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NEDELIN

GO 30°C.

Composition: Each bottle 15ml contains:
Oxymetazoline HCI .............ccccoeeerennenn. 7.5mg
Exciplents gl o cenninassinnss s 100

Indications, Contraindication, Administration & Dosage,
Other information: See enclosed leaflet.
Storage: Store in a cool dry place, protect from light, temperature
below 30°C.
Specification: In-house.
KEEP OUT OF REACH OF CHILDREN
READ CAREFULLY LEAFLET BEFORE USE

NOSE SPRAY

Lot M1, Road N3, Hoa Xa IP, Loc H
Dinh city, Nam Dinh prov

DELJ d Truong Tho*

Oxymetazoline HCI ....
Tadwgcviradi ..........
Chi djnh - Chéng chi djnh - Liéu ding - Cach dung va
4c théng tin khac: Xem trong t& huéng dén sir dyng.
B0 quan: D& noi khd mat, tranh anh sang, nhiét o khéng

chuéin ap dung: TCCS

DE XA TAM TAY TRE EM
PC KY HUONG DAN SUF DUNG TRUOC KHI DUNG
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Rx- Thuée nay chi dimg theo don thude

NEDELIN B

1. TEN THUOC: NEDELIN B
2. CAC DAU HIEU LUU Y VA KHUYEN CAO KHI DUNG THUOC:
Khong ding qua liéu chi dinh.
Dé xa tam tay tré em.
Poc kj hiéng dan sic dung truée khi ding.
3. THANH PHAN CONG THUC THUOC:
M&i lo thude xit miii NEDELIN B 15 ml chira:

Thanh phcfn duoc chat:

Oxymetazoline HCI 7,5 mg

Thanh phan td dwgc: Disodium EDTA, Sodium metabisulfite, Potassium dihydrogen phosphate,
Disodium phosphate dodecahydrate, Benzalkonium chloride, nuéc tinh khiét.

4. DANG BAO CHE: Dung dich thudc xit mili

Mo ta:

- Thuéc xit miii NEDELIN B: Dung dich trong, mau hoi vang, khong mui, khong 6 cén va vét thé la.

5. CHI PINH:

- Ding cho tré em trén 15 tudi va ngudi 16n dé giam triéu chimg sung huyét do viém miii cép hodc man
tinh.

6. LIEU DUNG VA CACH DUNG:

Liéu dimg:

- Xit 1 nhét vao mdi bén miii, ngay xit 2-3 lan.

- Thoi gian xit toi da 3-5 ngay.

Cach ding:

+ Xit thude vao mot bén 156 mili, dau hoi nghiéng phia trudc dé tranh nudt san pham.

+ Khong diing thubc qua 3 lan/ngay.

+ Khong dung thudc qua 5 ngay.

+ Chi diing cho tré trén 15 tudi.

Lic déu trude khi st dung. Trude khi sir dung l4n du, hdy mdi thiét bi bing cach nhén bom nhiéu lan cho
dén khi dat duoc 1an phun day du dau tién. Sau khi st dung lau sach voi phun. Khong sur dung cung 1 lo
thude cho nhiéu nguoi, vi ¢ thé xay ra lay nhiém.

Lueu y vé xir Iy thudc: Khong ¢ yéu cau dic biét vé& xir Iy thudc sau khi sir dung.

7. CHONG CHI PINH:

Thudc nay chong chi dinh trong cc trwdomg hop sau:
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— Man cam v6i Oxymetazoline hodc bat ky thanh phan nao khéc cuia thude

— Tién sir dot quy hodc cac yéu tb nguy co c6 kha ning thic ddy dot quy xay ra do hoat tinh giao
cam alpha ctia chét co mach

— Ting huyét ap ning hodc mat can bang do diéu tri; suy mach vanh ning

— Nguy co tang nhan ap do dong géc

— Nguy co bi tidu lién quan dén rdi loan ni¢u dao-tuyén tién liét

— Viém miii kho

— U té bao ua crém

— Tién st dong kinh

— O nhitng bénh nhan d trai qua phiu thuat cit b tuyén yén

— Két hop véi thube cuong giao cam tac dung gian tiép: thudc co mach nhim lam théng mii, du
ding duong udng hay xit miii [phenylephrine, pseudoephedrine, ephedrine, v.v.] cling nhu
methylphenidate, do nguy co co mach va/hoidc céac dot ting huyét ap.

8. CANH BAO VA THAN TRONG KHI DUNG THUOC:

Do sw hién dién ciia oxymetazoline

Tranh xa mit.

Can tudn thi nghiém ngat liéu luong, thoi gian diéu tri tir 3 dén 5 ngay, cac chdng chi dinh (xem phan
4.3).

O lidu khuyén céo va khi sir dung kéo dai, thudc nay c6 thé 1am ting cac triéu chimg nghet mili do mg
rong niém mac miii (goi la viém miii do didu tri). Nghet mili tai phat cling c6 thé xay ra khi ngimg diéu
tri.

Viée dung thubc lap di lap lai va/hodic kéo dai co thé din dén su chuyén hoéa toan than dang ké cua
Oxymetazoline.

Dung thude kéo dai c6 thé din dén giam tac dung do hién tugng co mach nhanh, co mach nfo tirng doan
c6 hdi phuc kém theo co thit mach hé than kinh trung wong va dau dau, co mach, tang huyét ap, ngat, 1¢
thudc va roi loan tam than.

Bénh nhén nén duoc thong béo: néu xuét hién tang huyét 4p, nhip tim nhanh, dénh tréng nguc hofc roi
loan nhip tim, budn nén hodc bat ky du hi¢u thin kinh nao (nhu dau dau khéi phét hogc tang 1én) can
phai ngimg diéu tri.

Cin than trong khi str dung Oxymetazoline do nguy co hép thu toan than tiém &n, va chi ding & nhiing
bénh nhan bi ting huyét 4ap, bénh tim mach, cudng giap, tiéu duong, phi dai tuyén tién liét, rdi loan tdm
than khi c6 chi dinh cta béc st.

Khéng nén ding thude nay véi céc thudc sau do nguy co co mach va‘hodc céc dot ting huyét 4p lién quan

dén hoat tinh giao cam alpha cua no:
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Thudc tic ché enzyme monoamine oxidase (MAQ) khong hoi phuc (iproniazid).

Céc alkaloid ndm cua ga hoat tinh dopamin (bromocriptine, cabergoline, lisuride hodc pergolide) hodic
thu6e co mach (dihydroergotamine, ergotamine, methylergometrine hoic methysergide).

Nén tranh str dung thudc nay trude khi di ngdi do nguy co mét ngu.

Céc rdi loan than kinh nhu co gidt, do giac, rdi loan hanh vi, kich dong, mat ngu, di duge mb ta, thuong

gip hon & tré em, sau khi dung thudc co mach toan than, dic biét trong cac dot sot hodc khi dung qua liéu.

Do d6, n6 14 can thiét dic biét: 57
Khéng duge chi dinh diéu tri phdi hop véi céc thude 6 kha ndng lam gidm ngudng gdy dong kinh nhu:  jn¢
dan chit terpene, clobutinol, chat atropine, thudc gay té tai chd... hodc trong trudng hop cé tién sir dong % g
kinh; ‘U"dw

Khong ding qué liéu khuyén cdo va théng bao cho bénh nhan vé nguy co qua liéu trong truong hop két 5

—_

hop vai cac thuoc khac ¢ chira chat co mach.

Lién quan dén sw c6 miit ciia ta dwoc ¢ tic dung da biét

NEDELIN B chira 1,5 mg benzalkonium chloride trén 15 ml dung dich. Benzalkonium chloride cé thé
gdy phti né niém mac mili, diic biét khi sir dung lau dai.

9. SUDUNG CHO NGUOI MANG THAI VA CHO CON BU:

Str dung cho nguoi mang thai:

Su an toan cia Oxymetazoline dbi véi phu nit mang thai chua duoc biét r5. Chi nén sir dung thudc khi c6
su chi dan cua thay thude.

Swr dung cho phu nit cho con bu:

Chua rd Oxymetazoline cé phan bd vio sita khong, vi vdy nén thén trong khi dung thudc cho phu nit dang
cho con bu.

10. ANH HUONG CUA THUOC KHI VAN HANH MAY MOC TAU XE:

Kha nang l4i xe va van hanh may moéc khong bi suy gidm khi dung theo liéu khuyén cdo.

Khong thé loai trir tic dung toan than lién quan dén tim mach hoiic hé than kinh trung wong sau khi dung
kéo dai Oxymetazoline hodc uéng Oxymetazoline thanh phan c trong cong thirc cam lanh & liéu cao hon
lidu khuyén cdo. Trong nhitng truong hop nay kha nang lai xe va van hanh may méc co thé bi suy giam.
11. TUONG TAC, TUONG KY CUA THUOC

Twong tdc:

Twong tac véi thude khac, cic dang twong tac khac:

LIEN QUAN DEN SU HIEN DIEN CUA OXYMETAZOLINE

Két hop chéng chi dinh

+ Cuong giao cam gidn tiép nhie Phenylephrine, Pseudoephedrine, Ephedrine va Methylphenidate do

nguy co co mach va‘hodc ciac dot tang huyét 4p lién quan dén hoat tinh giao cam alpha cua

Oxymetazoline.
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Két hop khong dwoc khuyén cdo

+ Cdc thuéc ire ché MAOI khong chon loc (iproniazid)

Con tang huyét ap ({rc ché chuyén héa vasopressin pressor amin). Do thudc tre ché MAO c6 tac dung kéo

dai, trong tac nay van c6 thé xay ra sau 15 ngay ké tir khi ngimg thudc Gc ché MAO.

+ Alkaloid nam cwa ga hoat tinh dopamin (bromocriptine, cabergoline, lisuride, pergolide)

Nguy co co mach va/hoic cac dot ting huyét ap.

+ Alkaloid ndm cwa ga gdy co mach (dihydroergotamine, ergotamine, methylergometrine, methysergide)

Nguy co co mach va/hodc cac dot ting huyét ap.

Twong ky:

Nhom. Khéng dung thude trong cac dd dung bing nhém vi nhém 1am hong thudc.
12. TAC DUNG KHONG MONG MUON (ADR):

Céc tac dung ngoai y dudi ddy dugc phén loai theo hé co quan va tan sudt thuong gip theo quy udc sau

day:

Rét thuong gip: > 1/10
Thudng gap: > 1/100, < 1/10
it gap: > 1/1.000, < 1/100

Hiém gap: > 1/10.000, < 1/1.000

Rét hiém gap: < 1/10.000

Chua biét: khong thé danh gié tir dir lidu sén ¢

biét & nhitng bénh nhén da sir dung cac

thudc chira pseudoephedrine hydrochloride,
nhitng tai bién mach mau ndo nay da xay ra
khi diing qua liéu ho#c sir dung sai & nhiing

bénh nhan c6 cac yéu to nguy co vé mach

L6p co quan hé thong Téc dung khéng mong muon Tan suat
Tim mach danh trong nguc khong xac dinh
nhip tim nhanh
nhdi mau co tim
nhip tim chdm do phan xa
Mit bénh ting nhan ap géc déng cép tinh khong xéc dinh
Roi loan tiéu héa Kho miéng khong xac dinh
Budn ndn
No6n mura
R6i loan hé than kinh Tai bién mach mau néo do xuét huyét, dac khong xéc dinh

2735
¥

AAN
PHAM
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Lép co quan hé thong Tac dung khéng mong mudn Tan suat

mau;

Dot quy do thiéu mau cuc bd

Nhirc dau

Co giat

Hoi chimg co thit mach ndo c6 hdi phuc

Con thiéu mau ndo thoang qua

Roi loan tim than Lo ling, 14t dat, roi loan hanh vi, do giac, khong xac dinh
maét ngu, sbt, qua lidu xay ra khi két hop véi
thudc ¢6 kha nang 1am giam ngudng co giat

hodc thiic ddy qua lidu.

Réi loan than va tiét nidu | Kho tiéu (dac biét la vai rdi loan niéu dao) | khéng xéc dinh
Bi tiéu (dic biét trong truong hop rdi loan

niéu dao).

R o e

%)

\\\} ~

Réi loan da va md dwéida | D6 mo hoi khong xac dinh
Ngoai ban
Ngtra

Mé day

Ro6i loan mach mau Tang huyét ap (ting huyét ap bung phit) khong xéc dinh
Co mach

R0i loan thiéu mau cuc bd

Roi loan hd hap, 16ng ngwe | Khé miii khong xac dinh
va trung that Khé thé

Réi loan hé thong mién Qua man cam khong xéc dinh
dich

Thong bdo ngay cho bdc si hodc dwgc si nhitng phén teng c6 hgi gdp phdi khi sir dung thuéc.
13. QUA LIEU VA CACH XU TRi:
Trong truong hop sir dung lap di 13p lai hodc lam dung oxymetazoline c6 thé gdy ha than nhiét, an than,
mat y thirc, hon mé hogc suy hd hap khi di qua dudng toan than.
Déu hiéu va triéu ching
Trong trudong hop qua liéu, céc tridu ching lién quan dén kich thich qua mirc céac thy thé a-adrenergic la:
suy nhuge hé than kinh trung vong (mét phan xa duong thd va suy ho hép, ha than nhiét, an than, bt tinh
va hon mé), tang huyét ap c6 thé din dén xuét huyét ndo hoic phi phdi. Tang huyét ép c6 thé duge theo

sau boi ha huyét ap.
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Cach xir tri:

Trong truong hop ding qua liéu hodc vo tinh uéng phai thudc, bénh nhan nén dugc chuyén dén co so'y té.
Diéu tri triéu chimg nén dugc tién hanh. Can tim kiém su cham séc y té khin cép ngay lap tirc trong
trudng hop tré vo tinh nudt phai.

14. DUQC LUC HOQC:

Nhom tri liéu: thube lam giam sung huyét, thudc co mach tai chd.

Mi ATC: ROIAAOS.

Oxymetazoline HCI 12 mdt din chit imidazolin c6 tac dung giéng kich thich than kinh giao cam.
Oxymetazoline ¢6 cdu tric va tac dung dugc ly tuong ty naphazolin va xylometazoline. Khi nhé thuée

vao niém mac miii, thuoc kich thich tryc tiép lén thu thé a-adrenergic & céc tieu dong mach cia niém mac )

miii, lam co mach tai chd nhanh va kéo dai, giam sung va sung huyét. Miii hét ngat va tha d& tam tho‘lﬁb
sau d6 thuong bi ngat mii trd lai & mic do nhét dinh. J/;’
15. DUGC PONG HOC: /
Sau khi xit miii dung dich Oxymetazoline HCI, tac dung co mach tai chd thudng dat dugc trong vong 5 -
10 phat, duy tri 5 - 6 gid rdi giam dan trong 6 gid tiép sau. Ding tai chd & mét, tac dung co mach xay ra
trong vong 5 phuat va kéo dai téi 6 gio. Thoi gian ban huy trong huyét tuong la 5-8 ngay Oxymetazoline
xam nhdp vao cidc md nhanh chong va gdy co mach cuc b thuong dat dugc trong vong 5-10 phit sau khi
tiém noi so. Hiéu tmg ddy du kéo dai trong 5-6 gid va sau d6 giam dén trong 6 gid tiép theo. Thoi gian
ban hiy trong huyét twong la 5-8 ngay, khoang 30% lugng thudc hép thu duge bai tiét qua nude tiéu dudi
dang khong thay doi va 10% dugc bai tiét qua phén.

16. QUY CACH PONG GOI: Hop 1 lo xit mili 15 ml kém t& huéng dan st dung thude.

17. PIEU KIEN BAO QUAN, HAN DUNG, TIEU CHUAN CHAT LUQNG CUA THUOC:

Piéu kién bio quin: Noi kho mat, tranh 4nh sdng, nhiét do khong qua 30°C. Luu y: Khéng bao quan
lanh.

Tiéu chuén ap dung: TCCS.

Han diing: 24 thang ké tir ngdy san xuat. Khong ding qua 30 ngay ké tir ngdy mo nép dau tién.

18. TEN, PIA CHI CO SO SAN XUAT

Nha sin xudt: CONG TY CO PHAN DUGC PHAM TRUONG THOQ

Dia chi: Chi nhanh Céng ty ¢b phin dugc phdm Trudng Tho, L6 M1, dudng N3, khu cong nghi¢p Hoa
X4, phuong Loc Hoa, thanh phd Nam Dinh, tinh Nam Dinh



