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

84: 200001390/PCBA-HCM Tp H6 Chi Minh, ngay 19 thang 08 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 bdé: CONG TY TNHH QUOC TE CAT VAN SA

2. bia chi: Phong 301, Tang 3, Toa nha s6 75 H6 Hao Hon, P. C6 Giang, Quan 1, TPHCM,
Phuong C6 Giang, Quan 1, Thanh phé H6 Chi Minh

3. S6 vin ban dé nghi cta co sé: 154/A20/VBCB-CVS-SYT Ngay: 15/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: HQO CAC LOAI KIM

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

Ti€u chuan chat lugng san pham ap dung: Quy tac 6, phan II, phu luc I ctia Thong tu 39/2016/TT-
BYT

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

Tén chu s& hitu: Gebriider Martin GmbH & Co. KG

Dia chi chu s¢ hiru: KLS Martin Platz 1, 78532 Tullingen, Germany

6. Thong tin vé co s¢ bao hanh:

(1) Tén co so: Cong ty TNHH Quéc Té Cat Van Sa

Dia chi: Phong 301, Tang 3, Toa nha 75 H6 Hao Hén, Phuong C6 Giang, Quén 1, Tp.HO Chi
Minh, Phuong C6 Giang, Quén 1, Thanh phé H6 Chi Minh

Pién thoai cb dinh: 028 39308556  Pién thoai di dong:
7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u lyc tai thoi diém ndp ho so,

4 | Gidy tiy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chiing nhan hop chuan hoic Ban tiéu chuan ma chu so hitu trang thiét bi y té cong
bo 4p dung




Két qua danh gia cac thong so hoa, 1y, vi sinh va céac thong s6 khac do co so du diéu

’ kién theo quy dinh ctia phap ludt vé danh gia su phu hop cap doi véi trang thict bi y té
san xuat trong nudc

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

10 | MAu nhan sé& su dung khi luu hanh tai Viét Nam cua trang thiét bi y té

11 | Gidy chimg nhan luyu hanh ty do con hiéu lyc tai thdi diém nop ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuat trang thiét
biy té doi voi TTBYT sdn xuat trong nudce

NGUOI TIEP NHAN HO SO

Ky béi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

Co quan: S6'Y té, Thanh
pho HO6 Chi Minh

Ngay ky: 19-08-2020
17:50:36 +07:00

Pham Thi Thanh Huyén




TEN CO SO SAN | TEN CO SO CHU

S A : PON VI XUAT/ SO HUU/ TEN CO SO PIA CHI CO SO
HANG TEN SAN PHAM e ~ 2 = . = 2 i 3
I\ TINH |HANG NUOC SAN| HANG NUOC BAO HANH BAO HANH
S - XUAT CHU SO HUU
@{ '
O CAC LOAI KIM
| 18-606-00-01 Pudendus Anaesthesia needle complete with B5
needle )
2 18-606-01-01 |Cannula for 18-606-00, 1.0 x 185 mm Cai
3 18-632-12-07 Puncture neec.ile Tuohy, with special tip, Luer- Cai
Lock connection, 1.2 x 76 mm
4 18-632-14-07 Puncture neeqle Tuohy, with special tip, Luer- Céi
Lock connection, 1.4 x 76 mm
s 18-632-16-07 Puncture needle Tuohy, with special tip, Luer- Céi

Lock connection, 1.6 x 76 mm

Heparin needle Mock, button ended, @ 2.9 x Phong 301, Tang

6 18-696-06-01 0.8 mm. 6.5 cm Céi Gebriider Martin Gebriider Martin  |Cong ty TNHH| 3, Toa nha s 75
' - GmbH & Co. KG, | GmbH & Co. KG, | Qubc Té Cat | Hé Hao Hén, P.
7 18-700-10-07 Puncture ne‘ed16 Mer-)ghini, for liverPlind Cai DPuc DPuc Véan Sa Co6 Giang, Quén 1,
puncture, with stopping probe, 1.0X35 mm TPHCM
g 18-700-15-07 Puncture nefedle Mex?ghini, for liver blind Céi
puncture, with stopping probe,1.0X70 mm
9 18-700-20-07 Puncture neiadle Mel?ghini, for liver blind Cai
puncture, with stopping probe,1.2X70 mm
10 18-700-25-07 Puncture ne.edle Mer.lghlm, for liver blind Céi
puncture, with stopping probe,1.2X100 mm
1 18-700-30-07 Puncture needle Menghini, for liver blind Cai

puncture, with stopping probe,1.4X70 mm




TEN CO SO SAN | TEN CO SO CHU
4 o i ; DON VI XUAT/ SO HUU/ TEN CO SO |PIA CHI CO SO
STT| MA HANG TEN SAN PHAM . v - z 2 3 ¥ q 3 e 2
TINH |HANG NUOC SAN| HANG NUOC BAO HANH BAO HANH
XUAT CHU SO HUU
Puncture needle Menghini, for liver blind .
12 -700-35- . . ’ ]
18-700-35-07 puncture, with stopping probe,1.4X100 mm Gl
13 18-700-40-07 Puncture ne.edle Mer}ghilli, for liver blind Cai
puncture, with stopping probe,1.6X70 mm
14 18-700-50-07 Puncture ngedle Mer.lghlm, for liver blind Cai
puncture, with stopping probe,1.8X100 mm
Puncture needle Menghini, for controlled
15 -710-14-02 |.. . e i
1E-RLD liver blind puncture,1.4X168 mm L
) 5 olled
| srtorna [P sdevenin memialed | g
P b Phong 301, Ting
. . . Gebriider Martin Gebriider Martin  |{Céng ty TNHH| 3, Toa nha sé 75
-123-01- - - 5 < . ¥
12 ) 2230194 [Suteiealnesale, 5, 1A% mivels, Mo, | G GmbH & Co. KG, | GmbH & Co.KG, | Québc Té Cat | Hb Hao Hén, P.
8 90-123-02-04 |Sureical dle. G. 1/2 circle. No. 2 Cai Puc Puc Van Sa Co6 Giang, Quén 1,
_192.09- L5 g
23-02 urgical needle, G, 1/2 circle, No. ai TPHCM
19 20-123-03-04 |Surgical needle, G, 1/2 circle, No. 3 Cai
20 20-123-04-04 |Surgical needle, G, 1/2 circle, No. 4 Cai
21 20-123-05-04 [Surgical needle, G, 1/2 circle, No. 5 Cai
22 20-123-06-04 |Surgical needle, G, 1/2 circle, No. 6 Céi
23 20-123-07-04 |Surgical needle, G, 1/2 circle, No. 7 Cai
24 20-123-08-04 [Surgical needle, G, 1/2 circle, No. 8 Cai
25 20-123-09-04 |Surgical needle, G, 1/2 circle, No. 9 Céi
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TEN CO SO SAN | TEN CO SO CHU
2. e > PON VI XUAT/ SO HUU/ TEN CO SO |PIA CHI CO SO
STT| MA HANG TEN SAN PHAM 2 ; < > - - 3 = = Siga 3
TINH |[HANG NUOC SAN| HANG NUOC BAO HANH BAO HANH
XUAT CHU SO HUU
26 20-123-10-04 |Surgical needle, G, 1/2 circle, No. 10 Cai
27 20-123-11-04 |Surgical needle, G, 1/2 circle, No. 11 Cai
28 20-123-12-04 |Surgical needle, G, 1/2 circle, No. 12 Cdi
29 | 20-123-13-04 |Surgical needle, G, 1/2 circle, No. 13 Cai
30 20-123-14-04 |Surgical needle, G, 1/2 circle, No. 14 Cai
31 20-123-15-04 |Surgical needle, G, 1/2 circle, No. 15 Cai
32 20-123-16-04 [Surgical needle, G, 1/2 circle, No. 16 Cai
Phong 301, Tang
33 20-127-01-04  [Surgical needle, Gr, 1/2 circle, No. 1 Cai Gebriider Martin Gebriider Martin  |Céng ty TNHH| 3, Toa nha sé 75
GmbH & Co. KG, | GmbH & Co. KG, | Qubc Té Cat | Ho Hao Hén, P.
34 20-127-02-04 |Surgical needle, Gr, 1/2 circle, No. 2 Cai buc Puc Van Sa Co6 Giang, Quén 1,
TPHCM
35 20-127-03-04 |Surgical needle, Gr, 1/2 circle, No. 3 Céi
36 20-127-04-04 |Surgical needle, Gr, 1/2 circle, No. 4 Cai
37 20-127-05-04  [Surgical needle, Gr, 1/2 circle, No. 5 Cai
38 20-127-06-04 |Surgical needle, Gr, 1/2 circle, No. 6 Cai
39 20-127-07-04  |Surgical needle, Gr, 1/2 circle, No. 7 Cai
40 20-127-08-04 [Surgical needle, Gr, 1/2 circle, No. 8 Cai
41 20-127-09-04  [Surgical needle, Gr, 1/2 circle, No. 9 Cai
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TEN CO SO SAN | TEN CO SO CHU
e Foyme - PON VI XUAT/ SO HUU/ TEN CO SO |PIA CHI CO SO
STT| MA HANG TEN SAN PHAM . : A > : = . = ‘ e 3
TINH [HANG NUOC SAN| HANG NUOC BAO HANH BAO HANH
XUAT CHU SO HUU
42 20-127-10-04 |Surgical needle, Gr, 1/2 circle, No. 10 Cai
43 20-127-11-04  |Surgical needle, Gr, 1/2 circle, No. 11 Cai
44 20-127-12-04  [Surgical needle, Gr, 1/2 circle, No. 12 Cai
45 20-127-13-04 |Surgical needle, Gr, 1/2 circle, No. 13 Cai
46 20-127-14-04 |Surgical needle, Gr, 1/2 circle, No. 14 Cai
47 20-127-15-04 |Surgical needle, Gr, 1/2 circle, No. 15 Cai
48 20-127-16-04 |[Surgical needle, Gr, 1/2 circle, No. 16 Cai
Phong 301, Tang
49 20-133-01-04  [Surgical needle, Ga, 1/2 circle, No. 1 Cai Gebriider Martin Gebriider Martin  [Cong ty TNHH| 3, Toa nha s6 75
GmbH & Co. KG, | GmbH & Co. KG, | Qubc Té Cat | Ho6 Hao Hén, P.
50 20-133-02-04 |Surgical needle, Ga, 1/2 circle, No. 2 Cai Puc Purc Van Sa C6 Giang, Quéan 1,
TPHCM
51 20-133-03-04 |Surgical needle, Ga, 1/2 circle, No. 3 Cai
52 20-133-04-04 |Surgical needle, Ga, 1/2 circle, No. 4 Cai
53 20-133-05-04  [Surgical needle, Ga, 1/2 circle, No. 5 Céi
54 20-133-06-04 |Surgical needle, Ga, 1/2 circle, No. 6 Cai
55 20-133-07-04  |Surgical needle, Ga, 1/2 circle, No. 7 Cai
56 20-133-08-04 |Surgical needle, Ga, 1/2 circle, No. 8 Cai
57 20-133-09-04 |Surgical needle, Ga, 1/2 circle, No. 9 Cai
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TEN CO SO SAN | TEN CO SO CHU
el P : PON VI XUAT/ SO HUU/ TEN CO SO |PIA CHI CO SO
STT| MA HANG TEN SAN PHAM 2 3 = = ” 2 5 > ‘ S ‘
TINH |[HANG NUOC SAN HANG NUOC BAO HANH BAO HANH
XUAT CHU SO HUU
58 20-154-10-04 |Surgical needle, E, 1/2 circle, No. 0 Cai
59 20-154-20-04 |Surgical needle, E, 1/2 circle, No. 00 Cai
60 20-154-30-04 |Surgical needle, E, 1/2 circle, No. 000 Cai
61 20-155-01-04 |Surgical needle, E, 1/2 circle, No. 1 Cai
62 20-155-02-04 |Surgical needle, E, 1/2 circle, No. 2 Cai
63 20-155-03-04 [Surgical needle, E, 1/2 circle, No. 3 Cai
64 20-155-04-04 |Surgical needle, E, 1/2 circle, No. 4 Cai
" . . Phong 301, Tang
o3 201000005 |Stingieal noedle, By 1142 sirele; Mo 5 e Gebriider Martin Gebriider Martin  |Cong ty TNHH| 3, Toa nha s6 75
) , _ GmbH & Co. KG, | GmbH & Co. KG, | Qubc Té Cat | Ho Hao Hon, P.
20- =]10= " 7
66 20-175-10-04 |[Surgical needle, Pb, 1/2 circle, No. 0 Cai Diic Biic Vin Sa C6 Giang, Quan 1,
. . . TPHCM
67 20-175-20-04  [Surgical needle, Pb, 1/2 circle, No. 00 Cai
68 20-176-01-04 |Surgical needle, Pb, 1/2 circle, No. 1 Cai
69 20-176-02-04  [Surgical needle, Pb, 1/2 circle, No. 2 Cai
70 20-176-03-04 |Surgical needle, Pb, 1/2 circle, No. 3 Céi
71 20-176-04-04 [Surgical needle, Pb, 1/2 circle, No. 4 Cai
72 20-176-05-04 |Surgical needle, Pb, 1/2 circle, No. 5 Cai
73 20-209-01-04 |Eye needle, Og, 1/2 circle, No. 1 Cai
74 20-209-02-04 |Eye needle, Og, 1/2 circle, No. 2 Céi
75 20-209-03-04 |Eye needle, Og, 1/2 circle, No. 3 Céi




TEN CO SO SAN | TEN CO SO CHU
e R : PON VI XUAT/ SO HU'U/ TEN CO SO |PIA CHI CO SO
STT| MA HANG TEN SAN PHAM 3 : 2 2 5 = z , = e :
TINH |HANG NUOC SAN| HANG NUGC BAO HANH BAO HANH
XUAT CHU SO HU'U
76 20-209-04-04 |Eye needle, Og, 1/2 circle, No. 4 Cai
77 20-209-05-04 |Eye needle, Og, 1/2 circle, No. 5 Céi
78 20-776-01-07 |Needle, Young, No. 1 Cai
79 20-776-02-07 |Needle, Young, No. 2 Cai
80 20-776-03-07 |Needle, Young, No. 3 Cai
81 24-857-12-07 Nefedle, Rhoton, #12, straight, 19 cm,stainless Cai
stainless steel
leedle, Rhoton, # i
22 24-857-12-09 }ee' e, Rhoton, #12, straight, 19 cm, Céi
titanium
83 34-570-13-07 |Foreign body needle straightaight Céi
84 35-877-12-07 |De la roza stitch needle left Cai
85 35-879-12-07 |De laroza stitch needle right Cai
86 36-024-01-07 |Needle Barbara, straight, 16 cm Cai
87 36-024-02-07 |Needle Barbara, curved, blunt, 16 cm Cai . s
Phong 301, Tang
%3 16-024-03-07 |Needle Barbara. slieht curved. 16 Cai Gebriider Martin Gebriider Martin  |Coéng ty TNHH| 3, Toa nha sb 75
PURSRTEE e B, B SRR R R al GmbH & Co. KG, | GmbH & Co.KG, | Quéc Té Cat | Hé Hao Hén, P.
-, buc buc Van Sa Co6 Giang, Quén 1,
89 36-024-04-07 |Needle, Rosen, strong curved, 16 cm Cai
il TPHCM
90 36-029-01-07 |Needle Barbara, angled, 15.5 cm Cai
91 36-029-06-07 |Needle Barbara, angled, curved, 15.5 cm Cai
92 36-630-16-07 |Tympanum needle Politzer, straight, 17.5 cm Céi
93 36-655-16-07 |Tympanum needle Politzer, vertical, 15.5 cm Cai
94 36-657-16-07 |Tympanum needle Politzer, horizontal, 16 cm Cai
95 36-661-18-07 |Tympanum needle Lucae, vertical, 18 cm Cai
96 36-663-18-07 |Tympanum needle Lucae, horizontal, 17.5 cm Céi
97 24-844-01-07 |Pick, Tew #1, sharp. 23 cm Cai
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TEN CO SO SAN | TEN CO SO CHU
i ot - PON VI XUAT/ SO HU'U/ TEN CO SO |PIA CHI CO SO
SIS AN e S A EHAM TINH |HANG NUOC SAN| HANGNUOC | BAOHANH | BAO HANH
XUAT CHU SO HU'U
98 24-844-02-07 |Pick, Tew #2, blunt, 23 cm Cai
99 24-844-03-07 |Pick, Tew #3, sharp, cvd. down, 23 cm Cai
e . 5 " Phong 301, Tang
WO | HA-See-00a7 | Piek. Tewrid, shap, ovd. op 2 o Gl Gebrider Martin Gebriider Martin  |Céng ty TNHH| 3, Toa nha s6 75
101 | 24-846-01-07 |Pick, Tew #1, sharp, 26 cm Cai GmbH & Co. KG, | GmbH & Co.KG, | Qubc Té Cat | Hb Hao Hén, P.
102 | 24-846-02-07 |Pick, Tew #2, blunt, 26 cm Cai buc buc Van Sa Co6 Giang, Quan 1,
. . TPHCM
103 | 24-846-03-07 |Pick, Tew #3, sharp, cvd. down, 26 cm Cai
104 | 24-846-04-07 |Pick, Tew #4, sharp, cvd. up, 26 cm Cai
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