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PANTONE 265 C
PANTONE 232 C
PANTONE 336 C

Black C

BOX LABEL

[r—

sajnodwe jws X g}

|WS/3W00S DIWVYSAIW,ND

|WS/3W00S DIWVYSAIW, £

R Thuéc bén theo don ..

10 x 5ml

& ampoules
F-"MEDSAMIC"500mg/5m

M38i éng (5 ml) chira acid tranexamic 500 mg.

Hop 2 vi x 5 6ng dung dich tiem,

Tiém tTnh mach cham. SBK:

Chi djnh, cach ding, chdng chi djnh va céc théng tin
khéc: Xem t& hwéng dan s dung kém theo.

Bao quan: Noi kho & nhiét do duwdi 30°C. Tranh anh sang.
Sé 16 SX, NSX, HD: Xem BN, MFG, EXP & day hép.
Ngdy san xul/ h&t han I ngay 01 cla thang san xuét/ hét
han.

Dé xa tam tay tré em.

| Poc ky hwéng din st dung triete khi ding.

| San xuét béi: MEDOCHEMIE LTD - AMPOULE
INJECTABLE FACILITY

Dja chi: 48 |apetou Street, Agios Athanassios Industrial
Area, 4101 Agios Athanassios, Limassol, Cdng hoa Sip.

i-} éj’ EAN CODE

Size: 88.5 x 40.5 x 106.5 mm




INNER LABEL (AMPOULE)

R Prescription only medicine
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Size: 50 x 20.7mm

500mg/ Sn
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10 x 5mi —
ampoules

" MEDSAMIC 500mg/5ml

Tranexamic acid
For slow LV. Injection

MEDOCHEMIE

| BN0000x
MFG:mmlyyyy
EXP:mmilyyyy

DNNK

MEDOCTEMIE LTD

1-10 Consta
CY-30

tinoupoleos str
11 Limassol
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Thudc nav chi dwoe bin theo sw ké don ciia thiv thude

MEDSAMIC® 500mg/5ml
Dung dich tiém

Acid tranexamic

MEOC
140 Ga
THANH PHAN oY
M&i éng 5ml dung dich chira acid tranexamic 500mg.
Td dwgc: Propylen glycol, natri metabisulfit, natri hydroxyd, nuoc pha tiém.
DUQC LY VA CO CHE TAC DUNG
Acid tranexamic c6 tic dung trc ché hé phan hiy fibrin bing céch (e ché hoat héa
plasminogen thanh plasmin, do d6 plasmin khéng duge tao ra.
Do d6 ¢6 thé ding acid tranexamic d& didu tri nhitng bénh chiy mau do phan huy fibrin ¢6 thé
xay ra trong nhiéu tinh hudng 14m sing bao gdm da chin thuong va déng mau trong mach.
DUQC DONG HOC
Sau khi tiém tinh mach mét lidu, ntra ddi trung binh trong huyét tuong ciia thude 14 2 gio. Hon
95% liéu thudc tiém tinh mach bai tiét dudi dang khéng thay dbi theo nude tién. Chire ning y
thén giam dé gdy tich tu acid tranexamic.
CHI PINH
Acid tranexamic ding d& diéu tr va phong ngira chay mau két hop véi tang phan hiy fibrin. <

Phdn hiy tai chd: Ding thdi gian ngén dé phong va diéu tri & ngudi bénh ¢6 nguy co cao chy
mAu trong va sau khi phau thut nhu:

_  Chtbo tuyén tidn liét. ’_le/

—  Citbd cb tir cung.

— Phiu thudt vi nhd ring & ngudi ¢6 bénh wa chay mau.
Phéan iy toan than:

— Bién chiing chay mdu do liéu phdp tiéu huyét khéi.

Trang 1/5 £
MEDOCHEMIE LTD
1-10 Constantinoupoleos str
CY - 3011 Limassol
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—  Xuét huyét cAp trong cac truding hop dong mau ndi mach lan téa ¢6 sy hoat héa wu thé

hé ly gidi fibrin.

LIEU LUQONG VA CACH DUNG

Dung dich tiém MEDSAMIC® 500mg/5ml chi dung tiém tinh mach cham, véi tbe d6 tiém
khéng dugc nhanh hon 1 ml/phut.

Pudng tiém tinh mach ¢6 thé chuyén sang duémg ubng sau vai ngay diéu tri.

Phén gidi cuc bp

Nguoi lén: Tiém tinh mach chidm 5-10 ml (500-1000 mg) hodc 0,5 -1 g (10-15 mg/kg) 2 -3
lir/ 24 giér. Néu diéu tri lién tiép hon 3 ngdy, nén xem xét dén viée ding MEDSAMIC®
500mg/5ml dang ubng. Céch khéc khéi diu ding dudmg tiém tinh mach, viée diéu tri tiép theo
¢6 thé tién hanh bang truyén tinh mach. Sau khi thém mét lugng dung dich pha lodng thich
hop MEDSAMIC® 500mg/5ml dung dich tidm c6 thé chi dinh & muc lidu 25 — 50mg/kg cén
ning/ ngay.

Tré em: khong khuyén ding cho tré em do thiéu thong tin vé tinh an toan, hidu qua va liéu
ding thich hop & dbi tuong nay.

Ngugi Iom tudi: khdng cén thiét giam lidu try khi ¢6 bing chirng suy than.

Phin gidi toan thin:

Trung hoa liéu phap tan huyét khéi: 10mg/kg cin niing bing cich tiém tinh mach cham.

Dong méu ndi mach lan tda c6 sy hoat hod wu thé hé ly giai fibrin: thuomg dung don lidu 10ml
(1g) 1a da dé cAm mau.

Nhitng nguwdi suy thdn, cin phai diu chinh 1iéu ding cua acid tranexamic nhu sau:

CHONG CHI PINH
Qué mén v6i acid tranexamic hay bat ky thanh phan nao cua thude.

C6 tién str mic bénh huyét khéi.

Trang 2/5

MEDOCHEMIE LTD
1-10 Constantinoupoleos str
CY - 3011 Limassol

Creatinin trong huyét thanh Liéu tiém tinh mach Sé lan ding thubc/ ngay
120 — 249 pmol/l 10 mg/kg 2 1&n 7\\/
250 — 500 pmol/l 10 mg/kg 1 l4n :
> 500 pmol/l 5 mg/kg 1 l4n

ystan!
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Trudng hop phu thudt hé than kinh trung wong, chiy mau hé thin kinh trung wong va chay
mau dudi mang nhén hodc nhimg truong hop chay mau nio khac.

Suy thén néng.

C6 tién sir ddng kinh.

Khong nén sir dung cho tré em do thiéu théng tin.

THAN TRONG

Nguoi suy than: Do cé nguy co tich lily acid tranexamic.

Ngudi bi huyét niéu tir duong tiét niéu trén, c6 nguy co bi tic trong than.

Ngudi ¢6 tién sir huyét khéi khong nén ding acid tranexamic trir khi cing dugc diéu tri bang
thubc chéng déng. Chay méu do dong méu rai rac ndi mach khong dugc diéu tri bing thude
chéng phan huy fibrin trir khi bénh chii yéu do rdi loan co ché phan huy fibrin. Trong trudng
hop phan huy fibrin ¢6 lién quan tdi sy ting dong mau trong mach (héi chimg ti€u hodc phéan
hiy fibrin), cdn phai thém chét chéng dong nhu heparin véi liéu luong da dugc cin nhic cin
than. Xem xét sy can thiét phai dung chét khang thrombin IIT cho nhing ngudi bénh c6 tiéu
thu nhimng yéu ) dong mau, néu khong, su thidu hut chét khéng thrombin III c6 thé can trd tac

dung cua heparin.

PHU NU CO THAI

Khéng nén dung acid tranexamic trong nhitng thang dau thai ky, vi da c6 théng bao v& tac
dung gy quéi thai trén dong vét thi nghiém. Kinh nghiém 1am sang vé diéu tri bing acid
tranexamic cho ngudi mang thai con rat han ché, cho dén nay dit liéu thuc nghiém hoic 1am
sang cho thay khéng tang nguy co khi ding thudc. Tai lidu vé dung acid tranexamic cho nguoi
mang thai c6 rat it, do d6 chi dang thudc trong thoi ky mang thai khi dugc chi dinh chit ché va
khi khong thé dung cach diéu tri khéc. N/

PHU NU CHO CON BU
Acid tranexamic tiét vao sita me nhung nguy co vé tac dung phu déi véi tré em khong chic c6
thé xay ra khi dung liéu binh thuong, vi vdy ¢6 thé ding acid tranexamic véi liéu thong

thuong, khi cin cho ngudi cho con ba.

Trang 3/5
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ANH HUGONG CUA THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC
Vi thudc nay c6 thé gdy chong mit va thay dbi nhan thirc mau, nén dung thudc thén trong khi
dang i xe hodc van hanh méay moée.

TUONG TAC THUOC
Khéng nén ding ddng thoi acid tranexamic véi estrogen vi c6 thé gay huyét khéi nhiéu hon.

Thén trong khi ding ddng thoi acid tranexamic véi cac thubc cAm mau khéc.

TAC DUNG KHONG MONG MUON

Thuong gap, ADR > 1/100

R6i loan tiéu hoéa c6 lién quan dén lidu dung: Budn ndn, ndn, tiéu chay.
Toan thén: Chdéng mat.

It gap, 1/1000 < ADR < 1/100

Tuén hoan: Ha huyét 4p sau khi tiém tinh mach.

Hiém gdp, ADR <1/1000

Mit: Thay dbi nhén thirc mau.

Thong bdo cho bdc sy nhitng tic dung khong mong muén gip phdi khi str dung thuoc.

QUA LIEU

Chua c6 théng bao vé truong hop qué liéu acid tranexamic. Nhimg triéu chimg qua lidu c6 thé
1a: Budn ndn, ndn, céc tri¢u chimg va/hodic ha huyét 4p tu thé dimg. Khong c6 bién phép dic
biét dé diéu tri nhiém dgc acid tranexamic. Néu nhiém déc do tiém truyén, nén duy tri b sung
dich dé thic ddy bai tiét thudc qua than va ding céc bién phap diéu trj triéu chimg va didu tri

ho tro. VA

TUONG KY
Khong nén trdn 1&n dung dich acid tranexamic tiém véi dung dich ¢ chira penicillin, hodc véi

mau d truyén vao mau.

Trang 4/5
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P& truyén tinh mach dung dich tiém MEDSAMIC® 500mg/5ml c¢6 thé duge tron chung véi
cac dung dich sau: Natri clorid 0,9%, glucose, dextran 40, dextran 70 hodc dung dich dién giai
Ringer. C6 thé cho dung dich tiém MEDSAMIC® 500mg/5ml va herparin vao cing mot dung

dich tiém truyén.

QUI CACH PONG GOI: Ong 5ml. Hop 2 vi x 5 dng.

BAO QUAN: Noi kho & nhiét d dudi 30°C. Trénh 4nh sng.

HAN DUNG: 60 thang ké tir ngay san xut. LTD
0§ str

Khéng diing thuoc khi @ hét hgn siv dung.

Dé xa tim tay ciia tré em

Poc kj hwdong din sit dung triede khi ding

Néu cin thém thong tin, xin héi y kién bic st ql/

San xuit béi: MEDOCHEMIE LTD - AMPOULE INJECTABLE FACILITY
Dia chi: 48 lapetou Street, Agios Athanasios Industrial Area, 4101 Agios Athanasios, Limassol,
Cong hoa Sip.

TUQ. CUC TRUONG
P.TRUONG PHONG

ﬂ?ay@% Hi uy »?{i?-ncgz
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