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ATOSIBAN-BFS

Atasiban 7.5 mg/ml {duds dang atosiban acetat)
& xa tdm tay tréem
Do ky huting din si dung true khi dimg

Thinh phén

Wi ml chia :

Thitnh phin hoat chit: 7.5 mg atosiban dud dang atosiban scetat
Thinh phin t duoc: D-Mannitol, acid hydroclorid, auoe cit pha tigm.
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Dang bho chi: Dung dich tiém
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~Tidm bolus iy khdi diu 675 mg /0.9 mi trong mét phi
~Truayén libn tuc v liéu 18 ma/aid trong 3 gid, ::ﬁ'“'“"‘““" Nhgc diu,
Trusyés fién tuc i 4 6 moigis cha din 45 gt hale cho din khi cic con co-tl cung 83 gidm. chéng mit
Todn b this gian diku trf khéng nén qué 48 git. Téng liéu khéing vugt qus 330,75 mg atositan 85 low tm Nhip tim nhanh
£6 thé sit dung cic dot difu tri thibm bling atasiban néu cic con co thi phit. mach
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Sitdung thudc & phy nir <6 thai dudi 18 tué] vh riloan vi trang W
su-manﬂhmquch-mmowrﬂmwmuuﬂchmmma«n cung
Chidiém st dung vé thao tde: e i Tehs | sét
Chudin bi dung dich tnayéntioh me: e Pt o
a!uwummmunmmm;mwmamm-mmmnmckm wiydn
dich sau:
- NaCCl 0,9% khéi luong/thé tich (wiv). T

- Dung dich Ringer lactat

- Dung dich glucose 5% khii lugngthé tich lwivi.
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Chisng chl djnh

Khéng duge diing stasibar:

- Néu bénh nhiin o6 thal dugi 24 tudn hode trén 33 tuin.

- Néu bénh nhiin bj v mng 61 sém sau 30 tulin o6 thal.

~Néu thal phit trién khéng ddy di vh cé nhip tim thai hit thubng.

- Ny bbnh nhdn bj chby mau tilf cung cén phil sinh ngay 13p tuc.

«Néu bénh nhin b tlén sikn gidt nghidm trong (vt huyét dp cao,  dich vivholic protein trong AUGe
tibu) bl s gidt (cic com co gidt lién quan vél thén sdn gidth cin phii sinh.

~Néu thai @8 chie.

- Néu biénh ihdn nghi ngé bj nhidm khudn td cung.

= Néu mﬁhmtﬂmmhﬁntﬂtﬁﬂﬂpmﬁﬂﬁ cung. din dén bénh nhau che mét phin
hode tokn bl cf til cung).

-~ Néu nhau bj bong .
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nguy him.

- Néu biénh nbdn bl dj ing vesi atosiban hodic bt iy thanh phin nbokhic clia thude.

Ciinh bio va thiin trong khi diing

Thin trong dic bidt khi dung atosiban:

- Bénh mnmmﬂmmumwmammmmmn&nmw
gilta boi bich cidia wie trl hodin vidc sinh nd 861 voil nguy co fiém kn cia vidm mbng &

- héu b@nh nhiin bi chc viin dé vé thin hale gan.

- Néu nhau khéng & i trl binh thiréng.

. Méu biénh nhan bi da thai halc mang thai giia 24 tuln v 27 tuln.

- Nu clic con co ti pht, o6 thé 1p 131 vide @iy tri bing atosiban thism 18 da 3 lin.

- Chim phit trién thal trang tif cung: trong trubng hop ndy cln dinh gid mic b phit trién cia thai
nhi trugic khi 3if dyng hodc sit dung Lai thudc.

-Trong sudt Mﬂmﬂuﬂmmmwﬂmmwlﬂcmm bénh nhinva nhip
tim thai

- Sau sinh, trén b thuyét atosiban & thé lam gldm khi niing co lal ciia ti cung. Bidu ndy cd thil gly
chily miu. Tuy nghilin chua quan sit duoc hiln tuong ndy tnén lm sing

~Da thalva si dung cic thusc o hoat tinh gim co thit nhi thudc chen kinh calel, - mimetic ¢é thé
gly tiing nguy ca phi Mwumumummmmmnmmummm
Sit dung thusc che phy ni b thal vi cho con bi

Atosiban chi nén duoc ding khi su chuyén da truée ki sinh i dusc chin dodn gida 24 tulnvh 33
tudn 4 cia thai ky.

Mgitng cho con bi khi dang sit dung thusc do vikc cho con bi c6 thé lbm tang gili phéng axytocin,
tang co bép 1 cung vl lam mét tc dyng cla thusc

Trong chc thil nghibm Lim sing vél atosiban chia ghi nhin tic dung nda trén phy ni cho con bl
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Céc nghibn cdu vé ddc tinh 81 vol phai thai chuia cho thiy tic dung déc cla atosiban. Chua ob ng-
i cilu o duge thige hign v khi ning sinh sdn vi 1 phat ién phai gial doan som.

Anh hitimg cila thuse bin kha ndng lii xe, win hinh miy méc

Khiyng cb théing tin

Turrng the, tuomg ky ciia thudc

Atosiban khéng lién quan dén tuang tic gida cie thudc duge chuyén héa qua trung gan cytochrom
P450, Wi céc nﬂhcmmmwm&mmwummmmwwm
P450 va khiing tc thé céc enzym cia cytochrom P450 chuyén héa thudc.

Ciic. nghitn cuu v tuang ke thudc di duge thise hin trén nhilng nguii ndl tink nguyén khde manh
diiryg atosiban véi betamethason vl labetalol Chia ghi nhdn tuang tc nbe likn quan vé im sing

phut. Tuy nhién, muc sinh khd dyng clia labetalol trong dién tich dudi duting cong néng 85 - thoi
gian (AUC) khong thay 661 Su tuong tic d3 ghi nhan duoc khaing ¢4 lién quan v lim sing. Labetalol
khoing ci tc dung lén dug déng hoc el atosiban.

Chuia 6 nghién cdu nio duge thige hin vl cic khing sinh, céc alkaloid nim am gh va cic thude tr}

Cic biéin o hé hip it khé thisvh phis phil, die bigt ién quan dn vibc 50 dung B6ng thi cic sin

ohém thubc khdc voi hoat inh gidm ca thit 1 cung, nbu chit 86 khing calci v beta-mimetics, &/

hobc & phy n mang da thal, da dusc blo closau tipthi. o
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tridbu chiing cu thi,
Ko
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thai khie manh trang thai kj, tf 1t néng d8 atosiban & bao thai/me 1 0,12
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chuydin héa chinh M1 (des-{Om’, Gly-NH2 "-iMpa'. D-Tyr{ELY, Thr*-ouytocin} vdi ndng 84 stosiban
trong huyét tuong 13 1.4 v 2.8 & gl thit hai vh o két thac truyén thudc. Khisng biét M1 cé tich iy
trong mé hay khong.
Thei trir
Chiti hé atosib i tid, g it trong nude tidu cla atosiban thip han
50 lin sowdi M1.Ty wmmwmmmmm biér Chiitchuyén héa chinh M1
6 hoat tinh kém 10 1n 30 wii atosiban trong vidc ngin chiin chc con co bl cung do exytocin gly ra
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Bénh nhdn suy thin hodc suy gan
Khing cé kinh nghidm diu trj atosiban & binh nhiin suy gidm chis niing gan hode thin. Khing cin
thidt hidu chinh iy & bénh Mnuqlh.m\ddﬂmﬂhmgnhﬂmlhmd‘mwﬂtmnmm
bbb rhan susy gidim chie ndng gan, atosiban nién duse sir dung cin thin
Quy ciich déng gék
Ding cho liéu nap {tiém rink mach}
Lo nhya 0.9 mi

Lo nhta § mi
Hep 1 le nhua
Hop 10 Ip nhya.
Hiyp 20 o nhyia.
Bio quin: Bio quin trong bao bi kin, trénh dnh sing, & nhigt 48 2-8°C
Han ditngs 24 thing ki tif ngiy sin xult
Tidu chukn shit lugng: Tibu chudn cousdl
Mhis sin xult

Cong ty ¢f phiin Dugc phim CPC1 Ha N§i
Cum céng nghilép Ha Binh Phurang, xi Vin Binh, huyén Thitng Tin,



