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Injection solution | Dung djch tiém

For IV/Tiém tinh mach

Warnings. avoid the axtravasation of
the drug dunng inpection because the
high pH of the flucrascein solution
may cause local tissue damages.

Keep out of the reach of children,
Read carefully the leaflet before use
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hudng ¢én sir dung trudve khi ding

Box of 10 ampoules x § m|

Manufacturer/Nha sén xudt:
MONICO SPA

Via Ponte di Pletra 7
VENEZIAMESTRE
{ITALY)

Rx Prescription drug - Thuéc ban theo den

FLUORESCEIN SODIUM MONICO

FLUORESCEIN SODIUM MONICO
Fluorescein sedium 1g/5ml

MONICO 5PA

ImportariNha nhép khiu;

Reg. NalSBK:

Batch No./S4 16 §X:
Mig. DateMgay SX:
Exp. Date/Hgn ding:
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luoreecen godwm 1 gSml
1 For IV

MONICO 5.PA

Batch N':  Exp. Data

COMPOSITION: Each ampouls contalns
Fluorescoen sodium,..
Water for Injection .5 ...
INDICATION, CONTRAINDICATION,
DOSAGE, ADMINISTRATION AND OTHER
INFORMATION: Plaass ses internal lsaflel
STORAGE: A tamparsture helow 3'C, protec
from lighl. Da not freeze and sion in eingersior.
SPECIFICATION: Manutaciurer s

THANH PHAN: Mi Sng chits:
Flunrescsin natd.......
Fiurere: cit pha tiém
CHI BINH, CHONG CHI BNH, LIEY DONG,
CACH DUNG VA CAC THONG TIN KHAC:
Yam trong 18 hutng din s dyng

BAO QUAN: (O nhidt 43 dudi 30°C, minh érh
sdng. Trinh 04 dong lanh.

TIEU CHUAN: TCCS
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Rx Thubc ban theo don
HUONG DAN SU DUNG THUOC TIEM FLUORESCEIN SODIUM MONICO

TRINH BAY: Hop 10 éng x 5ml.

THANH PHAN

Mbi dng Sml ¢6 chira:

Hoat chdt: FIuorescein natri..........ccoevevcveveverevecresnenn L €
Ta duoc:

Nudc cit pha tim .........cccceeeericiesnneiierinsrenen Viza dit 5 ml

CAC PAC TiNH DUQC LUC HQC

Co ché tac dung cua thubc dua vao kha ning phat huynh quang khi hép thu 4nh sang & budc séng
465 — 490nm. Huynh quang mau vang xanh clia thudc s& danh ddu ving hé mach ctia véng mac mau
va mbng mit.

CAC PAC TINH DU'()C DONG HQC

Trong vong 7 — 14 gidy sau khi tiém thudc vao tinh mach truée khuyu tay, fluorescein thuong Xuat
hién tai cdc ddng mach trung tam ¢ mat. Trong vong vai phut sau khi tiém thudc vao tinh mach, da
¢6 thé vang hon va nhat méau dan sau khi sir dung thude duge 6 — 12 gio. Cac tinh toan khac nhau vé
lwong phén phdi ctia fluorescein cho théy thube ciing dugc phéan phdi tot vao cac té bao k& (0,5L/kg).
Fluorescein bj chuyén hoéa nhanh chéng thanh dang fluorescein monoglucuronid. Mot gidr sau khi
tiém tinh mach fluorescein natri (14mg/kg) cho 7 nguoi khoe manh, khoang 80% fluorescein trong
huyét tuong chuyen hoa thanh dang glucuronid lién hop. Fluorescein va cac chit chuyén hoéa cta no
duoc bai tiét chii yéu qua than. D¢ thanh thai ¢ than khoang 1,75 mL/phut/kg va do thanh thai & gan
(do c6 dang lién hop) khoang 1,50 mL/phut/kg. Fluorescein dugc thai trir hét ra khoi co thé sau
khoang 48 — 72 gi¢r sau mdi liéu don.

CHI PINH
Fluorescein dugc st dung de chuén doan bing phuong phap chup X quang mach mau & day mét va
hé mach mau ving mong mit.

CHONG CHI PINH ) ‘ :
Chong chi dinh ¢ nhitng bénh nhan qua man véi thanh phéan cia thudc.

THAN TRONG '
Trénh lam tran thudc ra khoi mach trong khi tiém béi vi pH cao cua dung dich Fluorescein c6 thé
lam tén thuong mé tai vi tri tiém.

TAC DUNG PHU -
- Budn nén, dau dau, rdi loan tiéu héa, ngat 6i mira, ha huyét ap va nhimg triéu chimg khac cung;ap
nhu nhitng d4u hiéu cta phan tng qua mén. 4

- Ngimng tim, thiéu mau cuc bo dong mach nen, soc, co glat viém téc tinh mach huyet khbi & vi &1 \\J
tiém, ngira, phat ban, co thit phé quan, séc phan vé va chét rat it khi dugc bao cdo.
Théng bdo cho bic si nhing tic dung phy khi diing thuoc. OU:

LUU Y KHI SU DUNG

- Viéc str dung Fluorescein gi0i han trong chuyén khoa mat, noi co thé cung cap ngay nhiing phuong
tién cling nhur cac bién phap cap ciru kip thoi va c6 nhitng chuyén gia c6 kha nang.

- Néu nghi ngo c6 thé xay ra di ung va xét nghiém trong da c6 thé tién hanh (0.05 ml) truéc khi tiém
tinh mach. Bit ky phan g qua man nao ciing s& xuét hién trong vong 30 phut. Ngoai ra, cé thé nho
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mdt giot dung dich Fluorescein 1én két mac. Trong truong hop qua mén véi thanh phan thube, hién
twong xung huyét lién quan dén phu ket mac s€ nhanh chong xuét hién.

- Phai thong bdo cho bénh nhén biét rang sau khi tiém thudc da s& co thé trd nén vang hon trong 6-12
gitr va nudc tidu s& c6 mau dam hon trong it nhét 1 24 gio.

SUDUNG O PHU NU CO THAI VA CHO CON BU

Phu nit co thai: .
Tréanh chup X quang mach mau, dic biét trong 3 thang dau cua thai ky. Khong c6 béo cdo nao vé
viéc bién chimg ctia bao thai sau khi tiém Fluorescein trong qua trinh mang thai.

Phu nit cho con bu:

Fluorescein natri dugc bai tiét vao trong sita vi véy cén than trong khi sir dung & phu nir dang cho
con bu.

O tré em

Khéng c6 dir liéu an toan va hiéu qua nao hién cé.

TAC PONG CUA THUOC KHI LAI TAU XE VA VAN HANH MAY MOC

Thudc khong anh erorng dén kha ning l4i xe va van hanh may moc. Thuoc c6 thé gy ra 1 sb triéu
chimg nhe nhu budn nén, ndn, dau da day nhung khéng c6 anh hudng xau dén kha ning lai xe va
van hanh may moéc. Tuy nhién, do thudc diung trong bénh vién nén bénh nhan s€ nhan duoc 101
khuyén tir bac si vé& kha nang lai xe va van hanh may méc néu cac phan img phu xau xay ra nhu ngét,
ha huyét ap va cac phan g qua man khac va khi d6 bénh nhan cin dugc theo doi thém.

LIEU LUQGNG VA CACH SU DUNG:

- Nguoi lom: Tiém nhanh 10mg/kg trong lugng co thé vao tinh mach trudc canh tay, ding cac bién
phap phong ngira can thiét dé tranh lam tran thudc ra khéi mach.

- Tré em: Lidu khuyén ding la 8mg/kg trong luong co thé.

QUA LIEU VA CACH XU TRI: .
Khoéng 4p dung do thude khong c6 cac déc tinh duoc luc hoc. Khong ¢é truong hop qua li€u nao
dugc biét dén, tuy nhién néu xay ra, c6 thé da va nudc tiéu s& ddm mau hon, kha ning gap cac tac
dung phu s& tdng 1én.

TUONG TAC THUOC o— %/

Khong nén sir dung dong thoi dung dich Fluorescein véi cac thuéc?ldﬁ(‘:_.

BAO QUAN : & nhiét d9 dudi 30°C, tranh 4nh sang. Tranh dé dong lanh.
HAN DUNG: 24 thang ké tir ngay san xuét.

TIEU CHUAN: TCCS.

KHUYEN CAO:
Doc ky huéng din st dung trwde khi dung.
Néu can thém thong tin, xin hoi y kién béc si.
Bao quan thudc tranh xa tim tay tré em.
Thudc nay chi diing theo su ké don cia bic sy.

Nha sdn xuat: MONICO S.P.A.
Via Ponte di Pietra 7-30173 Venezia, Y.
Fax: +39041 2696969 — Tel: +39 0412 696 911
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