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Thubc ban theo don GMP-WHO

Tiém tinh mach

PACETCOOL 1g CTM

Cefotiam hydrochloride tuong ducng cefotiam 1g

San xuét nhugng quyén ciia: CTCP NIPRO PHARMA
lg 2-2-7, Dosho-machi, Chuo-ku, Osaka, Japan

Tai: CTCP HOA-DUQC PHAM MEKOPHAR
297/5 Ly Thudng Kiét - Quan 11 - TP.HCM - Viét Nam
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PACETCOOL 1g

Cefotiam hydrochloride equivalent to cefotiam 1g

N 1g

' COMPOSITION:

| Cefotiam hydrochloride
‘ equivalent to cefotiam
‘ Anhydrous sodium carbonate q.s.................. 1 vial

Read the directions carefully before use.
Always keep out of reach of children.
Specifications: In-house.

"ONu TY{
- co pHAM ‘n'\ SDK/Reg. No.:
f HGA - Dugc ?HAN‘; S6 16 SX/Batch No.:
\V\M K‘JPPA / Ngay SX/Mfg. Date:

HD/Exp. Date H
\P Wb o

re in a dry place, protect from light, not exceeding 30°C.

Under licence of: NIPRO PHARMA Corporation
2-2-7, Dosho-machi, Chuo-ku, Osaka, Japan
Manufactured by: Mekophar Chemical Pharmaceutical Joint-Stock Co.
297/5 Ly Thuong Kiet St. - Dist.11 - Ho Chi Minh City - Vietnam
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Cefotiam hydrochlorid | =
PACETCOOL 1g  onaungcoitan....1 |

Cefotiam hydrochloride tuong duong cefotiam 1g

Sodium carbonate khan viia da 1 lo
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R, PACETCOOL 1g
Thube bot pha tiém
CONG THUC:
Cefotiam hydrochloride
Tuong duong Cefotiam ............c.oeveveveeeeeeeeeeeeeeeeeeee, lg
Sodium carbonate Khan............cccooocveeveeveoeeeeee, viradu 1 lo
DUQC LUC HQC:

— Cefotiam la mot khéng sinh ban tong hgp thudc ho beta-lactam trong nhém cephalosporin
thé hé 3, ¢6 pho tac dung rong ddi voi vi khudn Gram duong va Gram 4m. Thudc ¢ tac dung va
duoc st dung tuong tu nhu cefamandole. Thude dugc tiém bip hodc tiém tinh mach dudi dang
hydrochloride nhung liéu lwong dugc tinh theo dang base.

— Cefotiam hydrochloride (cefotiam hexetil hydrochlorlde) A4 mot tién duge. Khi udng,
cefotiam hexetil dugc thily phan ¢ té bao thanh rudt dé giai phong ra cefotiam c6 hoat tinh. Co
ché tac dung cua cefotiam 1a do te ché su tong hop thanh té bao cua vi khuan Phé tac dung cua
cac khang sinh beta- lactam lién quan dén dic tinh cua khang sinh gin vao cac protein gin
penicillin nim trén mang té bao vi khuén. Cefotiam c6 4i lyc manh di véi protein 1 va protein 3
gan penicillin, 1a cac protein can thiét cho té bao phat trién va phan chia. Cefotiam qua mang
ngoai cua E.coli nhanh hon gip 2 — 10 14n so véi cefazolin va cephalexin. Cefotiam bén vitng
v6i nhiéu beta lactamase nhung twong dbi kém hon so véi mot sb cephalosporin thé hé 3 khac va
khong c6 tac dung chong Pseudomonas aeruginosa, Enterobacter cloacae. Do vay, thube khong
duoc khuyén céo dé diéu tri theo kinh ‘nghiém nhiing nhiém khuén do 1y truyén trong bénh vién.

— Céc chung nhay cam: Vi khuan wa khi Gram duong: Staphylococcus nhay cam véi
meticilin, Streptococcus nhom A, B, C va G, cac Streptococcus khac, Streptococcus
pneumoniae; vi khudn wa khi Gram &m: Bramhamella catarrhalis, Citrobacter koseri,
Escherichia coli, Heamophilus influenzae, Klebsiella, Proteus mirabilis, Proteus vulgaris,
Providencia; vi khuan ky khi: Fusobacterium, Peptostreptococcus, Prevotella.

— Céc chung khang: Vi khuan wa khi Gram dwong: Enterococcus, Listeria monocytogenes,
Staphylococcus khang meticilin; vi khuan wa khi Gram am: Acinetobacter, Citrobacter freundii,
Enterobacter, Morganella morganii, Pseudomonas, Serratia; vi khin ky khi: Bacteroides
fragilis, Clostridium.

DUOC PONG HQC:

— Hép thu: Cefotiam hexetil bi thily phan & té bao thanh rudt dé giai _phong cefotiam ¢ hoat
tinh. Sinh kha dung ctia cefotiam khoang 45%, khong phu thudc vao liéu va khong thay dbi do
thirc an.

— Phan bd: Sau khi tiém bip 1 g cefotiam, ndng do dinh trong huyét twong dat dugc 1a 16
mg/lit, 1 gi¢ sau khi tiém va sinh kha dung cua cefotiam 1a 63 — 74%. Nira doi huyét twong 1a 1
gi0. Sau khi cho thudc lién tiép, khong co hién tuong tich liy thude trong co thé Thé tich phan
bd ctia cefotiam sau khi tiém tinh mach 12 0,5 lit/kg (khoang 35 — 40 lit), cao gap 2 hoic 3 lan thé
tich phan bd cua cac cephalosporin tiém khac, cho thdy thudc dé dang phan b vao cic mé va
dich co thé nhu xuong, da, mat, than, tai, miii, hong va dom.

— Chuyén hoa va thai trir: Sau khi hép thu, chit chuyén héa chinh do thiy phan cefotiam
hexetil 1a cefotiam. Chét nay c6 hoat tinh va hau nhu khong bi chuyén héa. Pao thai qua loc cau
than va do 6ng than tiét. Hé s thanh thai cta than 1a 250 ml/phut, 30 — 35% liéu dung dugc tim
thdy trong nudc tiéu dudi dang khong chuyén hoéa. Cyclohexanol giai phong trong thanh rudt khi
thity phan cefotiam hexetil dugc chuyén héa thanh cyclohexanediol, cht nay dugc dao thai qua
than.

— Trudng hop suy than, suy gan, ngudi cao tudi, sinh kha dung khong thay Ctéi. O ngudi cao
tudi, he sé thanh thai than hoi thip hon so véi nguoi tré, nhung nhimg thay d6i vé duoc dong nay
khong can pha1 diéu chinh lidu.

— O ngudi suy gan, suy than ndng, cefotiam dao thai chdm va cyclohexanediol lai dao thai
chdm hon. C6 thé loai trir bang thAm phan mau, khoang 44% liéu ding duoc thdy trong dich

thim phan. Khong thim phan mang bung dwoc vi chi 6% cua lidu 1 g cefotiam duoc thdy trong
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dich tham phén trong 5 gi®y tham phan lién tyc.
CHI PINH:

Diéu trj cac truong hop nhiém khuén tir vira dén ngng do vi khuén nhay cam, viém dudng mat,
du phong nhiém khuan do phau thuét.

CACH DUNG:

— Theo chi dinh cua bac s¥.

— Chi duogc dl‘lng tiém tinh mach.

- Nguwoi lon: Lleu thong thuorng 6 g/24 gio, chia 1am nhiéu 14n, cach 6 gio tiém 1 1an.

— Ngwoi cao tudi: Khong can chmh liéu.

— Bénh nhén suy than: Néu hé s thanh thai creatinin > 20 ml/phut, khong can diéu chinh lidu;
tuy nhién khéng duoc vuot qua 400 mg/24 gio. Néu hé s6 thanh thai creatinin < 16,6 ml/phut
hodc <20 ml/phut, liéu phai giam t&i 75% liéu thong thuong, khi cho cich nhau 6 — 8 gio/lan.
Khong can thay ddi liéu, khi cho céch nhau 12 gio.

— Diéu chinh lidu trong khi thim phan mau: Sau khi thAm phan mau, bd sung 50% lleu

— Tiém tinh mach: Hoa tan thude vao nuéc cat pha tiém hodc dung dich tiém truyén NaCl

0,9% hodc dung dich tiém truyén Dextrose 5%.

— Truyén tinh mach:

Nguoi 16n: trong thoi gian 30 - 120 phut. C6 thé hoa 0,25 — 2 g (twong duong luong 1 lan sir
dung) véi dung dich tiém truyén Dextrose 5%, dung dich chét dién giai hodc dung dich amino
acid.

* Luu y: khong nén sir dung nude cét pha tiém khi truyén tinh mach vi dung dich s& khong ding
truong.

* Phuong phép hoa tan Cefotiam va nhiing diéu cén chu y khi sir dung thude:
— Khi hoa tan thude, nhé doc ky hudng dan hoa tan thuéc
— Trong qua trinh diéu tri ¢6 the xay ra hién tuong sdc va phat ban qua tiép xutc nén néu thiy cac

triéu chung: tay bi sung, ngua, man do, toan than phat ban va ngira, dau bung, budn nén, nén mira
thi nén han ché tiép xtc thudc 1an sau.
— Trude khi ding thude: khi tiém phai kiém tra xem thudc da duoc hoa tan hoan toan hay chua,
sau khi hoa tan nén sir dung ngay. Néu khong thé su dung ngay thi phai sir dung trong vong 8 gio.
Trong trudong hop nay, mau vang nhat ctia dung dich thudc s& chuyén tré nén dam hon.
— Khi dung thude: khi tiém tinh mach mot lugng lon thude s& c6 truong hop dan dén chimg dau
mach méu, hodc viém tinh mach huyét khdi can hét stc chuy dén viée diéu ché dung dich tiém, vi
tri tiém, ciing nhu phwong phap tiém va khi tiém thudc can tiém cham nhét c6 thé. ’
— Trong thanh phan cua thubc c6 chira Sodium carbonate khan, khi hoa tan thude (ti€m tinh
mach) c6 phat sinh khi CO; nén thude duoc dong trong lo giam ap. Tuy nhién van phat sinh mot it
ap suat duong nén can tuan thu theo cach pha thude sau:
1. Bom dung méi vao lo:

Tién hanh bom 5ml dung méi vao lo thudc.

Luuy:

* Khong bom qua Sml dung méi vao lo.

* Néu khong bom dugc Sml vao lo mdt cach
dé dang thi khdng st dung

Lo giam éap

2. Rt ngay kim tiém ra khoi 1o:
Rut ngay kim tiém ra khoi lo va lac déu lo

khoang 20 gidy dbi véi lo Cefotiam 1g. Ap suat trong lo hoi
tang sau khi hoa tan

-en—C

Khoang Sml
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3. Hit dung dich thudc: & X
Ap suat trong 1o hoi

» Sau khi hoa tan thudc trong lo, 14t nguge O P I
10 lén va xuyén kim tiém vao dé hut dung dich thudc. T Sau_ Lhoa an 1
+ Khong dé mii kim cao hon mit dung dich thube \ﬁ‘ Dung dichthuoe  —
Céch dung ding Céch dung sai

4. Tiém vao tinh mach:
Pha lodng dung dich thudc thanh 20ml khi tiém vao tinh mach.

CHONG CHI PINH:

— Ngudi bénh ¢ tién sir qua man véi cac thanh phan ctia thubc hodc véi céc khang sinh nhom
cephalosporin.

~ Bénh nhan suy than ning (hé sé thanh thai creatinin < 20 ml/phut), suy gan.

THAN TRONG:

— Phai ngimg diéu trj khi thdy c6 ddu hiéu di img. Phai hoi k¥ tién st di tmg khi ké don
cephalosporin, vi 5 — 10% truong hop c6 di g chéo véi penicillin.

— Rét hiém xay ra viém dai trang gla mac. Néu xay ra, phai ngimg ngay va cho diéu tri thich
hop. Thubc c6 thé lam duong tinh gia test Coombs hodc khi tim glucose trong nudc tiéu bang
phuong phéap dung chét khir.

— Phai than trong dbi véi ngudi bénh bi suy than nang.

THOI KY MANG THAI - CHO CON BU:

— Phu nir mang thai hodc c6 kha néng dang mang thai: Tuy chua c6 du dit li¢u lam sang va
trén dong vat, néu thiy can, c6 thé sir dung thuoc dugc.

— Phu nit cho con bt: Thudc vao sita it, s lugng rat thdp so véi liéu diéu tri. Do do, co thé cho
con bu khi dung | thuoc nay. Tuy nhién, phai ngimg cho con bu hozc ngimg thudc néu thiy dia tré
bi tiéu chay, nhiém ndm Candida hodc phét ban trén da.

TAC DUNG PHU:
Hiém gap, ADR < 1/1000

— Ditung ¢ da, ri loan tiéu hoa (buén ndn, non, kho tiéu, ti€u chay).

— Maéu: Biéu hién nhét thoi, chi yéu ting bach ciu ua eosin, giam bach ciu trung tinh.

— Gan: Tang AST, ALT, phosphatase kiém va creatinin huyét.

— Thén: Chirc nang than bi thay d6i khi ding khang sinh cting nhém, nhét 1a khi dung két hop
v6i aminoside va thude loi tiéu.

— Phan ing phan v¢.

— Khoang 6% ngudi bénh tiém tinh mach bi viém t4c tinh mach.

TUONG TAC THUOC: ,
Vian dé dic biét vé chi s INR (International normalized ratio: Ty sb chuan hoa qudc té). C6

nhiéu trudong hop tac (dung cua thubc chong dong mau tang khi dung cung voi thudc khang sinh.
Rat kho phén biét phan nao la do bénh ly nhiém khuén va phan nao 1a do thude diéu tri dd gay ra
mét can bang chi s6 INR. Mot sé khang sinh da biét co nhleu lién quan dn chi s6 INR nhu
fluoroquinolone, macrolide, cycline, cotrimoxazole va mot s6 cephalosporin.

Pé tranh tuong tac gitra cac thude, thong bao cho bac sy hodc duge s§ vé nhimg thudc dang sir
dung.
QUA LIEU VA CACH XU TRi:

— Céc triéu chung cta qua lidu bao gdm: Budn ndn, ndn, dau ving thuong vi, tiéu chay, co
giat.

— X tri: Diéu tri triéu ching.
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HAN DUNG: , o
36 thang ke tir ngay san xuat. Khong sir dung thudc hét han dung.

BAO QUAN:

— Noi kho réo, tranh 4nh sang, nhiét d6 khong qua 30°C.

— Nén tiém, truyén dung dich thudc ngay sau khi pha. Néu khong thé sir dung ngay thi phai str
dung trong vong 8 gio.

TRINH BAY:
Hop 10 lo. .
Tiéu chuan 4p dung: TCCS
Pé xa tam tay tré em
Poc k¥ hudéng dan sir dung trude khi dung.

Néu can thém thong tin, xin hoi ¥ kién béc sy.
Thudc nay chi sir dung theo su ké don ctia bac sy.
CONG TY CO PHAN HOA - DUQC PHAM MEKOPHAR
297/5 Ly Thuong Kiét — Q11 — TP. HS Chi Minh — Viét Nam
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