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MAU NHAN SAN PHAM

1- Nhan hdp:

Chidinh:

Nhé mdi dé lam giam tam thdi triéu ching sung huy&t mii (ngat mdi)
do viém mi c8p hodc man tinh, cAm lanh, cAm mao hoéc di ng.
Chéng chidijnh, Liéudung - Cach dung & Cac théng tin khac:

Xem t& hudng dé&n sirdung bén trong hop.

Baoquéan:
Naikho rao, nhiét dé khéng quéa 30°C, tranh anh sang tryc tiép.
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5ml Thudc nhé mii

Naphazolines: ¢,

THANH PHAN: (cho 5 mi): TIEU CHUAN: TCCS
Naphazolin nitrat............cooovvenene 2,5mg - SPK: Lo,
Ta dugc bao quan Nipagin.............. 9,0M3 g4 4 sx:

T4 dudc béo quén Nipasol................1,0mg Ngay sx:

Ta dugc khac...........ccoocereee. VA AG 5ml .
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Lin dhude Lo

Sml Nasal drops
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y Nanhazolm 0,05%

- Nhan lo:
[0— -—j i oA dinh, Chéng chi dinh, Liéu ding

iy Cach ding & Céc thong tin khac:
" 5ml Thudc nhd mii Xem td hudng dén sl dung

H Tiéu chudn: TCCS

Nannazn“n 0,05% S4 16 sx:
Thanh phan: (Cho 5ml): Ngay sx:
Naphazoin nivat 2.5mg; Ta duge bdo quan Nigagin 9 0mg -o) HD:
T4 dide bé0 quin Npasol 1. 0mg: Ta ke Sin xudt tai: HDPHARMA., JSC
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1- Nhan hép:

INGRETHENTS: (in for 5 ml)
Naphazolin nitval
Preserved excapsent Nipagin
Preserved excypient Nipasol
Excipients. ......,
INDICATIONS :

Drop nio nose to rolieve temporary sympioms nasal
congestion (stulty noss) dus Mo aSile of chrofkc rhinits
codds, or allarges appaarance
CONTRA-INIHCATIONS
- Patients with hypersenativity 1o any componant of the
medication

KEEP QUT OF THE REACH OF CHILDREN.
READ THE INSTRUCTION CAREFULLY BEFORE USE.

25mg

9.0mg
_1.0mg
gs5mi

sdoap jesepn

Thudc nho mii
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MAU NHAN SAN PHAM

USAGE AND ADMINISTRATION:
Usage: Dirop il o press iha othes noatnl
Administration:

= Adults and children shove 12 years okt Drop 1-2 droplets intn
wach nostri, from 3-6 hours a5 neaded

- Children from B to 12 years old Drop 1-2 droplets info sach
nostril, trom 6 hours If necessarny, use under the supsrvision of &
physician

2 " {stutty nase). Do not
takce thir g continuously for longer than 3 - 5 days

STORAGE: in @ dry plasce, lempersiure nol exceed J0C,
protected trom light

SPECIFICATION: Manufacturers

THANH PHAN: (cho & mi)

Naphasoln ritrat . 25mg
T duge biso quin Nipagin D.0mg
Té duoc b qudn Nipasol 10y
Té duige ki Vim0 S ml
CHIBINH.

MnﬁlldmﬂmmmﬂumthﬁM|
(ngat mil) do viem mii clip holdle man tinh, chm lanh, clm
mao hade di ing
CHONG CHi BINH:

Nguh béah mdn chm v bt oy thinh phin ndo cia thabc

o XA TAM TAY TRE EM
BOC kY HUONG DAN SU DUNG TRUGC KHI DUNG

2- Nhan lo:

—]
5ml Thudc nhé mii

Naphazolin o.es

Thanh phén: (Cho Smi):
Naphazolin nivat 2,5 mg; T4 duc bio quidn Nigagin 9,0mg
T4 it bdo qun Nipasol 1,0mg; T4 duc

CACH DUNG. LIEU DUNG:

- Cieh diing: Nivh e vino ting bin 1 miil, ding e Sn nhe
nidng bén 1 mii chn kil

- Lidu ding:

& Nguis idn wi trd om trin 12 nedi: Nbd mdd B -2 giot viso m&i b
i, 3-8 gy mat lin néu el

o Trd em b 6 tudi din 12 tudi: N mi ifin 1-2 giot vho mii W mii,
6 gudt ot i s i, g chuh sy fhveo 04 clka My thutc.

+ Eréu tri sung huydt mi (ngat md) s glan ddng khing nén
quit 3 - Sngay

BAO QUAN: Nl kho o, nhilt 89 khing qud 30°C, trinh anh
sdng tryc g
TIEU CHUAN: TCCS

0,05%

SDK (Reg.No):
54 10 sx (Lot No):
Ngay sx: Mig.date)
HD (Exp.date)

Manutsctured by

HOPHARMA,, JSC

102 Chi Lang strea. Nguyen Trai wand, Hai Duong city,
Hai Duong Province

Thudc nhd mii

Sn wull tar
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@
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HUGONG DAN SU DUNG CHO BENH NHAN
1. Tén thudc: NAPHAZOLIN 0,05%.
- Poc kjj hueéng dén sie dung trieée khi ding.
- Dé xa tam tay tré em.
- Théng bdo ngay cho bdc s nhitng tic dung khong mong muén gdp phai khi sic dung
thuéce.
2. Thanh phin, ham lwgng cia thude:
Mai lo 5 ml chira:

Naphazolin nitrat 2,5 mg
T4 dugce bao quan: Nipagin 9,0 mg
Ta dugc bao quan: Nipasol 1,0 mg
Ta dugc khac: Acid boric, natri tetra Vira du Sml
borat, glycerin, nuéc dé pha thude tiém.

3. Quy cach dong goi:

Hop 1 lo x Sml, hép 50 lo x 5 ml kém huéng din sir dung

4. Thube ding cho bénh gi?

Nhoé mii dé 1am giam tam thoi triéu chimg sung huyét miii (ngat miii) do viém miii cdp
hodc man tinh, cam lanh, cdm mao hoéc di (rng.

5. Nén dung thudc nay nhuw thé nao va liéu lwgng?

Cdch ding: Nho thube vao timg bén 16 mili, dong thdi 4n nhe nhang bén 16 miii con lai.
Liéu ding:

Ngudi 16n va tré em trén 12 tudi: Nho mdi 1an 1-2 giot vao méi 16 miii, 3-6 giy mét lén
néu can.

Tré em tir 6 tudi dén 12 tudi: Nhé mdi lan 1-2 giot vao mdi 16 miii, 6 gio mgt lan néu can,
dung dudi sy theo ddi cia thiy thude.

Diéu tri sung huyét mili (ngat miii) thoi gian ding khong nén qua 3 — 5 ngay.

6. Khi nao khong nén ding thuoc nay?

Ngudi bénh méan cam véi bat ky thanh phén nao cua thude.
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7. Tac dung khong mong mudn:

Nhimg phan g phu nghiém trong it xay ra khi dung tai chd naphazolin & lidu diéu tri.
M5t s6 phan img phy thuong gip nhung thoang qua nhu kich (mg niém mac noi tiép xuc;
phan {mg sung huyét tror lai ¢6 thé xay ra khi dung thuong xuyén hodc trong thoi gian dai.
C6 thé xay ra mét sé phan (g toan than.

Thuéng gdp, ADR > 1/100: Kich tmg tai chd.

It géip, 1/1000 < ADR < 1/100

Cam gidc bong, rat, khé hodc loét niém mac, hit hoi, sung huyét tré lai véi biéu hién nhu
do, sung va viém mili khi ding thuong xuyén, lau ngay.

Hiém gdp, ADR < 1/1000

Tim mach: Kich thich tim nhu héi hop, danh tréng nguc, xanh xao tai nhot.

Than kinh trung vong: Budn nén, dau dau, chéng mat, lo ling, cang thing, lo mo, 40
gidc, co giat, {rc ché hé than kinh trung wong, bénh vé tim 1y kéo dai.

Huéng dan cdch xir tri ADR

Tranh dung thude kéo dai, cac biéu hién nhe thuomg hét khi ngimg thudc, chi cin theo
ddi. Trong truong hop that dic biét, c6 thé tiém tinh mach phentolamin.

Théng bdo cho bdc sy nhitng tic dung khéng mong muén gdp phai khi sit dung thudc.
8. Nén tranh ding nhiing loai thudc hodic thwe phim gi khi dang sir dung thudc
nay?

Str dung Naphazolin cho nguoi bénh dang ding céc thudc rc ché monoamin oxidase,
maprotilin hodc cac thude chong trim cam ba vong c6 thé gdy phan tng ting huyét ap
nang.

Naphazolin hiép ddng tic dung véi cic thudc giéng thin kinh giao cam khéc khi ding
d6ng thoi va lam giam tac dung cua lobenguan I 123,

Téc dung cua Naphazolin c6 thé tang khi ding dong thdi véi atomoxetin, cannabinoid,
céc thude tre ché monoamin oxidase hodic cac thube chéng trim cam ba vong,

Tuong ky: Nhém. Khong dung thude trong cac dd dung bang nhom.

9. Cin lam gi khi mét lin quén khong ding thude?
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Néu quén khéng ding thude mot lan, bo qua va dung thuéc tiép tuc theo ding liéu lugng
chi din. Khéng dugce gép déi liéu ding sau khi quén thuée mot lin.
10. Cén bio quan thudc nay nhur thé nao?
Pé noi khé rdo, nhiét do khéng qua 30°C, tranh 4nh sang.
11. Nhitng diu hi¢u va triéu chirng khi ding thudc qua liéu?
Ngo doc do qué liéu. Khi ding tai chd lidu qué cao hodc udng nham co thé gy trc ché hé
than kinh trung wong nhu ha nhiét, tim dip chim, ra md héi, budn ngu, co giat, hon mé
dac biét o tré em.
12. Can phai lam gi khi dung thuéc qua liéu khuyén cdo:
Xur tri: Chu yéu bing diéu tri triéu chimg va bd tro.
Tham van nhén vién y té khi dung thudc qua liéu khuyén cdo.

13. Nhirng diéu can than trong khi ding thudc nay:
13.1 Cic tinh trang can thin trong khi diung thudc
Khi ding thudc lién tuc 3 ngay ma khong thiy triéu chimg giam bét, ngudi bénh can
ngimg thudc va di kham béc sy.
Khoéng nén ding thude nhiéu ldn va lién tuc dé tranh bi sung huyét nang tro lai.
Than trong khi dung cho ngudi bi cudong giap, bénh tim, bénh dong mach vanh, chimg xo
vita dong mach ndo, bénh hen suyén man tinh, bénh ting huyét ap hodc dai thao duong,
nguoi dang dung cac chét {rc ché monoamine oxidase.
Khong nén dung cho tré¢ em nho hon 6 tudi do tac dung uc ché than kinh trung wong ¢6
thé gdy hon mé, ha than nhiét, dic biét la tré so sinh.
13.2 Cic khuyén cdo ding thude cho phu nir ¢6 thai va cho con bi:
Thoi ky mang thai: Chwua rd anh huong cia naphazolin [én bao thai. Chi dung thude khi
that can thiét.
Théi ky cho con bii: Chua rd thude c6 tiét vao sira me hay khong, Chi dung thude khi that
can thiét.

Tham khao ¥ kién bdc sy truée khi diing, chi ding khi thit sy cdn thiét.

13.3 Anh huéng cia thudc ddi véi cong viée (nguwdi van hanh may méc, dang lii tau

Y

xe, ngudi lam viéc trén cao va cac trwong hop khic)
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Thude dung dugc khi dang lai xe hodc van hanh may méc.
14. Khi nao cin tham vén bac s§?
Can tham van cta béc sy khi dang két hop nhiéu thudc hay khi c6 ddu hidu bét thuong
nao khac.

“ Néu can thém thong tin xin héi § kién bic sj hodc dugc st
15. Han ding ciia thude: 36 thang ké tir ngay san xuét. Lo thudc da mé khong ding qua
30 ngay.

16. Tén, biéu twong cia nha san xuit:
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CONG TY CO PHAN DEGC VAT'TU,Y TE HAI DUONG

Dia chi: S6 102 Chi Lang, P. Ngu?@niquﬁfjfTﬁHal Duong, tinh Hai Durong
17. Ngay xem xét sira d6i lai to' thong tin cho bénh nhéan: La ngay dugc cic don vi
chirc ning thuéc B Y té phé duyét khi cip sé ding ky luu hanh thudc hodc ngay phé
duyét cac ndi dung thay doi, cap nhat to hudng din sir dung gan nhit

= |
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. HUONG DAN SU DUNG THUOC CHO CAN BQ Y TE
1. Tén thude: NAPHAZOLIN 0,05%.

2. Thanh phan ciu tao cia thude: Mdi lo 5 ml chira:

Naphazolin nitrat 2,5mg
Té dugce bao quan: Nipagin 9,0 mg
Ta dugce bao quan: Nipasol 1,0 mg
Ta duge khac: Acid boric, natri tetra Vira di Sml
borat, glycerin, nuéc dé pha thude tiém.

3. Dang bao ché: Dung dich thuéc nhé mii.

4. Quy cach déng goéi : Hop 1 1o x Sml, hop 50 lo x 5 ml kém huéng dan sir dung

5. Cac dic tinh dwoec luc hoe, dwge dong hoc:

5.1. Cac dic tinh dwge lye hoce:

Naphazolin 132 mét dan chét imidazolin c6 tac dung gidng than kinh giao cam. Khi nho
thudc vao niém mac mii, thudc kich thich truc tiép 1én thu thé alpha-adrenergic & cac tiéu
dong mach cta niém mac miii, lam co mach tai chd nhanh va kéo dai, giam sung va sung
huyét.

5.2. Cac diic tinh dugce dong hoc:

Sau khi nhé thude vio niém mac mili, tic dung co mach dat trong vong 10 phut va kéo
dai trong khoang 2 — 6 gid. Déi khi thude c6 thé hip thu va gay tac dung toan than. Chua
c6 thong béo vé phan bd va thai trir cia thude.

6. Chi dinh, lidu ding, cich ding, chong chi dinh.

6.1. Chi dinh:

Nhé miii dé lam giam tam thoi tridu chimg sung huyét mii (ngat mii) do viém mii cdp
hodic man tinh, cam lanh, cdm mao hoéc di Ung.

6.2. Liéu ding, cach ding:

Céch ding: Nhé thude vao tig bén 15 mili, dong thoi an nhe nhang bén 16 mili con lai.

Y

Liéu diing:
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. Ngudi 16n va tré em trén 12 tudi: Nho mbi lan1-2 giot vao médi 16 miii, 3-6 gior mot 1an
néu can.
Tré em tir 6 tudi dén 12 tudi: Nho mdi lin1-2 giot vao mdi 16 miii, 6 gidr mot lin néu can,
dung duéi su theo doi ciia thay thude.
Piéu trj sung huyét miii (ngat miii) thoi gian ding khong nén qua 3 — 5 ngay.
6.3. Chong chi dinh:
Ngudi bénh man cam véi bat ky thanh phan nao cua thude.
7. Céc truwdng hop thin trong khi dung thube.
7.1. Cdc finh trang can théan trong khi ding thuéc
Khi dung thuée lién tuc 3 ngay ma khong thiy triéu chimg giam bét, ngudi bénh cin
ngimg thudc va di kham bac sy.
Khong nén dung thudc nhiéu lan va lién tuc dé tranh bi sung huyét ning tro lai.
Than trong khi ding cho ngudi bi cuong giap, bénh tim, bénh dong mach vanh, chimg xo
vira dong mach ndo, bénh hen suyén man tinh, bénh ting huyét ap hodc dai thdo duong,
ngudi dang ding céc chét trc ché monoamine oxidase.
Khéng nén ding cho tré em nhod hon 6 tudi do tac dung (rc ché than kinh trung wong c6
thé giy hon mé, ha than nhiét, dic biét 1a tré so sinh.
7.2. Cic khuyén cdo diing thuébc cho phu nit c6 thai va cho con bii:
Thoi ky mang thai: Chua rd anh hudng cia naphazolin lén bao thai. Chi ding thude khi
thét can thiét.
Thoi ky cho con bii: Chura rd thude c6 tiét vao sita me hay khong. Chi dung thude khi that
can thiét.
7.3. Tdc dpng cia thuoc khi ldi xe va van hanh mdy moc:
Thude dung dugc khi dang lai xe hodc van hanh méy moc.
8. Twong tic voi cac thude khic:
Str dung Naphazolin cho ngudi bénh dang dung cac thuéc rc ché monoamin oxidase,

maprotilin hodc cac thudc chéng trAm cam ba vong c6 thé gy phan Ung tang huyét ap

¥

nang.
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Naphazolin hiép ddng téc dung véi cac thude gidng than kinh giao cam khac khi dung
dong thoi va lam giam tac dung cta lobenguan I 123,

Téc dung ciia Naphazolin c6 thé ting khi dung dong thai véi atomoxetin, cannabinoid,
cac thude re ché monoamin oxidase hoiic cic thude chéng tram cam ba vong.

Tuwong ky: Nhom. Khong dung thude trong cac db dung bing nhom.

9. Tac dung khong mong mudn:

Nhitng phén (ng phu nghiém trong it xay ra khi ding tai chd naphazolin & liéu diéu tri.
Mt s6 phan (g phu thuong gip nhung thoang qua nhu kich (mg niém mac noi tiép xic;
phan mg sung huyét trd lai c6 thé xay ra khi ding thuong xuyén hodc trong thoi gian dai.
C6 thé xay ra mot sé phan g toan than.

Thirong gdp, ADR > 1/100: Kich tng tai chd.

It gap, 1/1000 < ADR < 1/100

Cam giac bong, rat, kho hodc loét niém mac, hit hoi, sung huyét tr¢ lai v6i biéu hién nhu
do, sung va viém miii khi ding thuong xuyén, lau ngay.

Hiém gép, ADR < 1/1000

Tim mach: Kich thich tim nhu hdi hop, danh tréng nguc, xanh xao tai nhot.

Thén kinh trung wvong: Budn nén, dau dau, chong mit, lo ling, cing thing, lo mo, do
gidc, co gidt, trc ché hé than kinh trung wong, bénh vé tim ly kéo dai.

Hueéng dan cach xir tri ADR

Trénh ding thudc kéo dai, cic biéu hién nhe thuong hét khi ngimg thude, chi cn theo
ddi. Trong truong hop that dac biét, co thé tiém tinh mach phentolamin.

10. Qua li¢u va cach xir tri:

10.1. Qua liéu:

Ng6 doc do qua lidu. Khi ding tai chd lidu qué cao hodc udng nhdm cé thé gdy trc ché hé
than kinh trung wong nhu ha nhiét, tim dap cham, ra mo hdi, budn ngu, co giat, hon mé
dic biét ¢ tré em.

10.2. Xir tri:

Chu yéu bing diéu tri triéu chimg va bo tro.

11. Céc d4u hiéu cin lru ¥ va khuyén cdo: Khong co.

w
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12. Piéu kién bio quan, han ding cia thudc.
12.1. Piéu ki¢n bao quin : Dé noi kho réo, nhiét d6 khong qua 30°C, tranh anh sang.
12.2. Han dung cia thudc : 36 thang ké tir ngay san xuit. Lo thudc di md khong ding
qué 30 ngay.
13. Tén, dia chi ciia co sé san xuit :
CONG TY CO PHAN DUQC VTYT HAI DUONG
102, phé Chi Ling, P.Nguyén Trii, TP Hai Dwong, tinh Hai Duong

14. Ngay xem xét sira doi lai to thong tin cho bénh nhan: La ngay dugc cac don vi
chire ning thudc Bo Y té phé duyét khi cép sb ding ky luu hanh thude hodc ngay phé

duyét cac ndi dung thay doi, cp nhat to huéng dan sir dung gin nhat.

TUQ.CUC TRUONG
P.TRUONG PHONG
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