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TG HUONG DAN SU DUNG

®* AMPHOTRET
Bot dong kho pha tiém amphotericin B U.S.P.
Thudc nay chi ding theo don ciia bdc sy.
Thuéc nay chi ding dé tiém tinh mach cho bénh nhin nji tril.

Tén thude:
AMPHOTRET

Amphotericin B pha tiém U.S.P. (B6t dong kho)

Thanh phan, céng thirc cho mdt don vi déng géi nhé nhat:
Mbéi lo thuy tinh chua:
Amphotericin B U.S.P. 50 mg Jz,

Ta duge: Natri deoxycholat, acid phosphoric, natri hydroxyd.

Dang bao ché ciia thudc:

Amphotret 1a bt dong kho pha tiém tinh mach.

Quy cach dong goi:

Hdp x 1o dung tich 10ml chira bot dong kho pha tiém tinh mach
Chi dinh:

Amphotret (amphotericin B pha tiém tinh mach) ding chii yéu cho bénh nhan bi
nhiém nim tién trién, nguy hiém c6 kha nang de doa tinh mang. San phim nay khong
dugc dung dé didu tri nhiém ndm khéng xam 14n, nhu 12 ndm candida 4m dao, nim
miéng, nim Candida thuc quan trén cic bénh nhén c6 bach clu da nhan trung tinh &
murc binh thuong.

Amphotret (amphotericin B pha tiém tinh mach) dugc ding dé diéu tri cac nhidm ném
nhay cam véi Amphotericin B, nhu Candida spp., Aspergillus spp., Cryptococcus
neoformans, Mucor spp., Rhodotorula spp., Absidia spp.,Blastomyces dermatitidis.

Liéu lwgng, cach ding va dwong ding:

Xac dinh liéu dung amphotericin B chi yéu theo kinh nghiém c6 xét dén dép tmg diéu
tri, doc tinh trén than va kha nang dung nap thudc ciia bénh nhan. Liéu duy tri hang
ngay thong thudng ciia Amphotret 1 0,5-1 mg/kg amphotercin B; c¢6 thé dung liu







cao hon, nhung tong liéu hang ngay khong bao gior dugc vuot qua 1,5 mg/kg thé trong
vi qua liéu amphotericin B c6 thé giy ngimg tim mach va hé hip.

Phin 16n cac ching ndm nhay cam bi ttc ché in vitro & nbng d6 amphotericin B <
2ug/ml va ndng d6 thudc nay c6 thé dat duge khi dung lidu tuong duong 50-70 mg
amphotericin B. Két qua diéu tri it twong quan véi tinh nhay cam ctia ndm in vitro.

Amphotret ¢6 thé dung hang ngay hoic cach ngay. Dung cich ngay liéu dung gap doi
liéu ding hang ngay cua amphotericin B du tinh s& cho néng d6 dinh cao hon. Kha
ning dung nap thudc ciing cai thién khi ding phac d6 cach ngay do khéng phai dung
thuong xuyén s& giam bét cac tac dung bét loi do tiém truyén lién tuc.

J7z :
- Lidu thir tham do: 2

Dung lidu thir tham do s& x4c dinh dugc bénh nhén ¢ xu huéng c¢6 phan tng qua min
sOt cao hay rét run va lanh cong. Mt liéu ban dau cho 1 mg amphotericin B c6 thé
tiém truyén trong 10-30 phit ma khong cin dung thudc du phong trudc. Theo ddi
bénh nhin xem c6 phan tmg bt loi nghiém trong cé thé c6 cho dén 3 giv sau do.
Khéng nén tri hodn viéc diéu tri & bénh nhén bi bénh thé cip tinh hay suy giam mién
dich.

- Bét du didu trj v6i liéu ting dan:

Amphotret thuong dugce bit ddu véi lidu thdp va ting dan cho dén khi dat duoc lidu
duy tri mong mudn. Ly do 1a d& cai thién sr dung nap thudc cia bénh nhan déi voi
céc phan img bét lgi do tiém truyén. Cach nay trén thuc té c6 thé khong tt vi ¢ thé
gay tri hodn viéc sir dung lidu diéu tri ctia amphotericin B 1én dén vai ngay sau khi
quyét dinh bt d4u phic d diéu tri véi Amphotret. Trir trudng hop trén céc bénh nhan
khong 6n dinh, cic phan tmg bit loi do tiém truyén khong giy hdu qua di chimg
nghiém trong, khéng nén tri hodn ding liéu diéu tri caa amphotericin B (0,25-
0,30mg/kg/ngay) nhim tranh cac phan tng bét loi lién quan dén tiém truyén. Ciing
khong nén tri hodn dung liéu duy tri cia Amphotret & bénh nhén c6 {rc ché mién dich
hodc bénh cép tinh.

- Thoi gian tiém truyén:

Trong mdt thir nghiém 14m sang c6 kiém soat ngdu nhién nhim dénh gia anh hudng
cta tbc d6 tiém truyén trong thoi gian 4 gid hay 24 gio, nhan thdy 14 tiém truyén chim
amphotericin B deoxycholat trong 24 gid giam ty 1é tir vong, phan tmg bét lgi va doc
tinh trén than so v&i tiém truyén nhanh trong 4 gid. Chi dinh tiém tinh mach chdm
amphotericin B & bénh nhan v6 niéu va bénh nhén giam bai tiét kali. Khuyén cao str e

dung dong thoi v6i dung méi pha lodng 500-1000 ml dextrose tiém 5% hang ngs 2100 w‘%
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hodc cach ngay khi can pha lodng Amphotret dén ndng d6 amphotericin B khong vugt
qua 0,Img/ml.

- Céch pha thuéc:

Hoan nguyén thudc nhu sau: cho truc tiép 10 ml nudc cat pha tiém vio lo chira bjt
déng khé. Lic lo cho dén khi thu duge dung dich trong sudt. Pha lodng tiép dé thu
dwoc dung dich truyén bang dung dich tiém dextrose 5% cé pH > 4,2. Do Amphotret
khong chira chét bao quan hay kim khudn, phai tuyét dbi vo tring khi pha thudc va str
dung Amphotret.

Khong sir dung dich ddc ban dau hoic dich pha loing dé tiém truyén dung dich khong
A “ A ~
trong suot hodc co tiéu phan la.

C6 thé dung mang loc vi khuén (c& 16 1 pm) ndi tuyén dé tiém tinh mach Amphotret.
Chéng chi dinh:

Chédng chi dinh Amphotret trén céc bénh nhan di biét c6 qua min véi amphotericin B
hoiic véi bat ky thanh phén nao cia thudc.

Thén trong khi ding thudc: 02

Chi bit d4u dung Amphotret trong diéu kién c6 nhan vién y té theo ddi 1am sang.

Céc phan tng cép tinh bao gdm sbt, lanh run, dau déu, budn nén, va nén 1a thuong
gap.

Nhiéu thubc phu trg, thuong ding bao gdm acetaminophen, thuc chéng viém khong
phai steroid, thudc khang histamin, thuéc chong nén, meperidin, cic corticosteroid va
heparin dugc sir dung dé phong ngira va didu tri cic phan tmg bét loi khi dung
Amphotret. Bénh nhan c6 phdn tng manh khi ding lidu thim do coa Amphotret nén
duge ubng thude dy phong trude khi sir dung céc liu tiép theo, hodc 1a khi ¢ biéu
hién triéu chitng c6 cac phan (mg bat loi nay.

Twong tic ciia thudce véi cdc thude khac va cic loai twong tic khac:
Amphotericin B c6 thé giy dgc tinh 1én thin va do d6 cAn phai theo ddi sét sao chirc
ndng than trén bénh nhéan c6 st dung déng thoi céc thudc cé doc tinh 1én thin khéc
nhu céc khang sinh, thubc tc ché mién dich, pentamidin tiém.

Néu c6 thé, khong ding amphotericin B cho bénh nhén dang ding thuéc chéng ung
thur.

Néi chung tranh ding thudc loi tiéu khi ding amphotericin B. Néu cin phai di
thudc loi tiéu, phai theo ddi cn than tranh mét nudc va chét dién giai.
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Téc dung gay suy kiét kali ciia amphotericin B c6 thé 1am ting tac dung clia cac thudc
phong bé than kinh co va tang ddc tinh cia céc glycosid trg tim.

Céc corticosteroid c¢6 lam ting suy kiét kali va tdc dung trc ché mién dich cua cac
thubc nay c6 thé gay bat loi cho bénh nhan nhiém ndm ning.

Céc thubc gy té tai chd nhu procain HCl va lidocain HCl c6 thé giy két tia
amphotericin B. amphotericin B cling dugc cho 1a twong ky véi ranitidin HCI, céc
thudc khang histamin va vitamin.

Sir dung trén phu nir c6 thai va cho con bi:

Amphotericin B tiém di dwgc sir dung thanh cong va 13 lva chon hang dau dé didu tri
nhiém nim toan than ndng trén céc phu nit c6 thai ma khong thiy tac dung nao rd
rang trén thai nhi, nhung chi mét sé it trudong hop da duge bao céo. Cac nghién ciru vé
doc tinh trén sinh san cua amphotericin B trén thé va chudt thuc nghiém cho théy
khong c6 bing chimg nao vé ddc tinh trén phéi, doc tinh trén thai hoic tinh sinh quéi
thai. Tuy nhién, tinh an toan khi sir dung thubc cho phu nir co6 thai hodc phu nir cho
con bu chua duge thiét 14p cho Amphotret. Vi thé, chi ding Amphotret cho phu nit ¢6
thai hodc cho con bu khi ¢ bénh ly de doa tinh mang va 1gi ich cho me nhiéu hon 14

nguy co cho thai. J?‘V

Hién chwa rd c6 tim thiy amphotericin B trong sita me hay khong. Than trong khi sir
dung thudc & phu nir cho con bu va khuyén ba me ngimg cho con by.

Anh huéng ciia thudc khi i xe va vin hanh miy méc:

Vi ding amphotericin B bing dudng truyén tinh mach va bénh nhén phai ndm vién vi
thé khong cho phép bénh nhan 1i xe hogc diéu khién c4c loai may.

Téc dung khéng mong muén cia thude:

Truyén tinh mach amphotericin B bao gdm: dgc tinh 1én thén, thiéu mau, phan img
bét 1oi do tiém truyén va viém tinh mach. Ddc tinh 1én than 12 doc tinh 1én co quan
han ché dung lidu caob, biéu hién 12 hoai tir éng than. DAu hiéu triéu chimg doc tinh
1én thin bao gdm ting creatinin huyét thanh, ure mau, giam kali mau va giam magnesi
méu. Doc tinh 1én than c6 xu hudng hdi phuc, mac dit ¢6 bang chimg cho thiy lidu
dung vuot qua 4 dén S5g giy cho bénh nhin nguy co thay ddi chirc ning thin khong
hoi phuc.

il

“Thong bdo cho bdc sy nhitng tic dung khéng mong muon gdp phdi khi s
thuoc”.

dung




Pic tinh dugc lwc hoc:

Hoat tinh 1am sang cia Amphotericin B da chimg to c6 hoat tinh khéng ndm Candida
spp., Cryptococcus neoformans, Blastomyces dermatitidis, Histoplasma capsulatum,
Torulopsis glabrata, Coccidiodes immitis, Paracoccidioides braziliensis, Aspergillus
spp., va cac loai ndm gy bénh ndm Mucor. Amphotericin B 12 thudc Iwa chon trong
truong hop nhidm ndm tién trién va c6 thé gy tir vong. Ty vao ndng d9 cia thudce
trong dich co thé va tinh nhay cam ciia nAm amphoterixin B c6 thé c6 hoat tinh kim
nim hodc diét ndm

DPic tinh dwgc dong hoc:

Khi ding theo dudmg truyén tinh mach, ndng d6 dinh trong mau dat khoang tir 0,5 — 4
pg/mL. Nong d§ trung binh trong mau dat dén gia tri 500 ng/mL véi cac lidu duy tri.

Amphotericin B gin két manh véi protein huyét twong va phén bé rong rii, nhung chi
nhimg lwong rat nhé qua vao dich néo tuy.

Thoi gian béan thai ciia amphotericin B khoang 24 gid sau thoi gian diéu tri dai ngay,
thoi gian ban thai giai doan tdn cling tang toi 15 ngay.

Amphotericin khong chuyén hoa dugc bai bai tiét chdm luong nhé trong nude tidu.
Sau khi két thic diéu tri, co thé tim thiy lugng vét amphotericin B trong nudc tidu va
méu vai tudn sau d6. Amphotericin B khong dugc loai bé bang cach thdm tach mau.

Qua liéu va cich xir tri:

Qué liéu amphotericin B ¢6 thé gay ngimg tim phdi. Néu nghi ngd c6 qué liéu thi phai
ngimg diéu tri va theo ddi bénh nhan trén 1am sang va cin két hop diéu tri hd tro.
Cic déu hiéu lwu ¥ va khuyén cdo:

- Dé xa tAm tay tré em.

- Pgc ki hwéng din sir dung truéce khi dung.

- Néu cAn thém théng tin xin héi y kién bic s.

Piéu ki¢n bao quan thudc:

Bao quan & nhiét do 2 - 8 °C. Tranh anh séng tryc tiép.

Dich truyén phai dugc tranh 4nh sang trong khi truyén.

Han ding cia thudc:

24 thang ké tir ngay san xuét.




Dung dich thudc sau khi c¢6 thé on dinh trong thoi gian dén 7 ngay khi bao quan &
nhiétdo 2 - 8°C.

Tén, dia chi ciia td chirc, ca nhén chiu trach nhiém vé thudc:

Thong tin nha san xudt:

BHARAT SERUMS AND VACCINES LTD.,

Dia chi van phong: 174 Floor, Hoechst House, Nariman Point, Mumbai, Maharashtra
400 021, India

bia chi nha may: K — 27, Jambivili Village, Anand Nagar, Additional M.L.D.C.
Ambemath (E), Maharashtra, India

Cong ty nhé ju va phén phoi:

03/10/13
BHARAT SERUMS AND VACCINES
LIMITED

PHO CYC TRUONG

- 0}7‘5[ %? Mr. Bharat V. D
Q/‘oéwym ' Managing Director
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