CONG TY CP DUGC PHAM DUQC LIEU CONG HOA XA HQI CHU NGHIA VIET NAM
PHARMEDIC Pjc lap — Tw do — Hanh phiic

Sé: 216 /PMC - VG Thanh phé H6 Chi Minh, ngay (¢ thang 12 nam 2018
V/v: Thay dbi toa theo TT01/2018
Kinh giti: Quy khéach hang

Cong ty xin thdng bdo mit hang:

POVIDINE 4% (chai 800ml) ké tir 16 0121218 s& thay dbi mAu toa theo TT01/2018 (miu toa
dinh kém)

Pon gi4 ban buén khong thay doi:

g Don gi4 ban
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Pon gia ban budn mit hang trén khong bao gbm thué GTGT 5%; da dang ky tai
Cuc Quén Iy Duge- B Y TE.

Tréan trong./.

Noi nhan: TONG GIAM POC /@,

- Nhu trén 7008830550
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- Luu: HCQT (VT), Ban VG (T.Trang).



Povidin

\.'70 ’ g ‘J‘
cHi DUNG NGOA=KHEN NG
DE XA TAM TA RE EM

DOC KY HUSNG DAN SU DUNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC SI.
THONG BAO NGAY CHO BAC STHOAC DUQC SINHUNG TAC DUNG
KHONG MONG MUGN GAP PHAI KHI SU DYNG THUGC

Thanh phén céng thic thudc

- Thanh phén hogt chat:

Povidon lod 49

- Thanh phén ta dugc: Natri lauryl sulfat, dinatri hydrophosphat, acid citric, natri hydroxyd, nudc
tinh khiét viradd 100 ml.

2. Dgng bao ché

- Dung dich sét khudn.

- Chét 1dng mau nau sdm, mui dic trung cla iod.

3. Chi d|nh

- Rira va khif tring da, niém mac lanh hay vét thuong nhiém ban.

- RUa va tdy ué dyng cy phdu thuat nhd trudc khi khir tring.

4.Céchdungva Liduding

- Dingnguyén chatdd riiatay va khil tring da. :

- Phalodng 1/3 dé rifa vétthudng nhidm ban hodic cé rinudc.

5.Chéngchidinh

- Djung vdi iod.

- Ding thudng xuyén & ngudi bgnh cé réi logn tuyén gidp (ddc bigt buéu gidp nhan coloid, buéu
glép luu hanh va viém tuyén giap Hashimoto), thdl ky mang thai va thdi ky cho con bu.

- Thiing mang nhT ho&c bbl tryc tiép 18n mang néo va khoang b| t8n thudng ning.

- Tré nhd dudi 2 tudl, nhat Ia tré sd sinh.

6. Canh béo va thgn trong khi dung thudc
Cén than trong khi dung thudng xuyén trén vét thudng ddi vai ngudi bgnh c6 tién sl suy than,
d61vdl ngudi bdnh dang didu trj bling lithi.

7. St dyng thudc cho phy nQ cé thai va cho con bu
Khodng nén ding thudc trong thdl glan mang thal va cho con bu trif khi Igl ich diéu tr| cao hon
nguy cd gay hai thai nhi.

8. Anh hudng ctia thuéc 1én kha nng I4] xe va vn hanh méy méc
Chua cé bling chung v8 &nh hudng cliathudc 1én kha nang ldi xe, van hanh mdy moc.

9. Tudng téc cia thudc

- Khéng dung chung vdi chét tdy riia khac.

- Dung cung vdinhdng d&n chétcé chiathiy ngan cé thé tao thanh hgp chét co tinh &n mén da.

10. Tudng ky cia thudc: do khdng cé cdc nghién cuu vé tinh tudng ky cia thudc, khéng tron I&n
thudc nay vdi cac thuSc khc.

11. Téc dyng khdng mong mudn cia thudc

- Dungché phdm lau ngay cé thé gy kich ing hogc hiém hdn gay phan Ung dj Ung da.

- Dungl3plaivéivétthudng rong hodic vét bdng nding, cé thé gay phdn Ung toanthan.

12. Qué liéu va céch xU trl
Trudng hgp uéng nhdm mét lugng Idn Povidon iod, cé thé bj ngé ddc nghiém tiong, phai didu trj
taicosdyté.

13.D3ctinh duge lyc hge

- Nhém dugc ly: Thude khif tring va sét tring da.

- Ma ATC: D08AG02

—  Povidon iod ia mdt phic hgp hdu cd chda 9 - 12% iod. Thudc dugc dung la chit sat khudn,
tdy ria.

- Povidine tac dyng digt vi khu&n gram ducng va gram m, déc bigt vdi cac logi gay nhidm tring
da nhu Staphylococcus, Streptococcus, E.coli, Proteus va P. aeruginosa. Thuéc cing digt dugc
vin&m, siéu vi, don bao va n&m men.

14.Djctinh dugc déng hoc
Povidon iod phéng thich ddn ddn va lién tyciod ty do, chatnay thim qua da va dugc daothai qua
nudctidu.

15. Quy cédch déng gél

- Lo90ml

- Chai 500 ml.

- Chai 800 ml.

16. Didu kign bido quan

- @ nhigt 6o khdng qua 30°C.

- Doéng nép ngay sau khi dung.

17. Han dling

- 24 thang k8 tI ngay san xuét.

- Chidung trong 2 thang sau khi md nép.

18. Tidu chuén chét lugng cia thudc: TCCS.

19.Tén, dja chiclia cd 58 san xuft thusc

CONG TY €6 PHAN DUGC PHAM DUGC LIEU PHARMEDIC

@ 367 Nguydn Trél, Q. 1, TP. HCM, Vigt Nam.

£y San xudt tal nha mdy GMP — WHO

1/67 Nguyén V&n Qué, Quén 12, TP. HCM, Vigt Nam.

PHARMEDIC




Mat sau

P OV i d i n e 4% Antiseplic soiutio ¥

COMPOSITION

Mat trude

g .2
ne 4 /O Dung dich sat khuén :

- Povidone iodine
- Excipients: Sodium lauryl sulfate, disodium hydrophosphate, citric acid, sodium
hydroxide, purified water sqf 100 ml.

INDICATIONS

-~ Cleaning and antisepsis of skin, mucous membranes and damaged wounds.

- Cleaning and disinfection of medical instruments before sterilization.

DOSAGE AND ADMINISTRATION

~ Use pure solution for washing the hands and antisepsis of skin.

- Use 1/3 diluted solution for cleaning and disinfecting dirty wounds.

CONTRAINDICATIONS

- Hypersensitivity to iodine.

- Regular use is contra-indicated in patients or users with thyroid disorders (in particular
nodular colloid goiter, endemic goiter, and Hashimoto's thyroiditis), pregnant or
nursing women,

- Notforuse on meninges or perforated membrane tympani, and in serious cavities.

- Children under 2 years old, in particular new-born infants.

PRECAUTIONS
Special caution is needed when regular applications to broken skin are made to
patients with pre-existing renal insufficiency. Regular use should be avoided in
patients on concurrent lithium therapy.

INTERACTIONS

- Do not mix with detergents.

- The combined use of iodine and mercurials can form caustic compounds.

USE IN PREGNANCY AND LACTATION
The use of this drug is not recommended during pregnancy and lactation, unless the
potential benefit justifies the possible risk to the fostus.

EFFECTS ON ABILITY TO DRIVE OR OPERATE MACHINERY: None.

ADVERSE REACTIONS

- Prolonged exposure to povidine may cause topical irritation. Some rare skin reactions
have been observed.

~ The repeated application of povidine to severe burns or to large areas of skin may
cause systemic effects.

* Contactyour physiclan if you experience any adverse reactions while using this
medicine.

OVERDOSAGE
Accidental massive ingestion, potentially associated with serious poisoning, must be
treated in a specialized unit.

PHARMACODYNAMICS

— Povidone iodine is an iodophore organic I ining appr
available iodine. Itis used as a disinfectant and antiseptic.

- Povidine kills both Gram-positive and Gram-negative organisms particularly those
encountered in skin infections, e.g., Staphylococci, Streptococci, E.coli, Proteus and
P.aeruginosa. It also kills fungi, virus, protozoa and yeast.

PHARMACOKINETICS
Povidone iodine gradually and cc itively rel
absorbed through the skin and sliminated in the urine.

EXTERNAL USE ONLY - DO NOT SWALLOW
KEEP OUT OF REACH OF CHILDREN
READ THE LEAFLET CAREFULLY BEFORE USE
FOR MORE INFORMATION, CONSULT YOUR PHYSICIAN.

Shelf-life: 24 months from date of manufacturing.

Specification: Manufacturer's.

Presentation

- Boitle of 80 ml.

- Bottle of 500 ml.

- Bottle of 800 ml.

STORAGE

- Do not store over 30°C.

- Replace cap tightly immediately after use.

- To be used within 2 months after first opening.

tely 9-12% of

vailable iodine which is partly

PHARMEDIC JSC: 367 Nguyen Trai Street, District 1, Ho Chi Minh City, Vietnam.
Manufactured by PHARMEDIC in compliance with GMP - WHO norms
1/67 Nguyen Van Qua Street, District 12, Ho Chi Minh City, Vietnam.

PHA
NG THUC

- Povidon iod 4g

—  Tadugc: Natri lauryl sulfat, dinatri hydrophosphat, acid citric, natri hydroxyd, nudc tinh
khigt viadi 100 mi.

CHI BINH

~ RUa va khi trung da, niém mac lanh hay vét thuong nhiém bén,

- RUa va tdy ué dyng cy phau thuat nhd trudc khi khif tring.

CACH DUNG VA LIEU DUNG

- Dung nguyén chét dé rita tay va khir tring da.

- Pha loéng 1/3 dé rita vét thudng nhidm bdn hodc cé rl nudc.

CHGONG CHI BINH

— Djung vdiiod.

- Dung thugng xuyén & ngudi bénh cé r8i loan tuyén giap (déc bigt budu gidp nhan

_ coloid, budu gidp luu hanh va viém tuyén giap Hashimoto), thdi ky mang thai va thaiky
cho con b,

- Thling mang nhi hodc bdi tryc tiép 18n mang ndo va khoang bj t8n thudng ning.

—  Tré nhd dudi 2 tudi, nhit la tré sd sinh.

LUU Y - THAN TRONG
C4n than trong khi dung thudng xuyén trén vét thudng déi véi ngudi bénh cé tién s
suy than, déi vdi ngudi bénh dang diéu tri béng lithi.

TUONG TAC THUGC

- Khéng ding chung véi chat tdy rita khac.

- Dung cungvdinhing din chét cé chita thiy ngan cé thé tao thanh hgp chdt cd tinh &n
mon da.

PHY NU MANG THAI VA CHO CON BU
Khdng nén ding thudc trong thdi gian mang thai va cho con b tri khi Igi ch diéu tri
cao hon nguy cd gay hai thai nhi.

TAC DONG CUA THUGC KHI LAl XE VA VAN HANH MAY MOC: Khdng cé.

TAC DYNG KHONG MONG MUGN

— Dungché phdm lau ngay cé thé gay kich ¢ng hodc hi€ém hon gay phan Ung dj Ung da.

- Dung lap lai vdi v8t thudng rong hodc vét bdng ning, cé thé gay phan Ung toan
than.

* Théng béo cho bic sinhing téc dyng khéng mong muén gip phai khi sif dyng
thude.

QUA LIEU VA XU TRI
Trudng hgp udng nhdm mét lugng I6n Povidon iod, ¢6 thé bj ngd doc nghidm trong,
phaididutritaicosd yté.

DUGC LYC HOC

~ Povidon iod 12 m@t phiic hgp hilu cd chifa 9 - 12% iod. Thudc dugc ding 1a chét sat
khu#n, tdy ria.

- Povidine tic dyng diét vi khudn gram dudng va gram am, dic biét vdi cac loai gay
nhiém trung da nhu Staphylococcus, Streptococcus, E.coli, Proteus va P,
aeruginosa. Thudc cling diét dugc vindm, sidu vi, don bao va ndm men.

DUGC DONG HQC
Povidon iod phéng thich dén dén va lién tyc iod ty do, ch&t nay thdm qua da va dugc
daothai quanudc tidu.

CHI DUNG NGOAI - KHONG BUGC UGNG
DE XA TAM TAY CUA TRE EM
BOC KY HUGNG DAN SU DYNG TRUGC KHI DUNG
NEU CAN THEM THONG TIN, XIN HOI Y KIEN BAC ST

Han ding: 24 thang ké tIf ngay s&n xudt.

Tiéu chudn: TCCS.

Trinh bay

- Losoml

— Chai 500 ml.

~ Chai 800 ml,

BAO QUAN

- & nhigt do khdng qud 30°C.

- Déng ndp ngay sau khi dung.

- Chldung trong 2 thang sau khi m& nép.

CTCP DPDL PHARMEDIC: 367 Nguyén Trai, Quin 1, Tp. H6 Chl Minh, Vit Nam.
$an xust tal nha mdy GMP - WHO: 1/67 Nguydn Vin Qué, Q.12, TP.HCM, Vigt Nam.




