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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 s& cong bdé: CONG TY TNHH VAT TU KHOA HQOC KY THUAT LE ANH
2. biachi: S6 21 — Ngo 158 — Pho Hong Mai — P. Quynh L61 — Q. Hai Ba Trung — TP. Ha Noi,
Phuong Quynh L6i, Quan Hai Ba Trung, Thanh phé Ha No1

3. S6 vin ban dé nghi ctia co s¢: 0107736466 Ngay: 02/12/2020

4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: B hoa chat dung trong Giai phau bénh-té bao hoc- mé hoc
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 chuan chét luong san pham ap dung: ISO 13485

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

Tén chu s& hiru: Cancer Diagnostics, Inc. (CDI)/ My

Dia chi chu s¢ hitu: 4300 Emperor Blvd., #400 Durham, NC 27703

6. Thong tin vé co sé bao hanh:

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chirng nhan dat ti€éu chuan quan 1y chat luong con hi¢u lyc tai thoi diém ndp ho so.

4 | Gidy uy quyén cua chi sé hitu trang thiét b y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liu mo ta tom tat ky thuat TTBYT theo mau s6 1 Phu lyc 8

7 | Giay chiing nhan hop chuan hoic Ban tiéu chuan ma cha so hitu trang thiét bi y té cong
bo 4p dung

g | Két qua danh gia cac thong s6 hoa, 1y, vi sinh va cac thong s6 khac do co sé du diéu
kién theo quy dinh cta phap luat vé danh gia su phit hop cap ddi vai trang thiét bj y té
san xut trong nudc

9 | Tai liéu hudng dan sir dung cua trang thiét bi y té

10 | Mau nhén sé& st dung khi lvu hanh tai Viét Nam cua trang thiét bi y té




11

Giéy chtirng nhan luu hanh ty do con hiéu lyc tai thoi diém nop ho so doi véi trang thiét
bi y té nhap khau hodc Phiéu ti€p nhén ho so cong bo du diéu kién san xuat trang thiét
biy té do1 voi TTBYT san xuat trong nude

NGUOI TIEP NHAN HO SO

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

QUY
CHUNG| CACH | TENCOSG | TENCO SO
. ; , PON VI| LOAI | PONG | SAN XUAT/ |CHU SO HUU/ [ TEN CO SO
STT TENTRANG THIET BL Y TE TINH [ SAN | GOI |HANG,NUGC | HANG, NUGC | BAO HANH
PHAM | (NEU | SANXUAT | CHUSOHUU
CcO)

1 GROSSING SPECIMEN PROCESSING Cancer Cancer CONG TY
B0 hda chat vat tw cho chuan bi mau bénh Diagnostics, Inc. |Diagnostics, Inc. |TNHH VAT
phadm(Thuéc danh dau mé bénh pham, dao & (CDI)/ My (CDI)/ My TU KHOA
thdt pha bénh phdm, dung cu ldy mau sinh thiét HOC KY
da, tGi g6i mau sinh thiét, chat pht mau cho ky THUAT LE
thuat duc khéi cell-block...) ANH

2 FIXATIVES AND DECALCIFIERS Cancer Cancer CONG TY
B& héa chét dung cho ¢ dinh mau bénh pham va Diagnostics, Inc. |Diagnostics, Inc. |TNHH VAT
khir can xi ( cac loai formalin dém trung tinh, héa (CDI/ My (CDI/ My TU KHOA
chét khir can xi, khtr can xi st dung acid ni to rit: HOC KY
Niter-Cal...) THUAT LE

ANH

3 DEHYDRANTS AND CLEARING AGENTS Cancer Cancer CONG TY
B& hda chét tay lam sach va khir nwéc ( Xylene, Diagnostics, Inc. |Diagnostics, Inc. |TNHH VAT
héa chét thay thé xylene, con cac loai...) (CDI)/ My (CDI)/ My TU KHOA

HOC KY
THUAT LE

ANH




EMBEDDING SECTIONING MICROTOMY Cancer Cancer CONG TY
Bo vat tw hoa chat cho cét va dic mau bénh Diagnostics, Inc. |Diagnostics, Inc. |TNHH VAT
pham ( Lw&i dao cat tiéu ban, paraffin ( nén) tinh (CDI)/ My (CDI) My TU KHOA
khiét, khudn dic inox, méi trwérng cho cét lanh HOC KY
mau bénh pham, dung dich xit lanh nhanh, dung THUAT LE
dich xit tAy nén ... ANH
STAIN SYSTEMS Cancer Cancer CONG TY
B0 héa chat nhudm ( Hematoxyline, Eosin, dd Diagnostics, Inc. |Diagnostics, Inc. |TNHH VAT
schiff, acid periodic, nhuém nhanh cho cét lanh, (CDI/ My (CDI/ My TU KHOA
bé nhudm, rack... HOC KY
THUAT LE
ANH
CYTOLOGY Cancer Cancer CONG TY
B0 hda chat nhudm té bao ( EA50, OG, dd la giau Diagnostics, Inc. |Diagnostics, Inc. |TNHH VAT
té bao...) (CDI)/ My (CDI)/ My TU KHOA
HOC KY
THUAT LE

ANH
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