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86 :170001716/PCBA-HCM Tp H6 Chi Minh, ngay 19 thang 09 nim 2017

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 THIET Bl Y KHOA TAM AN

2. bia chi: S0 338/27 Nguyen Dinh Chiéu, Phuong 4, Quan 3, TP H6 Chi Minh, Phuong 04, Quan
3, Thanh phé H6 Chi Minh

3. S6 vian ban dé nghi ctia co s¢ : 1705TA/170000038 Ngay: 13/09/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Chi tiét theo phu luc dinh kém

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuét: Theo phu luc

Dia chi co s6 san xuit: Theo phu luc

Tiéu chuan 4p dung: Theo tiéu chuan ciia nha san xuét

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

Tén chu sé hitu: Rumex International Corp.

Dia chi chu s& hitu: 13770 58th Street North, Suite 303 Clearwater F133760 USA
6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty TNHH thiét bi y khoa Tam An

Dia chi: 338/27 Nguyén Dinh Chiéu,Phuong 4, Quan 3, TP Ho Chi Minh, Phuong 04, Quan
3, Thanh phé H6 Chi Minh

Dién thoai ¢ dinh: 08.6685 3241 bién thoai di dong: 0934288660
7. Thanh phan hd so:

1 | Vin ban cong bd tiéu chuan ap dung cia trang thiét bi y té thudc loai A

Gidy chimg nhan dat tiéu chuan quan 1y chit luong

Phuy lyc chi tiét trang thiét bi y té

Ban phan loai trang thiét bi y té

Nl ] W] N

Phiéu tiép nhan ho so cong bd du diéu kién san xuat trang thiét bi y té hoic Gidy chung
nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp hé so cong bo doi
voi trang thiét bi y t€ nhap khau.

6 | Gidy iy quyén ciia chu s hitu trang thiét bi y té




7 | Gidy xac nhan du diéu kién bao hanh

8 | Tailidu mo ta tom tit k§ thuat trang thiét bj y té

9 Gjéy chtng nhan hop chuan hoic Ban tiéu chuan ma chi sé hitu trang thiét b y té cong
bo ap dung

10 | Tai liéu huéng dan sir dung ciia trang thiét bi y té

11 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

\ [ ube

Pham Thi Thanh Huyén




TEN TRANG THIET BI

CHUNG LOAI

TEN PIA CHIi CO SO

TEN CO SO
CHU SO HU'U/

STT . NGLO. SAN XUAT HANG, TEN COSO | DIA CHi CO'SO
Y TE o SAN PHAM / HANG NUGC SX NUGC CHU SG BAO HANH BAO HANH
L Hi'v
(X7 CONG TY
(( (THAEHlHIEMHU K\
L [Canitiss caslont THIET §1'Y KR 1-010T, 1-0208
2 Dao kim cuong rach cun@m&&
loai 6-00/6-020, 6-00/6-030
3 == 6-322/6-0531, 6-500/6-0531, 6-5008/6-053 1, 6-600/6-0531,
Dao kim cuong Trifacet cac loai 6-600S/6-0531
4 Chiée 074, 6-20/6-075, 6-20/6-077, 6-20/6-078, 6-20/6-079, 6-
Dao kim cuong rach giac mac céc loai 20/6-080, 6-20/6-081, 6-20/6-091, 6-20/6-092
5 Chie 6-20/6-100, 6-20/6-101, 6-20/6-102, 6-20/6-104, 6-20/6-
Dao kim cuong dang bic thang céc loai 105, 6-20/6-107, 6-20/6-140, 6-20/6-141
6 g LT S . |Chiéc
Dao kim cuong tao vét mé nho céc loai 6-20/6-142, 6-20/6-143, 6-20/6-144, 6-20/6-145
Dao kim cuong mét canh 45 d6/ Dao
kim cuwong mét canh choc 16 phu 45 do/ G
. n P A ume
7 D'ao kim cucm.g mot canhﬁ30 dao/ ]E)ao Chiéc Rumex Instruments Ltd Tt enationa) Congty TNHH | 338/27 Nguyén
kim cuong hai canh 45 d6/ Dao kim Nga Cotp. Thidt bi Dinh Chiéu
cuong ba canh, Lancet, Brown-Osher 6-10/6-050, 6-10/6-0501, 6-10/6-051, 6-10/6-052, 6-10/6- My Y Khoa Te"uﬁ An | P4Q3, TP liéM
nam canh 053, 6-10/6-0531, 6-10/6-070, 6-10/6-0701, 6-10/6-076
8  |Hop vé sinh dao kim cuong Chiéc 21-602-1 .
9 Thuéc do mit (Calipers) cac loai Chiée 2-0108S, 2-010T, 2-100S, 2-100T, 2-101T
1o ’ itk 2-0331T, 2-033T, 2-034T, 2-030T, 2-031T, 2-062S, 2-
Cay do d§ & Gauge mit céc loai 064T, 2-065T, 2-036T
Cay danh dau dudng xé bao thiy tinh
11 thé Chiéc 3-040
12 |Cay danh dau truc giac mac cac loai  |Chiée 3-090T, 3-091T
13 |Cay danh dau giac mac cac loai Chiée 16-020T, 3-140T, 3-0304T, 3-0230
{4 |Cdy danh dau ding trong phau thuat it
Lasik cac loai 3-174T, 3-176T
15 : Chiée 3-1921, 3-1931, 3-1932, 3-1941, 3-1801, 3-181, 3-191, 3-
Cay danh déu loan thi cac loai 192, 3-193, 3-194, 3-195, 3-196
3-0201T, 3-0202T, 3-0203T, 3-0204T, 3-0205T, 3-0206T,
16 Chiée 3-0207T, 3-0208T, 3-0209T, 3-0210T, 3-0211T, 3-0212T,

Cay danh déu viing quang hoc cac loai

3-0213T, 3-0215T, 3-0216T, 3-0217T, 3-0218T, 3-0219T,
3-0220T, 3-0231




4-03008S, 4-0300T, 4-03018, 4-0301T, 4-030T, 4-03114T, 4
03115T, 4-0311T, 4-03128, 4-031T, 4-0321T, 4-0328, 4-

7 e 03314T, 4-03315T, 4-0331T, 4-0352T, 4-03742, 4-03915,
Kep xé bao céc loai 4-03928S, 4-0395
18  |Kep long mi céc loai Chiée 4-0428, 4-042T, 4-043T
19 |Kep két mac Chiée 4-2301T
4-0501T, 4-05028, 4-05038, 4-0504T, 4-0505T, 4-050T, 4-
20 iéc 053T, 4-0540T, 4-0541T, 4-054T, 4-0551T, 4-055T, 4-
Kep giac mac cac loai @K 056T, 4-057T, 4-058T, 4-059T
21  |Kep Dressing ring cua cqﬁ’ré;( CONG T |C\tqe"\\ 4-0708S, 4-071S, 4-072T
5, |Kep o dinh Adson/Ne Reltaoit il = \
kep co dinh ghép giac apm}a; BIY KHOA | = 4-07418, 4-0741T, 4-08011T, 4-0814T, 4-0822T
23 |Kep thity tinh thé cic loa\ AT (Néq/,_ J/i 4-201118, 4-20111T, 4-21431
< Kep kinh néi nhén céac loa\ C‘" 4-2145,4-2107T, 4-2108S, 4-2132T, 4-2138T, 4-2141T
25 |Kep lay kinh ndi nhan cac loai ~—tefidc 4-2150, 4-2151, 421731, 4-21741, 421758
26  |Kep mong mit céc loai Chiéc 4-1008, 4-1018, 4-1028
27 |Kep Jeweler cac loai Chiée 4-111T, 4-113T, 4-115T
b ' T 4-124S, 4-140T, 4-1906T, 4-1907T, 4-1908T, 4-1909T, 4-
Kep chéip va mi céc loai 1912T, 4-1913T
29 SEY Chiée 4-03731, 4-0374, 4-03741, 4-0375, 4-03751, 4-03761, 4-
Kep xé bao vét mé nho cac loai 03771, 4-03791
30 |Kep cim mau cac loai Chiéc 4-1208, 4-1218, 4-1228, 4-123S
31 Kep co cac loai Chiéc 4-1308, 4-1318, 4-136S, 4-137T, 4-138T
32 |Kep Serefine Chiéc 16-090S
13 Chiée 4-06008, 4-0600T, 4-06018, 4-0601T, 4-06028S, 4-0602T, 4
Kep khéu cac loai 06068, 4-0606T, 4-0607S, 4-2303T
34 Chiée 4-090T, 4-0918, 4-0928, 4-092T, 4-171S, 4-171T, 4-173T,
4-174T, 4-175T, 4-176T, 4-177S, 4-177T, 4-1788, 4-182T,
Kep budc chi céac loai 4-1851T, 4-185S, 4-185T, 4-1868S, 4-1891, 4-2113S
35 |Kep da ning cac loai Chiéc 4-2201T, 4-2300T
36 |Kep towel cac loai Chiéc 16-080S, 16-081S
37 : ) : Chiée 5-020, 5-021, 5-030, 5-0301, 5-031, 5-032, 5-0321, 5-0322,
Cay diéu chinh mong mat cac loai 5-033,, 5-0331, 5-034, 5-036
38  |Cay moc co, cdy moc két mac cac loai |Chiéc 5-040, 5-0401, 5-041, 5-042, 5-060, 5-061, 5-062
7-063, 7-0631, 7-06318, 7-0634/1, 7-064, 7-065, 7-066, 7-
19 Chiée 067, 7-068, 7-069, 7-072, 7-074, 7-075, 7-077, 7-079, 7-
093, 7-0931, 7-097, 7-101, 7-1061, 7-1071, 7-125, 7-1251,
7-126, 7-1268, 7-127, 7-1271, 7-12718, 7-1278S, 7-128, 7-
Cay ché nhén cac loai 1281, 7-130, 7-135, 7-1361, 7-142,
40  |Dungey mé duc thay tinh thé bang may ik

Femtosecond (Céy nao nhén thay tinh

thé, Kep dung trong phiu thuat md)

20-204, 4-05828
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41

Tay cdm tudi hiit cac loai

Chiéc

7-081, 7-0811, 7-081-23, 7-0813, 7-082, 7-0821, 7-0821-
23,7-0826

42

Kim hut/ rira dong truc céc loai

Chiée

7-080/20, 7-080/45, 7-080/90, 7-080/BC, 7-080/IAH, 7-
080/SIM, 7-080/ST

43

Cay prechopper gdp géc cac loai

Chiée

7-0201T, 7-025T, 7-1118, 7-11618, 7-11628, 7-11638, 7-
116518, 7-11658

44

Dung cu dat thuy tinh thé

Chiée

16-2806, 16-2807, 16-2808

45

i

Kim kep kim céc loai { = THIET B
- =

o TRACH KHIEW 4 HAN

8-080T, 8-050T, 8-051T, 8-060T, 8-061T, 8-070T, 8-071T,
8-090T, 8-091T, 8-0921T, 8-096T, 8-100T, 8-030T, 8-

031T, 8-040T, 8-041T, 8-045T, 8-102S, 8-120, 8-1211-23,
8-010T,8-011T, 8-013T, 8-020T, 8-021T, 8-024T, 8-025T.

46

Que thong 1& dao cac loai

9-050T, 9-051T, 9-052T, 9-060T, 9-0108, 9-0118, 9-0128,
9-0138, 9-0148, 9-0158, 9-0218, 9-023S, 9-0248, 9-031

47

Dung cu méc mo rdng tii 1€ cdc loai

Chiéc

10-013, 10-014

48

Dung cu mdc lat, ndng mi mat, nhan
cau

Chiéce

10-020, 10-021, 10-022, 10-023, 10-034T

49

Dung cu vanh mi cac loai

Chiée

14-0411T, 14-0411TL, 14-041T, 14-041TK, 14-042T,
14-0431T, 14-043T, 16-127, 14-0601T, 14-060T, 14-062T, 14-
030, 14-031, 14-032, 14-060A, 14-080A, 14-080LA, 14-081K A,
14-081LA, 14-082A, 14-0231, 14-02418S, 14-02878S, 14-0401T,
14-0401TK, 14-0401TL, 14-040T, 14-040TK, 14-040TL, 14-
02218, 14-02228, 14-0228S, 14-0238S, 14-02448, 14-0248, 14-
0258, 14-0268, 14-02818, 14-0282S, 14-0283, 14-02868S. 14-
0288, 14-061T

50

Kéo phau thudt cic loai

Chiéce

11-03741, 11-03751, 11-0501S, 11-0508, 11-052S, 11-
0548, 11-056S, 11-05818, 11-058S, 11-0101S, 11-0108, 11-
0118, 11-0128, 11-0138, 11-015S, 11-02018S, 11-0208, 11-
02418, 11-024S, 11-034S, 11-035S, 11-0361S, 11-036S, 11-
0908, 11-0918, 11-03721, 11-062S, 11-080S, 11-0818S, 11-
1223, 11-0448S, 11-046S, 11-047S, 11-1258, 11-1008, 11-
1018, 11-040S, 11-042S, 11-0481S, 11-048S, 11-1308S, 11-

1318, 11-132S, 11-1338S.
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12-6000, 12-6010, 12-001T, 12-003T, 12-412, 12-2020, 12-
2084, 12-2085, 12-3044, 12-024, 12-025, 12-026, 12-202,
12-206, 12-208, 12-209, 12-211, 12-215, 12-301, 12-303,
12-304, 12-313, 12-321, 12-325, 12-335, 12-343, 12-400,
12-401, 12-402,

12-410, 12-411, 12-413, 13-084, 13-092, 13-1091, 12-4012,

5 12-4013, 12-5186, 12-5187, 12-5188, 12-202-23, 12-209-
23, 12-301-23, 12-304-23, 12-321-23, 12-325-23, 12-402-
23, 12-410-23, 12-411-23, 12-414, 12-4202-23, 12-420-23,
3 ciNe Iy 13-097-23, 13-1081-23, 13-1091-23, 12-2029, 12-2099, 12-
B dung cu dich kinh (gfif?; mﬁ?@ ¥l 3019, 12-3259, 12-4089, 12-304-25, 12-410-25, 12-411-25,
dung cu, kep, kéo, kim| LER H 12-415, 12-420-25, 13-0979, 12-410-27, 12-420-27,
nhan, cdy nao mang, dei? feﬂjgg BIYX 13-097-27
ming.)  \S\TAMAN
57 B'Q.ong diing mot lan dé t?&%ﬂ/‘ :
Silicone Teno Y 12-RTUB-1, 12-RTUB-2, 12-RTUB-3, 12-RTUB-4
Dung cu phau thuat DALK (kéo, cay | .. . 11-03818, 11-038S, 13-170, 13-171, 13-172, 15-450-27, 13-
53 ; 5 : e Chiéc
tach mo, Spatula, kim, cdy tach vat..) 160
Cac dung cu DSED, DSAED, DMEK
54 |(cdy tach gidc mac, tay cAm, cdy nao L
nhén thuy tinh thé, cdy lam tron lang 13-137, 13-138, 13-139/1, 13-150T, 13-1518S, 13-1528, 13-
Carlson, cdy cao Melles, kep 1538, 13-154T, 13-155T, 4-034, 4-2019T
55 Cay mang vong cd dinh dung trong md Chiée
phaco cac loai 16-0341T, 16-036T
56 Chiée 16-030-14, 16-030-15, 16-030-16, 16-030-17, 16-030-18,
Vong Flieringa cac loai 16-030-19, 16-030-20, 16-030-21, 16-030-22, 16-153
57 Chiée 16-0300, 16-0301, 16-0303, 16-0305, 16-0306, 16-0307, 16
Ludi dao ghép giac mac céc loai 0308, 16-0309, 16-0310, 16-0311
B dung cu ICSR (Vong giac mac nhu
58  |md) (thanh/ cdy ning, thanh mo rong, |Chiée 10-035, 13-146, 13-147, 3-034, 4-2144T, 16-173S, 16-
cdy danh déu truc thi gidc, kep dat, 1748, 3-143T,
% Di_{ng cu nao chip leo cac loai (ciy nao Chide
chap leo, thanh ndng mi) 16-063, 16-064, 16-065, 16-066, 16-067, 16-50S, 16-50T.
Dung cu ph?iu thuat Glaucoma céc loai
60 (dung cu bam 16 giac cung mac, dung Chibe
cu ldy mang Desccemet, diu cit ving
be) 16-010, 16-011, 16-0111
Duyng cu phau thuét tuyén 1& cac loai
a (dung cu gach ving bé, biia phiu thuat, e
dung cu lay xuong, dung cu duc, dung
cu gim xuong thi 1¢, thanh nang mang) 16-0128S, 16-0138, 16-135, 16-136, 16-137, 16-138, 16-139.
6 Cay spatula cac loai (cay spatula tach Chibe 13-050, 13-051, 13-052, 13-110, 13-010, 13-011, 13-014,

thé mi, cdy spatula méng mat)

13-020, 13-031, 13-032
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Dung cu miic ndi nhin/ héc mat cac loai

63  |(Mudng miic ndi nhan, mudng khoét  |Chiéc
héc mét) 16-060, 16-061, 16-062
64  |Vot thiy tinh thé Chiéc 16-072
65 |Cay dat kinh ndi nhan Chiée 13-141, 13-142
66  |Thanh 4n ciing mac cac loai Chiéc 16-111, 16-1118, 16-115.
.z : i 18-300, 18-300-1, 18-301, 18-301-1, 18-302, 18-303, 18- b e
Khay dung dung cu tiét tring 303-1, 18-304, 18-305, 18-305-1, 18-307, 18-308. #
Bo dung cu phau thuat kha 20-201, 20-202, 20-203, 20-0011, 20-050, 20-1011, 20- g
thuat FemtoLASIK: cay 1021, 20-1031T, 20-1041T, 20-121, 20-122, 20-130, 20-
vat giac mac, cdy tach 131, 20-001, 20-002, 20-013, 4-2206T.
68  |Phiu thuat LASEK: d
cdy khoan, tao vat, phé‘
vat, cdy lay biéu mé, ke \ {
LL// ] R1-40400, R1-40401, R1-40406, R1-40410, R1-40411, o
2 R1-40415, R1-40416, R1-40417, R1-40420. R1-40430, e
69 Chiée R1-40431, R1-40435, R1-40462, R1-40470, R 1-40820, b

Que bong thdm mau céac loai

R1-40821, R1-40822, R1-40830, R1-40831, R1-40900,
R1-40950, R2-40405.
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