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ALLERCROM EYE DROPS FDC LIMITED

Cromolyn Sodium Ophthalmic solution USP 2% wi/v

ALLERCROM EYE DROPS

THANH PHAN:

M8Bi lo 5 ml dung dich nhé mét chira:

Hoat chét: Cromolyn sodium........... 100 mg

Ta dhepe: Benzalkonium chioride, disodium edetate, sodium chloride, polysorbate 80, water for
injection.

DUQC LUC HOC: . i
Nghién ciru trong dng nghidm vé trén co thé déng vat da chi ra ring cromolyn sot’rﬁz s6-Kha
niing déi khang hién trong mét hat clia cac t bio mast xay ra sau khi tidp xtc voi di én. Thc
dung dbi khang nay ngin can gidi phéng histamin va chat phan vé phan tmg chim (SRS-A) tir té
bao mast. M6t the dung khac efia cromolyn sodium trong dng nghidm da duge chimg minh dé la
kha nang dbi khang hign tuong mét hat cta cde t& bao mast khéng nhay cam & chudt bai enzym
phospholipase A v sur giai phéng cac chit trung gian héa hoe ngay sau do. Mt nghién ctu khac
dd cho thdy ring cromolyn sodium khong e ché tac dung cta enzym phospholipase dugc giai
phéng ra dbi voi co chét diic hidu cia né.

DUOC PONG HOC:

Cromolyn sodium duge hdp thu kém. Khi nhé da liéu cromolyn sodium vao mét binh thuomg &
tho, thi dudi 0,07% cromolyn sodium duge hip thu vio hé tudn hoan (cé thé theo dudmg mét,
miii, khoang miéng va dudmg tiéu hoa). Mot lugng nhd (dudi 0,01%) cromolyn sodium di vao
thiy dich va thanh thai hodn toan trong vong 24 gi¢r sau khi ngung st dung. Qua phén tich sé licu
vé sir dao thai thube & nhirng bénh nhén binh thutme didu tri tu nguyén da chi ra rﬁng khoang
0,03% lugng cromolyn sodium dwoe hdp thu khi dung thude theo dudmg nhd mét.

CHI PINH:
Biéu trf cdc triéu chirng rdi loan cia mat do di tmg bao gom viém ket gidc mac di tmg cép tinh va
min tinh, viém két gide mac mia xudn, hay viém két mac kém theo sét.

LIEU LUQNG VA CACH DUING:

Nguwdi lom vi tré em: Nho 1-2 giot vio mdi mét, dung 4-6 lin/ngay.

Nguedvi cao tudi: Khong cin thay aéi lidu.,

Cic tic dung cta thudc (giam ngtra, chiy neée mit, do mét) c6 thé nhén théy sau vai ngay didu
tri, nhung doi khi cdn phai diéu tri voi thude kéo dai trong 6 tudn. C6 thé ding thude ldu hon néu
bénh nhan mubn duy 1ri cic tdc dung nay sau khi dimg thude.

CHONG CHI PINH:
Bénh nhéin qua min véi cromolyn sodium hogic bét ki thanh phén nao ciia thuée.
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ALLERCROM EYE DROPS FDC LIMITED

Cromolyn Sodium Ophthalmic solution USP 2% w/v

THAN TRONG:

Thin trong chung: Bénh nhan cé thé bi dau nhoi thodng qua hofic cdm gidc nong rat sau khi
dimg thudc.

Khéng dung thude qud sé 1an khuyén ding,

Théng tin cho bénh nhan: Khong nén mang kinh 4p trong trong thdi gian didu tri

Stk dung thuéc cho tré em: Chua cé bao cao vé tinh an toan va hidu qua cia thubc khi st dung
cho tré em dudi 4 wbi,

SU DUNG THUOC TRONG THOT KY MANG THAI VA CHO CON BU:

Thai ky mang thai: Thube khéng ¢6 anh hudmg xéu lén thai nhung chi nén ding thuéc?  Bpud
mang thai néu that cin thiét. L

Thén ky cho con ba: Khéng cé div [iéu déng tin cdy.

TAC PONG CUA THUOC KHI LAI XE VA VAN HANH MAY MOC:
Khong dnh hudmg.

TAC DUNG KHONG MONG MUON:

Cac tac dung khdng mong muén thudng xuyén duge bdo cdo do sit dung thude dé 1a dau mit
thodng qua va néng rét mit sau khi nhd méat.

Di ¢c6 mot sé bio cho vé cde tac dung khong mong muén sau ddy nhung chua rd 6 phai la do
thuée gy ra hay khdng: Chay nudc mit, ngita mit, khé quanh viing méat, mat sung hap, dau rat
n¥t va 1én leo.

TUONG TAC THUOC:

Cromolyn ding ¢6 thé duoc dung ddng thoi voi atropin sulfal nhé mét, voi thude nhé mét
prednisolon acetat 1% cong phenylephrin 0,12%.

QUA LIEU:
Khéng cén bién phap dic biét ndo. Chi ¢in theo déi 14m sang.

PONG GOI:
Hop [ lo 5ml

HAN DUNG:
24 thang ké tir ngay sén xuét. St dung thubc trong yong 1 thang sau khi m& nép.

BAO QUAN:
Béo quan & nhiét 40 duéi 30°C, trénh anh séng truec tiép.

Khéng dimg thudc da hét han st dung
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ALLERCROM EYE DROPS FDC LIMITED

Cromolyn Sodium Ophthalmic solution USP 2% w/v

Thudc néy chi dimg theo don ciia thdy thudc

Thong béio cho béc sy nhitng tic dung khong mong mudn gap phai khi ding thuée
Doc ky hudng din stk dung truce khi ding.

Néu cdn thém théng tin xin hoi y kién cia thdy thude

D@ thuée trdnh xa tém tay ciia tré em

NHA SAN XUAT:
FDC LIMITED
Dia chi: B-8, MIDC Industrial Area, Waluj

PHO CYC TRUONG

Honyin Vin
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