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= 2. CAC DAU HIEU LUU ¥ VA KHUYEN CAO KHI DUNG
THUOGC:
DE XATAMTAY TRE EM

DOC KY HUONG DAN SUDUNG TRUGC KHIDUNG
THUGC NAY CHi DUNG THEO BON THUGC
3. THANH PHAN CONG THUC THUOGC:

| Thanh phén hoat chét:

Cefprozil (dwdi dang Cefprozil monohydrat) 500 mg

Thanh phén té duoc: Lactose, Cellulose vi tinh thé, Natri lauryl
sulfat, Magnesi stearat, Talc, Hydroxypropyl methylcellulose,
Palyethylen glycol, Titan dioxyd.

4. DANG BAO CHE: Vién nén bao phim hinh caplet, mau
trdng, canh va thanh vién lanh 1&n.

5.CHiD|NH:

Piéu trj cac nhiém khuin & mirc dd nhe véa vira do céc vi
khuén nhay cam:

-Nhi&m khudn dwéng hd hip trén:

+ Viém honglviém amidan: do Streplococcus pyogenas.
Trong diéu frj va dy phong nhiém khudn do lién cdu, bao gbm
ca dyr phang thap tim, thuoc thurong durrgrcivra chon la penicilin
diing dwdng tim bap. Cefprozil néi chung co higu qua trong
viéc loai bé Streptococcus pyogenes i mai hong; tuy nhign
hién nay chwa co ddy dii di ligu @& xac dinh hiéu qua cla
cefprozil trong diy phang thap tim.

+ Vidm tai gi¥a, viém xoang chp: do Streptococcus

pneumoniae, Haemophilus influenzae (ké& ca ching tiét B-
lactamase) va Moraxella catarrhalis (k& ca ching tiét A-

lactamase).

-Nhi&m khun dwéng ho hip dwdi: Viem phéi thir phat cip
tinh va dot cp cla viem phoi man tinh (do Streptococcus
pneumoniae, Haemophilus influenzae ca ching tiét B-
lactamase) va Moraxella catarrhalis (ké cd ching tiét &-
lactamase)). :

ﬁm‘k;uﬂn da va céu triic da khdng bién chiing: do
aphylococeus aureus (k& ca ching tiét penicillinase) va
Ppyogenes. ,

NG VA LIEU DUNG:

Diing duémg ubng, ngay 1 18n cb thé ciing hodc

ng:
B3 16m vé tré em trén 13 tudi:
m hong /viém amidan: 500 mg cho mdi 24 gidy, ding trong

| Xoang: trong trudng hop nang ding ligu 1én 500 mg
&, ding trong 10 ngay.
phat cép tinh va giai doan cp tinh cla viém
) mgmdi 12 giv. Diing trong 10 ngay.
a triic da: Ligu ding Ia 250 mg mdi 12 git hay
,{!@ gier hodc 500 mg mdi 12 giér. Ding trong 10
F

Tré em toe6 thang-12 tudi:

- Vieém hong /viem amidan: 7,5 mg/kg cho méi 12 giér, ding
trong 10 ngay.

- Viém da va cau trac da: 20 mg/kg cho mai 24 gidy, ding trong
10 ngay.

-\iém tal gitra: 15 maikg cho méi 12 gi¢v, diing trong 10 ngay.

- Viém xoang (461 v&i nhidm triing tir viya dén nang): 7.5
mgfkg hodic 15 ma/kg cho méi 12 giér, diing trong 10 ngay.
Bgnhnhdn suy than:

Biéivéi bénhnhan co do thanh thai creatinin < 30 ml/ phat, liéu
diing béng 50% lidu diing thang thudng.

Cefprozil bj thai trr mt phéin do chay than nhan tao, do 4o,
Cefprozil nén dugc ubng sau khi chay than nhan tao.

Bénh nhan suy gan: khéng cin thiét phai didu chinh lidu dbi
i bénh nhan suy gan.

7. CHONG CHiB|NH:

Nguréri ¢ tign sir di img véi cefprozil va cac khang sinh nhém
cephalosporin hodc voi batctr thanh phén naoctia t_l::uéc.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Tikn si¥ ca nhan hoac gia dinh bj di trng: may day, phat ban,
hen phé quan. ’

Bénh nhan suy than nang, ngudilén tdi, suy kist

Cefprozil 500 mg chira lactose. Nhirng bénh nhan co di truyén
hiém gap khong dung nap galactose, khiém khuyst men Lapp
Jactase hay réi loan hap thu glucose-glactose khdng nén dung
san pham thude nay. .

Bénh nhan nén digc tu van rang cac loal thubic khang khuén
bao gém cefprozil 500 mg chi nén sir dung dé didu trj nhiém
khudn. Céc thudc nay khéng diu tri nhidm virus. Khi st dyng
cefprozil 500 mg dugrc chi dinh & diéu irj nhiém triing do vi
khuan, bénh nhan nén duge thong bao rang: Mac da né dugc
sir dyng phé bién d& diéu tri tuy nhién thudec nén dugc sit
dung theo chi dan. Bo lidu hodc khéng hoan thanh gua trinh
diéu tri ca thé giam higu qua didu trj ngay l&p tirc va tang kha
néing phat trién tinh khang thudc va s& khang diéu tri dugc
bang cefprozil 500 mg hodc céc loai thubc khang sinh khéc
trong twong lai.

9. SU DUNG THUOC CHO PHU NU €O THAI VA CHO CON
BU:

Thoi ky mang thai:

Khéng cé diF ligu ve sl dung thudc trén phi n cé thai, chinén
dung thubc néu loi ich vugt trdi 5o véi nguy co'.

Théi ky cho con bui:

Mét lrgng nhd cefprozil (< 0,3% liéu) 3 dugc phat hign trong
sra me sau khi dang lidu duy nhat 1g cho phu ni¥ cha con bu.
Cén than trong khi ding cefprozil cho ngudi cho con bl vi
khéng rd dnh hurdng cla cefprozil 1&n tré ba me.

10. ANH HUONG CUA THUGC LEN KHA NANG LAI XE,
VAN HANH MAY MOC:

Chua oo bing chirng v& anh hudng cia thudc 1én kha nang
|&ixe, van hanh may moc.

11. TUONG TAC, TUONG KY CUA THUGC:

Tac dong cua cefprozil trén cac thudc khac: ding dbng thei
vé&ri aminoglycoside lam tang dgc tinh trén than.

Téc déng cla cac thude khéc véi cefprozil:

Cac thudc antacid khéng 1am anh hudng dén hép thu
cefprozil.

Diing déng thé vél Probenecid: ting gép 2 lan AUC cla
cefprozil.
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‘_’Cﬁ‘ﬁ?fma RHENG MONG MUGN CUATHUGC (ADR)

Téc dung khéng mong muén cla cefprozil twong tw nhu cée
4, sephalosporin duéng udng khac. Cefprozl thudng dung nap
“ Wttrong cac thir nghiém lam sang c6 d6i chirng. Khodng 2%

inh nhén ngirng diéu tri bing cefprozil gap tac dung khéng

« sngmubdn.
1wromg gap, ADR2 1/100
jéu héa: Tieu chay, bubn ndn, non, dau bung.

"% f Thén kinh trung ong: Chéng mét.
Krop mo*

Da: Phatban.
Gan: Tang enzym gan (AST,ALT).
M3&u: Tang bach cau &i toan.
Tiét niéu - sinh duc: Ngtrabd phén sinh duc, viém &m dao.

, 1/1000SADR<1/100 i
Thén kinh trung wong: Tang kich dong, dau g4y, cang théng,
métngd, It18n, ngl ga.
Da: Phat ban, ndi may day. Cac phan (mg nay duoc bao cao
& tré em nhidu hon & ngurei 1ém.
Gan: Tang phosphatase kidm.

in; Tang ure va creatinin mau.

Hiémgip, ADR<1/1000
Phén tmg df ing: Sbc phan vé, phu mach, phan (g gibng
bénh huyét thanh, hdi chirng Stevens-Johnson.
Da: Hbng ban da dang.
Tigu hoa: Viém dal trang (bao gbm viém dai tréng gia mac).
Gan: Tang bilirubin mdu, vang da (r mét.
Méu: Giam tidu chu.
Téc dung khbéng mong mudn chung cda cdc
cephalosporin: Thiéu mau batsan, thifu mau tan mau, xuat
huy&t, hoai t thurgng bl nhidm dde, bénh than nhiém dbc,
théi gian prothrombin kéo dai, gidm todn thé huyét ciu, test
{:smmhs durgng tinh, gidm bach cau trung tinh, téng bach

u hat.
| Xirtritdc dung khéng mong mudn:

Truwdrc khi bat dau diéu trj bang cefprozil, cin didu tra ki vé
tidn si¥ dj g clia ngudi bénh voi cephalosporin, penieilin
hode thutc khac.

Néu qua mén xay ra, nén ngirng thudc va didu tri h trg cho
ngutri bénh (dung epinephrin, thé oxy, khang histamin,

13. QUALIEUVA CACHXUTRI:
Qua fiu: Trudng hop qua lidu Cefprozil chwra dugc ghi

ng ngd qué lidu cia khang sinh nhém
orin nhr: budn nén, ndn mira, dau thuong vi, tigu

;’k‘ duge thai trir chi yéu qua than. Trong
liéu nding, dac biét & nhirng bénh nhan co
1on hai, n nhan tao & hé tre trong

icoth
HOC::
sinh Cephalosporinthé hé 2.

ing sinh cephalosporin ban tong hop, thé

Vi kht trién va phan chia
Vi khuén. Cefprozil
sang dbi voi cac vi

us. (bao gdbm ca

LU Y: Cefprozil khéng c6 tac dung vei Staphylococeikh Ang-
methicillin.

Straplococcus pneumoniae

Streplococcus pyogenes

Vi khudin Gram (-):

Haemophilus influenzae (bac gbm ¢4 nhirng chiing tiét f-
|actamase).

Moraxefla catarthalis (bao gbm ca nhing ching tiét p-
lactamase),

15. DAC TINH DUQC BONG HOC:

Sau khi ubng cefprozil, thubc duroc hap thu nhanh tai dwéng
tidu héa, khodng 95% liéu ding dirore hip thu. Néng 86 dinh
ciia thube trong huyét trong sau khi udng lidu 250 mg, 500
mg hay 1g la vao khoang 6,1; 10,5 va 18,3mcg/ml dat duge
sau khodng 1,5 gitr diing thudc.

O bénh nhi tir 6 thang — 12 tudl, ndng 4 dinh trong huyét
furong dat dugc sau khi ubng 1-2 gitr, théi gian ban thai
khodng 1,5 gié. Néng a8 thuoc trong huyét trong sau khi
uéng lidu 7,5; 15 v 30 mg/kg twromg drong véi & ngudi 1on
diing lidu 250, 500 va 1000 mg tai cling thév diém.

Trén ngudi tinh nguyén khde manh diing li8u duy nhét 1g,
ngudi Iém trén 65 tudi cd AUC cao hon 35-60% va dg thanh
théi than thAp hon 40% so véi nhimg nguer tré tlr 20-40 tudi.
AUC trung binh & nir gied cao hom 15-20% sa vé&i nam gidi.
Mre d6 thay déi dugc déng hoc clia cefprozil lién quan dén
tudi va gidi tinh chura di 38 yéu ciu diéu chinh lidu.

Kha ndng fién két vai protein huyét tvong cla cefprozil
khoang 36% va khéng phu thudc néng d trong khoang 2-20
meg/ml huyét terong. Khong co béng chimg vé sy tich lay
cefprozil trong huyét tirong & nguwoi co chike ndng than binh
thudrng sau khi udng nhiéu lidu (t6i 1000 mg méi 8 gid trong
10 ngay).

Khodng 60% lidu udng thai trir qua nwée tidu dudi dang
khéng dbi trong véng 8 giér. Thivi gian ban thai trung binh cia
thudc trén dbi twong khde manh |4 1,3 gidy, co thé kéo dai ti
5,2 gidy trén ngudi suy giam chirc nang than tay thuge vao

‘mirc d6 suy than. Tham tach mau Iam rit ngén thévi gian ban

thai clia cefprozil. Trén bénh nhan suy giam chire néng gan,
tho gian ban thai tang 1&n (khoang 2 gidy). Mirc a9 thay adi
khéng nhidu nén khéna cn didu chinh ligu trén déi tuong
nay.

16, QUY CACHBONG GOI:

Hop 02 vix 10 vién; VIAIU-PVC.

Hop 01 vi, 02 i, 03 vi % 10 vién; VI Alu-Alu,

17. DIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN
CHAT LUQNG CUATHUGC:

Diéu kién bao quan: Noi kho, nhiét 45 dwdi 30°C, tranh anh
sang.

Han duing: 36 thang ké tir ngay san xuat.

Tiéu chuan chat lwgng ca thude: TCCS.
18.TEN, DIA CHI CUA CO SO SAN XUAT:

coNE TY ¢ PHAN DUDC PHAM TRUNG UONG 2
9 Tréin Thénh Téng - Q. Hal Ba Trung - Ha N§i - VIET NAM
FAX: 024.38211815

BT: 02430715430
San xudt ral:
L& 27, KGN Quang Minh - Ma Linh - Ha N§i - VIET NAM

OT: 024.30716291 FAX: 024.35251484




