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TANG CUONG MIEN DICH
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Ngi dung to hudng déin siv dung thuéc tiém Aslem

ASLEM

hudc nay chi ding theo don thuéc”

>/ CONG TY
cO PHAN \¥
| DUCC PHAM |4 |

“Peé xa tam tay tré em”

k§ hwéomg din sir dung truwée khi dung”

Cho 1 éng thudc tiém 1 ml chira:

Thanh phan duge chat: Glyeyl funtumin Mebodlarid.........onihe v 0,3 mg
Thénh phdn td dwoc: Natri clorid, nude cAt pha tiém vd............ovvvvooooon 1,0 ml
Dang bao ché:

Dang bao ché: Dung dich tiém

Hinh thite: Ché pham 14 dung dich trong, khéng mau, dugc dong trong éng thuy tinh, han kin,
khong ran nit, khong den dau.

pH=4,5+6,5

Chi dinh:

Trong khoa ung thu: St dung ciing véi phac dd hoa tri liéu hay xa tri sau phau thuat cét khéi u
(trong ung thu gan, da day, dai truc trang, phé quan, phdi, vi) va véi ung thrr gan khong ¢6 chi
dinh md, nhim kéo dai thoi gian séng ctia bénh nhan.

Sir dung cling v6i khang sinh trong diéu tri nhidm tring ngoai khoa.

Liéu ding - cich dung:

Liéu diing: Theo chi dinh cta bac si diéu tri.

Liéu ding thong thudng: 0,3 mg/lan, 3 lan/tudn ngay sau phau thuat va trong cac dot didu tri
bing héa chit hay tia xa. D& ting cudng hiéu qua cia thube, thoi gian ding thube nén duoc kéo
dai it nhat 1a 2 nim.

Sir dung ciing véi khang sinh trong diéu tri nhidm tring ngoai khoa: 1 - 3 éng/ngay phéi hop véi
khang sinh va ngoai khoa dac hiéu. Thoi gian diéu tri tir 2 - 10 ngay tiy thudc vao sy thodi trién
clia ton thuong.

Cich ding: Tiém bip, tiém dudi da hoc tiém tinh mach.

Khéng c6 yéu cau dic biét vé xir 1y thude sau khi sir dung.

Chéng chi dinh:

Min cam véi bét ctr thanh phdn nao cta thudc.

Phu nir ¢6 thai va cho con bu.

Cinh béo va thin trong khi dung thube:

Can than trong d6i v&i nhitng bénh nhan c¢6 tién st dj ung.

Do chua ¢6 du dit lidu vé do an toan khi sir dung thudc cho ddi twgng tré em dudi 18 tudi, ciing
nhu d6i v6i nhitng bénh nhén ¢ suy giam chic ning gan va than, nén can phai can nhic nguy
co/loi ich khi sir dung thude cho dbi twong nay.

Sir dung thubc cho phu nir ¢6 thai va cho con bi:

Sit dung thuédc cho phu nir cé thai:
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Sie dung/thuoc cﬁbfk’u i@ cho con bii:
Chua c6 sb he;u yem-a
dung thudc chd doi
Anh huéng: ua uoelen kha ning lii xe, viin hanh may méc:
Chua c6 bang chung vé anh huéng cia thudc 1én kha nang lai xe, van hanh may moc.
Twong tic thube:
Chua c6 ghi nhan vé twong tac clia Aslem véi cac thude khic.
Twong ky thudc:
Do khdng ¢6 céc nghién ctru vé tinh twong ky cta thudc, khong tron 1an thude nay vai cae thube
khéc.
Téc dung khéng mong muén ciia thube (ADR):
Trong qua trinh luu hanh thude trén thi trudng, chua thdy c6 tic dung khong mong mudn nghiém
trong nao duge béo cdo vé nha san xudt va trung tdm theo ddi ADR Québc gia.
Trong céc thir nghiém 1am sang, mt s6 tac dung khong mong muén sau day duge ghi nhin: Man
ngira, mé day, ndn, budn non, tio bén.
“Thong bdo ngay cho bdc sy hodic dige sy

nhitng phén teng cé hai gdp phai khi siv dung thuéc”
Qui liéu va cach xir tri:
Thir nghiém ddc tinh cép cho thdy thudce ¢6 pham vi didu tri rong, lidu LDso cua glyey! funtumin
16n gép 12000 ldn didu tri. Hién chua c6 bdo cdo ndo vé& qua lidu trong qua trinh lwu hanh thude
Aslem.
Néu xdy ra qua lidu, c6 thé sir dung céc bién phap hd tro va didu tri tridu chung. Tich cuc theo
d5i dé c6 bién phap xur tri kip thoi.
DPic tinh dwge lwe hoc:
Mi ATC: Khong ¢6
Glycyl funtumin c6 tic dung ting cudong mién dich khong dic hiéu doi voi ca dap tmg mién dich
dich thé va ddp ing mién dich qua trung gian té bao:
+ Trén dap mg mién dich dich thé, glycyl funtumin ting cudng phan tng tao quing dung huyét
(Jerne Cunningham).
+ Trén d4p tmg mién dich qua trung gian té bio, glycyl funtumin hoat héa chie ning thyc bao
ctia dai thue bao, ting chuyén dang lympho bao va kha ning phuc hdi tao Rosette E bi tic ché boi
theophylin. G bénh nhan ung thwr dai truc tring, glycyl funtumin kich thich té bao lympho T ting
tiét cytokin type 1 (IL-2, IFN) va trc ché tiét cytokin type 2 (IL-4, IL-10).
Glycyl funtumin én dinh mang héng céu va lysosome.
Glyeyl funtumin ting cudng strc dé khang chéng nhiém khudn in vivo va trén thuc nghiém géy
viém phiic mac boi true khuan mu xanh khéng khing sinh.
Trong thir nghiém 1am sang déi chimg ngfu nhién c6 kiém soat két hop véi phic dd héa trj lidu
5-FU + acid folinic sau md & bénh nhan ung thu dai truc trang, thudce ¢ tic dung phuc hdi sb
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lugng va chirc nang oia é bao mién dich ngoai vi: CD3, CD4 va CD8, dong thoi lam tang
khé ning thamrﬂffé?n; an;:v CD4 va CD8 vao tb chirc ung thu dai truc trang,
r P -
Ket qua lam sang:theo.ddi sty
vi, tuy, dai truc 'ti‘é't(ﬁg VA ihg t
i A\ VINK PHUC fo } e )

sau moO so v&i nhom kho - dung thudc. Aslem c6 tac dung kéo dai thoi gian song cua cic
: 1 R =

bénh nhéan ungthug guyén phat khong c6 chi dinh md so v&i nhém chi sir dung cdc bién

ng Aslem cho thdy trén cdc ung thu dudmg tidu hoa (da day, tdm

gan ¢ chi dinh md), thude ¢6 tic dung kéo dai thoi gian sdng

phép didu tri quy uée. Trén ung thu phé quan, phéi, thubc 1am tiang ty 1& sdng s6t sau md cua
bénh nhan, ddng thoi cai thién ty 18 t& bao lympho mau ngoai vi so véi nhém ching,
Trong thir nghiém 1am sang c6 ddi ching két hop véi phac dd héa tri lidu chudn sau phiu thuat
ung thu v cho théy nhom diéu tri bfmg Aslem c6 xu hudng 1am tang sd luong bach cdu, bach
cdu lympho va hdng céu trong thoi gian dau sir dung thude. Cac gié tri ndy giam din trong nhimg
dot diéu tri sau nhung van nim trong gi6i han sinh 1y binh thudng. C6 sy cai thién vé thoi gian
song thém sau md va giam xudt hién tai phit & nhém duoc diéu trj bing thude.
Theo di bénh nhén viém da nhiém khudn, nhot ddu dinh do Staphylococus aureus ¢in can thiép
ngoai khoa cho thdy phédi hop tiém glycyl funtumin vao xung quanh ving tén thuong duge phiu
thuét két hop v6i khang sinh cho phép 1am gidm mitc do xam lan va phat trién cta ton thuong,
tang sb lugng bach cu va bach ciu lympho, rit ngin thoi gian sir dung khéng sinh.
Diic tinh dwge dong hoe:
Da duoe nghién ctru trén ngudi tinh nguyén, dung lidu don 0,6mg tiém bap va tiém tinh mach,
thu dugc céc théng sb duge dong hoc sau:
Sau tiém bép: Cmax = 9,14ng/mL; tmax = 6,83 phit; AUC = 289,59 (ng/mL x phut).
Sau tiém tinh mach: Crax = 40,68ng/mL; tmax = 2 phtt; AUC = 320,45 (ng/mL x phut).
Sinh kha dung tuyét déi dudmg tiém bip: 91,68%.
Quy cach dong goi:
Hop 1 vix 10 éng x 1 ml
Diéu kién bio quan: Noi kho rdo, nhiét dd dudi 30°C, tranh anh sing.
Han dung: 36 thang ké tir ngay san xuit.
Tiéu chuén chit lwgng: TCCS
Tén, dia chi co s& san xuit:
CONG TY €O PHAN DU(C PHAM VINH PHUC
S6 777 Dudng Mé Linh - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phic
DT: 02113 861233 Fax: 02113 862774
Dia chi nha mdy: Thon Mau Thong - P. Khai Quang - TP. Vinh Yén - Tinh Vinh Phue

- "
L

TUQ.CUC TRUONG

PR | S e



