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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN DANG KY

THUOC DUNG DICH NHO MUI XYLOVINE 0,05%

1.Nhan lo 10ml:

GMP - WHO

DUNG DICH NHO mii

XYLOVINE 0,05%

Xylometazolin hydroclorid 0,05% (kl/tt)

Thanh phan: 1ml dung dich cé chtr
Xylometazolin hydroclor
Ta dugc vira da,
Chi dinh:
Dung dich nho mi Xylovine 0,05% duac chi dinh de:
« Giam nghet mui (lien quan dén cam lanh théng thuang).
+ Viém mii man tinh va viéem mui di (ng (bac gom ca di iing
phan hoa).
« Viem xoang.
Cach duing va liéu diing. Chéng chi dinh. Cac théng tin
khac : Xin doc trong to hudng dan st dung.
Bao quan: 0 noi khé réo, thodng mat, nhiét do khéng qua
30°C, tranh anh sang.
Han diing sau md ndp: 15 ngay ké tir khi bat dau md nap lo
thuéc.
Tiéu chuan: TCCS
DE xa tam tay clia tré em.
Boc ky huéng dan sif dung trudc khi ding.
KHONG PUQC UONG, KHONG DUNG NHO MAT, TAI
Cd sd san xuat: i
CONG TY €O PHAN DUQC PHAM VCP
Bia chi : Thach L6i - Thanh Xuan - Séc Son - Ha Noi
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CONGTY €O PHAN DUGC PHAM VCP

MAU NHAN DANG KY
THUOC DUNG DICH NHO MUI XYLOVINE 0,05%

2.Nhan hép 01lo x 10ml:

(W/P1) %50°0 piooIphy ujjozerswiolAy

%S0°0 ININOTAX

HOPTLO

GMP - WHO

DUNG DICH RHO M1

XYLOVINE 0,05%

Rylometazolin hydroclorid 0,05% (ki)

10ml

XYLOVINE 0,05%

Thanh phan: 1ml dung dich c6
chua:

Aylometazolin hyd

Ta dugc vifa du

Chi dinh:

Dung dichinhé mii Xylovine 0,05%
dugc chi dinh dé:

« Giam nghet mai (lién quan dén
cam lanh théng thuéng).

« Viém mui man tinh va viém mi dj
Ung (bao gém ca di ting phan hoa).
« Viem xoang.

Céch diung va liéu ding. Chéng
chi dinh. Céc thong tin khac : Xin
doc trong t& hudng dan sif dung.
Bao quan: Bdo quan & nai kho rdo,
thodng mat, nhiét do khong qua 30°C,

l tranh anh sdng.

HOP 11O GMP - WHO

DUNG DICH NHO MO

XYLOVINE 0,05%

Kylometazolin hydroclorid 0,05% (ki)

10mi

XYLOVINE 0,05%

Han ding sau md ndp: 15 ngay ké tu
khi bat dau md nap lo thude.

Tiéu chuan: TCCS.

SDK/REG.N°:

D& xa tam tay ciia tré em.
Poc ky hudng dan st dung trude
khi diing.

KHONG BUQC UONG, KHONG
DUNG NHO MAT, TAI.

Co s&f san xuat:

CONG TY €O PHAN DUQC PHAM
vVCP

Bia chi : Thach Loi - Thanh Xuan -
Soc Son - Ha Noi
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Xylovine 0,05%

Thudc ding ngodi
DPoc kj hwong dén siv dung trude khi ding
Dé xa tim tay tré em
Théng bdo ngay cho bdc sy hodc dwoc sy nhitng tic dung khong mong mudn gdp phdi
trong qud trinh sit dung thube.

1. THANH PHAN, HAM LUQNG: 1 ml dung dich c6 chira:

Thanh phén duge chét: Xylometazolin hydroclorid: 0,5 mg

Thanh phin t4 dugc vira da: 1,0 ml

(Natri dihydrophosphat dihydrat, Dinatri hydrophosphat dodecahydrat, Sorbitol 70%,
Hypromellose 2910, Natri clorid, Benzalkonium clorid, Dinatri edetat, Nudc tinh khiét).
2. MO TA SAN PHAM

Dang bao ché: Dung dich nho mili

Dung dich trong, khong mau, mui dgc trung.

3, CHi PINH, LIEU DUNG — CACH DUNG & CHONG CHi PINH

3.1. Chi dinh:

Dung dich nhé miii Xylovine 0,05% dugc chi dinh dé:

e Giam nghet mili (lién quan dén cam lanh thong thudng).

e Viém miii man tinh va viém miii di tng (bao gdm ca di Gng phén hoa).

e Viém xoang.

3.2. Cach ding — liéu ding

Chi st dung cho niém mac miii.

o Nguoi 16n va ngudi gia: Khong st dung.

e Tréem:

- Khong sir dung Xylovine 0,05% cho tré em dudi 6 tudi.

_Tré em tir 6 — 12 tudi: 1- 2 giot mdi bén miii, 1 hogic 2 1an mbi ngay.

Khong stt dung thubc qua 5 ngay ma khong c6 10i khuyén ctia bac si. Cha me nén bao ngay
cho bac si néu tinh trang ctia con minh x4u di trong qua trinh diéu tri. |
Khong nén dung qua 2 lidu trong vong 24 gio.

Han diung sau mo ndp: 15 ngy k& tir khi bt diu m& nép lo thuéc.

3.3. Chéng chi dinh: '

Nhitng bénh nhan mn cam véi bt ky thanh phén nao cia thude.

Sit dung ddng thoi voi cac thudc chéng nghet mii khéc.

Bénh tim mach bao gdm ca téng huyét ap.

Bénh dai thao duong.

U tay thugng than.

Cudng giap.

Bénh tiing nhén ap goc dong.
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Céc chét trc ché monoamin oxidase (MAOISs, hodc trong vong 14 ngay sau khi ngimg diéu
tri).

Thudc chen kénh beta.

Viém da va/hoic viém niém mac tién dinh miii.

Truong hop cit tuyén yén qua dudng xuong budm, phiu thut boc 1 mang cing qua dudng
mii.

Tré em dudi 6 tudi.

4. CANH BAO VA THAN TRONG KHI DUNG THUOC:

- Thube chi dung trén niém mac mii.

_ Néu ¢6 kich tng hoic man cam v6i thanh phin thudc, phai ngimg thude va didu trj thich
hop.

- Thén trong & nhitng bénh nhén co phan g manh véi céc tac nhéan kich thich thin kinh giao
cam ma duge chimg minh bing cé4c déu hiéu nhu mét ngt, chéng mit,...

- Khdng dung chung véi cac thudc ho hoic thubc tri cam lanh khac.

- Khong dung thudc lién tyc qua 5 ngay. Néu céc triéu chimg van tiép dién, tham khao y kién
bac si.

- Mot s bénh nhan c6 dudng miii nhay cam co thd cam thiy hoi kho chiu khi ding thudc.

- C4c tac dung phu khdc nhu danh tréng ngue, budn nén va nhire diu 1a rit hiém gip.

- Thinh thoang tré nho6 co6 thé thiy bon chdn hodc r6i loan gifc ngl sau khi sir dung thubc.
Néu didu nay xay ra, nén dung thude.

5. SU'DUNG THUOC CHO PHU NU cO THAI VA CHO CON BU:

Phu nit ¢6 thai: Chua co nghién ctru v& kha ning sinh san hogc ddc tinh thai nhi & dong vét.
Thén trong khi dung thudc & phu nit mang thai.

Phu nit cho con bu: Chua ¢ bing ching nao v& tac dung phu trén tré b me. Tuy nhién,

khong biét xylometazolin co bai tiét vao sita me hay khong, do do nén thén trong khi dung -

thubc & phu nit dang cho con bu.
Céc ba me c6 thai hogic cho con bl nén tham khao ¥ kién béc s trude khi st dung thube.

L -

6. ANH HUONG THUOC LEN KHA NANG LAI XE VA VAN HANH MAY MOC:
Thubc khong c6 hodc khdng anh hudng dang ké trén d6i twgng lai xe va van hanh may moc.
7 TUONG TAC, TUONG KY CUA THUOC:

Twong tac cua thubc: sir dung dong thoi véi céc thube rc ché monoamine oxidase, thube
chéng trAim cam ba vong hodc tetracyclic lam tang cudng tac dung toan thén cua
xylometazolin.

Tuwong ky cua thubc: Do khong c6 cac nghién ctru vé tinh twong ky cua thubc, khong tron 1an
thudc nay voi cac thude khéc.

8. TAC DUNG KHONG MONG MUON CUA THUOC:

C6 thé cam thdy khé chiu tai chd sau khi nhé miii néu ban c6 dudng miii nhay cam.

Néu con ban trai qua ao giic, bdn chdn hoic rdi loan gidc ngh, nglng st dung thudc.

Thinh thoang céc tic dung phy sau day di dugc dd bao céo:

« Cam gi4c néng rat & miii va hong
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» Kich trng cuc bo

« Bu6n non

« Pau diu

¢ Kho niém mac mili.

Danh trong nguyc, thay d6i nhip tim hogc ting huyét 4p cling co thé xay ra, dic biét néu ban
¢6 cac van d& vé tim mach.

9. QUA LIEU VA CACH XU TRIi:

Hiém giip trudmg hop ngd doc & tré em. Triéu ching l4m sang chu yéu biéu hién bing céc
du hiéu nhu: mach dap nhanh, bt thurorng, tang huyét ap va doi khi mét y thirc.

Khong co6 bién phap diéu trj déc higu, can st dung cac bién phéap h6 trg thich hop.

10. PAC TINH DUQC LUC HOC:

Nhom duwoc ly: Thudc chéng sung huyét, chéng ngat mii.

Ma ATC: RO1AA07

Xylometazolin la mot chit tac dung gidng than kinh giao cam, twong ty nhu naphazolin.
Thube c6 tac dung co mach tai chd nhanh va kéo dai, giam sung va sung huyét. Xylometazolin
tac dung truc tiép 1én thu thé o, — adrenergic & niém mac miii, gdy co mach nén giam luu lugng
mAau qua miii va glém sung huyét. Tuy nhién, tdc dung giam sung huyét ciia thubc chi c6 tinh

chét tam thoi, mot sb truong hop c6 thé bi sung huyet trg lai.

11. PAC TiNH DUQC PONG HOC:

Sau khi ding tai chd, thuéc c6 tac dung trong vong 5-10 phut va kéo dai t6i 10 gio. Dai khi

thube c6 thé hip thu vao co thé, gy tac dung toan than hodc twong tac véi cac thude khéc.

12. QUI CACH PONG GOL:

Hop 01 lo nho miii 10 ml va 01 to huéng din st dung. ;

13. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUOQNG CUA p\
THUOC:

- Béo quan: Bao quéan & noi kho réao, thoang mat, nhiét do khong qua 30°C, tranh dnh sang.

- Han dung: 36 thang ké tir ngay san xuit. Khong ding qué thoi han ghi trén bao bi.
- Tiéu chudn chét lugng cia thude: Tiéu chuén co sd.
14. NHA SAN XUAT: CONG TY CO PHAN DUQC PHAM VCP

VCP Pharmaceutical Joint — Stock Company
Thach L3i - Thanh Xuan — S6¢ Son — Ha Noi — Viét Nam
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