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TO HUONG DAN SU DUNG THUOC
(Ngaydlthang X nim 2025)

V chi ditng theo don thubc

Dé xa tam tay tré em

Doc ki huéng dan si dung trude khi ding

1. Thanh phin céng thire thude: mdi lo bot pha tiém chira:
- Thanh phén hoat chat:

Ticarcillin Disodium and Potassium Clavulanate (15:1) twong duong véi Ticarcillin
3 gam va Acid clavulanic 0,2 gam

2. Dang bao ché:

2.1. Dang bao ché: Bt pha tiém.

2.2. Mo ta dang bao ché: Bot thude mau tring hodc vang nhat.
3. Chi dinh:

Chi dinh cua Bidicarlin 3,2g dya vao tac dung khang khuin va dic tinh dugc déng hoc cua
su két hop gitra ticarcillin va acid clavulanic.

Bidicarlin 3,2g du’qc chi dinh dé diéu tri cic bénh nhiém tring do cac vi khuén nhay cam,
dc biét 12 céc nhiém trang: ho hép; tai - mili - hong; tiéu hoa va trong b bung, déc biét la
phic mac; nhiém tring huyet da va mé mém; xwong khép; dudng tiét nigu; nhiém tring
hdn hop nhiéu vi khuan hiéu khi va ky khi, ngoai trir viém mang néo.

Cin tudn thu theo cac huéng dan hién hanh dé sir dung céc khang sinh hop 1y.
4. Liéu dung va cach ding:
4.1. Li¢u dung

Liéu dung dwoc diéu chinh theo cén ning, tudi, chic nang thdn cua bénh nhan, mic d
nghiém trong cta nhiém trung va d nhay cam clia vi khuan.

Liéu ding ciia Bidicarlin 3,2g dwa trén ham lwong cia ticarcillin nhi bén duoi:
» Bénh nhan ¢6 chire néing thin binh thudng:
- Nguoi lon:
+12 - 15 g ticarcillin/ngay, dugc ding mdi 4, 6 hodc 8 gid.
+ Liéu dung Bidicarlin 3,2g khong dugc vuot qua & ngudi 1on:
++ MJi lan sir dung: 200 mg acid clavulanic.
++ Mdi ngay: 1200 mg acid clavulanic.
- Tre em (tir 30 thang dén 14 toi):
+225 mg ticarcillinkg/ngay dén 300 mg ticarcillin/kg/ngy, dugc dung méi 3 - 4 lan/ngay.
+ Lidu dung Bidicarlin 3,2g khong dugc vuot qua:
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bilan-sit dung: 5 mg acid clavulanic/kg.
SN i

Liéu diing
3 3 g ticarcillin dugc st dung moi 8 gio
110 - 3{) ml phul o 3 g ticarcillin dugc st dung moi 12 gio
< 10 ml/phut 1,5 g ticarcillin dugc su dung moi 24 gio

Bénh nhan dang tham tach mau: Dung lleu 3g ticarcillin
bo sung 3 g ticarcillin sau moi lan thim
tach mau

» Bénh nhan suy gan:
Chua c6 dit liéu dé khuyén c4o vé liéu lugng cho nhém bénh nhén nay.
4.2. Cach dung
* Sir dung theo dwong tiém tinh mach (chdm):

Hoan nguyén mdi lo bét v6i 20 ml dung méi pha tiém (nuée cdt pha tiém hogc NaCl 0,9%
pha tiém). Nén dung ngay sau khi pha.

* Sir dung theo dwong truyén tinh mach:
- Théi gian truyén tinh mach: 20 - 30 phit.
- Thé tich dung dich pha truyén tinh mach: 100 ml.

- Bidicarlin 3 2g duogc dong trong lo thuy tinh 20 ml nén viéc pha ché theo thé tich truyén
tinh mach cudi cing dugc chi dinh phai dwge thuc hién ngay sau khi hoa tan hoan toan bot
thudc trong 19.

- Céc dung dich pha truyén tinh mach cé thé dugc s dung: dung dich NaCl 0,9%; dung
dich glucose 5% hodc dung dich Ringer Lactate.

- Khéng duge st dung dung dich natri bicarbonat, cac acid amin, cac chat phén giai protein
hoac nhil twong lipid.

- Khong tron vai céc san phém thubc khac trong cing mét dng tiém hodc chai dich truyén.
- Khi dung két hgp véi aminoglycosid, mdi loai khang sinh nay nén dwgc ding riéng biét.
4.3. Mot s0 luru y dac biét vé XU ly thudc trude va sau khi sir dung

Khéng co yéu ciu dic bigt vé xir 1y thuée sau khi sir dung.

5. Chéng chi dinh

- Di img v6i khing sinh nhém beta - lactam (penicillin, cephalosporin): cha ¥ dén nguy co
dj tmg chéo véi khang sinh nhom cephalosporin.

- Khong nén sir dung két hop v6i methotrexat (xem phan 9. Tuong tac, twong ky cta
thudc).
6. Canh b#o va thin trong khi ding thuée
Cinh bao dic biét:
- Néu xay ra bét ky biéu hién nao goi y di tng vai penicillin, can phai ngimg diéu trj va
thye hién liéu phép thich hogp.
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- Phap ine=qud min nghiém trong va doi khi gy tir vong (séc phan v§) da duge quan st
hiPd6shaxh nhan diéu tri vdi beta-lactam. Vi vy, nén kiém tra phan {mg qua man

-

Chéng chi dinh sit dung cho bénh nhén c6 tién st qua méan véi nhimng

Au nhu giam két tp tiéu chu, kém theo chay méu, c6 thé do suy than
sB40 cdo. Néu xay ra chay mau, phai ngimg dicu tri.

- CANENE 6D viem dai trang gia mac c6 mirc d¢ nghiém trong tir nhe dén de doa tinh
mang da dugc bdo cao khi sur dung khang sinh. Vi viy, diéu quan trong la phdi xem xét
chdn doan ndy & bénh nhan bj tiéu chay trong hodc sau khi diéu tri bang khéng sinh. Trong
truong hop xay ra tiéu chay kéo dai hogc nghiém trong hodc trong trudng hop dau bung,
nén nging diéu tri ngay lap tic va tién hanh céc li¢u phép kiém tra bo sung.

Thén trong khi str dung:

- Thudéng xuyén theo dai di¢n giai d6 trong méu va co thé ca nude tiéu trong trudng hop
dicu trj kéo dai.

- Trong truong hop suy thén, cin diéu chinh liéu ding theo dd thanh thai creatinin hodc
nong d¢ creatinin huyét thanh.

- Déi véi cac aminopenicillin, d& quan sat thdy nguy co xdy ra céc bién co da téng 1én trong
céc truong hop:

+ Nhidm virus nhu bénh ting bach cdu don nhén nhiém khuan.

+ Két hop v6i allopurinol.

Nhiing bién c¢6 nay chua bao gid dugc bao cdo véi ticarcillin.

- Nén tuan thi thé tich pha dung dich tiém dé tranh xudt hién viém tinh mach tai cho tiém.

- Acid clavulanic trong thanh phép cﬁa.thuéc co thé giy ra su gin két khéng dic hiéu cia
lgG va albumin véi mang ¢ bao hong cau dan dén xét nghiém Coombs duong tinh gia.

- Mbi lo bot pha tiém Bidicarlin 3,2g chira khoang 360 mg natri va 39,2 mg kali. Ham
lugng nay nén dugc tinh trong lwong cho phép hiang ngay & bénh nhan c6 ché d¢ an han ché
natri va kali.

7, Sir dung thude cho phu nir ¢6 thai va cho con bi

7.1. St dung thude cho phu nit ¢6 thai:

- Péi véi ticarcillin: chwa c6 dit liéu dang tin cdy vé kha ning gay quai thai & dong vat.

- Péi véi acid clavulanic: cac nghién clu trén dong véat khong chimg minh dugc bit ky tac
dung gdy quai thai nao. Do chua c6 tic dung gdy quéi thai & dong vat nén dy kién sé& khéng
co tac dung gdy di tat & nguoi.

- Cho dén nay, cac chét gy di tat & nguoi da dugc chimg minh la gy quai thai & dong vat
trong cac nghién ciru dugc kiém sodt tot trén hai loai. Vé mit 1am sang, chua co du dir liéu
lién quan dé dénh gia tac dung gdy di tat hodc gdy doc cho thai nhi cua ticarcillin khi dung
trong thai ky mang thai.

-Vé mat 1am sang, vigc sir dung acid clavulanic trong mot sd it trudng hop mang thai chua
cho thay téc dung gy di tat hodc ddc tinh rd rang ndo doi voi thai nhi. Tuy nhién, can co
nhitng nghién ctru bo sung dé dénh gia hau qua cua viéc phoi nhiém trong thai ky.

Do d6, chi nén cén nhic sir dung phéi hop ticarcillin - acid clavulanic trong thoi ky mang
thai néu can thiét.
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o con bu:
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Tac dyng phu d6i voi kha ning lai xe hodc van hanh may moc chua duge quan sat thay.

¢ khi lai xe va vin hanh may

9. Twong tic, twong ky ciia thude
9.1. Tuong tac cua thude:

Cic két hop khéng duwgc khuyén khich:

- Methotrexat: tdng tac dung va ddc tinh huyét hoc ciia methotrexat do e ché su bai tiét o
ong thén bai penicillin.
- Bién cé dac biét vé mét can bang INR:
Nhiéu trudng hop ting tac dung cia thude chong dong méu dudng ubng d& dugc bdo céo &
nhimg b¢nh nhén dung khang siph. Loai nhiém tring hodc viém, tudi va tinh trang chung
ctia bénh nhan c6 thé la nhimg yéu t6 nguy co. Trong trudng hgp nay, duong nhu kho phan
biét giita bénh ly nhiém trang va phuong phéap diéu tri bénh khi xay ra mat can bang INR.
Tuy nhién, mot s6 nhom khang sinh c6 lién quan nhicu hon, bao gom: cac fluoroquinolon,
macrolid, cyclin, cotrimoxazol va mot so cephalosporin.
- Khéng nén két hop probenecid véi Bidicarlin 3,2g. Probenecid lam gidm bai tiét
ticarcillin & 6ng than. Ding dong thoi voi probenecid lam cham sy bai tiét ticarcillin qua
than nhung khéng lam cham sy bai tiét cua acid clavulanic.
- Acid clavulanic trong thanh phin clia thude cd thé gdy ra sy gan két khong dic higu cuia
IgG va albumin véi mang t¢ bao hdng cdu din dén xét nghiém Coombs duong tinh gia.
- Ciing nhu céc khéng sinh khac, su két hop ticarcillin - acid clavulanic ¢6 thé lam thay déi
h¢ vi khuan duong rudt, dan dén giam tai hap thu estrogen va lam gidm hiéu qua cia bi¢n
phap tranh thai sir dung két hop bang dudng uong.
9.2. Tuong ky cua thube:
Khi sir dung két hop Bidicarlin 3,2g v6i aminoglycosid, khong nén tron lan hai loai khang
sinh ndy trong cing mét lo ma nén tiém truyeén chéo (cross — infuse) hodc su dung riéng
biét.
Do khéng co cac nghién ctru vé tinh twong ky cua }hu(’ic, khong tron 1an thudc nay véi céc
thuée khac ngoai trir dung méi pha tiém duge khuyén nghi & phan Liéu dung- Cach dung”.
10. Tdc dung khong mong mudn:
- Cac biéu hién di tmg, dic biét o da (ndi mé day, ngira), ting bach cAu 4i toan, sot, phu
mach, kho thé, dic biét 1a soc phan v¢.
- Phat ban da dang dat sin do dj img hodc khéng do di img. M6t sb trudmg hop méc hoi
chimg Stevens-Johnson, hong ban da dang va héi ching Lyell dd dwgc bao cdo rat hiem
gap.
- Céc biu hién tiéu hoa: buén ndn, ndn, tidu chiy, nhiém ném candida.
- Pi c6 bao cao hiém gap trudmg hop viém dai trang gia mac. Cén ngirng_diéu tri va thuc
hién liéu phap thich hop (xem phan 6. Canh béo va than trong khi ding thuoc).
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i vithoang qua transaminase (AST va ALT) & bénh nhan dung khang sinh
g chua rd méi lién quan 1am sang cta bién co nay.

+ Thiéu méu c6 hdi phuc, giam bach cau, giam tiéu cau va ting bach cAu 4i toan.

- C6 kha néng chay mau do ndng dd protrombin giam va thoi gian chdy méu ting.

- Thay doi trén dién giai do nhu ha kali mau, duge kiém soat bang luong kali dua vao va
thudng hoi phuc khi nging dicu tri.

- P ¢6 bao cdo hiém gip truong hop viém bang quang c6 xuét huyét.

- Phan (g tai chd nhu dau, rat, sung va cung & vi tri tiém hogc tiém truyén.

- Viém tinh mach.

- Viém tic tinh mach huyét khéi.

Thong bao ngay cho bic sy hoic dugc sT khi gdp cac tac dung khong mong mudn nhu trén
khi sir dung thuoc hodc bao céo cac phan tng c6 hai clia thuoe vé Trung tam Thoéng tin
thudc va Theo dai phan (g c6 hai cta thuée (ADR) Quoc Gia.

11. Qua liéu va cach xir tri:

11.1. Qua liu:

Qua liéu co thé xay ra déc bi¢t trong truong hop suy than r_léu khong tuan thu diéu chinh
lieu. Céc r6i loan c6 thé xuat hién: chay mau hodc giam két tép tiéu cau, roi loan tam ly
than kinh, co gidt, ting kich thich co.

11.2. Céch xir tri khi ding thudc qua lidu:

- Chn ngimg diéu tr va diéu trj tri¢u chimg.

- Bidicarlin 3,2g co thé duoc loai bo khoi méau béng thim tich mau.

12. Théng tin vé duge 1y, 1Am sang

12.1 Pic tinh dugc lyc hoc:

Nhom dugce ly: Thudc khang sinh thudc ho beta-lactam, nhom carboxy-penicillin, két hop
vai chat ac che enzym.

Ma ATC: JO1CRO3

Ducge Iy va co ché tde dung:

- Su két hgp cua ticarcillin, mgt khang sinh thudc ho beta-lactam, nhom carboxy-penicillin
va acid clavulanic (c6 nguon goc ty nhién, dwge san xudt boi Streptomyces clavuligerus),
mot chat (rc ché beta-lactamase.

- Phé tic dung khang khuin:

Néng d6 ti han phén biét cdc chung nhay cam véi céc ching ¢6 d6 nhay trung binh va céc

chung khang thuoc:

Enterobacteria va Pseudomonas aeruginosa: S < 16 mg/l va R > 64 mg/l.

Ty 18 khang thudc méc phai co thé thay dbi khac nhau tiy theo ving dja 1y va theo thai
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ﬁ\\“. g, déc biét la trong dlcu tri cdc bénh nhiém tring ning. Nhimg dir liu
‘ \._ cAp huémg din vé kha ning nhay cam cua chung vi khuan voi loai

8 khang thudc duge biét dén ddi voi mot loai vi khuan theo bang dudi
¢ Phép):

Ching loai Tan suit khing thudc dat duge (> 10%)
(gid tri cye trj) (tham khdo tai nuéc Phap)

VI SINH VAT NHAY CAM
Vi khuén hiéu khi gram duong:
Corynebacterium diphtheriae
Listeria monocytogenes
Nocardia asteroids
Staphylococcus nhay cam véi methicillin
Streptococcus
Streptococcus pneumomae 30 - 70%
Vi khuén hiéu khi gram am:
Acinetobacter 20 - 50%
Actinobacillus actinomycetemcomitans
Bordetella pertussis
Branhamella catarrhalis
Capnocytophaga
Citrobacter freundii 20 - 30%
Citrobacter koseri
Eikenella
Enterobacter 20 - 40%
Escherichia coli 10 - 30%
Haemophilus influenzae
Klebsiella 0-20%
Morganella morganii
Proteus mirabilis 10 - 20%
Proteus vulgaris
Providencia
Pseudomonas aeruginosa 20 - 60%
Salmonella 0-40%
Serratia ?
Shigella 0-30%
Vibrio cholerae
Yersinia enterocolitica
Vi khuan ky khi:
Actinomyces
Bacteroides
Clostridium perfringens
Eubacterium
Fusobacterium
Peptostreptococcus
Porphyromonas
Prevotella
Propionibacterium acnes

?
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Tin suit khing thubc dat duge (> 10%)
(gia tri cyue tri) (tham khio tai nuée Phip)

' CAC LOAI KHANG THUOC
Vi khuin hiéu khi gram dwong:
Enterococcus faecium
Staphylococcus khang methicillin *
Vi khuén hiéu khi gram dm:
Legionella

Cac loai khac:

Chlamydia

Mycobacterium

Mycoplasma

Rickettsia

* Tén suat khang methicillin 1a khoang 30 dén 50% tdng sb Staphylococci va chu yéu gip &
bénh vién.

12.2 Bic tinh duge dong hoc:

* Hip thu: Vi ticarcillin khéng duoc hap thu qua dudng uéng nén ticarcillin chi co thé
dugce dung qua dudng tiém truyen.

* Phan bo:

- Néng d¢ trong huyét thanh & ngudi 16n khoe manh:

+ Sau khi tiém truyén 3 g/200 mg trong 30 phut: khi két thac truyen ndng @6 dinh trong
huyét thanh trung binh: 426 pg/ml d6i véi ticarcillin, 9,2 pg/ml d6i v6i acid clavulanic.

+ Sau khi tiém truyen 3 g/200 mg trong 30 phut: nong do dinh trong huyét thanh trong
khoang tir 30 dén 45 phut, trung binh 1a 238 pg/ml d6i voi ticarcillin, 11,3 pg/ml déi véi
acid clavulanic.

+ Sau khi tiém truc tiép tinh mach 3 g/200 mg (2 phut): nong do dinh trong huyet thanh dat
duogc tir 2 dén 10 phut, trung binh 1a 387 pg/ml déi voi ticarcillin, 20,1 pg/ml déi véi acid

clavulanic.
- Phan bo:

+ Céc nghién ciru ¢ nguoi da chi ra sy phén bb ctia ticarcillin va acid clavulanic trong: dich
k&, bach huyét, tai - mii - hong (xoang, amidan), dich tiét phé quan, dich méng phdi, dich
phic mac, tir cung va cac phan phu ctia tir cung, thi mit va mat.

+ Ticarcillin va acid clavulanic di qua hang rao nhau thai. Nong do ticarcillin trong sira me
rat thap (chua cé dir li¢u vé acid clavulanic).

- Thoi gian ban thai do thai trir:

Ticarcillin va acid clavulanic: sau khi truyén hodc tiém tinh mach khoang 1 gi¢
- Ty 1& gin két voi protein huyét tuong: ticarcillin 45%, acid clavulanic 22%.

* Chuyén héa sinh hoc:

- Ticarcillin thye té khong dugc chuyén hoa.
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hurong phép s dung, ty 1€ thai trir qua nudc tiéu trong 6 gid sau khi
¢ nguoi lon 14: 70 - 80% lidu dung ddi véi ticarcillin; khoang 50%

-~ benuc nang than binh thuong, sau khi tiém tinh mach 3 g/200 mg, néng do
trung binh trong nuée tidu cua ticarcillin va acid clavulanic 1dn lugt 12 6.000 pg/ml va 330

pg/ml. Thoi gian ban thai do thai trir cua ticarcillin va acid clavulanic sau khi tiém truyén
tinh mach hodc tiém tinh mach 1a khodng 1 gio.

13. Quy cach déng goi:

Hop | lo bot pha tiém. Hop 10 lo bot pha tiem.

14. Diéu kién bao quan, han dung, tiéu chuén chit lwong ciia thube

14.1 Diéu kién bao quan: Noi kha, nhiét d§ khong qua 30°C, tranh 4nh séng.
14.2 Han dung: 24 thang ké tir ngay san xuét.

Diéu kién bao quan va han dung sau khi pha ché:

- Sau khi hoan nguyen lo bot voi 20 ml dung méi pha tiém (nudc cét pha tiém hoac NaCl
0,9% pha tiém): on dinh 3 gi¢ & nhiét d§ 25°C. Tuy nhién, khuyén c4o nén ding ngay sau
khi pha.

- Sau khi hoa tan véi 100 ml dung dich pha Lruyen tinh mach (dung dich NaCl 0,9%; dung
dich glucose 5% hodc dung dich Ringer Lactate): 6n dinh 6 gio ¢ nhiét do 25°C. Tuy nhién,
khuyén cdo nén ding ngay sau khi pha.

14.3 Tiéu chuin chat lugng: Ticu chuén co so.
15. Tén, dia chi co s0' san xuit
CONG TY CO PHAN DUOC — TRANG THIET BI Y TE BINH BINH (BIDIPHAR)

498 Nguyén Thai Hoc, Phudong Quang Trung, Thanh phé Quy Nhon, tinh Binh Binh, Viét
Nam

DT: 0256.3846500 - 3846040 * Fax: 0256.3846846
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