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S6 :170000005/PCBA-TNg Tinh Thdi Nguyén, ngay 06 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 MANI MEDICAL HA NOI

2. bia chi: X6m Vang, xa Tan Huong, thi xa Pho Yén, tinh Thai Nguyén, Xa Tan Huong, Thi xa
Pho Yén, Tinh Thai Nguyén

3. S6 van ban dé nghi ctia co s¢ : PLTTBYT SR-A4/MMH Ngay: 29/08/2017

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y té: Kim dinh da

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 ap dung: ISO 13485 : 2012 + AC : 2012

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

Tén chu s& hitu: Mani INC

Dia chi chu so hitu: 8-3 Kiyohara Industrial Park, Utsunomiya, Tochigi, 321-3231 JAPAN

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

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

Gidy chung nhan dat tiéu chuan quan 1y chat luong

Phu luc chi tiét trang thiét bi y té

Ban phén loai trang thiét bi y té
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Phiéu tiép nhan ho so cong b du diéu kién san xuét trang thiét bi y té hodc Gidy chimg
nhan dat tiéu chuan quan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so cong bo doi
voi trang thiét bi y t€ nhap khau.

Gidy uy quyén cta chu so hiru trang thiét bi y té

Giay xac nhan du di€u kién bao hanh

Tai liéu mo ta tom tat ki thuat trang thiét bi y té
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Giay chtng nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong
bo 4p dung
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Tai liéu huéng dan sir dung ciia trang thiét bi y té
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Mau nhén s& str dung khi luu hanh tai Viét Nam cua trang thiét bi y té

NGUOI TIEP NHAN HO SO

Dang Ngoc Huy




BANG KE CHI TIET TRANG THIET BI Y TE

T TEN TRANG THIET BI| PON VI | CHUNG LOAI gg;g“cc; TEN CO SO SAN XUAT/ Tﬁgﬁg Sl?U%IZUC?ﬁI{s%U/ T T A T PIA CHi CO SO BAO
Y TE TINH SAN PHAM 2 < | HANG, NUOC SAN XUAT o HANH
(NEU CO) HUU
Kim thao ghim
Manipler - . Modern Medical Equipement . At Do
Remover SR- hop Manufacturing Ltd, Hong Kong Mani INC, Nhat Bin
. 1S/RS-1S
1 R .

Kim thao ghim Kim thio ghim

Skin staple hop Modern Medical Equipement Mani INC, Nhat Bén

Remover SR-
1D/RS-1D

Manufacturing Ltd, Hong Kong
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