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HUONG DAN SU DUNG THUOC

R TIPHARZIL

Thube nay chi ding theo don thude.
Doc ki huéng din siv dung truée khi duing.
Dé xa thim tay tré em.
Thong bao ngay cho bic sy hoic duoc s§ nhimg tic dung khong mong muén
gap phai khi sir dung thude.
Khéng dung thude khi da qua han dung ghi trén nhin.
1/-  Thanh phin cong thirc thube: Cong thuc cho 1 vién nén bao phim:
Thanh phin heat chit:
Celprozil 500 mg
(dudi dang Cefprozil monohydrat 523 mg)
Thanh phin ti dwge:
Microcrystallin cellulose 102, Low — Substituted hydroxypropyl cellulose,
Croscarmellose natri, Natri lauryl sulfat, Sepitrap 80, Magnesi stearat, Colloidal
silicon dioxid, Sepifilm (Hypromellose (Hydroxypropylmethyl cellulose) 60% -
70%, Microcrystallin cellulose 5% - 15%, Stearic acid (vegetable origin) 8% -
12%, Anatase titan dioxid 10% - 20%), Hydroxypropyl methyl cellulose 60ID6,
Macrogol 6000, Bot Tale, Mau Tartrazin, Mau Erythrosin, Mau Idacol green, Mau
Brilliant blue conacert, Titan dioxyd vira du 1 vién
2/- Dang bao ché: Vién nén dai bao phim mau h&ng cam, hai mdt vién tron, canh va
thanh vién lanh lin.
3/~ Chi dinh:

Celprozil duge chi dinh cho cde truémg hep nhiém trimg gdy ra bdi cée vi khuan
nhay cam trong cac bénh sau:

- Nhiém khuén dm‘mg hé hép trén: Viém hong, viém amidan, viém xoang cdp tinh

va viém tai gitta cap tinh ¢6 mu.

- Nhiém khuén duong ho hép dudi: Viem phé quén va viém phoi.

- Cde nhiém khufn da va cdu tric da: Nhidm tring da khong bién chimg, déi vai

truong hop dp xe, thuong yéu cau phiu thuat.

- Nhiém khuén duemg tiét niéu khong bién chimg: viém bang quang cép tinh...

Cén thyc hién céc nghién ctru vé s6 luong ciing nhy tinh nhay cam cua vi khudn, néu
c6 thé, nén xédc dinh muc d¢ nhay cam ctia cac tac nhin giy bénh co hay khéng ¢é tao ra
penicilinase va cac chiing nhay cam clia Staphylococcus pyogenes.

4/- Cach dung, lidu ding:

Céach dung: Thude dung theo duong udng trude/trong hodc sau bita an.

Liéu din Licu dung:

Liéu ding khuyén cdo ciia cefprozil déi voi nhém ddi twong cu thé va loai nhidm
‘ khuan duge trinh bay chi tiét tr ong béang dudi diy:
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Thei gian
Doi twgng / Loai nhiém khuin Li¢u ding (mg) dicu tri
(ngay)

Nguti 16m va thanh thiéu nién (> 13 tudi) |
 Nhibm khudn dieong hé hép trén | \
Viém hong / viém amidan 500 mg mbi 24 gio 07|
Viém xoang cép

51 véi nhid S £ 250 01 12 oidy hod
(d61 véi nhiém khuan tir vira dén nang, nén " Su 12 AU ?m‘-lc 10

ing 1ié 500 mg moi 24 gioy
ding licu cao hon)

Nhiém khuan diwong hé hép dudi

Nhiém khuén cAp hai cla viem phé quan
cap va dot nhiém khuin cép tinh cta viém 500 mg mbi 12 gid 10
phé quan man

Nhiém khudn da va cdu tric da

250 mg méi 12 gid hoic
500 mg mdi 24 gid hodc 10
500 mg mdi 12 giy

Nhi¢m khudn da va cdu tric da khong bién
chirng

'Tré em (2 tudi— 12 tudi)

Nhiém khuén duong hé hdp trén
Viém hong, viém amidan 7,5 mg/kg moi 12 gidy 107
 Nhiém khudin da va céu tric da’

Nhiém khuan da va cu trac da khong bién

s 20 mg/kg moi 24 giy 10

Tré nhé (6 thing — 12 tudi)
Nhiém khudn dwon ¢ hd hap trén’
Viém tai gitra 15 mg/kg mébi 12 gicy 10
_Vién{zoéng cip

(doi v6i nhidm khudn vira va ning, nén

7.5 mg/kg méi 12 giéy hode

- 10
15 mg/kg moi 12 gioy

dung li¢u cao hon)

'l_"r&g diéu tri nhiém khudn gy raI bai S:r;'ptococcus pyogenés, cefprozil nén
duoc st dung trong théi gian it nhat 1 10 ngay.
" Khéng vugt qua liéu ding khuyén cdo cho ngudi 1om.
Chit y: D61 véi cae lidu dung dudi 500 mg/lan dimg, sén phiam nay khéng thich hgp,
dé nghi tham khao sir dung céc dang bao ché hoac lidu dung thich hop.
Suy thin
Cefprozil ¢6 thé duge chi dinh cho bénh nhan suy giam chirc ning thin. Liéu dung
va thoi gian dua thube sé duoe didu chinh dua trén d6 thanh thai creatinin cia bénh nhan
theo bang dudi day:;
‘D thanh thai creatinin (ml/phit) | Lidu ding (mg) Thoi gian dua thué-c«l
] 0120 Khéng déi Khong doi

— k"
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0-29" | ¥ lidu Khéng doi |

5/-

6/-

7/-

Ceprozil bj loai bo trong qua trinh loc mau, do dé, thude nén duoc str dung sau khi

két thiic qua trinh loc mau.

Suy gan

Khéng can phai diéu chinh lidu cho bénh nhan suy giam chic ning gan.

Chéng chi dinh:

Mén cam véi cefprozil, khang sinh cephalosporin hodc bat ky thanh phan nao cia

thude.

Céinh béo va than trong khi ding thude:
Canh bao:

- Trude khi chi dinh didu tri béng cefprozil, cin xem xét xem bénh nhan ¢4 tién sur
qua man véi cac cefprozil, cephalosporin, penicilin, hodc cac thude khic. Néu bénh
nhén ¢6 tién sir min cam voi penicilin, ¢6 thé xut hién phan Gng di ung chéo voi
celprozil.

- Néu xudt hién phan tng qué min véi cefprozil, ngimg st dung thude va thong
bdo ngay cho bac st didu tri. Péi voi truong hop gap phan tng qua man nghiém
trong cép tinh, ¢6 thé chi dinh c4c lidu phép cdp ctru khic (epinephrin, céc bign phép
cap ciru khac bao g0m thé oxy, truyén dich, khéng histamin, corticosteroid,. .. ).

- Pibu tri bing thube khéng sinh ¢6 thé giy tiéu chay. Trong truong hop do, cin
théng béo cho béc s1 va tiép nhan céc bién phép dicu tri trong tng.

- Thong bédo cho béc st didu tri néu ¢ tidn si bénh duomg tiéu héa, dac biét 1a bénh
viém dai trang.

- Tinh an toan va hiéu qud cta cefprozil chua duge thiét 1ap trén tré dudi 6 thang
tudi trong diéu trj viém tai gilta va viém xoang cip, trén tré dudi 2 tudi trong diéu tri
viém hong / viém amidan hodc nhidm khuin da va ciu trac da khong bién chimg.
Tuy nhién, da ¢6 béo cdo vé viee tich lity cic khang sinh cephalosporin khéc trén tré
50 sinh (két qua cta viée kéo dai thoi gian bén thai cta thude & nhom twdi nay).

- Di ¢6 bdo cdo vé tinh trang dwong tinh khi test truc tiép Coombs ¢ bénh nhin
duge diCu tri bing khéng sinh cephalosporin.

Thén trong:

- Thén trong voi bénh nhan suy than: cin ddnh gia chirc ndng than cia bénh nhén
trude khi chi dinh thube, ddng thoi theo ddi chie nang than trong qué trinh didu tri,
va hiéu chinh lidu khi can thiét,

- Can nhic than trong khi chi dinh déng thoi cefprozil va cac thude loi ticu manh.

- Theo doi chat ché doi véi truong hop diéu tri dai ngay bing cefprozil, néu cé bji
nhiém trong qué trinh didu tri, can ¢6 bién phap xir tri thich hop.

- Thubec nay co chira mau Tartrazin, Erythrosin, Idacol green, Brilliant blue
conacert ¢6 thé gay phin img di tmg.

St dung thube cho phu nir ¢é thai vi cho con bi:

Thoi kv mang thai:

Cdc nghién ctru anh hudng trén sinh san da duoc thuc hién trén tho, chudt nhat va
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[ chuét cong voi lidu ubng cefprozil & mac 0.8, 8,5 va 18,5 lan so voi licu t6i da khuyén
cao ¢ nguoi (100 mg/ngay), tinh theo mg/m” v khong phat hién dnh huéng cé hai trén
bao thai. Tuy nhién, khong c6 di di ligu v& cic nghién citu chi tiét 6 kidm s0ét trén phu
nir ¢6 thai. Vi cde nghién ctru sinh san trén déng vat khéng phai lic ndo cling ¢6 thé du
dodn chinh xac vé dap tmg trén ngudr, do dé, chi dung thude ndy trong thivi ky mang thai
néu that su can thiét.

Cefprozil chua duge nghién ciu trong thoi gian chuyén da va sinh né. Chi sir dung
thude khi that su cén thiét,

Thoi ky cho con bui:

M6t luong nho cefprozil (< 0,3 liéu) duge tim thiy trong stra nguoi sau khi dong mot
liéu don 1 g & phu nit cho con b, Nong d¢ trung binh cia thube sau 24 gitr & trong
khoang tir 0,25 dén 3,3 meg/ml. Than trong khi st dung thude cho phu nit dang cho con
b vi chura 18 anh hudng clia thude trén tré b me.
8/~ Anh huéng ciia thube lén khi ning l4i xe, vin hanh mdy méc:

Chong mat, dau dau, cang thang, 10 lin va ngu ga da duge béo céo trong thoi gian
didu tri bang cefprozil, va co thé anh huéng dén kha nang lai xe va vin hanh may mac.
Do do, khéng 14i xe va van hanh may méc néu g8p phai céc tac dung bat loi trén khi ding
celprozil,

9/-  Tuong tac, twong ky ciia thude:

- St dung dong thei cephalosporin va aminoglycosid lam tang déc tinh trén than.

- Sir dung déng thoi cephalosporin va probenecid lam tang gdp d6i dién tich dudi

dudng cong AUC cua cefprozil.

- Trong cdc nghién ciu twong tic thude trong phong thi nghiém: Khing sinh

cephalosporin ¢6 thé gay phan ung duong tinh gia trong mot vai xét nghiém nude

tiéu theo nguyén tée khir ddng, hién twong nay khong xay ra v&i cac xét nghiém dua
vao cac enzym. C6 thé xdy ra phdn tng am tinh gia d6i vai test ferricyanid dé kiém
tra dudmg huyét,

- Sy ¢é mat cua cefprozil trong méu khong anh huéng dén xét nghiém creatinin

trong mau va nuée tiéu theo phuong phéap picrat kiém.
10/- Téc dung khong mong muon ciia thube:

Tac dung khéng mong muén cua cefprozil twong tu nhu cde cephalosporin dudng
uong khéc. Néi chung thube duge dung nap té, khoang 2% bénh nhan phii ngimg st
dung cefprozil do géip phai céc tic dung bt loi.

Cac tac dung bét loi thuong gdp nhat quan sét duge & nhitmg bénh nhan duge diéu tri
véi cefprozil duoc liét ké dudi day:

- Tieu hoa: Tiéu chdy (2,9%), budn nén (3,5%), non (1%) va dau bung (1%).

- Gan - mdt: Tang AST (SGOT) (2%), ALT (SGPT) (2%), phosphatase kiém

(0.2%) va bilirubin (< 0,1%). Gibng nhu cédc khing sinh penicilin va cephalosporin

khac, vang da & mét cling duoe bao cdo voi ty 1& hiém gip.

- Qudi mdn: Phét ban (0,9%), ngia (0,1%). Céc phin (mg nay duge bao cdo thuong

xuyén hon & tre em 50 voi nguoi 16n. Cac dau hiéu va triéu chiing nay thudng xuat
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11/-

hi€n mét vai ngay sau khi bat dau didu tri va giam dan trong vong vai ngay sau khi

két thiic diéu tr.

- Than kinh trung wong: Chong mit (1%), ting déng, dau dau, lo léng, mét ngu, la
lan va buén ngt d& duoc béo cdo v6i ty 18 hiém gip (< 1%). Tét ca cdc tic dung bit
loi nay déu 6 thé hdi phuc.

- Mdu: Giam sb luong té bao bach cau (0,2%), giam bach cdu wa eosin (2,3%).

- Thdn: Tang BUN (chi s6 Blood urea nitrogen) (0.1%), ting nfmg dd creatinin
mau (0,1%).

- Khdc: Phét ban va bi nhiém (1.5%), ngira sinh duc va viém am dao (1.6%).

- Cée phan tmg phu sau déay, khong xét dén quan hé nhén qua véi cefprozil, da
duoc bdo hiém gap trong qua trinh thudc hru hanh trén thi trudng: sdc phan vé, phui
mach, viém dai trang (bao gém viém dai trang mang gia). héng ban da dang, sét, cc
phan (mg nhu bénh huyét thanh, hoi ching Stevens-Johnson va gidm tiéu cu.

Chii ¥ danh cho nhém cephalosporin

- Ngodi céc tée dung khéng mong mudn duge liét ke trén day, céc tac dung khong
mong mudn hodc thay ddi trong két qua x€t nghiém sau duoe bdo cdo véi cic khéng
sinh thudc nhém cephalosporin:

Thiéu méu bt san, thiéu mdu tan mau, Xuat huyét, rbi loan chitc ning than, hoai
tir thuong bi nhiém dée, kéo dai thoi gian prothrombin, duong tinh gia test Coombs,
tang LDH, giam toan thé huyét cdu, giam bach ciu trung tinh, gidm bach cdu hat.

Mot vai khang sinh cephalosporin duge cho ¢ kha nang gay dong kinh, dic biét
O bénh nhan suy thn, khi khéng gidm liéu. Néu xudt hién con co giat lién quan dén
thude, ngimg sur dung thude. C6 thé dung thude chéng co gidt néu ¢o chi dinh 1am
sang.

Qua li¢u va cich xir tri:
Liéu don 5000 mg/kg cefprozil dusmg uong khéng gay tir vong hoic ddu hiéu ciia

nhiém déc & chudt céng méi sinh, cai sita hodc trudng thanh va chudt nhit trudng thanh, |
Liéu don 3000 mg/kg dudng ubng giy ticu chdy va dn mat ngon & khi cynomolgus nhirng
khéng gay tur vong.

Cefprozil thai trix chi yéu qua than. Trong trudng hop dung qua lidu, dac biét & bénh

a - - o A » r a oy L - o A
nhén suy chtre nang than, tham tach mau sé giup loai bé cefprozil ra khoi co thé.
12/- BDic tinh dwoc lue hoe:

Ma ATC: JOIDCI10
Celprozil Ia mét khang sinh ban téng hop duong uéng thude nhom cephalosporin.
Cefprozil 1a mot khang sinh thé hé 2, gidng nhu céc thuée thude nhom cephalosporin

khdc, cefprozil tie dung theo co ché tre ché sinh téng hop peptidoglican, tir d6 e ché qué
trinh téng hop thanh & bao vi khun.

Celprozil tac dung trén cée vi khudn gram (+), vi khudn gram (-) va mét vai vi khuén

ky khi, phé tac dung cta cefprozil duoc trinh bay dudi day:

- Vikhuan gram (+):
+ Staphylococci: Staphylococcus aureus (chi tac dung trén chung con nhay cam

A
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vo1 methicilin, cefprozil khong ¢o tac dung trén tu cau da khang methicilin),
Staphylococcus epidermidis, Staphylococcus warneri.
+ Streptococei: Strepiococeus pyogenes (Streptococel nhém A), Streprococcus
agalactiae (Streptococci nhém B). Streptococcus preumoniae, Streptococci
nhom C,D,FvaG ..,

- Vikhuin gram ()
+  Moraxella (Branhamella) catarrhalis, Haemophilus influenzae (ké ca ching
¢6 thé téng hop enzym beta-lactamase), Citrobacter diversus, Escherichia coli,
Klebsiella pneumoniae, Neisseria gonorrhoeae (ké ca chung c6 kha nang tong
hop penicilinase), Proteus mirabillis, Salmonella spp. Shigella spp, Vibrio spp. _
+ D6i voi cac nhidm khudn do Citrobacter diversus va Klebsiella prieumaoniae,
trude khi tién hanh diéu tri cin phii kiém tra tinh nhay cam cua vi khuin vei
thube. Cefprozil gan nhu khong ¢o tic dung trén cac chung Aciretobacier spp.,
Lnterobacter spp., Morganella morganii, Proteus vulgaris, Providencia v

Serratia spp., Pseudomonas aeruginosa.

- Vikhuan ky khi:

+  Prevotella melaninogenicus (hdu hét cac ching thudc nhém Bactervides
fragillis da dé khéng cefprozil), Clostridium difficile, Clostridium perfingens,
Fusobacterium spp, Peptosireptococcus spp., Propionibacterium acnes.

13/~ Dice tinh dwoe déng hoc:

Cefprozil hép thu tét qua dwong tiéu hoa, sinh kha dung dudng uéng cua cefprozil
vao khodng 90%, thude dat ndng do dinh trong huyét tuong trong vong 1,5 gio. Thirc dn
khéng anh hudng dén su hap thu va nong d¢ cta thude trong mdu, nhung kéo dai théi
gian dat néng do dinh trong huyét twong tir 15 — 45 phut.

Cefprozil lién két voi protein huyét luong 6 ty 1§ 36%, va khéng phu thude vao lidu
dung trong khodng tir 2 meg/ml dén 20 meg/ml. Théi gian ban thai trung binh & didu kign
binh thuong la 1,3 gid. Khéng tim thay bing chimg v& su tich Ity thude & ngudi co chire
nang thdn binh thuong khi dung lidu 1g mbi 8 g1 trong 10 ngay. Cefprozil bai tiét qua
stia voi mot luong rit nhd (dudi 0,3% liéu).

Thuée duge thai trir chu yéu qua nuée tiéu, khoang 60% thude dugce thai trir ¢ dang

ban diu qua nude tiéu trong vong 24 giv. Trong 4 giv dau khi ding thude voi liéu 500
mg, nong do trung binh cua thude trong nude ticu x4p xi 450 meg/ml.

O bénh nhan suy than, thoi gian ban thii ctia thude bi kéo dii va ¢6 thé 1n tai 92
gio. O nhimg bénh nhén da mit hoan toan chirc néing than, thoi gian bén thai trung binh
cua cefprozil vao khoang 5,9 gio, trong truéng hop chay than nhan tao, thoi gian nay rat
ngdn con 2.1 gio.

O bénh nhan suy gidm chic ning gan, cac théng sd duge déng hoe khong 6 su khac
biét dbi v&i ngudi binh thuong.

Duge dong hoc trén nguoi gid: sau khi tiém cefprozil 1g mét liéu duy nhat, AUC
trung binh quan sat duoc & nguai gia khoe manh cao hon khoang 35 — 60% so vi ngudi

binh thudng, va o nir gi6i cao hon so voi nam gidi khoang 15 — 20%.
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Tré em tir 6 thang dén 12 tudi, thude dat nong do 161 da trong huyét tuong sau 1 —
2i¢r dung thude, va thoi gian béan thai khoang 1.5 gio. Khi six dung cefprozil cho bénh nh1
v6i liéu don 15 mg/kg thi AUC tuong duong khi ding liéu 500 mg & nguoi 1ém.

14/- Quy cich déng gdi:
Hop 01 vi x 10 vién nén bao phim.

Hép 02 vi x 10 vién nén bao phim.
Hop 03 vi x 10 vién nén bao phim.
Chai 100 vién nén bao phim.

15/~ Diéu kién bao quin, han ding, tiéu chuin chit lwong ciia thube:
Diéu kién bio quin: Dé noi kho, tranh dnh sang. Nhigt dé dudéi 30°C.
Han ding: 36 thang ké tir ngay san xuit.
Tiéu chuin chit lwong: Tiéu chuin co so.

I Rla) g - = il il A A
16/- Tén, dia chi clia co’ s¢ san xuat thuic:

C CONG TY CO PHAN DUGC PHAM TIPHARCO
)

TIPHARCO  Dia chi: 15 Béc Binh Kiéu, Phutmg 2, TP. M§ Tho, Tinh Tién Giang |

CHET LWgNG TodN

DT: 0273.3872.972 TFax: 0273.3885.040. }
Neay ¢ thang 03 nam 2024
KT. TONG GIAM POC
A
Gum DOC KHOI SAN XU T@ﬁ
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