https://trungtamthuoc.com/

%)

Rx PRESCRIPTION DRUG [10 BLISTERS X 10 CAPS |
{100 CAPSULES)
BOYTE
CUC QUAN LY DUQC

DA PHE DUYET

Lin ddu.......J /

10 BLISTERS X 10 CAPS |

Hydroxyurea 500mg

T newPharm

W3 Kunjaten n yamgram i in Fesnog i Hnekgprois Ko

Hydroxyurea 500mg

~
Jf-,.
KGMP >
APPROVED ~
.-,mtull oM REY U ILAIRFT W U T
EREiagEziss U l‘[dnvuavq Q
ES 8- gl
ggégif 5B
| E= 5% S 58
EESF? £5
- Tag 2. -
S g S3E gz
§ Bl E 2 3 =
fsd7p.Fess Bwgos eainAxoipAH
§§§a£ £2
= Bt -
= ?’ 5 e i‘?‘ = g
- 23
£5zos E
Bz_pE e
EREE =3
a oSz i
2gi 2 5
B
I &/ = {537NSdv2 004}
 _ [8dwd 0! X SH3LSNB 0L NE0 NOILAINISIYL XY
~
CAREFULLY READ THE ACCOMPANYING )
INSTRUCTIONS BEFORE USE S
COMPOSITION: Each capsule contains: - \\
H 500 =
B 9 Visa No. e
INOICATIONS { DOSAGE & ADMINISTRATION / LOT No.
CONTRA-INDICATIONS: MFG Date : ddimmiyyyy
See the enclosed package insert before use EXP. Date : ddimmiyyyy
_ SPECIFICATION: USP 32
Store at temperature below 30°C, protectad from light,
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Rx Thuée ké don
Vién nang HYDRA

MO TA:
Vién nang gelatin cng c¢é nip nang mau xanh nhat va thin nang mau hong chita bot tring

Cart

hoiic hdi tring, ¢ nang s6 “0™.

THANH PHAN:

M&i vién nang chita: Hydroxyurea.........500 mg

Td duore: Lactose, Microcrystalline Cellulose, Magnesium Stearate, Capsule.

Boc k§ Inténg dén sit dung tride khi ding, néu cdn thém théng tin xin hoi $ kién bde s,

DUQC LUC HOC:

Cho dén nay chua md t& dudc cd ché chinh xdc clia hydivayurca 12 ¢6 (dc d0ng chéng ung th.
Tuy nhién, mdt s§ bdo cdo clia cdc nghién cfu khic nhau trén sy cdy mé & chudt va ngudi di
dura d&€n mot gid thuyét ring hydroxyurea gy tc ché sy 16ng hgp DNA trifc ti€p bing cdch tic
ddng nhu 1a mot chal ¢c ché reductase ribonucleotide nhung khéng 1am dnh hudng dén sif tdng
hop acid ribonucleic hay protein. Gid thuyé&t nay gidi thich tai sao hydroxyurea ¢é thé giy tic
ddng quii thai trong mét s& trudng hop nao dé.

Ngudi ta di thira nhdn ¢6 ba co ché tic déng lén sy gia tang hiéu qua khi ditng déng thi
hydroxyurea vdi xa tri trong diéu tri ung thu t&€ bao cé viy & diu va c8. Cic nghién ciu in vitro
trén t€ biao chubt tii Trung Quéc dé nghj riing hydroxyurea (1) lam chét cdc t€ bao giai doan S
khdng bifc xa thdng thudng, va (2) gif 8n dinh cdc 1€ bao khic trong chu ky t&€ bao & giai doan
G! hay giai doan téng hgp tién DNA khi chiing nhay cAm vdi cdc tic dung cha xa tri. Cd ché
thit ba cia tdc ddng ndy dugc rit ra dua trén cic nghién cltu in vitro trén 1€ bao Hela: bing
cdch tic ché sy t6ng hop DNA, hydroxyurea ngin cin qud wrinh hdi phuc binh thuting cla céc t&
bao bi hu hai nhung khéng chét dudc bdi xa tri vi viy lam gidm ty 1& séng cha chiing; nhu'ngy»

khong 1am thay ddi sy 1dng hgp RNA va protein. /
DUGC PONG HOC: /1’“
Hdp thu

Hydroxyurea duge hap thu nhanh sau khi uGng. Néng d6 dinh trong huyét tuong dat dudc trong
vong 1 d€n 4 gidr sau mot liéu udng. DA quan sdl thiy AUC va ndng dd dinh trung binh trong
huy&t wong tang khéng nidng xitng véi su tang liéu ding,

Khong ¢6 dif liéu vé sy dnh hudng cda thirc 4n 1&n sy hap thu cla hydroxyurea.

Phén phai

Hydroxyurea phan ph&i nhanh va rong khip trong cd thé vdi thé tich phin phéi vdc lugng xdp
xI lu¢fng nuGe todn phan trong cd thé.

Ty 1¢ huy€t wong trén dich ¢§ trdng gidi han tir 2:1 dén 7.5:1. Hydroxyurea tdp trung trong
bach cdu va héng cau.

Chuyén héa

Dén 50% mot liéu udng bi bi€n d8i thdng qua cic con dudng chuyén héa nhung khéng tiéu
bi€u. Trong mdt con dudng chuyén héa phu, hydroxyurea cé thé bi thodi bién bdi urease tiét ra
tit cdc vi khu&n & rudt. P phat hién thiy acid acetohydroxamic trong huy&t thanh ciia ba bénh
nhin bi ung thw bach ciu didu tri hydroxyurea va ¢6 thé dudc hinh thanh tif hydroxylamine 12
k€t qua uif sy tic ddng cla urease 1én hydroxyurea.

Thdi trit

U ngudi, sif bai ti€t cba hydroxyurea la mdt qué trinh khéng tuy€n tinh xdy ra qua hai con
dudng. M6t 1 bdo hda, cd 18 do sir chuyén hda & gan; hai 14 sy bai tiél qua thin,
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CHI DINH:

1) U hidc 18, ung thir bach cidu tiy bio man tinh dé khing, ung thu tdi phdt, di cin, hoic
carcinom budng tréng khéng mé duge.

2) Hydroxyurea duge két hgp vdi xa tri d€ diéu tri ung thu t& bao ¢6 viy (biu md) & ddu va
c8, ngoai trir § moi.

LIEU DUNG VA CACH SU DUNG:

Thuée nay chi diing theo sut ké don ciia thdy thuic. -
Nguii l6n: //
Liéu dung dudc dira trén thé trong thue t& hay thé trong 1§ tudng cia bénh nhan /

1) Khdiu citng:

- Triliéu gidn doan: mbi 3 ngiy udng mot liéu 80mg/kg.

- Triliéu lién we: md1 ngay udng mot lidu 20 ~ 30mgke.

- Trj liéu k&t hgp: mdi 3 ngay udng 80mg/kg. Nén ding hydroxyurea tdi thi€u 7 ngay trudc
khi khdi ddu xa tri va 1i€p tuc diing sau dé trong thdi gian khéng han dinh, mién 12 ngudi
bénh duge theo doi ddy di va khong ¢6 nhitng phdn ng bit thuding hay trdm trong xdy ra.
Thudng khéng cin phai diéu chinh lidu xa trj khi diing hydroxyurea déng thdi,

2) Ung thy bach ciu tiv bio man tinh dé khing:

Cha dén khi ché& d6 tri liéu gidn doan dudc ddnh gid, khuyén nghi 4p dung phuong phép tri
liu lién tuc (uéng mdi ngdy mot 1an 20-30 me/kg).

Tré em:
Do rat hi€m bi u hdc (8, ung thu bach cau tiy bao man tinh dé khdng, ung thu budng tritng,
ung th ddu va ¢d & bénh nhin nhi nén chva xdc minh dugc liéu diing cho tré em,

CHONG CHI DINH:
- Bénh nhin bi suy tly xuong rd rét, nghia 1a gidm bach cdu (bach cdu <2500) hoic gidm
tiéu cdu (<100 000).

- Bénh nhin bj thiéu mdu ning.
- Qud min v&i mot trong cdc thanh phéan cla thudc. o

CANH GIAC VA THAN TRONG:

Nén sif dung thudc thin trong § nhirng bénh nhin sau:

1) Bénh nhén c6 bi€u hién suy chifc nang tdy xuong (C6 thé xay ra suy thy xudng, biéu hién
ddu tién va théng thudng nhat 1a gidm bach cdu. Gidm ti€u cdu va thi€u mdu it xay ra hon),

2) Nén diing hydroxyurea cin than & bénh nhin da dudc diéu tri trudc d6 bling xa tri hay hda
tri ung thu déc tinh 1€ bao.

3) Bénh nhén ¢ tirng dudce diéu trj xa tri ¢6 thé bi ting ndi ban dd sau xa .

4) Phii thay th€ toan bd mdu & bénh nhin bi thi€u mdu ning trudc khi didu tri bing
hydroxyurea.

5) Nén dung hydroxyurea cin thin & nhitng b&nh nhin bi rai loan chifc ning than.

6) Bénh nhan cao tudi c6 thé nhay cdm hon vdi tdc dung ctia hydroxyurea, va ¢6 thé cin phii
diing liéu thap hon.

[Cdc thin trong chung]

1) Can phai theo ddi chat ch& khi diéu tri bing hydroxyurea. Nén xdc dinh tinh trang tdng thé
clia mdn, k€ cd xét nghiém (dy xudng, ciing nhv chifc ndng gan va thin trude va trong khi
diéu tri. Nén xdc dinh mitc d6 hemoglobin, lugng bach ciu t8ng cong, ludng tiéu cdu it nhit
mét lan/tudn trong sudt thdi gian diéu tri bing hydroxyurea. N&u lugng bach ciu gidm
xudng thip hdn 2500/mm® hoic ludng ti€u ciu gidm xudng thdp hgn 100000/mm’, nén
ngirng tri liéu cho d&n khi cdc gid tri trd lai mic binh thugng. Néu xdy ra thi€u mdu nén



thay toan bé mdu, khdng cin phii ngung diéu trj bing hydroxyurea.

2) N&u bénh nhén muén, hoac khéng thé nudt vién thude, ¢ thé 14y bdt rong nang ra cho vao
mét ly nudc va udng ngay. Vai 14 dudc trd trong nang c6 thé khong hoa tan va ndi trén mat
nudc.

3) Cam gidc dau hay khé chiu do viém mang nhdy & vi tri chi€u tia duge kiém sodt bing céch
diing thudc gy té tai chd hoac udng thudc gidm dau. NEU phan ing nang, cé thé tam thai
ngung tri ligu bing hydroxyurea; néu phin tng qud niing, cé thé cdn phdi k&t hop ngung xa
tri tam thdi.

[Sit dung trong thai ki)

Nhifng thudc c6 téc dong trén sy tng hgp DNA nhu 13 hydroxyurea ¢é thé 14 tic nhin gay
d6t bi€n manh. Thay thuéc nén cin nhic thin rong trude khi diing thudc nay cho cdc bénh
nhin nam hoic nir du tinh ¢é con.

Hydroxyurea duge bi€t 13 tdc nhan gdy qudl thai & dong vat. Vi th€, khong nén ding
hydroxyurea cho nhitng phu nir cé thai hoic nghi ngd cé thai trlr trudng hgp thdy thudc da
cin nhic ich Igi cla viéc ding thudc hon hin nhitng nguy hiém cé thé cé.

[Phu ni ¢cho con ]

Hydroxyurea bai 1iét vio sita ngudi. Do khd ning c¢6 cdc tdc dung phu nghiém trong ur
hydroxyurea, nén quy€t dinh ngung cho con bt hoic ngung thudc, nhung phdi tinh dén tim

quan trong cla thudc ddi vdi ngudi me. g
TAC DUNG KIIONG MONG MUON: /’“

1) Huvél hoc:
Poc tinh chii y&u cla hydroxyurea la suy tiy xuong. Gidm bach cdu la bi€u hién diu tién
thuting gap nhit ciia doc tinh trén tiy xudng. Gidm ti€u cdu va thi€u mdu it xdy ra hon va
thudng xdy ra sau khi thi€u bach ciu. Nén cin thin theo ddi tinh trang huyét hoc & cdc
bénh nhin diéu tri bing hydroxyurea. Tiy xudng thudng hdi phuc nhanh sau khi ngitng tri
liéu hydroxyurea; tuy nhién, cé thé xay ra tinh trang thi€u huy&t ciu kéo dai, nhung hi€m.
Trong giai doan ddu tri liéu bing hydroxyurea thuéng 6 su tao nguyén hdng cau khéng 15
nhung thudng 1 gidi han, va s&€ gidm bdt khi ti€p tuc tri liéu. Su thay d&i vé hinh thdi gidng
nhv thi€u mdu 4c tinh, nhung khong ¢é lién quan vdi sy thiéu acid folic hodc vitamin B,
nhung sau d6 khong nhat thi€t 1 s& bi thi€u mau. Ciing ¢é bdo cdo vé& su huyét gidi va
gidm ham lugng sit trong huy€l thanh. Hydroxyurea c¢é thé lam gidm t8c dé st dung sat
clia héng cAu, nhung dudng nhu khéng lam thay ddi thdi gian séng ctia hdng cdu.

2) Tdcdung trén hé tiéu hoa:
Tdc dung phu trén hé tiéu héa gdm cé viém da day, budn ndn, ndn, chdn in, tdo bdn, vi
tiéu chdy; ¢6 (hé xdy ra loét niém mac miéng va bi€u md dudng tiéu héa khi bi nhiém doc
hydroxyurea ning. Cdc cdm gidc khé chiu & da day (nhu 12 budn nén, ndn, chdn in) do tri
licu phéi hgp hydroxyurea vi xa tii thudng gidm bdl biing cich tam thdi ngung dang
hydroxyurea; hi€m khi cdn phdi ngung xa tri.

3) Tdc dung trén da:
Cac phidn (ng trén da thudng nhe va mit di khi ngung ding thudc: ndi vt sin trén da, ndi
ban dd rén mil, ngira c6 thé€ xdy ra & vai b&nh nhan. Hi€m khi xay ra rung téc.

4) Céc tdc dung phu khdc:
Cé thé xdy ra Ikhé tiéu tidn va cde r6i loan thin kinh bi€u hién bing nhitc ddu, budn nga,
chéng mat, mit dinh hudng, 4o gidc va co giit, nhung rat hi€m; tuy nhién vin chua xdc
dinh sy lién quan giita cic triéu chitng déc tinh thin kinh nay véi tri liéu bing hydroxyurea.
C6 thé xdy ra suy chitc ning &ng thin & vai bénh nhin duge diéu tri bing hydroxyurea.
Ciing ¢6 bdo cdo vé tinh trang ting uré mau, tao sdi uric, ting néng do creatinin vd BUN
trong huy€t thanh, luu gii sulfobromophthalein bat thugng. Ciing c6 thé xay ra sot, dn lanh,
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ting cAc enzyme gan,
Théng bdo cho bdc st nhitng tdc dung khéng mong muén gap phdi khi sit dung thuée.

TUONG TAC THUBC:
Si dung ddng thisi voi cdc chit gay ite ché tiy xudng ¢ thé giy suy tdy.

- Sir dung dang th¥i vdi clozapine c6 thé gay dac tinh trén tiy xudng.

- St dung déng thdi vdi probenecid ¢¢ thé lam gidm tic dung cla probenecid va cin phéi
ting liéu diing d€ diéu tri bénh gt

- Sit dung ddng thdi véi cdc loai vaccin (viriit con sdng hodc di chél) cé thé lam ting tinh
nguy hi€m cda vaccin,

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:

Khong diing thude nay khi ldi xe va van hanh mdy mde.

QU4 LIEU:
b c6 bdo cdo dbce tinh niém mac da ¢ip d nhing bénh nhin diéu tri bing hydroxyurea 8
li€u cao hon vai lan liéu diéu tri. Cliing quan sat duge chitng loét, dd tim, phi & Iong ban tay
vd long ban chan, ti€p theo 14 tréc vy da & tay va chdn, ting sdc 16 da todn thian ndng, va
viém miéng.
Xut tri: Rita da day, ti€p theo la diéu tri hd trg cho hé théng tim mach va hé hip néu cén
thi€t, V& 1au dai, cdn theo dai hé théng tao mdu, va ruyén mdu néu cdn thict.

BAO QUAN: Bio quin trong bao bi kin & nhiét do dusi 30°C, trdnh dnh sdng.
HAN DUNG: 36 thing ké W ngay sin xuit.

DONG GOI: Hop ¢6 100 vién (10 vi x 10 vién).

TIEU CHUAN CHAT LUGNG: USP 32.

Sdn xuft bdi:
] DAE HAN NEW PHARM. CO., LTD.
= #904-3, Sangshin-ri, Hyangnam-myun,
Hwasung-si, Kyunggi-do, Han Qudc.
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