CONG TY CO PHAN DUQC THANH LIEM MEDIPHARMA
*hkhkk

MEDI

pharma

QUY TRINH SAN XUAT
DUNG DICH /KEM/GEL BOI NGOAI DA

Ma s6: QT-SX-03
Lan ban hanh: 01
Ngay: 01/11/2018

Trang 5/8



Mai sb: QT-SX-03

QUY TRINH SAN XUAT VA KIEM ‘
SOAT CHAT LUQNG SAN PHAM Lan ban hanh: 01
DUNG DICH/GEL/KEM BOI NGOAI DA -
Ngay : 01/11/2018

pharma

1SO 13485:2016 CONG TY CO PHAN DUQC THANH LIEM MEDIPHARMA

THEO DOI SUA POI TAI LIEU

Ngay Vi tri Noi dung sira doi Ghi chu
Phan phéi Tai li¢u
1. Giam dbc XI 4. Phong Kinh doanh X
2. Pho Giam doc [X] 5. Phong quan Iy chat lugng X
3. Phong Hanh chinh — Ténghgp |~ [XI | 6. Phan xudng san xuat X
Nguoi viet Phé duyét

Ho va tén Nguyén Huy Tung Bui Ngoc H(M
Chirc vu Phong Quan 1y chat luong

Chir ky W/

.

DSCKY. B /’f;ane ..... Hoim
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l. YEU CAU KY THUAT
1.1. Thanh phén:

Cong thirc phdi ché gdm cho chai 30ml :

TT Thanh phin Dang dung dich  Dang gel

1. Bac nano 10ppm 10ppm
2. Natriclorid 2% 2%
3. Magnesium sulfate 1.7x103 1.7x103
4.  Calci Clorid 8.62 x10* 8.62 x10*
5. Natri metasilicat 0.124 0.124
6.  Sulfated castor oil 0.262 0.262
7. Hydroxyethyl cellulose 0.04 0.5
8.  Nuéc cit Vira du Vira du

2.1 Chat lwgng thanh pham

- Tinh chat : Dung dich/ Gel trong sudt, mau vang nhat

- binh tinh : ché pham phai thé hién phép thir dinh tinh cua Bac nano

- Gigi gian cho phép vé thé tich : + 5%

-PopH:7.0-7.5

- Do nhot :

+ Dang dung dich : 50 cP & 250 rpm tai 25d0 C

+ Dang Gel : 5000 cP ¢ 250 rpm tai 25 d6 C

Kich tng da : Khong kich tng
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I1. QUY TRINH SAN XUAT

Kiém tra, can
nguyén liéu

l

Phdi tron nguyén Natri Clorid
liéu

\ 4

Phéi tron, khuéy dao,
dong nhat nguyén li¢u

l

Chai nhya PE Tat khudy,
20ml/30ml/50ml day nap thung
l v
Rira, trang bang Bao quan trong bdn inox, j Kiém tra
c6n 90 do cho 0n dinh dung dich | ban thanh pham
\4
Rira, trang bang Chiét rot, dong chai
con 90 d@o va dan nhan

\ 4

Béao quan thanh
pham

I11. QUY TRINH KIEM SOAT CHAT LUQNG

- Nguyén, phu liéu dung cho san xuat san pham boi ngoai da Tiéu chuin nguyén liéu do
Cong ty ban hanh. B6 phan mua hang c6 trach nhiém kiém tra chat luong nguyén, vt
li¢u trude khi cho phép nhap kho nguyén vat li¢u.

Trang 4/5




Mai sb: QT-SX-03

MEDI QUY TRINH SAN XUAT VA KIEM ‘
bharma SOAT CHAT LUQNG SAN PHAM Lan ban hanh: 01
DUNG DICH/GEL/KEM BOI NGOAI DA
Ngay : 01/11/2018

1SO 13485:2016 CONG TY CO PHAN DUQC THANH LIEM MEDIPHARMA

- Cong ty dinh ky kiém nghiém ban thanh pham va thanh pham theo Tiéu chuan co so da
duoc duyét.

IV. KIEM SOAT DU PHAM-PHE PHAM:

- Duw pham: Nhitng chai khong dat thé tich, nhitng chai nat v& thu hoi dung dich tap
trung Xtr Iy cho mé sau.

- Phé pham: Nhitng chai ntt v, dung dich roi vai 1am bién ban thong ké xin huy.

VI1I. TRACH NHIEM THUC HIEN

Bd phan Kiém soat chat lugng c6 trach nhiém tuadn thu thuc hién theo Quy trinh san XuAt
va ki€ém soat chat lugng sdn pham dung dich v¢ sinh phu nit. Néu c6 van dé phat sinh can
bao cdo Ban Giam doc dé xur 1y.
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