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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 dudng Pao Duy Anh,, Phuong Phuong Mai, Quan Pdng
Da, Thanh phd Ha Nbi
3. S6 vian ban dé nghi ctia co s6: 0824 2020/IDSHN-SYT Ngay: 27/08/2020
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: ISO 13485
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 USA
6. Thong tin vé co s¢ bao hanh:
(1) Tén co so: Cong ty TNHH IDS Medical Systems Viét Nam - chi nhanh Ha N1
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 bié¢n 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

Nguyén Minh Hai
Chanh Van phong
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B6 dung cu phau thuit tai miii hong

Integra/ My, Dtic, Phap,
Thuy Sy, Thé Nhi Ki, Thai

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI, sd
9 bao Duy Anh, P.Phuong

1 |Pao ludi liém Chige 13714282 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q.Ddng Pa, TP Ha
Ba Lan Noi No6i
Integra/ My, Puc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
ue tham do 10 y Thuy S¥, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Pao Duy Anh, P.Phuon
2 :Elﬁng xoang tran Chice 13714231 Lan,y Bi?]Trung Qudc, Italia, Integra/My Nam - Chiynhénh Ha (Mai, Q.Dgng Pa, TP Ha :
Ba Lan Noi1 Noi1
Thvg 89, 25 Mot K0 i Vo Sy Vi Do Dy A, P Pl
« , ) Ny uy Sy, Tho Nhi Ki, Thai N edical Systems Viét ao Duy Anh, P.Phuon
3 |Onghit Frazier | Chiec 37140065 Lan,y Bif]Trung Qudc, Italia, Integra/My Nam - Chiynhénh Ha |Mai, Q.Dgng ba, TP Ha ¢
3714007, N N
Ba Lan Noi Noi
Integra/ My, Durc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
x y Thuy S¥, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Pao Duy Anh, P.Phuon
4 |Muong nao xoang | Chicc 13714223 Lan,y Bif]Trung Qudc, Italia, Integra/My Nam - Chiynhénh Ha |Mai, Q.Dgng Pa, TP Ha ¢
Ba Lan Noi Noi
Integra/ My, Durc, Phap, Congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Thia nao xoan X Thuy S¥, Tho Nhi Ki, Thai . [Medical Systems Viét|9 Dao Duy Anh, P.Phuon
> tran ®  |chiée [3714230 Lan,y Bi?]Trung Qubc, Italia, Integra/My Nam - Chiynhénh Ha |Mai, Q‘Bgng ba, TP Ha :
Ba Lan Noi Noi
Integra/ My, Durc, Phap, Congty TNHH IDS  |Tang 22, tda nha VCCI, s6
6 Ong hut mili Chide  |3714495; Thuy S¥, Tho Nhi Ki, Thii Integra/My Medical Systems Viét|9 Dao Duy Anh, P.Phuong
xoang 3714239; Lan, Bi, Trung Qudc, Italia, Nam - Chi nhdnh Ha |Mai, Q.Bong Pa, TP Ha

Ba Lan

Noi1

Noi




Integra/ My, Dtic, Phap,
Thuy S¥, Tho Nhi Ki, Thai

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI, sd
9 bao Duy Anh, P.Phuong

7 |Kim catnguoe  |Chice 3712032 Lan, Bi, Trung Quéc, Ttalia, | "™°8MY |\Nam - Chi nhénh Ha [Mai, Q.Déng Pa, TP Ha
Ba Lan Noi1 Noi1
Integra/ My, Dirc, Phap, congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Giraffe trong iy Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
8 Ingoai Chiee 3711053 Lan, Bi, Trung Quéc, Ttalia, | "™°8MY |\Nam - Chi nhénh Ha [Mai, Q.Déng Pa, TP Ha
Ba Lan Noi1 Noi1
Integra/ My, Dirc, Phap, congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Kém miii xoang y Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
3 Weil-Blakesley Chige 13711038 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Ddng Pa, TP Ha
Ba Lan Noi Noi1
Forcens mii Integra/ My, Puc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
10 |xoan p Weil- Chiée 3711047, Thuy Sy, Tho Nhi Ki, Thai Inteera/MS Medical Systems Viét(9 Dao Duy Anh, P.Phuong
g 3711039; Lan, Bi, Trung Qudc, Italia, & Y |Nam - Chi nhanh Ha Mai, Q. Pbng Pa, TP Ha
Blakesley . .
Ba Lan Noi1 Noi1
Integra/ My, Puc, Phap, Congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Kém phau tich iy Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
1 mili Xxoang Chicc 13711085 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Déng Pa, TP Ha
Ba Lan Noi Noi
Integra/ My, Duc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
o ane 2 v Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
12 |Kim dot thang Chiee 13711079 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Déng Pa, TP Ha
Ba Lan Noi Noi
Integra/ My, Puc, Phap, Cong ty TNHH IDS  |Téang 22, tda nha VCCI, s6
1A 2 £ Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 BDao Duy Anh, P.Phuong
13 |Kim bam thing \Chicc 3712038 Lan, Bi, Trung Qubc, Italia, Integra/My Nam - Chi nhanh Ha [Mai, Q.Béng ba, TP Ha
Ba Lan Noi Noi
3712039- Integra/ My, Durc, Phap, Congty TNHH IDS  |Tang 22, tda nha VCCI, s6
A % ’ Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
14 |Kim bam Chige g;i;ﬂg’ Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Déng Pa, TP Ha

Ba Lan

Noi

Noi




Integra/ My, Dtic, Phap,
Thuy S¥, Tho Nhi Ki, Thai

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI, sd
9 bao Duy Anh, P.Phuong

15 |Kémphdu tich \Chicc 3712036 Lan, Bi, Trung Quéc, Ttalia, | "™°8MY |\Nam - Chi nhénh Ha [Mai, Q.Déng Pa, TP Ha
Ba Lan Noi1 Noi1
Integra/ My, Dirc, Phap, congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Kerrison xoang £ Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
16 liran Chiee 13712118 Lan, Bi, Trung Quéc, Ttalia, | "™°8MY |\Nam - Chi nhénh Ha [Mai, Q.Déng Pa, TP Ha
Ba Lan Noi1 Noi1
Integra/ My, Dirc, Phap, congty TNHH IDS  |Tang 22, tda nha VCCI, s6
B mo miéng e Thuy Sy, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
17 MclVor Chice 13734152 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Ddng Pa, TP Ha
Ba Lan Noi Noi1
3734066: Integra/ My, Puc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
e o A y ’ Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 BDao Duy Anh, P.Phuong
18 D¢ ludi cic ¢ Chice 3734067: Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q.Ddng Pa, TP Ha
3734068; n N
Ba Lan Noi1 Noi1
Integra/ My, Puc, Phap, Congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Kim chich thanh iy Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
19 quan Chice IMCL5SU Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Déng Pa, TP Ha
Ba Lan Noi Noi
Integra/ My, Duc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
Cay tham do miii iy Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
20 xoang Chiee  IMCEN130 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q. Déng Pa, TP Ha
Ba Lan Noi Noi
Ong hit Integra/ My, Durc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
A % Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
21 Malleable, dau Chiec  IMCEN133 Lan, Bi, Trung Qubc, Italia, Integra/My Nam - Chi nhanh Ha [Mai, Q.Béng ba, TP Ha
cun " ne
Ba Lan Noi1 Noi1
Integra/ My, Puc, Phap, Cong ty TNHH IDS  |Téang 22, toa nha VCCI, s6
99 Dung cu u6n ong Chiée  |MCENL49W Thuy S¥, Tho Nhi Ki, Thai Integra/M§ Medical Systems Viét|9 Pao Duy Anh, P.Phuong

hat

Lan, Bi, Trung Quéc, Italia,
Ba Lan

Nam - Chi nhanh Ha
Noi1

Mai, Q.Dbng Pa, TP Ha
Noi




Ong hat Malleable

Integra/ My, Dtic, Phap,
Thuy S¥, Tho Nhi Ki, Thai

Cong ty TNHH IDS
Medical Systems Viét

Tang 22, tda nha VCCI, sd
9 bao Duy Anh, P.Phuong

23 thanh quan Chige |MCEN131 Lan, Bi, Trung Qudc, Italia, Integra/My Nam - Chi nhanh Ha |Mai, Q.Déng Pa, TP Ha
Ba Lan Noi1 Noi1
Integra/ My, Dirc, Phap, congty TNHH IDS  |Tang 22, tda nha VCCI, s6
Cén kep sinh thiét | ., Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Pao Duy Anh, P.Phuong
24 nat Chige | CEVS04PS Lan, Bi, Trung Quéc, Ttalia, | "™°8MY |\Nam - Chi nhénh Ha [Mai, Q.Déng Pa, TP Ha
Ba Lan Noi1 Noi1
Integra/ My, Dirc, Phap, congty TNHH IDS  |Tang 22, tda nha VCCI, s6
< , .z |CEV504S3; Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
25 |Ong hut Chige | ~rvs0455: Lan, Bi, Trung Quéc, Italia, | " °8¥MY " |Nam - Chi nhénh Ha |Mai, Q.Déng Pa, TP Ha

Ba Lan

Noi

Noi
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