CONG TY CP DUQC PHAM DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
PHARMEDIC Pc l1ap — Ty do — Hanh phic

Sé: 4154 /PMC - VG Thanh phé Hé Chi Minh, ngay 2 thdng 01 nim 2019
V/v: Thay d6i SPK va miu toa

Kinh gtri: Quy khach hang
Cong ty xin thong bado mat hang:

POVIDINE (Povidine 10% 20ml) k& tir 16 0010119 s& thay d6i SPK va miu toa (miu toa
dinh kém), (SPK cii: VD-15400-11; SPK méi: VD-31097-18 theo QP sb: 706/QP-QLD

ngiy 08/10/2018)
Pon gi4 ban budn khong thay doi: /,Q,;
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Don gi4 ban budn mit hang trén khong bao gdbm thué GTGT 5%; da ding ky tai
Cuc Quan ly Duge- Bo Y Té.

Tréan trong./. iJ

Noi nhign:

- Nhu trén

- Ban TGD;

Phong KD, TT, KH, CNTT

- Kho TP1, TP2

- Ban CSKH

- P.TCKT

- Luu: HCQT (VT), Ban VG (T.Trang).

Tran Viét Trung



MAU MG

Mat tru6e

Mit sau

Povidine 10%

Povidine 10%

C

cHI DUNG NGOAI - KHONG BUGC UGNG.
DE XA TAM TAY CUA TRE EM.
DOC KY HUGNG DAN SU DUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC sTHOAC pugc si
NHONG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SU DYNG THUGC.
Thanh phén cdng thic thudc

Thanh ph&n hoat chat:
Povidon iod 10g
Thanh phén ta dugc: Dinatri hydrophosphat, acid citric, natri hydroxyd, glycerin,
nonoxynol 8, nudc tinh khiét vira dii 100 mi.

2. Dang bao ché

3.

Dung dich dung ngoai, chat Idng mau nau thAm, mul dic trung cla iod.
. Chidinh
Sat khuZn dé giup ngin ngia nhiém khudn & vét cit, vét trdy va vét bdng nhb.
Sétkhudn da trudc khi phdu thuat
Gilip gidm cacvi khudn cé kha néing gay nhidm triing da.

4.Céchdung va Lidudung

5.

Lausach vingbjbénh
Bo6imétiugng nhd thudc dénving bjbénh 1 - 314n/ ngay.
Cé thé phli miéng gac vé tring.
Né&ubiing bé trudc tién phai dé khd.
. Chéng chidinh
Quéa mén vai bat ky thanh phdn nao cia thuéc.
Khéng diing vao mat.
Sit dynglau hdn 1 tudn trd khichldan clabéc s,
Dingtrén dignrdng cba cothd.
. Canh béo va thin trong khi diing thudc
Cén than trong khi diing thudng xuy8n trén vét thudng d8i véi ngudi bnh cé tién sit
suy than, d&i véi ngudi bgnh dang didu trf blng lithl.
Luu y v8i bdng n&ing, vt thudng sau, kich ung tai chd nhiéu hay nhidm khudn.

7. SU dyng thudc cho phy n cé thal va cho con bu

Tranh ding thudng xuydn & phy ni mang thai va cho con bi. Méc ddu chua c6 biing
chiing vé nguy hali, nhung vin nén than trong va can nhic gida Igi (ch didu trj va téc
dung c6 thé gy ra do h&p thu iod ddi véi sy phat trién va chuc niing cla tuyén gidp
thainhi.

8. Anh hudng ciiathuéc 18n kha néing lé] xe va vin hanh mdy méc

Chua cé bling ching vé &nh hudng clia thudc 18n kha nang léi xe, van hanh may
méc.

9. Tudng tdc cla thudc

Tac dyng khéng khu#n bj gidm khi c6 kiém va protein. Xa phong khong lam méttic
dyng.

Tudng téc véi hgp chét thiy ngan: gay &n da. ThuSc bl m&t téc dyng vl natri
thiosulfat, &nh s&ng mit trdi, nhiét 49 cao va cac thudc sétkhuén khéc.

Povidon iod c6 thé cin trd test tham dd chifc néng tuyén gidp.

10. Tudng ky clia thudc

1

Do khdng cé cac nghin cu vé tinh tudng ky clia thuSc, khéng tron I&n thudc nay vél
cacthudc khéc.

1. Téc dyng khéng mong muédn cla thude
Ché ph4m cé thé gay kich ung tai chd, méc di thudc ft kich Ung hon iod ty do. Dung
13p lai v3i v8t thudng rong hoc v8t bdng niing, cé thé gay phan Ung toan than.
Thuong gap: ADR > 1/100

- Dung povidon iod & vét thudng réng va bdng ning c6 thé gay nhiém acid chuyén
hod, ting natri huy&t va t8n thuong chic ning thn.
- ©3ivdituyén gidp: C6 thé gay gidm ning gidp va néu c6 gidm ndng gidp tidm tang,_|

¢4 th8 gay con nhidm dc giap. 3 ;
- Huyéthgc: Gidm bach cdu trung tinh (8 nhing ngudi bénh bj bdng ngng) i,
- Thénkinh: Co gigt (3 nhiing ngudi bgnh didu trj kéo dai) v N
It gap: 171000 <ADR < 1/100
- Huyéthoc: Gidm bach cdu trung tinh (8 nhiing ngudi bénh bj béng néing) . u

- Thénkinh: Co giat (& nhiing ngudi bénh diéu trj kéo dai)
- Djung nhu viém da do lod, d6m xu&t huyét, viém tuyén nudc bot, nhung vai tl ¢ l% K
th&p. .

- Dathdy iod trong nudc 8l clia ngudi me dung povidon iod gay suy giap va budu gié p- “
b&m sinh do thu§c & tré sd sinh, méc dU ngudi me diing lugng th&p lod lam thuéc skl
khu&n. Tuy nhién povidon iod ciing cé thé gay cudng giép. U

12. Qua ldu va cich xi tri -~

- Qua li§u: Lugngiod qud thira s& gay budu gidp, nhugc gidp holic cudng giép. D\!n&=
ch& ph&m nhidu I4n trén vung da t8n thudng rong holic bdng s gay nhidu tac dGTT |
khéng mong mudn nhu vj kim loai, ting tuyén nudc bot, dau rét hong va migng, méit
bj kich Ung, sung, dau da day, la chdy, kh6 thd do phu phdl...cé thé c6 nhiém acid
chuyén hod, ting natri huyétva tnthuong thin

- Cdch xf trf: Trong trudng hgp u8ng nhdm mot lugng I6n povidon iod, phai didu tri
triéu ching va hd trg, chd y dic bigt dén can blng dign gidl, chuc ndng than va
tuyén gidp

13.D3ctinh dugc lyc hoe

- Nhém dugc ly: Sat khuén.

- Ma ATC: D08AGO02.

- Povidon Iod la phulc hgp clia iod véi povidon. Povidon dugc diing lam ch&t mang iod.
Dung dich povidon - lod dugc gidi phéng iod dén dén, do dé kéo dai téc dyng st
khudn digtkhudn, ndm, virus, dong vat don bao, kén va baotl.

14.D§ctinh dugc dong hoc
lod th&m dugc qua da va thai qua nudc tidu. H&p thu toan than phy thudc vao ving
va tinh trang st dyng thudc (dién rdng, da, niém mac, vét thudng, cdc khoang trong
¢d thé). Khi diing 1am dung dich rifa cdc khoang trong cd thé, toan b phuc hgp cao
phan tif povidon fod cling c6 thé dugc cd thé hép thu. Phic hgp nay khéng chuyén
héa hodcdao thai qua than. Thudc dugc hé lidn vong ndimé loc gid.

15. Quy cédch déng gol:

~ Hjp 1chaig8ml

- Hop1ichai20ml

- Hop1chalsoml

- Chai500ml

- Binh5Iit

16. Dldu kién bdo quan

- & nhigt d khéng qua 30°C.

- Day ndp kin ngay sau khi dung.

17. Hen ding

- 24 thang ké tU ngay san xuft.

- Chlslf dyng trong 2 thang sau khi md ndp.

18. TI6u chudn chit lugng cla thudc: TCCS

19.Tén, dlachl clacdsd sin xuitthude

CONG TY c8 PHAN pugc PHAM DUQC LIEU PHARMEDIC

367 Nguydn Trai, Q. 1, TP. HCM, Vigt Nam.

San xudt tal nha may GMP - WHO

PHARMEDIC  1/67 Nguy&n V&n Qua, Quén 12, TP. HCM, Viét Nam.
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CHI DUNG NGOAI - KHONG BUJC UGNG.
DE XA TAM TAY CUA TRE EM.
POC KY HUGNG DAN SU DYUNG TRUGC KHI DUNG.
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC Si.
THONG BAO NGAY CHO BAC S HOAC bugc si
NHUNG TAC DUNG KHONG MONG MUGN
GAP PHAI KHI SU DUNG THUGC.

. Thanh phén céng thic thudc

Thanh phén hoat chat:

Povidon iod 10g
Thanh phdn td dugc: Dinatri hydrophosphat, acid citric, natri
hydroxyd, glycerin, nudc tinh khiét vira d 100 ml.

. Dang bao ché&

Dung dich sét khudn.
Chét 1dng mau nau sdm, mui dic trung cla iod.

. Chi dinh

Sat triing da trudc khi phiu thuat.
Khir tring dyng cy trudc khi tigt tring.

4,Cachdung va Lidudung

Ding nguyén chat dé béi 1én da, hodc pha lodng 1/5 véi nudc, hay
dung dich sinh Iy (NaCl 0,9%) dé tudirita vét thuang.

5.Chéng chidinh

- Diungvéiiod.

- Dung thudng xuyén & ngudi bénh cé ri loan tuyén gidp (dic bigt
budu gidp nhan coloid, budu giap luu hanh va viém tuyén gidp
Hashimoto), thdi ky mang thai va thdi ky cho con b.

- Thing mang nhi hoéic bl tryc tigp 18n mang ndo va khoang bf t3n
thudng néng.

- Trd dudi2tudi.

6. Canh bdo va than trong khi dung thudc

Cén than trong khi dung thudng xuyén trén vét thuong déi vai ngudi
bénh cé tién sif suy than, d&i véi ngudi bénh dang didu trj b&ing lithi.

7.SUdyng thudc cho phy ni ¢é thal va cho con bu

Khdng nén diing thudc trong thdi gian mang thai va cho con bu trif khi-

Igifch didu trj cao hon nguy cd gay hai thainhi.

8.Anh hudng clia thudc 18n kha ndng lal xe va van hanh mdy méc

Chua cé biing ching vé anh hudng cla thudc 1&n kha néng l4i xe, van
hanh mdy méc.

9. Tuong tic cia thudc

Téc dyng khang khudn bj giam khi c6 kiém va protein.

Xa phong khdng lam mé&t tac dyng.

Tudng téc véi cac hgp chét thuy ngan: Gay &n da.

Thudc bj mat tdc dyng vdi natri thiosulfat, dnh sdng mét trdi, nhigt
a6 cao, va cac thuSc sat khudn khac.

C6 thé can trd test tham dd chuc nang tuyén gidp.

10. Tuong ky cta thudc: do khéng c6 cac nghién cuu vé tinh tudng ky clia

thudc, khong trén I&n thudc nay vdi cac thudc khac.

1.

12

Téc dyng khéng mong mudn cuia thudc

Diing ché phdmlau ngay cé thé gay kich Ung hodc hiém hon gay phan
uUngdjungda.

Dung I3p lai véivét thudng rong hodic vét bdng néing, c6 thé gay phan
Ungtoanthan.

Quaé liéu va cach xU trf

Qud lidu: Lugng iod qua thirta sé gay budu gidp, nhugc gidp hodc
cudng giap. Dung ché ph&m nhiéu 14n trén viing da tdn thuong réng
hoic bdng sé gdy nhidu tac dyng khdng mong mudn, nhu v kim loai;
tang ti€t nudc bet; dau rat hong va miéng; mét bj kich Ung, sung; dau
da day, tiéu chdy, kh6 thd do phi phdi.. C6 th8 nhiém acid chuyén
hod, ting natri huy&tva tén thuong thén.

Cédch xU tri: Trong trudng hgp udng nhdm mét lugng I6n povidon iod,
phai didu trj tridu ching va hd trg, chu y d3c bigt dén can bing dign
giai, chfc n&ngthan va tuyén giap.

13.Déctinh dugclychoe

Nhém dugc ly: Thudc khlf tring va sattring da.

Ma ATC:D0BAGO2

Povidon iod la mét phic hgp hitu cd chira 9 - 12% iod . Thudc dugc
dungla chat satkhudn, tdy ria.

Povidine tac dyng diét vi khun gram duong va gram &m, dic bigt vdi
cac loai gay nhiém tring da nhu Staphylococcus, Streptococcus, E.coll,
Proteus, P. aeruginosa. Thuéc ciing digt dugc vindm, sidu vi, ddn bao
va ndm men.

14.Pictinh dugc dpng hoc

15.

16.

17.

Povidon iod phéng thich d&n dén va lién tyc fod ty do, chat nay thdm
qua da va dugc dao thai qua nudc tidu.
Quy céch déng gél:

Hop 1 Ip 8 mi. - Hop1lp20 ml
Lo 90 ml. - Chal 0,5 !it.
Binh 2 Iit. - Binh5lit.

Pidu kign bdo quan

& nhigt do khéng qua 30°C.

D6ng nép ngay sau khi dung.

Han dung

24 thang ké tf ngay s&n xuét.

Chi dung trong 2 thang sau khi md nép.

18. Tiéu chudn chét lugng ctia thudc: TCCS
19. Tén, djachicliacd sd san xuétthudc

PHARMEDIC

CONG Ty CO PHAN DUGC PHAM
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367 Nguyén Tréi, Q. 1, TP. HCM, Viét Nam.

Sén xuft tal nha may GMP = WHO
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