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1- Nhin hQp:

Chidinh:
Nh6 m[iO6 tam giAm t4m thoitriQu chfng sung huydt m0i (ngat m0i)

do vi6m m0i cdp ho6c man tinh, cAm lanh, cAm mao hoic di 0ng.

Ch6ng chl tlinh, Li6u dtng - Crich dtng & Cic th6ng tin kh6c:
Xem td hudng ddn s&dr;ng b6n trong hQp.

86oquAn:
Ndikho 16o, nhi€td0 kh6ng qu6 30oC, tr6nh 6nh sdng trgc ti6p.
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rrrIONC NAN StI nuNc CHo BENH NrrAN

1. TOn thu6c: NAPIIAZOLIN O,Osyo.

- Dpc tfi huong ddn sir dung truoc khi di,mg.

- D€ xa tim tay trd em.

- Th6ng bdo ngay cho bdc s! nhftng tdc dqng kh6ng mong *u6n gqp phdi khi su dUng

thu6c.

2. Thinh phAn, hirm lugng cria thu5c:

NASi tq 5 ml chria:

Naphazolin nitrat 2,5 mg

T6 dugc b6o quin:Nipagin 9,0 mg

T6 dugc b6o quin:Nipasol 1,0 mg

T6 dugc khSc: Acid boric, natri tetra

borat, glycerin, nu6c t16 pha thu6c tiOm.

Vira dt 5ml

3. Quy c6ch tl6ng g6i:

Hgp 1 lo x 5ml, hQp 50 lo x 5 ml kdm hudng ddn sri dgng

4. Thu6c dirng cho bQnh gi?

Nh6 mfri aO tam gi6m tpm thdi triqu chimg sung huy6t mfii (r,g+t mfri) do vi0m mfii cAp

ho{c man tinh, cim lanh, c6m m4o hoflc di tng.

5. NGn dtng thuSc niry nhu th6 nio vir fidu luqng?

Cdch dimg: Nh6 thu6c vdo tring b0n 16 mfii, d6ng thdi 6n nhg nhdng bOn 16 mfii cdn l4i.

-.:Lrcu dung:

Nguoi l6n vd trd em tr€n 12 tu6i: Nh6 m6i tAn l-2 gigt vdo m6i 16 mfii, 3-6 gicr mQt lAn

neu can.

T16 em tir 6 tu6i d€n 12 tu6i: Nh6 m5i tan I-2 gigtvdo m6i 16 mfli, 6 gicr mQt lAn .r0u cin,

dirng du6i sy theo d6i cta th6y thudc.

Di0u tri sung huytit mti (ngat mfii) thdi gian dtng kh6ng ndn qu6 3 - 5 ngdy.

6. Khi niro kh6ng n6n dtng thu5c nhy?

Nguoi bqnh mhn cim v6i U6t fy thenh phAn ndo ctia thu6c.
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7,T6c dqng kh6ng mong muSn:

Nhirng phan ung php nghi€m trong ft xAy ra khi dtng t4i ch6 naphazolin o li0u diOu tri.

MQt s6 phan ung phg thuong g?p nhtmg tho6ng qua nhu kich img ni€m mac noi ti6p xric;

ph6n ung sung huy6t tro l4i c6 thO xhy rakhi dtng thudng xuy6n holc trong thoi gian ddi.

C6 the xAy ra mQt s6 ph6n img toin thdn.

Thudng gfip, ADR> 1/100: Kich ring tai ch6.

it gqp,1/1000 < ADR < 1/100

Cim giric b6ng, r5t, kh6 hopc lodt ni6m m4c, h6t hoi, sung huytit tro lpi vdi bi6u hi6n nhu

d6, sung vd vi6m mfii khi dung thucrng xuy6n, l0u ngdy.

Hiiim gfip, ADR< 1/1000

Tim mpch: Kich thich tim nhu trOi trqp, d6nh tr6ng ngyc, xanh xao t6i nhqt.

Thin kinh trung uong: Bu6n n6n, dau dAu, ch6ng m6t, lo l6ng, cdng thing, lo mo, 6o

gi6c, co gi4t, tic ctrti tr6 thin kinh trung ucrng, bQnh vO tdm ly k6o ddi.

Hudng ddn cdch x* tri ADR

Triinh dtng thu6c k6o ddi, cric bitiu hiQn nhg thucrng tr5t ttri ngirng thu5c, chi cAn theo

ddi. Trong trudng hqp th?t d{c biqt, c6 thti ti€m tinh mach phentolamin.

Thilng brio cho btic sj nhfrng tdc dqtng khilng mong mu6n gqp phdi khi sir d4ng thuiic.

8. NGn tr6nh dtng nhiing to4i thu5c ho{c thgc phim gi khi dang sfr dgng thu5c

niy?

St dqng Naphazolin cho ngudi bQnh dang dtng c6c thu6c ric ch6 monoamin oxidase,

maprotilin ho{c c6c thu6c chting trim cdm ba vdng c6 th6 gdy phin img tdng huy6t 6p

n6ng.

Naphazolin hiQp d6ng t6c dgng v6i c6c thu6c giting thAn kinh giao cim kh6c khi dirng

d6ng thoi vd ldm giimtic dgng cria lobenguan I123.

T6c dgng cria Naphazolin c6 thii tlng khi dung d6ng thdi v6i atomoxetin, cannabinoid,

ctic thu5c fc ch6 monoamin oxidase ho{c c6c thu6c chting trAm cdm ba vdng.

Twong /r11; Nh6m. Kh6ng dpg thu6c trong c6c tlO dUng bing nh6m.

9. CAn Drm gi khi mQt Bn qu6n kh6ng dtng thu6c?
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N6u quOn kh6ng dung thu6c mQt lin, b6 qua vi dung thu5c titip tpc theo rlfng li6u luqng

chi ddn. Kh6ng dugc g6p d6i li6u dtng sau khi qu0n thu6c m6t lAn.

10. CAn bio quin thu5c niy nhu th6 nio?

Di5 noi kh6 16o, nhiQt itQ khdng qu6 300C, trdnh dnh s6ng.

11. Nhitng ddu hiQu vi triQu chfng khi dtng thu6c qu6 li6u?

NgQ t10c do quS li€u. Khi dung t4i ctrd ti0u qu6 cao ho{c u6ng nhAm c6 th6 gdy ric ctrti tr0

thin kinh trung uorg nhu h4 nhiQt, tim rlap chdm, ra m6 hdi, bu6n ngt, co gi6t, h6n m0

tlac biQt d tr6 em.

12. CAn phii ldrm gi khi dtng thuSc qurl lidu khuy6n c6o:

Xti tri: Chri y{iu bing <1i0u tritrigu chung vd b6 trg.

Tham v6n nhfln vi6n y t6 khi dtng thu5c qu6 lidu khuy6n c6o.

13. Nhi?ng tlidu cin thfn trgng khi dtng thu5c nhy:

13.1 C6c tinh tr4ng cAn th$n trgng khi dtng thu6c

Khi dung thui5c li6n tuc 3 ngdy md kh6ng th6y triQu chimg giim bot, ngudi b6nh cAn

ngtmg thu6c vd di kh5m b6c s!.

Khdng nOn dirng thu6c nhi6u lin vi li6n tuc di5 tranh bf sung huy6t nlng tro lai.

Than trong khi dung cho ngudi bi cudng gi5p, bQnh tim, bQnh dQng m4ch vdnh, chring xo

vfra dQng mpch n6o, bQnh hen suy6n man tinh, bQnh tdng huytit 6p ho{c d6i th6o dudng,

ngudi dang dtng circ chdtric ch6 monoamine oxidase.

Kh6ng n6n dtng cho tr6 em nh6 hcrn 6 tu6i do t6c dpng fc ch6 thAn kinh trung uong c6

th6 g0y h6n m6, h4 thdn nhiQt, d[c biQt li tr6 so sinh.

13.2 Cic khuy6n c6o dtng thu5c cho phr; nii c6 thai vir cho con bf :

Thdi W mang thai: Chua 16 6nh huong cria naphazolin l6n bio thai. Chi dung thu6c khi

th0t cin thi6t.

Thdi W cho con bil: Chuard thu5c c6 titit vdo sta mg hay kh6ng. Chi dung thu6c khi that

cAn thiiSt.

Tham khdo j, kiiin bdc sj trubc khi dilng, chi dilng khi thil sry cdn thiiit.

133 Anh hu&ng cria thuSc a6i vrA,i c6ng viQc (nguli v$n hinh m6y m6c, dang l6i tiru

xe, nguli lirm viQc tr6n cao vi cic trulng hgp kh6c)
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Thu6c dirng dugc khi dang l6i xe hoflc vfn hdnh m6y m6c.

14. Khi nio cin tham v6n bic si?

Cin tham v6n cria b6c s! khi dung t6t hgp nhi€u thu6c hay khi c6 d6u hiQu b6t thudng

ndo kh6c.

" Nilu cin thAm th6ng tin xin hdi !, kiln bdc s! hortc dwqc si"

15. H4n dtng cria thudc: 36 thang te tu ngiy san xu6t. L9 thu6c dd md kh6ng dirng qu6

30 ngdy.

16. TGn, bi6u tugng cria nhir sin xu6t:

C6uC TY CO PHAN rN UAI DTIONG

Dla chi: S5 tOz Chi Ldng, P. N . Hii Ducrng, tinh HAi Duong

17. Ngiy xem x6t sira tl6i lai td th6ng tin cho bQnh nhAn: Ld ngdy duoc c6c tlcrn vi

chric ndng thuQc B9 Y t6 phO duyQt khi c6p s5 da,rg lqi luu hdnh thu6c ho4c ngdy phO

duyQt c6c nQi dung thay d6i, cpp nhflt td hudng ddn sri dung gAn nh6t
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HTIdNG DAN stl nuNc rnuoc cHo cAN Bo y rE
1. T6n thuSc: NAPHAZOLIN 0,05Yo.

2. Thirnh phAn c6u tgo cria thudc: M6i l9 5 ml chr?a:

Naphazolin nitrat 2,5 mg

T5 dugc b6o qudn: Nipagin 9,0 mg

T5 dugc b6o quin: Nipasol 1,0 mg

T5 dugc khSc: Acid boric, natri tetra

borat, glycerin, nudc dO pha thu6c ti0m.

Vira dri 5ml

3. D4ng bio ch6.' Dung dich thu6c nh6 mfii.

4.Quy cich tl6ng g6i : HQp 1 l9 x 5ml, hQp 50 lg x 5 ml kdm hudng d6n sri dsng

5. C6c rl{c tinh duqc lgc hgc, dugc tlQng hgc:

5.1. Cic rl{c tinh duqc h;c hgc:

Naphazolin ld mQt ddn ch6t imidazolin c6 tric dpng gi6ng thAn kinh giao cim. Khi nho

thu6c vdo ni6m mpc mfii, thu6c kich thich tr.uc ti6p l6n thp th0 alpha-adrenergic o c6c ti6u

dQng m4ch cta ni6m m4c mti, lim co m4ch t4i ch6 nhanh vd k6o dii, gi6m stmg vd sung

. i.
huyet.

5.2. Cic tl{c tinh duqc dQng hgc:

Sau khi nh6 thu6c vdo ni6m mac mfli, tric dqng co m4ch d4t trong vdng 10 phirt vd k6o

ddi trong khoing 2 - 6 gid. DOi khi thu6c c6 th6 h6p thu vd gdy t5c dqng todn th6n. Chua

c6 thdng b5o v0 phdn bti vd thAi tni ctra thu6c.

6. Chi dinh, fidu dtng, cSch dtng, ch6ng chi tlinh.

6.1. Chi ilinh:

Nh6 mfii OO tam gi6m t4m thdi triQu chimg sung huytit mfri (ngat mfri) do vi6m mfri c6p

hoflc m4n tinh, cim lpnh, cim mpo hoflc diring.

6.2. Li6u dtng, cich dtng:

Cdch dimg: Nho thu6c vdo ttrng b6n l5 mfli, d6ng thcvi 6n nhg nhdng b6n 15 mfri cdn l4i.

-.:Lteu clung:
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Nguoi l6n vi tr6 em tr€n 12 tuOi: NtrO m6i lAnt-Z gigt vio m6i t6 mfli, 3-6 gio mQt lAn

neu can.

Tre em tt 6 tu6i d€:n 12 tu6i: Nh6 m5i lAnt-Z gigt vdo m6i t5 mfli, 6 gio m6t lAn n6u cAn,

dtng dudi su theo d6i cria thAy thutic.

Di6u tri sung huytit mti (ngat mti) thdi gian dilng kh6ng n6n qu6 3 - 5 ngdy.

6.3. Ch6ng chi tlinh:

Nguoi bQnh min cim vdi U6t t<y thanh phAn nio cria thui5c.

7. Cilc trulng hgp thfn trgng khi dtng thu6c.

7.1. Cdc tinh trgng cdn thQn trgng khi ding thuilc

Khi dung thu6c liOn tpc 3 ngiy md kh6ng th6y triQu chimg gi6m bcrt, ngudi bQnh cin

ngtrng thu6c vi di kh6m b6c s!.

Kh6ng nOn dtng thu6c nhi6u lin vd li6n tpc dO tr6nh bi sung huyrit ndng trd lai.

Thpn trgng khi dung cho ngudi bf cucrng gi6p, bQnh tim, bQnh tlQng m4ch virnh, chring xo

v&a dQng mqch n6o, bQnh hen suy6n mpn tinh, bQnh tdng huytit 6p hoflc drli th6o dudng,

ngudi dang dirng cdc chdtric ch6 monoamine oxidase.

Kh6ng n€n dirng cho tr6 em nh6 hon 6 tudi do t6c dgng ric ch6 thAn kinh trung ucrng c6

th6 g6y h6n m6, hp th6n nhiet, <14c biQt li tr6 so sinh.

7.2. Ctic khuyiin cdo dilng thuiic cho phqt nft c6 thai vd cho con bil:

Thdi W mang thai: Chua 16 inh hudng cria naphazolin l6n bio thai. Chi dung thu6c khi

th0t cAn thi6t.

fhdi W cho con bil: Chuard thu6c c6 titit viro sfia mg hay kh6ng. Chi dtng thu6c khi that

cin thi6t.

7.3. Ttic il\ng ctia thuiic khi ldi xe vd vQn hdnh mdy mdc:

Thu6c dirng dugc khi dang l5i xe ho{c vfln hdnh m6y m6c.

8. Tuong tic vfi cic thu6c kh6c:

Sri dqng Naphazolin cho ngudi bQnh ilang dtng c6c thu6c ric chti monoamin oxidase,

maprotilin hoflc c5c thu6c chting trAm cim ba vdng c6 th6 gdy phdn img t[ng huyiSt 6p

nang.
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Naphazolin hiQp d6ng t6c dUng v6i cric thu6c giting thAn kinh giao cim kh6c khi dtng

d6ng thdi vi lim gi6m t6c dung cria lobenguan I123.

T6c dUng cria Naphazolin c6 th6 tlng khi dung d6ng thdi v6i atomoxetin, cannabinoid,

c6c thu6c ric ch6 monoamin oxidase hodc c6c thu6c ch6ng trAm cim ba vdng.

Trong /<11; Nh6m. Kh6ng tlpg thu6c trong c6c tl6 dpng bing nh6m.

9. T6c dBng khdng mong mu6n:

Nhirng phin rlmg php nghiCm trgng it xiy ra khi dirng t4i ch6 naphazolin o li6u di6u tri.

MQt s6 phan ung php thucrng g{p nhtmg tho6ng qua nhu kich img ni6m m4c noi titip xric;

ph6n ring sung huy6t tro lpi c6 thiS xdy ra khi dung thudng xuy€n ho{c trong thoi gian ddi.

C6 th€ xhy ramQt s6 phin img toan thdn.

Thudng gfip, ADR> 1/100: Kich img tai ch5.

it gdp,l/1ooo < ADR < r/1oo

C6m gi6c b6ng, r6t, kh6 hoic lo6t ni€m mac, h6t hoi, sung huy6t tro l4i v6i bi6u hiQn nhu

d6, sung vi vi6m mti khi dtng thudng xuy6n, ldu ngdy.

Hidm gQp, ADR< 1/1000

Tim mpch: Kich thich tim nhu h6i h6p, d6nh trting nggc, xanh xao t6i nhot.

ThAn kinh trung uong: Bu6n n6n, dau ddu, ch6ng mbt, lo l6ng, cdngthing, lo mo, 6o

gi6c, co gi4t, ric ctrti ne thdn tinh trung uong, bQnh vO tdm ly k6o ddi.

Hudng ddn cdch x* tri ADR

Tr6nh dtng thu6c k6o dii, c5c bi6u hiqn nhe thulng fr6t mri ngtng thu5c, chi ciin theo

d6i. Trong trudng ho-p that d{c biQt, c6 th6 ti6m tinh mach phentolamin.

10. Qu6 fidu vir c6ch xr? tri:

10.1. Qu6 [6u:

NgQ r10c do qu6li€u. Khi dtrng t4i ch6 tiOu qu6 cao ho4c u5ng nhAm c6 thti g6y ric ctr6 frQ

thAn kinh trung ucrng nhu hp nhiQt, tim dap chdm, ra m6 h6i, butin ngt, co gilt, h6n m0

dac biQt & tr6 em.

10.2. Xri tri:

Chri ytiu bing di6u tritrieu chimg vd b6 trg.

11. C6c d6u hiQu cAn luu y vir khuy6n c6o: Kh6ng c6.
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12. Di6u kiQn bio quin, h4n dirng cria thu5c.

12.1. Didu kiQn bio quin : D6 noi khd 16o, nhiOt d9 kh6ng qu6 300C, tr6nh rinh s6ng.

12.2. H4n dtng cfia thu5c : 36 th6ng ke fi ngiry sdn xu6t. L9 thu6c d5 md kh6ng dung

qu6r 30 ngey.

13. TOn, tlia chi cria ccr s& sin xu6t :

coNc ry co PHAN Drlgc vryr HAr DTIoNG

102, ph| Chi Ldng, P.NguyEn Trdi, TP Hdi Drong, tinh Hdi Dwong

DT: 03203842398 - Fax: 03203.853848

14. Ngiy xem x6t sr?a tl6i l4i td th6ng tin cho bQnh nh6n: Ld ngdy dugc c6c dcrn vi

chuc nlng thuQc B9 Y tti phO duyQt khi c5p sti dang ky ltru hdnh thu6c ho4c ngdy ph6

duyQt c6c nQi dung thay d6i, c4p nhAt td hu6ng d6n su dung g6n nh6t.
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- P.TRUONG PHONG
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