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86 :170001148/PCBA-HCM Tp H6 Chi Minh, ngay 24 thang 08 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 bé: CONG TY TNHH SILAB VIET NAM

2. Pia chi: S6 2 Tran Nhan Tén, Phuong 02, Quan 10, Thanh phé HS6 Chi Minh
3. S van ban dé nghi cta co s¢ : 03-17-CBTC/SL-SYTHCM Ngay: 18/08/2017
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: B6 dung cu rira mili va goi hdn hop pha dung dich rira mii
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

Tiéu chuédn 4p dung: Tiéu chuan Chau Au Council Directive 93/42/EEC, CE Mark ; EN ISO
13485:2012 + AC:2012 , ,
5. Thong tin vé chu s& hitu trang thiét biy té :

Tén chu s& hitu: NeilMed Pharmaceuticals Inc.

Dia chi chu s¢ hitu: 601 Aviation Blvd, Santa Rosa, CA 95403, M§

6. Thong tin vé co sé bao hanh:

(1) Tén co s: CONG TY TNHH SILAB VIET NAM
Dia chi: S6 2 Tran Nhan Ton, Phuong 02, Quan 10, Thanh phd H6 Chi Minh
Dién thoai c6 dinh: 02862534533 bién thoai di dong: 0931416616

7. Thanh phan hd so:

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

Gidy chung nhan dat tiéu chuan quan 1y chat luong

2
3 | Phu luc chi tiét trang thiét bj y té
4

Ban phan loai trang thiét bi y té

5 | Phiéu tiép nhan ho so cong bo du dicu kién san xuat trang thiét bi y té hodc Gidy chung
nhan dat tiéu chuan quan 1y chat luong con hi¢u luc tai thoi di€ém ndp ho so cong bo doi
véi trang thiét bi y t€ nhdp khau.

6 | Giay iy quyén cuia chu s¢ hitu trang thiét bi y té

7 | Gidy xac nhan du diéu kién bao hanh




8 | Tai liéu mo ta tom tat ky thuat trang thiét bi y té

9 Gjéy chtng nhan hgp chuan hoic Ban tiéu chuan ma chi s¢ hitu trang thiét bi y té cong
bo 4p dung

10 | Tai liéu huéng dan sir dung cia trang thiét bj y té

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

NGUOI TIEP NHAN HO SO
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Pham Thi Thanh Huyén




BANG KE CHI TIET TRANG THIET BI Y TE

STT | TENTRANG | DPON | CHUNG LOAI QUY CACHDPONG | TEN COSO SAN XUAT/ | TEN CO SO CHU SO TEN COSOBAO | DIA CHI CO SO
THIET BI Y TE VI SAN PHAM GOI (NEU CO) HANG, NUGC SAN HU'U/ HANG, NUGC HANH BAO HANH
TiNH XUAT CHU SO HU'U
1 B¢ dung cu rira miii. Hop NeilMed Sinus Rinse | Hop 1 binh dung cu 240 ml NeilMed Pharmaceuticals Inc., | NeilMed Pharmaceuticals Inc., | Coéng Ty TNHH SILAB | So6 2 Tran Nhéan Tén,
Kit 60 Sachets + 60 go6i hon hop. My My Viét Nam Phuong 2, Quan 10,
(M4 san phim: TP. H Chi Minh
705928001008)

2 B0 dung cu rua miii Hop NeilMed Sinus Rinse | Hdp 1 binh dung cu 120 ml NeilMed Pharmaceuticals Inc., NeilMed Pharmaceuticals Inc., Cong Ty TNHH SILAB | So6 2 Tran Nhan Ton,

danh cho tré em. Pediatric Kit + 60 gbi hén hop. My My Viét Nam Phuong 2, Quan 10,
(M4 san pham: TP. Hb Chi Minh
705928003002)

3 B0 dung cu rua miii Hop NeilMed Sinus Rinse | Hdp 1 binh dung cu 120 ml NeilMed Pharmaceuticals Inc., NeilMed Pharmaceuticals Inc., Cong Ty TNHH SILAB | So6 2 Tran Nhan Ton,

danh cho tré em. Pediatric Starter Kit. + 30 go6i hon hop. My My Viét Nam Phuong 2, Quan 10,
(M4 san phim: TP. H Chi Minh
705928014008)

4 Goi hén hop pha Hép NeilMed Sinus Rinse | Hop 120 goi hdn hop. NeilMed Pharmaceuticals Inc., | NeilMed Pharmaceuticals Inc., | Céng Ty TNHH SILAB | S6 2 Tran Nhan Ton,

dung dich rira mi. 120 Sachets My My Viét Nam Phuong 2, Quan 10,
(M4 san pham: TP. Hb Chi Minh
705928002005)

5 Goi hon hop pha Hop NeilMed Sinus Rinse | Hop 70 goi hon hop. NeilMed Pharmaceuticals Inc., | NeilMed Pharmaceuticals Inc., | Cong Ty TNHH SILAB | S6 2 Tran Nhéan Tén,
dung dich rira miii vu Hypertonic 70 Refill My My Viét Nam Phuong 2, Quan 10,
truong. Sachets TP. H6 Chi Minh

(M4 san pham:
705928004009)

6 Goi hén hop pha Hép NeilMed Sinus Rinse | Hop 120 géi hon hop NeilMed Pharmaceuticals Inc., | NeilMed Pharmaceuticals Inc., | Céng Ty TNHH SILAB | S6 2 Tran Nhan Ton,
dung dich rira miii Pediatric 120 Sachets My My Viét Nam Phuong 2, Quan 10,
danh cho tré em. (M4 san phim: TP. H Chi Minh

705928002043)

7 Goi hon hop pha Hép NeilMed Sinus Rinse | Hop 50 goi hdn hop NeilMed Pharmaceuticals Inc., | NeilMed Pharmaceuticals Inc., | Céng Ty TNHH SILAB | S6 2 Tran Nhan Ton,

dung dich rira mi. 50 Sachets My My Viét Nam Phuong 2, Quan 10,
(M4 san pham: TP. Hb Chi Minh
705928052000)
8 Goi hon hop pha Hop NeilMed Sinus Rinse | Hop 30 goi hon hop NeilMed Pharmaceuticals Inc., | NeilMed Pharmaceuticals Inc., | Coéng Ty TNHH SILAB | So6 2 Tran Nhéan Tén,
dung dich rira mi. 30 Sachets My My Viét Nam Phuong 2, Quan 10,
(M4 san phim: TP. H Chi Minh
705928002302)
9 B0 dung cu rira mili. Hop NeilMed Sinus Rinse | Hop 1 binh dung cu 240 ml NeilMed Pharmaceuticals Inc., NeilMed Pharmaceuticals Inc., Cong Ty TNHH SILAB | So6 2 Tran Nhan Ton,
10 Sachets + 10 gbi hdn hop My My Viét Nam Phuong 2, Quan 10,

(M4 san pham:
705928003101)

TP. H6 Chi Minh.
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