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MAU NHAN DU KIEN

NHAN HOP
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‘&/ COMPOSITION: Each capsule contains: Store at temperature below 30°C, in a dry place,
asllrw mzzm&cmn' PORCE e ot
xcipients 5. one capside | 0PV PHARMACEUTICAL JOINT STOCK CO.
Indications, administration, dosage, contraindi- | No. 27, 3A Street, Bien Hoa Il Industrial Zone,
cations and other information: See (he Insert An Binh Ward, Bien Hoa City, Dong Nai Province.
NHAN Vi
Sd 16 SX: HD:
Conazonin® Conazonin®
Itraconazol 100 mg Nraconazole 100 mg
(ddi dang hat bao {as Iraconazole
Iraconazol 22,0% (KiAd)) !l“li 22.0% (wh))
CTCPDP OPV WHO-GMP
Conazonin” Conazonin’
Wraconszole 100 mg  Hraconazle 100 mg Tp.HCM Ngay 05  thing M nim L2046
Itiraconazole (as liraconazole 44T
Poles 2.0% (w))  pelets 22.0% (we) Phu Trich Nghig n Cdu & Phat Trién
WHO-GMP OPV PHARMACEUTICAL £
g
Conazonin® Conazonin’ 3
ltraconazel 100 mg  ltraconazole 100 mg | &
(dudl dang hal bao (as liraconazole \
Iiraconazol 22,0% (kid)) pellets 22.0% (wiw))
CTCPDP OPV WHO-GMP \
Noraé
Conazonin® Conazonin® R e
Ntraconazole 100 mg Itraconazole 100 myg
(as Iraconazole (s Itraconazole
pellets 22.0% (wiw)) pellets 22.0% (w/w))
WHO-GMP OPV PHARMACEUTICAL
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NHAN HOP

THANH PHAN: R only COMPOSITION:
Mdi vién nang ciing chia: Each capsule contains:
Itraconazol...............c..cc....... 100 Mg Iltraconazole.................coonee 100 mg
(dudi dang hat bao ltraconazol (as ltraconazole peliets 22.0% (w/w))
22,0% (kiki)) EXCiplents g.s.............. one capsule
® | Taddugewviadi..............mdtvién ' & )
’ Indications, administration, dosage
ONAZONi/N Chi dinh, cach dung, liéu ding, ONAZO NYN contraindications and other informa:
Itraconazol 100 mg chéing chi dinh va cac théng tin khac: Itraconazole 100 mg $onc Bee the lnest
Xin doc trong 16 hudng din s dyng Keep out of oF bR
Dé xa tdm tay tré em. Read carefully the enclosed insert
- Rt 2 Poc ki hudng din sif dyng trudc - " before use.
| Thudc khang ndm khi ding. Antifungal e e
Khéng diing qué liéu chi dinh. dosage.
Bédo qudn & nhiét dd W dudi 30°C, Store at temperature below 30°C, in
ndi khd rdo, trdnh dnh sdng. a dry place, protect from light.
E - ) WHO-GMP ( ) WHO-GMP
( y CONG TY c6 PHAN DUGIC PHAM OPV / oPV m‘rﬁ:}.sm STOCK CO.
- S627,8 3a, No. 27, treet,
P Khu Cong Nmﬁ Hoa ll, Mocwucosticate Bien Hoa Il Industrial Zone,
Hép 1 chai 30 vién nang ciing . &m%mm T Box of 1 bottle x 30 hard gelatin capsules e iion E:vamﬂ: Provins:
S0 SN Lok N
NS Mig Diate:
HD/ Exp. Dete
o -
NHAN CHAI
THANH PHAN: BAN THEQ BON Bio qudn & nhigt 89 dudii 30°C, ndi
M3i vién nang cimg chia: khd) ro, tranh dnh sing.
WA & oNAZONIN
Té dugc visa did Itraconazol 100 mg

Chi dinh, cch ding, liéu ding, chng chi
dinh va céc thdng tin khdc: Xin doc trong
1 hudng dlin si dyng

06 xa im tay iré em.
Do kj hutng din sif dyng tnede khi dimg.
Khong disng gud liu chi gjnh.

Chai 30 vién nang cung

Thubc khang ndm

%y

X3

conG TY cd PHAN DUDC PHAM OPY e
WHO-GMP gl

% g
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Phat Trién A



https://trungtamthuoc.com/

CONAZONIN®

ltraconazol
Thudc béan theo don o o
BE xa tdm tay tré em > Zm ;
Boc ky huGng dAn sif) un% o
Théng bao ngay cho bw,&jlﬁq e d fsy nhiing téc dung kh6ng mong mudn gp phai khi sir
dung thudc :
1. THANH PHAN CONG THUE mub‘c MBi vién nang ciing chila:
Hoat chét:
ltraconazol .. ..100 mg
(duci dang hat bao chira Itraconazol 22,0% kl/kl)

Td dugc (co trong hat bao): Hypromellose (H.P.M.C.-E-5), natri lauryl sulfat, natri starch glycolat,
base pellets, polyethylen glycol 6000.

2. DANG BAO CHE: Vién nang ciing
3. QUY CACH DONG GOI:

Hop 10 vi x 10 vién.

Hop 1 vi x 4 vién.

Hop 1 chai 30 vién.

4. DUQC LUC HOC:

Nhom dugc ly: Thude khdng ndm dung toan than, ddn chat triazol
Ma ATC: JO2A C02

Itraconazol 14 mdt chat triazol t6ng hgp chéng ndm c6 tac dung t6t hon ketoconazol ddi véi mot
s6 ndm, dic biét doi voi Aspergillus spp. N6 cling c6 tdc dung chdng lai Coccidioides,
Cryptococcus, Candida, Histoplasma, Blastomyces va Sporotrichosis spp. Itraconazol (¢ ché cac
enzym phu thudc cytochrom P450 clia ndm. Do d6 1am Uc ché sinh téng hop ergosterol, gy réi
loan chiic ndng mang va enzym lién k&t mang, anh hubng dé&n sy séng va phét trién clia t& bao
nam.

M6t s6 nghién cltu in vitro da théng bado mot s§ ndm phan 1ap dugc trong Idm sang, ké ca cac
loai Candida, khi da kém nhay cam v6i mdt thubc chdng ndm azol thi ciing kém nhay cdm véi
c4c ddn chat azol khac.

Khdng thudc:

Mot s6 ching ndm khang itraconazol da phan lap dugc tir nghién citu in vitro v mau Iay il bénh
nh&n khi dung thuc dai ngay. Nhiing ndm dd khéng itraconazol, ké cd Candida c6 thé khéng
chéo vai cac thude chdng ndm azol khac nhu fluconazol, ketoconazol.

5. DUOC PONG HOC:

Sau khi ubng vién nang clng c6 chia itraconazol dang pellet, itraconazol dugc hap thu tif 6ng tiéu
héa. Sy h&p thu ting I1&n trong mdi trudng acid da day va hip thu cao nh4t khi thubc dugc udng
clng v6i thiic dn. Néng do dinh & huyét tuong dat dugc khodng 1,5 gio dén 5 gid sau mot liéu

o/
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udng, trang thai hang dinh trong vong 15 ngay véi liéu duy tri mbi ngay. Néng dd dinh & huyét
tuong khi dat trang thai h&ng dinh 12 khodng 2 pg/ml khi udng liu 200 mg mdi ngay.

Sinh kha dung ting véi liéu tr 100 d&n 400 mg cho thdy itraconazol chuyén héa nhiéu.
Itraconazol gan k&t cao véi protein; chi 0,2% tudn hoan du6i dang ty do. Itraconazol phan b8 rong
nhung chi mot lugng nhd khuéch tén vao dich ndo ty. Néng d dat dugc trong da, ba nhon, mi
va nhiéu md, cd quan khac cao hon nhiéu 1dn so vGi ndng dd trong huyét tuong tai clung thoi
diém. Néng do diéu tri cla itraconazol ton tai & da va mang nhdy trong 1 d&n 4 tudn sau khi
ngung dung thudc. Mot lugng nhd phan bd vao sia.

ltraconazol dugc chuyén héa & gan chil y&u bdi cytocrom P450 isoenzym CYP3A4. Chét chuyén
héa chinh, hydroxyitraconazol, c6 hoat tinh khdng ndm tuong ducng véi itraconazol. Itraconazol
cling dugc bai tiét & dang chat chuyén héa khong cé hoat tinh qua mat hay nudc tiéu; 3 d&n 18%
dugc bai tiét qua phan dubi dang khong ddi. Mot lugng nhd dugc dao thai ra ngodi trong I6p siing
va toc. Khong thé loai bd itraconazol bing cach loc mau.

Thdi gian ban thai da dugc bdo cdo 12 20 gid sau liéu don 100 mg, ting 1&n 30 dén 40 gid khi
ti€p tuc dung thude.

6. CHI DINH:

Conazonin dugc chi dinh cho:

- N&m Candida & miéng - hong

- N&m Candida 6 &m hd — &m dao
- Lang ben

- Bénh nidm da nhay cdm véi itraconazol (bénh do Trichophyton spp., Microsporum spp.,
Epidermophyton floccosum) nhu bénh ndm da chén, da ben, da than, da ké tay.

- Bénh ndm mong chén, tay (tinea unguium).

- Bénh ndm Blastomyces phdi va ngoai phéi.

- Bénh ndm Histoplasma bao gém bénh phdi tao hang man tinh va bénh ndm Histoplasma rai
rac, khdng ¢ mang néo.

- Bénh ndm Aspergillus ph8i va ngodi phdi & ngudi bénh khéng dung nap ho3c khang véi
amphotericin B.

— Diéu trj duy tri: & nhilng ngudi bénh AIDS d& phong nhiém n&m tiém 4n tai phat.

- P& phong nhiém ndm trong thdi gian gidm bach cau trung tinh kéo dai, ma cach thdng
thudng khong thdy c6 higu qua.

Piéu tri chi dugc ti€p tuc khi xac dinh rd ndm con nhay cadm vdi thudc.

7. CACH DUNG, LIEU DUNG:

Cach ding: Usng ngay sau bia &n va phai nubt nguyén vién. Vién nang va dung dich ung

khong thé dung thay 1an nhau dugc.

Liéu dang:

Ngudi I6n:

Diéu tri ngdn ngay:

- N4m Candida &m hd - 4m dao: 200 mg, ngay ubng 2 lan, chi ubng 1 ngay hodc 200 ngay,
ngay ubng 1 14n, udng trong 3 ngay.

- Lang ben: 200 ngay, ngay udng 1 14n, ubng trong 7 ngay.
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- B&nh ndm da: 100 mg, ngay udng 1 l4n, udng trong 15 ngay. Néu & ving siing hoa cao, phai
diéu tri thém 15 ngay voi liéu 100 mg mbi ngay.

- N&m Candida miéng — hdu: 100 mg, ngay udng 1 Ian, udng trong 15 ngay. Ngudi bénh bi
AIDS hodc gidm bach céu trung tinh: 200 mg, ngay udng 1 1an, udng trong 15 ngay (vi thudc
dugc hadp thu kém & nhém nay).

Diéu trj dai ngay (nhiém n&m toan than) phu thudc vao dap ing I&m sang va ndm:

- Bénh ndm mobng: 200 mg, ngay udng 1 Ian, trong 3 thang.

- Bénh ndm Aspergillus: 200 mg, ngay ubng 1 I&n, trong 2 d&n 5 thang. C6 thé tang liéu: 200
mg, ngay udng 2 14n, néu bénh lan tda.

- Bénh ndm Candida: 100 - 200 mg, ngay udng 1 I&n, ubng trong 3 tudn dé&n 7 thang. CH thé
tdng liéu: 200 mg, ngay 2 1&n, néu bénh lan tda.

~ Bénh ndm Cryptococcus (khbng viem mang ndo): 200 mg, ngay ubng 1 14n, udng trong 2
thang dén 1 nim.

- Viém mang ndo do ndm Cryptococcus: 200 mg, ngay udng 2 I4n. Diéu tri duy tri; 200 mg,
ngay udng 1 l4n.

- Bénh ndm Histoplasma va Blastomyces: 200 mg, ngay udng 1 I&n hodc 2 14n, udng trong 8
thang.

~ Diéu tri duy tri trong b&nh AIDS: 200 mg, ngay udng 1 I4n.

- Dy phong trong bénh gidm bach cdu trung tinh: 200 mg, ngay udng 1 I4n.

Tré em:

Hiéu qua va tinh an toan ciia thufc chua dugc xac dinh.

ltraconazol dd dugc dung trong di€u tri bénh ndm da d4u cho tré em. Liéu 12 udng 50 mg/ngay

(tré can ndng dudi 20 kg) hodc 100 mg/ngay (tré cdn nang tir 20 kg trd I&n).

Nqudi cao tubi:

Liéu nhu ngudi I6n.

Naudi suy gidm chiic nidng gan, than:

Kinh nghiém con han ché, nén than trong khi ding thudc cho nhiing ddi tugng nay.

Néu ban quén ding thubc, dung nd ngay khi ban nhd. Néu thdi gian gén tdi liéu ké tiép, thi

hdy bé qua liéu bi quén va ding liéu k& tiép theo k& hoach binh thudng. Khéng nén gép doi

liéu dung.

8. CHONG CHI DINH:

- Qué mén véi itraconazol va cac azol khac hay bét clf thanh phan nao clia thudc.

- Dung déng thdi v6i mot s6 thudc nhom chdng loan nhip, cdc thudc ha lipid méu — nhém Uc
ch€ HMG-CoA reductase (cac statin), terfenadin, astemisol, triazolam dang ung, midazolam
dang ubng va cisaprid (xem phan Tudng tac thubc)

- Diéu trj b&nh ndm mong cho phu nit mang thai hodc dy dinh cé thai.

9. LUU Y VA THAN TRONG:

- Trong nhim ndm Candida toan than nghi do Candida khang fluconazol thi cling c6 thé khong
nhay cam Vi itraconazol. Do vay, cdn kiém tra d nhay cam v6i itraconazol trudc khi diéu tri.

,\;\/ 3/5
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Tuy khi diéu tri ngdn ngay, thubc khong lam rdi loan chlc ndng gan, nhung cing khng nén
dung thubc cho ngudi bénh cé tién st bénh gan hodc gan da bi nhiém doc do céc thudc
khac. Khi diéu tri dai ngay (trén 30 ngay) phai gidm sat dinh ky chiic ning gan.

Thoi ky mang thai: Itraconazol gay phat trién b4t thubng & bao thai chudt cng. Chua ¢ nghién
cltu trén phu nf mang thai, nén chi dung cho phu nit mang thai khi that cdn thiét.

Thoi ky cho con bu: Khdng nén cho con bd khi dung itraconazol.

Anh hudng cda thuéc d6i vdi cbng viéc: Itraconazol c6 thé gdy dau ddu, chéng mit. Nhiing bénh
nhan dang sl dung thudc khdng nén Iai xe, vdn hanh may moc, Iam viéc trén cao va cic trudng
hop khéc.

10. TUONG TAC THUOC:

Itraconazol 1a chét (ic ch& hé théng enzym cytocrom P450 3A do véy tranh diung déng thoi
itraconazol véi cac thudc dugc chuyén hoa bbi hé théng enzym nay vi néng do cac thudc nay
trong huyét tuong c6 thé ting, din dén téng va kéo dai tac dung diéu tri va tic dung khong
mong mudn.

Terfenadin, astemisol, cisaprid c6 thé ting ndng do trong huyét tuong néu udng cling Voi
itraconazol, d& din dén loan nhip tim c6 thé gay tif vong. Chéng chi dinh phdi hop nay.

Diazepam, midazolam, trazolam udng dugc chdng chi dinh dung cing itraconazol. N&u
midazolam dugc tiém tinh mach trong tién mé dé phAu thudt thi phai theo ddi that c4n than
vi tac dung an thdn co thé kéo dai.

Itraconazol dung cung v6i warfarin lam tdng tdc dung ch6ng déng clia chit nay. Can theo doi
thoi gian prothrombin & ngudi bénh dé gidm liéu warfarin néu cén.

V6i cac thudc chen calci, ¢6 thé gap phu, U tai. C4n phai gidm liéu néu c4n.

Vi cac thude ha cholesterol nhém (c ché HMG — CoA reductase nhu lovastatin, atorvastatin,
simvastatin, pravastatin..., itraconazol ¢6 thé 1am ting ndng do cdc thusc nay trong méu. DE
gidm nguy co viém co hodc bénh co, ¢ thé tam ngimg thuSc ndy néu phai diéu tri ndm toan
thén.

Néng do digoxin trong huy#t tuong sé ting khi dung clng véi itraconazol, phai theo ddi dé
diéu chinh liu.

Ha dudng huy&t ndng da xdy ra khi dung céc thudc udng chéng dai thdo dubng kém v6i cic
thudc chdng ndm azol. Vi vay cén theo ddi chit ché ndng dd dudng trong mau dé diéu chinh
liéu cac thubc chbng dai thdo dudng.

Itraconazol cdn moi trudng acid dich vi dé dugc h&p thu t6t. Vi vdy néu ubng cung cic khang
acid hodc cac chdt khdng H2 (nhu cimetidin, ranitidin) hodc omeprazol, sucralfat, kha dung
sinh hoc clia itraconazol s& bi gidm dang ké, lam mét tac dung diéu trj chdng ndm. Vi vay
khong nén dung déng thoi hodc phéi thay itraconazol béng fluconazol hay amphotericin B.

C4c thudc cdm (ng enzym thi dy rifampicin, isoniazid, phenobarbital, phenytoin lam gidm
nbng do clia itraconazol trong huyét tuong. Do d6 nén thay thubc khdng ndm khac néu xét
thdy diéu tri bdng isoniazid hodc rifampicin 1a cén thiét.

11. TAC DUNG KHONG MONG MUON:

Thudng gdp, ADR > 1/100

- Toan than: Pau d4u, chong mit, sbt (3 — 7%), suy nhugc.
- Tiéu héa: Bubn ndn, dau bung, tdo bon, rdi loan tiéu hoa.

4/5
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- Tim mach: Phu (4%), ting huyét &p (3%), dau nguc (3%).

It gdp, 1/1000 < ADR < 1/100

- Toan than: C4c phan (ng di ing nhu nglfa, ngoai ban, ndi may day va phi mach; hoi chiing
Steven — Johnson, b&nh thdn kinh ngoai vi. RGi loan cbng thiic méu, gidm kali huy&t (khi
dung dai ngay).

- Noi tiét: R6i loan kinh nguyét

- Gan: T4ng c6 hdi phuc cdc enzym gan, viém gan, dic biét sau khi diéu tri thoi gian dai.

Ngoai ra con thdy c6 nguy cd viém gan, gidm kali huy&t, phu va rung I6ng, téc, dic biét sau diéu

tri thi gian dai trén 1 thang véi itraconazol.

Hiém gdp, ADR < 1/1000

- Suy tim, phu phéi, loan nhip tim b4t thudng.

12. QUA LIEU VA CACH XU TRi

Triéu ching: Chua ¢6 nhiéu théng tin vé trudng hop qué liéu. Mdt s& ngudi bénh dung liéu trén

1000 mg c6 céc tridu ching tuong ty phan {ng phu & liéu khuyén ding.

~ Cdch xu tri: Ngudi bénh cdn dugc diéu tri triu ching va hd trg, rila da day néu cén thiét. Khong
co thuBc gidi doc dic hiéu. Khong loai dugc itraconazol bing thdm tach mau.

13. CAC DAU HIEU CAN LUU Y VA KHUYEN CAO
Khéng ding qua liéu chi dinh.

14. DIEU KIEN BAO QUAN: 0 nhiét do dudi 30°C, nai kho rdo, tranh &nh séng.

15. HAN DUNG cUA THUDC: 36 thdng k& tir ngdy sén xudt. Khong dung thuSc khi qud han
dung.

16. TEN, DIA CHI, BIEU TUGNG CUA c0 S sAN XUAT

Pharmaceuticals :
WHO-GMP J
- cONG TY cO PHAN DUGC PHAM OPV

S8 27, Pudng 3A, Khu Cong Nghiép Bién Hoa I, Phudng An Binh, Tp. Bién Hoa, Tinh Bﬁng Nan

17. NGAY XEM XET SUA 61, CAP NHAT LAI NOI DUNG HUGNG DAN SU DUNG THUOC

'\,W/ TUQ.CUC TRUONG
P TRUONG PHONG
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