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(b) Cefprozil duge thit trir mgt phan qua tham tach maw, do da nén sir dung
cefprozil sau khi tham tach mau,

Benh nhin suy gan
ZENMIRIS 250 = EHE g 5 G i
- Thanh phan dwge chit: Cefprozil (didi dang cefprozilmenohydrat) 250 mg, _C > l:’:f’s:m cdu chinh ligu rbénh nhiin suy gidm chisc niing gan.
Ac i,

- Thanh phin ti dige: Cellulose vi tinh thé, natri starch glycalat, magnesi

stearat, HPMC 615, HPMC 606, PEG 6000, talc, titan dioxyd, oxyd sit - Dungduimgudng, voi nuge.

ving, oxyd sit do, - Dang thuée theo ding hrdmg dén l‘."l'la bic s, B qua lidu hofic khiing hoan
ZENMIRIS 500 thanh day di qué rinh diéu m‘mléhe lam giam higu qua cua vige dicu i) e
5 3 " 3 i . thiri va ting kha niing phat irien dé khing eda i khuan, dan den vige khing
= E‘*“: "';I‘," "'f‘: "“"CC']’{PI"’"' (',‘"1'7"’ :f:’,’-’ “ﬂf’f“-””‘}:"”;"’"“"r"“ 500mg. thé diéu i bing cefprozil hodie cic khing sinh khac trong wong lai.
¥ nh phan ta dege: Cellulose vi tinh the, natn starch glycolat, magnes: L WRA r Sy | P SN A P
stearat, HPMC 615, HPMC 606, PEG 6000, ale, titan dioxyd. SISy 5 gt e[ Eiabo srckhinlh
CHONG CHiDINH
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- Viénnén baophim ANHBAOQ VA THAN : Bhi 0O

- Viénnén hinh caplet, bao phim méu cam, hai mat18i, CANHBADYATHAN TRONGRAIDUNG TRI0C oy

ZENMIRIS 500 - Trude khi bat ddu diéu 1r, c@n xac dinh tien s phan ing qua man eda binh
- nhin vii cefprozil, cac loai cephalasporin khac, penicillin hodie cae thubde

- Viénnénbaophim
- Vién nén hinh caplet, bao phim mau triing, hai mi 16i, mgt mét co khic vach

khac. Than trong khi sir dung ZENMIRTS ¢ho bénh nhin cé1ién st nhay cam
vai penicillin, phan (mg chéo véi khing sinh beta-lactam d3 xay ra voi
khoéng 10% bénh nhén cd tién sir di img penicillin. Néw di img van cefprozil,

ngang, bé dai duge.

CHIDINH edn ngung dimg thube, néu phan tmg qua man nghiém trong can dieu tri bing
- P i : 5 T epinephrin vé céc bign phap khic bao gom tha oxy, truyén tinh mach khing

bcéfz:‘: E;:;C:I::;me diéu trj cée nhidm khuin nhe vi trung binh gy ra histarmiin, corticoid, amin co mach, day tri Auimg th.
Nhidm khudn dheimg h i trén + Viém dyi tring miang i3 do Clastriditm diffictfe 43 droc bio cdo v5i gin b
) s s tit ca cic khang sink trong dé e6 cefprozil va eo thi dao déng trang misc 4§
- Viémhong, viém amidan do Strep pyoger . nghiémucngn‘rnhedéndcdoalinhmw.ﬁiéutdhﬁngkhhgsmhlwihuy
Luruy: Penicillin tiém bép thuémg dioe sit dung dé du phong va diéu trj nhiém d8i hé vi khudn duimg rudt va co the din dén phin trign qua mie cia C.

khudn do lién chu bao gom dy phang sdt thip khép. Cefprozil néi chung co difficile.

higu qud trong viéc logi b Strepiococcus pyogenes khoi vom hong, tuy nhién . Cac g 1 A va B duge san xuil boi Clostrdium difficile 1a nguyén nhin gy

khdng e6 ditligu vé higu qui cia cefprozil trong du phong sot thap khep. viém i trang ming gia (CDAD). C. difficile sin sudt cde die th lam tang 1y
- Viém tai giiia do Streplococcus | Haemaphitus inff (bao 1 miic bénh va ti vong, cac nhiém khudn ndy dé khang véi cac khang smh

gdm cic ching san xuft P-lactamase), Moraxella catarrhalis (bao gbm chc théng thuéng nén co the can tién hanh phiu thuf, CDAD phii dupc xem xét

& 1t ci cic bénh nhin bi tiéu chay sau khi ding khang sinh. Theo di can than

chiing san xudt B-lactamase)
sau khi dimng thube 13 edin thigt vi CDAD di duoe bao cio xdy ra sau vai thang

Luruy- Trong diéu tri viém tai gifra gily ra boi eae ching sin xudt frlactamase,

cefproail e0 1§ 1¢ diét khudn thap hon cac thude co chira chit e ché fi- saukhi ding thudc khang sinh,
lactamase. Cin nhic khi st dung cefprozil, 1 | diét khudn thip edncinbing . New nghi ngé hofe xdc nhdn CDAD, ngung sir dung khing sinh khong co
vor tinh nhay ¢Am ciavi khudn &dia phureng v nguy certing die tinh cda cie higu qub véi C diffienle Chin nhiic viéo b sung nuirs va chil didn giai, bo
chit e ché P-lactamase sung protein v dieu i bing khing sinh co higu qua vi Closfridiun dificile,
- Viém xoang cdp tinh do Sty J Hagmophilus influenza einnhievige phiiu thudt thea chi dinh trén [dm sang.
(bao gém cdc ehing sin xudt f-lactamase), Moraxella catarrialis (bao gom - K don cefprozil é dy phong va didu tri trong truéng hop khdng cd ahidm
e ehing sin xuat -] ) Khudn khdng mang lai lgi ich che bénh nhén v Fm ting nguy co khing thude
Nhiéa klman dcang ho lictp diect - O bénh nhan da bigt hodc nghi neé suy giim chire nfing than, thea 441 cin thin
- Dot cap tinh cia viém phé quin min tinh do Streptacaccus preumoniae, lm'nlilll £ing vA tidn hinh cic xé nghifm tnnde va rang qué winh dies tn_Gidm
Haemaphtius influenzae (bao gdm cic ching sin xuft f-lactamase), téng lién hing ngly clla cefbrozil & nhfimg bénh nhéin niy do nguy co nang &
Marasetla catarrhalis (boo ghm cﬁcchﬂng:.ﬁnxugl [-lactamase). khing sinh trong huyét arong ting cao va kéo dii khi si dung liéu thong
Nhidnt kel da v cdu iriic da thuemy, Cephal n bao gom ea esfprozil nén sir dung than irong & bénh

nhan st dung thufc Jo1 1iéu manh do nguy coranh hudmg den chire nang thin.

- D trj kéo di co the din dén su phit trign qua muc cia ce vi khudn khing
{hude. Theo dii can thin, néu bdi nhidm xdy ra trong khi diéu tri nén tién hinh
cac bién phap thich hop.

- Nhidm khuin davi edu trie da khong bién chimg gdy ra bai Staphylococcus
anres (bao gom eae ching san xuat pemcillinase), Sreplococcis pyogenes,
. Vi ip xe thutmg yéu ciu phau thust din Juu,

B gidm nguy co khang thude va duy tri hiéu qua ciia cefprozil va cée khing L, i . R
sinh khac, ZENMIRIS chi nén duoe sir dung dé didu tri hoge ngin natracie - Cefprozil nén duge lfdung lhlan trong cho bénh nhin od 1ién st bénh duimg
nhiém khuan d3 dugc chimg minh hodc nghi ngd véi xde sufit cao do cac fieuhoa, ¢ic h]“]il‘“m daitrang. i
ching vi khuan nhay cam gay ra. Khi ¢6 sfin cae théng tin vénudicdy vatinh - Duomgtinh gia vi test Coombs dil duge bio cio trang khi digu irj vén khing
nihay cim, nén sit dung, dé xem xét trong viée lya chon hodie thay déi igu phap sinh cephalosporin.
diéu i, Trong trirdmg hop khdng cé dif lidu nhir vily, dich 1& hoe dia phuong Bénh nhin nén dirge tir viin cac thude khang sinh bao gom ZENMIRIS chi
vhtinh nhay edim cé the gap phin vio vige lrachon dieu in theo kinh nghiém, nén ding didu try nhifm khodn, khong ding didu tr nhigm virus (cimlenh
- i 2 i thang thuimg) K‘hu:hl'ﬂlnhZENMIRISﬁ:équinhiimkhnh :

E.I;EL;PU“G' CACHDENG Adugre théng bao rdng mée di thong thutmg cac brigu chimg co |
RELCRI sOm trong qua trinh digw b, thude nén duee sir dung ding, ih
qualiéu hodc khong hean thanh10dn bd quatrinh diéu trj o8 thida
qué vi thng khA ning phat rién & khiing va 52 khing thi Al
ZEMNMIRIS hoficthude khang sinh khac trong tuong lai. | =
Tiéu chiy thutmg giip ki si dung khang sinh vase het ki !
B khi sau khi bt diu digu tri bang khang sinh hodc
uéng lidu khang sinh ewdi cing, bénh nhdn €6 thé ¢ tidu cha
{co hodie khing o6 co thit da day va sbt). Néu didu ndv xiy'rh
i 12 g hodie 10 ngiy lién hé vin bic sicang sam cang 15t
' SUTDUNG THUOC CHO PHYND'CO THAL VA CHO COB
Sirdyng thufic cho phy nied thai
- R - Cacnghién ciru brén sinh sin duoe thue hién & thé, chut nhdit va chuft cong
I[;“.:Tn:;:ﬁlw" viem phE Gan | <o o mdi 12 i 10 gy ubng liéu ldn lugt gap 0,8; 8,5; 18.5 ldn lidu 161 da hang ngdy & neuti (1000
iy . miz) tinh theo mg/m’, khong <o bing ching sdy hai cho thai nhi Tuy nhién
Nl dbivecies eha veb cctis bl da khing co nghign ciru day da va duge Kkiém soat td & phy nir eo thar Cae
350 g med 12 gior hode nhien i sinh i 1eén ddng vit khing phii luén 1udn tén doan chinh xac vé
500 ||1';:|1|s' i 24 pivr hode 10 ngay dép (g cia con nwi!i,tlu-ﬂf)chinﬁn&ﬁdmstﬁnﬁﬁpﬁunﬂﬁﬁ thai khi thist
500 my moi 12 o can thigt
WP A / L i 5 & Sirdyng thudc cho phy nir che con bi
x.lrnmdqm I2I!uélP:hu&'%ncflodung'dw'lgmr!‘!phlﬂImndlchuung_ ‘ . g ngh i il 8 i s i g i
i g'sﬁﬂ:%"h'?m khunit do Septocdecus pyogenes i s dung chindn sir dung cefprozil & phy nitdang cho con bi khi thiit edn thiet
ni ngay. - a -
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Thubc cé thé gy chang mit, tinh trang kich dong, dau dau, mat nga, 10 3n,
thiin trong khi ldi xe, viin hanh may moc.

TUONG TAC, TUONG KY CUATHUOC

Tiwong tic ciia thude

- Dﬂc r{nh trcn thin dd duuc béo cio khi sir dung déng thoi khing sinh

d v a cep 1 lll.

- Si dung ddng thid vai prnbcncmd 1am tAng AUC ciia cefprozil gdp 2 kin.

- Sinh kha dung ciia cefprozil khing bj dnh huémg khi ding thude 5 phot sau
khi diing thudc khang acid.

- Tuong tac xét nghiém: Ce?ha]uspmn cd the gay ra phan img duong tinh gia
vl glucose trong nuoc tieu voi cac thude thir Benedict, Fehling, Clinitest
nhung khang dnh hudng dén cac thirnghiém dua vac enzym (Clinitixt).

Twong ky ciia thude
Do kltong co :m: nghién etru vE tinh tuong ky cda thude, khiing trén IAn thude
nay véri cac thube khic

TACDUNG KHONG MONG MUONCUATHUOC
Tac dung khing mong, mudn duge bao cio ¢ cefprozil tuong tu voi cac
cephnlnsponn duing uong khac, Trong céc thir nghiém lam sang, cefprozil
dung nap tot. Khoang 2% bénh nhan ngung ding thudc do tac dung khing
mong muon.
Cic tac dung khdng mong mudn duge phin nham theo tdn sudt rat thuang
2ip(ADR= IHD} thueng glip (1/100<ADR < 1/10), 1lgal}l|f|000€ﬁDR
< 1/100), hiém gdp (1/10000 < ADR < 1/1000), rat hiem gdp (ADR <
1/10000), khéng rd tin sudt (khong wée tinh duoc tirdir liéu sin ca).
Tiéwhda

- Thubng gip: tiéu chay, budn nén, nén, dau bung.
Ganmgt

- Thuimg gip: ting ASAT, ALAT.

- Itg@p: ting phosphatase kiém, tang bilirubin.

- Hiém gp: vang da ir mt.

Dy img

- It gap: phat ban, mé day. Céc phin img qua min duw: béo cdo lhuung &ifip hen
atréem 5o w.n ngueir lém. Cac triéu chlrng Ihuong xudt hién mat val ngay sau
khi bt du didu trj va giam diin trong vai ngay sau khi ngimg dicutr.

Thiin kinh trung wang

- Thuimg gip: chong mat.

- Hiém gdp: tinhtrang kich dong, nhirc diu, hoi hop, mat ngd, 1 1an, ngi ga.
Taomdn

- Thuéng gip: tAng bach chu i toan,

- ltgdip: gram sd lrong bach cau.

Thin

- ltgdp thng BUN, ting creatinin huyét thanh.
Khdc

= Thuongglp: phat ban, béi nhiém ngira bd phiin sinh dye, viém dm dgo.

Cie tde dung khong mong muin duce bio cao hiem Blip trong qua trinh hau
néplhi ste phin vé, phi mai‘:h, viem Gll trang (bao gém viem dai trang mang
gid), hnng ban da dang, sbt, bénh huyet thanh, hoi chang Stevens-Johnson va
wiam tidu cdu,

Nhirng phan img bit lgi dirge ghi nhin & nhém ceph nlmpn rin

- Thidu mau bt sin, thidu mau tan huyéz, xudt huyét, rdi loan ehie ning thin,
dde thiin, thisi gian prmhmm bin keo da, xet nghmm Coombs duong tinh, ting
LDH, glam toan thé huy ét cdu, gidm bach cdu trung tinh, mat bach cau hat,

- Miit 50 cephalosporin cé lign quan dén viée kich hoat cae com co giflt, de bidt
& nhing bénh nhan suy than nhing khéng gidm lidu didutrj. Cdn ngung diing
thude khi xuat hign cac con co gift, Co lhésdnéu tri ehéng co gidt néu edn

QUA LIEU VA CACHXUTRI

Qu&lim
Ubng lidu duy nhit £000 mg/kg khéng giy tir vong hofie ngd de & chud ot cong
trufmg thanh, cai sir, méi sinh hofic chudt nhét trudng thanh. Udng lidu duy
nhét 3000 mp/kg géy tiéu chay, chan in & khi eynomolgus nhung khong gay
urvong.

Cich xirtrikhiding qu-lien

« Cefprozil thii trir ¢hil yéu qua thin. Trong trréma hop qua lidu nghidm trong
dae bigt & bénh nhdn ¢b suy giam chire ning thin, tham tach méu 14 can thiet
dé1oai bd cefprozil

DACTINH DUQCLI'CHQC

Nhém duge ly: Khing sinh cephalosporinthi hé 2.

MAATC: J0IDDI4

Corché tiie dyng
In vitro, cefprozil ¢o tac dung chong 1ai vi khuan Gram duong v Gram im
Cefprozil ¢ tie dung diét khusn bang edch (re ché tong hop thanh té bio

- Cefprozil da duqe chimg minh cé kha nfing chéng lai hiu hét cae ching cia
cfic vi khudn sau déiy ed i vive virtrong lim sang:
+Vikhudn hiéu khi Gram dvong, Staphylococcus aurens (bao gom cac ching
san xudt -lactamase), cefprozil khong co tac dung ehéng lai 1y edu khing
methigillin, Sirep pyogenes.

+ Vi khudn hidu khi Gram dm: mep)‘ufm inflenzae {bao gom cie churlg
sikn xudt P-lactamase), Moraxelfa cararehalis (bao gbm cic chiing sdn xudt fi-
lactamase).

- fw virrn, cefprozil dat nung dé e ché 1di thidu (MIC) <8 giml, ch6n3 lai hau
hét (>9D‘.*’n}ea:.churlg visinh \-N. duai day. tuy nhien, tinh an toan va hiduqua
ctia cefprozil trong dieu tri nhiem khuan trén 1im sang do che vi sinh vit niy
chura durge thiet lap:

+ Vi khufin hiéu khi Gram duong: Ener durans,
warneri, Enterocucens favealis, .\.‘mp.‘acou.us agalactioe, Listeria
manveyfogenes, lién cau (nham C, D, F, G, Staphvlococens epidermids, lign
cau nham virfdans, Staphylococens saprophyticns. Cefprozil khéng co tie

OCCHS | v

[T

dungchc‘mg Ipi Enleracecens faeciim.

+ Vi khudn hudu khi Gram dém: Cirmbacter diversus, Protens mirabilis,
Escherickia coli, Salt Mo spp., Klebsiell Shigelia spp.,
Neisseria genoriceae (bao Bnmca::hungsmxuai P-lactarmase), Vibrio spp.,
Cefprozil khong hoat ddng chong lai hdu hét cac ching Actembacter,
Enferobacier, Morganella morgantt, froreus Vilgarts, Providencia,
Pserlomonas va Serraiia.

s meh S e

+ Vi khudn ki khi: Prevovedla (Hoc i il il
spf., Clostridinm difficile, Pey pmeeccns spp,, Ol lim perfringens,
Propionibacterivm aones. Hiu hét cac ching thude nhom Bacteroides
Frawilis dén dekhing cefprozil.

DACTINHDUQC DONG HOC

Hﬁplhu
.‘Nzu khi ubng !huoc lue 461 & ngurai tinh nguyen lrudng Ihirlh khofing 95%
liéu ding duoc hap thu. Nong d6 dinh trung bmh tromg huyet trong sau khi
ubng liew 250 mg, 5Dl'.lmghaﬁc 1000 mg lic déi Ianlm:n 1a6,1 pgt; 10,5 pad,
18,3 pa/l, dat dugc sau 1.5 girsau khtdungthuoc SudungZEN\HR]SIdn
m mé,uhm: &n khong dnh huéng dén hapihulh‘uuc (AUC) va néng d5 dinh

huyée twang (C,, ). Tuy nhién lam ting thin gian dat nong dé dinh ireng
'huye: twong (T, 1én 0,25 -0,75 gidr,

Phiin b

- Thé tich phan b6 0,23 kg, Cel'pmni lién két véi protein huveét wong K
Js'ﬁvakhongphumuo.. vio nong 46 trong khoang 2 - 20 pe/ml. Dirligu vé
nong dd ccfpmzlhmgdmh niio iy khing co sin.

- Khéng oa bing chimg vé sy tich 1iy cefprozil trong huyel tueng @ nhimg
nyusin cd chire ndng than binh thiong sau khi udng liéu 1000 mg méi § gio
trong |0 ngay.

Thai trur
Khodng 60% licu dung dugc 1héi trir qua thin. Thoi gian ban thai trung binh
trong huyés tuomg khodng 1,3 gitr. Dé thank thai toén thiin va thanh thii qua
thiin 18n lugn khodng 3 ml/phitkg va 2,3 mlipharky
Bénh nhén suy thin
a Ix:nh nhin suy giam chac nang than, thin gian ban thii trong huy ét lwong 6
thé keéo dai den 5.2 gity, tiy thuge vao mie darédi logn chirc nang thin. (benh
nhén suy thin hoan todn, 1hii gian bin thi treng huyét twong :uaccfprunidi
duge chimg minh kéo dai toi 5,9 gie. Thii gian ban thii duee rit ngin trong
qua trinh tham tich méu Con duwémg béi tiet @ bénh nhin suy gidm chire niing
than rd ré chua duge xac dinh.

Binh nhiin suy gan

O bignh nhin suy giam chire ndng gan, thoy gian ban thil ting xAp xi 2 gi.
Nhiing thay 401 nay khing yéu cau chinh ligw cho bénh nhin suy gidm chirc
ndng gan.

Ngardi cao tubi

@i tinh nguyén vign cao wdi khoe manh (= 65 1wdi) st dung lidu duy nhét
cefprozil | g, AUC cao hon 35— GM\-aglalmhanh thas thin thap hom 40%
50 virt tinh nguyénvién 20 =40 tuin khde manh AUC trung binh & phu nir cao
hom khodng 15 = 20% so vin nam gicn, Tim quan trong cua nhimg thay d6i
lién quan den 1udi va giei inh rong duge ddng hoc cia cefprozil 1 khdng dib
dedicuchinh licu.

Tréem

S0 sénh cae thing snliuu': dong hoc i tréd em (6 thing - 12 Iué|] Vil ngur
lom sau kin udbng hiéu phis hep, Nong a4 16 dadat duwe sau | -2 git sau khs
ding thute. Thai gian ban thai trong huyet twong khodng 1,5 gie, Nhin
chung.nungdocc&-rozultmnghuyetwu‘ng n it duwgre & hénh nhin nhi sir
dunglm:?! 13w 30 mgbeg trome iy eae d5i tegmig tririmg thanh khdemanh
sirdung ligu 250, 500 vir 1000 mg tiramg iy

QUY CACH BONG GOI
Hdp 03 vi x 10vidnnénbao phim. Vibam Al - PVC/PVDC irong
Hip 08 vi % | 0vidnnénhao phim. Vibim Al - PVC/PVDC treng
Hip 10vi % 10viénnén bao phim. Vibim Al = PYC/PVDRC trong
BAOQUAN
N kh, duin 30°C Tranh anh sang.
HANDUNG
36 théng (ke iz ngdy sin xudt).
TIEU CHUAN CHAT LUONG
Tidu chudin eor s

e My

Cor i i it
CONG TY TNHH LIEN DOANH HASAN - DERMAPHARM
Lo B, Bubmg s 2, KON Dong An, Binh Hoa, Thuin An,
Bink Diromg, Vidt Nam




