SO Y TE HA NOI CONG HOA XA HQI CHU NGHIiA VIET NAM
Doc 1ap - Tu do - Hanh phuc

S4: 200001580/PCBA-HN Thanh phé Ha Néi, ngay 09 thang 09 nim 2020

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 bd: CONG TY CO PHAN IME

2. bia chi: Phong V4.2-V4.3, Tang 4, Trung Tam Thuong Mai va Van Phong A-B, Toa Imperia
Garden, S6 203 Nguyén Huy Tudng, Phuong Thanh Xuan Trung, Quan Thanh Xuan, Thanh phd
Ha N¢i1, Vi¢t Nam, Phuong Thanh Xuan Trung, Quan Thanh Xuan, Thanh phé Ha No1

3. S6 vian ban dé nghi ctia co s6: 2005-IME/200000005 Ngay: 01/09/2020

4. Trang thiét bj y té thudc loai A

Tén trang thiét bi y té: Kinh hién vi phiu thuat cac chuyén khoa va phu kién tiéu chuan

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: Theo tiéu chaun cta nha san xut

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

Tén chu sé hiru: Haag Streit Surgical GmbH & Co.KG — Germany

Dia chi chu s¢ hitu: Rosengarten 10-22880 Wedel, Germany.

6. Thong tin vé co s¢ bao hanh:

(1) Tén co sé: Cong Ty C6 Phan IME

Dia chi: Phong V4.2-4.3, Tang 4, Trung tim thuong mai va Vin phong A-B, Toa Imperia
Garden, S6 203 Nguyeén Huy Tuong, Phuong Thanh Xuan Trung, Quén Thanh Xuén, TP Ha
N6i, Phuong Thanh Xuan Trung, Quan Thanh Xuan, Thanh pho Ha Noi

Pién thoai ¢ dinh: 024 33556699 bién thoai di dong: 0913370077
7. Thanh phan hd so:

1 | Phy lyc chi tiét trang thiét bi y té

2 | Ban phan loai trang thiét bi y té

3 | Gidy chiing nhan dat tiéu chuan quéan 1y chat lugng con hiéu lyc tai thoi diém ndp ho so.

4 | Gidy iy quyén cua chu so hitu trang thiét bi y té

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tailiéu mo ta tom tat ki thuat TTBYT theo mau s6 1 Phu lyc 8




Giay chimg nhan hop chuan hoic Ban tiéu chuan ma chi so hitu trang thiét bi y té cong

7 ,
bo 4p dung

g | Két qua danh gia cac thong so hoa, 1y, vi sinh va cac thong s6 khic do co so du diéu
kién theo quy dinh cua phép luat vé danh gid su phu hop cap doi véi trang thiét bi y té
san xuat trong nudc

9 | Tai liéu hudng din st dung cua trang thiét bi y té

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

11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i véi trang thiét

bi y té nhap khau hodc Phiéu tiép nhan hd so cong bd du diéu kién san xuét trang thiét
biy t€ do1 véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chéanh Van phong




TEN DPIA CHi CO SO

TEN CO SO CHU SO
HUU/ PHAN PHOI/

STT s CHENE10.0 SAN XUAT HANG, TEN CO'SO PIA CHI COSO
TINH SAN PHAM /HANG NUOGC SX |NUOGC CHU SO HU'U/ FSS L BESRESI
PHAN PHOI
HS Hi-R Neo 900; HS Hi-R Neo 900A; Phong V4.2-4.3, TAng 4,
HS Hi-R Neo 900 A NIR; HS Hi-R 700; Trung tdm thuong mai va
Kinh hién vi phﬁu i B HS Hi-R 700 XY; HS Hi-R 1000; HS Haag Streit Surgical Haag Streit Surgical ) Vin phong A-B, ,T(‘)a
1 vh phy kien-tidy chuér; chicc  [Allegra 900; HS Allegra 700; HS Allegra GmbH & Co.KG — GmbH & Co.KG — Cong Ty C6 Phin IME Imperia Garden, S6 203
o 500; HS Allegra 300; HS Allegra 330; HS Germany Germany Nguyén Huy Tudng, Phudng
Allegra 30; HS Allegra 50; HS Allegra 90; Thanh Xuén Trung, Quan
HS Allegra 9; HS Allegra 590. Thanh Xuan, TP Ha Noi
N pof iR § FS 1-12; FS 2-11; FS 2-13; FS 2-15; FS 2-
1.1 fhl::l’t‘ 0 ditu; eho kinh hicn i phay chic  |21; FS 2-23; FS 2-25; FS 3-43; FS 3-45;
i FS 5-33.
12 B(f)xdiéu lihién dung cho kinh hién vi chidc  |CU2012: CU 3-51: CU 3-55 %
phau thuét % .0
1.3{H¢ thong truyén hinh anh chiéc  [HS MIOS 5. /70;6
1.4|Camera chiéc  |[C.MOR HD; C.MOR HD3 /2 &7
: . W=
n T & Beam splitter 50:50; Beam splitter 20:80; *
1.5|B9 chia sang chiee Beam Sl;litter T; Beam splitter NIR. &3)\1
A
DIPLOSCOPE U; DIPLOSCOPE T-L; \%
1.6|Bo néi kinh hién vi chibe  [DIPLOSCOPE T-R; VERTISCOPE U; =
: VERTISCOPE T-L; VERTISCOPE T-R;
VERTISCOPE.
1.7|B6 phau thuat doi dién chiée  |C.DUO.
1.8|B0o ph'?lu thudt chong hinh anh chiéc C.INJECT 900; C.INJECT 1000.
TV attachment 1/3” C-Mount (micro); TV
19|86 Két néi gén — chiée attachment 1/2” C-Mount (micro); TV
il attachment 1/3” C-Mount; TV attachment
1/2” C-Mount.
C.Inject 1000 adaptation to FS 3-43;
1.10{B6 két ndi phiu thuat chdng hinh anh chiéc  |C.Inject 900 adaptation to FS 2-21/ 25;
C.Inject 1000 adaptation to FS 5-33.
HS MIOS 5 adapttion to FS 2-1X; HS
1.11|B6 két ndi hé théng truyén hinh anh chiéc  |MIOS 5 adaption to FS 2-2X and FS 3-43;
HS MIOS 5 adaptation to FS 5-33.
1.12[B6 két n6i iOCT chiéc  |iOCT adaptation to FS 2-21/25.
C.MOR HD/ HD3 adaptation to FS 2-
1.13|B6 két néi camera chiéc  |11/15/21/23/25 and FS 3-4X; C.MOR HD/

HD?3 adaptation to FS 5-33.

Page 1 of 2



chiéc

1.14[Khép ndi chuyén doi M.REC 2 adaptation to FS 5-33.
115 Siac modul phan mém phu trg kinh hién chibe C.MON HD.
C.MON adaptation for FS 2-
FUT U .z 11/15/21/23/25 and FS 3-4x;
1.16|B0 két n6i man hinh chiéc C.MON adaptation for FS 5.33.
M.DIS for HS Allegra
5 i dho 3 DA . % 30/50/90/300/500/590/900; M.DIS for HS
1.17|Man hinh hién thi kinh hién vi chiéc Hi-R Neo 900/900A; M.DIS for HS Hi-R
700 and HS Hi-R 700XY/1000.
| 1|BO dau kinh (ong nhom) logi bé cong chiée Sg:grch ? eﬁfﬁffogdigﬁi?ﬁié 13())(0
%1160 do hodc 200 do _Spne’es BYED :
degree, incl., 10x oculars.
1.19|B6 dau kinh (6ng nhom) loai c6 dinh chiéc  |Eyepiece head 0 degree, 12.5x.
Stereoscopic observer head, w. 160 degree
eyepiece head, 10x, spindle;
1.20|B6 éng kinh phu cting quan sat chiéc Stereoscopic observer head, fix. 0 degree
eyepiece head,12.5x
121 Barl dap diéu khién kinh hién vi phau chiéc  |EF 5000: EF 5001. }
thudt e
1.22|Céng tac diéu khién kinh bang miéng chiéc  |Mouth switch. S
1.23[Man chin chi?%c Double iris diaphragm. e
1.24|B¢ do khiic xa gidc mac chicc  [Keratoscope. N :'\.'_ \Q
1.25|B6 chiéu khe di chuyén bang motor chiéc  |Motorized slit lamp. NG D
126 B(_):khuecAh dai phu tung cho kinh hién vi chiée  |Magnifeye. Vi H
phau thuat £
1.27|Thi kinh diéu chinh phau thut toric chiéc  |Tocular. e A
r @ N ¥ =
1.28|H¢ thong kinh phau thuat ban phan sau chié¢c  [EIBOS 2; EIBOS 2 NIR.
Ophthalmoscopic lens 90D NIR;
129 Théu kinh phau thuét ban phin sau di chide Ophthalmoscopic lens SPXL NIR;
" |kém Eibos 2 Ophthalmoscopic lens 90D;
Ophthalmoscopic lens SPXL.
Cac linh phu kién khac di kém theo cac 2
1.30 chiéc

kinh hién vi phau thuét.
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