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) HOP 2 vix 10 vién
KiCH THUPOC: 131 x 72 x 20mm

Bao quan: Noi khé, tranh 4m va anh sang, nhiét o khéng qua 30°C.
Tiéu chudn: TCCS
SDK / Reg. N°:

Mbi vién né
Cefditoren.
Ta dwge ...
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MAU NHAN HOP CEFRIVEN 200

) HOP 3 vi x 10 vién
KICH THUOC: 131 x 72 x 25mm

Mbi vién nén bao phim chira: Bao quan: Noi khé, tranh &m va anh séang, nhiét 66 khéng qua 30°C.
Cefditoren.. 200mg Tiéu chuén: TCCS
Ta dugec ... .vira dd 1 vién nén bao phim. SBK / Reg. N*:

{ Chi djnh, cach dung, chéng chi djnh va cac théng tin khac:Xem trong t& hudng din st dung kém theo,

DE XA TAM TAY TRE EM. POC KY HUONG DAN SUF DUNG TRU'OC KHI DUNG.

RX Thuéc k& don Hop 3 vi x 10 vién nén bao phim

CEFRIVEN 200

Cefditoren......200mg

00 NJAId43D

bwpz " "uai01pyad

Dwge phdm trung wong | - Pharbaco
160 Tén Dikc Thing - Béng Pa - Ha Nai - Viet Nam
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Each film-coated caplet contains: Storage: In a dry place, temperature not exceeding 30°C.
Cefditoren Protect from light & moisture
Excipients .. ..q.s for 1 film-coated caplet. Specifications: In-house

i Indications, administration, contra-indicati and other infq tion; Please read the leaflet insert, I

KEEP OUT OF THE REACH OF CHILDREN. READ CAREFULLY THE INSTRUCTION BEFORE USE.

Rx Prescription only Box of 3 blisters x 10 film-coated caplets
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MAU NHAN Vi CEFRIVEN 200

KICH THUOC: 127 x 89 mm
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1\7C#Ae N Wiéu Tyt ¥ va khuyén cdo khi dung thudc

% xa thm tay tré em, doc k¥ huéng dan sir dung trude khi dung.

Thong bao cho bac si tac dung khéng mong mubn khi sir dung thude.

Thube nay chi ding theo don thuéc.

2. Thanh phén cong thirc thudc (cho 1 vién nén bao phim)
Thanh phan dioc chat:
CefditOTBI ...\ vt e et sreree e e e e e e rnn e e saessssesnenssssnnnnnn - 200,00 MG,
Dt dedi@gag cellifloten POl swmmmusammmmansmmmmmos s s 245,1 mg)
Thanh phdn té dugc: cavamax W7 pharma, pearlitol 160C, avicel 112, lauryl sulfat natri,
magnesi stearat, HPMC 15¢cp, PEG 6000, titan dioxyd, bot talc...... vira du 1 vién nén bao phim.
3. Dang bao ché:
Vién nén dai bao phim mau tring, mdt mit c¢6 1 vach ngang & gilta, mdt mat tron, canh va thanh
vién lanh lan.
4. Chi dinh:
Piéu tri cac nhiém khudn duong ho hdp, nhifm khuén da va t& chic duéi da do vi khudn Gram
am, Gram duong nhay cam, cac chung Staphylococcus aureus (bao gdbm ca ching co tiét p-
lactamase), Staphylococcus pyogenes nhay cam.
Piéu tri viém hong va viém amidan do céc ching Streptococcus pyogenes (lién ciu P tan mau
nhém A) nhay cam. Mic du cefditoren ¢o tac dung tiéu diét Streptococcus pyogenes viung miii
hong, nhung tac dung cua thube trong du phong thap khép van con dang duge xem xét.

Diéu tri dot cdp cta viém phé quin man tinh muc dd nhe va vira gdy ra boi cac chung | =

Haemophilus influenzae (bao gébm ca chung c6 tiét B-lactamase), Haemophilus parainfluenzae
(bao gdm ca chiing co tiét B-lactamase), Streptococcus pneumoniae (chi voi ching nhay cam véi \;"\
penicilin), Moraxella catarrhalis (bao gbm ca chiing c6 tiét p-lactamase).

Piéu tri cac truong hop viém phdi méic phai tai cong dong gy ra boi cac chung Haemophilus
influenzae (bao gdbm ca ching co tiét B-lactamase), Haemophilus parainfluenzae (bao gdm ca

chung c6 tiét B-lactamase), Streptococcus pneumoniae (chi voi ching nhay cam véi penicilin),
Moraxella catarrhalis (bao gdbm ca chung c6 tiét p-lactamase). W/

5. Cich dung, liéu ding:

Cdach diang

- Dang dudng udng.

- Ubng thudc cing voi bita dn nham lam tang hép thu thude vao mau.

Liéu ditng
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Nguoi lon va tré em trén 12 1uéi:

- Viém hong, viém amidan: uéng 1 vién/ 14n, ngay 2 lan trong 10 ngay.

- Nhiém khun da va td chitc duéi da: uéng 1 vién/ lan, ngay 2 lan trong 10 ngay.

- Dot cip cua viém phé quan man tinh: udng 2 vién/ 1an, ngay 2 1an trong 10 ngay.

- Truong hop viém phdi méc phai tai cong dong: ubng 2 vién/ lan, ngay 2 1an trong 14 ngay.
Liéu & nguoi bénh suy than: Khong can hidu chinh liéu néu bénh nhén suy than nhe (Cle 50 -
80ml/phut/1,73m?), khuyén céo chi ding t6i da 200mg/lan, 2 lan/ngay cho nhitng bénh nhan suy
than vira (Cle 30 — 49ml/phiit/1,73m?) va 200mg/lan, 1 1an/ ngdy cho nguoi bénh suy thén ning
(Clg < 30ml/phat/1 ,73m2). Bénh nhén suy than giai doan cudi chua xac dinh duoe liéu pht hop.
Liéu ¢ bénh nhan suy gan: Khuyén cdo khong can hiéu chinh liéu & bénh nhén suy gan mic do
nhe va vira. Chua c6 théng tin vé duoc dong hoc cia cefditoren & nhitng bénh nhan suy gan
nang.

Nguoi gia: Khong c¢6 khuyén cao dic biét vé lidu néu nguoi bénh ¢6 chirc nang than binh
thuong.

6. Chéng chi dinh: .
Qua man véi cefditoren, cic cephalosporin khac va bat ky thanh phan nao cta thude. %L
Thiéu hut carnitin hoic réi loan chuyén héa bam sinh dan t6i thiéu hut carnitin trén 14m sang.
Khong khuyén céo st dung cho tré dudi 12 tudi.

7. Cénh bdo va than trong khi dung thudc:

Diéu tri bang khang sinh bao gém ca cefditoren ¢ thé lam maét can biang hé vi sinh & dai trang,
lam cho Clostridium difficile phét trién qua mirc. Tiéu chay do Clostridium difficile va viém dai
trang gia mac c6 thé & muc do tir nhe dén nguy kich. Cac siéu doc t6 do Clostridium difficile tiét
ra gdy tang ty 1& mic bénh va ty 1¢ tir vong do khang khang sinh va phai cit bo dai trang. Can
theo doi biéu hién nay trong qué trinh diéu tri.

Cén theo ddi va phat hién cac biéu hién qud man khi ding cefditoren. Thén trong khi str dung
cho bénh nhén ¢6 tién sir qua mén véi penicilin (dic biét 1a nhitng truong hgp qué man biéu hién
qua trung gian IgE nhu phan vé, may day), bénh nhan kém #n udng hodc nhimg ngudi dang dugce
nudi dudng ngoai dudng rudt va bénh nhan co stc khoe kém (bénh nhén can phai duoc theo doi
can than do c6 thé xay ra thiét hut vitamin K).

Than trong khi str dung cho ngudi bénh ¢6 tién sir co giat, néu trong trudmg hop c¢é kém theo suy
thén, nguy co co giat tang cao.

St dung thén trong cho nhirg tuong hop suy gan, suy than, hiéu chinh lidu néu ngudi bénh suy
than nang.

Pbi voi ngudi bénh thiéu hut carnitin, khéng sir dung cefditoren kéo dai do cefditoren géy tang

dao thai carnitin.

e e T e e
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Do cefditoren c6 thé gy kéo dai thoi gian prothrombin, vi vdy can than trong khi st dung &
nhitng nguoi bénh ¢cb rdi loan chay mau.

Theo nguyén tac chung, dé ngén chan su Xuat hién cua cac vi sinh vat khang thude, sau khi xac
dinh tinh nhay cam cta vi sinh vat véi thudc, thoi gian dung thude nén duge gidi han trong
khoang thsi gian téi thiéu can thiét dé didu tri tinh trang ctia bénh nhan.

Tré em: khong st dung cho tré em dudi 12 tudi.

Nguoi gia:

Ty 1& x4y ra tac dung phu & ngudi gia khong khac so véi nhitng ngudi trudmg thanh. Tuy nhién,
ngudi gia thuomg ¢ chic nang sinh ly giam, do d6 can sit dung thube than trong. Luu y hai
diém: lidu ding va khoang cach gifra cac lidu nén dugc diéu chinh theo tinh trang ctia bénh nhan.
Su dao thai thude bi kéo dai & bénh nhén suy than. Do d6, ndng do thude trong huyét thanh cao
c6 thé kéo dai & ngudi gia.

Gidng nhu céc thude twong tu khic, di co béo cdo nguy co chay mau do thiéu hut vitamin K &
nguoi gia.

Pearlitol 160C (mannitol): Thanh phin mannitol trong thudc ¢ thé gay nhuén trang nhe.

8. Sir dung thudc cho phu nir ¢6 thai va cho con bi

Sir dung thuéc cho phu ni¥ cé thai

Nghién ctru trén dong vat khong thiy cac phan tng bét loi déi voi thai nhi. Do an toan ctia thube
d6i voi phu nir ¢6 thai chua duge cong bd. Ngoai ra gidm carnitin trong huyét tvong & phu nit
dung khang sinh chita nhém pivoxil trong ba thang cudi cia thai ky di duoc bdo céo, ciing nhu &
tré so sinh cua nhimg ba me nay. Chi sir dung thube nay cho phu nir ¢6 thai hoic du dinh ¢ thai
khi loi ich cua viée dung thudc vuot qua nguy co c6 thé xay ra khi diéu tri.

St dung thuéc cho phu ni cho con bii

Thube phéan bb duoc vao sira me, vi vy sir dung than trong v&i nhitng phu nit cho con bi.

9. Anh hudng ciia thudc 1én kha niing i xe, vin hanh may mée

Thude khong gay anh hudng dén kha nang lai xe hodc van hanh may mdc.

10. Twong tac, twong ky cua thube

Céan thong bao véi bac si hodc dugce si ctia ban cac thudc khac dang sir dung hodc sir dung gin
day, ké ca cac thude khong ké don.

Thuéc khdng acid: dung ddng thoi mot liéu duy nhét thuc khang acid c6 chira cd magnesi
(800mg) va nhém (900mg) hydroxit 1am giam hip thu lidu duy nhit 400mg cefditoren udng sau
bira an.

Tang tde dung/déc tinh: Probenecid lam ting nong do cefditoren trong huyét tuong do d6 lam
tang tac dung/ddc tinh cua cefditoren.

Giam tdc dung: thube e ché bom proton va thubc déi khang thu thé H, lam giam hép thu
cefditoren, vi vay lam giam tac dung/ddc tinh ctia cefditoren.

e e e e T e e Ly e e
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" Twong tac thire an: Thuc an lam tang hép thu cefditoren. Bita dn ¢ nhidu m& cé thé lam sinh
kha dung cua thude ting 1én t6i da.

Tuong tdc vé xét nghiém: C6 thé gdy ra phan tmg Coombs truc tiép duong tinh, xét nghiém

ferricyanid 4m tinh gia, xét nghiém glucose ni¢u duong tinh gia khi dung Clinitest.

11. Téc dung khéng mong muén ciia thude:

Giéng nhu tat ca céc loai thude khéc, Cefriven 200 c6 thé c6 mot s6 tac dung phu, mic du khong

phai xay ra véi tit ca moi nguoi.

Cdc tac dung phu rdt thuong gap (ADR > 1/10 nguoi)

- Tiéuchay (11 —15%).

Cdc tde dung phu thuong gap (1/100 < ADR < 1/10 nguoi)

- Heé than kinh trung vong: dau dau (2 — 3%).

- Nai tiét va chuyén hoa: Tang glucose mau (1 —2%).

- Tiéu hoa: Budn nén (4 — 6%), dau bung (2%), chan dn (1 — 2%), ndn (1%).

- Sinh duc: Viém am dao (3 — 6%).

- Huyét hoc: Giam hematocrit (2%).

- Than: Dai mau (3%), bach cau nidu (2%).

Cdc tdc dung phu hiém gap (1/10.000 < ADR < 1/1000 ngudi)

(Céc tac dung phu nay 14 hiém gip nhung quan trong hogc gdy de doa tinh mang)

Suy thén cdp, di tmg, dau khdp, hen phé quan, ting nito phi protein mau, giam calci mau, ting

thoi gian dong mau, hdng ban ¢ dinh nhiém séc, nhidm ném, ting glucose huyét, viém phoi k&,

giam bach cau, ting kali mau, gidm natri mau, viém dai trang gia mac, hdi ching Stevens-

Johnson, xuét huyét giam tiéu cau, hoai tir da nhiém doc. ;

Huéng dan cdch xie tri ADR CV

Phuong phap xir tri mot sd ADR nhu sau:

- Néu c6 viém dai trang gia mac hoic tiéu chay do Clostridium difficile, thudng phdi ngung
khang sinh. Co trudong hop chi can ngimg khang sinh 12 hét triéu chimg. Nhiing trudmg hop
tiéu chay vira va ning cin phai truyén dich, dién giai, bd sung protein, khang sinh ¢6 tac
dung voi Clostridium difficile (nhu metronidazol udng hodc vancomycin). Truomg hop can
thiét phai phiu thuét cit dai trang.

- Néu ¢6 qua min do cefditoren, can ngimg cefditoren va diéu tri tridu ching phi hop.

- Giam tac dung cua prothrombin c6 thé xay ra v6i nhitng dbi tuong c¢é nguy co (nguodi bénh
suy thén, suy gan, dinh dudng kém, st dung khang sinh kéo dai, diéu tri dai han véi thude
chéng déng), nhimg trudng hop nay phai theo ddi thoi gian dong mau va bd sung vitamin K.

Théng bdo ngay cho bdc sy hodc dugc sp nhitng phan itng c6 hai gap phai khi suw dung thudc.

12. Qua lieu va cach xir tri

m
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Chua c6 dit liéu v& viée st dung qua lidu cefditoren pivoxil trén nguoi. Cac tridu chimg cia qua
lidu khang sinh nhom B-lactam gém: budn nén, nén, dau thuong vi, tiéu chay va co giat. Thim
tach mau c6 thé hd tro trong viée loai bo cefditoren khoi co thé, dac biét néu chirc ning than bi
t6n thuong (giam 30% ndng do trong huyét tuong sau 4 gio thdm tach mau). Diéu tri triéu chimg
qué liéu va sir dung céc bién phéap hd tro néu can thiét,

Nhitng nghién ctru vé doc tinh cip trén dong vat, sit dung cefditoren pivoxil voi lidu udng gidi
han 5.100mg/kg & chudt va 2.000mg/kg & cho khong thiy anh hudng dén strc khoe. Pa quan sat
thiy mot sb triéu chimg nhét dinh nhu tiéu chay va phén mém kéo dai trong mdt vai ngay trén
mdt vai dong vat, giéng nhu tic dung phu thuong thiy cua da s6 céc loai khang sinh do e ché
hé vi khudn duong ruot.

13. Pac tinh dwoe lwe hoc: ’
Nhom duoc 1y: Khang sinh nhom cephalosporin thé hé 3. @/
Ma ATC: JO1DD16

Cefditoren pivoxil 1a mét khang sinh ban tdng hgp nhém cephalosporin thé hé 3 duge stir dung
theo dudmg udng ding trong didu tri cdc bénh nhiém khuén cAp tinh hodc dot cAp cua viém phé
quan man tinh, viém phéi mic phai tai cong dong do cac vi khuédn nhay cam gay ra, bao gbm:
Haemophilus influenzae, Haemophilus parainfluenzae, Streptococcus pneumoniae nhay cam voi
penicilin, Moraxella catarrhalis, viém hong (Streptococcus pyogenes), nhiém tring da va o
chirc dudi da khong bién chimg (Staphylococcus aureus khong ¢6 da khang, Streptococcus
pyogenes).

Cefditoren bén vimng v&i nhiéu loai beta-lactamase (bao gdm penicilinase va mot so
cephalosporinase) do cac vi khuan Gram am va Gram duong sinh ra. Tuong tu nhu céc
cephalosphorin thé hé 3 hién nay (cefdinir, cefixim, ccﬁibﬁten, cefpodoxim) cefditoren co phd
khang cac vi khudn Gram 4m rong hon so véi cephalosporin thé hé thtr nhit va th hai. Hon nita,
cefditoren tac dung véi cac vi khuén Gram duong tét hon so véi cac cephalosporin thé hé tha 3
khéac vi cAu triic cefditoren ¢6 nhom methylthiazolyl, trong khi cac cephalosporin thé h¢ thir ba
khac khong co.

Co ché tac dung cta cefditoren pivoxil twong tu nhu cdc khang sinh thugce nhém cephalosporin
thé hé 3. Cefditoren pivoxil 14 mét tién dugce (prodrug) co rit it téc dung khang khuan.
Cefditoren pivoxil dugc hap thu theo dudng tiéu héa va bi thily phan boi céac esterase dé giai
phong thanh cefditoren c6 hoat tinh va pivalat vao trong mau. Cefditoren c6 tac dung trc ché tong
hop thanh té bao vi khuan bing cich gin vao mét hodc nhiéu protein gin penicilin (penicilin-
binding protein-PBPs) lam tic ché budc cudi cung chuyén acid amin giita cac chudi peptid cua
téng hop peptidoglycan & thanh té bao vi khudn, do (rc ché sinh téng hop thanh té bao vi khuén.

Vi khuén bi ly giai do hoat tinh cha cic enzym autolysin va murein hydrolase.

e e P T e T T e e ]
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14. Pic tinh dwoce dong hoc:

Cefditoren pivoxil duoc hdp thu theo dudng tiéu héa va bi thiy phan boi céc esterase thanh
cefditoren c6 hoat tinh va pivalat vao trong mau. Khi uéng lac doi lidu 200mg cefditoren, ndng
d6 cao nhét dat dugc trong huyét tuong khoang 1,8 + 0,6 pg/ml sau khi ubng 1,5 dén 3 gio. Sinh
kha dung khi ung luc do6i dat dugc khoang 14% va tang lén néu udng cing bita an c6 nhiéu ma.
Ty 18 gén v6i protein huyét trong cta cefditoren 1a 88%. Thé tich phan b4 9,3 = 1,6 lit.
Cefditoren khong bi chuyén héa nhiéu va bai tiét chinh qua nudc tiéu dudi dang khong déi bang
loc & cAu than va bai tiét & dng than. Thudc ¢ thé dugce thai trir bang loc mau ngoai than. Nira
doi thai trir cia thude khoang 1,6 gidr va kéo dai hon & nhitng bénh nhan suy chire nang than.
Pivalat dugc hinh thanh do qua trinh thuy phéan cefditoren pivoxil sé& két hop Vi carnitin trong
mau tao thanh pivaloylcarnitin va dugc bai tiét ra ngoai qua nuée ticu.

15. Qui cich déng goi

Hop 02 vi (Alu-Alu) x 10 vién nén bao phim, kém theo t& huéng dan sir dung.

Hop 03 vi (Alu-Alu) x 10 vién nén bao phim, kém theo t& huéng dan sir dung.

16. Diéu kién bio quén, han ding, tiéu chuin chit lwgng ciia thude:

Béo quan: Noi kho, tranh dm, tranh anh sang, nhiét d6 khong qua 30°C.

Han ding: 30 thang ké tir ngay san xuét. q?/ i
Tiéu chuén chit luong cua thude: Tidu chudn co sd.

17. Tén, dia chi ciia co s& san xuit thude

CONG TY CO PHAN DUGC PHAM TRUNG UONG I — PHARBACO |
160 TON DPUC THANG — PONG DA — HA NOI
PT: 84-24-38454561; 024- 38454562 Fax: 024-38237460

“arerc® , ) . . o
SAN XUAT TAI: THANH XUAN - SOC SON - HA NOI
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