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AN

PHIEU KET QUA KHAO NGHIEM

—

Tén ché phim khio nghiém

Tén mau khao nghiém : HALICLEAN

Thanh phan : Ethanol 80% v/v

Noi san xuét : Cong ty Cb phan Con rugu Ha Ni - 94 Lo Pc, phuong Pham
Pinh Ho, Q. Hai Ba Trung, Tp. Ha Noi

Ngay SX : 07/04/2020

L6 san xuét : NO1

Han st dung : 2 ndm

Nong d6 mau thir nghiém  : 100% khong pha loang
Thoi gian tiép xtc : 30 gidy

Lugng mau khao nghiém : 1 chai 500ml

S6 lwong miu luu : 1 chai 500ml

2. Muc dich khdo nghi¢ém

- Kiém nghiém kha nang diét cac vi khuan S. aureus ATCC 25923, P. aeruginosa ATCC 27853,
S. flexneri ATCC 12022, B. subtilis ATCC 11774, M. tuberculosis ATCC 25618, va nam C.

albicans ATCC 10231.

- Khao nghiém tinh an toan ctia san phdm ché phdm HALICLEAN dé ding ky luu hanh theo
cong vin cho phép khao nghiém s6 732/MT-SKHC ngay 08/04/2020 cua Cuc Quan ly Mbi

truong Y té.
3. Pon vi yéu ciu khio nghiém

CONG TY CO PHAN CON RUQU HA NOI
Dia chi: 94 Lo Dc, phuong Pham Pinh Hé, Q. Hai Ba Trung, Tp. Ha Néi

4. Pon vi khiao nghi¢m

VIEN VE SINH DICH TE TRUNG UONG.
5. Ngay va dia diém khio nghiém

Ngay 09/04/2020; ngay 10/04/2020

Dia diém khao nghiém: khoa Vi khuan, Vién V¢ sinh dich t& Trung wong.
6. Quy trinh khdo nghiém

* Cac két qua thir nghiém chi c6 gia trj d6i vi méu thir nghiém

* Khong dugc sao chép timg phén, ngoai trir toan by néu khong dugce sy df’mg ¥ biing viin ban cua Vién Vé sinh djch t& Trung vong

* Tén méu, tén khich hang dugc ghi theo yéu cdu cia noi giri miu
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6.1. Phuong phap thuc hién

Thuc hién theo cac quy trinh thir nghiém diét khuin dang thyuc hién tai khoa Vi khuén, Vién Vé
sinh dich té Trung uong.

6.2. Thuc dia hep

- Khao nghiém tai phong Vi khuan dudng rudt, khoa Vi khudn, Vién Vé sinh dich t& Trung wong

- Phuong phép thuc hién: phong van truc tiép cac ddi tuong da sir dung ché phim HALICLEAN
(Bang phong van theo Quyét dinh 120:2000/Qb-BYT).

6.3. Thuc dia rong
Khong thuce hién.

7. Két qua thir nghiém

7.1. Hiéu luc

- Thuyc hién thir nghiém diét khuén 13p lai 02 14n gém 06 loai vi sinh vt

- Ché phim HALICLEAN thir nghiém dugc sir dung & diéu kién 100% khong pha lodng trong
thoi gian tiép xuc 30 gidy.

- Dénh gia két qua: dya vao ty 1é vi khuan con sdng sau khi tiép xtc véi hoa chat khao nghiém &
mét liéu lugng va thoi gian xéc dinh

- Két qua chi tiét trong bang 1 va bang 2.

Bing 1. Thir nghiém lan 1
(Phiéu két qua sb: 20.046.1)

Nong d6 va thoi gian tiép xic
5 d vi si at thu 100% khong pha loang; 30 gia
Vi sinh vit thir nghiém | OnB 30 vi sinh vt thir e ey g 30 gidy)
nghi¢m (CFU/ml) Y
YOVcon WV - | vl A O
(CFU/ml) St :

S.aureus ATCC 25923 43 x 10° <] 99,99%

P. aeruginosa ATCC 27853 4,5x 106 <1 99,99%

S. flexneri ATCC 12022 4,3 x 10° <1 99,99%

C. albicans ATCC 10231 4,4 x 10° <1 99,99%

M. tuberculosis ATCC 25618 1 x10° <1 99,99%

B.subtilis ATCC 11774 3,9x10° 3,5x 103 99,91%

Bing 2. Thir nghiém lan 2
(Phiéu két qua s6: 20.046.1)

Nong d6 va thoi gian tiép xic
: dng do vi sinh Vat thir | 100% khong pha loang; 30 gia
Vi sinh vét thir nghiém Nong d? vi sinh Vit thir ( s g gidy)
nghiém (CFU/ml) e
VSV con ton tai Tv 18 diét khudn (%)
(CFU/ml) v Sl :

S.aureus ATCC 25923 3,4x 10¢ <1 99,99%
P. aeruginosa ATCC 27853 8= 10° <l 99,99%

* Cic két qua thir nghi¢m chi 6 gia trj d8i voi mau thir nghi¢m : :
* Khong duge sao chép timg phén, ngoai trir toan by néu khong duge sy dng ¥ bing viin ban ciia Vién V¢ sinh dich & Trung vong
* Tén mdu, tén khach hang dugc ghi theo yéu ciu cia noi giri miu
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S. flexneri ATCC 12022 2,9x10° <1 99,99%

C. albicans ATCC 10231 4.6 x 10° <] 99.99%

M. tuberculosis ATCC 25618 1x10° <1 99,99%

B.subtilis ATCC 11774 Sex 108 33 w10 99.91%
7.2. An toan

Céch danh gia: phong van cac dbi tugng tham gia khao nghiém ché pham diét khuén theo hucmg
dan cua nha san xuét. Pbi tuong tham gia khao nghiém trong thoi gian 30 giay.

D§ an toan khi khong thdy (khong c6) cac phan tmg phu xay ra trén cac dbi tugng khao nghiém

Két qua: Pat yéu cau theo bang phong van vé tac dung phu ciia hoa chit, ché pham (khong thdy cac
phan tmg phu xay ra trén 05 ddi tugng khao nghiém).

. Két ludn

8.1. Hiéu luc

Ché phAm HALICLEAN & ndng do nguyén chét, sau thoi gian tiép xuc 30 gidy c6 hiéu luc diét
99.99% cac vi khudn S, aureus ATCC 25923, P. Aeruginosa ATCC 27853, S. flexneri ATCC
12022, M. tuberculosis ATCC 25618, nédm C. albicans ATCC 10231 va 99.91% v6i vi khudn B,
subtilis ATCC 11774.

Céc thir nghiém sat khuén tay ding trong gia dung va y té can c6 hiéu luc diét khuan dat 99,9%.

8.2. Antoan

Ché phdm HALICLEAN & didu kién 100% khéng pha loding va tiép xtc 30 gidy khong gdy phan
ung phu cho ngudi tham gia khao nghiém.
8.3. Y kién d@é xudt
Ché pham HALICLEAN ¢ diéu kién 100% khong pha lodng va thoi gian tiép xuc 30 gidy c6 thé sir
dung sét khuin tay dung trong gia dung va y té. \
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PHONG THi NGHIEM LANH PAO KHOA G/m,
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* Cic két qua thir nghiém chi c6 gia tri di v6i mau thir nghi¢m
* Khong dugc sao chép timg phén, ngoai trir toan bd néu khéng duge sy dong ¥ biing van ban cua Vién V¢ sinh dich t& Trung uong
* Tén mu, tén khach hang dugc ghi theo yéu cu ciia noi giri miu
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