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84: 200001220/PCBA-HCM Tp H6 Chi Minh, ngay 30 thang 07 ndm 2020

PHIEU TIEP NHAN

Ho so cong bd tiéu chuin ap dung ciia trang thiét bi y té thudc loai A

1. Tén co s& cong bé: CONG TY CO PHAN MDL ASIA

2. biachi: L17-11, Tang 17, Toa nha Vincom Center, 72 L€ Thanh Ton, Phuong Bén Nghé, Quan
1, Thanh phd H6 Chi Minh

3. S6 vin ban dé nghi cua co sé: 45/2020/MDL Ngay: 24/07/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: Mbi trudng vi sinh -3

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuén 4p dung: ISO 13485

5. Thong tin vé chu s hitu trang thiét bi y té :

Tén chu s¢ hitu: Cong ty CP MDL ASIA

Dia chi chu s¢ hitu: L17-11, tang 17, Toa nha Vincom , 72 L€ Thanh Tén, Phuong Bén Nghe,
Quan 1, Tp H6 Chi Minh

6. Thong tin vé€ co s& bao hanh:

7. Thanh phan hd so:

1 | Phu lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chuing nhan dat ti€u chuan quan ly chat lugng con hiéu lyc tai thoi diém ndp ho so

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u ki¢n bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo mau s6 1 Phuy lyc 8

N SN | B

Giay chtng nhan hgp chuan hozic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong sb hoa, 1y, visinh va cac thong s0 khac do co so du diéu
kién theo quy dinh cua phap luat vé danh gia sy phu hop cap dbi voi trang thiét bi y té
san xudt trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& sir dung khi luu hanh tai Viét Nam cia trang thiét bi y té




11

Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

Ky bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
pho Ho Chi Minh

Ngay ky: 30-07-2020
14:19:32 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

, i TEN CO SO TEN CO SO
TEN TRANG THIET AN | CLINE | QN GACn SAN XUAT/ | CHU SO HU'U/
STT . VI |LOAISAN| PONG GOI | > : b ;
BIY TE Tink | PHAM | (NEU CO) | MANGNUGC | HANG, NUGC
SAN XUAT CHU SO HUU
MDL Mueller Hinton
1 |Agar with 5% Sheep Pia | H.043.010 | 10dia/hop |MDL, ViétNam [MDL, Viét Nam
Blood
o |MDL Brain heart Ong | H.050.010 |5, 10 dng/ hop [MDL, Viét Nam  |MDL, Viét Nam
infusion broth
3 g"l'ic';i';'m milk with Ong | H.051.010 |5, 10 éng/ hop [MDL, Viét Nam |MDL, Viét Nam
4 g/lo% Chrom Candida Pia | H.052.010 | 10dia/hop |MDL,Viét Nam |MDL, Viét Nam
5 |MDL Liquid Indian ink | Ong | H.053.010 |1.5, 10, 100mL|[MDL, Viét Nam |MDL, Viét Nam
g |MDL Sabouraud CAF | b 1 14 054.010 | 10 dia/hop |MDL, Viét Nam  |[MDL, Viét Nam
Agar 9015
7 3"8[;';/5’0(1'“'“ Chloride | 5 o | H.055.005 |5, 10 éng/ hop [MDL, Viét Nam |MDL, Viét Nam
8 |MDL BHI with Glycerol | Bia | H.056.010 | ° ,sgpong/ MDL, Viét Nam |[MDL, Viét Nam
MDL Defibrinated 10, 50, 100, - ;)
9 Sheep Blood 60 mL H.057.100 250 m MDL, Viét Nam |MDL, Viét Nam
10 |MDL Triptic Soy Broth | Ong | H.058.005 |5, 10 6ng/ hop [MDL, Viét Nam |MDL, Viét Nam
11 SQESL Triptic Soy Agar | b | H.059.010 | 10 da/hop |MDL, Viét Nam |MDL, Viét Nam
1o [MDL Chocolate Agar+ | 0 | 1 060,020 | 10 dia/hép |MDL, Viét Nam  |MDL, Viét Nam
Bacitracin 9015
13 |MDL Hektoen Enteric | 0 | 11 061,020 | 10dia/hop |MDL, Vit Nam |MDL, Viét Nam
Agar 9015
14 |MDL TCBS Agar 9015 | Pia | H.062.010 | 10dia/hop |MDL, ViétNam [MDL, Viét Nam
15 [MDL Cary- Blair Ong | H.063.001 | 16éng/ g6i |MDL, ViétNam [MDL, Viét Nam
Transport Medium
MDL Chrom N R n .
16 Carbarbenem 9015 bia H.064.010 | 10dia/ hgp |MDL, Viét Nam |MDL, Viét Nam
17 |MDL HEA 9015 Pia | H.065.010 | 10dia/hop |MDL, Viét Nam |MDL, Viét Nam
18 |MDL AN 9015 Pia | H.066.010 | 10dia/hop |MDL,Viét Nam |MDL, Viét Nam
19 g'rgth Mueller Hinton Ong | H.067.005 |5, 10 éng/ hop |[MDL, Viét Nam |[MDL, Viét Nam
g0 |MDL Sodium Hydroxide |, |} jag o5 | 250 500ML/ iy Vst Nam  [MDL, Vit Nam
10% chai
21 |MDL EMB 9015 Pia | H.070.010 | 10dia/hop |MDL, ViétNam [MDL, Viét Nam



http://melab.vn/melab-cary--blair-transport-medium
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MDL Plate Count Agar

22 |o01s Pia | H.071.010 | 10dia/hop [MDL, ViétNam |MDL, Viét Nam

23 |MDL XLD Agar 9015 | Dia | H.072.010 | 10 dia/hop |MDL, Viét Nam |MDL, Viét Nam

24 [MDL Alkaline Pepton L | Ho73.050 | 220 990ML T viet Nam  [MDL, Viét Nam
Water chai

25 |MDL Chrom KPC 9015 | Bia | H.074.010 | 10 dia/hop |MDL, Viét Nam |MDL, Viét Nam

26 |MDL Chrom ESBL 9015| Bia | H.075.010 | 10 dia/hop |MDL, Viét Nam |MDL, Viét Nam

g7 |MDL Manitol Phenol Pia | H.076.010 | 10dia/hop |MDL, ViétNam |MDL, Viét Nam

Red Agar 9015
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