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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: 0805 2020/IDSHN-SYT Ngay: 05/08/2020
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 4p dung: ISO 13485
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu s¢ hitu: Integra
Dia chi chu s¢ hitu: 311 Enterprise Drive, Plainsboro, NJ, 08536 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

Bom kim tiém

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
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1 thanh quan Chige 650050 Lan, Bi, Trung Quoc, Italia, ntegra/My Nam - Chi nhdnh Ha |Mai, Q.Pong Pa, TP Ha
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3 Ié Chige Lan, Bi, Trung Quoc, Italia, ntegra/My Nam - Chi nhdnh Ha |Mai, Q.Bong Pa, TP Ha
Ba Lan Noi Noi
Integra/ My, Durc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
. v Thuy Sy, Tho Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
K h MCEN344U j p . I M oLy N . 1
4 €0 Chige Lan, Bi, Trung Quoc, Italia, ntegra/My Nam - Chi nhdnh Ha |Mai, Q.Bong Pa, TP Ha
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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
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7 |Ludicao Chige 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
< L X £ Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
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8 |Ongdodtviphau |Chiéc 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
Dung cy dét vi y Thuy S¥, Thé Nhi Ki, Thai . |Medical Systems Viét|9 Dao Duy Anh, P.Phuong
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o phau monopolar Chiéc Lan, Bi, Trung Quoc, Italia, Integra/My Nam - Chi nhdnh Ha |Mai, Q.Pong Pa, TP Ha
Ba Lan Noi Noi
Integra/ My, Puc, Phap, Cong ty TNHH IDS  |Tang 22, tda nha VCCI, s6
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