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B) MAT BEN VA MAT PAY

. &J Prescription only GMP-WHO

Box of 10 vials of powder for injection

IV injection - IV infusion

PACETCOOL 0.5g

Mixture of cefotiam hydrochloride and sodium carbonate equivalent to cefotiam 0.5g

Manufacturer:
Mekophar Chemical Pharmaceutical Joint-Stock Company
297/5 Ly Thuong Kiet St., W.15, Dist.11, Ho Chi Minh City, Vietnam
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TO HUONG DAN SU DUNG THUOC:

Ry

PACETCOOL 0.5¢g
Thudc bot pha tiém

Thuéc nay chi dung theo don thude.
Dé xa tam tay tré em.
Doc k§ hudng dan sur dung trude khi dung.

Thanh phén c¢éng thirc thudc:

Mai lo chira:

Thanh phéan hoat chit:

Hon hop Cefotiam hydrochloride va Sodium carbonate

toromiey Sikeenr LRI sumensmmosassomes o smman o ssmniossini s shsmmnemusmnn 0,5¢g

Dang bao ché: Thubc bot pha tiém.
Mo ti san pham: Bot mau trdng dén vang nhat, dong trong lo thuy tinh nut kin.

Chi dinh:
Piéu tri cac truong hop nhiém khuén tir vira dén ning do vi khudn nhay cam, viém dudong mat, du
phong nhiém khuén do phiu thuat.

Cich dung, lieu dung:

Cdch dung:

Tiém tinh mach, truyén tinh mach.

Liéu diing:

— Theo chi dinh cua bac s¥.

— Chi dugc dung tiém tinh mach.

- Nguwoilon: Lleu thong thucmg 6 g/24 gi®, chia lam nhiéu lan, cach 6 gio tiém 1 lan.

— Ngwoi cao tudi: Khong can chlnh lidu.

— Bénh nhan suy than: Néu hé sé thanh thai creatinine > 20 ml/phut, khong can diéu chinh liéu; tuy
nhién khong dugc vuot qua 400 mg/24 gio. Néu hé s6 thanh thai creatinine < 16,6 ml/phut hoac
< 20 ml/phut, liéu phai giam t6i 75% liéu théng thuong, khi cho cach nhau 6 — 8 gio/lan. Khong
can thay di liéu, khi cho cach nhau 12 gio.

— Diéu chinh lidu trong khi thdm phan méu: Sau khi thdm phéan mau, bd sung 50% liéu.

— Tiém tinh mach: Hoa tan thubc vao nudc cit pha tiém hodc dung dich tiém truyén Sodium
chloride 0,9% hoic dung dich tiém truyén Dextrose 5%.

— Truyén tinh mach:

Ngudi 16n: trong thoi gian 30 — 120 phat. Cé thé hoa 0,25 — 2 g (twong dwong luong 1 1an
sir dung) v6i dung dich tiém truyén Dextrose 5%, dung dich chét dién giai hodc dung dich amino
acid.

* Luu ¥: khong nén sir dung nudc cat pha tiém khi truyén tinh mach vi dung dich s& khong ding
truong.

Chéng chi dinh:

— Ngudi bénh c6 tién sir qua man vé6i cac thanh phan cta thudc hodc véi cac khéng sinh nhom
cephalosporin.

— Bénh nhan suy than ning (hé sb thanh thai creatinine < 20 ml/phut), suy gan.

Canh bio va than trong khi dung thudc:
— Phai ngimg di€u tri khi thdy c6 dau hiéu di tung. Phai hoi k§ tién s di ung khi ké don
cephalosporin vi 5 — 10% truong hop cé di g chéo véi penicillin.

— Rét hiém xay ra viém dai trang gid mac. Néu xay ra, phai ngimg ngay va cho dleu tri thich hop.
Thubc ¢6 thé lam duong tinh gia test Coombs hoic khi tim glucose trong nudc tiéu bang phuong
phap dung chat khur.

— Phai than trong dbi voi nguoi bénh bi suy than nang.

Sw dung thudc cho phu nir ¢6 thai va cho con bu:
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Phu ni¥ co thai:

— Tuy chua c6 du dit liéu 14m sang va trén dong vat, néu thy can, ¢ thé sir dung thude duoc.

— Khong c6 thong tin vé& ddc tinh trén thai nhi.

Phu nit cho con bu:

Thudc vao sita it, sé luong rat thap so voi liéu diéu tri. Do do, co thé cho con bu khi ding thude nay.

Tuy nhién, phai ngimg cho con bu hodc ngimg thudc néu thiy dua tré bi tiéu chay, nhiém nim
Candida hodc phat ban trén da.

Anh hwéng ciia thude 1én kha ning ldi xe, van hanh may méc:
Chua c6 bang chung vé anh hudng cta thuoc 1én kha nang lai xe, vdn hanh may moc.

Twong tac, twong ky ciia thude:

Twong tic ctia thubc:

Vén dé dac biét vé chi sé INR (International normalized ratio: Ty s6 binh thuong héa qudc té).
C6 nhicu truong hop tac dung cua thubc chéng déng mau tang khi ding ciing voi thude khang sinh.
Rét kho phéan biét phin nao la do bénh ly nhiém khudn va phan nao 1a do thudc diéu trj da gy ra
mat can bing chi s INR. Mot sé khang sinh dd biét c6 nhiéu lién quan dén chi s6 INR nhu
fluoroquinolone, macrolide, cycline, cotrimoxazole va mot s cephalosporin.

Pé tranh twong tac gitta cac thudc, théng bao cho bac sy hoic duogc sy vé nhiing thudc dang
st dung.

Twong ky ciia thuéc:

Do khéng c6 cac nghién ctru vé tinh twong ky cta thudc, khong tron 1dn thubc nay véi cac thude
khéc.

T4c dung khéng mong mudn ciia thude:
Hiém gdp, ADR < 1/1000

— Diung & da, r6i loan tiéu hoa (buén non, non, kho tiéu, ti€u chay).

— Mau: Biéu hién nhit thoi, chi yéu tang bach cau wa eosin, giam bach cAu trung tinh.

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

— Than: Chtre niang than bi thay ddi khi ding khéng sinh ciing nhém, nhat 14 khi dung két hop véi
aminoside va thudc 1oi tiéu.

— Phan ung phan v¢.

— Khoang 6% nguoi bénh tiém tinh mach bi viém tic tinh mach.

Théng bao ngay cho bac sy hodc dugc s§ nhitng tdc dung khong mong mudn gdp phai khi st dung
thudc.

Qui lidu va cach xir tri:

Quid liéu: Cac triéu ching cua qud lidu bao gdm: Budn ndn, non, dau ving thuong vi, tiéu chay,
co giat.

Cdch xir tri: Diéu tri triéu ching.

Pac tinh dugec lwe hoe:

Nhém dugce ly: Khang sinh nhom cephalosporin.

Ma ATC: J01DCO7.

— Cefotiam 1a mot khang sinh ban tong hop thudc ho beta-lactam trong nhém cephalosporin thé
hé 3, ¢6 phd tac dung rong ddi voi vi khudn Gram duong va Gram am. Thubc ¢6 tac dung va duge
st dung twong tu nhu cefamandole. Thube duge tiém bip hodc tiém tinh mach dudi dang
hydrochloride nhung liéu lugng dugc tinh theo dang base.

— Cefotiam hydrochloride (cefotiam hexetil hydrochlorlde) 1a mot tién duoc. Khi udng, cefotiam
hexetil dugc thiy phan & t& bao thanh rudt dé giai phong ra cefotiam c6 hoat tinh. Co ché tac
dung cua cefotiam la do tc ché su téng hop thanh té bao cla vi khudn. Phd tac dung cua cac
khang sinh beta-lactam lién quan dén dic tinh cta khang sinh gan vao céc protein gan penicillin
nim trén mang té bao vi khuan Cefotiam ¢6 ai luc manh dbi véi protein 1 va protein 3 gan
penicillin, la céc protein can thiét cho té bao phat trién va phan chia. Cefotiam qua mang ngoai
ctia E.coli nhanh hon gip 2 — 10 1an so véi cefazolin va cephalexin. Cefotiam bén ving v6i nhidu
beta lactamase nhung tuong d6i kém hon so v6i mot sb cephalosporin thé hé 3 khac va khong c6
tac dung chong Pseudomonas aeruginosa, Enterobacter cloacae. Do vy, thudc khong duge
khuyén céo dé diéu trj theo kinh nghiém nhitng nhiém khuan do lay truyén trong bénh vién.
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— Céc ching nhay cam: Vi khudn wa khi Gram duong: Staphylococcus nhay cam véi methicillin,
Streptococcus nhom A, B, C va G, cac Streptococcus khac, Streptococcus pneumoniae; vi khuén
va khi Gram am: Branhamella catarrhalis, Citrobacter koseri, Escherichia coli, Heamophilus
influenzae, Klebsiella, Proteus mirabilis, Proteus vulgaris, Providencia; Vi khuidn ky khi:
Fusobacterium, Peptostreptococcus, Prevotella.

— Céc ching khang: Vi khuan wa khi Gram duong: Enterococcus, Listeria monocytogenes,
Staphylococcus khang methicillin,; vi khudn wa khi Gram am: Acinetobacter, Citrobacter freundii,
Enterobacter, Morganella morganii, Pseudomonas, Serratia; vi khuan ky khi: Bacteroides
fragilis, Clostridium.

Pic tinh dwoc dong hoc:

— Hép thu: Cefotiam hexetil bi thity phan ¢ t& bao thanh rudt dé giai phong cefotiam c6 hoat tinh.
Sinh kha dung cua cefotiam khoang 45%, khong phu thudc vao lidu va khong thay ddi do thirc an.

— Phan bd: Sau khi tiém bép 1 g cefotiam, ndng do dinh trong huyét tvong dat duoc 1a 16 mg/lit,
1 gior sau khi tiém va sinh kha dung ctia cefotiam 1a 63 — 74%. Thoi gian ban huy 1a 1 gio. Sau khi
cho thudc lién tiép, khong cé hién tuwong tich liy thudc trong co thé. Thé tich phén b6 cla
cefotiam sau khi tiém tinh mach la 0,5 lit’kg (khoang 35 — 40 lit), cao gap 2 hozc 3 lan thé tich
phan bd cua cac cephalosporin tiém khac, cho thay thudc d& dang phan bd vao cac méd va dich
co thé nhu xuong, da, mat, than, tai, miii, hong va dom.

— Chuyén hoa va thai trir: Sau khi hip thu, chit chuyén héa chinh do thity phén cefotiam hexetil 1a
cefotiam. Chat nay c6 hoat tinh va hdu nhu khong chuyén héa. Pao thai qua loc ciu than va do
éng thén tiét. Heé sb thanh thai cua than 1a 250 ml/phut, 30 — 35% lidu dung dugc tim thdy trong
nuée tiéu dudi dang khong chuyen hoa. Cyclohexanol giai phong trong thanh rudt khi thuy phan
cefotiam hexetil duoc chuyén héa thanh cyclohexanediol, chét nay dugc dao thai ‘qua than.

— Trudng hop suy thén, suy gan, ngudi cao tudi, sinh kha dung khong thay d6i. O ngudi cao tudi,
h¢ s6 thanh thai than hoi thap hon so v&i nguoi tré, nhung nhing thay déi vé duoc dong nay
khong cén phai diéu chinh liéu.

— O nguoi suy gan, suy than nang, cefotiam dao thai cham va cyclohexanediol lai dao thai chdm
hon. C6 thé loai trir bang thdm phan mau, khoang 44% liéu ding dugc thy trong dich thim phén.
Khong tham phan mang bung duoc vi chi 6% cua lidu 1 g cefotiam duoc thiy trong dich tham
phan trong 5 git tham phan lién tuc.

Quy cach dong goi:
Hop 10 lo.

Diéu kién bao quin, han dung, tiéu chuin chét lrgng ciia thude:

Piéu kién bio quain:

Thudc bdt pha tiém: Noi khd rao, tranh 4nh sang, nhiét d6 khong quéa 30°C.
Dung dich thudc sau khi pha: Xem muc Han dung.

Han diung:

Thudc bdt pha tiém: 24 thang ké tir ngay san xuat

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

Khéng st dung thude hét han dung.

Tiéu chudn chit luwong: TCCS.

Tén, dia chi ciia co' s¢' san xuét thudc:

CONG TY CO PHAN HOA - DUGC PHAM MEKOPHAR

S 297/5, Ly Thuong Kiét, Phuong 15, Quén 11, Tp. Hd Chi Minh.
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