PHU LUC VIII
MAU TAI LIEU KY THUAT TRANG THIET BI Y TE

(Kém theo Nghi dinh 169/2018/ND-CP ngay 31/12/2018 cua Chinh phu)

Mau 01

TAI LIEU MO TA TOM TAT KY THUAT TRANG THIET Bl Y TE
Tén co so dang ky: VPDD Consorzio Con Attivita’ Esterna Medexport Italia
Pia chi: Phong 1205 — Tang 12 —Pon Nguyén 3 — C15, 17 Ngoc Khanh, Phudng Ngoc Khanh-
Quén Ba DPinh — Ha ndi — Viét nam.

Tel: 02437263578 Fax: 02437263579

Ngay 12/09/2019

STT Pé muc N§i dung mé ti tém tit

1 [Mb ta san phim trang thiét bi y té

1.1 | M6 ta trang thiét bi y t| Dung dich xit hong NOVA.gola

30ml dung dich c6 chira: Nudc 12,63g; Alcohol 7,8g;
Vegetable glycerin 4,50g; Dich chiét Calendula 1,50g; Dich
chiét Iceland moss 1,50g; keo ong (gumarabic, sucrose,
silicon dioxide) tit.12% trong galangin 0,75g; PEG-40
Hydrogenated castoroil 0,65¢g; Mat ong 0,30g; Tinh dau bac
ha 0,15g; Tinh dau khuynh diép 0,06g; Tinh dau co xa huong
0,02g; Bot 16 hoi 200:1 0,03g; Chat tao ngot: Acesulfame K
0,06g; Chat bao quan: Sodium benzoate 0,03g;Potassium
sorbate 0,03g; Chét tao dd chua: Citric acid 0,04g.

Poéng gbi chai 30ml

1.2 | Danh séch phy kién Hop, toa hudng dan sir dung, chai c6 voi xit

kém theo
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Muc dich, chi dinh sir
dung

NOVA.gola dang xit ¢ cong thirc dic biét dé tao thanh mang
chin bam vao niém mac, han ché tiép xtic v6i cac chéit kich
thich bén ngoai. Hoat dong ciia né lam giam ho va kich ung
lkhoang miéng; giit 4m cho niém mac va thic ddy qué trinh
hydrat héa ctia niém mac.

Uc ché su phét trién cua vi khudn, vi rat & hong va khoang
miéng, ting cudong mién dich, lam gidm nhanh céc triéu chimg
viém nhim ving miéng nhu dau rat, khé nubt do viém hong,
dau hong, viém loét, nhi¢t miéng.

Lam giam céc triéu ching cam lanh, viém hong, viém duong ho
hép trén kém ho.

Bao vé hau hong, gitr 4m va 1am dju cam giac kho hong, ngira
hong, rat hong, giam kich tmg hong.

Gitip giam khan giong, mét tiéng; hoi miéng.

1.4

Huéng dan sir dung

Dua dau vdi Xit vao gé‘m vi tri bi hong bi dau, sau do 4n nhe
nip voi.

Liéu ding khuyén céo: Xit san phdm 1 dén 3 14n cho méi lan
sir dung; duoc lap lai tbi da 03 14n trong khoang thoi gian 24

git. Lic déu trude khi sir dung.

1.3

Chdng chi dinh

Khong c6

1.6

Canh béao

Khong sir dung trong truémg hop man cam hodc di Gmg véi
bat ki thanh phdn ndo cta san phidm. Trong truomg hop
khong dung nap hodc cd tac dung phu, ngimg sir dung va
tham khao y kién thay thudc. Hoi y kién bac si truée khi skt
dung néu ban dang mang thai hodc cho con bu

Néu ho va kich tmg kéo dai hon 5 - 7 ngay, hdy tim tu vén
ctia thdy thudc hodc bac s§. Khong sir dung sau ngay hét han.
Dé xa tim tay tré em va khong st dung cho tré dudi 3 tubi.

Khong sir dung néu bao bi ¢6 ddu hiéu bi hu hong.




1.7 | Mot sb tic dung phu | Séan phdm nhin chung duge dung nap tt. Ding qué mitc ¢6
khéng mong mubn thé co tac dung nhuén trang.
2 [Théng tin san pham duoc ban & céc qudc gia khac (néu cb)

Thiét b y té duge ban ¢ Y, noi san phdm duge ding ky va chip thuan 1dn diu tién

3 Chi dinh dugc dang ky ¢ cac nude khac (néu cd)
San pham duoc ding ky tai Y ngay 13/07/2016 theo sb ding ky 1442246 c6 cung chi dinh
nhu da néu trén

4 [Thong tin an toan / hoat dong cua cac san pham thiét bj y té

- Thong tin vé cic béo cao vé nhimg anh hudng x4u lién quan dén sir dung thiét bi y té; Cac
bién phap thu hoi / didu chinh sau marketing da dwoc thuc hién theo yéu cau cla céc co
quan quan 1y cta nhidu nude: Khong co

- Néu thiét bj y t& c6 bat ky thanh phin nao duéi ddy, thong tin nay s& dugc cung cép thém:

Té bao, md dong vét hodc md ngudi hoic din chat ctia chiing dugc sir dung khi khéng con
séng - vi du van tim nhan tao tir lon, catgut ...; Khong c6

Té bao, md va céc chit dAn xuét tir vi sinh vat hozc tai td hop - vi du san pham ting mé da

dua trén axit hyaluronic thu dugc tir qué trinh 1&én men vi khuén ...; C6 thanh phan gay kich
ung hodc ion hoa - vi du: tia X; ho#c khong ion hoa-laser, siéu am ... Khong cé.

Ching t6i,VPDD Consorzio Con Attivita® Esterna Medexport Italia cam két moi thong tin cung cép l1a
sur that va chiu trach nhiém phdap ly cho nhimng thong tin nay.
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ARGENTIA

INDUSTRIA FARMACEUTICA

NOVA.gola

QUALI-QUANTITATIVE COMPOSITION

30 ml of solution contain :

DESCRIZIONE E(I;MPOSIZIONE g/(30
Water 12,63 g
Alcohol: 7.80 g
Vagetable glycerin 4,50 g
Calendula hydrogliceric extract 1,50 g
Iceland moss hydrogliceric extract 1,50 g
Propolis dry extract 0,75 ¢
Hydrogenated castor oil 0,60 g
Honey 0,30 ¢
Peppermint essential oil 0,15¢g
Eucalyptus essential oil 0,06 g
Acesulfame K 0,06 g
Citric acid 0,04 g .
Aloe Vera gel powder 0,03 g )‘%\'\
Sodium benzoate - 0,03g \-}?}
Potassium sorbate 0,03 g 4
White Thyme essential oil 0,02 ¢
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