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NAUTAMINE ®

Vién nén

POC KY HUONG DAN SUF DUNG TRUGC KHI DUNG

BE XA TAM TAY TRE EM

THONG BAO CHO BAC ST HOAC DUQ'C ST NHING TAC DUNG KHONG MONG MUON GAP PHAI KHI SUP
DUNG THUGC )

THANH PHAN, HAM LUPO'NG CUA THUGC:

Hoat chdt: Diacefyllin diphenhydramin .......... 90 mg

E‘dm: Natri starch glycolat, Cellulose vi tinh thé, Natri lauryl sulfat, Colloidal anhydrous silica, Magnesi stearat,
igo carmin.

MO TA SAN PHAM: Vién nén trdn, mau xanh nhat, mot mat ¢6 13n ngang, dudng kinh vién 7.5 mm
QUI CACH DONG GOI: Hop 20 vi x 4 vién nén chira trong folder (bla carton gép)
PHAN 1: HU'GNG DAN SU DUNG THUOC CHO NGUCH BENH

THUGC DUNG CHO BENH Gi
Nautamine duge ding cho nguei I8m va tré em trén 2 tubi d& phong ngira va didu tr say tau xe

NEN DUNG THUOC NAY NHUF THE NAO VA LIEU LUONG
Lidu lvgng: Nautamine chi danh cho nguéi I6n va tré em trén 2 Wi, Lidu duoe khuyén ding:
Nguwdi lon hodc tré em trén 12 tudi
Diing 1-1,5 vién Nautamine mdi lan, khéng ding qué 6 vién/ngay.
Tré em tir 6 §én 12 tudi
Ding 1 vién Nfulamine mdi lan, khong ding qua 4 viéningay
im

Nghign ¥ vign Nautamine hoa vei it nudre va udng méi 1an, khdng ding qué 2 vidningay.
Cach dung:

- Uéng thug-c v mdt lgng nudie vira di. C6 thé udng thude cing véi thire 3n hodc stra,
- Nautamine nén durge udng 30 phit trinére khi dfi tau xe.

- Néu thiy can thidt, c6 thé I3p lai lidu duge khuyén ding nhu trén sau mi 6 gid.
Buwémg ding: dudng udng

KHI NAO KHONG NEN DUNG THUOC NAY

KHONG NEN DUNG Nautamine trong nhirng truéng hop sau:

* Quéa mén wéi bat olr thanh phdn nao cla thube

*tré em dudi 2 tudi do dang thude khéng thich hop:

* dj rnig véi thudc khang histamin,

* hen (suydn) chp tinh,

* bénh tang nhan ap (glaucomay);

* tidu kho do bénh Iy tuyén tién li8t hodic nguyén nhan khac,

* bénh nhuroo co.;,

* dang ding thudc IMAD;

* N&i chung khong nén ding Nautamine trong théi ky dang che con bl hodie dang didu tri véi enoxacin, ngoal trir
khi ed chi dinh cla bag sT.

Lieu §: cAn phai nghin nat thude trurére khi cho tré em dudi 6 tudi ubng,

TAC DUNG KHONG MONG MUON
Nhur bal ki cac thude c6 hoat tinh khac, Nautamine co l.h;fay kho chiu & mét sd ngued.
Mol 56 tac dung khéng meng mudn yéu cu phai ngung didu tri va gdp béc st ngay:
* Phan (rng dj irng:
- phat ban ngoai da (ban 48, cham, ban xudt huyét, may day);
- phit Quincke [may day (phat ban) véi phi né dot ngét & mat va cb, co thé din dén kho tho);
= qua man.
* Gidm bach chu, ¢ thé bidu hign bdi sy xudt hién hodc i didn sbt, kém hodc khong kém theo cac déu higu
nhiém khudn;
* Giam tidu cAu, ¢6 thé din dén chiy mau cam hodc chay mau nudu rang,
Cée tée dung khdng mong mudn khic cb thé xdy ra nhw
- lor mo, giam linh tao;
- gidm tri nher, gidm tap trung, chong mat (thuéng xady ra & ngudi gia),
- gibu khién méy méc kém, run;
-1&n 16n, 3o giac;
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- khd migng, lean thi; bl Béu, tho bon, danh tréng nguc, ha huyét ap.
Hiém gap. cac dau hiéu kich thich (o au, bdn chén, mat ngd).
Théng bda cha bac s7nhimg tac dung khong mang mubn gap phai kin sor dung thide.

NEN TRANH DUNG NHIPNG THUOC HOAC THU'C PHAM GI KHI BANG SO DUNG THUOC NAY

Eé u:nn t:qng tac gifra cac thube cd thé xdy ra, hay bao cho bac 57 hode dupe ST bidt vé tit ca cac loai thude maé
an dang ding.

Mautamine c6 chira chat khang histamin. diphenhydramin. Do @0, khéng nén ding kbt cac thude ¢4 ch

chit ndy vé nhau dé& dm bao khéng qud lidu téi da cho phép. ’ st e

CAN LAM GI KHI MOT LAN QUEN KHONG DUNG THUOC

Néu ban quén ding mét liéu, hay ding lai ngay khi ban nhé. Tuy nhién, néu that gian gan aén lidy diing ké tiép,
h&y bS qua libu quén ding. Khong ding lidu gép i ciing Iuc hodc thév gian gitra hai lin ding qua gan nhau, Hay
nhér khodng cach gira hal Ian ding it nhat 14 6 gier.

CAN BAD QUAN THUOC NAY NHLF THE NAD
Bdo quan & noi khd, tranh anh séng, nhiét 44 khdng qua 30°C
KHONG DUNG THUOC NAY KHI QUA HAN DUNG BUQC GHI TREN BAO BI

NHIPNG DAU HIEU VA TRIEU CHUPNG KHI DUNG THUOC QUA LIEU

Khi diing qué liéu — nh&t 14 khi diing chung véi rug, phenothiazin - ¢4 thé xuét hién triéu chirg tre ché thin kinh
trung wong nhur mat diéu hda tw the, chéng mat, co gidt. suy hé hdp: nhin me, khé du, iy chirng ngogi thap cb
thé xust hién muén; tang nhip tim, bat thudng dign tim

CAN PHAI LAM Gi KHI DUNG THUOC QUA LIEU KHUYEN CAQ
Khi ding qua liéu khuyén cdo, hay lién hé ngay véi bac ST hoac co s& y té ghn nhdt 68 duoc xir ti. Hay nho
mang theo vé hép va céc vign thube cdn lai,

NHIUNG DIEU CAN THAN TRONG KHI DUNG THUOC NAY

Di véi iré dudl 6 wdi nguy co xdy ra hdde do dang bao ché cia thube, do vy phal nghién thube va hoa véi it

nudc trude khidong.

:fﬂm truéing hep bénh gan hodc than ning co nguy co tich [0y thube, cén bdo cho bae s 48 &by chinh lidu
ung.

B4i véi ngudi gia, thude chi nén ding khi ¢6 v kién clia bac sT.

- thude ¢6 thé gdy tde bon, chéng mat hodc ngl ga;

- Gay ha huyét ap tur thé,

- bénh tuyén fién ligl

Sir dyng than trong trén bénh nhan bj loét da day-ta trang chit hep, hep mén vi, tie nghén ¢ bang quang.

Thudc o thé gay chéng mat, dac bigt 14 khi ding chung v&i ruou: khéng uéng regu hodc ding cic loai

thubeithire udng ¢b ruou trong théi gian ding thude.

Nguy co nghién thudc va 18 thugc vao thudc thap. Tuy nhign, co ghi nhan treéng hop nghign thube va 18 thube

vao thude & thidu nidn va thanh thidu nign ding thude cho myc dich gidi tri vArhay & bénh nhan loan than hay co

tign s nghién thudc va/hay 12 thude vao thube,

B&nh nhén nén theo ddi can than nhirng dau hiéu hay triéu chirng goi y nghién thudc diphenhydramin

Wéu nghi ngdr. dimg ngén ngal ki v kidn bae s7hode dupe s

Phu nir cé thai va nudi con bing stra me

Cé thai: Cubdl thal ky, viée sir dung qua mirc thudc khang histamine cé thé dnh hudng cho tré so sinh.

Nautamin khéng phai [4 khang histamin duge lya chon dé dibu trj viém mdi di img hay budn nén & phu nlr mang
thai, VI vay, chi dung Nautamine cho phu nir mang thai khi that can thiét Do d6, ban phai lutin héi § kién bac s
trudre khi ding

Nuéi con bang sira me: thube qua sra me. dl 18 luging nhd nhung diphenhydramin cb tac dung an than dang ké,
do &4 khéng ding Nautamine trong miiégian che con bu

Nhwr mét nguyén Wc chung, hay xin ¥ kidn cia bac sThede duge ST trude khi dang bat ky loal thube ndo trong thei
gian mang thai hodc nudi con bang sra me.

Anh hiéng cia thube 461 v&i cong vige .
Lurw  cac tai x& vi nguy co bi lo me, gidm tinh t&0 khi sir dyng thube ndy. Hién tugng ndy ting thém khi uéng
rirgru. Nén kifm tra cac cdm gidc nay trurdre khi lai xe va van hanh may méc.

Néu e6 bit ky didu gl cén nghi ngdy, hlly xin § kién ciia béc &7, duoe ST trude khi ding thube ndy.

KHI NAO CAN THAM VAN BAC S, DUQC ST

C4n tham vén bac sT, duere si inrée khi ding thude, néu ban: /
- & ngudr cao i _\/
- bj bénh gan than lau nang. b

- bj bénh dudmg hé hdp man tinh (nhur khi phé thiing, viem phé qudn man tinh),
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- bi loét dadiv—té trang, hep médn vj

- bi r6i loan tidu tién

- dang diing cac chat (re ché thin kinh trung wong gbm barbiturat, thude an than va rrou,

vdgng [} Ih:al hede dang nudi con bang slra me

- ding qua liéu khuyén cao, hay lién he ng;;- wéri bac sl hodic ¢ sér y 18 gdn nhal 4é duge xi Iri.

ﬁ$ ban khong chdc ring ot bat ky vdn dé nao néu trén, hay xin ¥ kidn cia bdc s hodic duge 7 tnute khi ding
amirne.

HAN DUNG CUA THUOC: 24 thang k& tir nady san xust

SAN XUAT TAI: CONG T CO PHAN SANOFI VIET NAM
L& 1-8-2, Budng DB, Khu cdng nghé cao, Phudng Long Thanh My, Quan 9, Tp HCM. VIET NAM

NGAY XEM XET SUA BOI, CAP NHAT LAI NOI DUNG HUPONG DAN SUF DUNG THUOC:

PHAN 2: HUONG DAN SUP DUNG THUOC CHO CAN BO ¥ TE

CAC DAC TiNH DUFQC LIYC HQC, DUFQ'C BONG HOC

TiNH CHAT DU'Q'C LIFC HOC

Diphenhydramin 14 thudc khéng histamin H1. thé hé thie nhat thude nhom din xuat ethanolamin Diphenhydramin
canh tranh véi histamin & thy thé Hi va do 86, ngan can tac dyng cda histamin, t&c nhan gay ra cac bidu hign dj
{rng dac tneng & durdng hé hap (ho), mai (ngat mai, sb mii), da (ban 85, ngira). Diphenhydramin ¢ tac dung an
thin dang k& (gdy ngd) va tac dung khang cholinergic manh. Diphenhydramin dugc ding dé phong va diéu tri
budn nén, ndn, chong mat do say tau xe, tac dyng nay mét phin 13 do tinh chéit khdng cholinergic va (e ché hé
than kinh trung wong cia thubc.

TiNH CHAT DU'Q'C BONG HOC

Hap thu: Diphenhydramin durge hap thu tdt sau khi ubng. Sinh kha dung khi udng 13 61 £ 25%. Théri glan dat nbng
ao dinh 1a 1 - 4 gitr sau khi udng mat ligu don. Thei gian e dyng cla thude 14 4 -Sgia
Phén bd: Diphenhydramin Guge phan bd réng rdi vao cac co quan, md cia co the, bao gdm cd hé than kinh
trung wong. Diphenhydramin qua dwoc nhau thai va vao duoc stra me. Ty I gan két vii prolein huyét tuong 78
+ 3%. Ty 1€ gén két véi protein It hon & ngudi xo gan va ngudi chau A (so véi ngurdi da trdng),

Chuyén héa va thai rir. Diphenhydramin duge chuyén hda ehd ybu tai gan, va duge théi trir chid yéu qua nudre
tidu dirére dang cac chat chuyén hda MOt lrgng rat it (khodng 1,9 ¢ 0,8%) thude dudi dang khong ddi duge bai
tidt qua nudre tidu, O ngudi khde manh, thed gian ban thai 1a 8,5 + 3,2 gitr. Thev gian ban thal kéo dai & ngudi e
gan.

CHI DINH
Mautamine durgc chi dinh cho ngudi i va tré em trén 2 Wwéi 68 phong ngira va digu tn say tau xe

LIEU DUNG VA CACH DUNG
Liéu lwgng: Nautamine chi danh cho ngual Ion va tré em trén 2 wdi. Lieu duoc khuyén ding:
: ¥

Maurdi in hodic tré em trén 12 mlgr:
Ding 1-1,5 vién Nautamine méi lan, khéng ding qua & vién/ngay.

Tré em tir 6 dén 12 tudic )
Ding 1 vién Nautamine mél ian, khdng ding qua 4 vién/ngay

Tré ﬁm tir 2 dén B tubi
Nghidn % vién Nautamine hoa véi It nuére va ubng méi lan, khéng dung qua 2 vieningay

Nguwdi suy than: Chn tang khodng cach ding thude:

- Tée d8 loc cu than & 50 mUphot Cach 6 gieNan.

- Téc d6 loc chu than 10 - 50 mUphit Cach 6 - 12 gitfidn
- Tée 46 loc chu than <10 mLiphat: Gach 12 - 18 giafian.

Cach ding:

-Udng mugc véri mét lrgng nude vira 80 C6 thé udng thude cing véi thire an hoge sira.
- Nautamine nén dugc ubng 30 phit trurdre khi di tau xe: .

- Néu thdy cAn thiét, & thé 13p lai léu duge khuyén ding nhu trén sau mdi 6 gidr.
Bwéng ding: dudng ubng

CHONG CHI BINH

KHONG NEN DUNG Nautamine trong nhirng truémg hop sau:

* Qué man vdi bt cir thanh phin ndo cda thubc. W/
* tré em dudi 2 tudi do dang thude khéng thich hap,

* di (rng véi thude khang histamin;

* hen (suyén) cap tinh;
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" bénh tang nhin ap (glaucoma);

* tiéu kho do bénh Iy tuyén tién 181 hoac nguyén nhan knae:

* bénh nhuwrge cor;

® dang ding thude IMAD:

kr::lgj T;rgnihgung ;:2 ;-jmg Mautamine trong thevi ky dang che con bl hodc dang diéu tri vai enoxacin, ngoai trir
L y: can phai nghién nat thude trude khi che tné em dwéi 6 tudi udng.

ggc T_nms HQP THéa!nN TRONG KHI m‘.mg;uuo-:
n cén nguy cor X3y ra héc do dang bdo ché cia thude khi ding cho ré dudi § 1udi,
Trang truémg hop bénh gan hodc than 13U ngdy, cdn didu chinh lidu ding,

Béilvdri nguen gid can than trong khi ding che ngudi cao tudi vi dé nhay cam véi cac tde dung phy, thudc ¢o thé

gdy.

- [0 bodn man tinh, chéng mat hodc ngli ga;

- bi tifu trén ngurdn bi bénh tuyén tidn liet

- tAng kha nang bj ha huydt 3p tw thé

Si dyng than trong trén bénh nhan bi loét da day-t4 trang chit hep, hep mén vi, tc nghén cé bang quan

Thubc cé thé gdy chéng mat dac biét 14 khi ding chung voi ruou! khong uéng nrou Sing i

wuwmfm uhégg ] gcrou trong theri gian d&gg méuéch 1500 VRN 00 R o b
guy co nghién thube va & thude vao thufic thdp. Tuy nhién, co ghi nhan trrdng hop nghién thude va & thude

véo thudc & thiéu nién va thanh thiéu nién dang thubc cho muc dich giai tri vaiay & bénh nhan |

tign sir nghién thude vamczy @ thuge vao thube. ¢ e

E&nh nhan nén theo déi can thdn nhimg dau hidu hay triéu chimg goi ¥ nghién thude dishenhydra

Phuy nir c6 thai va nudi con bing sira me = '

6 thai: "

- Quai thai (3 thang dau thai ky): Nhimg nghién clru trén déing vat khéng cho thay bt cir tac dong udi thai

véi diphenhydramin. V1 vy, khéng thay co tac déng gay quai thai & ngurdi. Trong bdi cdnh 1am sér?;yrr?ot phan

tich trén mot sb luong Iém phu nr ¢4 thal phoi nhigm khéng phat hign théy 1ac dong dic biét nao gy quai thai

hay gay déc tha nhi.

- Galy dc cho thai nhi (3 thang gilra va 3 thang cubi thai ky):

& nhirng tré so sinh £ me didu I dai ngay voi liéu cao khang histamin khang cholinergic, rit hiém bao clo cia

rél loan lidu héa do lién quan dén atropin (frwéng bung, tic rudt do phan, cham dao thai phan, gidm tiét stra ki

nudl con bling stra me, nhip im nhanh, réi loan thin kinh..)

Eu:' thai kjr, viéc s dyng qua mirc thudc khéng histamin cé thé dnh hudng cho tré so sinh vé tidu héa va thin
inh.

Mautamin khéng phdi I8 khang histamin duge lya chon 8é didu trj viém mii di ¢ng hay budn nén & phu nir mang

thal. Vi vay, chi diang Nautamine cho phy nir mang thal khi that cdn thidl,

Nubi con béng sira me: thudc qua siva me, 0 1 lugng nhd nhung diphenhydramin cd tac dung an than déng ké,

do d6 khéng ding Nautamine trong thivi gian cho con b,

Anh hiréng cia thude déi véi céng vige
Luu ¥ cde 1 x& vi nguy oo bl le mey, gidm tinh 130 khi st dyng thudc ndy. Hién tegng nay tAng thém khi ubng
rgu

TUONG TAC CUA THUOC VO THUOC KHAC VA CAC DANG TUONG TAC KHAC

Khéng nén phéi hep:

+ Rugu: rugu cb thé [am tang dang ké tac ddng an thdn cia khing histamin H1, diphenhydramin. Do 46, khéng
nén ding Mautamine két hop cac thude o6 chira chat nay véi nhau 8 dam bdo khdng qua lidu 18l da cho phép,
Gidm tinh t4o cd thé nguy higm cho vige 18i xe va van hdnh méy méc.

Khéng ding Nautamine chung véi cae thire udng cd cdn.

Can nhéc khi phdi hop véri cdc thube:

+ Céac thudc e ché thdn kinh trung wong khac (cde thube an than chong trdm cdm, barbitural, clonidin va chat
li¢n quan, thudc ngl, céc din xust morphin (thudc gidm dau va thude tri ho), methadon, thude an than va thude
gidi lo Au): Nautamine 13m t8ng tae dyng e ché thgn kinh trung wong, Gidm tinh (8o ¢ thé nguy hidm cho vide
14i xe va van hanh may moc.

+ Atropin va cac chat ¢6 tac dung gibdng atropin (thudc chdng tram cdm imipramin, thudc trj bénh Parkinson loai
khang cholinergic, thude atrapin ehéng co rggt. disopyramid, thudc an thin phencthiazin); Cac 13c dyung ngodl §
{ADR) lién quan dén cac chét gidng atropine cé thé xdy ra, nhu bl tidu, o bon hay khd miéng.

Thudc e ché monocamin oxidase (IMAQ) kéo dai va 1am tang tdc dung khéng cholinergic cia thudc khang

histamin

TAC DYNG KHONG MONG MUON (ADR) !4/

_* Tac dyng khdng mong mudn theo tan sudt

Tac dung gay bubn ngd 12 ADR 6 ty 1& cao nhat trong nhimg thude khang histamin loal ethanclamin. Khodng %
sé ngud didu tri voi lidu thudng ding clia cée thube ndy bingl ga. Ty & ADR vé fidu héa thap hon

9};!

“as ==&
be-

i

b W)
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Thuong gép, ADR >1/100

Hé than kinh trung wong: Ngui ga tir nhe dén vira, nhirc Gau, mét mai, tinh trang kich dong.

Hé hap: Dich tiét phé quan dac hon.

Tiéu héa: Budn ndn, nén, tiéu chdy, tdo bén, dau bung, khé miéng, an ngon miéng hon, tang can, khd niém mac.
It gép, 1/1000< ADR <1/100

Tim mach: Giam huyét &p, danh trong ngue, phi.

Hé than kinh trung wong: An than, chéng mét, kich thich, mat ngd, trdm cam.

Da: Man cam v¢i anh sang, ban da, phi mach.

Sinh duc-Niéu: Bi tiéu.

Gan: Viém gan.

Than kinh-Co-Xuong: Dau co, di cam, run.

Mat: Nhin mér..

Hé hap: Co thét phé quan, chdy mau cam.

* Tac dung khdng mong muon trén cac hé co quan co thé thay déi theo si trdm trong 6 lién quan hay khéng lién
quan dén liéu ding:

Hé than kinh thyc vat:

Téc dung an than hay budn ngt.

Téc déng khang cholinergic nhw khé niém mac, tao bon, réi loan phdi hop déng van, dan déng tlr, danh tréng
ngwe, nguy co bi tidu, gidm tiét stra,

Ha huyét ap tu thé dirng.

RGi loan thang bang, chéng mat, suy gidm tri nhd, gidm tap trung, thwdng xay ra phd bién & ngudi lon tudi
Réi loan chirc nang tw dong, run.

L4 13n, do giac.

Hon nira, hiém gap nhw kich thich nghich thudng, cing thdng, mét ngl.

Huyét hoc:

Giam bach cdu, gidm bach cau trung tinh, giam tiéu ciu. Thiéu mau tan huyét.

Phan (¢ng do nhay cdm: ban dd, cham, ban xuat huyét, mé day. Phu, hiém gap phi mach. Séc phan vé.
Nhirng truéng hop nghién thude va lé thude vao thude dwoe ghi nhan & thidu nién va thanh thiéu nién dung thuéc
cho muc dich giéi tri va/hay & bénh nhan loan than hay c6 tién sir nghién thubc va/hay Ié thudc vao thudc.

Hwéng dan cach xi tri ADR

C6 thé lam giam phéan Iém cac ADR nhe béing cach giam liéu diing hodc dung cac thudc khang histamin khac. Cé
thé 1am gidm cac triéu chirng vé tiéu hda baing cach uéng thudc trong bira an hoac vdi sira.

QUA LIEU VA CACH XUF TRI
Qué liéu: Khi ding qua liéu — nhat 14 khi ding chung véi rugu, phenothiazin — cé thé xuat hién triéu chirng (rc
ché than kinh trung wong nhw méat diéu hoa tw thé, chéng mat, co giat, (rc ché ho hap; nhin mé, kho tiéu; triéu
chirng ngoai thap cé thé xuat hién muén; tang nhip xoang, block nhi-that, QT kéo dai, QRS dan rong.

Xtr tri: Rira da day néu can; chi gay nén khi ngd doc méi xay ra; co thé sl dung than hoat. Trong truéing hop co
giat can dieu tri bang diazepam. Khi cé triéu chirng khang cholinergic nang & than kinh trung wong, kich thich, do
giac co thé dung physostigmin. Can xem xét tién hanh dieu tri hd trg' hd hap-tuan hoan néu can.
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