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Rx Thuéc ké don 

Nystatin 100.000 IU 
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@ NAM THAI DUONG PHARMA 

GMP-WHO 

VIEN DAT AM DAO 

NEODOMAX 
Neomycin sulfat 35.000 IU 

Polymyxin B sulfat 35.000 IU 

Hép 2 vix 5 vién nang mém dat 4m dao 
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Thanh phan: 
Neomycin sulfat ..........:0c 
Nystatin 00.0.0... * 
Polymyxin B sulfat 
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Dé xa tam tay tré em. 
Doc ky huéng dan st dung truée khi ding. 

Chi dinh, cach ding & liéu ding, 
chéng chi dinh va cac théng tin khac: 
Xem trong to huéng dan str dung thuéc 
kém theo. 
Bao quan: Noi khé, nhiét d6 duai 30°C 

tranh anh sang. 
Tiéu chuan: TCCS, 
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Reg. No./SDK: ABIPHA. -CNC 

Batch No./LSX: Manufactured t ty/ § San xuat tai: 

Mfg. Date/NSX: cONG TY cd PHAN DUGC PHAM CONG NGHE GAO ABIPHA 

Exp. Date/HD: Bla chi: L6 dat CN-2, KCN Phi Nghla, X. Phi Nghfa, H. Chuong My, Tp. Ha Ngi, Viét Nam. 

Distributed by/Phan phai bdi: 
CONG TY TNHH DUgC PHAM NAM THAI DUONG 

Bia chi: Lau 2, 51/2A Thanh Thai, Phung 14, Quan 10, Thanh phd Ho Chi Minh, Viet Nam 

Bign thoai: 028.38655377 
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Rx Thuéc ké don 

NEODOMAX | 
Neomycin sulfat 35.000 IU 

Nystatin 100.000 IU 

Polymyxin B sulfat 35.000 IU 

~, 

©) NAM THAI DUONG PHARMA 

GMP-WHO 

VIEN BAT AM DAO 

—
 

Hop 1 vi x 10 vién nang mém dat 4m dao 
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Thanh phan: 
Neomycin sulfat .........cce 35.000 IU 

Nystatin oo... .100.000 JU 

Polymyxin B sulfa 

Ta dugc 

Dé xa tam tay tré em. 
Doc ky hudéng dan sir dung truéc khi dung. 

Chi dinh, cach ding & liéu ding, 

chéng chi dinh va cac théng tin khac: 
Xem trong to huéng dan st dung thuéc 
kem theo. 

Bao quan: Noi khd, nhiét d6 duéi 30°C 

tranh anh sang. 

Tiéu chudn: TCCS. 
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Reg. No./SDK: ABiPHA. -CNC 

Batch No./LSX: 

Mfg. Date/NSX: 

Exp. Date/HD: 

Manufactured t ay/ San xuat tai: 
CONG TY CO PHAN DUOC PHAM CONG NGHE CAO ABIPHA 

Bia chi: Lo dét CN-2, KEN Phi Nghia, X. Phi Nghia, H. Chuong My, Tp. Ha NGi, Vigt Nam. 

Distributed by/Phan phi bai: 
CONG TY TNHH DUC PHAM NAM THAI DUGNG 

Dia chi: Lau 2, 51/2A Thanh Thai, Phudnig 14, Quan 10, Thanh phd Ho Chi Minh, Vigt Nam 

Bign thoai: 028.38655377 
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Rx Thuéc ké don GMP-WHO 

VIEN DAT AM DAO 

NEODOMAX 
Neomycin sulfat 35.000 IU 

Nystatin 100.000 IU 

Polymyxin B sulfat 35.000 IU 

* 

© NAM THAI DUONG PHARMA Hp 2 vi x 10 vién nang mém dat 4m dao 

CONG TY \ 
COPHAN — \ 

UOC PHAM 
CONG NGHE -. 

ABIPHA A 
zor, The 

Thanh phan: 
Neomycin sulfat .........0ccc008 35.000 IU 

Nystatin... ..100.000 IU 

.35.000 IU Polymyxin B sulfat 

Ta duge «0... 

Dé xa tam tay tré em. 
Boc ky hwéng dn st? dung truéc khi ding. 

Chi dinh, cach dung & liéu dung, 
chéng chi dinh va cac théng tin khac: 
Xem trong to huéng dan si? dung thuéc 
kém theo. 

Bao quan: Noi khd, nhiét dé dudi 30°C 

tranh anh sang. 

Tiéu chuan: TCCS. 
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Reg. No./SDK: A\BIPHA. -cNC 
Batch No./LSX: 

Mfg. Date/NSX: 

Exp. Date/HD: 

Manufactured by/ San xuat tai: 
CONG TY cd PHAN DUC PHAM CONG NGHE CAO ABIPHA 

Bla chi: Lo dat CN-2, KCN Phi Nghia, X. Phi Nghia, H. Chulong My, Tp. Ha N6i, Viét Nam. 

Distributed by/Phan phi bai 
CONG TY TNHH DUdc PHAM NAM THAI OUONG 

Bia chi: Lau 2, 51/2A Thanh Thai, Phung 14, Quén 10, Thanh pho Ho Chi Minh, Viet Nam 

Bign thoai: 02838655377 
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TO HUONG DAN SU DUNG THUOC 
i ding theo don thudc 

NEODOMAX 
Doc kf hwéng dan sw dung trudc khi ding - Dé xa tam tay tré em 

THANH PHAN CONG THUC: M6i vién chita: 
Thanh phan duac chat: 

Neomycin sulfat 35 000 IU 

Nystatin 100 000 IU 

Polymyxin B sulfat 35 000 IU 

Thanh phan la duoc: 

Sap ong trang, dau dau nanh, dau co, lecithin, gelatin, glycerin, dung dich sorbitol 70%, 

methylparaben, propylparaben, titan dioxid, oxid sat do. 

DANG BAO CHE: Vién nang mém dat 4m dao. 
M6 ta: Vién nang mém dat 4m dao, hinh thuén dai, mau hong nhat. 

CHI DINH: 
Diéu tri tai chd viém dm dao bao gom: viém 4m dao do vi khudn, viém 4m hd do Candida 

albicans va Candida non-albicans va viém am dao hén hgp. 

CACH DUNG & LIEU DUNG: 

Liéu ding 
Dung cho nguoi Ion. 

Dat mot vién vao dm dao vao budi téi trong 12 ngay. 

Cach ding 

Dua m6t vién nang vao sau trong 4m dao, tét nhat 1a 6 tu thé nam. 

Viéc diéu tri sé di kém véi loi khuyén vé vé sinh (mac dé lot bang vai cotton, tranh thut rva 

4m dao, deo bang vé sinh trong khi diéu tri) va loai bé cae yéu t6 nguy co cang nhiéu cang 

tot. 
Diéu tri cho ban tinh can duge xem xét tuy theo ttmg truong hop. 

Khong dimg diéu tri trong chu ky kinh nguyét. 

CHONG CHI DINH: 
Thudéc nay chong chi dinh trong cdc truong hop sau: 

- Quad man cam voi cdc hoat chat hoac vi bat ky ta dugc nao cua thudc (hoac nhay cam voi 

hoat chat khac trong cting nhém voi thudéc nay). 

- Khi str dung bao cao su nam, bao cao su nit hoac mang chan. 

- Déi tuong bi di tng voi dau phong hoae dau nanh. 

- Khi dang str dung thudc diét tinh tring. 

CANH BAO VA THAN TRONG KHI DUNG THUOC: 
- Negimg diéu tri khi c6 hién tuong khéng dung nap hodc co phan tg di tmg tai chd. 

- Khong ding thuéc nay cho bénh nh4n di (mg voi dau nanh va/hodc cac ché pham cua dau 

nanh. 
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Tuan thu thoi gian diéu tri, dé tanh hién tuong khang thudc gay nhiém tring thir phat. 
- Do chua cé so ligu vé kha nang hap thu neomycin va polymyxin B cua niém mac 4m dao, 

nén nguy co anh hung toan than, dac biét trong truong hop suy gidm chtrc nang gan, than va 

bi bénh tiéu dudng 1a khong thé loai tri. 
- Trong thdi gian diéu tri, khong ding mang ngan am dao hoac bao cao su, do nguy co bi v6, 

rach do thuéc. 

- Khéng ding d6ng thoi thudc diét tinh tring, vi ligu phap nay cé thé ngan can hoat d6ng cua 
cdc thudc diét tinh tring tai chéd. 

Théng bdo cho bac si cdc thudc ban dang ding, ké ca cde thudc khéng ké don, trudc khi diéu 

tri voi Neodomax. 

SU DUNG THUOC CHO PHU NU CO THAI VA CHO CON BU: 
Phu ni co thai: 

Chua c6 bao cao lim sang vé tac dung phu va doc tinh khi str dung thudc 6 phy ni mang thai. 
Chi ding thuéc khi c6 chi dinh cia bac si. 
Phu ni cho con bu: 

Chua c6 so ligu ve viéc thudc c6 bai tiét vao stra me hay khéng, do dé khong nén dung thuéc 
nay trong thoi ky nudi con bu. 

Can can nhac gitta loi ich va nguy co khi ding thuéc cho phy nit mang thai va nudi con bang 
stra me. 

ANH HUONG CUA THUOC LEN KHA NANG LAI XE, VAN HANH MAY MOC: 
Hién van chwa c6 bang chimg vé anh hudng ctia thude lén kha nang Idi xe, van hanh may 
moc. 

TUONG TAC, TUONG KY CUA THUOC: 
Twong tac cia thudée: 

Khong két hgp thuée trong cac truong hop sau: 

+ Khi su dung bao cao su nam, bao cao su nit hodc mang ngan. 

Nguy co rach bao cao su hoac mang ngin do thanh phan cla thuéc cé thé gay hong chat liéu 

lam mang. 

+ Khi str dung thude diét tinh tring 

Hau qua c6 thé dan dén tranh thai khong hiéu qua. Do bat ky phuong phap diéu tri 4m dao tai 
ché nao eiing cé kha nang 1am giam hodc bat hoat bién phap tranh thai diét tinh tring tai ché. 
Twong ky cia thuédec: Do khong cé cac nghién ctru vé tinh tuong ky ctia thuéc, khong tron 
lan thudc nay voi cac thudc khac. 

TAC DUNG KHONG MONG MUON CUA THUOC: 
Tac dung khéng mong muén ctia thudc duoc phan loai theo hé co quan. Cac tac dung khéng 

mong muén duge bdo cao tu phat, tan suat la khong 16 (khong thé uée tinh duoc tir dt liéu 

san c6). 

Hé co quan Tan suat Tac dung khéng mong muén 

R6i loan hé mién dich =| Khong rd | Qué man: phat ban, ngtra, noi may day va phan tg 

phan vé. 

Roi loan hé sinh duc va | Khong r6 | Cac phan tmg tai ché nhu cam gidc nong, ngttra, 

tuyén vil kich tmg, man do va pht née. 

Thong bdo ngay cho bac si hode duge si nhitng phan wng cé hai gap phai khi sit dung 

thudc. 
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QUA LIEU VA CACH XU TRI: 
Dung thudc qua nhiéu va kéo dai co thé gay ra cdc tac dung toan than (thinh gidc va than), 

dac biét & bénh nhan suy than. Str dung kéo dai citing lam ting nguy co mac bénh cham di 

ung. 

DAC TINH DUOC LUC HOC: 
Nhoém duge ly: Thuée sat khuan va chong nhiém khuan phu khoa. 

Ma ATC: GO1AAS1 

Neodomax 1a dang phéi hop 3 hoat chat Neomycin, Polymycin B va Nystatin. Trong do, 

Neomycin 1a khang sinh nhém aminoglycosid, Polymycin B la khang sinh nhom polypeptid, 

Nystatin la thuéc chéng nam, cé tac dung chéng Candida. 

Neomycin sulfat: 

Neomycin 1a khang sinh nhém aminoglycosid co tac dung diét khuan qua tre ché qua trinh 

sinh tong hgp protein cua vi khuan bang cach gan v6i tiéu don vi 30S cua ribosom vi khuan 

nhay cam. Neomycin chu yéu ding tai ché dé diéu tri nhiém khuan 6 da, tai, mat do tu cau va 

céc vi khuan nhay cam khdc. Neomycin thudng phéi hop véi polymycin B, bacitracin, 

colistin, gramicidin. 

Nhiing vi khuan nhay cam véi neomycin nhu: Staphylococcus aureus, Escherichia coli, 

Haemophilus influenzae, Klebsiella, Enterobacter cac loai, Neisseria cac loai. 

Neomycin khéng cd téc dung véi Pseudomonas aeruginosa, Serratia marcescens, 

Streptococci bao gém ca Streptococcus pneumoniae hoac Streptococcus tan mau. 

Vi thudc duge ding tai chd kha phé bién nén da c6 théng bao khang thudéc tuong déi rong, 

trong dé dién hinh la cdc tu cau Staphylococcus, mét s6 dong Salmonella, Shigella va 

Escherichia coli. Su khang chéo véi kanamycin, framycetin va paromomycin da xay ra. 

Polymyxin B sulfat: 

Polymyxin B va cae polymyxin khac 14 nhom nhiing khang sinh cé mdi lién quan chat ché do 

cae ching Bacillus polymyxa tao nén. Polymyxin B cé tac dung diét khuan. Thudc gan vao 

phospholipid lam thay d6i tinh tham va thay d6i cau tric mang bao tuong vi khuan, gay ro ri 

cdc thanh phan bén trong. 

Polymyxin B cé tac dung trén da sé cdc vi khudn Gram am, trir Proseus spp.. Thudc dic biét 

hiéu qua déi voi Pseudomonas aeruginosa. Nhiing ching vi khuan Gram 4m nhay cam khaéc 

bao g6m Acinetobacter spp., Enterobacter, E.coli, Klebsiella spp., Haemophilus influenzae, 

Salmonella, Bordetella pertussis, Shigella. Loai Vibrio cholerea 01 con nhay cam nhung hai 

typ El Tor va 0139 da khang thudc. Cac vi khudn nhu Serratia, Burkhoderia, Providencia 

spp. va Bacteroides fragilis thuong khang thudc. Polymyxin B khéng cé tac dung déi véi 

Neisseria spp., vi khuan ky khi, vi khuan Gram duong. Mét sé nam nhu Coccidioides immitis 

con nhay cam, nhung hau hét da khang thuéc. Vi khuan phat trién khang thuédc chim va it 

xay ra v6i polymyxin B. Cé su khang chéo hoan toan gitta cae dan chat cua colistin 

(polymyxin E) va polymyxin B, nhung khéng thay c6 tu liéu vé su khang chéo gitta cac 

polymyxin va cac khang sinh khac. 

Hoat tinh khang khuan cia polymyxin B tang lén khi két hop véi cloramphenicol, tetracyclin, 

sulfonamid va trimethoprim. Tac dung cia thuéc giam di khi co mat cdc ion kim loai kiém 

thé héa tri 2 nhu calci, magnesi. Tac dung nay it 16 trén in vivo so véi in vitro. Polymyxin B 

duoc ding tai ché, thuong phéi hop véi cdc thuéc khae dé diéu tri nhiém khudn da, mat, tai 

va m6t sé nhiém khuan khae do vi khuan nhay cam. 

Nystatin: 
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La mét polyen, khang sinh chéng nam duge chiét xuat tr dich nudi cay nam Sfreptomyces 

noursei. Nystatin co tac dung kim ham hode diét nam tuy thude vao néng dé va dé nhay cam 

cua nam, Khong tac dong dén vi khudn chi binh thudng trén co thé. Nhay cam nhit 1a céc 

nam men va c6 tac dung rat tét trén Candida albicans. 

Nystatin cé tac dung chéng nam do lién két véi cdc sterol & mang té bao nam, lam bién déi 

tinh tham va chtre ning cua mang, nén kali va cdc thanh phan té bao thiét yéu khac bi can 

kiét. Nystatin dung nap tot ngay ca khi diéu tri lau dai va hiém gay khang thuéc. Khi khang 

thuéc, Candida khang nystatin thi cing khang cdc polyen chéng nam khac. Cac triéu chimg 

nhiém nam Candida sé giam trong vong 24-72 gid. 

Nystatin c6 tac dung chéng béi nhiém Candida albicans dung tiéu héa trong qua trinh diéu 
tri khang sinh. Thudc duge ding tai chd, khong ding dé diéu tri nhiém nam Candida toan 

than. 

DAC TINH DUOC DONG HOC: 

Neomycin sulfat: 

Neomycin duoc hap thu kém qua dudng tiéu hoa (3%), khoang 97% liéu uéng duce bai tiét 
duéi dang khéng d6i qua phan. Sau khi udng 3g, ndng dé dinh trong huyét thanh dat duoc 
khoang 4 microgam/ml va khi thut thuéc sy hap thu citing tuong tu. Hap thu thudc 6 thé tang 
lén khi niém mac bi viém hoac t6n thuong. Khi duge hap thu, thuéc sé thai trir nhanh qua 

than dudi dang hoat tinh. Nira doi cla thuée khoang 2 - 3 gid. Khoang 0 - 30% thuéc gan voi 

protein, thé tich phan b6 0,36 lit/kg. 

Polymyxin B sulfat: 

Polymyxin B sulfat hap thu tot qua phic mac; khong hap thu qua dudng tiéu hda, trir 6 tré 

nho cé thé hap thu toi 10% liéu: khong hap thu dang ké qua niém mae va da nguyén ven hoac 

bj tréc lp phu ngoai nhu trong trudng hop bi bong nang. 

Nong dé dinh trong huyét tuong dat duoc sau 2 gid khi tiém bap nhung khéng én dinh, mot 

phan polymyxin B sulfat bi bat hoat boi huyét thanh, 

Polymyxin B phan bo rong rai dén mang té bao trong m6 co thé, polymyxin B khéng gan 

nhiéu véi protein huyét tuong. T hudc khong phan bé trong dich nao tly (ké ca khi mang nao 

bi viém) va khéng qua nhau thai. C6 sy tich léiy thudc sau khi ding liéu nhac lai. 

Nira doi huyét thanh ctia thudc trén ngudi 1én c6 chtte nang than binh thuong khoang 4,5 - 6 

gid va kéo dai & ngudi suy than, kéo dai 2 - 3 ngay 6 ngudi bénh c6 Cler < 10 ml/phut. 

Thai trir chinh qua loc cau than. Khoang 60% lung thuéc hap thu duge tim thay trong nude 

tiéu dudi dang khong déi. O ngudi Ién, trong khoang thi gian gitta 12 - 24 gid sau liéu ban 
dau, thay rat it polymyxin B trong nue tiéu, co thé do thuéc gan véi phospholipid cia mang 

té bao than. Thuée con tiép tuc bai tiét trong 24 - 72 gid sau liéu cudi cling. Tré nho, bai tiét 

polymyxin B nhanh hon ngudi lon; 40 - 60% lung thuéc hap thu duge bai tiét trong vong 8 

gid trong nude tiéu. Loc mau hay loc mang bung khong loai trir dang ké polymyxin B. 

Nystatin: 

Nystatin hap thu kém qua dung tiéu hoa, khong hap thu qua da hay niém mac khi ding tai 

ché, thai trir chi yéu qua phan dudi dang chura chuyén héa. 

QUY CACH DONG GOI: IOp 2 vi x 5 vién; hép | vi, 2 vi x 10 vién. 

DIEU KIEN BAO QUAN: Noi khé, nhiét d6 dudi 30°C, tranh anh sang. 

HAN DUNG: 36 thang ké tir ngay san xuat. 
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TIEU CHUAN CHAT LUONG: TCCS. 

San xuat tai: 

CONG TY CO PHAN DUOC PHAM CONG NGHE CAO ABIPHA 
Dia chi: L6 dat CN-2, Khu cong nghiép Pha Nghia, X4 Phu Nghia, 

Huyén Chuong M¥, Thanh phé Ha Noi, Viét Nam. 

Website: www.abipha.com.vn 

Dién thoai: 024.33520098 Fax: 024.63253888 

Phan phéi boi: 

CONG TY TNHH DUQC PHAM NAM THAI DUONG 
Dia chi: 51/2A Thanh Thai, Phuong 14, Quan 10, Thanh phé Hé Chi Minh, Viét Nam. 

Dién thoai: 028.38655377 


