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R.Thubc ké don R Prescription drug
(Chét bao quan Benzalkonium dodd)
Chi djnh, lidu ding - cach ding, Indications, dosage - usage,
chéng chi dinh va cac théng tin contraindications and other
khbc Xin doc trong té& hudng din information: Please read the
7 - st dung. ® package insert.
7() Bio 7 \{ g
quan: Noi kh thoéng, nhigt 4§ Storage: In a dry place, temperature
KIVALANO | soomgmnmmee | KIVALANQ | oo nepess e
Ketotifen 0,025% Khéng st dyng thubc qua 28 ngay Ketotifen 0.025% Ik e e oo 20 05
Hop 1105 mi é tir khi md ndp sir dyng tan dlu. Box of 1 bottle 5 ml onemee
SDK/Reg No.:
DUNG DICH Tiéu chudn chit lwgng: TCCS OPHTHALMIC Specification: In-house standard.
NHO MAT Nha san xudt: Cong ty c3 phin SOLUTION Manufacturer: Medipharco
Dugc Medipharco Pharmaceutical Joint Stock Company
Bia chi: S8 8 Nguyén Trudmg To, ) Address: 08 Nguyen Truong To
phudng Thugn Hoa, thanh phé Hué Street, Thuan Hoa Ward, Hue City
Nha phan phéi: Céng ty cb phan Distributor: Global Pharmaceutical
Global Pharmaceutical Joint Stock Company
Dia chi: S6 5 Buong 598, Address: No.5, 598 Street,
Phuéng Tan Tao, Tp. H& Chi Minh Tan Tao Ward, Ho Chi Minh City
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Rx Thubc ké don
Dung dich nho mét
KIVALANO

Thudc nay chi ding theo don thuéc.
Pé xa tAm tay cua tré em.
Pgc kj hwéng din sir dung trwée khi dung.

Thanh phin cong thirc thude: M3i lo dung dich nho mét c6 chia:
- Thanh phan dugc chat: Ketotifen ....................... 0,025% (kl/tt)
(dudi dang ketotifen hydrogen fumarat)

- Thanh phcfn td dugc: Glycerin, benzalkonium clorid, dinatri edetat, natri acetat trihydrat,
acid acetic, nu6c cét vira du 1 lo.

Dang bao ché 7
Dung dich trong subt, khong mau dén mau vang nhat. /:7
Chi dinh i
Diéu tri trigu chimg viém két mac dj img theo mua. \“@
Céich ding, lidu ding X
Ngudi 16m, ngudi cao tubi va tré em tir 3 tudi trd 18n: Nho 1 giot vao tii két mac mét, 2

le“ln/ngéy.

Tré em dudi 3 tudi: DO an toan va hiéu qua van chua dugce x4c dinh.

Dé tranh nhiém bin dung dich, khong dugc ¢ dau nho giot cham vao bét cir bé mat nao.
Chéng chi dinh

Bénh nhéan qué man cam v&i duge chét hay véi bat ky thanh phéan nao cua thuc.

Canh b4o va thin trong khi dung thubc

Thanh phén thudc c6 chira benzalkonium clorid 1a chit bao quan, chat nay c6 thé ngém vao
kinh 4p trong mém va thay dbi mau sic cua kinh ap trong. Phai thao kinh 4p trong trude khi
sir dung thubc va deo lai sau it nhét 15 phut ké tir khi nho thudc.

Benzalkonium clorid c¢6 thé gay kich g mét, dac biét 1a kho mét hogc rdi loan giac mac.

St dung thudc cho phu nit ¢ thai va cho con bu

Sir dung thuéc cho phu ni¥ c6 thai

Khoéng c6 dit lidu ddy du vé viéc sir dung thudc & phu nir mang thai. Céc nghién ctru trén dong
vat véi lidu udng gay doc cho me cho thdy ting ty 1& tir vong trudc va sau khi sinh nhung
khong gy quai thai. Nong d6 thudc toan than sau khi dung duomg nhé mét thip hon nhidu so
v6i sau khi diing dwong udng. Can than trong khi ké don cho phu nit 6 thai.

Sitr dung thuéc cho phu ni cho con bii

Mic du céc dit liéu trén dong vat sau khi ding duong udng cho thdy thudc bai tiét vao sita me,
nhung dung tai chd & nguoi khong chic tao ra lugng thube c6 thé phat hién dugc trong sita
me. Thudc c6 thé dugce sir dung cho phu nit cho con bu.

Anh hwéng ciia thudc 1én kha niing 14i xe, vin hanh mdy méc

B4t ky bénh nhan nao bj md mét hosc budn ngu khong nén lai xe hodc van hanh may moéc.
Twong tic, twong ky, ciia thudc

Trang 1/3



https://trungtamthuoc.com/

Néu sir dung ddng thoi ketotifen véi cac loai thude nhan khoa khac, phai dung cac loai thudc
cach nhau it nhét 5 phut.
Viéc sir dung ketotifen duong uéng c6 thé 1am tiang tic dung ctia thudc (rc ché than kinh trung
wong, thude khéng histamin va rugu. Mic di diéu nay chua duge bio cdo dbi voi dang thubc
nhd mét, nhung khong thé loai trir kha nang xay ra nhitng tic dung nhu vay.
Tuong ky: Do khong c¢6 céc nghién ctru vé tinh tuong ky cua thuée, khong tron 13n thube nay
véi céc thube khéc.
T4c dyung khong mong muén cia thude
Tén sudt cac tac dung khong mong muén duogc phén loai nhu sau: rit thuong gép (> 1/10),
thuong gdp (> 1/100, < 1/10), it gép (> 1/1000, < 1/100), hiém gap (> 1/10000, < 1/1000), rét
hiém giip (< 1/ 10000), khéng rd (khong thé udc tinh tir dit liéu sin co).
Réi logn hé tho"ng mién dich
it gap: Qua man.
Réi loan hé than kinh
it gap: Nhuc dau.
Réi loan vé mdit

Thuong gap: Kich ing mét, dau mét, viém giéc mac chdm, &n mon biéu md gidc mac
it gédp: Nhin m¢ (khi nho thuéc), kho mét, rdi loan mi mét, viém két mac, s¢ 4nh sang, xuét
huyét két mac.
Réi loan tiéu héa
it gap: Kho miéng.
Réi logn da va mé duéi da
ft gap: Phat ban, cham, ndi mé day.
Cdc réi loan toan thén va tai ché
ft gip: Budn ngu.
Céc tac dung khong mong mudn véi tan sult khong 13 cua thude da duge béo cdo: phan g
qué man bao gdbm phan {mg di (mg tai chd (chi yéu 1a viém da tiép xuc, sung mit, ngira mi
mét va phu nd), phan tmg di (mg toan than bao gébm sung/ phit mét (trong mot s6 trudng hop
¢6 lién quan dén viém da tiép xitic) va 1am trdm trong hon tinh trang di tmg sin c6 nhu hen
suyén va cham.
Thong bdo ngay cho bdc sy hodc dwgc sj nhitng phdn ting cé hai gdp phai khi siv dung
thuéc.
Qus lidu va cdch xir tri
Chua c6 truomg hop qua lidu ndo duge bao cdo.
Ubng ca lo 5 ml twong duong véi 1,25 mg ketotifen 13 bang 60% lidu khuyén céo hing ngay
cho mét tré 3 tudi. Két qua 14m sang cho thdy khong c6 ddu hiéu hodc triéu ching nghiém
trong nao sau khi ubng téi 20 mg ketotifen.
DPic tinh dwge lwe hoc
Nhém duoc Iy: Thube nhan khoa, thubc chdng di tmg khac.
Ma ATC: S01GX08
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Ketotifen 1a mot chat dbi khéng thu thé histamin H1. Trong céc nghién cttu in vivo trén dong
vét va céc nghién ciru in vitro cho thdy ketotifen c6 tac dung ting thém tinh én dinh t& bao
mast, (rc ché sy xam nhép, hoat ha va 1am mét t& bao hat ctia bach cau 4i toan.

Dic tinh dwgec dgng hoc

Trong mét nghién ctru duge dong hoc dwoc thuc hién trén 18 nguoi tinh nguyén khoe manh
v6i thude nhé mét chira ketotifen, ndng d¢ ketotifen trong huyét twong sau khi nhé thude lap
lai trong 14 ngay & hau hét cac trudng hop déu thip hon gi¢i han dinh lugng (20 pg/ml).

Sau khi ubng, ketotifen duoc théi trir theo hai pha véi thoi gian ban thai pha dau tir 3 - 5 gio
va thoi gian ban thai pha sau 1a 21 gi¢. Khoang 1% duoc chit duoc bai tiét duéi dang khong
d6i qua nuée tiéu trong vong 48 gio va 60 - 70% dudi dang chét chuyén hoa. Chét chuyén héa
chinh 1a ketotifen-N-glucuronid thyc chét khong c6 hoat tinh.

Quy cich déng goéi: Hop 1 1o 5 ml, kém t& hudng dan sir dung.

Piéu kién bao quén: Noi khé thoéng, nhiét 6 khong qué 30°C, tranh 4nh séng.
Han dung: 24 thang ké tur ngay san xuét.

Khong dung thudc qua 28 ngay ké tir khi mo nip sir dung 1an dAu.

S6 16 san xuét, ngay san xuit va han st dung xem trén bao bi chinh ctia san pham.
Tiéu chun chit lwgng: Tiéu chuin co s.

Nha sin xuét

CONG TY CO PHAN DUQC MEDIPHARCO

Dia chi: s6 8 Nguyén Trudng T, phuong Thuan Héa, thanh phé Hué

Di¢n thoai: 19001010 - 0234.3837731 *Fax: 0234.3826077
Nha phén phéi

CONG TY CO PHAN GLOBAL PHARMACEUTICAL

Dia chi: S6 5 duong 59B, phudng Tan Tao, thanh phé H Chi Minh

HCM, ngay M thang 0% nim 2026
Gidm dbc co s ding ky
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