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2) Mau nhan lo 5 ml

NASAKI

LG SX:
Ngdy SX:

=

Han sir dung:

Sin ruit ot =

CONG TY TNHH DUQJC PHAM NASAKI
L0 E8, E9, Cum Céng Nghiép da nghé Dang Tho,
%a Dang Tho, Huyén Yén Phong, Tinh Bac Ninh,

e padt i
COme v C6 Pain B9 Pudan w0
£3 o m 3141508 ool B & - e I

ST moine veteminn - mess e

SBK/Reg. No.:

Thanh phan: Povidon iod .....05 g

Ta dugc: Poloxamer 407, polyethylene giyco! 400,
dinalrihydro phosphate, acid citric........vira 0 5 ml
Chi dinh, ¢ach ding, chang chi dinh va céc thong lin
khic: Xem 1d hdng dan si dung thudc

Bao quan: Noi khd mat, tranh &nh sang, nhiét 86 dudi 30C

DE XA TAM TAY CUA TRE EM

DOC KY HUONG DAN TRUGE KHI SUf DUNG

KHONG DUNG QUA LIEU CHI DINH

TIEU CHUAN Specifications: TCCSManufacturer's
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M&u nhén

1) M&u nhan hép lo 10ml

Makethree

Povidon iod 10% (wiv)

MakRethree
Povidon iod 10% ( wiv)
Povidon iod 10% (wiv)

Dung dich ding ngoai

Dung dick ding ngo&i

- Mung Tn

cong Ty ¢ prAn ougc PrAM LUNH BAT

@i chi: Kom 31+ 500 quéc 14 5 - hen Tral

28 0f 84 - nuyén Mj Hie

Phin phii b
£0C KY HUONG DAN TRUGC KHI SU DUNG

KHONG DUNG QUA LIEU CHI BINH

DE XA TAM TAY CUA TRE EM
SDK/Reg. No.:

TEU CHUAN Specifcations: TCCSManufaclurrs

Lasx
Ngay SX:
Han sirdung:

Ul

LINH DAT PHARRA

I

2) Mau nhan lo 10m|

Thanh phan: Poviden ind .....10¢

Ta dugc: Poloxamer 407, polyethylene glyco! 400
dinatrihydro phosphate, acd citric......vira 60 10m

Chi djnh, cach diimg, chang chi dinh va cac thang tin
Kkhic: Xem td hudng dan sif dyng thudc

Bao quan: Noi khd mat, tranh énh sang, nhiét 44 dudi 30C

DE XA TAM TAY CUA TRE EM

DOC KY HUGNG DAN TRUGC KHI SU DUNG

KHONG DUNG QUA LIEU CHI DINH

Sin Tuitbst
(& CONG TY TNHH DUC PHAM NASAKI
NASAKI  LOEB, E9, Cym Cang Nohép da nghé Dang Tho,
¥a 60 Tho, Huyén Yen Frong, Tk B i,

ERE @ =
. cbng v o8 pude puCE PidM Lk 04T
Bl enk K 315 508 geke @ 5 - i Trpl

Mahethree

:
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Lsﬁns?w"w TIEU CHUAN' Specifications: TCCSManufadurer’s
Ngay SK:
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1) M&u nhan hép lo 15ml
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Povidon iod 10% (wiv)

Povidon iod 10% ( wiv)
NASS

Dung djch diing ngoai

Dfa chi: Km 31+ 500 quéc 1 5 - thén Trgl

CONG TY 6 PHAN OUGE PHAM LINH OAT

Phin phil béi:

x4 D) 8 - huygn My Hio - Hung Yin

MAau nhan

Dung djch ding ngoai
MaRethree
Povidon iod 10% (w/v)
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Lo SX:
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Han st dung:
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2) M3u nhan lo 15ml

Sdn xult b .
(& cONG TY TNHH DUGC PHAM NASAKI
NASAKI  LOES, E9, Cym Céng Nghiép da nghé ong Tho,
X D6ng Tho, Huyén Yén Phong, Tinh Bic Ninh.
E E Phin phdi bii-
B D Eie
Wi tmoe s ceer o+ 0B OLSE < Dayde My Nas - Neey The
[=]
SDK/Reg. No.:
LG SX:
Ngay SX:
Han str dung:

Thanh phén: Povidon iod .....1,5¢g

Ta dugc: Poloxamer 407, polyethylene glycol 400,
dinatrihydro phosphate, acid citric......vira da 15ml

Chi dinh,cich diing, chang chi dinh va cac thong tin
khac: Xem td hudng dan sif dung thudc ‘

Bao quan: Noi khd mét, trénh anh séng, nhiét o dudi 30C

DE XA TAM TAY CUA TRE EM

DOG KY HUGNG DAN TRUGC KHI SUf DUNG

KHONG DUNG QUA LIEU CHI DINH

TIEU CHUAN/ Specifications: TCCSManufacturer's
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1) M&u nhan hép lo 30ml

7

Makethree |

Povidon iod 10% (wiv) }

NAS

MaRethree

Povidon iod 10% ( wiv)

Dung djch diing ngoai

a8 0] 80 - huydn M§ Hio - Hung Yén

€ONa TY ¢8 PHAN DUGC PHAM LINH DAY
0/ chi: Km 31+500 quée 14 8 - thon Trai

Phin phé bai:

01K

LINH DAT PHARMA

O

Mau nhan

Béo quan
nhiét 4§ du8

MakRethree

Povidon iod 10% (w/v)

Dung djch ding ngoai

UNG

DEXATAM TAY COATREEM
DOC KY HUONG DAN TRUGC KHI SU D
KHONG DUNG QUA LIEU CHI DINH
SDK/Reg. No.:

TIEU CHUAN Specifications: TCCSMan

Lasx:
Ngay SX:
Han str dung:

I

A 0939537

& s
o/ CONGTY 4";
" of TNHH, \%
A~ ~ : 4
2) Mau nhan lo 30ml DUGC PHAM |
*
"\ NASAKI /s
T e\.
D o
Hone 1.2
Sin xuit boi: ()] Thanh phén: Povidon iod ......3,0 g
@ CONG TY TNHH DUgC PHAM NASAKI E = Ta dugec: Poloxamer 407, polyethylene glycol 400,
NASAKI  LOES, E9, Cum Céng Nghiép da nghé Bang Tho, =2 dinatrinydro phosphate, acid citric......vira 6a 30ml
¥4 bong Tho, Hupén Yen Phong, Tirh B4 N " E g Chi dinh,cich diing, chdng chi dinh va cac théng tin
P khac: Xem & hudng dan sii dung thude
@ ol PR i I § B0 quan: Noi khd mat, trinh 4nh séng, nhiét a6 dudi 30C
o by [ >

8D 54 - haybs M§ Wae - wny Y

SDK/Reg. No.:
La sX:

Ngay SX:

Han str dung:

DE XA TAM TAY CUA TRE EM

DOC KY HUGNG DAN TRUGC KHI SU DUNG
KHONG DUNG QUA LIEU CHI DINH

TIEU CHUAN! Specifications: TCCS/Manufacturer's
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3/ CONG TY
T.NHH,
puyoC PHAM

NASAKI

1.6. HUONG DAN SU DUNG THUOC
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HUONG DAN SU DUNG THUOC

1. Tén thuéc: MAKETHREE
2. Céc dau hiéu hru y va khuyén cdo khi dl‘mg thudc:
Dé xa tim tay ciia tré em.
Doc kj hudng dén siv dung truée khi ding.
3. Thanh phan cong thirc thudc: Mdi lo Sml dung dich chira:
Povidon 108 oo v st 0,5g
TR AEOAAY L orislina s o s G b e B e e Sml
(T4 dugc gdm: Poloxamer 407, Polyethylene glycol 400, dinatrihydro phosphate,
Acid citric,nude tinh khiét)
4. Dang bao ché ciia thudc
Dung dich ding ngoai.

5. Chi dinh:

- Sat trung vét thuo*ng nbéng hodc vét bong nho trén bé mit da

- Diéu trj hd trg cAc tinh trang da va niém mac chu yéu do vi khudn nguyén phat hoic c6
nguy co bdi nhiém.

- Sét tring ving da phau thuat

Luu y: Chét st tring khong c6 tic dung diét khudn: ching tam thdi 1am giam s6 luong vi
khuan

6. Liéu diing, cich ding:

*Cach dung:

Dung ngoai da. C6 thé diing Povidon iod khéng pha lodng hoc pha loing
*Liéu ding:
Tuy thudc vao ving da va tinh trang nhidm khuén

Povidon iod khéng pha loang

- Sat khuin ving da md, niém mac: Tém thudc vao bdng sach thoa 1én ving da trude khi
phéu thuat.

Povidon iod pha lodang

- Céc vét thuong, vét bong mit ngodi va nhd, cac tinh trang & da va niém mac nguyén phat
ho#ic nguy co boi nhiém: Ding Povidon iod pha lodng v&i nude hodc dung dich mubi vo
tring theo ty 1¢ 1/10 dé 1am sach. ( Pha 1 don vi thé tich dung dich véi 10 don vi thé tich
nude hoic dung dich mudi vé tring)

- Rira vét thuong: Dung Povidon iod pha lodng t&i ndng dd 2% trong nuéc hogic dung dich
mudi v6 tring. ( Pha 2 don vi thé tich dung dich véi 100 don vi thé tich nuéc hoic dung
dich mubi vé tring)

7. Chong chi dinh:

- Ngudi c6 tién sir man cam voi Povidon iod hodc bét cir thanh phin ctia thude

- Sét khudn dung cu y t& va phiu thuit

- Tré so sinh duéi 1 thang tudi

- Strdung kéo dai trong 3 thang gitra va 3 thang cudi cia thai ky

- Phu nir dang cho con bu

- Dung dng thdi véi cac thude khang khudn dan xuét thity ngan khac
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10.

11.

Cianh b4o va thin trong khi ding thudc:
Cinh bdo ddc biét:
Do sy hdp thu iod qua da, viéc sir dung ché phdm nay c6 thé dén dén cac tic dong toan
than.
Nhirng tac dong toan than, thudong xay ra bdi viée sir dung 13p di ldp lai, dugc lo ngai nhiéu
hon béi viée sir dung dung dich sat khudn trén bé mit rong, dudi sy bang bé kin, ving da
bi tén thuong ( bao gdbm bi bong), niém mac, da cla tré sinh non hogc tré nhii nhi ( do ty
1é bé mat/ trong lugng co thé va tac dung bit kin ctia cac lo*p béng tai chd boi).
Cén chi y dic biét trong viéce sir dung déu din ddi véi ving da bi tdn thuong & bénh nhan
suy than, ddc biét la nhifng bénh nhén bj bong néang
Chéng chi dinh diing thubc cho tré so sinh, than trong khi ding thuoc cho tré 30 thang tudi.
Vigc str dung O tré dudi 30 thang tu01 néu dugc chirng minh 13 can thiét s& duoc giéi han
trén mgt vung nho trong thoi gian ngén va dugc rira sach bang nudce vo trung.
Ngay sau khi ndp chai dugc mo ra, _nguy co nhiém khuén che pham 14 c6 thé xay ra.
Thé tich ctia chai 16n hon 250ml the hién nguy co nhiém khuén ctia dung dich trong trudmg
hop sir dung kéo dai sau khi mé nip.
Thdn trong
Sir dung than trong & tit ca nhimg diéu kién c6 kha ning thic ddy ché pham di vao co thé
va dic biét 13 tré em 30 thang tudi.
Trong qué trinh chuan bi phiu thuat, tranh dé chay va thAm dung dich vio giira bénh nhén
va khin trai ban md. Tiép xuc kéo dai v6i dung dich chua khé c6 thé giy kich tmg va cac
phén (g da nghiém trong hiém gip nhu bong.
Sir dung thubc cho phu nif cé thai va cho con bu:
Phu ni¥ co thai
- Hién nay chua c6 ddy du dir liéu 1dm sang thich hop dé danh gia anh hudng gy dj tat
cla ché phém khi sir dung trong3 thang dau cla thai ky
- Tuyé gidp cia thai nhi bit dau xur ly iod sau 14 tudn cua thai ky. Sy qua tait iod, nhu
viéc str dung ché pham kéo dai sa giai doan nay, c6 thé dén t6i sy giam hoat dong tuyén
giap ¢ thai nhi. Tinh trang nay s€ dugc phuc hdi néu viée sir dung duoc dién ra trong 3
thang giita cua thai ky, nhung néu str dung vao giai doan cudi thai ky co thé d4n dén
budu co.
- Khéng nén sir dung ché phim trong3 thang dau cta thai ky. Trong trudng hop sir dung
kéo dai, chdng chi dinh str dung véo 3 thang giita va 3 thang cudi thai ky. Chi sir dung
ché phidm khi that su cin thiét va cin nhéc gitra 1¢i ich diéu trj trén nguy co trong thudi
ky mang thai.
Phu ni¥ cho con bu

Tod di vao sita me & ndng do cao trong huyét twrong clia ngudi me. Do nguy co suy gidm
hoat dong tuyén giap & thai nhi, chéng chi dinh sir dung kéo dai ché pham trong giai doan
cho con bt

Anh hwéng ciia thude ddi voi cong viéc (ngwdi vin hanh may méc, dang l4i tau xe,
lam viéc trén cao va cac truwedmg hop khac):

Chua ghi nhan dugc bao cdo vé& phan g bét loi ciia thudc 1én kha ning vin hanh may
moc, tau xe, ngudi lam viéc trén cao va cac truong hop khac.

Twong tic ciia thude voi cac thude khac va cac loai twong tac khéc:

Twong tdc ciia thudc
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Giam tic dung ciia thude khi ¢6 kiém va protein. Xa phong khong lam mét tic dung cia
thude.

Tuong tic véi cac hop chat thily ngan: gdy 4n da.

Thus"ﬁc bi mét tac dung véi natri thiosulfat, 4nh sang mit trdi, nhiét dd cao va cac thude sat
khuén khac.

C6 thé can trd test tham do chirc ning tuyén giap.

Twong ky cia thuoc

Tranh su két hop iod/ thiy ngén, nguy co ctia cac hop chit an da.

Iod 1a mt chit oxy hoa khéng tuong thich héa hoc véi céc chét khir

Bi bat hoat boi natri thiosulfat ( ¢6 kha ning lam thude giai doc)

Nhiét do, anh sang va pH klem (1am ché pham khéng 6n dinh)

. Téc dung khong mong mubn:

Trong truong hop dung lap lai va kéo dai, tinh tang qua tai iod c6 thé xay ra va din dén
roi loan chirc nang tuyén gidp, ddc biét & tré sinh non va bénh nhan bj bong.

Phan {mg qua mam véi iod, déc biét: Nbi may day, phit mach, sb phan vé.

Tod dugc hép thu manh ¢ vét thwong rong va bong ning c6 thé gy nhiém acid chuyén hoa,
tang natri huyét va tén thuong chirc ndng thén.

Phan (mg cuc bd c6 thé xay ra: Viém da, in mon da, bong tréc da

T hong bdo ngay cho bdc si hodc duwoc sy nhiing tac dung khéng mong mudn gdp phai khi ding

thudc

13.

>

Qua liéu va cach xir tri:

Qud lidu:

Luong iod qua thira s€ gay bu6u giap, nhugc giap hodc cuorng giap.

Dung nhiéu 14n trén vung da bi thuong rong, vét bong s€ gdy tac dung khong mong mubn
nhu vi kim loai, ting tiét nudc bot, dau rat hong va miéng, mit bi kich mg, sung dau, dau
da day, ti€u chay, khé th¢ do phu phdi. C6 thé bj nhiém acid chuyén hoa, ting natri huyét
va ton thuong thén.

Uong nhim mot lugng 16n thude.

Cach xu tri:

Ngimg diing thude.

Trong trudng hop uéng nham mot lugng 16n Povidon iod phai diéu trj triu chimng va hd
trg cho bénh nhén, cht ¥ dén cin bing dién giai, chirc ning than va tuyén giap.

. Cac dic tinh dwgc luc hoc:

Ma ATC: DOSAGO2.

Nhém duoc 1y: Thude sat trung phé rong, diét ndm va virus

Nhém sét tring: Dan xudt iod

Povidon iod (PVP - I) 1a phirc hop cua iod véi polyvinylpyrrolidon (pov1don), chtra 9 -
12% iod, d& tan trong nudc va trong cdn; dung dich chira 0,85 - 1,2% iod ¢6 pH 3,0 - 5,5.
Povidon dugc ding lam chét mang iod. "

Dung dich pov1don - iod giai phong iod dan dén, do d6 kéo dai tac dung sat khuan, diét
khuan nim, v1ms dong vat don bao, kén va bao tir. Diét khuén trong vong 5 phut trong
ong nghiém trén tat ca céc vi khudn va gdy chét Candida trong vong chua day 1 phut.

Céc hop chét hitu co (protein, huyet twong va mau) lam gidm tac dung cua iod ty do
Povidon iod khong bén & pH kiém

Da duge thoa Povidon iod ¢ mau nau va dé dang rira sach bing nuéc.
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15. Cac dic tinh dwgc djng hoc:

- Tod thdm dugc qua da va thai qua nudc tiéu. Hip thu toan than phu thudc vao ving va tinh
trang st dung thudc (dién rong, da, niém mac, vét thwong, cic khoang trong co thé). Khi
ding lam dung dich rtra cac khoang trong co thé, toan bd phirc hop cao phén tir povidon -
iod cling c6 thé dugc co thé hip thu. Phic hop nay khong chuyén héa hodc dao thai qua
thén.

16. Quy cach déng g01 Lo 5ml, 10ml, 15 ml, 30 ml, kém t& huorng dan str dung.

17. Piéu kién bao quan va han dung, tiéu chuiin chit lwgng cia thube:

- Piéu laen bdo quan: Dé noi khb réo, nhiét d§ dudi 30°C, tranh énh séng.

- Han ding: 36 thing ké tir ngay san xuét.

- Tiéu chudn chdt lucrng Tlf.'.ll chuén co so.

18. Tén, dia chi co sé san xuit:

Sdn xudt trén ddy chuyén dat tiéu chudn GMP-WHO tai :
CONG TY TNHH DUQC PHAM NASAKI

Dia chi: L6 E8, E9 Cum céng nghiép da nghé Péng Tho, xd Péng Tho, huyén Yén Phong, tinh
Béc Ninh, Viét Nam.
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