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Rx-Thuéc ké don
SUKLOCEF

Cefoperazone 1g +
Sulbactam 0.5g
Powder far Injection

ARGENTINE INDUSTRY

Composition:
Each vial contains:

to Cefoperazone 1.00g
Sulbactam 0.50 g

Dosage and
administration:

See attached package
insert.

Store below 30°C, in its
original package, protect
from light.

Pre-constitution of the
solution and stability of the
constituted product.

KLONAL

IARORATORITS
COMMITTED WATH YOUR HEALTH

- Cefoperazone sodium eqv.

- Sulbactam sodium egv. to

1 vial
1L.V./I.M.

KLONAL

TARORATORIES
COMBMITTED WITH YOUR HEALTH

San xuét bai:

Klonal S.R.L

Lamadrid 802, Quilmes,
Province of Buenos Aires,
Argentina.

Batch No:
Mfg. Date:
Exp. Date:
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SUKLOCEF

Cefoperazone 1¢g +
Sulbactam 0.5g
Powder for Injection

SOK: VN-XOOO-X0C
Hoat chat. mdi I cb chira
Cefoperazon natri trong

duong Cefoperszon 1g

va Sulbactam natri twong
duong Sulbactam 0,5g.
HGp 1 lo bt pha tiém.
Buéng dung: Tiém bap
hodc tinh mach. NSX, HD,
S 16 SX xem "Mfg. Date”,
*Exp. Date”, “Batch No”
trén bao bi. Bao quan dudi
30°C, trong bao bi ghe,
tranh anh sang. D& xa tAm
tay tré em. Chi dinh, chéng
chi dinh, cach dung, lidu
dung, tdc dung khéng
mong mubn va céc du
hiéu cdn luu y: xem trong
to hudng din st dung.
Céc thiing tin khdc ¢ nghi
xem trong t& huang din
sir dung kém theo. Boc kj
huréing diin sir dung treée
khi ding. DNNEK: X000

- v Suklocef - Box 1 vial -4@27/§+

1 vial
LV./I.M.

Phamaceutical product
authorized by the Health
Ministry.

Certificate No 50.530
Technical Director:
Leonardo lannelllo,
Pharmacist.

SEE ATTACHED
PACKAGE INSERT.

KEEP THE PRODUCT
OUT OF THE REACH OF
CHILDREN.
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Suklocef - Box 25 vials

Rx-Thuéc ké don

SUKLOCEF 1,5 g

Cefoperazone 1g + Sulbactam 0.5g

Powder for Injection

ARGENTINE INDUSTRY

Compaosition: Each wal conlams:

Celoperarone sodium eqv fo Celoperazone 1.00 g
Sulbaclam sodiwm eqv to Sulbactam 0 50 g

Dosage and i See d package inserl
Stare batow 30°C, in s orginal package, protect from lght
Pre-constiulion af the selution and stabilily of the constifuled product
[ | product authorized by the Health Ministry
Certificate No 50 520

Techmical Diecior Leonarco lannallio, Phammacisi

SEE ATTACHED PACKAGE INSERT.

KEEP THE PRODUCT OUT OF THE REACH OF CHILDREN

San xudt béi
Klonal S R.L.
Lamadrid 802, Quilmes, Prownce of Buenos Aires, Argentina.

SOK: WN-XXXX-XX Hoat chdl mdl g ot chire
Cefoperazone naln luong duong Celoperazone g vé
Sulbactam natri lromg dweng Sulbacltam 0,57 Hip 25 I
bt pha Ubm Bwdmg dung Tibm bdp hode tinh mach NSX,
HO, 54 16 5X xem *Mig Date”. "Exp Date”, "Balch No® trén
bao b Bdo qudn dudi 30°C. trong bao bi gfc, trdnh dnh
séng. D& xa thm tay ré em Chi dinh, chéng chi dinh, cach
ding, héu ding, tac dyng khing mong mudn va cic diu
hidu cAn leu § xem lrong & huéng din sirdyng Cécthing
tin khac @ nghj xem irong 1ty huedng dén si dung kém thea.
Boe k§ heong din s dyng trede kin ding DNNK XXXXX,

Baich No
Mig Dale:
Exp. Dale

KLONAL

LAEDORATORIOS
COMPROMETIDOS CON TU SALUD

cO PHAN

pugc Pqﬂ'm
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Suklocef - Box 100 vials

Rx-Thuéc ké don THUOC DUNG CHO BENH VIEN

SUKLOCEF

Cefoperazone 1g + Sulbactam 0.5g 100 vials

ARGENTINE INDUSTRY
SBK: VN-XXXX-XX. Hoat chat: méi lo cé chira Cefoperazon natri twong duwong

Composition: Each vial contains: Cefoperazon 1g va Sulbactam natri twong dwong Sulbactam 0,5g. Hép 100 lo bot
Cefoperazone sodium eqv. to Cefoperazone 1.00 g pha tiém. Buédng dung: Tiém bap hodc tinh mach. NSX, HD, S& 16 SX xem “Mfg.
Sulbactam sodium eqv. to Sulbactam 0.50 g Date”, "Exp. Date”, “Batch No” trén bao bi. Bao quan duéi 30°C, trong bao bi géc,
Dosage and administration: See attached package insert. tranh énh sang. Dé xa tm tay tré em. Chi dinh, chéng chi dinh, cach dung, liéu dung,
Store below 30°C, in its original package, protect from light. tac dung khdng mong muéré va cac déu hiéu cin luu y: xgem trong t& hudng dan st
Pre-constitution of the solution and stability of the constituted product. :?’;19~:é°;2°"9! tg‘ "hic d "'(%',‘!d’fem téloglgl f’):‘)'-(";}’(‘g dan st dung kem theo. Boc
Pharmaceutical product authorized by the Health Ministry. ¥ I R SLEONNg VuRe Kk Rung: : :
Certificate No 50.530
Technical Director: Leonardo lannelllo, Pharmacist.
SEE ATTACHED PACKAGE INSERT. Batch No:
KEEP THE PRODUCT OUT OF THE REACH OF CHILDREN. Mfg. Date:

‘ B - N Exp. Date: K I_ N I_
Sén xuét béi: . SoN\
Kional S.R.L/<&/ > P LABORATORIES
Lamadrid 802 Z)uilTes OMD i Buenos Aires, Argentina. E,:a COMMITTED WITH YOUR HEALTH

%
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Suklocef - Vial
SUKLOCEF

Cefoperazone 1g + Sulbactam 0.5¢g
Powder for Injection

( .LV./ LM INJECTION

Content: Batch No:
Cefoperazone sodium eqv. to Exp. Date:
Cefoperazone 1g
Sulbactam sodium eqv. to
Sulbactam 0.5g

LABORATORIES

Tech Dir LEONARDO LANNELLO / . g €D WITH YOUR HEALTH
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Doc ky hu’o‘ g d sit dung trieée khi ding. Néu cin thém théng tin xin héi ¥ kién bdc sj. Dé

ay tré em. Thuoc nay chi dung theo don ciia bdc sj.

SUKLOCEF

Bot pha tiém

Thanh phén:

Mai lo chira:

- Hoat chat: Cefoperazon natri tuong duong Cefoperazon ......... 10g
Sulbactam natri tvong duong Sulbactam ............ 0,5g

- Tad duoc: Khong

Chi dinh diéu tri:

Suklocef 1a khang sinh cephalosporm ban tong hop phd rQng, ph01 hop véi chét ch ché beta-
lactamase, dugc chi dinh cho cac nhiém khuin gay ra bai cac vi khuén nhay cam bao gom duong
ho hap trén va dudi, nhidm khuén da va mé mém, xuong khép, than va dlrcmg tiét niéu, duong
mét, viém viing chiu va nhiém khuin san phu khoa, viém phiic mac va cac nhiém khuin trong 6

bung, nhiém khuén huyét, bénh lau. ﬂ». LI/
W

Liéu diing va cich ding:

Lidu thuong dung tinh theo Cefoperazon ¢ ngudi 16n 1a 2 dén 4 g/ngay chia déu ra dé tiém mdi
12 git. Trong nhiém khuan ning hodc nhiém khuén do vi khuén it nhay cam, ¢6 thé tang lidu va
s6 1an tiém. Téng liéu hang ngay 1a tir 6 dén 12 g chiara 2, 3 hodc 4 liéu, mdi liéu tir 1,5 den 4.
Trong mét nghién ciru duge dong hoc, thude duge ding cho mét bénh nhan suy giam mién dich
véi lidu 16 g/ngay, truyén tinh mach lién tuc, ma khong c¢6 bién chang. Nong do thude trong
huyét thanh ciia bénh nhan nay la 150 meg/ml.

Thai gian diéu tri dugce khuyén nghij dbi véi cac nhiém khuan do Streprococcus pyogenes khong
dugc ngén hon 10 ngay.

Suy than: cin diéu chinh lidu luong Cefoperazon/Sulbactam trén bénh nhan bj giam chuc nang
than & rét (thanh thai creatinin <30 mL/phut) dé b trir cho sir giam thanh thai Sulbactam. Bénh
nhan c6 thanh thai creatinin tir 15 dén 30 mL/phut cin dugc dung téi da 1a 2g Cefoperazon/I g
Sulbactam mdi 12 gi¢r (liéu téi da hang ngay la 4g Cefoperazon/2 g Sulbactam), trong khi bénh
nhan cé thanh thai creatmm <15 mLf’phut cin dugc dung tbi da la Ig Cefoperazon/0,5g
Sulbactam mdi 12 gio (lieu t6i da hang ngay 1a 2g Cefoperazon/1 g Sulbactam). Thim phén méu
¢6 anh huong dang ké d6i véi dic tinh dugc dong hoc cia Sulbactam. Thcn gian ban thai cua
Cefoperazon trong huyét thanh glam nhe khi thim phan mau. Vi vay, cin diéu chinh thoi gian
biéu diing thudc phi hop trong giai doan thdm phan.

N6i chung lidu dung tinh theo Cefoperazon cho ngudi bénh bi bénh gan hodc tic mat: khong
duoc qua 4g/24 gig, hodc liéu diing cho nhitng ngudi bénh bi suy ca gan va thén la 2g/24 gio.
Néu diing liéu cao hon, phai theo d&i ndng d6 Cefoperazon trong huyét trong.

vat ly.

Néu cén diéu tri phéi hop Cefoperazon va aminoglycosid, hai thuée nén d
céch biét nhau trén mot duong lruyen chinh hogc dudng truyén phu, dé hé| ho
tudi rira thich hop bing dung méi giira cac liéu. Nén tiém Cefoperazon trurdg
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Chéng chi dinh:

Di img v6i khéng sinh cephalosporin. Nén cdn than danh gia so sanh nguy co-loi ich khi xay ra
bat ky vin d& nao sau day: rdi loan xuét huyét, bénh duomg tiéu hoa, ddc biét la viém loét dai
trang, viém rudt viing hogc viém dai trang c6 lién quan véi viéc sir dung khéng sinh, bénh gan.

Lwu y dic biét va thin trong khi dang:

Nhur véi cac khéng sinh khéc, céc truong hop thiéu vitamin K da dugc bao cdo; vi vdy, nén kidm
tra thoi gian prothrombin.

Su xuét hién cta mot phan mg, gbm ¢6 do bimg mit, vd md hdi, nhirc du va nhip tim nhanh, da
duoc béo cdo khi udng rugu trong thoi gian dung Cefoperazon va 1én dén 5 ngay sau do.

Mot phan (mg tuong tu cling dugc bdo cdo vdi cac cephalosporin khéc, vi Iy do do, cin canh béo
bénh nhén khéng nén udng thirc udng c6 con.

Sir dung san pham nay kéo dai c6 thé din dén s ting trudng qué mirc cua vi khuén khéng thube.

Suy thdn: dugc dong hoc cia Sulbactam twong quan chit ché véi mie do réi loan chirc ning
than. Xem muc Liéu dung va cach dung vé diéu chinh liéu luong.

Thoi gian ban thai cia Cefoperazon giam nhe khi thim phan mau; vi vdy, cin didu chinh thoi
gian biéu dung thudc phii hop trong giai doan tham phan. }%lh 4

Suy gan: trong rbi loan chirc nang gan ning, ndng do Cefoperazon trong mat dat mirc tri liéu va
thoi gian ban thai tang tir 2 dén 4 1an. Can chinh liéu trong truong hop bi bénh gan hodc tic mat
hodc trong truong hop réi loan chirc ndng thén xay ra cung lac vdi nhiing tinh trang trén. Xem
muc Liéu diing va cach ding v& diéu chinh liéu lugng.

S dung o nguwoi cao mo"':i: ca Sulbactam va Cefoperazon déu cho thiy thoi gian ban thai dai hon,
thanh thai thap hon va thé tich phan b6 1én hon khi so sanh véi dir liéu tir ngudi tinh nguyén binh
thuong. Can sir dung than trong cho nguoi cao tudi.

Sit dung & tré em: Cefoperazon cho thdy c6 hiéu qua trén tré em. Tuy nhién, thudc chua dugc
nghién ciru rong rdi khi sir dung ¢ tré sinh non va tré so sinh; vi vdy can danh gia can nhac giira
nguy co va loi ich cua viéc sir dung san pham cho tré em.

Twong tac voi thuoc khac va cac dang twong tac khac:

M0t phan (g gdm ¢6 do birng mit, vd md hdi, nhirc dau va nhip tim nhanh, da duoc bao cdo khi
ubng ruou trong thdi gian dung Cefoperazon va lén den 5 ngay sau do. Mot phan rng tuong tu
cling dugc bdo céo vdi mdt vai cephalosporin khac va can luu ¥ bénh nhéan vé viéc str dung thirc
udng c6 cdn cung lic véi viée sir dung Cefoperazon/Sulbactam. Déi v6i bénh nhan can nudi an
nhén tao qua dudng miéng ho#ic dudng tiém truyén, nén tranh ding cic dung dich chira ethanol.

Phu nit mang thai va cho con bu:
Phu nit mang thai: khdng c6 cic nghién ciru dau du va cé dbi chimg tét trén phu mr co thal Vi
cac nghlen ciru sinh san trén dong vét khong phal lic nao cling tién doan cho S
ngudi, chi nén sir dung thube nay trong thai ky néu that sur can thiét.
Phu nit cho con bu: nén ngirng cho con b khi ding Cefoperazom’Sulbactam/

Anh hwéng trén kha ning lai xe va van hanh may:
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Kinh nghlem lam sang voi Cefoperazom’Sulbactam cho thay phéi hop nay it ¢6 kha ning anh
huong dén kha nang l4i xe va sir dung méy ctia bénh nhan.

Tac dung khéng mong mudn:

Cefoperazona’Sulbactam thuong duge dung nap tot. Pa sb céc bién cb bat lgi déu & mic do nhe
hodc trung binh va duge dung nap khi tiép tuc diéu trj. Nhiing téc dung phu hay gdp nhét véi
CefoperazonKSulbactam la tac dung phu ti€u héa. Céc tac dung phu khac gom c6 céc phan tmng
ngoai da, dau dau, dau chd tiém, lanh run, va phan tg glong phan vé.

Théng bdo cho bdc sj bdt kp tdc dung khéng mong mudn nio gdp phdi khi sit dung thubc.

Qus lidu:
Vi khéng ¢6 thude giai dgc déc hiéu, diéu trj trong trudng hop qué lidu 12 didu trj triéu ching.
Trong trudng hop qua liéu hoac ngo doc, hay lién lac ngay véi bac si hodc tim dén Bénh vién

hodc Trung tim phong chdng ddc gan nhit. W

Twong ky:

Aminoglycosid: Khong duge tron chung céc dung dich Cefoperazon/Sulbactam va
aminoglycosid véi nhau, vi c6 sur tuong ky vit Iy gitra chiing. Néu dur dinh dung liéu phép phbi
hop vai Cefoperazon/Sulbactam va mot aminoglycosid, ¢6 thé thuc hién viéc nay bing cach
truyén tinh mach lién tiép cach nhau qua mot duo‘ng truyen phu riéng biét, va dudng truyén tinh
mach chinh phai dugc tudi rira thoa dang giira cac lidu voi mot dung mdi pha loang dugc chip
nhdn. Nén dung céac liéu CefoperazonfSulbactam trong sudt ngay & nhimng thoi diém cang xa thoi
diém str dung aminoglycosid cang t6t.

Dung dich Lactat Ringer: Nén tranh pha thudc ban dau véi dung dich Lactat Ringer vi hon hop
nay duogc chirng minh 13 khéng twong hop. Tuy nhién, mdt qui trinh pha lodng hai buéc gdm pha
lan ddu véi nude cét pha thude tiém s& tao durge mot hdn hop twong hop khi pha lodng thém nita
v6i dung dich Lactat Ringer.

Lidocaine: Nén tranh pha thudc ban dau véi dung dich lidocain HCI 2% vi han hop nay dugc
chung minh [a khong tuong hop. Tuy nhién, mdt qui trinh pha loang hai budc gdm pha l4n dau
v6éi nuéce cat pha thube tiém s& tao duoc mot hdn hop tuong hop khi pha lodng thém nira véi
dung dich lidocaine HC] 2%.

Tinh chét dwge Ire hoc:
Thanh phan khang khuin cua Cefoperazom’Sulbactam la Cefoperazon mot cephalosporin thé hé
thir ba, cd tac dong chéng cac vi khuin nhay cam trong giai doan hoat dong nhan doi bang céch
e ché sy sinh tong hop mucopeptlde thanh té bao. Sulbactam khong c6 hoat tinh khang khuan
hitu dung nao, trir hoat tinh chdng Neisseriaceae vi Acinetobacter. Vi Sulbactam gin véi mot s6
protein gin penicilin, nén cac chung nhay cam ciling thudng tré nén nhay cam hon vdi
Cefoperazon/Sulbactam so vdi Cefoperazon don doc.

Phdi hop Cefoperazon va Sulbactam c6 tic dung chdng tit ca cdc vi khudn nhay cam véi
Cefoperazon. Ngoai ra, n con cho thdy hoat tinh hiép luc (lam giam ndng d6 tc ché t6i thiéu cua
thude phdi hop dén 4 1an so véi timg thanh phan riéng 1€) trén nhiéu loai vi khuén, r5 rét nhét la
céc vi khuan sau day:

- Haemophilus influenzae

- Céc loai Bacteroides

- Céc loai Staphylococcus

- Acinetobacter calcoaceticus
- Enterobacter aerogenes
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- Escherichia coli

- Proteus mirabilis

- Klebsiella preumoniae
- Morganella morganii
- Citrobacter freundii

- Enterobacter cloacae

- Citrobacter diversus

Cefoperazon/Sulbactam c6 hoat tinh in vitro chdng mot phd réng céc vi khuin cé ¥ nghia 1am
sang:

Vi khuén gram dwong

- Staphylococcus aureus, cic ching san xuét va khong san xuét penicilinase

- Staphylococcus epidermidis

- Streptococcus pneumoniae (truoc kia goi 1a Diplococcus pneumoniae)

- Streptococcus pyogenes (lién cau khuan tan mau beta nhém A)

- Streptococcus agalactiae (lién cAu khuan tan méau beta nhém B) .

- Phan 16n cac chiing lién ciu khudn tan mau beta khéac

- Nhiéu chung Streptococcus faecalis (cau khudn duong rudt)

Vi khudn gram 4m

- Escherichia coli

- Céc loai Klebsiella

- Cac loai Enterobacter

- Cac loai Citrobacter

- Haemophilus influenzae

- Proteus mirabilis

- Proteus vulgaris

- Morganella morganii (truéce kia goi la Proteus morganii)

- Providencia rettgeri (trudce kia goi 1a Proteus rettgeri)

- Céac loai Providencia

- Céc loai Serratia (bao gdm S. marcescens)

- Céc loai Salmonella va Shigella

- Pseudomonas aeruginosa va mot so loai Pseudomonas khac

- Acinetobacter calcoaceticus

- Neisseria gonorrhoeae

- Neisseria meningitidis

- Bordetella pertussis

- Yersinia enterocolitica

Vi khudn ky khi

- Truc khuan gram 4m (bao gdm Bacteroides fragilis, cac loai Bacteroides khac, va céc loai
Fusobacterium).

- Cau khuan gram duong va gram am (bao gdm cac loai Peptococcus, Peptostreptococcus va
Veillonella).

- Truc khuan gram duong (bao gdm céc loai Clostridium, Eubacterium va o 1737

Tinh chat dwge dong hoc: : \

Khoéng 25% lugng Cefoperazon va 84% lugng Sulbactam da dung dudi df g ph '3?1‘? *\
Cefoperazon/Sulbactam durgc bai tiét qua than. Phan 16n lugng Cefoperaza oﬁm% Ef‘ﬂa} get
trong mat. Sau khi dung Cefoperazon/Sulbactam, thoi gian ban thai trung b‘m’&c Fc'iﬁ &bff
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la 1,7 gio, con thoi gian ban thai trung binh cua Sulbactam vao khoang 1 gid. Nong do trong
huyét thanh tang ti 1¢ thuén voi lidu da ding. Nhirng tri s6 nay phil hop véi céc tri s6 da cong bd
truée diy ddi véi nhitng tac nhan nay khi ching duoc ding don doc.

Sau khi tiém bép 1,5 g Cefoperazon/Sulbactam (1 g Cefoperazon, 0,5 g Sulbactam), ndng do dinh
clia Cefoperazon va Sulbactam trong huyét thanh dat duoc trong vong tir 15 phit dén 2 gid sau
khi tiém. Nong do dinh trung binh cua Cefoperazon va Sulbactam trong huyét thanh, theo thr tu,
la 64,2 va 19,0 mcg /mL.

Ca Cefoperazon va Sulbactam déu phéan bd tét trong nhidu mé va dich co thé khac nhau, bao gdm
mat, tGi mat, da, rudt thira, voi trimg, budng trimg, tir cung, va cic co quan khéc.

Khéng c6 bing chimg ctia bét ky tuong tac duge dong hoc nao gilta Cefoperazon va Sulbactam
khi duoc tiém chung duéi dang phéi hop Cefoperazonl Sulbactam.

Sau khi tiém nhidu lidu, khong thiy su thay ddi c6 y nghia nao trong dugc dong hoc cia m0|
thanh phan trong Cefoperazon/Sulbactam va khong thdy s tich Ity thudc khi tiém cach nhau mdi

8 dén 12 gio.
b/

Han dung: '
36 thang ké tir ngay san xuat.

Béo quan: )
Bao quan dudi 30°C, trong bao bi goc, tranh anh sang.

Déng goi:
Hop 1 lo; Hop 25 lo hodc Hop 100 lo.

Sin xuit boi:
KLONAL S.R.L.
Lamadrid 802, Quilmes, Province of Buenos Aires, Argentina.




