Meiji Seika Pharma Co., Ltd.
Rx Prescription Medicine

FOSMICIN® FOR LV.USE
Antibiotic for LV use
MRAP): Minimum Requirements for Antibiotic Products of Japan
on drug
Do not dispense without doctors” advice

EFFECTS ON ABRILITY TO DRIVE OR USE MACHINES
None

USE DURING PREGNANCY, DELIVERY OR LACTATION

Since safety of this product during pregnancy has not been established, the
dm 15 not d to pregy Wwomen or women saspected

of being pregnant. It is advisable to avoid using this product in lactating

mothers. If use of this product is judged to be essential, breast feeding must

be discontinued durng treatment

COMPOSITION ADVERSE REACTIONS

Each vial of (Fesmicin® for I.V.USE 1g contains the ingredicnt The results of post marketing surveillance regarding safety are as follows
Fosfomycin sodium 1g polency Among 33,711 clinical case reports ob: J from 2,618 710
Esch vial of (Fosmicin® for LV.USE 2g ins the ingred pisodes of adverse reaction were seen in 591 patients (1.75%)
Fosfomycin sodram 2g potency

Inert ingredient: Anhydrous citric acid
Product description: Crystalline powder for imjection, white color

Ca2
Cad__|S0mg (pot.ymL (5% Ghucose Injection JP)
=" Ratio to Isotonic Sodium Chloride Solution, JP

INDICATIONS
The following infcctions caused by fosfomycin-susceplible strains of
Pseudomonas acruginosa, Proteus vulgaris, Serratia marcescens, and multi-

obiliary ( elevated GOT. GPT, etc)

L (exanthema, iiching, urticana.etc.) | L

G diarrhea, nausea, ing, 78 |
pain anorexia. oic.) IR {

Metabolic and I (elevated AI-P.LDH: =
(hypermtremin.ete) ! il
|Vascular (non-cardiac) (angialgn. facial flush) 15

drug resistant Staphylococcus aureus and Escherichia coli-

b e PR ‘
br with infq P

| Y supp pyoth
Al g

cystitis,
of pelvic dead space,

wierine inc i
paramctnus and bartholinitis.

CONTRAINDICATIONS
Patients with history of hypersensitivity to fosformicin.
Renal failure (creatinine clearance below Sml/ min)

hly. as shock symp! (fre
<0.1%) may occur. If any shock-related signs or symptoms such as
chest anxiety, dyspoea, blood pressure decrease, cyanosis, urticaria
and develop, d i inistration and take suitablc
measures

- Severe colitis with bloody stool such as pseudomembranous colitis
(<0.1%) may occur. Patients should be carefully observed, and if

, s

(2) Children J !
In 4 school children (body weight: 20 1o 37 kg, mean 28 kg) receiving
4-minutc intravenous injection of 1 Og (potency) of the product, the
blood conceatrations and mean T1/2 were 938 to 107 g/mL and 1.3
hours, respectively, 30 minutes to | hour after administration

2. Protein binding
Binding ratc 10 human serum protein was 2 16% as determined by
equilibrium daalysis

3. Sputum concentrations"
In 5 patients with respiratory tract infections, intravenous injection of g
Fosmicin® for LV,USE produced a peak sputum concentration of 70 g
mL 3 hours after injection

4. Metabolism and excretion”
Fosfomycin is not metabolized in vivo and is mostly excreted into the
urine as an active-unchanged form. 4
In 3 healthy adults recciving one-hour intravenous drip infusion of
1 g (potency) or 2-hour intravenous drip infusion of 2g (potency) of
fosfomycin sodium, the urinary recovery rate was 95 1o 99% within the
first 10 to 11 hours after the end of intravenous drip infusion

CLINICAL STUDIES
The results of 3 comparative clinical trials and open clinical trials were as
follows*™"
The efficacy rate was:
1) 37.5% (6/16 patients) for septi and i
2) 64 8% (107/165 patients) for respiratory tract infections such as
pneumonia, bronchitis, etc
3) 67.6% (213315 patients) for p pyelonephritis and cystitis
4) 90.9% (30/33 patients) for uterine adnexitis, 87.0% (47/54) for
intrauterine infection, 86.7% (13/15) for inflammation of pelvic dead
space, 66.7% (6/9) for parametritis and 100% (15/15) for bartholinttis

PHARMACOLOGY

1. In vitro antibacterial activity'®
Fosfomycin acts bactericidally on gram-positive and gram-negative
pathogens. It is especially highly active against Paeruginosa, P. vulgaris,
S. marcescens, and multi-drug resistant strains of S aureus and E coli

2. Mechanism of action*™"

Py t = m:ﬂ?'&ﬁgﬁ“iﬁhm occur, discontinue The mode of action of fosfomycin is very unique. It is uptaken into
immediately sul MCASUIEs. I cells in high ion via the active transport system and
Al MINISTRA” L
DOSAGEAND AN 0N - Pancytopenia and agranulocytosis (<0.1%) may appear. Paticats should inhibits the early stage of cell wall peptidoglycan biosynthesis. (f-lactam
Intravenous drip infusion be carefully observed and if any develop, i inhibit the final stage.)
The usual daily dose is 2 to 4g (potency) of fosfomycin: both of these administration and 1ake suitable measures
are given by intravenous drip infusion in 2 divided doses. Each dose is
dissolved in 100 to 500 mlL of infusion fluid and infused over a period of (2) Other adverse reactions: S—— - PHYSICOCHEMISTRY
one to 2 hours. 201% to S% | 1% B X prictary name: Sodium
3 B . e, Nemd) | M‘V -
Intravenous injection Hepatic | Livex fancsion duondics: | Tmmdics. ‘ ool s o (IR2S)-1.2
The usual daily doses are the same as for intravenous drip infusion, | such as ncreased GOT, | Lo SR S
- 1 GPT. AP, LHD. | Molecular formala: C,H,Na,0,P
but given in 2 to 4 divided doses. As the solvent, 20 mL of Water for . Al-P, LHD. y-GTP | Molecular weight: 182.02
jection, JP (The Jap F pocia) or Glucose Injection, JP is | and bilirubin p 1 fornla:
used to dissolve one to 2g (polency) of the product. The injection must ‘Hematologic Ancmia, granulocylopena,
be performed over 5 minutes or more. lencopensa, thrombopenia, ¢ Q PO.
The dosage may be adjusted according to the age of patients and severity o ilia, eic. = HC, s \Na,
the symptoms. Remal Renal X
ederma, an elevated BUN, H H
For children over 12 years old™: the dosage for intravenous injection must proteinuria, electrolyte D intion:
’;‘a?d :?:hmnﬂﬂd:g’ngl impairmeat (creatinine clearance,= . — = bR, Fe o ycin Sodium JP occurs as a white crystalline powder having
6;;5;‘;‘)‘, :h m"”‘“'. prTy P‘!":", S ke : o of Gaswomtestmal | Diarrhea, etc Stomatitis, nausea, a slightly salty taste. It is very soluble in waler, sparingly soluble in
MF«mwmljm ine ch < 60mVmin: the m-"m L hanol and practically i in ethanol or ether.
interval of drug inistration must be prolonged. The interval of drug = - — ———— Partition cocfficient:
dministration depends on creatini 5 (sec the following tablc) Brydseonk; wucest leien (log,, 1- octanol layer/water layer, 20 £ 5°C)
Creatinine clearance The interval between 2 times of = Coogh, asthuns stadks, oic. [ pH 20-100 ]
3 3 ) Psy 2 Numbness, vertigo, ctc. and [ <30 |
- fg B 1 - ksson (large dose)
- ] Inpection site Angalgn.ctc. Phicbits, cic. PRECAUTIONS FOR HANDLING
B -0 -1 ,,, SRR Oters Headache, thirst, fever, When Fosmicin® for LV. USE is dissolved. heat of dissolution is
_0-20 ] 4% malaise, chest ; this has no d effect on the drug or its activity.
5-10 7 T ot prom PACKAGING
- ; W W e o
For patient with hemodialysis™: inject 2gram of the medicine after oy - - P 18 vl TOVElS 1 ek it bt
dialyisis. . Discontinue the product and take suitable measures when such f : inls i
For b poy ot . 2g (potency)/vial x 10 vials in each canon box
ety pasients g acjustac i aboormality appears. FINISHED PRODUCT’S SPECIFICATION:
OVERDOSES: No data Manufacturer Specification
PRECAUTIONS STORAGE:
 25°
As the general rule, the duration of administration of this drug should iumucomz(s TP AP ERPTATIONDATE:
be limited to the ired for the of the Blood concentral A Satiias
Plli::::, e ller eiod regeired | ganism 10 the dug (1) Adult™> " Three years. (The final expiration date is indicated on the package )
been confirmed, in order to prevent the emergence of drug-resistant The serum ions and ph kinetic p al
:‘Il‘ﬂm!l;l.ol:ml il : s i i or drip infusion of this product were MANUFACTURED BY: Meiji Seika Pharma Co., Ltd.
1. Careful Administration (Fosmicin® for LV. USE should be administered 2 folw. — - 2416, Kyobashl, Chuo-ku, Tokyo 104-8002, Ju
the following paticnts Dose | Volume | \siniration| Cmax | T, =
in | A
:.::l;’:i‘:ms perapege P o famitlal predisp 10 allergic | Subject |m | administered | of solvent | T L o Keep out of reach of children
ympioms soch s beoachial asthma, T 1 : (g (potency)) | (ml) i 2t Read the leaflet insert carefully before use
(2) Patients with impaired hepatic function [Hepatic may | Adult patient | 6| 10 20 Smin | M4 10 For further information please ask Doctor’s advice
worsen.} Jre— | Healthy adult | 3 | 10 200 1h 873 |15
+
2. Important Precautions |z~ Do. 13] 20 00, 1b 1573 118 1 Request for Literatare should be made fo:
(1) The patient should be interviewed 10 assess the risk of sbock . 3l 20 30 | oh | 983 [17] b 1 fon & Ragtiatocy At

(2) As the product contains 14.5 mEq of sodium per g (potency), care
should be taken when administering it to patients who peed to reduce
their sodium intake due to cardiac or renal failure, hypertension, eic

1. Use in the Elderly
mmnmwmmm.mmw‘)

Adverse reactions are likely to occur in elderly patients since their renal

function is generally reduced. Care should be taken paying atiention to dose

when administering 1o clderly paticnts who need to redoce their sodium
intake due to cardiac or renal failure, hypertension, etc. (See”Important

Precautions™).

4. Pediatric Use
Safety in prematures and infants has not been
The product should not be used for children under 12 years old"™

(1) Administration route

The product should be ad d only by route. In
ddition, it is i for the ion to be perfc d by
intravenous dnip infusion whencver possible.
(2) Caution in

administration
It is known thai phicbitis and angialgia may occur following the
intravenous sdminisiration of the product. Therefore, sufficient care
should be taken with regard to the injection site and the technigoc 1o
be employed for the administration, and the rate of injecton should be
as slow as possiblc
6. Other Precautions )
In the casc of patients on long-term therapy using this product, it is
advisable to peniodically perform liver and kidney function tests, as well
s hematological tests.

INTERACTION WITH OTHER MEDICINAL PRODUCTS AND
OTHER FORMS OF INTERACTION
None

N=%. Serum concentration 30 minutes after administration

Lgimi )

Meij Seika Pharma Co., Ltd.
2-4-16, Kyobashi, Chuo-ku, Tokyo 104-8002, Japan.

References.

1) Soejima R, etal- Chemotherapy 23(1 1): 3389, 1975

2) Kawabata N ct al.: JpoJ Antibeot. 31(9): $49.1978

3) Nakazawa S.o al: Chemotherapy 23(11): 3415, 1975

4) Kata Y et al: Chematherapy 23(11):3305, 1975

5) Shinagawa K. et. al.: Shinryo w Shinyaku (Medical Consulation and New
Remedies) 13(2): 261.1976.

6) Matsumoto K. et al. Rinsho to Kenkyu (The Japanese Journal of Clinical and
Expenmental Medicine) S3(9): 2819.1976

7) Sato . et. al- Hinyo Kiyo (Acta Urologica Japonica) 25(1): §7,1979.

&) Miki F. et al- Chemotherapy 25(10): 2034,1977

9) Shiraha Y. et al: Yakubutsu Ryoho (Medical Treatment) 10(5): 787, 1977

10) Chimura T et al.: Sanfujinka no Sekai(The World of Obstetrics and Gynecology)
34(6) 655, 1982

11) Tukase Z.et al- Sanfujinka no Sekai (The World of Obstetrics and Gynecology)
3S(6) 647.1983

12) Miyauchi Ketal: JpaJ. Antibiot, 28(3):320,1975

13) Yamada Y et al - Data of Central Rescarch Laboratones. Meiji Seika Kaisha, Lid

14) Kahan F_etal- Ano. New York Acad. Sci. 235: 364,194

15) Vietnam National Drug Formulary 2009- as requircment from Vietnam Health
Awthonty

#0S12A(VFO)




Meiji Seika Pharma Co., Lid.
Hx Thubc hién theo dan

FOSMICIN * FOR L.V USE
Thudc khéng sinh dang tiém

Hubng din st dung thubc
charmquma«afhuanganmamumwm Méu cn
thém théng tin xin lién ha w61 bic 5i hode duge i ciia quy vl

THANH PHAN
Wi o FOSMICIN® dang tiém 2g chua hogt chat chinh Fosfomycin natr
1uong duong 2g Fodormycin

M 1o FOSMICIN® dang tiém 1g chaa hoat chit chinh Fosformycin natri
twong duong 1g Fosfomycin,

Téduge.  Anhydrous citric acd

Wb th sbn phdm: BOt kéL tinh 8& pha tiém, mbu trdng
pﬂvnywlpmmlmwu[wm"‘

Néng 46

TA-15, m nvgmwmmwmmmmwma

TA- 7.5 Gl mfrnwﬂmwwmmmlmw
1475, Cad 2 omglimi (ghucoza 5% pha tém theo duex: dién Wit i
74-75 CaA m-;mmtﬂmb’»p‘ammmﬁwm‘
1y o ven dung dich Natri Clonua dlng truang, theo dugc Gidn tnjt Bdn

CHI BINH
Buge chi dinh cha ¢ truong hop nhidm khudn sau day do csc ching vi
khudn nhay cam voi ycin nhy P 3, Proteus

vulgaris, Serratia marcescens va cac ching Staphylococcus aureus va
Eschenchia coli khang nhifu 10ai thudc: nhiém khudn huyét, viém phé
quin, viém téu phé qudn, gisn phé qudn nhibm Kiudn, vikm phéi, bénh
phéi c6 mi, vigm maog phéi mo, viem phic mac, viém than - bé thén,
viém bang quang, viém phin phu, nhidm khuén trong tif cung, nhiém
khudn khoang chju, vitmn méd cdn 1l cung va vibm tuyén bartholin

CHONG CHI DINH

Bénh nhan c6 1ién 50 qud mdn cam val Fosfomycin

Bénh nhan suy than <6 @) thanh thii creatinin < 5 mi/phut, viém thén,
bé thin hodc ap xe quanh than

UEU DUNG VA CACH DONG

Truyén nhé giot tinh mach:

Lidus thusng ding mé ngdy fasfomycin dung duaing tinh mach 13 2 dén
4 g (ham lugng); truyén tinh mach theo cich truyén nhé giot. Lidu néi
trén chia lam 2 in. Mbi lifu dugc hod tan vao 100ml Aén 500ml dich
truyén, thai gian truyén ti 1 dén 2 gid.

Thém tinh mach:

Liu ding mdi ngay cing bling liéu truyén nhb giot tinh mach nhung
phii chia thanh 2 8én 4 kn. Dung m&i 8£ hoi tan 1 dén 2g ché phim niy
13 20mi nutc pha tiém, theo duoc dién Hhit bin hode 20mi dung dich
glucoza 5%, theo dugc dién Nhat bian, Thai glan tiém tinh mach phal
e hién trong 5 phit hode hon

Lidu ding néx trén cb thé diéu chinh theo 1wl bénh nhan va theo triéu
chung bénh ndng, nhe

Tré em wén 12 wdi'™ Tm truyén tinh mach khong vugt qua 100 - 200
mg/kg/ngay.

Ngudi suy thin muc 4 trung binh'™ (84 thanh thai ceatinin z 60 ml/
phit) khémg cin phis diéu chinh liéu lugng va khodng cach gilsa cic lin
ding thudc. Kgué bénh b 66 thanh thl creatinin dudi 60 mphit cin
phéi kéo dii khoing cach gia cc 1n dng thubc. Khaing cich gilia chc
18n dlng thube phy thubc va 4 thanh thai creatin (zem bing sau):

| 4 thanh thii creatinin  Khodng cich gida 2 15n déng fosfomycin |
(mi/phat) (gien

40-60 2

30-40 , % '

20-30 ‘ % |
' 10-20 | 48 i

5.10 75

nwuouymammua” vmuwb-zqmmuﬂuﬁmprm
Hguin ca0 tubi ¥héng chn Bidu chinh

THAM TRONG
Theo nguybn tic chung. thék gian sd dung thubc niy cin dugc giGi han
trong thisi han 15 thidu theo ylu chy Gy tr) 854 vii ting bénh nhan, sau
hi x4 @inh 84 rihay cém cia Wi khudn w6 thubc, nhim trénh sy khang
thade cia vi khudn
Luia
1. Thin trong khi ding: (chn dng FOSMICIN® dang tiém) mét cich
thin trong 851 véi cic bénh nhin sau
(1) B2n than bénh nhan hodc ngudi trong gia dinh cb ca dia mic
Iénih i (g nihw hen, phat ban, nds mé day.
(2) B&nh nhan bi thiéu nang gan (ching thiéu nang gan c6 thé bi lam
trémronghon)

Lufu § quan trong:
11} Bénn nhan cén Bugc theo doi cin than dé dé phong nguy co bi

3
(2) Ché phdm iy chika 14,5 mEq Natri més g (ham lugng), do &6 cin
thin trong khi ding thube nly cho che binh nhin chn gidm lugng
Matri Gua va0 (0 thé do suy tim, suy than, cao huyét §p. .
3. Didu tri 45i voi ngudh cao tubi
Sdn phim nay ducc thai tris chi; yéu qua than (xem phin DUOC BONG
HOC)
Cix phén (ng phas (6 thé 2y ra A v nGuUd 20 s  chiic ning thin
iz ho thueg ds sy gidm. Chn than trang khi ding thubc niey cho céc
bénh nhin cac tdi. cin gikm luong Natr dua veo co thé do suy tim, suy
thin, cao tasgét bp. [rem phin Luu 7 quan trong)
4. Dingchotréem
Dammnwamuadcovﬁlrédénonvntéwunhchmd‘wcnr

mmmmutmmulu&'f
5. Thin trong khi sil dyng thudc
(1) Dudng dong:
Chi duge disng =40 phim nay theo duing tinh mach. Hon nla, trong
fmon truang hop ¢b thé, nén dung ché phim nay bing cach truyén
nhés gice G rpch.
ﬂnﬁmbﬂdﬁﬂ:
u’ww;mmmmnnhrrwhndnumhmnhcoml
by ra ki 3 dynig <é phim ndy qua Sudng tinh mach. Vi th, cin
Iy t3em Bk v e Tdm, Ky thudt ép dung wong Giéu tr, te 84 truyén
mmcx‘qmlmunqm
Cc ha
:;chr.m;rvpbenhnhlnpwa‘umdungbth:mm nén
dinh ki kiém tra chuc ndng gan va than cong nhus lam cac xét nghiém
mau.

TUORG TAC YOI CAC THUOC KHAC, CAC DANG TUONG TAC KHAC:
Khong

TAC DONG COA THUGC KHI LAI XE VA VAN HANH MAY MOC:
Khong

SU DYNG THUOC TRONG THO) KY MANG THAI, SINH DE HAY CHO
CON BU.

Vi 34 an 10an cua ché phim nay d6i val phy nii c6 thal chua dugc xéc
dinh, ct khuykn cao khong nén dung thube niry cho phiy ni co thai hojc
nghi c6 thai
Khuyén cao tranh s dung sén phlm niy khi cho con bu Néu viec diéu
Wl bang sdn phém nay 1a cAn thiét thi nén ngung cho con bu trong than
glan diéu try

TAC DUNG PHUY:

Két qus theo dot vé 30 an 10an CGa thubc rong nhing nam sau khi ché
phém duoc luu hanh trén thi truong duge trinh bay dusi ddy. D& nhan
dugc bao cso lam sang cGa 33711 ca do théy thubc 1 2.618 ca s8 chira
bénh trong toan qudc cung cip. Trong 710 Isn tac dyng phy xdy ra & 591
bénh nhan (1,75%) céc Lic dyng phy chi yéu xby ra nhy sau:

Téc dyng phy 56 bénh nhin

Gan/mit (Lng SGOTSGPT.) . 38
Ngoi da (han 85, rgta, ndi mé day. | , 88
Duong ti héa (i@ chiy, bubn ndn, ndn, dau byng, chan an) 78
Gkl ko g ML g b | 5

uuunfdaunuds.démal | 15
rmmmmg&undw ) 14
Dung tié nid (164 logn S thin ) | 10
Hé thiin kinh trung uong va ngoai vi (gum com gléc) 7
Hé bach ciu huts ndd mds (gudm bach cdu. ) 7

(1) Cac phin dng phu ding cha y trén 1sm sang:
- 86c: Cin theo ddi ky bénh nhan vi ¢6 thé xay ra séc (1on sudt < 0,1%)
Wéu cd badu han én quan dén s6¢ hay €6 Cac tridu chung nhi LUC nGUC
héi hép, kho tha, tyt huyét sp. uim 13, nbi mé day, khé chiu, v.v... cin
phai ngling ngay thubc va c6 bién phip diéu tn thich hop
Viém ruét két ndng vai phan co miu nhu viém dai trdng mang gis
(<0,1%) co thé xust hién. Bénh nhan cin duoc theo doi cdn thin va néu
wust hién hién 1uong dau bung va biéu chdy, cdn ngling ngay viéc ding
thudc va cb bién phip diéu tri thich hop
Gidm huyét cdu toan thé va chiing mat bach cdu hat (<0,1%) c6 thé
xubt hién. Bénh nhin cén dugc theo dbi cin thin va néu thiy cic hién
tugng khéing binh thuang, can ngifng ding thubc va cb bién phip diéu
tri thich hap.

(2) Céc phin dng phu khic

i 20,1% dén <5% <0,1%
Gan Ré koan chisc ndng gan nhy Vang da”
tang t 56 GOT, GPT AL,
[ |LDH, y GTP, bilsrubin | |
Miu Thiéu méu, gam bach chu hat,
mét bach chu, gidm tiéu chu,
| ] |14ng bach chu ua eosin
thng tn 56 BUN, protesn - niu,
| } bt thuting vé dikn gui
Duongéuhod | Tibu chiy Vikm mibng, budin ndn, nba,
| | 8aubung, chin 3n
Da 'MM Ban 86, ndi mé day, cam gidc
{ |ngcs. -
ﬂmmn.ip ] Ho, hen
|1é than kinh mev.dmgmnmngmm
Wi vem |Viém tinh mach ,Dmmad'!
deungp"whhk Dau dby, khie, s, cam gidc
¥h chi, dau nguic, c6 cim gidc
nguyc br 6é nding, s hip

* Theo ddi ky Lénh nhin, ngung s dung sén phim v c6 bién phip didu 1 thich
hap ks o6 hidn tugng bt thutng trén sy ra

Mhﬁdﬁoﬂkﬂﬁ:pﬂnmm&wmmuhmﬂm
sl dung thubc

SU DUNG QUA LIEY
Chus cb bso cdo vé vikc qua liéu

DUGCDONG HOC
1. Méng &5 trong mau
(1) O ngus i6n'*
Néng 65 trong huyét thanh vh cic théng s6 duoc 86ng hoc sau
khi 1iém vao tinh mach hoac truyén nhé giot tinh mach cia sin
phimnaynhuuu

Ukuding Thitich M#mamﬂ

DSitugng n (gthim tng-ﬂ sitdung thida  banhiy
Bénhnhdnngudilon 6, 10 | Tsphin 74 | 17|
Mgt ook manh 3 1,0 1gis | 873 | 15

Ngus initokmanh |3 20

[1gia 1573 | 18
Mg o ook g | 3. 20 0 | 2gi6 983 | 17
cmrmmwmwwm sl:dvno

)

4

§§A§B

Wéng d) huyit thanh

)

Tt gan
Néng 84 trung bink trong huy#t thanh sau khi thim vho tinh mach
)

e
Thes gan
Néng 66 trung binh treng huy#t thanh sau khi truyén nhé gigt vko tinh mach

12iger)

(2) O tré em’
Trong 6 4 em hoc sinh (cdn ndng 1 20 dén 37 kg, trung binh 28
kgl duge tiém 1,0 g thube hoat lyc vho tinh mach trong 4 phut,
ndng A6 trong mau va thii gian ban hiy trung binh theo tha ty

15 93,8 3én 107 meg/ml va 1,3 Qi 30 phin dén 1 it sau khi st
dyng thubc
2. Micdé ginvio prohm
Muc gén véi protein huyét thanh ngudi la 2,16%, xac dinh bang can béng
thim tich
3. Néng 86 trong nudc bot”
Trong 5 bénh nhin bi nhiém khudn dubing hé hsp, tiém tinh mach 19
FOSMICIN® sdn sinh ra nbng d0 trong nudc bot & muc 16i da 14 7,0 meg/
mil 3 gidr sau khi 1iém thuéc
4. Chuyén hod va thii trif thusc”
Fosfomycin khéng chuyén hos trong co thé va dugc thai il chi yéu
trong nudx tiéu dudi dang hoat chit khéng bién aé
Ba ngudi 16n manh khoé duac truyén nhé giot qua tinh mach trong 1 gld
1g (hoat huc) hodc truyén nho giot qua tinh mach trong 2 gids 2g (hoat
Iuc) fosfomycin sodium, lugng thu héi lai ducc qua nudc tidu 1 tU 95 dén
99% trong vong 10 dén 11 gid Bu tién sau khi két thuc viéc truyén nho
giot qua tinh mach

CAC NGHIENCUU LAM SANG
Két qua cba 3 cudc thir nghiém so sanh 1am sdng va lam sang mé 1éng
nhu sau

Mic 66 cong hiéu* "'

1) 37,5% (6/16 bénh nhan) d6i véi bénh nhiém khudn mau va vi
khudn mau.

2) 64,8% (107/165 bénh nhan) d6i vai bénh nhiém khudn dudng
hb hip nhu viém phéi, viém phé quin

3) 67,6% (213/315 bénh nhan) d6i v6i chung viém phic mac, viém
thén bé than v viém bing quang

4) 90,9% (30/33 bénh nhan) d6i vdi truting hop viém phin phy
chaticung,
87,0% (47/54 bénh nhdn) d6i voi trudng hop viém trong tJ

cung,
B6,7% (13/15 bénh nhan) 46| vai trudng hop viém khoang chét
cua hé chiu,

66,7% (6/9 bénh nhanj A6i vai truong hgp viém mb cAn 1
cung va

100% (15/15 bénh nhan) d6i vél trueng hap viem tuyén
Bartholin

DUGCLY HOC

1. Hoat ddng khang khusn in vitro':

Fosfomycin ¢é 1ic dung diét khusn 46/ vm céc vi khudn gdy bénh gram
duong v2 gram 3m. N6 dic biét c6 tac dung manh chéng lai cac vi khudn
Pseudmonas aeruginosa, Proteus vulgaris, sefralia marcescens va cac
ching Staphylococcus aureus va Escherichia coli khang lal nhiéu loal
thubc.

2. Coché ticdung™':

Cach tac dyng ciia fosfomycin rét doc dso. N6 dugc hip thu vao 1é bao
clia vi khudn & néng d¢ cao qua hé théng vin chuyén chi dédng va dc
ché giai Boan A4u cia su sinh 16ng hop peptit-polisacarit cia thanh té
bio. (Cac loai thubc khang sinh (B-lactam uc ché giai doan cubi))

HOA - LY HOC

Tén chung: Fosfornycin Sodium

Viétti:  FOM

Tén hoa hoc: Dinatri (1R, 25)- 1, 2-epoxypropylphosphonate
Cong thic phan tie CH Na,0, P

Trong luong phén tit 182,02

Ciu tric phan 1 (cdng thic cu 1ao)

o]
HC, { 5 .PO,Na,
H

Mb ti: Fosfomycin sodium la mét bdt két tinh trdng, vi hol mén, rét
dé tan trong nudk. it tan trong methanol va gén nhu khéng tan trong
ethanol va cac chdt khic

Hé 56 phan chia:
flog,, 1- I6p octanol/lép nuac, 20 £ 5°C)
; pH 20-100
| <-30

LUU ¥ KHI SU DUNG:
Khi hod tan FOSMICIN® dang tiém c6 hién tuong tod nhiét, Didu nay
khong gy hal gi cho higu luc cling nhif tac dung ciia thudc.

DONG GOI:

1g fham lugng)/io x 10 ko/ hop

2g (ham lygng)/io x 10 1o/ hop

TIEY CHUAN CHAT LUQNG:

Nha san xudt

DIEU KIEN BAO QUAN:

Nhiét 86 bdo quin khong qué 25°C

HAN DUNG:

36 thang. Khoing dugc dung thubc da qua han < dung ghi trén bao bi

SAN XUAT BOY: Meiji Seika Pharma Co., Ltd.
2-4-16, Kyobashi, Chuo-ku, Tokyo 104-8002, Nhit Ban
Dé xa tam tay 1ré em
DPoc k§ hiedng déin sie dung triedre khi dung
Néu ciin théng tin xin héi ¥ kién Bdc si

NEY €O YEU CAU TAI LIEU, XIN UEN HEVOL:
Phong Théng tin Duoc phim va Bang ky thudc.
Meiji Sefka Pharma Ca., Ltd.

2-4-16, Kyobashi, Chuo-ku, Tokyo 104-8002, Nhat Bin
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