CONG TY CO PHAN DUQC PHAM QUOC TE MERCIPHARM

D1A Cum cong nghiép thuc pham Hapro, Xa Thuén An, Thanh phd Ha Néi, Viét Nam

DUNG DICH XIT MUI
NOSE SPRAY
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TIEU CHUAN CO SO THIET B] Y TE

CONG TY CP DUQC DUNG DICH X|T MUI | S6: TCCS-TB-0526
PHAM QUOC TE NOSE SPRAY Higu lyc tir ngdy ky
MERCIPHARM Lén ban hanh: |
1. YEU CAU KI THUAT
1.1. Thanh phan:
STT Thanh phan Tiéu chuén
1. Purified Water TCCS
2 Sodium Chloride TCCS
3. Magnesium Sulfate 7H,0 TCCS
4, Sodium Bicarbonate TCCS
S Potassium Chloride TCCS
6. Nano Ag+ TCCS
1: Tinh dau Bac ha TCCS N
3 ™
(ham lwong nho, ding diéu hwong) RN
8. Tinh dau Tram tra TCCS A a’&‘a‘:
(hém heong nhé, ding diéu huong) Ly
_./\,\'v,i
9. PEG-40 TCCS PHO 2
10. Benzalkonium Chloride TCCS
11. Trisodium Citrate TCCS
2. Acid Citric TCCS

1.2. Chét lwgng thanh phim:

1.2.1. Tinh chit: Dang 16ng ddng nhat.

1.2.2. Thé tich: Dat thé tich ghi trén nhan + 10%.
1.2.3. pH: 5,0-6,0

1.2.4. Gi6i han nhiém khuén:

- Téng s6 vi sinh vat hiéu khi < 104 CFU/ml.

- Tong 6 ndm <10°2 CFU/ml.

1.2.5. Gi6i han kim loai nang

Y O WA L o YA
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- Pb <10,0 ppm
-Hg <0,5 ppm

II. PHUONG PHAP THU'
2.1. Tinh chét: Kiém tra bing cam quan, ché phdm phai dat yéu cAu myc 1.2.1,
2.2. Thé tich: Thir theo Dugc dién Viét Nam V, phu luc 11.1.
2.3. pH: Thir theo Dugc dién Viét Nam V, phu luc 6.2.
2.4. Gi6i han nhi®m khuén: Thir theo DDVN V, phu luc 13.6.
2.5. Gi6i han kim loai niing: Phuong phap AAS hoiéc tuong duong. Thir tai phong thir
nghiém dugc cong nhan ISO/IEC 17025.

III. PONG GOI, GHI NHAN, BAO QUAN
3.1. Péng géi:
- San phdm dugc déng géi trong chai nhya hoic chai thiy tinh dung tich
15ml/20m1/30ml/50ml/60ml/75m1/100ml hodc dung tich khac theo yéu cau.

3.2. Nhan:
- Nhéan san phém phu hgp theo nghi dinh 43/2017/ND-CP ngay 01/06/2017 ctia Chinh

phii vé nhin hang héa va cac vin ban phap luat hién hanh.

3.3. Bao quan:

- Noi kho rdo, thoang mat, tranh anh néng truc tiép. Dé xa tim tay tré em.
3.4. Han dung:

- Han diing 36 théang ké tir ngay san xuét.
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