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IM/IV 0,59 Ampicilin (as Ampicillin sodium) IM/IV 0.5 Ampiciin (dut dang Ampclin natr
0.25g Sulbactam (as Sulbactam sodium) 0.25g Sulbactam (dudt dong Sulboctam ratri)
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Ampicillin 0,5g + Sulbactam 0,25g m. Mm Ampicilin 0,5g + Sulbactam 0,25g mﬁw‘“m,w:&
AND OTHER INFORMATION: CACTHONGTINKHAC
STORAGE: At 2 dry place, BAD QUAN: Kot khé,
BOX OF 1 VIAL temperature below 30°C, protect from light. nhiét 84 dudi 30°C. tranh dnh séng.
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CONGTY €O PHAN DUOC PHAM VCP

MAU NHAN DANG KY
THUGC BOT PHA TIEM Visulin 0,75g

3.Nhan hop 01 lo + 01 6ng nudc cat 5ml, san xudt tai CTCPDPTW 2 - Dopharma- ti 1& 100%
Kich thudc : 55 mm x 35 mm x 85mm
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Ampicillin 0,5g + Sulbactam 0,25g

BOX OF 1 VIAL + 1 AMPOULE

VCP PHARMACEUTICAL J.5.C
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isulin 0,75g

* 01 vial of powder for injection:
0,59 Ampicillin (as Ampiciliin sodium)

0.25g Sulbactam (as Sulbactorn sodium) | _.1::

_______________________________

| REG.N':VD- 1863713
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Manufactured by: WOP PHARMACEUTICAL J.5.C
Adidress: Thanh Xuusn - Soc Son - Ha Noi- Viet Nam

Ampicilin 0,5g + Sulbactam 0,25g

HOP 1LO + 1 ONG

THUGC BOT PHA TIEM
TIEM BAP - TIEM TiNH MACH

CONG TY €6 PHAN DUQC PHAM VCP
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Visulin 0,75g
MO HOP CHITA :

* 01 lp thudic bjt pha tiém:

0,59 Ampicilin (dudi dgng Ampicilin natr)
0.25g Sulbactam dudi dong Sulboctam natri)
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CHONG CHI DINH
CACTHONG TIN KHAC :

BAO QUAN: Not khé&,

nhiét 38 dudl 30°C, rénh dnh sdng.
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Rx rwuéc sin tHEO PON

HUGONG DAN SU DUNG
THUOC BOT PHA TIEM VISULIN 0,75g

1. Trinh bay:

- Hop 01 lo thude bot pha tiém va 01 t&r huéng din sir dung.

- Hop 10 lo thuée bot pha tiém va 01 t& huéng dén sir dung.

- Hop 01 lo thudc bét pha tiém + 01 6ng nudc cit pha tiém 5 ml, sin xuét tai Cong ty cd
phan dugc phdm trung wong 2 - Dopharma, sé ding ky VD - 18637-13, han dung 36 thang ké
tr ngdy san xuét va to huéng din sir dung.

2. Cong thirc: Cho 1 lo.
Ampicilin (du6i dang ampicilin natri): 0,5g
Sulbactam (dudi dang sulbactam natri): 0,25g

3. Duge lue hoc:

Visulin 0,75g 1a mot thudc phéi hop gitra ampiciljﬂ%i va sulbactam natri véi ty 1& phoi
hgp ¢b dinh, ampicilin : sulbactam = 2:1.

Ampicilin 1a khang sinh ban téng hgp c6 phd tac dung rong véi hoat tinh khdang khuén téc
dung trén nhidu vi khuidn Gram (+) va Gram (-) do kha ning e ché sinh téng hgp
mucopeptid ctia thanh té bao vi khuin.

Sulbactam la m¢t acid sulfon penicilamic, ¢6 hoat tinh trc ché tot ca 2 loai beta-lactamase
qua trung gian plasmid va nhiém sic thé.

Do sulbactam c6 4i lyc cao va gin véi mot sd beta-lactamase 1a nhitng enzym lam bét hoat
ampicilin bing cach thily phan vong beta-lactam, nén phdi hop sulbactam véi ampicilin tao ra
mot tac dung hiép dong diét khudn, gitp m& rong phd khang khudn ciia ampicilin di voi
nhiéu loai vi khuén sinh beta-lactamase da khang lai ampicilin dung don ddc.

Pho tic dung:

- Vi khudn Gram dwong:

Staphylococcus saprophyticus (cé loai sinh beta-lactamase va khong sinh beta-lactamase).

Staphylococcus aureus (ca loai sinh beta-lactamase va khong sinh beta-lactamase).

Staphylococcus epidermidis (c¢é loai sinh beta-lactamase va khong sinh beta-lactamase).

Staphylococcus, Streptococcus pneumoniae, Streptococcus pyogenes, Sireptococcus
viridans, Streptococcus faccalis.

- Vi khudn Gram ém:

Haemophilus influenzae (ca 10ai sinh beta-lactamase va khong sinh beta-lactamase).

Moraxella catarrhalis (ca loai sinh beta-lactamase va khong sinh beta-lactamase).

Klebsiella sp. (tit ca cac loai nay déu sinh beta-lactamase).

Proteus mirabilis (ca loai sinh beta-lactamase va khong sinh beta-lactamase).

Proteus vulgaris, Providencia rettgeri, Neisseria gonorrhoeae (ca loai sinh beta-lactamase

va khong sinh beta-lactamase).

T



Escherichia coli (ca loai sinh beta-lactamase va khéng sinh beta-lactamase).

- Vi khuan ky khi:

Céc loai Clostridium, céc loai Peptococcus, céc loai Bacteroides bao gdm ca Bacteroides
fragilis.

4. Dwgc dgng hoc:

Dugc dong hoc cta ca hai thanh phan trong cong thirc déu tuvong tu nhau va khong thay
doi khi dung két hop.

Nong d¢ dinh ciia ampicilin va sulbactam dat duoc ngay Khoang 15 phut sau khi truyén
tinh mach ampicilin/sulbactam. O nguoi 16n ¢6 chire ning thin binh thudng, néng do dinh
cua ampicilin dat dugc dao dong trong khoing 40 - 71 microgam/ml sau khi tiém 1 g
ampicilin va 0,5 g sulbactam hodc 109 - 150 microgam/ml sau khi tiém 1 liéu 3 g 2 g
ampicilin va 1 g sulbactam); Nong d6 dinh sulbactam trong huyét thanh sau céc liéu d6 twong
ing 1a 21 - 40 hoic 48 - 88 microgam/ml. Nira doi thai trir trung binh trong huyét turong cta

ca hai thudc xap xi 1 gid, & ngudi tinh nguyén khoée manh. f
Sau khi tiém bip va tiém tinh mach, ca hai thude dqu;ﬁ%é tét dén cac mo va dich cua

co thé. Nong d¢ hai thude & tit ca cac mod va dich co thé dat khoang 53 - 100% ndng do trong
huyét twong. O ngudi truéng thanh ¢ chirc ning than binh thudng, thé tich phan b (Vd) cia
ampicilin khodng 0,28 - 0,331 lit/kg va cuia sulbactam la 0,24 - 0,4 lit/kg. Sau khi tiém bip
hodc tiém tinh mach ca ampicilin va sulbactam phan bd vao dich ndo tiy véi ndng do thép,
trir khi mang ndo bj viém. Ca hai thudc déu qua dugc nhau thai véi ndng do twong tu ndng do
trong huyét tuong. Chiing ciing phén b vao sira v6i néng do thdp. Ampicilin lién két véi
protein huyét twong khoéng 15 - 28%, con sulbactam khoang 38%.

Véi nhitng ngudi ¢6 chirc ning than binh thuong, khoang 75 - 85% ca hai thudc thai trir
qua thin du6i dang nguyén ven trong vong 8 gior dau sau khi tiém thude va khoang 50 - 75%
sau khi udng thudc. Ndng do ciia ampicilin va sulbactam trong huyét tuong cao hon va kéo
dai hon khi dung cing véi probenecid udng. O ngudi suy thén, ndng do trong huyét tuong
clia ca 2 thude cao hon va nira doi kéo dai hon.

5. Chi dinh:

Visulin 0,75g dugc chi dinh trong nhitng loai nhiém khuan sau:

- Nhiém khudn da va céu trac da: Gy ra béi cic ching sinh beta-lactamase nhu
Staphylococcus aureus, Escherichia coli, Klebsiella spp. (bao gom K. pneumoniae), Proteus
mirabilis, Bacteroides fragilis, Enterobacter spp., va Acinetobacter calcoaceticus.

- Nhiém khuén & bung: Géy ra béi cac ching sinh beta-lactamase nhu Escherichia coli,
Klebsiella spp. (bao gdbm K. pneumoniae), Bacteroides spp. (bao gom B. fragilis) va
Enterobacter spp.

- Nhiém khuén phy khoa: Géy ra bgi céc ching sinh beta-lactamase nhu Escherichia coli

va Bacteroides spp. (Bao gdbm B. fragilis).



6. Liéu dung - Cich dung:

Duong ding: Tiém bép sau, tiém tinh mach chdm tir 10 — 15 phit va truyén tinh mach
trong vong 15 - 30 phut.

Liéu dimg: Liéu duoc tinh trén liéu ampicilin/sulbactam ty 1€ 2:1

- Nguwoi Ién: 1,5g - 3g/lan, cir 6 gid mot lan. Téng liéu cta sulbactam khong vuot qua
4g/ngay.

Liéu sir dung tiry thudc vao mire d6 nhidm khuin nhu sau:

Mire d6 nhiém khudn | Liéu ampicilin/sulbactam ty 1€ 2:1 hang ngay
Nhe 1,52 - 3g
Vira Liéu téi da 1a 6g
Niing Liéu t6i da la 12g

- Trj lju khong bién chieng: Tiém bip 1 lidu duy nhét 1,5g hodc 3g hodc phéi hop véi
uéng 1g probenecid.

- Tré em tir mjt tuéi tré Ién: Dung liéu 200 mg ampi¢din + 100 mg sulbactam/kg/ngay
chia thanh céc liéu nho, truyén tinh mach cach nhau 6 gid. Do do an toan dudng tiém bép cua
Visulin 0,75g chua duoc thiét 1ap.

Déi vdi cdc tré em 6 cdn néng trén 40 kg tré lén: Liéu dung duge khuyén cdo la liéu danh
cho ngudi 16n va téng liéu ctia sulbactam khong vugt qua 4g/ngdy

O ca ngudi 16n va tré em, diéu trj thuong tiép tuc cho t6i khi hét sét 48 gio. Thoi gian diéu
tri thuong tir 5 - 14 ngay, nhung c6 thé kéo dai néu can.

- Liéu ding & nguwoi bénh suy than: Liéu ding va khoang céch lidu cdn dugc didu chinh
theo mire do suy than, dé tram trong ctia nhiém khuén va chung gay bénh. Liéu khuyén cado &

ngudi bénh suy thin va khodng céach lidu dyva trén do thanh thai creatinin, c6 thé tinh tur
creatinin huyét thanh theo cong thirc sau:
Véi nam gioi:
Thé trong (kg) x (140 - sd tudi)

| I/phat) = s
Cler (ml/phut) 72 x creatinin huyét thanh (mg/dl)

Vi nir gioi: 0,85 x gia tri trén.

Liéu khuyén dung ampicilin/sulbactam doi véi ngudi bénh suy than

D¢ thanh thai creatinin Thoi gian ban thai .
) Licu dung

(ml/phat/1,73m?)

ampicilin/sulbactam (gio)

>30 1 1,5g - 3g trong 6 - 8 gi¢
15-29 5 1,5g - 3g trong 12 gio
5-14 9 1,5g - 3g trong 24 gi¢




Cach dung:

- Tiém bip: Hoa tan 1 lo thube véi 1,6 ml nuée cit pha tiém hodc dung dich lidocain
hydroclorid 0,5% hay 2%. Dung dich dé tiém bép nén dugc sir dung trong vong 1 gid sau khi
pha.

- Tiém tinh mach: Hoa tan 1 lo thudc tir 2 — 4 ml nuée cit pha tiém, tiém tinh mach cham
tr 10 — 15 phat.

- Truyén tinh mach: Pha loang dung dich tiém tinh mach véi 50 - 100ml dich pha lodng
twong hop, truyén tinh mach trong vong 15 - 30 phuit.

Thoi gian sir dung cdc dung dich da pha loding khac nhau dé truyén tinh mach nhu sau:

Pmgem] gl Tollp Néng do ampicilin + Thot gian dung (gi0)
sulbactam (mg/ml) 25°C 4°C
45 (30/15) 8
Nudée cét pha tiém 45 (30/15) 48
30 (20/10) I 72
45 (30/15) CPY 8
Natri clorid ding truong 45 (30/15) 48
30 (20/10) 72
Dich truyén Ringer 45 (30/15) 8
lactat 45 (30/15) 24
15-30 2
Dextrose 5% trong nudc 3(2/1) 4
30 (20/10) 4
Dextrose 5% trong NaCl 3(2/1) 4
0,45% 15 (10/5) 4

7. Chdng chi dinh:

- Tién st vang da & mét hodc rdi loan chirc ning gan khi st dung ampicilin/sulbactam
trude day.

- Di irng véi khang sinh nhoém penicilin va cephalosporin.

- Tang bach ciu don nhan nhiém khuén, nhiém virus Herpes.

8. Sir dung thudc cho phu nir ¢6 thai va cho con bi:

- Théi ky mang thai: Tinh an toan cua ampicilin/sulbactam trong thoi ky thai nghén con
chua duoc xac 1ap dy du. Nghién ciru trén qué trinh sinh san & chudt nht, chudt cong va tho
sir dung liéu cao gép 10 lan liéu sir dung trén ngudi, khong thdy mot bing chirng nao vé su
thu tinh bét thuong ciing nhu doc tinh trén bao thai. Vi vay chi nén dung thude khi that can
thiét.

- Thoi ky cho con ba: Mot lurgng nho ampicilin va sulbactam dugc bai tiét qua sira, do do
can than trong khi sir dung thudc cho ngudi cho con ba. C6 3 vén dé tiém tang dbi véi tré bu



me: Bién déi vi khuin chi & rudt; Tac dung truc tiép (vi du dj ing...) can tré phan tich két qua
nudi cay khi tré sot can lam xét nghiém.
9. Tdc dung khong mong mudén (ADR):
Ampicilin/sulbactam nhin chung dugc dung nap tt. Céc phan trng ¢6 hai sau day da duoc
thong béo:
Trén nguwoilon.
Thuwong gdap, ADR > 1/100
- Tiéu hoa: Tiéu chay (3%).
- Da: Phat ban (< 2%).
- Tai chd: Dau tai vi tri tiém: 16 % (tiém bip) va 3% (tiém tinh mach).
- Tim mach: Viém tinh mach huyét khoi (3%) va viém tinh mach 1,2%.
It gap, 1/1000 <ADR <1/100
- Toan than: Mén ngua, budn ndn, ndn, nhiém Candida, mét moi, kho chiu, dau diu, dau

nguc, phi, bi tiéu, tiéu kho.
- Tiéu hoa: Viém da day, viém dai trang mang gia, day hoi c&%ung, viém ludi.
- Qud min: May day, hong ban da dang, séc phan vé.
- Huyét hoc: Giam bach céu hat.

Tdc dung phu trén bénh nhan nhi: Tuong tu nhu trén ngudi [6n.
Tdac dung phu hdu mai:

- R6i loan méu va hé théng bach huyét: Thiéu méu tan huyét, giam tiéu ciu, mit bach cu
hat da dugc bao céo. Nhitng phan tmg nay thuong phuc hoi sau khi ngung diéu tri va dugc
cho 12 hién tugng qud man. C6 mot bénh nhan di cho két qua thir duong tinh gia voi test
Coombs trong qua trinh sir dung Visulin 0,75g.

- Réi loan tiéu héa: Viém gan & mat, ting bilirubin méau, vang da, thay ddi chirc niing gan,
viém da day, viém miéng, niém mac ludi bi den va giy tiéu chay lién quan dén Clostridium
difficile.

- Tai vi tri tiém: Phan rng tai noi tiém.

- Trén hé thong mién dich: Qua min, c6 thé sdc phan vé gdy tir vong.

- Trén hé thng than kinh trung wong: Gy co giat.

- Than va hé tiét niéu: Gay viém ong than.

- Da va cdu tric da: Gdy doc trén da hoai tir biéu bi, hoi chimg Stevens-Johnson va hoi
chimg ngoai ban mun mii toan than cip tinh, ni may day, ban dé, viém da tréc vay.

Huwéng din cich xir tri ADR _

- Déi v6i cac ADR phd bién (nhitng phan tmg qua min bao gdm tiéu chay, ngira, phat
ban...): Phai ngimg thudc va c6 thé diéu tri cdc phan tmg nay bang thude khéng histamin va
néu can, corticosteroid tdc dung toan thén,

- Phan tmg nghiém trong va doi khi gdy tir vong (séc phan vé) co thé xay ra va can phai
diéu tri cdp ciru bing adrenalin, oxygen, tiém tinh mach corticosteroid, truyén dich tinh mach
va dung thudc ting huyét ap néu cin, giir thong dudong ho hip ké ca viéc dit ndi khi quan.



- Viém dai trang mang gia nhe thudng khéi khi ngimg thude.

THONG BAO CHO BAC SY NHUNG TAC DUNG KHONG MONG MUON GAP
PHAI TRONG QUA TRINH SU DUNG THUOC

10. Tic djng ciia thude khi ldi xe va vian hanh may méc:

Cc tai li¢u khong cho thdy tac dong cta phdi hop ampicilin va sulbactam anh huéng dbi
vGi ngudi 1ai xe va van hanh may mac, thiét bi.
11. Twong tic thude:

- Ca ampicilin va sulbactam déu tuong ky rd rét vé mat ly - h6a véi aminoglycosid va co
thé lam mét hoat tinh ctia aminoglycosid in vitro.

- Probenecid uéng trc ché canh tranh sy thai trir cia ca ampicilin va sulbactam qua 6ng
than, do d6 kéo dai va 1am ting ndng dé cia ca hai thube trong huyét thanh.

- Sy gia ting tin sudt phat ban trén ngudi bénh cé acid urie:jmy
dong thoi bing alopurinol va ampicilin da dugc thong bao.

cao dang dugc diéu tri

- Ampicilin dugc thong béo 1a ¢6 dnh huéng dén xét nghiém tim glucose trong nude tiéu
bing phuong phidp dong sulfat (Clinitest), nhung khong anh huéng dén xét nghiém bing
phuong phap glucose oxydase (Clinistix).

12. Thén trong:

- Ampicilin/sulbactam ¢6 thé gy ra sdc qua méan. Trude khi khai du didu tri nén than
trong tim hiéu tién sir dj g véi penicilin, cephalosporin va céc thudc khac.

- Ampicilin/sulbactam ¢6 kha ning giy viém dai tring mang gia, nén can phai chin dodn
phan biét khi ngudi bénh bi ti€u chay trong qua trinh diéu tri.

- Do ngudi bénh ting bach cdu don nhan c6 ty 1¢ cao phat ban d6 da trong qué trinh diéu
tri bing aminopenicilin, cin tranh sir dung ampicilin/sulbactam cho nhitng ngudi bénh nay.

- Ciing nhu cac khang sinh khéc, sir dung ampicilin/sulbactam c6 thé gy ra hién tuong
mot s6 vi khudn khong nhay cam véi thudc, dic biét Pseudomonas va Candida nén cin theo
ddi than trong nguoi bénh. Néu thiy biéu hién bdi nhiém, cin ngimg thube va sir dung céc
bién phap diéu trj thich hop.

- Ké don Visulin 0,75g cho cdc bénh nhan ma khong bi nhiém trung hodc bi nhiém tring
ma khong ding ching vi khuén nhay cam c6 thé ting nguy co khéng thudc.

- D6i v6i tré em: Sy an toan va hiéu qua cua Visulin 0,75g da dugc thiét 1ap cho bénh nhan
nhi mot tudi trd 1én ddi voi nhiém khuén da va cdu tric da duge chip thuan & nhu ngudi 16n.

- Réi loan chirc ning gan, ké ca viém gan va vang da (r mét c6 lién quan dén viéc sir dung
ampicilin phdi hop v6i sulbactam, nhiém ddc gan la thudng hoi phuc; Tuy nhién, ¢6 nhitng
trudng hop tir vong da duge bao cédo. Chirc ning gan nén dugc theo doi déu dan & bénh nhan
suy gan,



-

1

13. Qua liéu va xir tri:

- Céc phan (mg than kinh, ké ca co giat ¢ thé xuét hién khi nf‘mg d beta-lactam cao trong
dich ndo tuy.

- Xie tri qud liéu: Ampicilin va sulbactam c6 thé duoc loai bo ra khoi tudn hoan chung
bing thAm phan méu, qué trinh nay c6 thé 1am gia tang sy thai trir cia thude trong truong hop
qué liéu & nhitng ngudi bénh suy than.

14. Tuwong ky;:

- Sulbactam natri twong hgp véi tit ca cic dung dich tiém truyén tinh mach, nhung
ampicilin thi kém bén vitng hon trong cac dung dich chtra dextrose hodc cac carbohydrat
khéc. Khong nén pha tron dung dich c¢6 ampicilin véi cac ché pham ctiia mau hoic dich dam
thuy phan.

- Ampicilin tvong ky véi cac aminoglycosid, nén khong dugc tron chung trong cung mat

bom tiém hodc binh chura. E! A
15. Bdo quén: Noi kho, nhiét d§ dudi 30°C, tranh“@nh séng.

16. Han dung: 36 thang ké tir ngay san xuat.
17. Tiéu chuén: USP 38.

Thuéc nay chi ding theo su ké don ciia bdc sy.
Poc kj hwong dan sie dung triwée khi ding,
Muén bidt thém thong tin xin héi y kién ciia thiy thubc.
Khéng diing thubc khi da hét han, bién mau...

San xuét tai: Cong ty C6 phin Duwge phiam VCP
VCP Pharmaceutical Joint - Stock Company
Thanh Xuén - S6¢ Son - Ha N§i - Viét Nam

Dién thoai: 04 — 35812459 / Fax: 04 — 35813670
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