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THANH PHAN: M& lo chua: COMPOSITION: Each wial contains:
4 Cofotiamy, s ovnivvinacvmlion 1g Cefotiam........oooeieeienn.., 1g
. (duoi dang hén hop cefotiam hydrodiond (as a mixture of cefotiam hydrochloride
va natri carbonat} and sodium carbonate)
- il DINH, CHONG CHI BINH, CACH ~ INDICATIONS, CONTRA-INDICATIONS,
. DUNG VA CAC THONG TIN KHAC: | DOSAGE AND OTHER INFORMATION:
Xin doc trong to huong dn su dung. See enclosed leaflet.
BAO QUAN KHONG QUA 30'C, TRANH | DONOTSTORE ABOVE 30°C, PROTECT
AM VA ANH SANG. i
B AN TR THE Bl FROM MOISTURE AND LIGHT.
DOC KT HUONG DAN 517 DUNG TRUGC . KEEP OUT OF REACH OF CHILDREN.
KHI DUNG. ‘CAREFULLY READ THE INSTRUCTIONS
| TIEU CHUAN CHAT LUONG: BEFORE LISE,
JP (Duoc dien Nhat). SPECIFICATION: JP.
SBK / Visa No.: 0-30000t-x%
Intravenous injection Tiém tinh mach
Intravenous infusion Cors6 san xudt: Tiém truyén tinh mach Manufacturer:
Chi nhanh 3 - Cong Ty CPDP IMEXPHARM Branch 3 - IMEXPHARM CORPORATION
tai Binh Duong in Binh Duong province
56 22, duong $6 2, KCN Viét Nam - No. 22 street No. 2, Vietnam - Singapare
Singapore Il, phugng Hoa Phu, Industrial Park i, Hoa Phu ward,
Box of 1 vial x 1 g Cefotiam TP. Thi Dau Mot. tinh Binh Duong. Hop 1 lo x 1 g Cefotiam Thu Dau Mot city, Binh Duong province.
‘ 3 '
/
m /
. Date: | /
| SEISU "=
| Baich Mo
HO/
. Date

|
N

o SR e e,
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& Thudc ké don / Prescription only medicine

CEFOTIAM 1g

Thuéc bét pha tiem / Powder for injection

Co sosan xuat:
Chi nhanh 3 - Cong ty CPDP IMEXPHARM
tai Binh Duong
56 22, duong s6 2, KCN Viét Nam - Singapore |,
phuong Hoa Phy, TP. Thu Dau Mét, tinh Binh Duong.

Manufacturer:
Branch 3 - IMEXPHARM CORPORATION
in Binh Duong province
No. 22, street No. 2, Viet Nam - Singapore Industrial Park I,
Hoa Phu ward, Thu Dau Mot city, Binh Duong province.

IMEXPHARM

Rx  Thudcké don

CEFOTIAM 1g¢

Thuoc bét pha tieém
Tiém tinh mach - Tiém truyén tinh mach

HOP 10 LO x 1 g CEFOTIAM

THANH PHAN: Méi lo chua:

CeTOMAM <o s e e 1g
(dudi dang hén hop cefotiam hydroclorid
va natri carbonat)

CHi BINH, CHONG CHI DINH, CACH DUNG
VACACTHONG TINKHAC:

Xin doc trong to huong dan sirdung.

BAO QUAN KHONG QUA 30°C, TRANH AM
VA ANH SANG.

DE XA TAM TAY TRE EM.

PQC KY HUONG DAN SU DUNG TRUGC
KHI DUNG.

TIEU CHUAN CHAT LUONG:

JP (Duoc dién Nhat),

SPK / Visa No.: x¢-2000x-XX

Vi tri in ma vach
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‘COMPOSITION: Each vial contains:

Cefotiam o vsssasismiians i oo 19
(as a mixture of cefotiam hydrochloride and
sedium carbonate)

INDICATIONS, CONTRA - INDICATIONS,
DOSAGE AND OTHER INFORMATION:
See enclosed leaflet.

DO NOT STORE ABOVE 30°C, PROTECT FROM
MOISTURE AND LIGHT.

KEEP QUT OF REACH OF CHILDREN.
CAREFULLY READ THE INSTRUCTIONS BEFORE
USE.

SPECIFICATION: JP.

QJMWHMM

NSX / Mfg. Date:
S4 16 SX / Batch No.:

Box OfF 10 vIALS x 1 g CEFOTIAM et
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= ““PGcky huwong dan sir dung trwée khi dung.
m  Dé xa tAm tay tré em.
» _ Thudc nay chi ding theo don thude.

THANH PHAN CONG THUC THUOC:
M3i 1o thude bot pha tiém chira:
Théinh phan duwge chit: Cefotiam (du6i dang hdn hop cefotiam hydroclorid va natri carbonat)..1 g
Thanh phén td dwge: Khong co.
DANG BAO CHE:
Thubc bdt pha tiém.
. Bt mau tring dén trang nga, dong trong lo thiy tinh nit kin.
CHI PINH:
Cefotiam duoc chi dinh didu tri cédc nhim khuén do vi khuén nhay cam véi thube gay ra, bao gdm:
- Nhidm khuan huyét.
- Nhiém khuan duéi da, viém da mu man tinh.
- Nhiém khuén thtr phét do vét thuong, bong hogic do phiu thuét.
- Viém tiy xuong, viém khop.
- Viém amidan (bao gdm 4p xe quanh amidan).
- Viém phé quan cép tinh, viém phdi, ap xe phdi, viém mu mang phdi, nhiém khuén thir phat do ton
thuong hd hdp man tinh.
- Viém bang quang, viém bé than, viém tuyén tién liét (cép tinh, man tinh).
- Viém phuc mac, viém tii mat, viém dudng mat.
- Viém tuyén Bartholin, nhiém khuin tir cung, viém b6 phan phu tir cung, viém mé cén tir cung.
- Viém mang ndo mu, viém tai giira, viém xoang.
LIEU DUNG - CACH DUNG:
. Liéu ding: ‘ ‘
Nguwoi lom: 0,5 g — 2 g/ ngdy, chia thanh 2 — 4 lan. Trong diéu tri nhiém khuén huyét, lidu ding c6
thé tang 1én dén 4 g/ ngay.
Tré em: 40 — 80 mg/ kg/ ngdy, chia thanh 3 — 4 14n. Trong diéu tri nhiém khudn ning/ kho chira
nhu nhigm khudn huyét va viém mang nfo mu, liéu ding c6 thé ting 1&n dén 160 mg/ kg/ ngay.
Khong nén dung cho tré so sinh do chwa di dir liéu an toan.
Liéu diing c6 thé diéu chinh theo tudi, tinh trang ctia bénh nhan, mirc d§ nghiém trong ciia nhiém
khuén va sy nhay cam cia vi khuén déi véi Cefotiam.
Duong dung:
- Tiém tinh mach.
- Tiém truyén tinh mach. Déi v&i ngudi 16n thoi gian tiém truyén tinh mach tir 30 phit dén 2 gio.
P6i vai tré em thoi gian tiém truyén tinh mach tir 30 phuat dén 1 gio.
Huéng din cich pha thude tiém:
Cich pha thude:
Dé tranh bién chimg nhidm khuén khi tiém, phai thuc hién thao tac vé trang khi pha thubc. Dung
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pha phai diing ngay dé ngin ngira nguy co nhiém khudn. Néu dung dich sau khi pha
Sir dung ngay thi thoi gian va diéu kién bao quan dung dich 12 trach nhiém cia ngudi

,ﬁ%ﬁ 5 mL nudc cat pha tiém hodc dung dich NaCl 0,9% hodac dung dich glucose 5%

B -/C(’) hién tugng sinh khi CO2, 4p luc trong lo s& duong khi hoa tan. Do do, khi s& déy
ngugc pittdng ra, khi khi ddy bom tiém, rit kim ra ngay.
Buée 2: Lic dé thudc tan hoan toan.
Buée 3: Sau khi hoa tan, ddo nguoc lo thude. Diing bom tiém d3 xa hét khong khi, rit dung dich
thudc ra.
Luu y: Pau kim ndm trong dung dich, khong vurgt qua bé mit dung dich.
Buérc 4: Pha lodng dén 20 mL biang dung méi thich hop.
Thén trong khi pha dung dich tiém, luu ¥ vi tri tiém, cach tiém va tée do tiém chdm.
Tiém truyén tinh mach:
- Hoa tan bot thubc trong lo véi 5 mL nude cit pha tiém hodc dung dich NaCl 0,9% ho#c dung
. dich glucose 5% (twong tu nhu bude 1, 2, 3 khi hoa tan dung dich tiém tinh mach).
- Pha loéng dung dich thudc d& hoa tan bing dung dich NaCl 0,9% ho#c dung dich glucose 5%
dén ndng d6 1 g/ 100 mL. Khéng sir dung nuéc cét pha tiém dé pha loding dung dich thubc do
khong tao dwogce dung dich ding truong.
Bit ddu truyén tinh mach khi dung dich thube dén 2/3 biu nhé giot.
D5 6n dinh ciia dung dich sau khi pha:
- D6 6n dinh 1y héa cua dung dich cefotiam tiém tinh mach (ndng d6 1 g/20 mL nudrc cét pha tiém
hodc dung dich NaCl 0,9%) 1a 8 gi¢ & nhiét d6 30°C.
- D6 6n dinh ly héa cta dung dich cefotiam tiém truyén tinh mach (ndng do 1 g/100 mL dung dich
NaCl 0,9% hogc dung dich glucose 5%) 1a 8 gid & nhiét do 30°C va 2-8 °C.
M6t s6 lwu v diic biét vé xir Iy thube trwéc va sau khi sit dung thube:
- Trude khi sir dung, phai kiém tra thudc da dugce hoa tan hoan toan va st dung ngay sau khi hoa
tan.
- Dung dich thude sau khi pha trong sudt, khong mau dén mau vang nhat va khong duoc c6 tidu
. phéan nhin thdy bang mét thudng, khong bi két tua.
- Thuéc chi ding mét 1an. Dung dich con thira phai duge loai bo.
CHONG CHI PINH:
Bénh nhan ¢6 tién sir man cam v&i bat cir thanh phan nao ctia thube (xem muc Thank phan céng
thike thuée) hodc khang sinh nhom cephalosporin.
CANH BAO VA THAN TRONG KHI DUNG THUOC:
- Thén trong khi str dung thubc cho céc bénh nhan sau:
+ C6 tién str dj tmg vdi khéng sinh nhom penicilin.
+ C6 co dia di tmg nhu: Hen phé quan, phat ban, nbi mé day.
+ Bénh nhén suy than ning: Nong 9 thube trong méu cao va thdi gian bén thai cta thude kéo
dai. C6 thé diéu chinh liéu lvong va khoang céch giita cac lan sir dung.
+ Bénh nhan hip thu kém hogc dinh dudng bing dudng tinh mach, bénh nhan bi suy nhugc
(thiéu vitamin K c6 thé x4y ra & nhitng bénh nhan kém hip thu vitamin K tir bita &n).
+ Ngudi cao tudi: Chirc ning cia céc co quan thudng suy giam, céc tac dung khong mong mudn
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¥d$ thé cé nguy co chay mau do thidu vitamin K. Can sir dung thén trong tly theo tinh
g \ nhan, c6 thé diéu chinh lidu lwong va khoang cach giita cac 1an str dung.
g dung dich NaCl 0,9% dé pha dung dich truyén tinh mach, cin than trong ddi véi
6BI16i loan chirc nang tim hodc tudn hoan (tang lugng mau luu thong gay tang ganh ning
$imave c6 thé 1am cac triéu chimg ning thém), bénh nhan suy than (sir dung qué nhiéu nudc va
natrl clorld c6 thé xay ra qué lidu va céc triéu chirng c6 thé nang hon).
- Mot sb trudmg hop khi tiém tinh mach liéu cao c6 thé giy dau tinh mach va huyét khéi tinh mach,
do d6 nén than trong khi pha dung dich tiém, luu ¥ vi tri tiém, cach tiém va téc d6 tiém cham.
- Nén dinh ky kiém tra chirc ning gan, thin va xét nghiém méu trong thoi gian sir dung thube.
- Xét nghiém glucose nuéc tiéu bang thude thir Benedict hodc thude thir F ehling (ngoai trir thir
nghiém Tes-Tape), xét nghlem Coombs c6 thé cho két qua dwong tinh gia khi dang diing thudc.
- Thubc c6 chira natri. Diéu nay nén dugc can nhic ¢ bénh nhén dang trong ché dé in kiéng kiém
soat lugng natri.
SUDUNG THUOC CHO PHU NU' CO THAI VA CHO CON BU:
. Cera c6 dir liéu vé tinh an toan khi st dung thudc trén phu nit ¢4 thai va cho con bu, chi dung thube
néu loi ich vurot trdi so v6i nguy co.

ANH HUONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Chura c6 bing chitng vé anh huéng ctia thude 18n kha nang lai xe, vin hanh may mdc.
TUONG TAC, TUONG KY CUA THUOC:
Twong tac cia thube:

Tén thudc Triéu chitng l1dm sang
Thube lgi tiéu Cac khang sinh nhém cephalosporin khéc dé dugc bdo cdo 1am ting tinh
Furosemid,... trang suy thén khi sir dung két hop vdi thube loi tiéu. Vi véy, chi y dén
chirc néng thén khi sr dung két hop.
Edaravon C4 thé lam tram trong hon tinh trang r0i loan chirc ning than, can theo dai
ddy di, xét nghiém chirc ning than thudng xuyén khi sir dung két hop.

Twong ky ciia thube:

Do khdng c6 cc nghién ctru vé tinh twong ky cua thube, khong tron 1an thude nay véi céc thude
khéc.

. TAC DUNG KHONG MONG MUON CUA THUOC:

Céc tac dyng khéng mong mudn duge bo cdo trong nhirng nghién ciru 1am sang duge mé ta nhu
bang dudi day:

Hé co quan Tén suét Tac dung khong mong mubn

Tde dung khéng mong mudn nghiém trong
Can theo dbi chdt che, khi phdt hién cdc bat thieong, ngieng sit dung va thuece hién cdc bién phdp

diéu tri thich hop
R6i loan chung Khoéng xéc | Soe, soc phan vé c6 thé xay ra. Do d6 can theo
dinh ddi bénh nhén chit ché, khi cd nhitng triéu
chimg nhu kho chiu, vi giac bét thuong, chong
miit, di tiéu, U tai, d5 md hdi, thé kho khe, kho
thé, phi mach, do bimg va ndi mé day.
Thén Khong x4c | Suy than ning nhu suy than cip.
dinh
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A A - A A
Tan suat Téac dung khong mong muon

: I%E? % Jong mong mudn nghiém rrong
r

chdt ché, khi phdt hién cdc bdt thiong, ngieng sir dung thudce va thiee hién cde bién

\ " e phap i thich hop

"N . Khong  xdc | Gidm bach cau, mét bach cau hat, thiéu mau
o dinh tan huyét, giam tiéu cau.

Hg tiéu hoa Khong xac | Viém dai tréng ndng, phdn c6 mau nhu viém

dinh dai trang gia mac.
Phoi Khéng  xac | Sot, ho, khé thd, X-quang ngye bat thuong
dinh viém phdi k& kém tang bach cau 4i toan, hdi

ching PIE.

Da Khong xac | Hoi chimg Stevens-Johnson, hoai tir biéu bi
dinh nhiém doc (Toxic Epidermal Necrolysis -

TEN) c6 thé xay ra, do d6 cin theo ddi cht
ché bénh nhén.

. Hé than kinh trung wong Khéng  xéc | Co gidt c6 thé xay ra, dic biét ddi véi bénh
dinh nhan suy thén.
Gan Khong x4c | Viém gan, rdi loan chirc ndng gan, vang da,
dinh tang AST (GOT), tang ALT (GPT).
Tdc dung khéng mong mudn khdc
Rdi loan chung Khéng  xdc | Phét ban, néi may day, ban do, ngira, sbt, ndi
dinh hach, dau khép. Néu xuét hién nhing triéu

chimg nay, ngirng sir dung thude va thuc hién
cac bién phap dicu tri thich hop.
Khéng x4c | Nhiém khuan co hdi do sir dung khang sinh

dinh kéo dai: Viém miéng, nhiém nam candida.
Khong xac | Thiéu vitamin K (Triéu chimg: Ha calci mau,
dinh dé chay mau...), thiéu vitamin nhém B (Triéu

chimg: Viém ludi, viém miéng, chan an, viém
than kinh...).
Khéng xac | Chong mét, nhirc dau, khé chiu, té liét.

dinh
. Huyét hoc Khong xéc | Thidu méu, tang bach cau 4i toan.

dinh

Gan Khéng xac | Tang phosphatase kiém, lactat dehydrogenase
dinh (LDH), gamma - glutamyl transpeptidase

(y-GTP).

Hé tiéu hoa Khoéng xac | Bubn ndn, ndn, tidu chay, chan an, dau bung.

dinh

Théng bio ngay cho béc si hodic dwge sinhirng phin #ng c6 hai gip phai khi sit dung thude.
QUA LIEU VA CACH XU TRI:

Triéu chirng: Budn nén, nén, dau ving thuong vi, tiéu chay, co giat.

Cach xir tri: Ngimng dung thudc va diéu trj triéu chimg.
PAC TINH DUQC LUC HOQC: '

- Nhdém dugc ly: Khang sinh nhém cephalosporin thé hé 3.

- MaATC: JOIDCO7.

- Co ché tac dung cia cefotiam 1a trc ché tdng hop thanh té bao vi khuén. C6 hiéu luc khéng
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i enzym beta lactamase va c6 tac dung trc ché manh dbi véi su hinh thanh lién két
“T an cta thanh té bao.
o khuén: Cefotiam c6 phd khang khuin rong trén vi khuén gram duong va gram
uc khang khuan tuong duong véi Cefazolin d6i véi vi khudn gram dwong va manh
_ w10 16t so vdi Cefazolin va Cefmetazol d6i véi vi khudn gram am. Ngoai ra, vi khuén ctim
’ \phan lap trén 1am sang d3 dugc chimg minh rit nhay cam véi Cefotiam so véi Cefazolin.
Céc nong d t6i han phén chia cac chiing nhay cam véi cac ching nhay cam vira va cac ching
khéng thudc: S (nhay cam) < 1 mg/ L vAR (khéng) > 2 mg/ L.
Cic vi khuén nhay cim:
+ Vi khuan hiéu khi gram duong: Staphylococcus nhay cam v&i methicilin; Streptococcus
nhom A, B, C va G; céc Streptococcus khac (0 — 28%); Streptococcus pneumoniae (10 —

40%).
+ Vi khuan hiéu khi gram am: Branhamella catarrhalis, Citrobacter koseri, Escherichia
. coli, Haemophilus influenzae, Klebsiella, Proteus mirabilis, Proteus vulgaris,
Providencia.

+ Vikhuan ky khi: Fusobacterium, Peptostreptococcus, Prevotella.
Cac vi khuén khang thube:
+ Vi khuan hiéu khi gram duong: Enterococcus, Listeria monocytogenes, Staphylococcus
khang methicilin.
+ Vi khuén hiéu khi gram am: Acinetobacter, Citrobacter freundii, Enterobacter,
Morganella morganii, Pseudomonas, Serratia.
+ Vi khuén ky khi: Bacteroides fragilis, Clostridium.
PAC TINH DUQC PONG HOQC:
Hap thu
Thubc hép thu nhanh chong sau khi tiém. D6i véi tiém truyén tinh mach, lidu 1 g cefotiam
truyen trong 30 phit, ndng do dinh dat dugc trong huyét twong 15 phut sau khi két thac tiém
truyén 1a 35 mg/ L.
Phén b
. Thé tich phan b ctia cefotiam sau khi tiém tinh mach 1a 0,5 1it/ kg (khoang 35 — 40 lit), cao gp
2 dén 3 lan thé tich phan b cia cac cephalosporin tiém khac, cho thdy thuéc d& dang phan b
vao cdc md va dich trong co thé nhu xuong, da, mét, than, tai, miii hong va dom.
Chuyén héa
Sau khi hdp thu, chét chuyén héa chinh do thuy phan 1a cefotiam. Chét nay c¢6 hoat tinh va hiu
nhu khong chuyén héa.
Thai trir
Thoi gian bén thi ctia Cefotiam khoang 1 gid, d6i véi bénh nhan tiéu khé thoi gian ban thai 6
thé 1én dén 13 gio. Sy thai trir ctia thude qua nude tidu gin nhw hoan toan sau 4 gid tinh tir khi
két thiic tiém truyén, cé 50 — 67% & dang khong ddi. Mot lwong nho thube duge dao thai qua
mat.
QUY CACH PONG GOI:
Hop 01 lo x 1 g cefotiam.
Hop 10 lo x 1 g cefotiam.
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Co 56 san xuat:

Chi nhanh 3 - CONG TY CO PHAN DUQC PHAM IMEXPHARM
g} tai Binh Dwong.
<" > S6 22, duomg sb 2, KCN Viét Nam - Singapore II, phudong Hoa Ph,

IMEXPHARM  TP- Thi Déu M, tinh Binh Duong.

Trang 6/6
BKM-version 000



admin
Rectangle




