CONG HOA XA HQI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phuc

BAN CONG BO TIEU CHUAN SAN PHAM

S6: 01:2020/ FOBIVI
Tén t6 chiec: CONG TY TNHH FOBIVI

Pia chi: 98/1 Buong 4, Khu phé ich Thanh, Phuong Truong Thanh, Quan 9, Thanh phé
Ho Chi Minh.

bién thoai : 0906 357 568

CONG BO

Tiéu chuan co s So; TCCS 01:2020/ FOBIVI
Ap dung cho san pham:
NUGOC SUC MIENG HONG SUMI CHLORHEXIDINE 0,12%

Xuat xir (nha san xuat va nuéc xuat xi): CONG TY CO PHAN DUQC PHAM
BIDOPHARMA USA — CHI NHANH LONG AN

Dia chi: Puong s6 6, Kho K2 — 1, Khu Céng Nghiép Tan Kim M& Rong, Ap Tan Phudc,
Xa Tan Kim, Huyén Can Giuoc, Tinh Long An

Chung t6i cam két san xuat, kinh doanh san phim theo ding tiéu chuin co sé da
cbng bo va chiu hoan toan trach nhiém trwéc ngwoi ti€u dung va co quan quan ly
nha nwoc vé nhirng vi pham doi véi nhikng tiéu chuan chat lwgng da cong bo.

Tp.H6 Chi Minh, Ngay 23 thang 03 nim 2020
GIAM POC
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CONG TY TNHH FOBIVI

TIEU CHUAN CO SO
TCCS 01:2020/ FOBIVI

NUOC SUC MIENG HONG SUMI
CHLORHEXIDINE 0,12%

Tp.H6 Chi Minh, Ngay 23 thang 03 ndm 2020
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CONG TY TNHH FOBIVI CONG HOA XA HOI CHU NGHIA VIET NAM
Poc 1ap — Tw do — Hanh phuc

S6: 01- 2020/QP - FOBIVI Tp.H6 Chi Minh, Ngay 23 thing 03 ndm 2020

QUYET PINH

V& viéc xay dwng va cong bé tiéu chuan ap dung

e Can ctr Luat Tiéu chuan va Quy chuan ky thuat sé6 68/2006/QH11 do Chu tich Quéc
Hoi céng bé ngay 29/06/2006;

e Cin ctir Nghi dinh sé 127/2007/NB-CP quy dinh chi tiét thi hanh mét sb diéu cua Luat
tiéu chuan va Quy chuan k§ thuat.

e Can ctir Thong tu 21/2007/TT-BKHCN ngay 28/09/2007cua B6 Khoa hoc va Cong
nghé huéng dan xay dung va ap dung tiéu chuan;

e Cian ctr Luat chét luong san pham, hang hoa sé 05/2007/QH12 do Chu tich qudc hoi
cong bd ngay 21 thang 11 nam 2007;

e Cian ct Nghi dinh s6 132/2008/ND-CP ngay 31 thang 12 nam 2008 quy dinh chi tiét
thi hanh mot sé diéu cua Luat chét luong san pham, hang hoa;

e Cian cr vao nhu cau hoat dong kinh doanh cuaa cong ty.

GIAM POC CONG TY CONG TY TNHH FOBIVI
QUYET PINH:
Piéu 1: Ban hanh kém theo quyét dinh ndy: TCCS 01:2020/ FOBIVI
NUOC SUC MIENG HONG SUMI
CHLORHEXIDINE 0,12%

Piéu 2: Cac phong ban ¢ lién quan cua Doanh nghiép chiu trach nhiém thuc hién quyét
dinh nay.

Piéu 3: Quyét dinh c6 hiéu lyc ké tir ngay ky.
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TIEU CHUAN CO SO

SO KE HOACH & PAU

TU TP. HO CHI MINH NU’(')'C SUCI\/IIENG S6 01:2020/ FOBIVI

HONG SUMI
cONGTY TNHH | CHLORHEXIDINE | s higu e ké iy
0,12%

(Ban hanh kém theo quyét dinh sé 02/2020/0P-BIDO ngay 28/02/2020 cia Cong Ty TNHH FOBIVI.
Tiéu chudn nay ap dung cho san pham Nuéc stic miéng hong SUMI CHLORHEXIDINE 0,12%).

1. PHAM VI AP DUNG

Tiéu chuan nay ap dung cho san pham Nuéc stic miéng hong SUMI CHLORHEXIDINE
0,12% dung dé sic miéng hang ngay, diét vi khuan ving khoang miéng. Ngin ngira va
phong chdng mot s6 bénh vé rang miéng va cac van dé vé nuéu hay gap nhu: mang bam
vi khuan qua mac, sdu rang,viém nuéu-loi, loét miéng, viém nha chu, ... Loai bo cac
mang bam trén rang, giup lam sach rang miéng, ngan ngra h6i miéng cho hoi thd thom
mét. Thuc ddy qua trinh ting tai khoang men — nga rang giup ring chac khoe. Dy phong
va hd tro trong diéu tri viém hong, phong ngtra lay lan cm do virus, vi khuan. Bac biét
tién loi cho bénh nhan niam vién 1au ngay hoic nguoi 1am viéc trong moéi trudng bénh
vién do Cong Ty Co Phan Duoc Pham Bidopharma USA — Chi Nhanh Long An san xuat
va Cong Ty TNHH FOBIVI chiu trach nhiém dwa san pham ra thi truong.

2. THANH PHAN:

- Purified water, PEG 40 hydrogenated castor oil, Curcuma longa (turmeric) oil, Mentha

piperita (peppermint) oil, Glycyrrhiza Glabra (Licorice) Root Extract, Chlorhexidine

Gluconate, Acesulfame K, Flavour, Sodium Citrate, Cooling agent.

3. YEU CAU KY THUAT

3.1 Yéu ciu vé thanh phan:

- Nudc may tiéu chuan loc qua hé thong RO.

- Thanh phan dam bao xuat xur rd rang, dat tiéu chuan cia céng ty san xuat va cac quy
dinh khac cua phéap luat.

- Thanh phan sir dung chua qua so ché va sir dung, khong gay doc hai cho ngudi tiéu

ding va khdng anh huéng dén méi truong.




3.2 Chi tiéu ky thuat cia san pham:

Nudéc stc miéng hong SUMI CHLORHEXIDINE 0,12% dap ung cac chi tiéu ky thuat
quy dinh trong Bang sau:

Bang 1 — Cac chi tiéu ngoai quan.

CHI TIEU YEU CAU
Trang théi Chét long ddng nhat, khdng phan 16p va két tua & nhiét do su
dung binh thuong
Mau sic Mau xanh
Mui vi MUi bac ha

Bang 2: Cac chi tiéu vé vi sinh vat

STT TEN CHI TIEU PON VI TINH MUC CHAT LUQNG
1 Tong s vi sinh vat hiéu khi CFU/g 104
2 Coliforms CFU/g 10
3 Escherichia coli MPN/g 3
4 Tong s6 ndm men nam méc CFU/lg Khong phat hicn
(LOD =0,1)
Bang 3: C4c chi tiéu vé kim loai ning
STT TEN CHI TIEU PON VI TIiNH MUC CHAT LUQNG
1 Ham lugng Arsen (As) mg/kg 0,1
2 Ham lugng Chi (Pb) mg/kg 1,0
3 Ham lugng Thuy ngan (Hg) mg/kg 0,1

4. THOI HAN SU DUNG
- 2 nam ké tir ngay san xuat. Ngay san xut va han st dung duoc in trén bao bi san pham..
5. HUONG DAN SU DUNG
- Str dung 20-30 mL dung dich khong pha lo&ng, hodc pha loang dén 2 phan nuéc.




e Tréem trén 6 tudi va ngudi lon:

- Stc miéng hang ngay tir 1 — 2 lan trong it nhat 30 gidy dé vé sinh ring
miéng ndi chung.

-~ Khi c6 ton thwong: Dung 0,02 — 0,05% dung dich dé stic miéng ngay 1 — 6
lan (dac biét sau khi an) cho ho tro dicu tri viém hong — miéng.

- Dung dé ngin ngura virus XUOng hong ldy 5ml stic miéng trong 2 phat trong
d6 c6 3 lan dua Xuong hong, mdi lan khoang 15 gidy. Sau khi stc xong, dé
nguyén, khong suc lai bang nuéc.

- 'Nén sug miéng trudce khi di ra ngoai va ngay khi tir ngoai vé nha (hay ngay
khi tiép xic gan vaéi ngudi Khac).
e Tré em dusi 6 tudi: Tré em bi viém miéng — hong, stic miéng ngay 1 — 3 lan,

khoang cach gitra cac lan it nhat 4 gio.

6. CANH BAO VA THAN TRONG:

- Khong dugc nubt.

- Poc k§ huéng dan truée khi sir dung.

- Khoéng str dung cho cac muc dich khac

- Khi st dung cho tré em can giam sat cua nguoi lén.

- Khdng str dung san pham hét han sir dung..

Chdng chi dinh: Nguoi dung c6 tién sir qua man cam vai chlorhexidine va cac thanh
phan khac cua san pham..

7. BAO GOI, GHI NHAN, BAO QUAN, VAN CHUYEN.
7.1 Bao goi :

- San pham duoc dung trong chai nhwa HDPE, PET, déng hop ting chai rdi cho vao
thing carton. Theo hinh dang, mau thiét ké cia nha san xuat, cac hop dung phai méi,
sach, hop vé sinh, khéng thung rach va rong hon san pham. Pam bao chit lugng san
pham.

- San phém c6 dung tich: 100ml/chai, 120ml/chai, 180ml/chai, 200ml/chai, 250ml/chai,
300ml/chai, 350ml/chai, 400ml/chai, 500ml/chai, ... Dung tich thay ddi tuy thudc vao

nhu cau cta khach hang.
- Pam bao sai s6 theo quy dinh c6 ghi nhin hang héa day du.

7.2 Ghi Nhan :
Nhan san pham khau trang y té khang khuan phai phd hop theo nghi dinh 43/2017/ND-
CP ngay 01-06-2017 ctia Chinh phii V& nhin hang héa va cac van ban hién hanh khéc cua
nha nudc. Nhan san pham phai duoc dan trén hop céc tong. Trén mdi san pham phai co
day du céc thong tin sau:

- Téntrang thiét bi y té;

- S6 luu hanh;



- Tén va dija chi chii s& hitu s6 luu hanh;

- Xuat xu;

- Ngay san xuat;

- Han st dung;

- S 16 hoic sb séri (serial number);

- Hudng dan st dung;

- San xuit theo TCCS 01:2020/ FOBIVI.
6.3 Van chuyén:
- Trong qué trinh van chuyén phai dam bao an toan cho san pham: khong dé rach, thang
bao bi.
- Xe van chuyén phai c6 mui bat che mua ning.
6.4 Bao quan:
- San pham duogc bao quan noi kho rdo, sach s&, khong nhiém bui ban va tranh xa nguon
nhiét, tranh va cham.
- Khdng dé gan noi chira cac hoé chat doc hai va khdng chong chat vat niang Ién trén gay
dap hay gy bé san pham, va bao bi don.

- Bao quan & nhiét o binh thuong.




