M s6: RD-004/BM01

Trang: 1/10

QUY TRINH SAN XUAT GOC :
b tai liéu: RD-QT-008-20

Tén sin pham: Test chian doan nhanh vi
khuan Helicobacter Pylori (Helicobacter
Pylori In vitro Diagnostics Kit)

PHONG NGHIEN CUU VA PHAT TRIEN

M#d6s4n pham Dang bao ché Quy cach déng géi Han dung
CK1009 Dang gel 290 pl/test 12 thang
30 test/hop
Ngudi soan thao Nguoi kiém tra Nguoi phé duyét
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I.  PACDPIEM THANH PHAM

1. Tén sin phﬁm: Test chAn doAn nhanh vi khuin Helicobacter Pylori (Helicobacter
Pylori In vitro Diagnostics Kit)

Quy cach dong goi: 290 pl /test /hop

Co 1o: NA

Béo quén: 2°C - 8°C

Han sit dyng: 12 thang
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Tiéu chuiin san pham

Tiéu chuéin thanh phiam

STT CHI TIEU TIEU CHUAN
» Dang gel dic, ddng nhit, khong co tap chét la, khéng c6

Trang théi = £s

bot khi trong khoi gel
| | Cam | Mau séc Mau vang hoic vang cam
" | quan =1 S

Kiém ftra tirng test:

Nhén + Nhan in rd nét, khéng phai mau )
+ Nhéan dan dung quy céch, khoéng bi tréc 1 phan hay toan




Md sé: RD-004/BM01

QUY TRINH SAN XUAT GOC

Trang: 2/10

Tén san phadm: Test chan do4n nhanh vi
khuén Helicobacter Pylori (Helicobacter

b tai liéu: RD-QT-008-20

S?*EEEE%—&THW Pylori In vitro Diagnostics Kit)
PHONG NGHIEN CUU VA PHAT TRIEN
M3 s6 san pham Dang bao ché Quy cach dong goi Han dung
CK1009 Dang gel 290 pl/test 12 thang
30 test/hop
phan
Hop Khong rach, thong tin rd rang, khong phai mau
Déng Date (S6 16, N A NP .
NSX, HSD) Thong tin rd rang, khong nhoe, dung kich thude
Kiém tra tirng khay:
Tinhi trang khay + I'(hfly glexgg duge dan kin, tranh xdm nhép cia khong
" khi bing nhén Decal
gieng (Test)

+ Sach 8, khong byi bén
+ Miéng giéng khong cé bot khi

S6 lugng test trong
hép

30 test / hop

Tem Geneworld

bung va du, khong rach, khong bi bong troc 1 phén hay
toan phan

2. | Pinh tinh Urea

Duong tinh




- 'Md s6: RD-004/BM0O1

QUY TRINH SAN XUAT GOC

[Trang: 3/10
$6 tai liéu: RD-QT-011-20

GENEW(@,RED

Tén san pham: Test chan doan nhanh vi
khuan Helicobacter Pylori (Helicobacter

Pylori In vitro Diagnostics Kit)

BIOTECHNRNOLOGY

PHONG NGHIEN CUU VA PHAT TRIEN

M3 s6 san phdm Dang bao ché Quy cach dong goi Han dung
CK1009 Dang gel 290 pl/test 12 thang
30 test/hop
II. NGUYEN LIEU - VAT LIEU
1. Nguyén liéu
Cong )
) Khoi ] Tiéu
Ma Ham thire 1 ’ Sai s0 !
Piac Pon .| lwgng 116 | Khoi lwgng chuan
STT | nguyeéen . lwgng don vi , f cho
diém vi N ly thuyet | 116 thuc te ap
lidu (%) phén liéu phép (g)
(50ml) dung
(290 ul)
I |RM-391 | Bt 2% g | 00058 1 COA 1%
2. | RM-390 | Bot 0,1% g | 0,00029 0,05 = COA |
Duya theo c& 0
A A it
3. | RM-145 | Bot | 0,003% | & | 0,00087 | 00015 |0 tuc t& COA
khoi lwong/ :
the tich tirng ' ~
4. | RM-136 | Bot 0,3% g 0,087 0,15 nguyén li¢u | Saiso COA =
dugc nhér} theo cédn
theco h¢ so
. : 5 . : COA
5. | RM-394 | Bot | 096% | & | 02784 048 |6 cong
thire 1 16 ly
6. | RM-395 | Bot | 03% g 0,087 0,15 | thuyet COA
7. | NuécSS | Long | VA 100% | ml | vd290 ul | Vd 50ml COA

2. Vitli¢u

STT Tén vat li¢u Pic diém DPon vi S6 lwgng 1y thuyét
CONG POAN CAN
Is Pipet pasteur Vo trung Cai 2
CONG DOAN PHA CHE
2. Pipet nhya 10ml vo tring Vo tring Cai 1
3. Ong falcon 50ml Sach Cai 2




Méd s6: RD-004/BM01

GENEW@RLD

QUY TRINH SAN XUAT GOC

Trang: 4/10

BIOTECHNOLOGTY

Tén san phaim: Test chan do4n nhanh vi
khuan Helicobacter Pylori (Helicobacter
Pylori In vitro Diagnostics Kit)

S tai liéu: RD-QT-011-20

PHONG NGHIEN CUU VA PHAT TRIEN

M3 s san phim Dang bao ché Quy céach dong goi Han ding
CK1009 Dang gel 290 pl/test 12 thang
30 test/hop
CONG POAN PONG GOI CAP 1

4. | PAu tip xanh Sach Cai 10

5. Khay nhya HP Sach Cai 172

6. Nhan HP- test* Sach, ?11:1 thong Cai 172

CONG POAN PONG GOI THANH PHAM

1. Tem Geneworld* L8 ?111'1 Ll Cai 6

8. |Hop eifiy HP Test* Hyth, il:; Hiong: [ - oy 6

9. Mang co* SR d.u uhss Cai 6

tin
(*): Vat liéu thuce té xuit du 5% so véi Iy thuyét
III. DUNG CU - THIET BI
1. Dung cu
STT Tén dung cu S6 lwong Ghi chu
CONG DOAN CAN/PHA CHE
1. Mudng can nho 06 Lau con 70° trwdce khi sir dung
2 Becher 250ml 01 Lau con 70° trudce khi str dung
3. Becher 50ml 08 Lau con 70° trudce khi str dung
4, Binh dinh mirc 20ml 01 Lau con 70° trude khi st dung
5. Binh dinh mtrc 10ml 01 Lau con 70° trude khi st dung
6. Ca tir 3cm 02 Lau con 70° trude khi str dung
CONG POAN PONG GOI CAP 1




