SO Y TE TP HO CHI MINH CONG HOA XA HQI CHU NGHIA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S6: 200001528/PCBA-HCM Tp H6 Chi Minh, ngay 08 thang 09 nim 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 bd: CONG TY CO PHAN TRANG THIET BI Y TE CONG VANG

2. Dia chi: Téng 6,374, V5 Van Tan, Phuong 05, Quan 3, Thanh phé Hb Chi Minh

3. S6 van ban dé nghi ctia co so: 10.2020 GG.BESTMD Ngay: 14/08/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y t&: Que nong/thdm do tir cung dung trong san khoa cac loai, bao gom:

Chung loai/mé san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

bPia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham ap dung: I1SO 13485: 2016

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

Tén chu s& hitu: Best Medical GmbH

Dia chi chu s¢ hiru: Heudorfer Str. 32, 78576 Emmingen-Liptingen

6. Thong tin vé co s¢ bao hanh:

(1) Tén co s¢: Cong ty C6 Phan Trang Thiét Bi Y Té Cong Vang
Dia chi: Tang 6, 374, V& Vin Tan, Phuong 05, Quan 3, Thanh phd H6 Chi Minh
Dién thoai ¢ dinh: 028 3840 8848  Dién thoai di dong:

7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y 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 diéu kién bao hanh

Tai liéu mo ta tom tat k¥ thuat TTBYT theo méau s6 1 Phy luc 8

N SN | B

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

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co s du diéu
kién theo quy dinh cta phap luat vé danh gia sy phu hop cap doi vai trang thict bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky boi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S&' Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 08-09-2020
16:52:01 +07:00

Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

A ) PON - TEN cOsG sin | TENCOSOCHU | , o
VRO BTy P | M | connnopsveni | e | IOV, | iixcsd | owcntcoss
HUU
1 | Quenong/thimdo tircung | a1 [T200-01 UTERINE DILATORS HEGAR IMM Best medical GmbH, | Best medical GmbH,| CONG TY | Tang 6, 374 V&
y | e trone san khoa che loat I 000 UTERINE DILATORS HEGAR 2MM Germany Germany COPHAN | Viin Tan, Phudng
TRANG 5, Quén 3,
3 Cai |T200-03 UTERINE DILATORS HEGAR 3MM THIET BIY Tp.HCM
4 Cai [T200-04  |UTERINE DILATORS HEGAR 4MM TE CONG
5 Cii [T200-05 UTERINE DILATORS HEGAR 5MM VANG
6 Cii [T200-06  |UTERINE DILATORS HEGAR, 6 MM
7 Cii |T20007  |UTERINE DILATORS HEGAR, 7MM
8 Cii |T20008  |UTERINE DILATORS HEGAR, SMM
9 Cii |T20009  |UTERINE DILATORS HEGAR, 9MM
10 Cii [T200-10  |UTERINE DILATORS HEGAR, 10MM
11 Cii |T200-11 UTERINE DILATORS HEGAR, 11MM
12 Cii |T200-12  |UTERINE DILATORS HEGAR 12MM
13 Cii |T200-13 UTERINE DILATORS HEGAR 13MM
14 Cii |T200-14  |UTERINE DILATORS HEGAR 14MM
15 Cii |T200-15 UTERINE DILATORS HEGAR 15MM
16 Cii |T200-16  |UTERINE DILATORS HEGAR 16MM
17 Cii |T200-17  |UTERINE DILATORS HEGAR 17MM
18 Cii |T200-18  |UTERINE DILATORS HEGAR 1SMM
19 Cii |T200-19  |UTERINE DILATORS HEGAR 19MM
20 Cii |T20020  |UTERINE DILATORS HEGAR 20MM
21 Cii |T200-21 UTERINE DILATORS HEGAR 21MM
22 Cii |T20022  |UTERINE DILATORS HEGAR 22MM
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Cai |T200-23 UTERINE DILATORS HEGAR 23MM
Cai |T200-24 UTERINE DILATORS HEGAR 24MM
Cai |T200-25 UTERINE DILATORS HEGAR 25MM
Cai  |T200-26 UTERINE DILATORS HEGAR 26MM
Cai |T200-27 UTERINE DILATORS HEGAR 27MM
Cai  |T200-28 UTERINE DILATORS HEGAR 28MM
Cai |T200-29 UTERINE DILATORS HEGAR 29MM
Cai |T200-30 UTERINE DILATORS HEGAR 30MM
Cai  |T200-51 UTERINE HEGAR DILATORS, SET, 4-17MM
Cai |T200-52 UTERINE HEGAR DILATORS, SET, 1-26MM
cai 1T200-61 ?fﬁ;{gi;EGAR DILATORS,SET 4
cai 1T200-71 ggj&l}gi é—IEEGAR DILATORS,SET,1
Cai |T201-01 UTERINE DILATORS HEGAR 1,5MM
Cai |T201-02 UTERINE DILATORS HEGAR 25MM
Cai |T201-03 UTERINE DILATORS HEGAR 3,5MM
Cai |T201-04 UTERINE DILATORS HEGAR 4,5MM
Cai |T201-05 UTERINE DILATORS HEGAR 5,5MM
Cai |T201-06 UTERINE DILATORS HEGAR 6,5MM
Cai |T201-07 UTERINE DILATORS HEGAR 7,5MM
Cai |T201-08 UTERINE DILATORS HEGAR 8,5MM
Cai |T201-09 UTERINE DILATORS HEGAR 9,5MM
Cai |T201-10 UTERINE DILATORS HEGAR 10,5MM
Cai |T201-11 UTERINE DILATORS HEGAR 11,5MM
Cai |T201-12 UTERINE DILATORS HEGAR 12,5MM
Cai |T201-13 UTERINE DILATORS HEGAR 13,5MM
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C4i |T201-14 UTERINE DILATORS HEGAR 14,5MM
Céi |T201-15 UTERINE DILATORS HEGAR 15,5MM
C4i |T201-16 UTERINE DILATORS HEGAR 16,5MM
Céi |T201-17 UTERINE DILATORS HEGAR 17,5MM
Céi |T201-18 UTERINE DILATORS HEGAR 18,5MM
Céi |T201-19 UTERINE DILATORS HEGAR 19,5MM
Céi |T202-02 UTERINE DILATORS DOUBLE 1/2MM
Céi |T202-04 UTERINE DILATORS DOUBLE 3/4MM
Céi |T202-06 UTERINE DILATORS DOUBLE 5/6MM
Céi |T202-08 UTERINE DILATORS DOUBLE 7/8MM
Céi |T202-10 UTERINE DILATORS DOUBLE 9/10MM
Cai |T202-12 UTERINE DILATORS DOUBLE 11/12MM
Cai |T202-14 UTERINE DILATORS DOUBLE 13/14MM
Céi |T202-16 UTERINE DILATORS DOUBLE 15/16MM
Céi |T202-18 UTERINE DILATORS DOUBLE 17/18MM
Céi |T202-20 UTERINE DILATORS DOUBLE 19/20MM
Cai |T202-22 UTERINE DILATORS DOUBLE 21/22MM
Cai |T202-24 UTERINE DILATORS DOUBLE 23/24MM
Céi |T202-26 UTERINE DILATORS DOUBLE 25/26MM
Cai |T202-51 UTERINE HEGAR DILATOR,SET OF 8 PCS.
Cai |T202-52 UTERINE HEGAR DILATOR,SET OF 13 PCS.
cii 20261 ;J(l;;};g\ICEKg}%GAR DILATOR,SET 8
csi 0071 UTERINE HEGAR DILATOR,SET 8 PCS.
CASE
cii 20272 UTERINE HEGAR DILATOR,SET 13

PCS.CASE
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Cai [T205-08 UTERINE DILATORS HANK 7X8CHARR.
Cai [T205-10 UTERINE DILATORS HANK 9X10CHARR.
Cai [T205-12 UTERINE DILATORS HANK 11X12CHARR.
Cai [T205-14 UTERINE DILATORS HANK 13X14CHARR.
Cai [T205-16 UTERINE DILATORS HANK 15X16CHARR.
Cai [T205-18 UTERINE DILATORS HANK 17X18CHARR.
Cai [T205-20 UTERINE DILATORS HANK 19X20CHARR.
Cai [T205-22 UTERINE DILATORS HANK 21X22CHARR.
Cai [T205-24 UTERINE DILATORS HANK 23X24CHARR.
Cai [T205-26 UTERINE DILATORS HANK 25X26CHARR.
Cai [T205-28 UTERINE DILATORS HANK 27X28CHARR.
Cai [T205-30 UTERINE DILATORS HANK 29X30CHARR.
Cai [T205-51 HANK DILATOR, SET OF 6 PCS.
Cai [T205-61 HANK DILATOR,SET 6 PC. POCKET
cxi | T206.10 UTERINE DILATORS HANK US-PATTERN
FIG.1
cii 20612 UTERINE DILATORS HANK US-PATTERN
FIG.2
csi |206.14 UTERINE DILATORS HANK US-PATTERN

FIG.3
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UTERINE DILATORS HANK US-PATTERN
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Cai |T206-16 FIG 4

cai 1T206-18 UTERINE DILATORS HANK US-PATTERN
FIG.5

cai 1120620 UTERINE DILATORS HANK US-PATTERN
FIG.6

Cai |T206-51 UTERINE DILATORS HANK

Cai |T206-61 UTERINE DILATORS HANK

Cai [T208-15 UTERINE DILATORS PRATT 13/15CHARR.

Cai |T208-19 UTERINE DILATORS PRATT 17/19CHARR.

Cai [T208-23 UTERINE DILATORS PRATT 21/23CHARR.

Cai |T208-27 UTERINE DILATORS PRATT 25/27CHARR.

Cai (T208-31 UTERINE DILATORS PRATT 29/31CHARR.

Cai |T208-35 UTERINE DILATORS PRATT 33/35CHARR.

Cai [T208-39 UTERINE DILATORS PRATT 37/39CHARR.

Cai |T208-43 UTERINE DILATORS PRATT 41/43CHARR.

Cai [T208-51 SET WITH 8 DILATORS PRATT

Cai |T208-61 SET WITH 8 DILATORS PRATT IN CANVAS
ROLL

Cai |T210-33 GOODELL DILATOR, 34 CM

. UTERINE MANIPULATORS CPLT.WITH 2

Cai  [T580-00 ADAPTORS

Cai |T580-10 UTERINE MANIPULATORS ONLY

Cai [T580-11 PORTIO ADAPTERS SMALL

Cai [T580-12 PORTIO ADAPTERS LARGE
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UTERINE MANIPULATORS CPLT.WITH 6
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Cai |T582-00 ADAPTORS

Cai |T582-10 UTERINE MANIPULATORS ONLY

Cai |T582-11 OBTURATORS ONLY LONG

Cai |T582-12 OBTURATORS ONLY SHORT

Cai |T582-21 OBTURATORS ONLY NARROW LONG
Cai |T582-22 OBTURATORS ONLY NARROW SHORT
Cai |T582-31 OBTURATORS ONLY LONG

Cai |T582-32 OBTURATORS ONLY SHORT

Cai |T600-01 MARTIN PELVIMETER, CM/IN-SCALE
Cai  [T602-00 COLLYER PELVIMETER,

Cai |T604-00 COLLIN PELVIMETER, 35 CM

Cai |T606-00 DE LEE PERLVIMETER, 20 CM

Cai |Tel0-14 TRUMPET NEEDLE GUIDE IOWA,
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