cach cin nhic gitra lot ich mang lai va nguy co o6 thé xay ra véi thai nhi.
Phy nir cho con ba

Sau khi udng aciclovir 200 mg x 5 1an mt ngiy, aciclovir da xu-n hign trong sira mg vai nnng,du dao
dong tir 0.6 dén 4,1 1én so véi ndng 4o trong huyét tromg. Mire ndng d nay co kha niing khién tré bit mg
phai hip thu aciclovir 1&n t&i 0,3 mgikgingay. Do a6, nén i thén trong khi dang aciclovir cho phy nir cho
conbii.

Khi niing sinh sin

Khong 6 théng tin vé tic dung cua aciclovir d6i vai kha nang sinh san cia ngwdi. Tmng mol nghlcn
ctru trén 20 bénh nhan nam ed sé luong tinh tring binh thirémg, aciclovir dung dudng uong véi licu i
g mdi ngiy trong vong sdu thing di chimg minh 14 khéng ¢6 tac dung dang k& ve miit 1am sing doi v
tinh tring vé 6 lwgng, khd nang vin dong hodc hinh thai,

ANH HUONG CUATHUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC

Hién vin chua ¢6 nghién citu cho thiy anh hwong cua aciclovir lén kha nang lai xe va vin hinh méy
mac. Khong thé dy dodn tac dung khéng mong muon lén cic hoat déng nay L duge tinh eia hoat chit,
nhung phai luu ¥ nhimg tic dung khéing mong mudn cua thudc.

Visirdung aciclovir déi khi lién quan dén budn ngu (thudomg o b¢nh nhin dung liéu cao hoic suy thin),
nén dam bio ring bénh nhin ho khang bj anh hudng trude khi 1 xe hoflc vin hinh may moc

TUONG TAC, TUONG KY CUATHUOC

Aclclovlr duge thai trir chu véu & dang khong bién doi qua nude tiéu nhér bai tidt o dng thin, Bit ki logi
thube ndo dung ddng thid ma ciing thai i biing co ¢hé nay ¢ th lim ting nong d6 aciclovir trong
huyét wong. Probenecid va cimetidine lim ting AUC cia aciclovir theo co ché nay, va lam gidm do
thanh thai cua aciclovir qua thin. Tuong trda ¢d chimg minh ring AUC cua aciclovir trong huyét fwong
tan} 1én vA AUC cuia chit chuyén héa khong con hoat tinh ciia mycophenolate mofetil, mgt thude irc ché
mien dich dirge s dung & bénh nhin cny ghép cling ting 1én khi ding ddng thisi 2 thude nay. Tuy nhién,
khﬁng\,andléuthmh licu vi khoang dicu tri cua aciclovirrdng. .
Mgt nghién ciru thue nghiém trén 5 nam gidi chi ra ring dicu try dong then v acielovir lim tang tong
AUC ciatheophylline 1én khoang 50%. Nén kiém tranong dé trong huyét turong khi ding dong thii vai
aciclovir.

TACDUNG KHONG MONG MUON CUATHUOC

Céc tAn sudt lién quan dén tic dyng phy duge wéc tinh nhy dudi day. Vi hiu hét cac dirligu phi hop dé
udc tinh ty 1§ ap plm tac dung phy 14 khéng c6 sin. Ngodi ra, cac tic dung phu e6 thé khic nhau vé 1y 1§
oap phai tiy thuge vao chidinh,

Quy wdre sau day duge sir dung dé phin logi vé tin sudt gap phai tac dung khéng mong mudn: Rat thudmg
23p (= 1110), Thuong gap (> 1100 va< 110, it gip (- 171000 va < 17100), Hiém gip (> 1710000 va <
11000), Rithiém gip (< 1410000),

Rm Joan mdu va hg bach huy
Rat hiém glp: Thuéuméu . gidm bach i, giam tiéu ciu

an hé {hrmg mién dich:

aap: Sbe phan vg.

ROT T tdim then va hé thin kinh:

Thuromg gip: Nhire diu, chong mit.

Rithiém gap: Kich déng, 16 ln, run, mét diéu hoa, loan vin ngén, do giac, triéu chimg loan thin, co gidt,
budn nga, bénhnio, hin mé. 5 g

Ciic tic dung phy trén thu&mg cdthé hoi phye va thudng dwgce bio cdo & bénh nhén suy thin

hoge ed kem theo ede yeu to anh hudng khie.

Roi logn ho hdp, long ngyec va trung thet:

ngm gap: Kho the.

Roilogn tiéu hia:

Th mmg gap: Buon nén, non, tiéu chay, dau bung,.

Thucmg eip: Ngua ndi min (bao gbm ea nhay cam véi nh sang).

it gip: May day, rung t6c lan toa nhanh 6¢ lan 16a nhanh 6 lién quan dén nhiéu bénh va nhicu
, mai lién hé cia hién twgng nay voi diéu tri biing aciclovir i chua chic chin,

gap: Phivmach.

Roi Toan thin v tiet nigu:

Hiém gip: Tang urd mdu va creatinine. . .

Ra}.hlcm gap: Suy thin Ldp dau thin. Dau thin ¢o thé lién quan dén suy thin va tinh thé nigu.

Raoilogn chung va igi
Thudmg gip: mét moi, sot.

QUALIEUVA CACH XU TRI

Trifu chimg va ddu higu

Aciclovir chi duge llzlpl humit phén & dwong tiéu hoa, Cé nhimg bénh nhin da unng quéliéulén i 20g
aciclovir trong mét lan, n}urng thirimg khong giip dde hai. Vo tinh, dimg qua litu aciclovir nhiéu lin
trong nhicu ngdy gdy ra cie tie dung phu trén dwdmg tiéu hoa (nhie budn non vanon) vi dnh huong dén
thén kinh (dau ddu va 16 1in).

Qui lidu aciclovirtiém tinh mach di diin den ting creatinine huye{ thanh, ting uré trong mén vi sau dé 1a
suy than. Tac dung phy trén thin kinh bao gom 14 1n, 4o gide, kich ddng, co gidt va hon mé da duge mé
takhi ding qué licu durdmg tiém tinh mach.

Xirtri -
Bénh nhén cin duge theo doi chit ché ca’c.diu higudgc tinh. Chay thin nhan tao tang cudmg ding ke vige
loai bo aciclovir khoi méu va do d6, cé the dwge coi 1 mét lyra chon dicu tri trong trudng hop qué lien cd
triéuching.

PACTINH DUGC LUCHQC

Nhom durgee Iy: Thuoe chang virus.

MAATC: J05ABOL.

Cochi tie dung .

Aciclovir 1 mdt purine nucleoside tong hop co tic dung ching lai virus herpes in vifra vit in vivo &
ngudn, bao gom ¢a virus herpes simplex. QHSV) loagi I va I1va virus varicella zoster (VZV),

Aciclovir fre ché ¢é tinh chon loc cao doi véi HSV I, HSV 11 va VZV. F.nz)'mc thymidine kinase (TK)
cta cde 1é bio binh thudmg, khong bi nhiém virus, khong st dung aciclovir ¢6 tac dung nhu mot co chit,
do dé déc tinh déi véi cée 1€ bio chira virus ciia ddng vit ¢6 vi i thip; tuy nhién, enzyme TK dugc hoat
hda bai HSV va VZV bién déi aciclovir thanh aciclovir monophosphate, mt chit twong tir nucleoside
duwge bién d6i thanh diphosphate va cudi cing thinh trip]wsp]ntc bai cic enzyme khdc cua t€ bao,
Agiclovir triphosphate tac déng vio ADN polymerase cua virus va irc che su sao chép ADN cua virus
bing cdeh két thie chudi Ling hop hop ADN khi aciclovir triphosphate gin vao ADN cua virus.

Cac dot diéu trj wvani aciclovir kéo dan hofdic 1ap di [dp lai & nhig ngudi by suy giam mién dich nghiém
trong ed thé din dén giam tinh nhay cam ci chon lpc doi vari mit 56 chung virus, didu nay cothé din dén
bénh nhin khong dap img khi lmp tue diéu trj voi aciclovir. Hau hét cac the ug,hugm lim sang ve giam do
nhay cim cia enzyme TK cia virus it duge tién hanh, ty nhién, eiing ¢6 bio cio vé tnromg hop cic
chimg virus thay doi enzyme TK hofic ADN polymerase bi biéndbi

Thir nghi¢m in virre vé HSV virus cé 1dp véi aciclovir eting ed thé din dén xudt hién cdc ching kém
nhay cim hon. Mbi lién hé gitra dd nhay cam dioe xdc dinh trong cic thir nghiém fr virro clia cic ching
virus HSV va dip (mg [am sing khi dié tri biing aciclovir i chwa 1o ring.

DAC TINH DUGC DONG HQC

Aciclovir chi dwge ]ng thu mét phén tir rugt. Néng d6 thudc trung binh trong huyét twong o trang thai & on
dinh (C_max) ding li¢u 200 mg sau 4 gitr 1a 3.1 microMol (0,7 microgams ml] va nong dé trong huyét
twong tuong duong (Cssmin) la 1,8 microMol (0.4 microgam/ml). Mire Cssmax tuong (ng 4 gid sau
khi ding cac liéu 400 mg va 800 mg 1a 5,3 microMol (1,2 microgam/ml) vi 8§ microMol (1.8
microgam;ml) va mire Cssmin twomg img 1a 2,7 microMol (0,6 microgam/ml) va 4 microMol (0,9
microgam:ml).

O ngurdri 16m, thiv gian bin thii cia aciclovir trong huyét tuomy sau khi ding dudny tinh mach la khodng
2,9 gitr. Hiu hét thude duge thai trir qua thin o dang khong bién ddi. P thanh thai qua thin cia aciclovir
Iom hon diing. ké so vai di thanh thai ciia creatinine, dleu dé cho thiy ngoai vige loe can thin vige bai tiét
& bng than ciing gép phin vao vige thai trir !huoc Chit chuyén hoa dang ké duy nhét cua acielovir 1d 9-
carbox}melhoxyme[hylgmmnme v n6 chiém khoang 10% dén 15% litu ding duoc bai tid qua e
ticu. Khi dang aciclovir mét gior sau khi ding probenecid von lieu 1 &, thén gian ban thai cudi ciung va
d|¢n tich dudi ﬁuo‘ngcong cua thum: trong huyét tromg dugc keo dailin gt 1a 18% va40%,

o] ngwdi 1dm, nong dédinh !wyel tuong trung binh o trang thai on dinh (C, max) mét gi& sau khi truyén
tinh mach vdi lieu 2,5 mgke, 5 mgkg va 10 mgkg twong (rng 1422,7 microMol (5.1 microgam/ml),
43.6 microMol (9.8 microgamiml) vi 92 microMol (20,7 microgam:ml). Nong dd thip nhit trung binh
(€, min) sau 7 gir lin lugt 13 2,2 microMol (0,5 microgam ml), 3,1 microMol (0,7 microgam/ml) va
10,2 microMol (2,3 mlcrobam ml). O tré em trén | tudi da cd ghi nhiin mire (C,_max) frung binh vi
(C_min) trung binh cling trong duong khi thay thé lidu 250 mg/m2 bing litu 5 mgkg va lhay thé lidu
500 mg/m2 bing liéu 10 mgkg. O tré so sinh va tré nho (0 dén 3 thing t udi) duge dicu trf vai ligu 10
mg ke truyén tinh mach trong khoang thixi gian mét gid e sau mdi & gid, C, max ghi nhin duoc 13 61,2
micromol (13,8 microgam:ml) va C min 14 10,1 micromol (2,3 microgam ml) Théi gian ban thii trong
hu\'el wong & nlu‘mg bénh nhin nay 1a 3.8 gio. Mot nhém tre so sinh ueng biét duge diéu trj vai lidu 15
mg/ kg cit sau mdi 8 giv cho thiy sy gia ting xdp xi vy 1¢ lidu, véi Cmax 1 83,5 micromol (18,8
microgam/ml) vi Cmin 14 14,1 micromol (3,2 microgamiml).

O ngudi cao tudi, tong dé thanh thai toan bo co thé giam theo di tudi tank Ién, lién quan den dé thanh
thai creatinine bj giam, fuy nhién ¢6 it it thay déi véi thoi g1a|1 bién thai cudi ciing trong huyét tuong, o]
nhirng bénh nhdan b suy thin man tinh, théi gian bin thai cudi cing trung binh I 19,5 gitr, Théi glan bin
thai trung binh cua aciclovir vii bénh nhan chay thin nhin tao 14 5,7 gio. Nong 4o aciclovir trong huyét
tuong giam khoang 60% trong qua trinh loe maiu. Nunb a6 dich ndo tuy la khoang 50% ning dj tuong
img trong huyét tuong. Thudc lién két vai protein huyt tuong twang doi thip (9% dén 33%) va khong
dy dodn duge cic twong tac thude lién quan dén thay doi v tri gan ket

QUY CACHBONG GOI:
Hop 2 vix 3vi
Hép 1 vix 10vién

DIEU KIEN BAO QUAN: Bio quan ¢ nhiét do dudi 30°C ¢ noi khé rdo
HAN DUNG: 36 thing ké tirngay san xudt,
TIEU CHUAN CHAT LUQNG: BP

San xudt tai An Dg, boi: AGIO PHARMACEUTICALS LTD. 5
Bijachi: T-81, 82. M.L.D.C., Bhosari, Pune 411026 Maharashtra State, An B§.
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