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Hirdmg dis sw dung thude

Fungocap 200 mg capsules, hard
{Fluconazol)

o Thude ndy chi dimg theo dom ciia bde oI

o Do & headmg ddn sie dung triede ki dimg. Néw odn thém thing tin, xin hoi ¥ kidn bic
5T haic e aT,

s Tixing bao cho bdc 7 rhimyg e dung khing mong mudn gdp phai khi sir dung thede.
o D thude xa tdm ray tré em.

o Khdng ding teudc gud ian in trén bao bl

TIIJ\NI_! PHAN
Hogt chiit: Fluconazol 200 mg
Céc thanh phdin khdc: Starch pregelatinised, Sillica colloidal anhydrous, Lactose monohydrat;

Magicstearat.

MO TA
Dang bio ché: Vién nang cimg.
Hinh thire: vién nang gelatin cimg. miu ving nhat.

DUOC LY VA CO CHE TAC DUNG

Nhom duge 12

Mia ATC: JO2ACOH

Fluconazol 14 thube ddu tién cia nhom thude 1éng hop triazol chéng nim méi. Fluconazol cb tic
dung ching ndm do lim bién 48i ming té bio, lam tang tinh thim mang té bio, lam thodt clic yéu 18
thiét véu (thi du amino acid, khodng chidr) vd lam gidm nhip cdc phin tir tién chit (thi dy purin va
pyrimidin tién chit cia DNA),

Fluconazol tic ddng bing céch o ché cytochrom Pygy 14 - alpha-demethylase, ngin chin tdng hop
ergosterol 1 sterol chii yéu & mang 1€ bao ndm. Fluconazol v cac triazol chéng nim khide (nhu
itraconazel) ¢6 &i lye manh véi enzym Paso cisa ndim va chi ¢0 & Iy yéu véi enzym Pis cia ddng vit
b vii {tuy nhién cling &0 dé gay ra nhiéu twong tic thube) vd cling li nhimg thudc (e ché dic higu
cac hi théng cytochom P450 cia ndm hon nhidu din chit imidazol khic (nhw ketoconazol).
Thude ciing khong ¢6 tic dyng trén sy thng hop cholesterol trong dich ddng thé mé gan clin dgng vit
¢b vi. Fluconazol ¢6 tic dung trén Blastomyces dermatitidis, Candida spp., Cocci divides immitis,
Cryplococcus  neoformans.  Epldermophytonspp.. Histoplasma capsulatum.  Microsporimsppva
Trichophyton spp. Fluconazol khong ¢b tie dung khdng khudn.

Khing thubc d3 phit tridn trong mdt vdi ching Candida Cédc ching Candida albicans Khing
ketoconazol vé cling khing chéo vé nuconazol.
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o DUQC PONG HOC

O cen duge hdp thu 1t qua dutmg udng va khdng bi dnh hudng bi thic an. Sinh khi dyng theo
pharmaiegmg udng Iém hon holic bing 90% so v6i dutmg tiém tinh mach. Néng 43 i da trong huyét twong

g vong | - 2 gidr, nbag &b dn dinh dat duge trong ving 5 - 7 ngiy.

Thudc phin bb ring i 1wong cdc md va dich co thé. Ning d§ trong s@ta me, dich khip, nue bot,

démn, dichim dgo va dich méang bung twong v ndng d trong huyét tomg. Ndag 49 trong dich no

tity dat tir 50% dén 90% ndng 49 trong huyét neong ngay ¢4 khi ming nio khong bi viém, Ti 18 gin

véi protein khodng 12%. Thudc thii trir qua nwdc tiéu & dang nguyén thé véi ti 1§ 80% hodc cao hon.

Théi gian bén thii khodng 30 gitr, va ting émguii bénh suy thin. Thude ciing duge logi bing thim

tach.

CHI DINH

Fluconazol duge chi dinh trong didu tri cie bénh ndm Candida & migng hong, thye quin, &m b -dm
&30 vit cic bénh nhim ndm Candida toan thin nghiém trong khic (nhir nhiém Candida duimg ni¢u,
méng bung, méu, phdi va nhiém Candida phit tin). Thude ciing dureding dé chira viém mang ndo do
Cryptococcus neoformans, cac bénh nam do Blastomyces, Coccidioides immitis va Histoplasma. Noi
chung fluconazol duge danh cho nguiri bénh khéng dung nap céc thudc trj nim théng thuimg hode
khi céc thudc nay khong cé tic dung. Vi fluconazol duge ngudi bénh dung nap twong ddi tdt lai ¢
thé dimg theo duomg ubng nén thudc rit thuin loi cho nhitmg ngudi bénh cin i ndm lu dal
Fluconazol cling ding 82 dyr phong nhiém nim Candrda cho ngudi ghép tiy xuong dang didu trj bing
hoa chit hoje tia xa. Ngodi ra thubc con dupc ding dé phong cic bénh nhifm ndm tdm
wong(nhunhilm nm Candide Cryptococcus. Histoplasma, Coccldioides (mmitis) & nguti hénh
nhiém HIV.

LIEU LUQNG VA CACH DUNG
Thude duge ding theo duwdmg udng.
Liéu dimg va thiri gian diéu trj tiy thudc vio dang v mirc 43 bénh, logi nim giy bénh, chirc niing
thiin va dip img ciia nguin bénh voi thude. Didu tri phii lién tyc cho dén khi biéu hién 1am sing va
xé1 nghiém chimg 16 bénh di khoi hiin; diéu trj khong do thiri gian cd thé 1am cho bénh téi phit Diéu
trj duy tri thuémg ciin thiét 8¢ phong ngira bénh tdi phit & ngudi bénh AIDS va viém mang nlio do
Cryprococcus, hodic bénh nim Candida mig¢ng - hiu tdi phat.
Tré so sink: 2 tuin ddu sau khi sinh: 3 - 6 mg/kg/Aln; céch T2giovidn. 2 - 4 tln sau khi sinh: 3 - 6
mg/kg/1n; cich 48giovldn.
Tré em: Dy phéng: 3 mp/kg/ngdy trong nhilm nim b mat v 6 - 12 mg/kg/ngiy trong nhidm nim
10dn thén. Didu tri: 6 mg/kg/ngay. Trong cde tnrimg hop bénh dai ding c6 thé cin i 12 mpkg24
gitr, chia lm 2 lin, Khong duge ding qué 600 mg mbi ngiy. 5

YA L
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Nauoi lon:
-:u Truemg hgpnam Candida:
CeNFDLiu: Uing 50me. mdt lin/ngay rong 7 dén 14 nghy bode ding déu cao: Ngdy dhu 200mg,
pharmag¥ing 1 1in; nhimg ngay sau: 100 mg/ngay, ubng 1 lin, trong thii gian it nhit 2 twén.
TrungTamThuoc.com : Giflng nhur lidu & 1rén, trong it nhit 3 tudn va thém it nhit 2 win nita sau khi hét rigu
chimg. Ném toan thin: Ngay diu: 400 mg, udng 1 lin. Nhimg ngay sau: 200 mg/lin/ngdy, trong thixi
gian it nhat 4 twdn va it ohit 2 twhn nita sau khi hét trigu chimg. Mt sb ngudi bénh b ndm Candida
duimg nidu va mang bung c6 thé ding lidu 50 - 200 mg/ngay.
Am hd - &m dao: Udng mot lidu duy nhit 150mg.

Trucimg hop viém mang ndo doCryptococcus: Ngay dau: 400 mg, udng 1 lan. Nhimg ngay sau: 200 -
400 mg/1 dn/ngay. Dibu tri it nhét 10 - 12 tudn sau khi ciy dich nio tiy cho két qua dm tinh.

Die phéng nhiém ném: Dé phong ngira nim Candida & ngudi ghép tiy xuong, liéu fluconazol khuyén
ding 14 400 mg/1an/ngay. Véi ngudi bénh duge tién dodn sé giam bach ciu hat trim trong (hnomg
bach ciu trung tinh it hon 500/mm’), phai bt diu uong fluconazol dy phong vai ngdy trude khi giam
bach cau trung tinh va tiép tuc ubng 7 ngay nita sau khi lugng bach ciu trung tink di vuot qua
1000/mm’,

Liéu cho nguéi suy thin:Ngudi 1én suy chire nang thin phai didu chinh liéu nhy sau:

'L D6 thanh thai creatinin (ml/phut) Ty 1§ % liéu khuyén ding
| > 50 100
i 11-50 . 50

Ngudri bénh thim tich mau | 100 sau mdi 14n thim tich

Nén cho diing fluconazol sau khi tién hanh thim téch méu xong vi mdi lin thim tach kéo dai 3 gidr s&
lam giam nong d¢ thude trong huyét twong khoang 50%. Khéng cin diéu chinh liéu trong liéu phap
ditng mdt li¢u duy nhit diéu trj bénh ndm im hé - 4m dao.

CHONG CHI DINH

Qua man cam véi fluconazol hojc véi bat ky mot ta duoe néo trong thanh phan cia thude.

Ding ddng thoi terfenadine ching chi dinh & nhimg bénh nhin ding fluconazol & li¢u nhidu hon 400
mg mdi ngay hode cao hon dya trén két qua cha mdt nghién cru tromg tac nhicu licu, Ding déng théi
cic san phdm thube khic dé kéo dai khoang QT va duge chuyén hoa qua cytochrome P450 (CYP)
3A4 nhu cisaprid. astemizole, pimozide, quinidine va erythromycin chéng chi dinh & bénh nhin ding
fluconazol.

R
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THAN TRONG VA CANH BAO
wg» _ _Viémming pio: Fluconazol d& dugc nghién ciu dé didu tri viém mang ndo & wé em. N6 da duge
C/ Ceﬂ Eé[: khdng vugt trdi so vai griseofulvin va ty 1é thanh cdng chung la dué 20%. Do do,
phaﬂ%ﬁ% nén ding Fungocap cho viém mang ndo.
TrungTamThuoc.com

Nhigm ndm Cryptococcocus: Bing chimg vé hidu qua cia fluconazol trong diéu tri nhiém
cryptococcus & ce vi tri khéc (vi du nhu cryptococcus & phéi vi da) bi han ché, diéu nay ngan ngua
céic khuyén céo ding thube.

Nhiém Mycoses ndi tang tai chd: Céc bing chimg vé hi¢u qua ciia fluconazol trong diéu tri cic dang
khéc cia mycoses nhu paracoccidiokiomycosis, sporotrichosis lymphocutancous va histoplasmosis bj
gidi han, ngan nglra cy thé cdc khu_vén céo lidu lugng.

H¢ théng thén: Fungocap nén dugc ding thin trong cho bénh nhin r6i loan chire niang thin.

H¢ théng gan mét: Fungocap nén duge ding thin trong cho bénh nhin rdi loan chirc niing gan.
Fungocap sir dung véi céc truémg hop hiém gip cba ngd ddc gan nghiém trong bao gbm ca 1r vong,
chii yéu & nhitng bénh nhin ¢é diéu kién y té co ban nghiém trong. Trong tnrémg hop nhiém déc gan
do fluconazol, khéng c6 méi quan hé 18 ring véi tdng liéu hing ngdy, théi gian diéu ui, gidi tinh
hodc twdi ciia bénh nhin duge theo ddi. Nhiém ddc gan Fluconazol thudmg cé thé hdi phue khi ngimg
didu tri.

Bénh nhén cé céc xét nghiém bt thuémg chirc ning gan trong khi diéu trj bang fluconazol phai dugc
theo d6i chit ché tinh trang ton thuong gan nang lén trén bénh nhin. Bénh nhin cdn duge thong béo
vé cdc triéu chimg goi ¥ vé ton thuong gan nghiém trong (suy nhuoc nghiém trong, biéng in. budn
ndn dai ding, ndn mira va vang da). Didu tri fluconazol nén duge ngung ngay lap tire va bénh nhin
nén tham khdo ¥ kién béc s1.

Hé tim mach: Mdt sb azol, bao gém fluconazol, da dugc két hop vai kéo dai khoang QT trén dién tim
do. Trong qué trinh gidm sét sau 1iép thi, 4 ¢6 rét it rudmg hop QT kéo dii vi xodn & nhimg bénh
nhin dung Fungocap. Nhimg bdo c4o ndy bao gdm nhimg bénh nhén bj bénh ndng voi nhiéu yéu td
nguy co gdy nhidu, ching han nhu bénh tim cu trdc, bt thuomg vé rdi loan dién gidi va diéu trj dong
théni ¢4 thé da duge dong gop.

Fungocap nén duge ding thin trong cho bénh nhén ¢6 nhimg didu kién c6 kh ning proarrhythmic.
Ding déng thoi cdc san phim thude khic duge biét 12 kéo dai khoang QT va duge chuyén héa qua
evtochrome P450 (CYP) 3A4 duge chong chi dinh.
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Halofantrin: Halefantrin di duge chimg minh la kéo dai khoang QTe & liéu diéu trj khuyén céo va la
_:_ mit chiit néi cia CYP3A4. Do d6, viée sir dung ddng thoi fluconazol va halofantrin khéng duge
*
o da liéu: Bénh nhan hiém khi phat trién cic phan (mg da tréc vay, nhu hdi chimg
Stevens-Johnson va hoai tir biéu bi doc, trong khi diéu trj véi fluconazol. Bénh nhin AIDS dé bj phét
trién cic phan img da nghiém trong v&i nhiéu san phiam thube. Néu phét ban, duge xem la do
fluconazol, phit trién & bénh nhin duge diéu trj nhiém ndm bé mat, nén ngimg didu tri thém voi thube
ndy. Néu bénh nhdn bj nhiém nim xam ldn / hé théng phat trién phat ban, ho nén duge theo ddi chit
ché va fluconazole ngung néu tén thuong bullous hoZe héng ban da dang phat trién.

TrungTamThuoc.com

Cytochrome P450: Fluconazol 1a chit {rc ché CYP2C9 manh va chit (¢ ché CYP3A4 vira phai.
Fluconazol ciing |2 mjt chit ire ché CYP2C19. Céc bénh nhin duge diéu tri bing Fungocap dugc
diéu trj ddng thoi véi cdc sin phim thudc ¢6 cira sb diéu tri hep duoc chuyén héa qua CYP2CY,
CYP2C19 va CYP3A4, can duge theo ddi.

Terfenadin: Viéc diing déng thdi fluconazol & liéu thip hom 400 mg mdi ngdy véi terfenadin cin
duoc theo doi ¢in than,

Qué min: Trong mét s6 it truomg hop. séc phan vé da duge béo cdo

Bénh nhin cé céc vin dé di truyén hiém gip cia khdng dung nap galactose, thiéu lactase Lapp hodic
kém hép thu glucose-galactose khong nén diing thudc nay.

ANH HUONG CUA THUOC PO1 VOI PHU NUMANG THAI VA CHO CON BU

Thoi ky mang thai

DPén nay con chua ¢d cic nghién ciru dﬁy dir va 6 kiém sodt chit ché vé viée ding fluconazol cho
ngudi mang thai. Nhung ciing d4 ¢6 thng bio vé dj dang bim sinh tai nhiéu bd phén & tré cb me
dung fluconazol lidu cao (400 - 800mgmdi ngay) dé didu tri ndm do Coccidzoides inzmiis trong 3
thang dau thai ky. Lién quan gifra diing fluconazol va céc tic dung nay con chua 5. Do dé chi nén
ding fluconazol cho nguti mang thai khi hi¢u qua dieu tri 1ém hon nguy co ¢6 thé xdy ra cho thai nhi.

Thi ky cho ¢on bi
Fluconazol tiét vio sira & nbng 4§ twong ty nhur trong huyét twong. Do d6 ngudi dang cho con bi
khong nén dung thudc nay.
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: ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
7 o c eﬂ;ﬂfmiﬁén ciru nio dirge thye hién vé anh hudmg ciia Fluconazole d6i véi kha nang 14i xe hojc

¥ moc.

h .
S arm% nhén nén dugc canh bio vé kha nang chong mat hodc co gifit trong khi ding Fluconazole va nén
n khong nén 14i xe hodic van hanh mdy néu c6 bét ky tri¢u chimg nao xay ra.

TUONG TAC THUOC

Rifabutin va rifampicin: Ding déng thii Fluconazol (200 mg/ngay) v rifabutin (300 mg/ngay) cho
nguiri bénh nhiém HIV s& lam tang ndng 4 trong huyét arong va dién tich dudi dwimg cong biéu
dién ndng 46 thudc trong huyét tuong theo thiri gian (AUC) cla rifabutin va chét chuyén héa chinh.
Téc dung nay c6 thé do trc ché enzym cytochrom Pagp cdn thiét cho chuyén héa rifabutin.

Dung déng théi fluconazol va rifampicin ¢é thé anh hudng dén duge déng hoc clia ca 2 thude. Dung
mét liéu don 200mg fluconazol & ngudi Iém khée manh dang ding rifampicin (600 mg/ngay) s lam
giam gin 25% AUC va 20% thoi gian bén thii fluconazol trong huyét tuong. Tam quan trong lim
sang cua twong tac duge djng hoc gifra va rifampicin ¢on chua duge sang 16, tuy nhién ngudi ta cho
rang tuomg tic nay ¢b thé gop phfin lam tdi phdt viém méng nfio do Cryprococcus trong mit sb it
ngudi bénh ding fluconazol dong thii véi rifampicin. Cling ¢6 mdt vai bing chimg cho thiy ding
déng thoi fluconazol va rifampicin s& lam tang nbng d§ rifampicin trong huyét trong so v khi ding
rifampicin don dic.

Zidovudin: Ding dbng théi véi zidovadin, fluconazol gdy trér ngai chuyén hoa va thanh thai cia
zidovudin. Fluconazol ¢é thé lam ting AUC (74%). nong do dinh huyét trong (84%) va thoi gian ban
thai (128%) ciia zidovudin & neudi bénh nhiém HIV.

Chdt chong dong miu nhém coumarin: Do thii gian prothrombin tang khi ngudi bénh ding
fluconazol ddng thoi véi thude chéng déng nhém coumarin (nhu warfarin), nén thoi gian
prothrombin phai duge theo ddi edn than khi dung dbng thoi hai thude nay.

Ciclosporin: Ding ddng thoi nuconazol va ciclosporin ¢6 thé lam ting ndng dd ciclosporin trong
huyét twomg, diic biét & nguoi ghép thin. Cin theo ddi can thin ndng 4 ciclosporin trong huyét nrong
& ngudi bénh dang cling diéu trj biing nuconazol va liéu ding ciclosporin phai diéu chinh cho thich
hop. Astemizol: Fluconazol ¢6 thé 1am ting ndng 4 astemizol trong huyét tuong giy ra cdc tai bién
tim mach nguy hiém (nhu loan nhip, ngimg tim, dnh tréng ngye, ngdt va tr vong) khi ding thude
déng théi vdi astemizol.

Cisaprid: Ding dng théi fluconazol va cisaprid c6 thé 1am ting nbng 4§ cisaprid trong huyét nrong.
Ngudi bénh phai duge theo dai cin thin néu diéu trj ddng thdi 2 thube nay.

Phenyroin: Ding dbng thisi fluconazol vé phenytoin sé gdy ting néng dd phenytoin trong huyét twong
(128%) va ting AUC (75%) cia phenytoin diin dén ngd doc phenytoin, con duge dong hoc cia
fluconazol khéng bi anh huéng. Phai hét sirc thin trong khi ding déng théi phenytoin va fluconazol.

AT
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e Cde thude chéng ddi thdo dudmg sulforyluré: Ding tioconazol & ngudi bénh dang diéu tri bing
( " c i tyburid hodc glipizid s& gy ting ndng &5 trong huyét twomg va giam chuyén héa céc
pha chong dai thio dudmg. Néu ding ddng théi fluconazol véi tolbutamid, glyburid, glipizid hofic

Wmfm ubng chdng dii thao dudmg loai sulfonylurea nao khic, phai theo doi cén thin ndng
5 glucose trong mau v phai diéu chinh liéu ding ctia thude diéu trj ddi théo dudmg khi cén.

Theophylin: Fluconazol lam ting nong dé theophylin trong huyét thanh xdp xi 13% v din dén ngd
ddc. Do @6 phai theo d6i nong d§ theophylin va ding hét sirc thiin trong dé tranh lidu gdy dde cla
theophylin.

TUONG KY
Khéng durge pha trdn fluconazol vési cae thude khic dé truyén tinh mach.

TAC DUNG KHONG MONG MUON (ADR)

Xay ra ¢ khoang 5 - 30% ngudi bénh da ding fluconazol 7 ngay hodc liu hom, Ti 1¢ phai ngimg thuée
la 1 - 2,8%. Vi phy nir dung mét liéu duy nhét dé 1 ndm Candida dm hd - dm dao thi tic dung
khéng mong muodn gip trong khoang 26 dén 31% Ngodi ra ngudi ta ciing thiy :ﬁng tht ¢a céc the
dung khéng mong mudn thudmg xdy ra & ngudi bénh bi nhidm HIV véi ti 1& cao hon (21 %) so véi
ngudi bénh khdng bi nhiém (13%). Tuy nhién rdt khé khin trong dénh gia va xdc dinh lién quan giira
fluconazol véi tac dung khong mong muédn vi thube 43 due ding cho nhiéu ngudi bénh bi cic bénh
co ban ning da sir dung déng thasi nhiéu loai thube.

Thiomg gdp. ADR >1/100

Thén kinh: Dau diu, chiéng mit (khodng 2% ngudi bénh)

Tiéu héa: Bubn nén, ndn. dau byung, ia chay (khodng 1,5 - 8,5% ngudi bénh).

fr gap, 171000 <ADR <1/100

Gan: Tang nhe nhét thoi transaminase va bilirubin huyét thanh (tir 1,5 - 3 lin gi6i han trén cia binh
thudmng).

Da: Néi ban, ngira.

Hiém gap, ADR <1/1000

Mau: Tang bach cdu va axit ( bach cdu & toan), thiéu méu, giam bach cdu trung tinh, gidm tiéu cu.
Gan: Tang cao nong 49 transaminase trong huyét thanh (8 lin hofic nhiéu hon giéi han trén cia binh
thudmg) va phii ngimg thude.

Da: Da bj tréc vay (chi yéu & ngudi bénh AIDS va ung thu), hi chimg Stevens - Johnson.

Khéc: S6t, phil, tran dich mang phéi. dii it, ha huyét ap, ha kali mau, phan v¢§.

QUA LIEU VA XU TRI
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Neu chén doén 13m sang ¢6 biéu hién qua liéu thi phai dua ngudi bénh dén bénh vién va giam sit cin
C epn}rqt gidr, phii theo di cée ddu hidu 1am sang, ndng do Kali huyét va lam cac xét nghiém vé
u ¢ bang chimg 16n thuong gan holc thin, ngudi bénk phai ndm vién cho dén khi
TrungTamThuoc.com el hiém ¢6 thé xay ra cho cac b phin nay. Trong 8 gid ddu sau khi dung thude néu
hong co bieu hién qud fidu hodc ddu hidu hay ti¢u chimg ldm sing khic khéng giai thich dugc thi
¢6 thé khong can gidm sat tich cuc nita. Phai theo dbi tinh trang hé hﬁp. tudn hodn cho dén khi nguévi
bénh tinh tdo, thér binh thuimg va moi thir én dinh. Truomg hop qué lidu trdm trong nén tién hanh
thim tdch mau.

phar

HUGNG DAN NEU BAN QUEN 1 LIEU DUNG FUNGOCAP
Bimg dung Tidu gap doi dé bu cho mol lu?u da quén. Néu ban quén uong mét liéu, hdy ubng ngay khi
nhd ra. Néu thoi gian qué gan cho licu tiép theo, khong diing licu ma minh & bo 1.

NGAY HET HAN
Thivi han sir dung 3 ndm. _
Khéng sir dung Fungocap sau ngdy hét han duge ghi trén ¢ic thing carton.

DIEU KIEN BAO QUAN

Bio quén noi khd mit, trdnh dnh sang. nhiét dd khong qua 30°C.

Pé xa tim tay va tim nhin cua tré em.

Khéng sir dung Fungocap néu ban nhin thay bat ky thay d6i xuat hign trong loai thuéc ndy.

Thuss khéng nén duge xu ly qua nwdre thai hodic chit thai ho gta dinh. Hai duoe ST lam thé ndo dé xir
I¥ c4e loai thude khéng céin thiét nira. Nhimg bién phép nay s& gitp bao vé méi trudng.

QUY CACH DONG GOI
10 vién nang cimg/ 01 vi x 03 vi/ 01 hép.

TEN VA DPIA CHI CUA NHA SAN XUAT
Balkanpharma-Razgrad AD )
68 Aprilsko Vastanie Blvd. .}
7200 Razgrad, Bulgaria '
Tel (359 84) 660 999 :
Fax (359 84) 634 272
E-mail: bphraz@antibiotic.bg
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