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|Compasitian| | vial comaims

p 2 Ceftriaxone sodim eq to g Cellnaxone
X, FRESCRIPTION DRUG 39 Generation Cephalosporin

|Deseription)|

‘inals l Box White to hght yellow powder m vial.

|Quality specification| USP 34
g |Indications, Administvation and Contra-
n indications|
L J Please see the msert paper

(Ceftriaxone sodium eq. to 1g Ceftriaxone) M. or V.

|Storage|
Store m below 30°C, dry and cool place, protect
from sunlight

For more miormanion see the insert paper

Visa No.(SDK)
Lot No (56 16 SX)

UNG |NPHARM CO Mfg Date(NSX) - dd/mm/yy

Exp. Date{HD) dd/mm/yy

(@) €8 (702
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Tiém bip hoic tiém tinh mach

|

3 Generation Cephaiosporin

MILCEROF Inj.

(Ceftriaxone sodium twong dwong Ceftriaxone 1g)

[Fhanh phin| Méi lo chira:

Cefiriaxone sodium tuong dirong Cefiniaxone g
| M ta]

t.o chira bGl tinh thé mau trang hode vang nhat
|Chi dinh, ching chi dinh, liéu dang,
cich ding]

Xin doc 10 huéng dan sir dung.

[Tiéu chuin chﬁt lugng] USP 34

|Bao quan| )

Bao quan dudi 30°C, noi khé mat, tranh anh
sang,

Thuoc sau khi pha bao quan ¢ 2 - 8°C trong
vong 24 gidr.

Cac théng tin khac xem 1o hudng dan si
dung kem theo.

DEXATAM TAY TRE EM
KEEP(_)\-T QF RE.@I‘_‘H I?F CIIILDRETI\' .
DOC KT HUONG DAN SUDUNG TRUGC KHI DUNG
READ INSERT PA FFR ('.-\I_HZ FULLY BEF{ ’!_!_E I.."E
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2. Intermediate label :

| ml& Thudc ban theo don  3rd Generalion Cephalosporin

- MILCEROF s

(Ceftriaxone sodium twong dirong Ceftriaxone) 1g
Tiém bép hodic tiém tinh mach

MYUNG IN PHARM.CO. LTD. Korea

| Thanh phiin] Méi lo chia:

<Cefinanone sodiom tiromg duremp Cefiriaxone lg

|Ma ta] F

Lo chira bot tinh thé mau trang hoge vang nhat

|Chi dinh, chéng chi dinh, liéu ding, cdch ditng)

Xin doc to hudng dan sir dung.

| Tiéu chuin chit lwong| USP 34

|Béo quén|

Bao quan dugi 30°C, noi kho mat, tranh anh sang.
Thudc sau khi pha bao quan ¢ 2 - 8°C trong vong 24 gio.

Cac thong tin khic xem t& huang dan sir dung kém theo,

Visa No.(SBK)

Lot No.(86 16 SX) \ )
Mfi. Date(NSX) = ddimm/yy
Exp. Date(HD)  : dd/mm/yy
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Td hudng din st dung

R, THUOC KE DON

MILCEROF INJ.

(Ceftriaxon natri)

Thuée nay chi ding theo don ciia bdc sy
Doc kj huwong din siv dung trwée khi ding
Néu can thém théng tin xin héi p kién bdc sy, dwge syp.
[Tén thudc] MILCEROF INJ.
[Thanh phin] M3i lo chua :
Hoat chdt: Ceftriaxon natri trong duong ceftriaxon ...1 g
Td dwoc: Khong c6
[Dang bao ché] Bot pha tiém

[Quy cach déng géi] 10 lo/hdp (?/
[Pac tinh dwge lue hoc]

Ceftriaxon 14 mot cephalosporin thé hé 3 ¢6 hoat phd rong, dugc sir dung dudi dang tiém.

Téc dung diét khuin cia né 14 do e ché su tdng hop thanh té bao vi khuén. Ceftriaxon bén

vimg véi da s cac beta lactamase (penicilinase va cephalosporinase) cua cc vi khudn Gram

am va Gram duong. Ceftriaxon thuong c¢é téc dung in vitro va trong nhiém khuén 1am siang

d6i véi cac vi khuan dudi day

- Gram am ua khi: Acinetobacter calcoaceticus, Enterobacter aerogenes, Enterobacter
cloacae, Escherichia coli, Haemophilus influenzae (bao gbm céc ching khang
ampicilin) Haemophilus parainfluenzae, Klebsiella oxytoca, Klebsiella pneumoniae,
Morganella morganii, Neisseria gonorrhoeae, Neisseria meningitidis, Proteus
mirabilis, Proteus vulgaris, Serratia marcescens.

- Ceftriaxon ciing c6 tac dung dbi voi nhiéu ching Pseudomonas aeruginosa

- Gram duong wa khi: Staphylococcus  aureus (bao gdbm ca ching sinh
penicilinase), Staphylococcus epidermidis, Streptococcus pneumoniae, Streptococcus
pyogenes, Streptococcus nhom viridans

- Ky khi: Bacteroides fragilis, Clostridium céc loai, cac loai Peptostreptococcus

- Gram 4m hiéu khi: Citrobacter diversus, Citrobacter freundii, cac loai Providencia (bao
gdm Providencia rettgeri) cac lodiSalmonella (bao gdm S. typhi), cac loai Shigella

- Gram duong ua khi: Streptococcus agalactiae.

- Ky khi: Bacteroides bivius, Bacteroides melaninogenicus.

[Duge dong hoc]

Ceftriaxon khong hip thu qua duong tidu héa, do vy dugc st dung qua dudmg tiém tinh

mach hoic tiém bap. Sinh kha dung sau khi tiém bép la 100%. Néng d6 huyét tuong tdi da

dat duge do tiém bip liéu 1,0 g ceftriaxon 1a khoang 81 mg/lit sau 2 - 3 gid.

Ceftriaxon phén bd rong khap trong cac mo va dich co thé. Khoang 85 - 90% ceftriaxon gén

véi protein huyét tuong va tuy thudc vao ndng dé thude trong huyét tuong. Thé tich phin bb

ctia ceftriaxon 14 3 - 13 lit va do thanh thai huyét trong 1a 10 - 22 tl/phit, trong khi thanh
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thai than binh thudng 1a 5 - 12 ml/phut. Nira doi thai trir trong huyét twong xAp xi 8 giv. O

ngudi bénh trén 75 tudi, nira doi thai trir dai hon, trung binh 12 14 gidr

Thubc di qua nhau thai va bai tiét ra sita voi ndng do thap. Téc do dao thai c6 thé giam &

ngudi bénh thdm phéan. Khoang 40 - 65% liéu thudc tiém vao duoc bai tiét dusi dang khong

ddi qua than, phan con lai qua mat rdi cudi ciing qua phan dudi dang khong bién déi hoac bi

chuyén héa bai hé vi sinh dudng rugt thanh nhing hop chit khong con hoat tinh khang sinh

Trong trudng hop suy giam chirc nang gan, su bai tiét qua than dugc tang 1én va nguoc lai

néu chire néng than bi giam thi sy bai tiét qua mdt tang lén.

[Chi dinh]

MILCEROF duoc chi dinh dé diéu tri cic bénh bénh nhifm tring gay ra bdi céc vi sinh

vét :

- Nhiém tring dudong hd hip dudi gy ra boi Streptococcus pneumoniae, Streptococcus,
Staphylococus aureus, Haemophilus influenzae, Haemophilus parainfluenzae,loai
Klebsiella (bao gbm ca Klebsiella pneumoniae), Escherichia coli, Enterobacter
aerogenes, Proteus mirabilis

- Nhiém tring da boi Staphyloccocus aureus, Staphyloccocus epidermidis, cdc lodi
Streptoccocus, Enterobacter cloacae, loai Klebsiella (bao gébm ca Klebsiella
pneumoniae), Proteus mirabilis, Pseudomonas aeruginosa.

- Nhiém trung dudng tiét niéu (bién chimg va khong bién chimg) : do Escherichia coli gay
ra, Proteus mirabilis, Proteus vulgaris, Proteus morganii hodc cac loai Klebsiella (bao
gdm ca Klebsiella pneumoniae).

- Bénh lau khong bién chimg (14u cb tir cung, nidu dao va truc trang) : giy ra boi Neisseria
gonorrhoeae, ké ca khi da khang penicillin.

- Viém vung chiu gay ra boi Neisseria gonorrhoeae. g

- Nhiém tring huyét do vi khuin: giy ra boi Sfaphyloccoc aureus, Streptoccocus
pneumoniae, Escherichia coli, Haemophilus influenzae, Klebsiella pneumoniae.

- Nhiém tring xuong va khép: gdy ra bai Staphyloccocus aureus, Streptoccocus
pneumoniae, loai Streptoccocus, Escheria coli, Proteus mirabilis, Klebsiella pneumoniae
hoac loai Enterobacter

- Nhiém khuén trong b bung: gay ra boi Escherichia coli, Klebsiella pneumoniae.

- Viém mang ndo: gdy ra bai Haemophilus influenzae, Neisseria meningitidis,
Streptoccocus pneumoniae, Staphyloccocus epidermidis va Escherichia coli.

[Liéu hrong, dwomg diing va cich dung)

Liéu ding :

- Nguodi 16n: 1-2g mot 14n mdi ngay. Lidu dung trong truong hop nhiém khudn ning:
4g/ngay.

- Treem:

Nhiém trung nzng (khdng bao gdm viém mang ndo) : 50-75 mg/kg/ngay, mdi 12 gid
(téng liéu hang ngay khong vuot qua 2g)

Pidu tri viém mang ndo: 100 mg/kg/ngay, mdi 12 gidr (tdng liéu hang ngay khong nén
vuot qua 4g).

Duong ding : Tiém bip, tiém tinh mach
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Cdch dang :

Tiém tinh mach: 1g Milcerof nén dugc hoa tan trong 10 ml nuéc cit pha tiém. Nén tiém
trong vong 2 — 4 phut sau khi pha.

Truyén tinh mach: Nén sir dung ndng do6 tir 10 mg/ml dén 40 mg/ml. 1g Milcerof nén
pha trong dung dich truyén khong c6 calci nhu Natri clorid 0.9%, dextrose 5%, dextrose
10%, 2.5% dextrose va 0.45% natri clorid

Tiém bép: 1g Milcerof nén dugc hoa tan trong 3.5 ml Lidocain 1%. Khong tiém qua 1g
tai cing mot vi tri. Khong dung dung dich c6 chira lidocain ¢ tiém tinh mach.

[Chéng chi dinh]

MILCEROF INJ. chéng chi dinh véi céc truomg hop bénh nhan di img v6i khang sinh
nhém cephalosporin va tré so sinh thiéu thang.

[Théan trong]|

Bénh nhan c6 tién sir di img véi khang sinh nhém penicillin

Khéng can diéu chinh liéu dbi voi bénh nhén rdi loan chirc nang gan va suy than. Tuy
nhién, khong duge ding qua 2 g mot ngay ma khong cé sy gidm sat chit ché ndng do
thudc trong huyét trong & nhimg bénh nhén nay.

Str dung Milcerof thin trong dbi voi bénh nhén c6 tién sir bénh duong tiéu hoa, dic biét
la nhitng bénh nhédn viém dai trang.

Khéng nén ding Milcerof ddng thoi véi cac san phim c6 chira calci

[Tac dyung phy]
N6i chung, ceftriaxon dung nap tdt. Khoang 8% s& ngudi bénh duge didu tri c6 tic dung
phu, tin sut phu thudc vao lidu va thoi gian diéu tr

Thuong gap, ADR >1/100

Tiéu hoa: fa chay %

Da: Phan tmg da, ngita, nbi ban

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

Toan than: Sét, viém tinh mach, phu

Mau: Tang bach cAu wa eosin, giam tiéu cau, giam bach cau

Da: N&i may day

Hiém gdp, ADR < 1/1000

Toan than: Pau du, chéng mat, phan vé

Maéu: Thiéu mau, mét bach cAu hat, réi loan ddng mau

Tiéu héa: Viém dai trang c6 mang gia

Da: Ban d6 da dang

Tiét niéu - sinh duc: Tiéu tién ra mau, ting creatinin huyét thanh

Ting nhat thdi cic enzym gan trong khi didu trj bing ceftriaxon. Sau khi diéu tri véi cac
thubc khang sinh thuomg anh huéng dén hé vi khudn dudng rudt va gay tang phét trién
céc ndm, men hodc nhimg vi khudn khéc. Trudng hop viém dai trang c6 lién quan dén
khéng sinh thuong do C. difficile va cin dugc xem xét trong trudng hop ia chay

Sidu am thi mat & ngudi bénh didu tri bing ceftriaxon, ¢ thé ¢6 hinh mé do tao tua cua
mubi ceftriaxon calci. Khi ngimg diu tri ceftriaxon, tia nay lai hét.

Phén tmg khac: Khi ding lidu cao kéo dai c6 thé thdy trén siéu 4m hinh anh bun hodc gia
soi dudng mat do dong mudi calci cla ceftriaxon, hinh anh nay s& mét di khi ngimg thube
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Ceftriaxon c6 thé tach bilirubin ra khéi albumin huyét thanh, 1am ting ndng do bilirubin
tu do, de doa nhidm doc than kinh trung wong. Vi vdy nén tranh diing thudc nay cho tré
so sinh bj vang da, nhit 1a tré so sinh thiéu thang
C6 thé xay ra phan tmg Coombs dwong tinh khdng c6 tan méu, thir nghiém galactose -
huyét va glucose - niéu c6 thé duong tinh gia do ceftriaxon
Céc tac dung phu thudng bién mét sau khi ngimg thube.
Théng bdo ngay cho bdc st hodc dwoc st khi giip phdi cdc tic dung khong mong muén cia
thuéc
[Twong tic thudc]
- Kha ning ddc v6i than cia cdc cephalosporin ¢ thé bi ting bdi gentamicin, colistin,
furosemid
- Probenecid lam ting ndng d6 ctia thudc trong huyét twong do giam do thanh thai cua than
- Khong nén pha l4n ceftriaxon véi cac dung dich thubc khang khuan khac
- Ceftriaxon khong duoc pha véi cac dung dich c6 chira calci va khéng dugc pha 1an véi
cac aminoglycosid amsacrin, vancomycin hodc fluconazol
[Sir dung thuoc cho phu nir ¢6 thai va cho con bi]
Phu nir co thai
Chua c6 nghién ctru ddy du vé viée sir dung cefiriaxon & phu nir mang thai. Do d6, chi nén
sir dung Milcerof cho phu nir mang thai khi thue sur ¢an thiét.
Phu nit cho con bii
Thudc bai tiét qua sita & ndng d6 thip.Vi vdy, nén thin trong khi sir dung Milcerof cho phu
nit cho con bu.
[Anh hwéng dén kha ning ldi xe va vin hanh may méc] %
Thubc khong anh huéng dén kha nang 14i xe va van hanh méay moc.
[Qua lidu va xik tri]
Trong nhimg truong hop qua liéu, khéng thé 1am giam ndng d6 thude béng thAm phan mau
hogc thAm phan mang bung. Khong c6 thudc giai doc dic tri, chu yéu 1a diéu tri triéu ching.
[Bdo quan]
Bao quan dudi 30°C, noi khd mat, tranh danh sang.
Thudc sau khi pha bao quan & nhiét do 2-8°C.
[Han ding] 36 thang k& tir ngay san xut. Thudc sau khi pha sir dung trong vong 24h.
PE THUOC TRANH XA TAM TAY TRE EM.

7 I' Nha san xuét
MYUNG-IN PHARM. CO., LTD.

E “T 6-1 Noha-ri Paltan-myun Hwasung-si, Gyeonggi-do, KOREA
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