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

S4: 200001389/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: 153/A20/VBCB-CVS-SYT Ngay: 15/08/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: HQ DAT NOI KHi QUAN VA PHU KIEN

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 5, 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 bdi: Pham Thi Thanh
Huyén

Email:
ptthuyen.syt@tphcm.gov.
vn

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

Ngay ky: 19-08-2020
17:50:13 +07:00

Pham Thi Thanh Huyén




TEN CO SO SAN

TEN CO SO CHU SO

men, No.4, working length 180 mm
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Laryngoscope set, Miller-Baby, with
| 19-350-00-07 batterie handle (without bat-terles) and B6
three Laryngoscope blades in case,
working length 170 mm
Laryngoscope set, Miller-Baby, with
2 19-351-00-07 |batterie handle (without batteries) and Bo
four Laryngoscope blades in case
Laryngoscope set, Miller-Baby, with
3 19-352-00-07 |batterie handle (without batteries) and Bo
two Laryngoscope blades in case Phong 301, Tang
A vy T \ . A
Laryngoscope blade Miller-Baby, fo taesHiden Ml trebmides Mardn CSEZ?T?ZT 3Hc;r 5123 1:(551? ;5
o en ryngosco - , for . . ; > P
4 -353-00- GmbH & Co. KG, Bac|GmbH & Co. KG, Ba % 5 oo -
19-353-00-07 babies, No.0, working length 55 mm Hl m © e © He Vén Sa Co Giang, Quan 1,
TPHCM
e Laryngoscope blade Miller-Baby, for -
> 19-353-01-07 children, No.1, working length 80 mm cai
Laryngoscope blade Miller-Baby, for
6 19-353-02-07 |adolescents, No.2, working length 130 Cai
mm
7 19-353-03-07 Laryngoscopﬂe blade‘ Miller-Baby, for Céi
women, No.3, working length 170 mm
g 19-353-04-07 Laryngoscope blade Miller-Baby, for Cai
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Laryngoscope set, Guedel-Negus, with
9 19-360-00-07 |batterie handle (without batteries) and B6
three Laryngoscope blades in case
Laryngoscope set, Guedel-Negus, with
10 19-361-00-07 |batterie handle (without batteries) and Bo6
four Laryngoscope blades in case
Laryngoscope blade Guedel-Negus, for .
1 SVEQ R tel ) 3
: 19-363-01-07 children, No.1, working length 70 mm cal
Laryngoscope blade Guedel-Negus, for .
12 oY <o 3 i o o 2
19-363-02-07 adolescents, No.2, working length 90 mm cal
. _ Phong 301, Tang
13 | 19-363-03-07 |-¥ngoscope blade Guedel-Negus, for Céi ) . ) _ |Céng ty TNHH]| 3, Toa nha sé 75
women, No.3, working length 110 mm Gebriider Martin Gebriider Martin Quéc Té Cat | H Hao Hon, P
GmbH & Co. KG, Bic|GmbH & Co. KG, Puc A . S
L blade Guedel-N . Vién Sa Co6 Giang, Quén 1,
— Neo )
14 19-363-04-07 aryngoscope blade Guede ! egus, for Cai TPHCM
men, No.4, working length 135 mm
Laryngoscope set, Mc-Intosh, with
15 19-380-00-07 |batterie handle (without batteries) and B&
three Laryngoscope blades in case
Laryngoscope blade Mc-Intosh, for -
16 -383-00- = ;
rdtai babies, No.0, working length 55 mm Cal
o Laryngoscope blade Mc-Intosh, for .
17 19-383-01-07 children, No.1, working length 75 mm cai
13 19-383-02-07 Laryngoscope blade Mc-Intosh, for Cai

adolescent, No.2, working length 90 mm
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19 19-383-03-07 Laryngoscope blade' Mc-Intosh, for Céi
women, No.3, working length 110 mm
20 19-383-04-07 Laryngosco.pe blade M(i-lntosh, for men, Céi
No.4, working length 135 mm
Laryngoscope set, Mc-Intosh, with
21 19-384-00-07 |batterie handle (without batteries) and Bo
four Laryngoscope blades in case
Laryngoscope blade Foregger, for [
2 o2 % - o 5o >
2 19-387-01-07 children, No.1, working length 70 mm Gl
23 | 193870207 |CAYOEOscope blade Foregger, for Céi Phong 301, TAng
adolescent, No.2, working length 90 mm R . oz
N . . . Cong ty TNHH| 3, Toa nha s6 75
Gebriider Martin Gebriider Martin Quéc Té Cat | Hb Hao Hon, P
3 & -, for GmbH & Co. 0 bH & Co. KG, bu : .
4 19-387-03-07 Lalyxlgoi\?oge blaij iolleggt;l 71?2)1 Cai m 0. KG, Buc|Gm 0. KG, butc Van Sa Cb Giang, Quan 1,
women, No.3, working leng mm TPHCM
Laryngoscope blade Foregger, for men, ..
-387-04- = ; ooVt E
= LT A No.4, working length 135 mm cal
Laryngoscope set, Foregger, with batterie
26 19-390-00-07 |handle (without batteries) and three Bo
Laryngoscope blades in case
Laryngoscope set, Foregger, with batterie
27 19-391-00-07 {handle (without batteries) and four B§
Laryngoscope blades in case, +D6278
- - 3 t
)3 19-392-00-02 Handle for warm light blade and two type Céi

C batteries ( batteries not included)

)
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STT| MA HANG TEN SAN PHAM Db = Sl S ~ % 2 ., 3 S <
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29 19-395-00-04 |Spare Bulb large Cai
30 19-395-01-04 |Spare Bulb small Céi
Fiber optic laryngoscope set, Mcintosh
31 19-500-00-07 |with Battery handle and 3 Laryngoscope B6
blades, in case
Fiber optic laryngoscope set, Mcintosh
32 19-505-00-07 |with Inductive accumulator handle and 3 B6
Laryngoscope blades, in case
Fiber optic laryngoscope set, Mcintosh
33 19-510-00-07 |with Battery handle and 4 Laryngoscope Bo
blades, in case
Fiber optic laryngoscope set, Mcintosh S X
34 19-515-00-07 |with inductive accumulator handle and 4 Bo6 R Phox}g JO{’ "I;ang
) . . . . Coéng ty TNHH| 3, Toa nha s6 75
Laryngoscope blades, in case Gebriider Martin Gebriider Martin Quéc Té Cat | Hb Hao Hon, P
GmbH & Co. KG, Bite | GmbH & Co. KG, Dite . o Ao ot
Fiber optic laryngoscope blade Mcintosh Van Sa €0 Giang, Quan 1,
¥ L8 2 x = 2 %1 C\/[
72 ISR for babies, No. 0, 55 mm cdi TPHCT
. Fiber optic laryngoscope blade Mcintosh, ..
5 -590-01-
¥ ARG 107 for children, No. 1, 70 mm e
= Fiber optic laryngoscope blade Mcintosh, i
5 39007
37 IS5E030T for adolescent, No. 2, 85 mm Ll
18 19-520-03-07 Fiber optic laryngoscoE)e blade Mcintosh, Céi
for women, No. 3, 105 mm
39 19-520-04-07 Fiber optic laryngoscope blade Mcintosh, Céi

for men, No. 4, 130 mm
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Fiber optic laryngoscope set, Foregger
40 19-540-00-07 |with Battery handle and 3 Laryngoscope Bo
blades, in case
Fiber optic laryngoscope set, Foregger
41 19-545-00-07 |with Inductive accumulator handle and 3 B6
Laryngoscope blades, in case
Fiber optic laryngoscope set, Foregger
42 19-550-00-07 |with Battery handle and 4 Laryngoscope Bo
blades, in case
Fiber optic laryngoscope set, Foregger
43 19-555-00-07 |with Inductive accumulator handle and 3 Bo
Laryngoscope blades, in case
Phong 301, Tang
44 | 19-560-00-07 ?‘l_’z" E?t’ci‘j‘"y “OgOSSSCOp oblade Foregper,| oy Gebriider Martin Gebriider Martin Cg;i ;yT?\g:tH 3H OT I‘ff nl:;? ;5
oF BaBISS: S8 Uy 99 T GmbH & Co. KG, Piic|GmbH & Co. KG, Dric - o mag o,
Vaén Sa C6 Giang, Quan 1,
= - Fiber optic laryngoscope blade Foregger, . TPHCM
e 15-560-01-07 for children, No. 1, 70 mm o
Fiber optic laryngoscope blade Foregger 3
46 -560-02-07 g == C
19-560-0 for adolescent, No. 2, 90 mm “
47 19-560-03-07 Fiber optic laryngoscope blade Foregger, Céi
for women, No. 3, 110 mm
ber optic larvne ) ) .
43 19-560-04-07 Fiber optic lalynb?scope blade Foregger, Céi
for men, No. 4, 130 mm
Fiber optic laryngoscope set, Miller with
49 19-565-00-07 |Battery handle and 3 Laryngoscope Bo

blades, in case
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Fiber optic laryngoscope set, Miller with
50 19-570-00-07 |Inductive accumulator handle and 3 Bo6
Laryngoscope blades, in case
Fiber optic laryngoscope set, Miller with
51 19-575-00-07 |Battery handle and 4 Laryngoscope B6
blades, in case
Fiber optic laryngoscope set, Miller with
52 19-580-00-07 |Inductive accumulator handle and 4 Bo
Laryngoscope blades, in case
Fiber optic laryngoscope blade Miller, for .
53 -585-00-
7 13:580-00-03 babies, No. 0, 55 mm Gl
Fiber optic laryngoscope blade Miller, for .
54 19-585-01-07 p
4 children, No. 1, 80 mm Ll Phong 301, Tang
. . Céng { G 4 56
55 19-585-02-07 Fiber optic laryngoscope blade Miller, for Céi Gebriider Martin Gebriider Martin gz%zy,r?\cgfl i}gﬁzgl:;) ;5
adolescent, No. 2, 130 mm ! GmbH & Co. KG, Pic|GmbH & Co. KG, Duc R . o
Van Sa C6 Giang, Quan 1,
. s o TPHCM
56 19-585-03-07 Fiber optic laryngoscope blade Miller, for Céi
women, No. 3, 170 mm
57 19-585-04-07 Fiber optic laryngoscope blade Miller, for Céi
men, No. 4, 189 mm
Battery handle with Battery container for
58 19-600-00-02 |2 type C batteries, for cold light Blade Céi
with xenon lamp
59 19-604-00-04 Batter'y container only for 2 type C Céi
batteries
Fiber optic handle with Inductive )
0 -606-00-02 . i
6 19-606-00-0 accumulator and high power LED G
61 19-607-00-02 Fiber optic handle with Inductive Céi

accumulator insert and xenon lamp 2.5 V

Dy
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Inductive accumulator insert with
62 19-610-00-04 |[lithiumion accumulator and high power Cai
LED
63 19-611-00-04 [Inductive accumulator insert Cai
Handle with Battery container for 2 type
64 19-615-00-02 iex:ob:‘;t;g;es, for cold light Blade with Céi A Phc')r}g 301" T:f?mg
. o Gebriider Martin Gebriider Martin Con% v TNHH 3, :I’ an nha ,SO 7
Inductive charger unit with integrated GmbH & Co. KG, Ditc| GmbH & Co. KG, Ditc Quoci Té Cat I:Io Hao Horli P.
65 19-620-00-04 |POWer supply unit and adapter for EU, Céi Véan Sa Co Giang, Quén 1,
UK, USA and Australia , can be charged TPHCM
with or without the handle
66 19-625-00-04 Batter'y container slim for 2 type AA Céi
batteries ‘
67 19-640-00-04 |Spare Bulb, 2.5 V Cai " 4
68 19-645-00-04 |Xenon Bulb, 2.5V Cai
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