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aera plas Bao quan: Nai khd, 
Méi lo chia: nhiét 46 dudi 30°C. 
Oxymetazolin . 
hydroclorid. 75mg Tiéu chudn: TCCS 

TA duge vi. 15mi é xa tim tay tré em. 

L— Doc ky huéng din 
Chi dinh, cach ding, sitdyng true khi di 
chéng chi dinh va caéc 4 9 
théng tin khac: Xem Ss ash 409 
trong td huéng dan sit ‘SS in ‘S .e 
dung thudc kém theo. $ 

Ho: COna|TY \4 
\ CTCP DUGC PHAM HA TAY 3 

* nu nt &, 

Bao quan/ Storage: Thanh phan/Composition: 

Noi khé, nhiét 46 du6i 30°C/ Mi lo chifa/Each vial contains: 

asal/spra O i 
Store in a dry place, below 30°C. Oxymetazolin hydroclorid...n.m« 

Peenrne entre erreemnereterereerrserer er 7,5mq 

Tiéu chudn/Specification: Ta duge vd/ Excipients q.s.f..15ml 

TCCS/Manufacturer's. 

Chi dinh, cach ding, chéng chi 

Dé xa tam tay tré em. oO dinh va cdc théng tin khac/ 

Doc ky huéng din siidung @ Indications, administration, 

truéc khi diing/ = contraindications and other 
Keep out of reach of children. fa) inf tion: “Xem trong: 18 

Carefully read the / . 
; / huéng dan sit dung thudc kam 

accompanying instructions : 
SoreusE: 4 theo/ See the package insert 

& f inside. 

Co sé san xudt/ Manufacturer: 9S 

CONG TY C.P DUQC PHAM HA TAY/ S 

HATAY PHARMACEUTICAL J.S.C 

T6 dan phé sé 4 - La Khé - Ha Bong SDK (Reg No.) : 

~ TP. Ha NOI GMP - WHO 56 1d SX (Lot. No): 

Population groups No. 4 - La Khe - NSX (Mfg. Date) : 

Ha Dong - Ha Noi city HD (Exp. Date): 
HATAPHAR 
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ta HUONG DAN SU DUNG THY@ 
1. Tén thuéc: CINDYA ? 
2. Cac dau hiéu Inu y va khuyén cdo khi ding thuéc 
“Dé xa tam tay tré em” 

“Doc ky huéng dan str dung truéc khi ding” 

“Thuéc xit mii” 
3. Thanh phan cong thirc thuéc: Moi lo 15 ml chtra: 

Thanh phan hoat chat: Oxymetazolin hydroclorid 7,5 mg 

Thanh phan ta dugc: Dinatri edetat, natri clorid, benzalkonium clorid, natri drophosphat, 

dinatri hydrophosphat, nuéc tinh khiét. 

4. Dang bao ché 
Dung dich thuéc xit mili. 

M6 ta: Dung dich khong mau, trong sudt, khong cé can hoac vat la. 

5. Chi dinh 
Giam trigu ching tic nghén duong hé hap trén do cam lanh, viém mii, viém xoang 6 ngudi 

1én va tré em trén 12 tudi. 

6. Cach ding, liéu ding 
Cach dung 
Thudc duoc xit vao niém mac mii. 

Thao nap, gitt lo thudéc theo phuong thang ditng, xit thir vao khéng khi 1 — 2 lan, huong thang 

vao noi can xit, xit dirt khoat (xem hinh vé bén dui). 

Xit mui 

Bit mét bén mili, sau dé xit vao bén mili con lai. Viva xit vira hit vao, tién hanh voi ting bén 

mii. Lau nuée mii bang khan wot sach, dong nap ngay lap tire. 

Liéu ding 
Newdi Ion va tré em trén 12 tudi: Xit méi bén mii 1 - 2 lan, mdi 6 - 8 gid/lan, trir khi cé 1di 

khuyén cua bac si. 

Tré em duéi 12 tudi: Khéng khuyén cdo ding. 

Khéng ding qua ligu chi dinh. Khuyén cdo chi nén ding toi da trong 7 ngay lién tiép. 

7. Chong chi dinh 
Negudi bénh man cam véi oxymetazolin hoac bat ky thanh phan nao cia thudc, hodc véi cdc 

thudc cé tac dung trén hé adrenergic. 

Viém hoac tén thuong da xung quanh 16 mii hoc niém mac mii, phau thuat mii. 

Khéng sir dung déng thoi voi cac thudéc théng mii khac. 

Newoi bénh bi u tuyén thuong than, bénh nhan cudng giap, bénh mach vanh cap tinh hoac 

bénh hen tim. 

Réi loan chuyén héa porphyrin. 

Glécém géc dong. 
Tré em durdi 12 tudi. 
8. Canh bao va than trong khi ding thudc 

- Khuyén cdo bénh nhan chi nén ding téi da trong 7 ngay lién tiép dé tranh hiéu tg phan héi 

va viém mii do thuéc. Ngimg ding thuéc néu cdc triéu ching khéng thuyén giam. 
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hoac than va chimg phi dai tuyén tién ligt. 
- Bénh nhan dang ding thudc tre ché monoamin oxydase (IMAO) hoag A Of 

trong vong 14 ngay gan day. oy 

- Than trong ding trong bénh tac mach mau. 
- Néu xay ra ao giac, bon chon, réi loan gidc ngu thi phai ngimg str dung 
- Bénh nhan mac glécém goc dong. 
- Nén dé tranh xa mat, xa tam tay va tam nhin cua tré em. 
- Do trong thuéc c6 benzalkonium clorid, cé thé gay co that phé 
9. Sir dung thuéc cho phu ni cé thai va cho con bu 

Phu nit co thai: Khong co di ligu vé sir dung thudc trén phy nif cé thai, chi nén ding thudc 

néu loi ich vugt trdi so voi nguy co. Cac nghién curu tren dong vat khéng thay tac hai true tiép 

hoac gian tiép dén thai nhi, sy phat trién cla phéi thai hodc sau sinh. 

Phu nit cho con bu: Khong ro ligu oxymetazolin hydroclorid cé duge bai tiét qua sita me hay 

khong. Khong ding qua liéu khuyén cao vi qua liéu co thé 1am giam lu long mau va giam 

tiét sira. 

Nén tranh str dung san pham cho phu nit cé thai va dang cho con bu trir khi cé chi dinh cua 

bac sf. 
10. Anh hwéng cita thudc lén kha nang lai xe, van hanh may méc 

Thuéc khong anh huéng lén kha nang lai xe va van hanh may moc. 

11. Twong tac, trong ky cua thuéc 

* Twong tac cla thuoc: 

- Tang huyét ap c6 thé xay ra gitta oxymetazolin vi cac thuédc tre ché monoamin oxydase 

(IMAO), thuée tre ché MAO cé hoi phuc va moclobemid. 

- Tang déc tinh tim mach cé thé xay ra khi ding cing vi cac thuéc diéu tri parkinson nhu 

bromocriptin. 
- Oxymetazolin cé thé lam giam_ higu qua ctia cac thuéc chen beta, methyl dopa va cac thudc 

diéu tri tang huyét ap khac bao gom thuéc chen adrenergic. 

- CO thé ting nguy co tang huyét ap va loan nhip tim khi dung déng thoi voi cac thuéc chéng 

tram cam 3 vong, thudc chong thém 4n va cdc thuéc kich thich than kinh giéng amphetamin. 

- Tang nguy co loan nhip tim khi ding cling vdi glycosid tim. 

- Tang nguy co ddc tinh cua ergot alkaloid (ergotamin & methysergid) khi ding déng thdi. 

* Tuong ky cia thuéc: Do khéng cé cdc nghién ctru vé tinh tuong ky cia thudéc, khéng tron 

lan thuéc nay vdi cdc thudc khac. 

12. Tac dung khong mong mudn cia thuéc 

Nhitng phan tng phu nghiém trong it xay ra khi dung tai ché 6 liéu diéu tri. Mét sé phan ing 

phu thuong gap nhung thoang qua nh kich thich niém mac not tiép xuic. Phan ung sung 

huyét tro’ lai co thé xay ra khi ding thudc thuong xuyén hodc trong thoi gian dai. Co thé xay 

ra mot so phan teng todn than. 

It gdp (1/1000 < ADR < 1/100): 

Hé6 hap: Hat hoi, khé miéng, khé hong, nong rat tai ché, sung huyét tré lai véi biéu hién nhu 

dé, sung va viém moi khi ding thuong xuyén hoc lau ngay. 

Mat: Nhin mo, nhire mat, gidin déng tir, ting hodc gidm nh4n ap. 

Khac: Va m6 hdi. 

Hiém gdp (1/10000 < ADR < 1/1000): 

R6i loan mat: Kich img mat, khé mat, khé chiu hoac do mat. 
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ngu dac bit o tre em. 
Duong hd hap: Kich ung tai ché, miéng hoac cé hong, buén hat 

Rat hiém gap (ADR < 1/10000): 

Tim mach: Nhip tim nhanh, hdi hdp, danh trong nguc, ting huyet yes 
Than kinh trung uong: Mat ngu, cing thang, run, lo ling, bén chon, 4 

Tiéu hoa: Bu6n nén. 

- Hwéng dan cach xiv tri ADR: Ngimg thudc néu cé phan tmg phy xa\era. 

13. Qua liéu va cach xir tri 

Qua lieu: 
Cac triéu chimg qua liéu cap tinh c6 thé bao gom nhdi mau co tim, budén nén, xanh tim, sot, 

co giat, nhip tim nhanh, loan nhip tim, cao huyét ap, pha phéi, kho thé va suy tim. 

Uc ché than kinh trung tong c6 cac tri¢u chimg nhy giam than nhiét, nhip tim cham, ha huyét 

ap, ngung thd hoc mat y thitc. 

Cach xi tri khi dung th udc qua liéu: 

Bat budc phai diéu tri trigu ching. Trong trudng hop nghiém trong, dat néi khi quan va tho 

bang may. 

Truong hop udng nham thuéc can phai ding than hoat va thuéc nhuan trang (natri sulfat) 

hodc cé thé rita da day. Khéng ding thuédc chong co mach. 

14. Dac tinh duge luc hoc 

Ma ATC: ROLABO7 

Oxymetazolin hydroclorid 1a mot dan chat imidazolin c6 tac dung giéng than kinh giao cam. 

Oxymetazolin c6é céu tric va tac dung duge ly tuong ty naphazolin va xylometazolin. Thudc 

tac dung lén cac thu thé alpha - adrenergic 6 cdc tiéu déng mach cia niém mac mii lam co 

mach, dan dén giam luu lugng mau va giam sung huyét mii. Thém vao do, thuéc lam théng 

16 voi nhi dang bi tac, Mai duoc théng khi trong mét théi gian ngan. Tuy nhién, cd thé lai bi 

gian mach lai va sung huyét & mirc d6 nao d6. Do vay, tranh dung thudc dai ngay (nhfé nhat 

la 1 tuan). " 

15. Dac tinh duge dong hoc s 

Sau khi nho mili, tac dung co mach tai ché dat dugc trong vong 5 - 10 phut, duy iA - 6 gid 

réi giam dan trong 6 gid tiép theo. Khéng co théng tin vé su phan bé va thai trir cua thuéc 6 

ngwoi. 

16. Quy cach dong goi 

H6p 1 lo x 15 ml. Kém theo huéng dan sir dung thudéc. 

17. Diéu kién bao quan, han ding, tiéu chuan chat lugng thud 

- Bao quan: Noi khé, nhiét 46 dudi 30°C. 

- Han ding: 36 thang ké tir ngay san xuat. 

- Han dang sau khi mo nap lan dau: 30 ngay sau khi mo n 

- Tiéu chudn chat luong cua thuéc: TCCS 

18. Tén, dia chi cia co’ sé san xuat ; . 

Tén co'sé san xudt : CONG TY CO PHAN DUOC PHAM 

Dia chi: Té dan phé sé 4 - La Khé - Ha Dong - TP. Ha Noi 

DT: 024.33522203 FAX: 024.33522203 TUQ.CUC TRUGNG 

DT: 024.33824685 FAX: 024.33829054 PTRUGNG PHONG 

Hotline: 02433522525 Ng = Ngoc nk 
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