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Rx

VIPTIOL
B{t pha tiém Ticarcillin 1,5 g, acid Clavulanic 0,1 g

Thudc ndy chi diing theo don thudc. Dé xa tam tay tré em. Doc ky hubng dan sir dung tricée
khi ding.

1. Tén thube: Viptiol.

2. Thanh phin: M3i lo bot pha tiém chira:

- Thanh phcfn hoat chdt: Dinatri Ticarcillin twong dwong voi Ticarcillin 1,5 g, Kali
Clavulanat tuong duong vai acid Clavulanic 0,1 g.

- Thanh phdn té dwge: Khong cé.

3. Dang bao ché: Bot pha tiém
. - M td san phdm: BOt mau tring dén vang nhat, dé huit am.

4. Chi dinh

Thude duge chi dinh dé didu tri cac trudng hop da phat hién hodc nghi ngod nhiém khuén véi
cac ching vi khuén nhay cam (xem ph@tn Dic tinh dugc luc hoc).

Céac trrdong hop nhiém khuin ning & bénh nhan nim vién da dugc khing dinh hogc nghi ngd
nhiém khuén va c6 kém theo tinh trang stc dé khang cia co thé bi suy giam hodc (rc ché, bao
gdm: nhidm khuin huyét, viém phiic mac, nhiém khuén 6 bung, nhiém khuan sau phau thudt,
nhiém khudn xuong va khép, nhiém khudn da va m6é mém, nhiém khuin duong ho hép,
nhiém khuén thin nan g hodc phc tap (vi du: viém bé than), nhiém khuén tai, miii va hong.

5. Liéu dung, cach dimg
Liéu dung
Liéu din g dudi ddy dugce tinh dua trén ham luong Ticarcillin.
) Nguoi Iém (bao gdm ca ngudi cao tudi):
Liéu thong thuomg: 3,2 g/ldn, mbi 14n c4ch nhau 6-8 gid.
Lidu khuyén céo tdi da: 3,2 g/l4n, mbi 14n c4ch nhau 4 gid.
Tré em (bao gdm tré nhd, tré so sinh va tré sinh non > 2 kg c4n ning):
Liéu thong thuong: 80 mg/kg can ning/lin, mdi 1an cach nhau 8 gid.
Liéu khuyén cao t6i da: 80 mg/kg can ning/1an, mdi 14n cach nhau 6 gid. Lidu dung & tré em
khong dugc vuot qua liéu khuyén cdo téi da & ngudi 16m.
Lidu dbi véi tré sinh non < 2 kg can niing: 80 mg/kg cin ning/lin, mdi 1an cach nhau 12 gio.
Nguwoi lon va tré em > 40 kg cdn ndng bi suy giam chiec nang thdn
Lidu khoi ddu 1a 3g. Sau dé phai didu chinh liéu ding dua theo do thanh thai creatinin va
phuong phap loc mau nhu sau:
- Do thanh thai creatinin > 60 ml/phit: 3 g/lan, m3i 1dn céch nhau 4 gid hodc 5 g/lan, mdi lan
cach nhau 6 gio.
- D¢ thanh thai creatinin tir 30 — 60 ml/phit: 2 g/lin, mbi 1an cach nhau 4 gior hodic 3 g/lan,
mdi 14n cdch nhau 8 gid.
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- Do thanh thai creatinin tir 10 — 30 ml/phit: 2 g/lan, m3i 14n cach nhau 8 gid hodc 3 g/lan,
mdi 14n cach nhau 12 gio.
- Do thanh thai creatinin < 10 ml/phut: tiém bép 1 g/lan, mdi lan cach nhau 6 gio hodic 2
g/lan, mdi 1an cach nhau 12 gio hodc 3 g/lan, mdi lan cach nhau 24 giod.
- D6 thanh thai creatinin < 10 ml/phtt (kém rdi loan chirc nang gan): tiém bap 1 g/lan, mdi
14n cach nhau 12 gid ho#ic 2 g/ldn, mdi 14n cach nhau 24 gid.
- Bénh nhén dang thAm phén phiic mac: liéu ding nhu bénh nhin c¢é d6 thanh thai creatinin <
10 ml/phut.
- Bénh nhén dang thdm phan mau: liéu diing nhu bénh nhan ¢6 d6 thanh thai creatinin < 10
ml/phtit, ding thém 1 lidu 3 g khi két thiic qu4 trinh thAm phan méu.
Tré em < 40 kg cdn nang bi suy giam chirc ndng thdn
Diéu chinh lidu tuong tu nhu & ngudi 16n. Liéu khoi ddu 1a 75 mg/kg can ning. Sau do diéu
chinh liéu dya theo @3 thanh thai creatinin va phuong phap loc mau nhu sau:
- D0 thanh thai creatinin > 30 ml/phit: 75 mg/kg can ning/ldn, mdi 1an cach nhau 8 gio.
- D6 thanh thai creatinin tir 10 - 30 ml/phit: 37,5 mg/kg can ning/ldn, mdi ldn c4ch nhau 8
gio.
- D§ thanh théi creatinin < 10 ml/phut: 37,5 mg/kg can nang/lén, mdi lan cach nhau 12 gio.
Puwong dung:
Tiém truyén tinh mach.
Céch dung:
Hoa tan toan bd lugng bdt trong lo vao khoang 5 ml trudce khi pha loéng tiép vao lugng dung
dich truyén twong thich con lai dung trong tai dich truyén hoc buret nhé giot.
Céc dung dich truyén twong thich va thé tich khuyén diing @ pha nhu sau:
Nuée cit pha tiém: khoang 50 ml

- Dung dich pha tiém truyén glucose 5% (khdi lugng/thé tich): khoang 100 ml
Dung dich sau khi pha theo huéng dan véi nude cit pha tiém hodc dung dich glucose 5% én
dinh trong vong 8 gid khi bao quan & nhiét d§ dudi 30°C.
M3i lan ding phai truyén tinh mach trong khoang 30 — 40 phut; trdnh truyén lién tuc trong
thoi gian lau hon do ¢6 thé lam giam néng do thudc trong méu xudng thip hon ndng d6 cén
thiét dé diéu tri.
1,6 g bot pha tiém chiém thé tich 1,1 ml.
Khi hoa tan bdt pha tiém cé thé sinh ra nhiét. Dung dich sau khi pha c6 mau vang nhat hoi
ngd mau ghi xam.
Lo bt pha tiém Viptiol chi sir dung mdt 1an duy nhét. Khong tiém tryc tiép vao tinh mach
hodc tiém bép (trr truomg hop bénh nhan bi suy giam chirc ning than v&i do thanh thai
creatinin < 10 ml/phut). Dung dich sau khi pha khong sir dung hét phai loai bo.
Céc lo thudc tiém sau khi dung xong phai duge xir Iy theo quy dinh.
Thubc duge truyén bdi nhan vién y té. Hiém khi c6 tinh trang quén lidu x4y ra, tuy nhién, néu
nghi ngd ¢6 tinh trang quén lidu, nén héi ¥ kién cua bac si.

6. Chong chi dinh
Thudc ¢6 chira Ticarcillin 13 mot penicillin, chéng chi dinh v6i cac bénh nhén c6 tién st qua
man vé6i cac khang sinh nhém beta-lactam (vi dy: c4c penicillin va cephalosporin).

7. Cénh bdo va thin trong khi ding thudc
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Trude khi bat diu didu tri bang Ticarcillin/acid Clavulanic, cin phai xem xét can than trudc
day bénh nhén d4 ting c6 phan Gng qua man khi didu tri voi cac khang sinh nhém beta-
lactam hay chua (vi du: céc penicillin va cephalosporin). Cac phan tmg qua man nghiém
trong va dbi khi gy ra tir vong (phan tmg phan vé&) da duoe bdo cdo & bénh nhan diéu tri véi
cac khang sinh nhém beta-lactam. Céac phan ing nay thuong xay ra hon ¢ nhiing bénh nhén
¢6 tién str qua man vé&i khang sinh nhém beta-lactam.

D3 quan sat thiy su thay d6i chirc ning gan & mdt s bénh nhan ding Ticarcillin/acid
Clavulanic. Y nghia 1am sang cia nhitng thay déi nay 1a chua chic chin, cin cén nhic cin
thén khi st dung thude trén nhiing bénh nhan bi réi loan chirc ning gan ning.

O bénh nhan bi suy than, lidu ding cin dugc diéu chinh theo mic dé suy thin (xem phin
Lidu ding, céch dung).

Luu ¥, mdi gram Ticarcillin c6 chita khoang 100 mg natri. Ham luong kali tinh theo Iy thuyét
1a 0,3 mEq (11,9 mg). Lugng natri va kali nay phai dugc tinh vao ché d6 an hing ngay cia
nhitng bénh nhén cin han ché natri va kali.

Hiém ¢6 bdo cdo vé& hién twong ha kali mau & cic bénh nhan dung Ticarcillin/acid
Clavulanic; tuy nhién hién tuong nay c6 thé Xay ra, can phai cén trong khi st dung thude trén
bénh nhén bi mét can bing nudc va dién giai. Can theo ddi dinh ky ndng d¢ kali huyét thanh
trén c4c bénh nhan sir dung thudc trong thoi gian dai.

Pi quan sét thdy hién tuong chay mau & mdt s6 bénh nhan ding céc khéng sinh nhom beta-
lactam. Hién tugng nay cé lién quan dén sy bat thuong cla cic xét nghiém dong mau nhu
thoi gian dong mau, su két tip tiéu cAu va thoi gian prothrombin; thudmg xay ra hon & nhing
bénh nhan suy giam chirc ning than. Néu xay ra hién tuong chay mau, phai ngung didu tri
v6i Ticarcillin/acid Clavulanic va ding phuong phép diéu tri thich hop khéc dé thay thé.

Do trong thudc ¢6 acid Clavulanic nén c6 thé 1am IgG va albumin gin khong dic hiéu trén
mang t& bao hdng cdu din dén xét nghiém Coombs cho két qua dwong tinh gia.

Kéo dai thoi gian ding thube dai khi c6 thé din dén sy phat trién qua muc cta céc vi khudn
khéng nhay cam véi thube.

D3 c6 bao cdo vé bénh viém dai trang gia mac v6i mire dd nghiém trong tir nhe dén de doa t6i
tinh mang khi ding cac khang sinh. Do d6, can nhic chin doan nay thuéng rét quan trong &
nhitng bénh nhén xuit hién tiéu chay trong ho#ic sau khi dung bét ky thudc khang sinh nao.
Néu xuét hién tiéu chay kéo dai hodc ning, hodc dau quan bung, phai ngimg diéu tri voi
Ticarcillin/ acid Clavulanic ngay 14p tirc, hoi ¥ kién bac sT va bénh nhén phai duoc diéu tri
thich hop.

8. Sir dung thubc cho phu nir ¢6 thai va cho con bt

- Phu nir ¢o thai:

Céc nghién ciru trén dong vat khi dung Ticarcillin/acid Clavulanic khong cho thdy cac anh
hudéng giy quéi thai. Céc penicillin thuong dugce coi 1a an toan khi st dung véi phu nit ¢6
thai. C4c thong tin lién quan dén viéc st dung Ticarcillin/acid Clavulanic trén phu nif c6 thai
con han ché, chi dung thuéc cho phu nft ¢6 thai khi l¢i ich vugt trdi so voi nguy co.

- Phu ntr cho con ba:

Thudc duoc bai tiét vao sita me. C6 thé dung Ticarcillin/acid Clavulanic cho phu nit cho con
ba. Khong c6 anh huéng cé hai ctia thude cho tré bi me, ngoai trir cac trudng hop tré nhay
cam v6i thude.
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9. Anh huéng 1én kha niing ldi xe, vAn hanh mdy méc
Chua c6 bing chimg vé anh huéng cia thude 1én kha nang 14i xe, van hanh may moc.

10. Twong tic, twong Ky ciia thude

e Tuong tac:
- Céc khang sinh nhém aminoglycosid: Ticarcillin/acid Clavulanic tdc dung hiép dong voi
khéng sinh nhém aminoglycosid dé chong lai mot sb chung vi khudn trong dé bao gdm ca
Pseudomonas. Do vdy, sir dung dong thoi Ticarcillin/acid Clavulanic va céc khang sinh nhom
aminoglycosid ¢6 thé duoc wu tién trong diéu tri cac bénh nhiém khuan c¢6 kha nang de doa
dén tinh mang, dic biét & nhirng bénh nhan bi nhiém khuén kém theo tinh trang strc dé khang
cua co thé bi suy giam; tuy nhién, Ticarcillin/acid Clavulanic va khang sinh nhém
aminoglycosid phai duge sir dung riéng biét voi liéu ding duge khuyén céo.
- Probenecid: Khong khuyén céo dung thude dong thoi véi Probenecid. Probenecid lam giam
su thai trlr cta Ticarcillin & dng than. Ding dong thoi véi Probenecid lam kéo dai thoi gian
thai trir ctia Ticarcillin nhung khong anh huong dén sy thai trir ctia acid Clavulanic.
- Céc thudc tranh thai duong ubng: Ciing nhu céc loai khang sinh khéc, Ticarcillin/acid
Clavulanic ¢6 thé anh huong dén hé vi khuan & duong rudt, dan dén lam giam tai hép thu
oestrogen va giam hiéu qua cta céc thudc tranh thai dudng udng; khuyén cdo nén st dyng
céc bién phap tranh thai khong c6 chira hormon dé thay thé.
- Methotrexat: Cac penicilin lam giam sy thai trir cia Methotrexat do dé lam tang nguy co
gay doc.

e Tuwong ky:
Thubc khéng tuong thich voi nhiing chit sau:
- Khéng duge tron thude véi cac dung dich cé chira protein (vi dy: cdc san pham thiy phan
clia protein); cac ché phdm mau va huyét tuong; nhii twong lipid dudng tinh mach; natri
bicarbonat.
- Khéng duge tiém tinh mach thude ciing véi dung dich ¢6 chira Lidocain hydroclorid.
- Néu bénh nhan dang dugce diéu tri dong thoi véi 1 khang sinh nhém aminoglycosid thi
khong dugc trdn 1an cac khéng sinh ndy vao trong ciing mot bom tiém, ti dich truyén hoic
cling mot bo day truyén tinh mach do ¢6 thé lam mét téc dung ctia khang sinh aminoglycosid.

11. Téc dung khéng mong mudn

Cac phan Gng c6 hai: duge phan nhom theo tin sudt: rat thuong gip (ADR > 1/10), thuong
gip (1/100 < ADR < 1/10), it gip (1/1000 < ADR < 1/100), hiém gip (1/10000 < ADR <
1/1000), rét hiém gip (ADR < 1/10000) va chua rd.

Phéin trng qua min:

Bao gém: Phat ban da, ngira, néi may day va phan tmg phan vé.

Céc phan tmg ning trén da (bao gdm hdng ban da dang, hoi ching Stevens-Johnson va hoai
tir biéu bi nhiém ddc (TEN)): rit hiém gip.

Trén da day-rudt:

Budn ndn, ndn va tidu chay: da ¢6 béo cdo.

Viém dai trang gia mac: hiém gip (xem phan Canh bao va than trong khi dung thubc).

Trén gan mat:
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Ndng do AST va/hodc ALT tang nhe: da ¢6 ghi nhan ¢ nhitng bénh nhén str dung céc khang
sinh nhom beta-lactam, nhung tdn suét cia céc tic dung khong mong mubn nay chua duge
biét rd.

Viém gan va vang da & mét: rit hiém gip. CAc phan ung nay di dugc ghi nhin véi céc
penicillin khac va cac cephalosporin.

Trén thin va tiét niéu:

Ha kali m4u: hiém gap.

Viém bang quang xuit huyét: rat hiém giip.

Trén hé thin kinh trung wong:

Co giat: hiém gip, dic biét & cac bénh nhan suy giam chirc ning thin hodc & bénh nhan ding
liéu cao.

Trén méu va hé bach huyét:

Giam tiéu cAu, gidm bach cdu, ting bach ciu 4i toan va giam hemoglobin: hiém gip.

Thiéu mau tan mau: rt hiém gap.

Kéo dai thoi gian prothrombin, thoi gian chdy mau va hién tugng chay méu: da c6 bao cdo.
Tai vi tri tiém: Pau, rat, sung, ctng tai vi tri tiém va viém tinh mach huyét khéi.

12. Qua liéu va cach xir tri

- Triéu ching: Budn ndn, ndn, tiéu chay, méit can b:?lng nude va dién giai. Cling nhu cac
penicillin khéc, qua lidu Ticarcillin/acid Clavulanic ¢6 thé gdy ting trvong luc than kinh co
hodc gay co giat.

- X trf: Diéu tri tridu ching va hd trg néu can. C6 thé ding thdm phan mau dé loai bo ca
Ticarcillin va acid Clavulanic ra khéi tudn hoan.

13. Dic tinh dwge Iyc hoc
Nhom duge ly: Cac penicilin phéi hop, bao gém céc chit trc ché beta-lactamase.
Ma ATC: JOICRO3.
Co ché tdc dung:
Ticarcillin 13 mot khang sinh béan téng hop ¢6 phd diét khudn rong ddi v6i nhiéu chung vi
khuén Gram dwong va Gram 4m, c4 vi khuin hiéu khi va vi khufn ki khi. Ticarcillin ¢6 ban
chit 12 6-amino-penicillanic acid. Ticarcillin d& bi pha hiy bdi céc enzym beta-lactamase, do
d6 khong c6 tac dung ddi véi nhing ching vi khudn sinh ra cic enzym nay.
Acid Clavulanic dugc tao ra tir qua trinh [én men cta ching Strepromyces clavuligerus va 1a
mdt beta-lactam c¢6 lién quan v& mit cdu tric véi penicilin, ¢é tdc dung lam e ché mot sb
enzym beta-lactamase dugc tao ra boi cdc ching vi khudn khing céc penicillin va
cephalosporin. Déc biét, acid Clavulanic cé téc dung trc ché manh cac beta-lactamase truyén
qua plasmid gdy khéng céc penicilin va cephalosporin.
Acid Clavulanic gitip bao vé Ticarcillin khong bi c4c enzym beta-lactamase pha huy, dong
thoi phd diét khudn cua Ticarcillin duge mé rong médt cach hiéu qua dbi véi nhidu chung vi
khuan thong thudong khéng lai Ticarcillin va cdc khéng sinh beta-lactam khéc.
Co ché khing thude
Céc enzym cia vi khudn gay pha huy khéng sinh trude khi khang sinh téc dong 18n vi khudn,
nén gy ra hién tugng khang nhidu loai khang sinh. Cac clavulanat ngin chin co ché khang
thubc bang cach khéa cdc enzym beta-lactamase, do d6 lam cho vi khudn nhay cam véi tac
dung diét khuin nhanh ctia Ticarcillin & ndng d6 dé dang dat duoc trong co thé.
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Bén than céc clavulanat cé tac dung khang khudn yéu, tuy nhién khi két hop véi Ticarcillin s&
tao ra mot thude c6 phd diét khuin duoc mé réng phi hop trong cic diéu tri theo kinh
nghiém, dugc dung dé diéu tri b?mg duong tiém cho nhiéu bénh nhi®m khuén tai bénh vién.
Phé khédng khuin

Nhirng vi khuin thwdng nhay cim

Vi khuan Gram duong hiéu khi

Staphylococcus aureus (nhay cam voi methicillin)*

Staphylococcus epidermidis (nhay cam véi methicillin)*

Staphylococcus saprophyticus

Céc 1ién cAu khudn tan mau nhém beta

Streptococcus bovis

Enterococcus faecalis

Vi khudn Gram &m hiéu khi
Moraxella catarrhalis
Pasteurella multocida

. Vi khudn Gram duong ky khi
Clostridium spp.
Eubacterium spp.
Peptostreptococcus spp.

Vi khudn Gram 4m ky khf
Bacteroides spp. bao gdm B.fragilis
Prevotella spp.
Fusobacterium spp.

Cic vi khuin c6 thé ¢6 co ché khing thudc thu dwgc
Vi khudn Gram duong hiéu khi

Streptococcus pneumoniae

Céc lién cAu khuin tan mau nhém alpha

Vi khuén Gram 4m hiéu khi

Acinetobacter spp.

. Citrobacter spp.

Enterobacter spp.

Escherichia coli

Haemophilus influenzae
Klebsiella spp.
Morganella morganii
Neisseria gonorrhoeae
Proteus spp.

Providencia spp.
Pseudomonas spp. bao gdm Pseudomonas aeruginosa
Serratia spp.

Salmonella spp.

Vi khudn Gram &m ky khi
Veillonella spp.

- . A A - A
Cic vi khuin von khang thuoc
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Vi khuén Gram 4m hiéu khi

Stenotrophomonas maltophilia

Burkholderia cepacia

*Tét ca Staphylococcus spp. khang methicillin déu khang véi Ticarcillin/acid Clavulanic.

14. Dic tinh dwge djong hoc

Ticarcillin va acid Clavulanic dugc phan bd tét trong dich va mé co thé. Ca Clavulanat va
Ticarcillin gin v6i protein huyét thanh véi ty 18 thép, tuong tmg 1a 20% va 45%. Cling nhu
céc penicillin khéc, Ticarcillin thai trir chi yéu qua than; Clavulanat ciing duoc thai trir qua
con dudng nay.

15. Quy cach dong goi
Hop 1 lo bt pha tiém.
Hop 10 1o bot pha tiém.

. 16. Diéu kién bio quén
Bio quan thube & nhiét do dudi 30°C, trong bao bi gdc, & noi khé thoéng.

17. Han dung

24 thang ké tir ngay san xudt.

Dung dich sau khi pha theo huéng dan véi nuée cit pha tiém hodc dung dich glucose 5% dn
dinh trong vong 8 gid khi bao quan ¢ nhiét do duai 30°C.

18. Tiéu chudén chit lwgng
USP42,

A - 2 o o o A A
19. Tén, dia chi ciia co sé san xuat thuoc

Reyoung Pharmaceutical Co., Ltd. ]
No. 1 Ruiyang Road, Yiyuan County, Shandong Province, Trung Quoc.
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