~Attps://nhathuocngocanh.com/ d\

/6

Labeling sample

St

/

5x2ml ampoules

R Prescription only

Citicoling Injection

250 mg/mi
CITYSAAM

For L.V. Injection

[BNNK:
. =
HER
>~ 7 . H
<O‘\“'1_1: :‘ .
m = ey E 100% size
ol S
(= [—
O AR =




htW’gocanh.com/

CITYSAAM

Haép 05 éng x 2m

R(- Thudc béan theo don
Citicoline Injection 250 mg/mi - Thudc tiém Citicoline 250 mg/ml

CITYSAAM

Solution for LV injection - Dung dich tiém tinh mach

Compasition: Esch ampoule contains Thanh phin: M& dng chiva
Citicoline sodium equivalent to Cilicoline natri teng duong vai
Citicoline 500mg Citicoline 500mg
Waler for injection qs= 2ml Nudc pha hém v.d 2mi

CITYSAAM
CITYSAAM

Indications, dosage & administration, Chi dinh, lidu dung, cach ding,
indicati ings and chéng chi djnh, thin trong va
other informations: cac thong tin khac:
Refer ta enclosed |eaflet Xem & huémg dén sir dung kém theo
Storage: Store below 30°C, in dry and Bao quan: Bdn quan dudi 30°C, & no
cool place Protect from direct sunhght kha mat Tranh &nh sang
Specitication: in-house Tiéu chudn: Nhi sén xudl
Read the leafiet carefully before use Boc ki hwdng dan sir dung trwde khi ding
Do not exceed recommended dosage Khéng ding qud liéu chi dinh
Keep out of reach of children Bé xa tim tay tré em

Manufactured in India by/ San xudt tai An 89 hoi:
=== SAMRUDH PHARMACEUTICALS PVT. LTD

X i T Plotno. J-174, J-168, J-168/1, MIDC

N adsnmiyyyy == Tarapur, Boisar Thane 401508,

sddimmiyyyy Maharashira State

CITYSAAM

For IV Injection 2ml

Composition: Each ampoule contains

Citicaline sodium equivalent to Citicoline 500mg
Indications, dosage & administration,
contraindications, warnings and other informations:
Refer to enclosed leafiet

Storage: Store below 30°C, in dry and cool place
Pratect from direct sunhight

Wanufacturerd in India by

SAMRUDH PHARMACEUTICALS PVT. LTD

Plotno J-174, J-168, J-168/1, MIDC, Tarapur, Boisar,
Thane 401505, Maharashira State

ddimmiyyyy

Exp Dale

Batch No

200% actual size
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Rx Thuéc ban theo don
DOC KY HUONG DAN SU DUNG TRUOC KHI DUNG. NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI BE
XA TAM TAY TRE EM,
CITYSAAM

(Thudc tiém citicolin 250 mg/ml)
THANH PHAN: Cho méi 1 mL
Hoat chdt: Citicoline natri trong tmg véi Citicoline 250 mg
Td dugc: Metyl paraben, propyl paraben, natri metabisulphit, dinatri EDTA, nuéc cit pha tiém.

DANG BAO CHE: Thudc tiém bip hoac tiém tinh mach

CHi DINH
CITICOLINE INJECTION 250 mg/ml dugc chi dinh khi:
1. Rbiloan tri gidc do chin thuong ving ddu hodc phiu thuit ndc
2. Tang cudng phuc hdi chi trén ctia bénh nhan liét nira nguei do ngdp mau néo.
3. Diéu tri két hop véi thudc liét pho giao cim trong trudmg hgp bénh parkinson, trong trromg hop run dac biét nghiém
trong:
- Xuét hién phan ting bét 1oi nghiém trong khi didu tri vdéi L-DOPA
- Trudmg hop khé dung L-DOPA do phiu thudt viing bung hoac bién chimg,
- Trutmg hop khéng hig¢u qua khi ding L-DOPA
4. Liéu phap két hop véi thude e ché protease
Viém tuy cap
Bot cap cua viém tuy man tai dign
Viém tuy cap sau phau thuat

LIEU LUQNG VA CACH DUNG

I Trudmg hcp r&i loan tri gide do chén thuong vuna dau hoac phau thuat ndo: lidu thuong dunﬂ cho ngudi ]cm Ia
100-500 mg citiceline 1 dén 2 Iam’nﬂay, bang cich truyén tinh mach nho giot, tiém bap hodc tiém tinh mach. Lidu
duge didu chinh theo tudi hogc thé trang bénh nhin.

2. Trubmg hop liét nira ngudi do ngdp mau néo:

Thuong, tiém tinh mach 1000 mg citicoline, 1 lan/ngay, trong 4 tudn lién tiép, hoic 250 mg citicoline tiém tinh mach, 1 ( lr'lf"
lan /ngay, trong 4 tudn lién tiép. S
3. Trudng hop bénh parkinson: thudng dung SOO‘mg citicoline tiém tinh mach, 1 lan/ ngay, cing voi thgéc liét pho f//
giao cam. Khi tac déng dicu tri dat t61 da sau 3-4 tuan, ngung ding Citicoline va chi dung thuéc thude liét ddi giao cam.

Treng triromg hop viém tuy: thudmg ding lidu 1000 mg Citicoline tiém tinh mach trong 2 tudn lién tiép, két hop vi chét

frc ché protease.

CHONG CHI DINH: , _
Bénh nhin ting trrong luc ddi giao cam, hé than kinh. '

THAN TRONG VA LUU Y KHI SU DUNG

Bénh nhén rdi loan nhan thirc nang, cdp, tién trién do chin thuong dau va phau thudt ndo, nén sir dung Citicoline két hop
voi cAdm mau va thude lam giam 4p luc ndi so, hoac didu i giam nhiét co thé.

Khéng duoc ding két hop voi thube co chira centrophenoxine. Trudmg hop Xuét huyét néi so kéo dai, khong dung lidu
citicoline qua 1000 mg méi ngay.

SU DUNG KHI MANG THAT VA CHO CON BU
Khéng c6 di dir [i€u an toan khi sir dung thude tiém Citicoline 250 mg/ml cho phy nif mang thai. Chi sir dung citicoline
cho phu nit mang thai va cho con bu khi lgi ich virot nguy co niém ning.

TAC PONG LEN KHA NANG LAI XE VA VAN HANH MAY: Khang du dir liéu kha dung

TUONG TAC THUOC _ . _ .
Citicoline 1&m ting tiém luc cia L-dopa cé thé lam ting ddp (mg khang parkinson déi vai thude khi ding déng thoi.
Ngoai ra, khong ¢6é cac tromg tic khic duge biét.

TAC DUNG PHU

Co ft dir ligu vé tac dung phu cua thude tiém Citicoline 250 mg/ml. Vai tac dung phu ctia citicoline gdm ting nhiét 4o co
thé, bdn chdn, va khé ngi néu diing thude vao budi téi. Triéu chimg cila cac phan {mg phu cia Citicoline c6 thé nhidu
hodc it dirge dung nap hon va néu trod nang co thé diéu tri toan than, bao gf‘)m mét ngi do kich thich, nhic dau, tidu chay,
huyét ap cao hoac thép, budn nén, nhin mé, dau nguc, va cac triéu chimg khac.

Phan ung di img nhu phat ban, ban do, hoac ngira, sung mat hoac tay, miéng, hong, tirc ngyc hoge kho thé. Thinh thoang
Citicoline gy tac dong kich thich déi giao cam, ciing nhu tac déng ha ap thoang qua.

“Théng bdo cho bic sp nhimg tdc dung khéng mong muén gdp phi khi sic dung thuéc”
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DUQC LUCHQC
- Cytidine 5'- dlphosphocholme con goi 1a CDP-choline hogc citicoline, 1a mt chat frung gian quan trong trong qua trinh
tong hop cdc phospholipid cdu tric mang té bao, dac biét la trong qua trinh sinh tong hop phosphatidy! choline. CDP-
choline kich hoat sinh téng hop cac phospholipid céu tric mang té bao thin kinh, lam ting su trao ddi chét cua nio va
cac hoat déng ndo vé cac mic dd din truyén than kinh. Do dé, thuc nghiém chimg minh ring CDP Choline lam tang
ndng do noradrenalin va dopamin trong than kinh trung uong. Do cac hoat tinh dugc ly cua minh, CDP-choline co tac
dung bao vé than kinh trong tinh huong cua tinh trang thiéu oxy va thiéu méau cuc b, cfing nhu cai thién viéc hoc tap va
hiéu nédng b$ nh¢ trong mé hinh ddng vét nghién ciru 1o héa ndo.
- Ngoai ra, ngudi ta da chimg minh ring CDP-choline khdi phuc hoat dong cua ATPase ty thé va cuia kénh Na + / K
ATPase trén mang té bao, (rc ché sir hoat héa phospholipase A, va ting téc su téi hip thu cua khu vuc bi phit & ndo trong
mé hinh thuc nghiém khac nhau. CDP-choline 1a mét loai thudc an toan, kiém tra doc tinh cho thdy, né khong co anh
huong nghiém trong trén hé théng cholmerglc va n6 duoc dung nap hoan toan. Nhﬂng dac diém duoc 1y, két hop voi co
ché hoat déng cua CDP-choline cho thdy ring thuéc nay co thé phit hep cho viéc diéu tri bénh mach méau nio, chén
thwong dau c6 cac réi loan mirc dd nghiém trong khdc nhau va rdi loan nhan thirc voi can nguyén khac nhau.
- Trong cac nghién ciru thuc hién diéu tri trén bénh nhan chén thuong d4u, CDP-choline day nhanh phuc héi tir tinh
trang hén mé sau chan thuong va héi phuc kha nang di bg, dat dugc két qua chirc néng thire tot hon va giam thoi gian
nam vién cua nhimg bénh nhan nay, thém vao do thude con cai thién rdi loan nhan thirc va tri nhé thuong thdy sau mot
chén thuong dau (mirc nghiém trong thap hon) va tao thanh cac r6i loan dugc 20i 1a héi chimg sau chén dong. Trong
viéc diéu tri cac bénh nhan bi bénh mach mau nio cap tinh cua the thiéu mau cuc bd, CDP-choline ting cudng su phuc
héi cua y thirc va than kinh van dong, dat duoc mét két qua cubi ciing tét hon va tao diéu kién phuc hoi chirc nang cua
nhimg bénh nhén nay.
- M6t chi dinh quan trong khac cho CDP-choline l4 diéu trj suy giam nhan thirc do tudi gia, ma né dan toi cac bénh thoai
héa (chang han nhu bénh Alzheimer) va bénh mach mau ndo man tinh. & nhirng bénh nhan thiéu mau cuc b ndo man
tinh, CDP-choline giip cai thién diém s trén thang danh gia nhan thirc; trong khi & nhitng bénh nhan bi mét tri nhé do
ruf:n gia cua loai Alzheimer, n6 lam cham su llén trién cua bénh.
- Cac loi ich vé thén kinh ndi tiét, diéu ph01 mién dich bano co che than kinh va. ¢dg higu img sinh 1y thin kinh da duge
& ta. CDP-choline cling da duoc chimg minh 1a ¢6 hiéu qua dung dudi dang phéi hop trong diéu tri bénh Parkinson.
Khong co tac dung phu nghiém trong da duoc tim thdy trong bét ky cua nhom bénh nhan dugc diéu tri bing CDP- E
choline, chimg to su an toan trong diéu tri cia thudc. /( (/

DUGQC PONG HQOC g
- Citicoline dung duong udng dugc hdp thu gan nhur hoan toan, va sinh kha dung xap xi duong tiém tinh mach.
- Khi da hap thu, cytidine va choline phén b réng k.hap co thé, qua hang rao mau nio va vao hé thin kinh trung uong,
noi day thudc két hop voi phan phospholipid ctia mang té bao va microsome.
- Citicoline la chit tan trong nudc véi sinh kha dung hon 90%. Cac nghién ciru duoc dong trén ngudi lém khoe manh cho
thdy citicoline uéng hap thu nhanh, it hon 1% thai trir qua phén.
- Néng d6 dinh trong huyét twong 6 2 pha, | dinh tai thoi diém | gio sau khi dung thudc, theo sau do Ia dinh Ién thir 2
tai thoi diém 24 gior sau khi dung. Citicoline dugc chuyén héa tai thanh rudt va gan. San phém chuyén héa cua citicoline
ngoai sinh la choline va cytindine duoc thanh 1ap do su thuy phan tai thanh rudt. Sau khi hap thu, choline va cytidine
phan bd khap co thé, vao vong tudn hoan chung dé tham gia vao con dudmg sinh téng hop, va qua hang rao mau ndo dé
tai tdng hop thanh citicoline trong ndo. Cac nghién ctru duge dong hoc dung citicoline c6 ™C cho thdy sur thai trir
citicoline xay ra trong 2 pha, phan anh 2 pha dat nong d6 dinh trong huyét thanh, chu yeu qua CO thé ra va thai qua nudc
tiéu. Pinh nong dé thudc trong huyel thanh ban dau theo sau bang mét canh déc dimg, sau d6 chdm lai trong vong 4-10
gi@r. Pha thu 2, ndng do thudc ban diu glam nhanh 24 gio sau khi dat dinh, theo sau d6 Ia téc d6 thai trir cham hon. Thoi
gian ban thai 1a 56 gio d6i véi CO va 71 gior khi thai trir qua nudc tiéu.

%

QUA LIEU

Co it dir li€u an toan trén nguoi cua thudc tiém Citicoline 250 mg/ml. Trong mét nghién ciru bit chéo, ddi ching gid
duoc ngan han, 12 ngudi tinh nguyén khoe manh dung citicoine li€u hang ngay 600 va 1000 mg hodc gia duoc trong§
ngay lién tlep Tac dung nhirc ddu thoang qua xuat hién & 4 ddi tuong dung liéu 600 mg, va 5 doi twong ding liéu IOOQ
mg va | d6i tuong dung gia dugc. Khong c6 thay ddi hodc bt thuong huyét hoc, két qua xét nghiém sinh hoa 1am saﬂg
hoéc than kinh.

LDso cua Ileu don citicoline tiém tinh mach 4600 mg/kg & chudt.phat va 4150 mg/kg & chuét cong. Trong mét nahlén clru
déc tinh cép khong dugc cong b, citicoline dang base,}ﬁ do duoc cho chuét cdng duc va cai liéu 2000 mg/kg trong 14
ngay. Khong c¢ thay ddi vé trong lugng, ty 1¢ chét, mcu x:hung&mn san oac nhimg thay ddi bénh hoc tong thé dugc quan
sat thdy. I R g

TUONG KY: Khéng c6 twong ky duge bao caol; ] A AL %

BAO QUAN Bao quan duei 30°C, noi kho mat, tranh arﬂlf safig AN /

HAN DUNG 24 thang ké tir ngay san XUat. \¢ S

QUY CACH PONG GOI: Hop 5 ong x2mL " _Q Li-;;‘.';-',-?’
San xuit bi ‘ J
SAMRUDH PHARMACEUTICALS PVT. LTD. Yauw, % f(m A4 n

Plot no. J-174, J-168, J-168/1, MIDC, TARAPUR, BOISAR, THANE 401506, AHARASHTRA gtate [NDIA (An D)~
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COMPCSITION: Each viad containg.

Mfg. Lic No..

SEK/ Reg No.

54 16 SX/ Batch No.

NSX/ Mfg.date : ddimmiyyyy
HD! Exp.date - ddimmiyyyy

CNKE { imparter

Rx Prescription Drug

[

Cefoperazone &
Sulbactam njection
Xonesul-1
LM./LV. Use |

|
Powder for injection

Box of 01 vial x 1 gm

L

AS }/gg

Label of sample (showbox)

Xonesul-1

| CHONG CHI £INH. VA CAC THONG TIN KHAC

_ Tibu chudn: Nod sdn xudt

COMPOSITION: Each vial cortains
Cetaperazane Sodium eguralent la
Cefoperazone
Sulbactam Sodium equwvale.
Sulbactam

THANH PHAN: M lg chira
Cefoperazaon natn lwong deong vis

Celaperazan . ... SO0 g |
Sulbactam naw luang duong vii
Sulbactam. .., 500N

INDICATIONS, DOSAGE & ADMIKISTRATION,
CONTRAINDICATIONS, ANO FURTHER
IMFORMATION: Please see the leatet for mere detais.

Chi BINH. LIEU DUNG & CACH SUF DUNG.
Ao by hirong oika i dung

Storage: Stoe nelaw 30'C m coolang
ory place Protected kam arect suright
Bao quan: Bio quin dud) 307

@ non ke mat Tranh anh sang

Specifcatian: In-House Specification

Cefoparazene Sedam ecuvalent & &,’;;‘h'*

Cefoparazone..—...... 500 g b T

Subactam Sodium ecuhalan f i3 cal sy

T CTCE T I——— e Cefg. Bramne Espdae dalmmiyyyy

INDICATIONS, DOSAGE b ADUISTRATION p &

SRR TN S b Iniecti Prafieratiy use frastiy prepared

i A Ubactam njection oo esd enviois come

Sworage Store below X0'C i cool and caratuly balore reconsiitution.

dysles Pramatensetunizt KOMNE@SUI=] e ovtol rach af chidran
LM. / LV, Use

Tarapur, Borsar. st Thana-401 506

Mabamstira, Inda

Powdar for injection

L

Actual size

1valof 1gm

Aol

Rx Thuéc ban theo don

L]

Thudc tiém
Cefoperazon &Sulbactam
Xonesul-1

Tiém bap / Tiém tinh mach
Bot pha tiém

Hop 0119 x 1 gm

Rx Prescription Drug

BO Y

s

Lan dz’iU'&Z

TE
r,CUC QUAN LY DUGC
DA PHE DUYET

Xonesul-1

Please read the package insert carafully befors use
Do not exceed recommanded dosage

Keap out of reach of enildren

Doc ki huong din si dyng trwde khi ding
Khang ding qud ligu chi dinh

Tranh za tm tay té am

S

Manutactured in Incia byl Sdn xusdtt An BB b6

SAMRUDH PHARMACEUTICALS PVT LTD
J-174_J-168 8 J-16811, MIDS, Tarapur
Baisar, Dist. Thane - 401506, Maharashira

- ddimm/yyyy

COMPOSITION: Each vial contains: Mfg Lic. No.:
Cefoperazone Scdium equivalent to Batch No. -
Cefoperazone......................500 mg Mfa dat o
Sulbactam Sodium equivalent to g.caie
Sulbactam.........................500 mg Exp.date

INDICATIONS, DOSAGE & ADMINISTRATION,

CONTRAINDICATIONS,

AND FURTHER INFORMATION:

Cefoperazone &

- dd/mmiyyyy

Preferably use freshly prepared

Please see the leafiet for more details.

Storage: Store below 30°C in cool and
dry place Protected from direct sunlight.

FOR PRESCRIFTION USE ONLY

DO NOT ACCEPT IF SEAL 1S BROKEN
Manufactured by:
Samrudh Pharmaceuticals Pvt Ltd
J-174, J-168 & J-168/1 , MIDC,

Tarapur, Boisar, Dist. Thane-401 5086,

Maharashtra, India.

Sulbactam Injection
Xonesul-1

ILM./1V. Use

Powder for injection

1 vial of 1 gm

ENLARGED 2 TIMES

solution. Read enclosed leaflet
carefully before reconstitution.
Keep out of reach of children.

Av(lk)/xns1il1

T
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Rx Thubc ké don
XONESUL

Thude bdt pha tidm cefoperazon / sulbactam
THANH PHAN
XONESUL-1
M3 lo thube bt pha tiém chira:
Cefoperazon natri twong duong véi cefoperazon............ 500mg
Sulbactam natri tuong duong véi sulbactam........o......... 500mg
XONESUL-2
M&i lo thude bt pha tiém chira:
Cefoperazon natri tuong duong véi cefoperazon...........1000mg
Sulbactam natri tuong duong véi sulbactam.................. 1000mg
CHI PINH

Pon tri ligu:

Thudc tiém cefoperazon va sulbactam duge chi dinh dé diéu trj céc bénh nhifm tritng gdy ra boi
vi khuan nhay cam:

— Nhiém tring dudng hé hép (trén va duéi)

— Nhiém tring dirong tiét nidu (trén va duéi) E’,'ﬂ
— Viém mang bung, viém thi mat, viém dudng mat, cac bénh nhiém triing 6 bung khéc. / y {
— Nhi€m tring mau T

- Viém mang nfo

— Nhiém triing da va md mém

— Nhiém triing xwong, khép

~ Nhiém tring xwong chiu, viém mang trong da con, bénh 1au, va c4c nhidm tring co quan sinh
duc khéc.

Da trj liéu:

Do phd khang khuin réng ciia thube tiém cefoperazon/sulbactam nén cé thé diing riéng 1é. Tuy

nhién, thudc tiém cefoperazon/sulbactam cé thé két hop véi khang sinh khac néu viée két hop

duge chi dinh. Khi diing két hop vé6i cac khang sinh nhém aminoglycoside cin theo dai chire

nang thin trong sudt thoi gian diéu tri.

LIEU LUQONG VA CACH DUNG

Ngudi 16n: Lidu thong thuong hang ngay cia thude tiém Cefoperazon/Sulbactam nhu sau:

_b\\h“UDH Prse

Tilé Sulbactam / Cefoperazon (g) | Sulbactam (g) + Cefoperazon (g)
(hoat luc) (hoat luc)
1:1 2.0~4.0 1.0~2.0 1.0~2.0

Duing chia déu cach nhau moi 12 gio.

D&i véi cac nhiém tring niang liéu sulbactam/cefoperazon (1:1) ¢6 thé tang 1&n dén 8 g mdi
ngay (4 g Cefoperazon hoat luc). Bénh nhan dang dung sulbactam/cefoperazon vai ti 1€ 1:1 cé
thé duge yéu cau diing thém cefoperazon. Diing chia ddu céch nhau mdi 12 gio. Lidu tdi da méi
ngay cua sulbactam la 4g.

Tré em:
— Liéu diing hang ngay Sulbactam/Cefoperazon cho tré em nhu sau:
Ti 16 Sulbactam/cefoperazon | Sulbactam hoat luc Cefoperazon hoat luc
' (mg/kg/ngay) (mg/kg/ngdy) (mg/kg/ngay)
1:1 40-80 20-40 20~40

Liéu ding nén chia déu cach mdi 6-12 gity
Dai véi cc nhiém tring nang, c6 thé tang lieu 1én 160mg/kg/ngay, chia lam 2-4 lan/ngay.
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CHONG CHI PINH
Ngudi c6 tién sir di img vé&i cac khang sinh nhém penicillin, sulbactam, cefoperazon hay bét cir
khang sinh nao thugc nhém cephalosporin.
TAC DUNG PHU ' ,
Nhin chung, thubc dung nap tét, va hdu hét cac tac dung phu xay ra & mic do nhe va trung binh.
Céc nghién ctru 14m sang so sanh va khdng so sanh trén 2500 bénh nhan, quan sat thiy cac cac
tac dung phu nhu sau:
- Hé tiéu héa: gidng nhur céc khang sinh khac, cac tac dung phu thuong xay ra trén hé tiéu
héa. Tiéu chay thuong xay ra véi ti 1& khoang 3,9%; cliing v&i budn ndn va ndn 6i 0,6%.
- Hé da: gidng véi cac khang sinh nhém penicillin va cephalosporin, di timg da véi biéu
hién ban do 0,6% va may day 0,8% da dugc bao cao.
- Hé tao mau: Dung thudc trong thdi gian dai c6 thé gay ra sy thiéu bach cau c6 hdi phuc,
Phan tmg Coomb duong tinh & vai bénh nhén, gidam Hemoglobin va hdng cau, giam
thoang qua bach ciu ra acid, tidu cau, giam prothrombin huyét.
“Théng bao cho bac si nhirng tac dung phu khi diing thubc”
THAN TRONG
- Can than trong khi ding cefoperazon va sulbactam cho bénh nhan c6 tién sir bi dj tmg véi
( penicillin. Viém rudt két mang gia da dugc bao cao & bénh nhén sir dung cefoperazon va cac
khang sinh c6 phd khang khuén rong khac. Phan (mg giéng disulfiram da duoc bao cao ¢
Bérh nhan udng rugu trong vong 72 tiéng sau khi dung cefoperazon. Bénh nhan cin duoc /f(é
khuyén khdng nén udng rugu khi sir dung thude tiém cefoperazon/sulbactam. _ ;
PHU NU CO THAI VA CHO CON BU s
Thoi ky mang thai i
Cefoperazon va sulbactam ¢4 thé qua dugc hang rao nhau thai. Chua c¢6 di cac nghiém ciru
c6 kiém soat tot trén phu nitr mang thai. B&i vi cac nghién clru trén hé sinh sdn cua dng vat
kh?ng thé tién doan trén ngudi, do dé, chi nén dung thudc cho phu nir mang thai chi khi that can
thiet.
Thoi ky cho con b

Chi mdt lugng nho cefoperazon va sulbactam dugc tiét vao sira me. Miac dir cefoperazon va :’;
sulbactam it bai tiét vao sira me, nhung cin than trong khi ding thudc cho ba me dang cho con -
bu. c
TAC DUNG CUA THUOC TREN NGUOI LAI XE VA VAN HANH MAY MOC ‘

Trong nghién ciru 14m sang, cefoperazon/sulbactam khong anh hudng trén nguoi 1ai xe va diéu \
khién may moc. 0

TUONG TAC THUOC

Ubng rugu hodic cac ché pham c6 chira con: gly trc ché aldehyde dehydrogenase, gay uch
lily trong mau va gay phan umng giong disulfiram. Phan img déc trung nhu: con ndng bimg, ddé md
hdi, nhirc dau, nhip tim nhanh da dugc béo céo khi udng ruou trong qua trinh diéu tri, hoc sau 5
ngay dung thubc. Phan (g tuong tu xay ra khi diing cac khang sinh nhém cephalosporm khac,
nén thén trong khi dung cefoperazon/sulbactam chung véi céc thirc ubng co. c¢dn. O bénh nhan
cho #n bang duong bng hodc bing dudng tiém, nén tranh cac ché pham chira cdn.

Khang sinh nhém aminoglycosid: khéng nén tron 1an sulbactam!cefoperazon va céac
aminoglycosid vdi nhau s& lam giam hoat tinh cua thudc, do ¢6 tuong ki vét i gilra ching. Khi
dung két hop sulbactam/cefoperazon va cac aminoglycosid phéi tiém truyén gi4n doan, va rira
ong truyén dich giira hai liéu. Hoic dung sulbactam/cefoperazon cach xa thdi gian ding
aminoglycosides.

Lidocain: Khong nén tao dung dich hoan nguyén lic dau véi dung dich 2% lidocain HCI do
hdn hop nay tuong ki nhau. Nude ct vo tring duge ding dé tao dung dich hoan nguyén lic dau
va pha lodng v&i 2% lidocain dé tao dung dich tuong hop nhau.

Can than trong khi két hop véi cac thude chdng déng, thube ly giai huyét khdi, cac thube
khang viém khong steroid do ¢ kha ning gay dé chay mau.
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Khéng nén tron lin thube v6i amikacin, gentamicin, kanamycin B, doxycyclin,
meclofenoxat, ajmalin, diphenhydramin, kali magnesi aspartat dé tranh tao két tia. Khi thude tron
lAn véi hydroxyzin dihydroclorid, procainamid, aminophyllin, proclorperazin, cytochrom C,
pentazocin, aprotinin, sau 6 gi¢' c6 su thay d4i tinh chét coa thube.

Khi diing két hop v6i cac ché phim c6 tinh acid, hodic ¢6 chira cac gbe amin, amin kidm sé&
tao két tua va giam tac dung cta thube.

Tuong téc trong xét nghiém 14m sing: Phan (mg glucose trong nude tiéu cé thé bi duong
tinh gia voi dung dich Benedict hodc Fehling. Duong tinh véi xét nghiém khang globulin
(Coombs) d bao céo, dic bidt, & nhitng tré so sinh ma nguéi me diing thude Itc sp sinh. Di khi
taing ALP, AST, ALT, BUN huyét thanh v creatinin huyét thanh di duge ghi nhan.

DUQC BON G HOC
Sau khi tiém tinh mach 5 phit (1g cefoperazon, 1g sulbactam), ndng dé dinh trung binh trong
huyét trong cta thude 1a 236,8pg/ml va 130 2ug/ml. Khoang 70-90% cefoperazon gin két
véi protein huyét tirong, va khoang 38% Sulbactam gin két véi protein huyét tuong. Do do,
thé tich phan bb cna sulbactam (18-27,6 lit) cao hon so véi cefoperazon (10,2~11,3 lit).

— Dung tiém bap cefoperazon/sulbactam 1,5g (1g cefoperazon, 0,5g sulbactam), ndng dé huyét
twong dat dinh trong 15 phiit - 2 gid. Néng dé dinh trung binh trong huyét twong cua
cefoperazon va sulbactam 14 64,2pg/ml va 19,0pug/ml.

— Cefoperazon va sulbactam phan b khap cic md va cac dich cia co thé, bao gdm mat, tui
mat, da, rudt thira, voi trimg, bubng trimg, t cung, mot s6 md va dich khic cta co thé.
Nhing hiém khi qua duoc dich nio tay.

~ Thudc hiu nhu khong bi chuyén héa trong co thé, va thai trir & dang khong dbi. Gin 84%

cefoperazon va 25% sulbactam thai trir cht yéu qua than, phan con lai thai trir qua mét. Thdi
gian ban thai trung binh cta sulbactam 13 1 gid, cefoperazon 1a 1,7 gid. Nong d¢ dinh cha
cefoperazon va sulbactam ting theo ti 18 lidu diing, va phi hop véi ndng do dinh trong huyét
turong khi diing riéng lé.

—  Sau khi dung da liéu, khéng ¢ nhiing thay ¢di déng ké trong duoc dong hoc cta thanh phin
sulbactam hoéc cefoperazon va khdng co su tich Iy d& duoc quan sat khi ding thubc mdi 8-
12 gid.

—  Khong cé dir liéu vé tuong tac dirge dong hoe giira sulbactam va cefoperazon khi diing thube
dang phéi hop.

DUQC LUC HOC:

— Cefoperazon 14 khang sinh nhém cephalosporin thé hé 3, ¢6 tac dung diét khuén do e ché sir
sinh tong hop thanh cia t& bao & cac vi khuan nhay cam. Ngoai trir Neisseria gonorrhoeae v
acinetobacter, Sulbactam khéng ¢6 hoat tinh khang khudn. Tuy nhién, sulbactam 1& mét chat
tc ché B-lactamase quan trong nhdt, duge tiét ra tir cdc vi khudn d& khang thubc. Sulbactam
c6 thé bao vé céc khang sinh B-lactamase tir sir phan hity bai thude dé khang voi vi khudn B-
lactamase. Lam ting hoat tinh diét khudn, do cé tic déng dbng van véi cefoperazon. Do
Sulbactam ¢6 thé két hop protein gén két penicilline (PBP). céc vi khudn s& nhay cam hon khi
dung thude dang két hop so véi khi ding riéng 1é cefoperazon.

—  Thudc dang két hop ¢6 tac dung irc ché céc vi khuan nhay cam véi Cefoperazon.

~  Pho khang khudn:

HE vi khudn Gram dwong : Staphvlococcus aureus (cac chung tiét penicillinase va khong tiét
penicillinase), Staphviococcus ep:dermfdfs Streptococcus pneumoniae, Streptococcus
pyogenes (streptococcus 1y glal huyet beta nhdm A), Streptococcus agalactiae (streptococcus
ly giai huyét beta nhom B), hau hét cac ching Streptococcus ly gial huyét beta, nhidu chung
Streptococcus faecalis (enterococci).

Hé vi khuin Gram am: Escherichia coli, Klebsiella species, Enterobacter species,
Citrobacter species, Haemophilus influenzae, Proteus mirabilis, Proteus vulgaris,
Morganella morganii, Providencia rettgeri, Providencia species, Serratia species (bao gbm S.
marcescens), Salmonella va Shigella species, Pseudomonas aeruginosa va mot vai loai
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Pseudomonas species khac, Acinetobacter calcoaceticus, Neisseria gonorrhoeae, Neisseria
meningitides, Bordetella pertussis, va Yersinia enterocolitica.

— Vi khuédn ki khi: C4c vi khqén Gram am (bao gdm Bacteroides fragilis, Bacteroides species, va
Fusobacterium species), cac cau k}}uén Gram am va Gram duong (Peptococcus, Peptostreptococcus
va Veillonella species), cac vi khun hinh que Gram duong (bao gém Clostridium, Eubacterium va
Lactobacillus species).

QUA uEU

Thong tin vé ddc tinh clp ctia cefoperazon natri va sulbactam Xay ra trén ngudi con gioi han. Da
c6 béo cao ve cac tac dung phu xay ra khi dung qua lidu thudc. Nong d cua cac khang sinh f-
lactam trong dich ndo tiy cao c6 thé gay ra tac dung phu trén hé than kinh, nhu: dong kinh, nén
can theo doi than trong. Trong trudng hop quéa lidu xay ra ¢ bénh nhan suy thén, tham phan mau
c6 thé loai bo cefoperazon va sulbactam ra khoi co thé.

Céc tridu chimg qua liéu bao gdm tang kich thich than kinh co, co giat diic biét & ngudi bénh suy
than.

BAO QUAN: Béo quan dudi 30°C & noi khd mét, tranh 4nh sang.

HAN DUNG: 24 thang ké tir ngay san xuét

Sau khi pha, dung dich can duoc sir dung trong vong 24 gid.
[ PONG GOI: Hop chira 1 o thubc bot pha tiém.

TIEU CHUAN: Nha san xuit ”,
.. DPoc ki hwéng din sic dung trude khi dung. /-(Q
- Néu can thém thong tin, xin hoi y kién bac si.

- Bio quén tranh xa tim tay tré em.

- Thube nay chi diung theo sw ké don ciia thiy thudc.

Nha sin xuit:
M/s Samrudh Pharmaceuticals Pvt, Ltd., )
J-174, J-168 & J-168/1, MIDC, 'I‘arapt’ll,;,@&i&a;\l?it. Thane-401506, Maharashtra, An Dg.
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