SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 210000124/PCBA-HN Thanh phé Ha Néi, ngay 29 thang 01 nim 2021

PHIEU TIEP NHAN

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

1. Tén co 86 cong bd: CONG TY TNHH IDS MEDICAL SYSTEMS VIET NAM - CHI NHANH
%—)ﬁ%ﬁ: Tang 22, tda nha VCCI, s6 09 duong Dao Duy Anh, Phuong Phuong Mai, Quan Pong
Da, Thanh phd Ha Nbi
3. S6 van ban d& nghi ctia co so: 012021/IDSHN-SYT Ngay: 22/01/2021
4. Trang thiét bj y té thudc loai A
Tén trang thiét bi y té: BO dung cu phau thuat tai mili hong
Chung loai/mé san pham: Theo phu luc
Tén co s& san xuat: Theo phu luc
bia chi co s san xuét: Theo phu luc
Tiéu chuan chét luong san pham ap dung: CE mark: 93/42/EEC
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s& hiru: Integra LifeSciences Corporation
Dia chi chu s¢ hitu: 1100 Campus Road, Princeton, NJ 08540
6. Thong tin vé co s¢ bao hanh:
(1) Tén co so: Cong ty TNHH IDS Medical Systems Vi¢t Nam - chi nhanh Ha Noi
Dia chi: Tang 22, tda nha VCCI, s6 9 Pao Duy Anh, Phuong Phuong Mai, Quin Dong Da,
Thanh pho Ha Noi
Pién thoai cb dinh: 02433880808 Dién thoai di dong: 1800 0028

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

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

) . e TEN CO SO
TENTRANG | PON | chriNG Loar [QUY CACH| TENCOSOSAN | iy 6 giyy/ | TEN €O SG BAO | PIA CHI CO S& BAO
STT | THIET BI Y TE v SAN pHAM |PONGGOLI XUAT/HANG, HANG, NUOC HANH HANH
TINH (NEU CO) | NUGC SANXUAT | oordel o
B¢ dung cu ph{'ill thuat tai mii hong
Integra/ My, Buc, Congty TNHH IDS | Tang 22, toa nha VCCI,
Phép, Thuy 5§, Tho Medical Systems Viét |sé 9 Pao Duy Anh
1 [Keéo cit chi Chiéc |CP914 Nhi Ki, Thai Lan, Bi, Integra/M§ ySIETS ¥I¢ yAm,
T Quéc, Italia, B Nam - Chi nhdnh Ha |P.Phuong Mai, Q.Dong
rung fluoc, ftalla, ba Noi Pa, TP Ha Noi
Lan
Integra/ My, Bic, Cong ty TNHH IDS | Téng 22, toa nha VCCI,
Pank nho hai dau lam Phép, Thuy 8§, Tho Medical Systems Viét |sé 9 Pao Duy Anh
2 2 Chiée |CP632 Nhi Ki, Thai Lan, Bi, Integra/M§ ySiems VIS yAm
viéc Trung Quéc, Italia, Ba Nam - Chi nhanh Ha [P.Phuong Mai, Q.Dong
g uioe, Hatid, Noi Pa, TP Ha Noi
Lan
Integra/ My, Buc, Cong ty TNHH IDS | Tang 22, toa nha VCCI,
Phép, Thuy 5§, Tho Medical Systems Viét |s6 9 Pao Duy Anh
3 |Kep phiu tich Chiéc |CP605-15; Nhi Ki, Thai Lan, Bi, Integra/My Yo N Y A, £
T Quéc, Italia, B Nam - Chi nhanh Ha |P.Phuong Mai, Q.Dong
rung fouoc, falta, Ba Noi Da, TP Ha Noi
Lan
Integra/ My, Buc, Congty TNHH IDS | Tang 22, toa nha VCCI,
Bay bdc tach véach Phap, Thuy 5§, Tho Medical Systems Viét |s6 9 Dao Duy Anh
4 PV Chiée |CP604-15: Nhi Ki, Thai Lan, Bi, Integra/My ysiems Vic yan
ngan Trung Quéc, Ttalia, Ba Nam - Chi nhanh Ha |P.Phuong Mai, Q.Dong
g uioe, Hatia, Noi Pa, TP Ha N¢i

Lan




Integra/ My, Durc,
Phap, Thuy S¥, Tho

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI,
s6 9 Pao Duy Anh,

5 |Bay bé cudn Chiéc |3714038 Nhi Ki, Thai Lan, Bi, IntegraMy | o s | Pl Mai 0.pén
Trung Qudc, Italia, Ba N6 D.a TP }%é Néi, H0nE
Lan v b v
gﬁzgrﬁéx y’sl?u;’hé Congty TNHH IDS | Téng 22, toa nha VCCI,
. iy P, LY S, , . |Medical Systems Viét [s6 9 Pao Duy Anh,
6 [Kéosim Chiéc (3714381 Nhi Ki, Thai Lan, Bi, Integra/My Nam - Chi nhénh Ha |P.Phurong Mai, Q.D in
Trung Qudc, Italia, Ba Nobi ﬁa TP }%é N(A)i’ wong
Lan v 2 v
gﬁzgraﬁ;x y,S]?u;,hé Cong ty TNHH IDS  |Téng 22, tda nha VCCI,
7 ke Amidal Chié 3741036; NthI,(i T.hy'i I}:’ o Bi Inteora/M? Medical Systems Viét [s6 9 Pao Duy Anh,
°p Amida ¢ (3741067 > hat -atl, Bl, eIV INam - Chi nhénh Ha |P.Phuong Mai, Q.Déng
Trung Quoc, Italia, Ba Nbi Pa. TP Ha Néi
Lan v b v
gﬁzgm};xy’s?“;’hé Cong ty TNHH IDS | Tang 22, toa nha VCCI,
A , % ~p, . y Y , . |Medical Systems Viét |s6 9 Pao Duy Anh,
8 [Pank cam mau Chiéc [3731058 Nhi Ki, Thai Lan, Bi, Integra/M¥y Nam - Chi nhénh Ha |P.Phuong Mai, Q.D én
Trung Qudc, Italia, Ba N6i B'a TP I—%é N(A)i’ H0ng
Lan v 9 v
;ﬁzﬁrﬁxz’s?u;’hé Congty TNHH IDS  |Téng 22, toa nha VCCI,
9 [Pank sat tring Chie |P769 Nhi Ki, Thai Lan, Bi, Integra/M§ x;rilfaésiy;f;;; xft ;Opifgg DﬁZiAghéén
Trung Qudc, Italia, Ba Nobi D'a TP }%é Néi’ -Long
Lan i ’ i
Integra/ My, Dric, Congty TNHH IDS |Tang 22, toa nha VCCI,
£ s Phép, Thuy S¥, Tho . |Medical Systems Viét |s6 9 Pao Duy Anh,
10 |Banh vét mo Chiée 13731004 Nhi Ki, Thai Lan, Bi, Integra’M|Nam - Chi nhénh Ha |P_Phuong Mai, Q.Déng
Trung Québc, Italia, Ba Noi Da, TP Ha Noi
;rgzgre}/xy,s?u;,hé Cong ty TNHH IDS | Tang 22, toa nha VCCI,
. . °p, Ty SY, , . |Medical Systems Viét |s6 9 Pao Duy Anh,
11 [Panh mo mii Chiéc |7768 Nhi Ki, Thai Lan, Bi, Integra/My

Trung Quéc, Italia, Ba
Lan

Nam - Chi nhanh Ha
Noi1

P.Phuong Mai, Q. Déng
Da, TP Ha Noi




Integra/ My, Durc,
Phap, Thuy S¥, Tho

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI,
s6 9 Pao Duy Anh,

12 |Cén dao sb 4 Chiéc |110-167 Nhi Ki, Thai Lan, Bi, IntegraMy |\ o [ Phuong Mai, Q.Déng
Trung Quoc, Italia, Ba Noi Pa, TP Ha Noi
Lan
gﬁggra};x-‘/’s?“;’hé Cong ty TNHH IDS | Tang 22, toa nha VCCI,
< % D, LAWY % , . |Medical Systems Viét [s6 9 Dao Duy Anh,
13 |[Kep sang Backhaus Chiéc [111-102 Nhi Ki, Thai Lan, Bi, Integra/My Nam - Chi nhanh Ha |P.Phuong Mai, Q.B én
Trung Qudc, Italia, Ba Nobi ﬁa TP }%é N(A)i’ wong
Lan v 2 v
gﬁﬁrﬁi’guﬁa Congty TNHH IDS  |Téng 22, toa nha VCCI,
14 |Kep tb chirc Collins | Chide |175-100 NhiKi, Thai Lan, Bi, | Integra/M§ %aeri“faésiy;f;;; x‘;t ;OpiigggDﬁZiAghééng
Trung Quoc, Italia, Ba Noi Pa, TP Ha Noi
Lan
gﬁzgra};xy’s?“%hé Congty TNHH IDS | Tang 22, toa nha VCCI,
. % ~p, . y Y , . |Medical Systems Viét |s6 9 Pao Duy Anh,
15 |Kep mo Chiéc [130-167 Nhi Ki, Thai Lan, Bi, Integra/M¥y Nam - Chi nhanh Ha |P.Phuong Mai, Q.D én
Trung Qudc, Italia, Ba N6i B'a TP I—%é N(A)i’ H0ng
Lan v 9 v
gﬁzgra};xy’s?“;’hé Cong ty TNHH IDS  |Téng 22, toa nha VCCI,
Kep phau tich ngam c6 iy P, LAY SY; , . |Medical Systems Viét [s6 9 Dao Duy Anh,
16 - Chiéc [130-117 Nhi Ki, Thai Lan, Bi, Integra/My g \ . £
rang cua £ . Nam - Chi nhanh Ha [P.Phuong Mai, Q.Dong
Trung Quoc, Italia, Ba N6i Pa. TP Ha Nbi
Lan i ’ i
gﬁ;gra};xy’s?“;’hé Cong ty TNHH IDS | Tang 22, toa nha VCCI,
: iy °p, Ty SY, , . |Medical Systems Viét |s6 9 Pao Duy Anh,
17 |Kep Judd-Allis Chiec [135-115 Nhi Ki, Thai Lan, Bi, Integra/My

Trung Quéc, Italia, Ba
Lan

Nam - Chi nhanh Ha
Noi

P.Phuong Mai, Q. Péng
Da, TP Ha Noi




Integra/ My, Durc,
Phap, Thuy S¥, Tho

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI,
s6 9 Pao Duy Anh,

18 |Kep mo Thoms-Allis | Chiéc [135-125 Nhi Ki, Thai Lan, Bi, IntegraMy |\ o [ Phuong Mai, Q.Déng
Trung Quoc, Italia, Ba Noi Pa, TP Ha Noi
Lan
gﬁzgrﬁéx y’sl?u;’hé Congty TNHH IDS | Téng 22, toa nha VCCI,
19 Kep mach mau Chibe 106-210; NthI’(i fh};i I}:’an Bi Inteora/M? Medical Systems Viét 6 9 bao Duy Anh,
Rochester - Ochsner 106-222; Trung ,Quéc Itali’a IS:a g Y |Nam - Chi nhanh Ha P.Phuong Mai, Q.Dbng
Lan No6i ba, TP Ha No1
gﬁﬁrﬁi’guﬁa Congty TNHH IDS  |Téng 22, toa nha VCCI,
20 |Kep mach mau Crile | Chiéc |106-141 Nhi Ki, Thai Lan, Bi, Integra/My xaeri“faésiy;f;;’; x‘;t ;OPghlfx)(ir(l)ng\l/giAgth)éng
Trung Quoc, Italia, Ba Noi Pa, TP Ha Noi
Lan
gﬁzgra};xy’s?“%hé Congty TNHH IDS | Tang 22, toa nha VCCI,
Kep mach mau iy P, Y SY, , . |Medical Systems Viét |s6 9 Pao Duy Anh,
21 Chiéc [106-181 Nhi Ki, Thai Lan, Bi, Integra/M¥y I . . £
Rochester-Pean Trung Quéc, Italia, Ba Nam - Chi nhanh Ha |P.Phuong Mai, Q.Dong
Lan No1 ba, TP Ha No1
21131 gﬁzgra};xy’s?“;’hé Congty TNHH IDS  |Téng 22, toa nha VCCI,
Kim mang kim Crile- iy f P, SRy Y , . |Medical Systems Viét [s6 9 Pao Duy Anh,
22 Chiec [121-132; Nhi Ki, Thai Lan, Bi, Integra/My g \ . £
wood £ . Nam - Chi nhanh Ha [P.Phuong Mai, Q.Dong
Trung Quoc, Italia, Ba N6i Pa. TP Ha Nbi
Lan v b v
gﬁ;gra};xy’s?“;’hé Cong ty TNHH IDS | Tang 22, toa nha VCCI,
23 |Kéo phiu thuit Mayo | Chiée |220-212 NATKI, Thi Lon, B Integrarvy | Mcdical Systems Viét |50 9 Dio Duy Anh,
©0 phau thuat Mayo ¢ l099-210; ; - Ob CETVY INam - Chi nhéanh Ha |P.Phuong Mai, Q. Péng

Trung Quéc, Italia, Ba
Lan

Noi1

Da, TP Ha Noi




Integra/ My, Durc,
Phap, Thuy S¥, Tho

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI,
s6 9 Pao Duy Anh,

24 |Banh bung Balfour Chiéc |205-298 Nhi Ki, Thai Lan, Bi, Integra/M¥y Nam - Chi nhanh Ha |P.Phuong Mai, Q.B in
Trung Qudc, Italia, Ba N6 D.a TP }%é Néi, H0nE
Lan v b v
gﬁzgrﬁéx y’sl?u;’hé Congty TNHH IDS | Téng 22, toa nha VCCI,
% D, LAWY % , . |Medical Systems Viét [s6 9 Dao Duy Anh,
25 |Banh Farabeuf Chiec |200-115 Nhi Ki, Thai Lan, Bi, Integra/My Nam - Chi nhanh Ha |P.Phuong Mai, Q.Dén
Trung Qudc, Italia, Ba NGi B'a TP }%é N(A)i’ Aoong
Lan v 2 v
gﬁﬁrﬁi’guﬁa Congty TNHH IDS | Téng 22, toa nha VCCI,
26 |Chc Todine Chiée [117-360 Nhi Ki, Thai Lan, Bi, Integra/My xaeri“faésiy;f;;’; x‘;t ;(’Pﬁsg D&nghﬁén
Trung Qudc, Italia, Ba NGi D'a TP }i‘ N6i’ ' &
Lan v b v
gﬁzgra};xy’s?“%hé Congty TNHH IDS | Tang 22, toa nha VCCI,
Khay dung hinh qua iy D, LY % , . |Medical Systems Viét [s6 9 Pao Duy Anh,
27 . Chiec |117-391 Nhi Ki, Thai Lan, Bi, Integra/M¥y o X . £
than Trung Quéc, Ttalia, Ba Nam - Chi nhanh Ha |P.Phuong Mai, Q.Dong
Lan No1 ba, TP Ha No1
gﬁzgra};xy’s?“;’hé Cong ty TNHH IDS  |Téng 22, toa nha VCCI,
Nip hop dung va bao iy P, LAY SY; , . |Medical Systems Viét [s6 9 Dao Duy Anh,
28 \ Chiéec |730-224 Nhi Ki, Thai Lan, Bi, Integra/My I X . £
quan dung cu £ . Nam - Chi nhanh Ha [P.Phuong Mai, Q.Dong
Trung Quoc, Italia, Ba NGi Pa. TP Ha Noi
Lan v b v
gﬁ;gra};xy’s?“;’hé Cong ty TNHH IDS | Tang 22, toa nha VCCI,
Hop dung va bao quan i Np, . y Y , . |Medical Systems Viét |s6 9 Pao Duy Anh,
29 Chiéc |730-501B Nhi Ki, Thai Lan, Bi, Integra/My

dung cu

Trung Quéc, Italia, Ba
Lan

Nam - Chi nhanh Ha
Noi

P.Phuong Mai, Q. Péng
Da, TP Ha Noi
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