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Clinical Studies on Sulbactam/Ampicillin

Se Hyun Cho, M.D., Sun Ha Kim, M.D., Wan Shik Shin, M.D.
Moon Won Kang, M.D. and Hee Young Chung, M.D.

Department of Internal Medicine, Catholic University Medical College, Seoul, Kovea

Sulbactam/Ampicillin (Unasyn®) is a combination drug of beta-lactam antibiotic, ampicillin, and
beta-lactamase inhibitor, sulbactam.

Clinical study to observe the effect of sulbactam/ampicillin was done in 40 patients admitted at St.
Mary's Hospital and St. Vincent’s Hospital, on Catholic University Medical College.

1) Among the total of 40 patients, 16 (94%) of 17 patients with urinary tract infection, 10 (91%) of
11 patients with respiratory tract infection, 6 (86%) of 7 patients with enteric fever, all of 4 patients
with enterocolitis and one patient with bactermeia were clinically cured. It was effective in 37 (92.5
%) of 40 patients.

2) In 22 bacteriologically proved cases, 18 were eliminated, 1 of each were partially eliminated and
peristent, and 2 were superinfected cases.

3) There was no particular side effect but 2 cases of indigestion, 1 case of eosinophilia and 1 case
of elevated hepatic enzyme(SGPT) were developed.

4) Fifteen of the 22 isolated organisms were ampicillin-resistant, but all strains were sensitive to
sulbactam/ampicillin.
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Table 1. Age and Sex Distribution

£ dale] #Aglsl gl ot 18edlel A& UlHEe] Eel=
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Eoke gulbactam/ampicillin 1.5 g2 A 3ke] A=l
wha} 2~407F 3h2 Al AL oS, QA e
b} 750~2250mgS &7 23 EF& 33 = FEsle
5~137k AT Fof gich, Fol 25 A% wAlel %
A Afoll e R E F 313k

3. #H JIE
Ag ZdE Y47, XA 4738 058 4% 4
A7 AL AT Ao A2E 2o A6l
P44 7 AL Az A o] A BE Tl £
Az, do] A4sE HE Af(cure), FEHS
2 A% 2% 4 (improve) &2 st n, ¥
o2 s do|x ¢ge A-E A0 (fai) & 73

Age (vr) Male Female Table 2. Classification of Patient by Disease Entities
il 3 o Infection No. of cases
20— 29 4 7
30 — 39 1 3 Urinary tract infection 17
40 — 49 4 9 Respiratory tract infection 11
50— 59 3 3 Enteric fever 7
60 — 69 4 4 Enterocolitis 4
70 — 1 1 Bacteremia (Staphylococcus) 1
Total 20 20 Total 40
Tablz 3. Number of Cases Evaluated and Clinical Assessment
Clinical assessment
Infection No. of cases Al
Cured Improved Failed

Urinary tract infection 17 12 4 1
Respiratory tract infection 11 8 2 1
Enteric fever 7 5 1 1
Enterocolitis 4 4 0 0
Bacteremia (Staphylococcus) 1 1 0 0

Total 40 30 7 3
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Table 4. Isolated Organisms and Bacteriological Assessment

Bacteriological assessment

altaCovgRsin Nes oressts Eliminated elli)::itriiltlgd Persistent Superinfected
E. coli 11 10 1 0 0
S. gqureus 2 2 0 0 0
S. typhi 2 2 0 0 0
S. paratyphi 1 1 0 0 0
H. influenzae 1 1 0 0 0
S. flexneri 1 1 0 0 0
A, calcoaceticus 1 1 ] 0 0
P. mirabilis 1 0 0 1 0
S. pneumoniae 1 0 0 0 1
K. pneumoniae 1 0 0 0 1
Total 22 18 1 1 2
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£ 12607} 2|4, 47} TA D, Telloll Mgk 2 8ol 4
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ool A A5, 2doll4] A=Y o}, 1dlellA = s}
At #d gzl 78 ol Soll7h A, 107} 24, 14
7t Asfelgl o, o] Bz} 49 ol Y F S} 12w
5 A=l ot whebA] F 4000F 3740 (92.5%) ol A &3}
7} glsick(Table 3).
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E. colix 11904 E2l5¢lem sulbactam/ampi-
cillin Fo] 3 116 5ol A" =23, S aureus 24,
S. typhi 293], S. paratyphi 1<, H. influenzae 1<, S.
flexneri 16l B A. calcoaceticus 16| SolAE % &
Ak, e} Pomirabiliss A4t £E]s5gle

Table 5. Untoward Reaction

Type No. of cases
Indigestion 2
Eosinophilia 1
SGPT elevation 1
Total 4

o, S. puewmoniae W K. pneumoniaer} H-2l% Fa)
ol A& 27t E. coli®t Pseudomonase) 2j3t mef 7l
Zo] Azt (Table 4),

sulbactam/ampicillin Fo{ & 40 2] of 4+ =13 2
o (5%) 0l A A8tEeks T Al or], AALAA 14
(2.85%)°0 A AT 71 £7E B9l 14(2.5%)
Al zb Bao] A5 £7E BYch, e 5 3
A 19lE giglck(Table 5),
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asle] glow, 1g 94 HAFAY F=& 0.1~10
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Fig. 1. Sulbactam and sulbactam oral ester (lower).

ampicillin &3] Staphylococus, H. influenzae,
Bacteroides, Branhaniella, Neisseria, Klebsiella, E.
coli, E. aerogenes, Proteus spp2} Acinetobacter &
90% o°]4re| sulbactam®} ampicillin®] 5=~} z+7 8,
16 pg/ml o = FAA 7} sk 2 nsigic,

o] 2459 ¢sts sulbactam/ampicilline] =&
FAFFE S aureusoll A= 97.7%, coagulase
negative staphylococcioll sl 90.3%<] =&
449 w o on], EnterococcuselAE 100% #+4%
Bgn, a#uedFernt E colicl dlAe 52.8%,
Klebsiella pnewmoniged) £ 69.8%2 132 e}
Wl 3 E. cloacae, C. freundii, A. calcoacetius, K.
oxytoca SN A= 50% o] Ao 44 Mgichkn Jct
221} Pseudomonas sppel Serratia sppell A+ 30%
ojake] e ZAE ¥odckn ¥ w3l

B Aol e 5 Fel7) 7be i 22909 FhAlel A

E. coliz}t #2119 114 9] 243 104 (91%) 1A 2 &f
ol E. colizt A=2=Edx 1¢(9%)ol A= partial
eliminate £73-2 2.¢ov, S aureus 24|, S. typhi 2
dol, S. paratyphi 1, H. influenzae 1\, S. flexneri 1<l
v A. calcoaceticus 190) 4= Aol A o] 47
59t 2y} P mirabilis 1ol 4 A &2 Q] Fof
dE B3l dwkgglol Ald=Hoz fEsgled S
preumoniaest K. preumoniae 7358 oA & 77t E.
coli¢t Pseudomonas? superinfection 472 2 go},
webd] B5 22015 19 (86.4%) ol F& A5 et
e, :
KimE92 of2{7}z] Al H4E 744 oJd3a
ol 4 probenecid¢} sulbactam/ampicilling Ze] Fo
g A, 3 Ak 7bsE 459 Sl 440 (97.
7%)ol A AfEda, 23 1e1(2.3%)lAqt cEke
sulbactam/ampicillin Fojel| & &3z ZA o] 5=
skgichy Mm 3hgich,

2 Aol e 2.2 7 3l 17605 1690 (94%) <l 4
AfE 2 190(6%) 4 EASE £7E 2o 174 2F
ol E3}7t i

oo osted 2199 1% ZF7] A FAtellA
sulbactam/ampicillin 5o 2 2} 16} (76%) o1l 4] 2]t
i, 300 (14%) 14 45| =3 90%e1A4 £A5%le
o, AAEL 357 73 8=} 995 8¢l (88.9%) A &
A=)o] Axe] 90%t FAHslA
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=3 30 209 F4 I AAE dae
2 sulbactam/ampicillin o] Z 7} 1901 (95%) 0l 4] &
AFo] o] =& 2§ vochw w3 o)

o]9lell = A A}E-2 sulbactam/ampicillin 5o A =
o #ale TH9F 60 (85.7%) 04, A 3=} 4= 2 =)
dZ g7 1elolAe A5t A so] F 4059 3AE
37001 (92.5%) 0l A AAH oz alEE gkl A4S 9]
o},

daH ez FAH R gy 3¢lF 1ol FF Lel7t
=z ookl 78] k=2 sulbactam/ampicillin ] A] 2]
Fololz E73slm sl odstEle] cloxacilling}
clindamycine.g mAldlgion, lele £HolA K
preumoniae?} ¥2| =9 £ 2 7hodslale gl Al R4
ZFo2 A& A8E Px en] AFdHez K
preumoniae’} |7 =9 21} Pseudomonasell ¢]& i
tizdede] loich, = vielA] 1¢= FEE s} EA sk
ol Aade] oJAlsl: 3xlz £ 14%7ke] sulbactam/
ampicillin A A Fofoll & £F-3ka T =l #] ghoket, 4l
F84 7 2ol A partial eliminate 471 29w 1e]
£ 2ok AAelA E. colizh £2] 5 tuy 3kalg,
olulx z]4lel Foley cathetere] Al&e] £1A | -f7}
E7hesta e ol 2 A H A, AL ez ydel £
215 10 Aululok 2 Aol 4] P mirabilis7t 32]9 8
A2 gy, 7k 325 9 22 vler]|A 7ede] 9
o @Az ol2fd AGE AT Aoz YA

2a)5l A]FFA ampicillinel] WA k212 9=
TF= E. coli 89, S. aureus 2¢l| H. influenzae 14,
S. flexneri 1<, S. paratyphi 1, K. pneumoniae % A.
calcoaceticus?t 77} 164 9 9iel, 2]y} sulbactam/
ampicillinell = 25 7F4lo] 9lgich(Table 6), & T
Z7} B2l=l dwl £ 22¢1%F 150004 ampicillinel] 4]
olgle vz  ampicillin &5 Foiuto 2 = 2 5o A
& sl5Ae] by AS F4Y 4 sk

sulbactam/ampicilline]l 2]3F H2t8ol| aliAE
Reinhardt 5%o] @z o] ST+ F71 o 23
creatinine®] Z7}5 B 3uslgly, AF50| 71 G4
%7}, alkaline phosphatase®] 7} 2 W 5& 32
slglon], Udldlo g slfulal, AokF, avl o AF
B 3%, Aabge] 48 glov & dTelAde 4£8E
% 201 (5%), %z Pl AT F7} 100(25%) 2
SGPT®] Z=7}7} 1¢1(25%) 2UAcH(Table 5),

Table 6. Sensitivity of Ampicillin—Resistant Organisms
to SulbactamfAmpicillin

Resistant to

Organisms Sulbactam/

Ampicillin Ampicillin

E, coli

S. aureus

S. flexneri

S. paratyphi
H. influenzae
K. pneumoniae

L I S G R )
©c o0 o o oo

A. calcoaceticus

Total 15 0

# =

AAEE 1987 6¥-5 1988 2¥7HA] 90 Fqt
7HEE o oeish F4 Amulgl 3l el vzl
A 4l A5E Pokdd 3AE dl4dez sulbactam/
ampicillin(Unasyn®) & Fo 5o o234 Fe A &S
et

1) % 4049 Aol A vlwr]A ZFAdA 174 F 16
ol (94%), E&7] &=t 1135 100 (91%), = 3
2} %% 601 (86%) 2 24 3} 495 49 (100%) oA
dAHoe gAsder, ldle ZEATFol 2E 3
3 fAE kA =), aebA F 4099 A5 37E
(92.5%)°l A b3 kel 444 575 it

2) Algte] 2] A+ F 220°]v 11949 E. coli
7l = 1001(91%) 0l A= E. coliz} A 5% 4415
9 S. aurens 7XA 312 29, S. typhi 7HA3kAL 24, S.
paratyphi Y432 19, H. influenzae 714 341 14,
S. flexneri 7343A 198 % A. calcoaceticus 713 8=}
19 SollAs 25 Weldo] £4=dc)

uletd] FEEE 7 7l 229 9 7 3AlE 180
(82%)el A 4= x, 1o](45%)clAE FEHoz
4= on] 25 190 (86.5%) 04 E3rt g Ao
2 A gl

3) £7]¥ uk3l sulbactam/ampicillin(Unasyn®) 2]
242 qiglen, £3HEake] 20 (5%) 2] =
AT 2717} 140 (2.5%) 0l A 21519 c)

4) ¥2)8 F3 22¢1F 15004 ampicillinell 432
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Belor} sulbactam/ampicillin(Unasyn®) A] A ol =
25 g Bl

o] 4ke] A& o g o} sulbactam/ampicillin (Un-
asyn®)-& g-lactam 2|43l ampicillin W4 F3¢) ¢
g o2|7lx] A sel] FES AlAZ ok},

REFERENCES

1) A3 1 A Azle] p100, 1983 EA4 A¥

2) Mandell GL, Douglas RG, Bennett JE: Principles
and Practice of Infectious Diseases. 2nd ed, Wiley
Medical, New York 1985

3) Retsema JA, English AR, Girard A, Lynch JE,

Anderson M, Brennan L, Cimochowski C, Faiella J,

Norcia W, Sawyer P: Sulbactam/Ampicillin: In

vitro spectrum, polency and activity in models of

acute infection. Rev Infect Dis 8 (Suppl 5): S528

-5542, 1986

o] &4, olshi, AL, oA, A, A& &

of #AF ZAlel olelM  Sulbactam/Ampicillinz}

4

—

Ampicillin/ Amikacin2] % 8 Z 3} v] ol 23 7] 2=
o 4 AT, Lols} 2901, 1986

5) Joong-Hwan Kim, Kwang-Ho Choi, Young-Tae
Kim, In-Sub Yang: Treatment of infections due to
multivesistant Neisseria gonorrhoeae with Sulba-
clam [ Ampicillin. Rev Infect Dis 8 (Suppl 5):5599
-S603, 1986

6) % T, =HZ, &9, R4, o84, A7NE 3

& BF7) 7] AZol M2 Sulbactam/Ampicillin

(Unasyn) H-oie] 4, HAleld) 3195 1988

73, Ak, olo]7] 1 F4 Bl #alel gloj A

Unasyn (Sulbactam [ Ampicillin)2] Q42 &z}, 24

e|gt 31:143, 1988

8) Reinhardt JF, Johnston L, Ruage P, Johnson CC,
Ingram-drake L, MacDonald K, Ward KW, Math-
isen G, George WL, Finegold SM, and Mulligan ME:
A randomised, double-blind comparison of Sul-
bactam [ Ampicillin and Clindamycin for the treat-
ment of aerobic and aerobic-anaerobic infections.
Rev Infect Dis 8(Suppl 5):5569-S575, 1986

7

~—

— 152 —





