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PENTACILLIN s, 5 10 Vials

CONTRA-INDICATIONS:

Pantadillin is contraindicaled in indiwduals with a history
of hypersensitivity reactions 10 any of the penicilins. Il
should be caraful of crossed allemgic reaction to any ofthe
bela |actam anfibiotic.

STORAGE:

Store in well-closed container al temperalure below 30°C
QUALITY SPECIFICATION: USP 32.
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Rx Thudc ké don Huéng din sif dung thuéc: (¢

PENTACILLIN Injection 1,5g

[THANH PHAN] Mai lo chifa:

Ampicillin Sodium .......cccceevviernnenn. lg (hoat tinh)
(Ampicillin Sodium 1,063g tudng duong Ampicillin 1g)
Sulbactam Sodium........cccooevienens 0,5g (hoat tinh)

(Sulbactam Sodium 0,547g tudng duong Sulbactam 0,5g)
Td duge: Khong ¢o.
Poc kj hucng dén si dung trudc khi ding, néu can thém thong tin xin héi y kién bdc si.
Pé xa tam tay tré em. Khong ding thudc qud han sit dung in trén bao bi.
Cdc dic tinh dugc Iyc hoc:
Natri ampicilin va natri sulbactam (ampicilin/sulbactam) 12 mot thudc phéi hgp ¢8 dinh
(ty 1€ 2:1 ampicilin/sulbactam).
Ampicilin 12 khdng sinh ban téng hgp ¢6 phd tdc dung rong vdi hoat tinh khang khuén tic
dung trén nhiéu vi khuin Gram (+) va Gram (-) do khd nang @c ché sinh tdng hgp
mucopeptid clia thanh t& bao vi khuin. Tuy vdy, ampicilin bi beta-lactamase phéd v3 vong
beta-lactam, nén binh thudng phé tic dung khéng bao gém cdc vi khudn sdn xuit enzym
nay.
Sulbactam 12 mdt acid sulfon penicilamic, chdt ttc ch€ khéng thuin nghich beta-
lactamase. Sulbactam chi c¢é hoat tinh khang khuan y&u khi st dung don déc. Sulbactam
¢6 hoat tinh fc ché t3t ca 2 loai beta-lactamase qua trung gian plasmid va nhiém sic thé.
Do sulbactam c6 4i luc cao va gin vdi mot s6 beta-lactamase 1a nhitng enzym lam bat
hoat ampicilin bing cdch thiy phin vdng beta-lactam, nén phdi hgp sulbactam véi
ampicilin tao ra mdt tic dung hiép ddng diét khuén, gitip md rong phd khing khudn cia
ampicilin d&i vdi nhiéu loai vi khudn sinh beta-lactamase da khang lai ampicillin ding
don doe.
Phé tdc dung: m
Vi khudn Gram duong: Staphylococcus aureus (ca loai sinh beta-lattamase va khong sinh
beta-lactamase), Staphylococcus epidermidis (ca loai sinh beta-lalc'fa‘tase A2 khéng sinh
beta-lactamase), Staphylococcus faecalis (Enterococcus), Streﬁti)
Streptococcus pyogenes, Streptococcus viridans.
Vi khudn Gram am: Haemophilus influenza (cd loai sinh beta-lactamase va khéng sinh
beta-lactamase), Moraxella catarrhalis (ca loai sinh beta-lactamase va khong sinh beta-
lactamase), Klebsiella sp. (tat c& cdc loai nay déu sinh beta-lactamase), Proteus mirabilis
(ca loai sinh beta-lactamase va khéng sinh beta-lactamase), Proteus vulgaris, Providencia
retigeri va Neisseria gonorrhoeae (cd loai sinh beta-lactamase va khong sinh beta-
lactamase).
Vi khudn ky khi: cic loai Clostridium, cic loai Peptococcus, céc loai Bacteroides bao gobm
cd Bacteroides fragilis.
Vi khudn khdng thude: Tu cau khdng methicilin, oxacilin hoac nafcilin phai coi 1a ciing
khdng lai cd ampicilin/sulbactam.

ccus pneumoniae,

Truc khudn ta khi Gram am sinh beta-lactamase typ I (thi du Pseudomonas aeruginosa,
Enterobacter...) thudng khang lai ampicilin/sulbactam, vi sulbactam khéng dc ché€ phéan
I6n beta-lactamase typ 1.



Mot s6 chling Klebsiella, E.coli, va Acinetobacter vd mot sd hiém chiling Neisseria
gonorrhoeae khing lai thudc.

Cdc dac tinh duge djng hoc:

Dugc dong hoc clia cd hai thanh phdn trong céng thitc déu tudng ty nhau va khong thay
ddi khi diing k&t hgp. Natri sulbactam khéng hap thu hoan todn qua dudng tiéu héa nén
dugc ding bing dudng tiém truyén. Mic du vdy, trén thi trudng vin cé dang udng
(sultamicilin).

Néng d6 dinh cla ampicilin va sulbactam dat dudc ngay khodng 15 phiit sau khi truyén
tinh mach ampicilin/sulbactam. o] ngudi 1dn ¢6 chitc néing than binh thuding, ndng do dinh
cia ampicilin dat duge dao ddong trong khodng 40-71 microgram/ml sau khi tiém lg
ampicilin va 0,5 g sulbactam hodc 109 — 150 microgam/ml sau khi tiém 1 liéu 3 g (2g
ampicillin va 1g sulbactam); ndng do dinh sulbactam trong huyé€t thanh sau cac liéu dé
tvong ng la 21-40g hodc 48-88 microgam/ml. Nita doi thdi trif trung binh trong huyét
twong clia cd hai thude xap xi 1 gid, & ngudi tinh nguyén khde manh.

Sau khi uéng, sultamicin bi thdy phén trong khi hap thu dé cho ampicilin va sulbactam
v@i ty 1& 1:1 trong tuan hoan chung. Kha dung sinh hoc clia dang udng 1a 80%. Thitc an
khdng dnh hudng dén kha dung sinh hoc toan thin cla thudc.

Sau khi tiém bdp va tiém tinh mach, ¢ hai thudc dugc phan bd t6t dé€n cdc mo va dich co
thé dat khodng 53-100% ndng do trong huyét twong. O ngudi trudng thanh cé chitc ning
thin binh thudng, thé tich phin b3 (Vd) clia ampicilin khodng 0,28-0,331 lit’kg va cta
sulbactam la 0,24-0,4lit’/kg. Sau khi tiém bdp hodc tiém tinh mach cd ampicilin va
sulbactam phédn b8 vao dich ndo tiy v&i ndng do thap, trif khi mang ndo bi viém. C4 hai
thudc déu qua duge nhau thai véi ndng do tudng tr ndng do trong huyét tuong. Ching
cling phén b& vao sita véi ndng do thdp. Ampicilin lién k&t véi protein huyét tuong
khodng 15-28%, con sulbactam khodng 38%.

V4i nhitng ngudi ¢6 chitc ning than binh thudng, khodng 75-85% ca hai thudc thai trit
qua thin dudi dang nguyén ven trong vong 8 gi ddu sau khi tiém thude. Nong do cla
ampicilin va sulbactam trong huyét urong cao hon va kéo dai hdn khi ding cung véi
probenecid udng. G ngudi suy than, nong do trong huyét twdng clia cd hai thudc cao hon
va nita doi kéo dai hon.

[DANG BAO CHE]

Lo khdong mau chita bdt mau tring.

[CHI PINH]

Pentacillin phdi danh dé€ diéu tri cdc nhiém khuin do, hoic nghi do cdc vi khudn sinh
beta-lactamase gay ra, ma m{t aminopenicillin dung ddn dbc Ong co tdc dung.

Thudc duge chi dinh d€ diéu tri nhiém khudn dudng ho hap‘ﬂ: ‘n va dud6i, bao gdm viém
xoang, viém tai giita vd viém nip thanh quan viém ph01 vi' kHuan nhiém khuan duting
ti€t niéu va viém thin - b€ than; nhiém khuin trong & bung hoac bénh phu khoa nghi do
vi khun ky khi; viém mang ndo; nhiém khuin da, cd, xuwong, khép; va lau khong bién
Chlj’l}g.

[LIEU DUNG VA CACH DUNG]

Thuéc nay chi ditng theo su ké don ciia thdy thudc.

Tiém bdp va tiém tinh mach: Liéu ding cé thé dugc tiém tinh mach cham trong it nhat 10-
15 phiit hodc ¢6 thé duge pha lodng vdi 50-100 ml dich pha loing tuwong hdp dé truyén
tinh mach trong vong 15-30 phiit.



Pentacillin ¢6 thé dudc tiém bdp sdu sau khi hda tan v6i 3,2 ml nude cit d€ tiém hoic
dung dich lidocain hydrochlorid 0,5% hay 2%.
Liéu Pentacillin ding cho ngui 16n 1a 1,5g (1g ampicillin va 0,5g sulbactam dudi dang
mudi natri) dén 3 g (2g ampicillin va 1g sulbactam dudi dang mudi natri) ctt 6 gidd mot
lan.
Liéu st dung thy thudc vao mitc dd nhi€m khudn nhu sau:
Mitc d6 nhiém khuin Liéu Pentacillin hiing ngay

Nhe 1,5g (0,5g sulbactam + 1g ampicillin)
hodc 3g (1g sulbactam + 2g ampicillin)

Vira cho tdi 6g (2g sulbactam + 4g ampicillin)

Ning cho t6i 12g (4 sulbactam +8 ampicillin)
Tri l@u khéng bién chitng: Tiém bép 1 liéu duy nhat 1,5g hodc 3 g hoac phdi hop véi udng
g probenecid.

Liéu tiém cho tré em:
Tré em duéi 12 tudi: Liéu khuyén nghi la 300mg (200mg ampicillin, 100mg
sulbactam)/kg/ngay chia lam cdc liéu bing nhau mdi 6 gid.
Tré em cin nang tir 40kg trd 1én ding theo liéu khuyén nghi ciia ngudi 16n.
O ¢4 ngudi 16n va tré em, diéu tri udng hoic tiém thudng ti€p tuc cho tdi khi hét s6t 48
gi®. Thdi gian diéu tri thudng tr 5-14 ngay, nhung ¢6 thé kéo dai néu can.
Liéu ding & ngudi bénh suy thdn:
Liéu ding va khodng cdch liéu cin dudc diéu chinh the erc do suy. thin, do trim trong
clia nhiém khuin va chiing giy bénh. Liéu khuyén caox 0! (o}l bg:nh suy thdn va khodng
cdch liéu dua trén do thanh thdi creatinin, ¢6 thé tinh tu\c,re lwfm huyét thanh theo cong
thife sau:
Vdi nam gidi
Thé trong (kg) x (140 — s6 tudi)
oL o T
72 x creatinin huy€t thanh (mg/dl)
Vdint gidi: 0,85 x gid tri trén

Liéu khuyén ding Pentacillin ddi vdi ngudi bénh suy thin
D6 thanh thdi creatinin Nita ddji Pentacillin (gid) Liéu Pentacillin
(ml/phit/1,73m?)
=30 1 1,5 - 3,0g trong 6-8 gid
15-29 5 1,5 - 3,0g trong 12 gi
5-14 9 1,5 — 3,9g trong 24 gi¥

[CHONG CHI PINH]

Pentacillin duge chdng chi dinh diing cho ngudi qua man véi bat ky penicillin ndo. Can
than trong vé kha ning di ng chéo vdi cic khdng sinh beta-lactam khdc (vi du
cephalosporin).

[TAC DUNG KHONG MONG MU6N]

Pentacillin nhin chung dudc dung nap tot.

Cdc phédn t¢ng c6 hai sau diy di dudce thong bido:

Thuiomg gap, ADR > 1/100

Tiéu héa: fa chdy (3%).



Da: phdt ban (2%).

Tai chd: Pau tai vi tri tiém: 16% (tiém bdp) va 3% (tiém tinh mach).

Tim mach: Viém tinh mach huy€t kh&i (3%).

It gap, 1/1000<ADR< 1/100

Toan thin: Mén ngita, budn ndn, ndn, nhi€ém Candida, mét mdi, dau ddu, dau nguc, ph.
Tiéu héa: Viém da day, viém dai tring mang gid.

Qu4 méin: May day, hdng ban da dang, sdc phan vé.

Huyét hoc: Giam bach cau hat.

Huéng din cdch xit tri ADR

ADR phd bién nhat 1a nhitng phan tng qua min, ia chdy, ngita, phdt ban..Phdi ngirng
thudc va c6 thé diéu tri cdc phdn ng nay bing thudc khang histamin va néu cén,
corticosteroid tdc dung toan than.

Phdn ng nghiém trong va doi khi gay t vong (s6c phan vé) cé thé xay ra va néu can
phdi diéu tri cdp cifu bing adrenalin, oxygen, tiém tinh mach corticosteroid, gilf théng
duding hd hip k€ cd viéc dat ndi khi quin.

Viém dai trang mang giad nhe thudng khadi khi ngirng thudc.

Thong bdo cho bdc st nhitng tdc dung khdong mong muén gdp phdi khi sit dung thudc.
[TUONG TAC THUOC]

Ca ampicilin va sulbactam déu tuong ky rd rét vé mat ly héa vdi aminoglycosid va c6 thé
lam mét hoat tinh ctia aminoglycosid in vitro.

Probenecid udng (rc ché€ canh tranh sy thai trif cda cd ampicilin va sulbactam qua &ng
thin, do d6 kéo dai va lam ting ndng d6 cla ca hai thudc trong huyét thanh.

Su gia ting tdn sudt phét ban trén ngudi bénh c6 acid uric mdu cao dang dugc diéu tri
ddng thai bing alopurinol va ampicilin da dude théng bapL \ /

Ampicilin dudc théng bdo 1a ¢ dnh hudng dén xét nghiem\tu:A g]ucose/trong nudce tiéu
bing phudng phdp dong sulfate (Clinitest), nhung khéng anh hl:rcmg gé'n xét nghiém bing
phu’dng phdp glucose oxydase (Clinistix). \J/ U

[THAN TRONG]

Ampicillin/sulbactam ciing nht penicilin ¢ thé gdy ra sGc qud min cda thudc nén cdc
thén trong thdng thudng vdi liéu phép penicilin can dude thurc hién.

Trude khi khdi dau diéu tri nén than trong tim hiéu tién st di dng véi penicilin,
cephalosporin va cdc thudc khdc.

Do cdc khdng sinh, k€ cd ampicilin/sulbactam, c6 kha ning gy viém dai tring mang gia,
nén can phai chin dodn phén biét khi ngudi bénh bi tiéu chdy trong qu4 trinh diéu tri. Do
ngudi bénh ting bach cadu don nhan c6 ty 1& cao phét ban d6 da trong qué trinh diéu tri
b&ng aminopenicilin, cin trdnh st dung ampicillin/sulbactam cho nhitng ngudi bénh nay.
Ciing nhu cdc khdng sinh khéc, sit dung ampicillin/sulbactam ¢6 thé giy ra hién wong
mdt s& vi khudn khong nhay cim vdi thudc, dic biét Pseudomonas va Candida, nén cin
theo ddi thdn trong ngudi bénh. Néu thiy biéu hién bdi nhiém, cin ngirng thudc va sit
dung cdc bién phdp diéu tri thich hgp.

[SUDUNG CHO PHU NU CO THAI VA CHO CON BU]

Sit dung cho phu nit ¢d thai: Tinh an toan cla ampicillin/sulbactam trong thdi ky thai
nghén con chura dude xdc 1dp day di. Nghién cifu trén qud trinh sinh sdn & chudt nhit,
chudt cong va thd st dung li€u cao gdp 10 lan liéu sit dung trén ngudi, khong thiy mét
béng chitng nao vé sy thy tinh ba't thudng ciing nhu déc tinh trén bao thai.



Phy nit cho con bu: Mot lugng nhd ampicillin va sulbactam duge bai ti€t qua sita, do do6
can than trong khi st dung thudc cho ngudi cho con bi. C6 3 van dé tiém tang ddi véi tré
bi me: Bi€n ddi vi khudn chi & rudt; tdc dung true tiép (thi du di ¢ng...) cdn trd phén tich
két qua nudi cdy khi tré sot cin lam xét nghiém.

[TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC]

Khong ¢ dnh hu‘dng den kha ning ldi xe va vin hanh mdy méc.

[SUDUNG QUA LIEU]

Cdc phan tng than kinh, k€ c3 co giit ¢ thé xuat hién khi ndng d6 beta-lactam cao trong
dich ndo tly. Ampicilin va sulbactam c¢é thé dugc loai ba‘ raikhoi tudw hoan chung bing
thim phian mdu, qud trinh nay cé thé 1am gia ting su théi\grj”f%@a udc trong trudng hdp
qué liéu & nhitng ngudi bénh suy than.

[TRINH BAY]

Hop chita 10 lo.

[BAO QUAN]

Bdo quan trong bao bi kin & nhiét do dudi 30°C.

[HAN DUNG] /

36 thang ké tu’ ngay san XUual.

[TIRU CHUAN CHAT LUONG]

Dudc dién M§ 32.

Sdn xui't bai:

eux PENIVIEX LTD.

297-5 Gunseo-ri, Jiksan-eup, Seobuk-ku, Cheonan-si, Chungnam, Han Quéc
Tel: +82-2-703-8234 g m,, Fax: +82-2-703<8236
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