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Formula: Each ampoule (4 mL) contains B mg noradrenaline tartrate
equivalent to 4 mg noradrenaline

I A i c i and other
information: See the package insert for additional information

Storage conditions: Store in the original packages, in a
refrigeraior between 2°C to 8°C, pratect from light

Shelf-life: 24 months from manufacturing date
Specifications: In-house

KEEP OUT OF REACH AND SIGHT OF CHILDREN
PLEASE READ THE PACKAGE LEAFLET BEFORE USE

8 ﬂela 040 O}ITT m

SDKiRegistration No:
Cha s¢ hikul License holder:

San xult béi/Manufacturer site:
OSEL liag San_ ve Tic A §

HAVER FARMA ILAC A.S. - Tukay (Thb NT Kj)

Thanh phan: Méi éng (4 mL) chira 8 mg noradrenalin tartrat tuong
duang 4 mg noradrenalin,

Chi djnh, Cach dung, Chéng chi dinh va cic théng tin khéc:
Xem trong t& hudng din sir dung thudc kém theo.

Diéu kign baoc quan: Bao quan trong bao bi kin, gitr treng tl lanh &
nhigt 86 2°C dén 8°C, tranh énh sang

Han ding: 24 thang ké tir ngay san xudt.
Tiéu chudn chit lvong: TCCS

Xudt xir: Thé NnT Ky

DNNK! I

iImporter:
DE XATAM TAY TRE EM,
B8QC KY HUONG DAN SU DUNG TRUGC KHI DUNG.

e &

Akbaba Mahallesi Maras Caddesi No : 52 Beykoz Istznbul, Turkey (Thé NHTKyj)
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R Thuéc nay chi ding theo don thubc

SELADRENA

(Img/ml noradrenalin

Khuyen cio:
Dé xa tam tay tré em.

Doc ky hudng dan sic dung trude khi ding.

Thong bdo ngay cho bdc st hodc duwoc st nhitng tdc dung khong mong muon gdp phdi
khi sir dung thudc. Néu can thém thdng tin xin héi y kién bdc si hodc dugc s
1. Thanh phin céng thirc thuée: M3i éng 4ml chira:
- Thanh phan duwoc chdt:

Noradrenalin..............

..4,0 mg (duéi dang noradrenalin tartrat 8,0 mg)

- Thanh phan td duoc: natri metabisulfit, natri chlorid va nude cit pha tiém.
2. Dang bao ché: Dung dich tiém truyén tinh mach trong sudt, khong mau dén mau vang nhat.

pH: 3,0-4,5
3.  Chi dinh:

Dung dich tiém truyén tinh mach noradrenalin duge ding trong cép ctru @ diéu tri phuc hdi tut

huyét ap cép tinh.

4. Cich dung, lidu ding

Liéu ding
Nguoi lon

/

4

Téc dd truyén ban dAu trong khoang tir 10 ml/ git dén 20 ml/ givr (0,16 ml/ phut dén 0,33 ml/
phut). Diéu nay tuong duong véi 0,8 mg/ gitr dén 1,6 mg/ gié noradrenalin tartrat (hodc 0,4 mg/
gitr dén 0,8 mg/ gidr noradrenalin base).
Mot khi chi dinh dung dich truyén noradrenalin, cin chuin hoéa lidu theo hiéu qua huyét ap quan
sat dugc. C6 sy khac biét 16n vé lidu yéu cu dé dat va duy tri huyét 4p binh thuong. Muc dich la
thiét 14p huyét 4p tam thu & mic binh thuong duéi (100-120 mmHg) hodc dat muc huyét 4p
dong mach trung binh phi hop (cao hon 65-80 mmHg- phu thude vao tinh trang ctia bénh nhan)

Dung dich truyén tinh mach noradrenalin base 40 mg/L

S| ot | o8 | Tic b tmyen (it
50 kg 0,05 0,15 3,75
0,1 0,3 7.5
0,25 0,75 18,75
0,5 1,5 37,5
1 3 75
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60 kg 0,05 0, 13% KATC\ 4,5
S MR
0,25 0 Q\* ““;’;b}i'“ (f/ 22,5
b %”’ hc; T”'m\*q\% 0
1 3,6 90
70 kg 0,05 0,21 5,25
0,1 0,42 10,5
0,25 1,05 26,25
0,5 o 52,5
1 42 105
80 kg 0,05 0,24 6
0,1 0,48 12
0,25 1,2 30
0,5 2.4 60
1 4.8 120
90 kg 0,05 0,27 6,75
0,1 0,54 13,5
0,25 1,35 33,75
0,5 2,7 67,5
1 5.4 135

Néu st dung cac dung dich pha lodng khac, cin tinh todn cin than trudc khi bat ddu didu trj. /L\/
Thoi gian dung va theo doi diéu tri:

Thuée nén duge tiép tuc sir dung khi dugc chi dinh. Bénh nhan cin dvoc theo ddi cAn thén trong
subt thoi gian diéu tri.

Khéng nging truyen dot ngét ma phai giam dan dé tranh bién cb tut huyét ap.

Nguoi cao tuéi: Lidu nhu ngudi 16n. Xem thém phan Canh bao va than trong khi dung thubc.

Tré em: Khéng khuyén cao

Cach dung:

Chi dung qua dudng tinh mach

Noradrenalin nén dugc dung qua céc éng thong tinh mach trung tdm dé giam thiéu nguy co thoat
mach dan dén hoai tir mo

217




Dung dich noradrenalin ddm dic 1mg/ ml nén dugc pha lodng tryf mach véi

R L 2 % [/ CON Y., g
dextrose 5% ho#c véi nude muoi dextrose dang truong. Khong ng g' u(_)cﬁ;‘rgg VO €
dich khéc. %| DUGC PHAM

Nong d¢ cudi cung cua dung dich tiém truyén phai la 80 mg/l

loai dung

dwong véi 40 mg/lit noradrenalin base. Néu sir dung cac dung dich p b
cAn kiém tra tinh toan cén than truée khi bat dau didu tri.
Hieong dén pha loang:

Thém 2 ml noradrenalin 1 mg/ml vao 48 ml dextrose 5% (hodc nudc mudi dextrose ding truong)
khi sir dung béng bom ti€m, hodc thém 20 ml noradrenalin 1 mg/ml vao 480 ml dextrose 5%
(hozc nudc mubdi dextrose dang truong) khi sir dung bd dém nhé giot.

Trong ca hai truong hop, ndng d6 cudi ciing cia dung dich tiém truyén 1a 80 mg/lit noradrenalin
tartrate, twong duong véi 40 mg/lit noradrenalin base. Néu sir dung céc dung dich pha lodng
khac, cin kiém tra tinh toan can thn trude khi bat dau diéu tri.

Kiém sodt huyét dp:

Do huyét 4p mdi hai phut khi bat dau truyén cho dén khi dat duoc huyét ap muc tiéu. Sau dé, do
huyét ap sau mdi nam phut néu phai tiép tuc truyén. Viéc truyén dich phai & tbe do kiém soat va
bénh nhan phai dwgc theo ddi cdn than trong subt thoi gian didu tri bing noradrenalin
(norepinephrine).

5. Chéng chi dinh

Chdng chi dinh sir dung trong céc trudmg hop sau:

- Quéd man véi bat ky thanh phan nao cia thude

- Ha huyét ap do giam thé tich tun hoan

- Viéc sir dung cac amin co mach khi gy mé bing cyclopropan hosic halothan c6 thé gay rdi
loan nhip tim nghiém trong. Do ¢6 kha ning lam ting nguy co rung that, nén than trong khi
sir dung norepinephrine cho nhimg bénh nhén dang dung nhimg thubc nay hoac bat ky chit
kich thich tim ndo khéc ho#ic nhitng ngudi cé biéu hién thiéu oxy nghiém trong hoic ting
CO2 mau.

Canh bdo:

- Noradrenalin chi duge ding khi bdi hoan thé tich mau phi hop.

- Khi truyén thudc, can kiém tra huyét 4p va téc do truyén thuong xuyén nhim tranh ting huyét
ap

- Luén luén kiém tra cam quan trude khi dung va khong sir dung néu xuét hién tidu phan la hodc
d6i mau dung dich tiém

6. Canh bio va thin trong khi ding thube /l//

- Nguy co thoat mach:

Kiém tra thudong xuyén tai vi tri truyén nhim phét hién bién cb thoat mach. Cham séc cin than

dé tranh thoat mach c6 thé gay hoai tir md xung quanh ving tinh mach truyén thudc. Do co thanh
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mach két hop véi tang tinh thim, c¢6 thé o ri thude vao céc

nhot m6 khong phai do thoat mach. Khi ¢6 hién twong xanh mls ggggﬁgﬂxxm i thay d01 vi tri
truyén dé giam bét tinh trang co mach cuc bd. - -

Diéu tri thiéu mau cuc b do thoat mach: khi thube bj 1o ri ngoa

bén canh tinh mach, c6 thé xuét hién hoai tir mé do tac dung co rach!chz

Sau d6 vung tiém can phai duoc tusi bang 10 dén 15ml dung dich mudi sinh ly ¢6 chtra 5 dén 10

mg phentolamine mesilate cang sém cang tét. Do vay, can sir dung éng tiém véi mot kim nho dé

tiém tai chd

Thén trong khi diing: Can than trong va tuan thu nghiém ngit chi dinh trong cac truong hop:

- Ri loan chirc ning thét trai trim trong kém vé&i ha huyét ap cip, cin dénh gid ky huyét ap
bénh nhan. Piéu tri hd tro nén duoc bit diu dong thoi v6i danh gia chan doan. Noradrenalin
nén dung cho nhitng bénh nhan bi séc tim va ha huyét &p kho chiva, dac biét 1a nhitng bénh
nhan khéng c6 strc can hé théng mach mau tang. Nén duoc bit dau véi lidu luong tir 2 dén 4

png/phut va chuan hoa lai lidu khi can. Néu khong thé duy tri tuéi méu toan than hodc duy tri
huyét ap tAm thu >90mmHg véi liéu 15ug/ phit, thi viée tang lidu khéng c6 loi.

- Dic biét than trong & bénh nhan huyét khéi mach vanh, huyét khdi mach mac treo rudt hoic
mach ngoai vi vi noradrenalin c6 thé 1am tang thiéu mau cuc bd va mé rong viing nhoi mau.
Than trong & bénh nhan ha huyét &p sau nhdi mau co tim va bénh nhén dau thit nguc kiéu
Prinzmetal.

- Xuat hién rdi loan nhip tim trong qua trinh diéu tri phai giam lidu

- Bénh nhan cudng giap hodc dai thao dudng

- Ngudi cao tudi dic biét nhay cam vdéi tac dung ciia noradrenalin

Thén trong doi véi ta duge natri metabisulfit: Trong trudong hop hiém gip, c6 thé gay céc phan

g qua man nghiém trong va co thit phé quan.

7. Si dung thudc cho phu ni¥ ¢é thai va cho con bi: A_/

Ste dung thuéce cho phu nik ¢6 thai:

Noradrenalin ¢6 thé lam giam twéi mau nhau thai va gﬁy chdm nhip tim thai. N6 ciing ¢6 thé cé

tac dung gay co tir cung thai ky va dan dén ngat thai & cubi thai ky.

Vi vdy, cin can nhéc nhitng nguy co ¢ thé c6 nay déi véi thai nhi so véi nhimg loi ich tiém tang
d6i voi nguoi me.

Sir dung thuée cho phu nit cho con bu:
Khong c6 thong tin vé viée sur dung noradrenalin trong thoi gian nudi con bang sira me.
8. Anh huéng ciia thude 1én kha nang ldi xe, vin hanh miy méc
Khong ap dung.
9. Tuong tic, twong ky cia thudc
Twong tic thuéc
Khéng nén két hop véi cdc thude:
- Céc thubc mé halogen dang hit: gdy loan nhip thét trAm trong (do lam tang kich dong tim).
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- Cac thude chong trdm cam hc_: Serotomnerg1c-noradrenerg1c:
kha ning gay loan nhip (irc ché adrenalin hodc noradrenalin v3

Cén than trong khi két hop véi céc thube:

- Cdc thude e ché MAO khong chon loc (iproniazid): tang téc dong l1én huyét ap cua hé giao
cam dang muc do trung binh; chi nén ding khi ¢ giam sat y khoa chat ché,

- Céc thude rc ché MAO-A chon loc: béng phép ngoai suy tir céc thude e ché MAO khong
chon loc vé nguy co ting huyét 4p, chi nén dung khi ¢6 gidm sat y khoa chit cheé.

- Linezolid: bing phép ngoai suy tir cac thude e ché MAO khong chon loc vé nguy co ting
huyét ap, chi nén dung khi c6 gidm sat y khoa chit ché.

Thén trong khi sir dung noradrenalin véi thudc chen alpha va beta do c6 thé gay tang huyét ap

ning

Thén trong khi sir dung véi cac thude sau vi co thé gdy tang anh hudng dén tim: hormon thyroid,

glycosid tim, thudc chéng loan nhip.

Ergot alkaloid hodc oxytocin c6 thé ting cuong tac dung co mach

Twong ky ciia thuoc

Khéng dugc pha thude nay véi bét ky thude nao khéc, ngoai trir dung dich dextrose 5% hoic

nude mudi dextrose dang truong.

Thude twong ky vé6i cée chét ¢6 tinh kidm

10. Téc dung khong mong muén cia thude

- H¢ mach mau: tang huyét 4p dong mach va thiéu 6 6xy mo; ton thuong thidu méu cuc bd do tac

dong co mach manh c6 thé dan dén lanh va tim tai mdt va cac chi.

- Hé tim: nhip tim nhanh, nhip tim chim (c6 1& 1a mot phan xa khi huyét ap tidng), loan nhip tim,

danh tréng nguc, tang tinh co bép ctia co tim do tic dung B adrenergic trén tim (tdng co bdp va

nhip tim), suy tim cép.

- Hé than kinh trung wong: lo 4u, nhirc dau, run va non.

- Hé tiét niéu: bi tidu. /lf/

- Hé hé hap: suy hé hép.

- Tai chd: kha nang kich tng va hoai tir chd tiém.

- Mit: glaucom cép tinh; rét hay g@p trén bénh nhan c6 sén ban chit giai phiu déng géc mdng

mit gidc mac.

Dung thudc van mach lién tuc dé duy tri huyét &p ma khéng diéu trj b thé tich mau ¢6 thé gay

céc tri¢u chimg sau dy:

- co mach ndng ¢ ndi tang va ngoai bién

- gidm luu luvgng méu qua than

- gidm san xuit nude tiéu

- thiéu 6xy md

- ting ndng dd lactat huyét twong,
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Trong truong hop quéd man hodc qua lidu, nhitng anh hudng / aﬁ/&‘g@,ﬁg fch' Yt hién thuomg
xuyén hon: tang huyét 4p, s¢ anh sang, dau sau xuong e, daushong, XHnh tai, @) mod hoi nhidu

D BC PHAM

va n6n
dung dong thoi
voi téc nhé.n che_:n a (phentolamine mesilate) trong khi vi€c s s-.- o' tae~nhan ngan chin B
(propranolol) c¢é thé lam giam kich thich tac dung cua san phim dbi véi tim va lam tdng tadc dung
tang truong luc (thong qua giam gian tiéu dong mach), do kich thich B1 adrenergic.

Su dung kéo dai bat ky thudc van mach manh nao ¢6 thé din dén suy giam thé tich huyét tuong
va can dugc diéu chinh lién tuc bang liéu phép thay thé nudc va dién giai thich horp Néu thé tich
huyét tuong khéng duoc diéu chinh, ha huyét 4p c6 thé tai phat khi nglmg truyén noradrenalin,

hodc huyét 4p c6 thé duoc duy tri v6i nguy co co mach ngoai vi va mach néi tang nghiém trong
khi Iuu lugng méau giam.

Théng bdo cho bdc sT nhitng tdc dung khéng mong muén gap phdi khi sir dung thuéc

11. Qui lidu va cich xir tri

Néu dung qua lidu, c6 thé thdy cac triéu chimg: co mach da, loét chén ép, suy tudn hoan, tdng
huyét ap.

Néu xay ra céc phan ng ngoai y lién quan dén ding lidu cao, khuyén céo nén giam lidu néu cé
thé.

12. Pic tinh dwgc lue hoce

Nhom duoc ly: Nhém kich thich tim mach

Mi ATC: CO1CAO03

Noradrenalin ¢6 tac dung rat manh trén cac thu thé o va c6 téc dung trung binh trén cac thu thé
B-1. Noradrenalin 1 mg/ml gdy co mach toan than, ngoai trir mach vanh - duoc lam gian gin tiép
do tang tiéu thu oxy. Dan dn tang 4p luc co co tim (trong trudng hop khéng c6 trc ché phé vi).

Stre can ngoai vi tang, dong thoi tdng huyét ap tAm thu va tim truong.

13. Dic tinh dwge djng hoc ﬂr/

Hap thu

- Khong hép thu qua dudng tiéu héa. Do nhanh chéng b bét hoat & dudng tiéu héa

- Nong d6 tam thoi trong huyét tuong (thoi gian ban thai khoang 2 — 3 phut sau khi tiém).

Phan bo

Noradrenalin dugc dao thai nhanh chong khoi huyét twong do vira tai hép thu va vira chuyén héa
té bao. Khéng dé dang vuot qua hang rao mau nio

Chuyén héa

- Methyl hoéa bai catechol-o-methyltransferase

- Khir amin bing manoamin oxydase (MAO)

- Chat chuyén héa cudi cung la acid 4- hydroxy-3-metoxymandelic

- Chét chuyén héa trung gian bao gdm normetanephrin va 3,4- dihydroxymandelic acid.

Thai trie

- Thai trir qua than dudi dang cac chat chuyén héa dang lién hop glucuronid hay sulfat.
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14.
15.

16.

17.
18.

19,

Quy cdch déng géi: Hop 10 bng x 4ml/ éng

Piéu kién bao quan: Bao quan trong bao bi kin, gii trong ttarEs

tranh dnh sang.

Han dung: 2 nam ké tir ngay san xut

Tiéu chudn chét lwgng cia thude: TCCS

Tén, dia chi cia co sé san xuit thube: )

OSEL ILAC SAN. VE TiC. A\§

AKBABA MAHALLESI MARAS CADDESI NO.:52 BEYK ST

S6 dang ky:

CUCTRUONG
KT. TRUONG PHOP}G PANG KY THUGC
PHO TRUONG PHONG
Nguyén Tudn Anh
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