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Doc 1ap - Tu do - Hanh phuc

S4: 210000631/PCBA-HN Thanh phé Ha Néi, ngay 25 thang 05 nim 2021

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 TNHH CHUYEN GIAO CONG NGHE AN BINH
2. bia chi: S6 4, ngach 898/51 dudng Lang, Phuong Lang Thuong, Quin Ddng Pa, Thanh phd Ha

No1

3. S6 vin ban dé nghi cua co sé: 067 Ngay: 19/05/2021
4. Trang thiét bi y té thudc loai A

Tén trang thiét bi y t&: B6 dung cu phau thuat Tai miii hong

Chung loai/ma san pham: Theo phu luc

Tén co s& san xuat: Theo phu luc

Dia chi co s& san xuat: 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¢ hitu: Nopa instruments Medizintechnik Gmbh
Dia chi chu s¢ hitu: Weilatten 7-9, 78532 Tuttlingen, Germany

6. Thong tin vé co sé bao hanh:

(1) Tén co sé: Cong ty TNHH chuyén giao cong nghé An Binh

Dia chi: Nha s6 4, ngach 898/51 duong Lang, Phuong Lang Thuong, Quan Pdng Pa, Thanh
pho Ha Noi
Dién thoai ¢ dinh: 02463265620 bién thoai di dong:

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 ky thuat TTBYT theo Mau s6 1 (d6i véi TTBYT thong thuong va
IVD la may, thiét bi...), Mau s6 2 (d6i véi TTBYT IVD 1a thudc thir, chat hiéu chuan,
vat liéu kiém soat in vitro) tai Phu luc 8

7 Gjéy chtmg nhan hgp chuan hoic Ban tiéu chuan ma chii s¢ 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

o

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

PON VI

CHUNG LOAI

TEN CO SO SAN XUAT/

TEN CO SO CHU SO HU'U/

STT |[TEN TRANG THIET BI Y TE T S A HANG, NUGC SAN XUAT |HANG, NUGC CHU SO HU'U TEN COSO BAO HANH | PIA CHI CO SO BAO HANH
3 |Nhip Semken, thang, khong méu, ¢6 ring, dai 15.5em Cai AB 130715 ?ﬁ?ﬁiﬂf&m / Birc ﬂ?;ﬁﬁiiﬂygﬁibh / Birc Saér?: nZhZI\LHrnHBiC:s ven oo ifn?}fﬁ};f%?ﬂgﬁgﬂﬁgéi
4 Nhip Gerald thang, khong méu, ¢6 ring, dai 18cm Cii AB 17018 Il\\]/l?;?inirtz:sc::::egtribh / Pire Il\\]/l(e);?initx::i::zegt;bh / Pire ccé(?mrzggntz}gil—rl]}lgf:l:l yengiee iﬁéﬁi&?ﬁaﬁngﬁgﬁﬁgéi
s [Nhip De Bakey khong sang chan, dau 1.5mm, thing, dai Cai ABg60/l6  |NOPA instruments NOPA instruments Cong ty TNHH chuyén giao $6 4,ngéch 898/51 dudng Lang,

16cm Medizintechnik Gmbh / Dtrc Medizintechnik Gmbh / Dtrc cong ngh¢ An Binh Léang Thuong, Bong Da, Ha Noi
6 Nhip De Bakey khong sang chan, dau 2.0mm, cong dai Chi AB 869/16 NOEA instruments NOEA instrurnents Céng ty TNHH chuyén giao S6 4,ngach 898/51 duong La’mg,'

16cm Medizintechnik Gmbh / Duc Medizintechnik Gmbh / Duc cong nghé An Binh Lang Thuong, Dong Da, Ha Noi
7 |Kep xoang Lister, i 160m Cii | AFOSOI6 | echok Gmbh/Ditc | Mook Gmbh/Bitc__|cong gt An B |Ling Toong, Ding Do s i
8 |Keo phiu thut Standard, thang, 2 dau nhon, dai 14.5em | Cii AC 030714 I;Agigggiﬁicgibh / Pire Iljdgtfig;;iﬁ;ﬁcgibh / Pire fairfntﬁhgﬂffﬁ vén gio iitﬁﬁﬁ;fénggi%ﬁg&
5 [Kéo i thuit Sandard.cong. 2 dhunhon.dai 145em | cai | acowns [Om s 0[O M mmtanmm o e bine e
10 \Kep mach méu Halted-Mosquito cong, dai 12.5cm Cai AA TSI I;Agigggiﬁicgibh /Dérc Iljdgtfig;;iﬁ;ﬁcgibh /Dac fairfntﬁhgﬂffﬁ vén oo iitﬁﬁﬁ;fénggi%ﬁg&
11 [Kep mach méu Haled-Mosauito thing, i 125em | cai | anisonz [JOmS S0P I i et an b e [ine ranene. bing e 1
12 |Kep dong mach Caims cong, dai 15cm Cai AA 219715 mi;f;scmegibh / Birc ﬁgizﬁiiﬁfgibh / Birc 566;: nZhgiiHBic:s ven oo iinzﬁi;iﬁisgnggd:,gﬂﬁgéi
13 |Keém kep kim Halsey thing, dai 13cm Cai AE064/13 I;A(gignti::ygibh / P Ilj/lgj)i?initx::i::::egtribh / P ccairzggnt;h?ﬁiicﬁl ven oo iin:ﬁéilgnt%Sgnguf)d:,g&?;géi
14 |Kém kep kim Mayo Hegar thing, dai 16em Céi AE 100716 ?A(e)(iznggygibh / Dl ?Ag(i;;tr;iﬁiegibh / Pirc ccaér:lgg ;Zh?\i\liilc:}l; o g Is‘iné‘g’nﬁf;f;%?nglg:ﬁf;géi
15 |Cén dao md sb 3 cai AD 010/03 m;fnf;iﬁ?ﬁegﬁbh /P Il;]/l(e)c;)igrnitr::l:g:lr(legtlibh /Pirc Sa?: ntgh—le;:NAT-l[;:}? ven geo ffn:ﬁéf;f,%Sgng%b:,gﬁzéﬁgéi
16 |Dao cat amidan Abraham, dai 2lem cii KL 248121 I;A(Z;Zni;i::xegibh /Pl I;A(;);Snti::::egibh /Pl ccair;gnt;hgiﬁf:ﬁl von g iin:ﬁégl;ntifgnglgyigHzé;géi
1§ |DE udi Standard, i 14.5 em il KL cmbh /Ditc |Vt Gt D |t A Bt it manne Do s
20 |Pe ludi Wieder c3 2, ddi 14.5 em cai KL 120715 E?iﬁﬁii:ﬁ?ﬁegibh /P E?;Qf;i:ﬁ?ﬁegibh /Pirc Sa?: nzhgﬂf:ﬁl ven geo iin:ﬁé:;ni%Se:ngl;)b:,gl-lzé;géi
21 B cét amidan Eves, déi 28em Ci | KL | ek Gmbh/Dic |Mebinechnk Gmbh /Disc_|somg nght AnBinh | Theon, Déng b 13 e
22 |Dé ludi Tobold, dii 14.5cm ca | KLime etk Gmbh/Ditc | Modisneck Gmbh/ e |oong e An B |Ling Toong, Ding Do, ARG
23 |[Kep polypus thanh quin Fracnkel,dai 18cin il KL s o /Ditc_ | Mottt ot/ Dic_|some s An Bt | emone béng e o
24 |Banh nong khi quén Laborde, dai 14cm Céi KL 155/14 NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dwdng Lang,

Medizintechnik Gmbh / Blrc

Medizintechnik Gmbh / DBlrc

cong ngh¢ An Binh

Lang Thuong, Déng Da, Ha Noi




NOPA instruments

NOPA instruments

Cong ty TNHH chuyén giao

S6 4,ngach 898/51 duong Lang,

25 |Guong sof thanh quan lién cén, ¢5 2, d4i 14mm c KLS2214 1\ dizintechnik Gmbh /Dite | Medizintechnik Gmbh /Ditc | oong nghé An Binh " Lng Thuong, Déng Pa, Ha Noi
26 |Guong sof thanh quan lién cén, ¢& 3, dai 16mm Céi KL 522/16 E?iﬁiliﬁ?ﬁegﬁbh / Pitc Iljd(e);gr:;iﬂ:li‘eg:ibh / Pitc cca?: ntgh—le;:NAT-l;?:}? yengiee E;:ﬁéﬁ];i%Sefng%&:,gﬁzéﬁgéi
27 |Guong soi thanh quan lién cin, c3 4, dai 18mm cai KL 52218 I;A?;Qni;i::iegibh / Pt I;A?;;\initti::::egt;bh / Pt ccair;gnzhgﬁf:ﬁl von go iin:ﬁégl;ntifgnglgyigHzé;géi
31 |Cay nao VA Beckmann thing, c& 4, d4i 22cm cai KO 700/04 m}zﬁ:ﬁ?ﬁ?ﬁm / Pt E?;Qf;i:ﬁ?ﬁegibh / Pirc Sa?: nzhgﬂf:ﬁl ven geo iin:ﬁé:@;ni%Se:ngl;)b:,gl-lzé;géi
32 |Céy nao VA St. Clair-Thomson ¢& 1, dai 21cm Cai KO 70501 I;Agigggiﬁiegibh / Pic I;&Siﬁ;;i:ﬁ;ﬁegibh / Pirc ccairfnzhgﬁffﬁ vén gio iin?ﬁfﬁi%?n?%ﬁ%?&%i
35 |Dung cu nang véch ngan Freer, nhon/ti, dai 18cm Cai KA 703/18 ﬂ?iﬂiﬁeﬁbh /Pt ﬂfiiﬁiiﬁféibh /Pt Saér?: nZhgiTjaiC:E von g ijn:ﬁsl;fgg,%sgng%b;g;:;géi
36 |Kep miii Middleton-Jansen, dai 19cm Céi KO 226/19 ]l\\l/lg;i?ini:zzsct}:sxeg:ibh /Pt Egizlfii:ﬁ?ﬁegibh /P ccaingg nt;h?ﬁgic:}? o g0 igntﬁé:;nt8&;5631112‘;)6:?14?;1%&
40 Kém cat mﬁi Weil-Blakesley, Fig.2, chiéu dai lam vige Cai KO 170/02 NOPA instruments NOPA instruments Cong ty TNHH chuyén giao ) 4,ngach 898/5’1 duong Lang,

12cm, thang Medizintechnik Gmbh / Dlrc Medizintechnik Gmbh / Dirc cOng nghé An Binh _ Lé?ng Thuong, Pong Pa, Ha Noi
41 |Bia Buck 18cm Céi AR 20018 m}zﬁ:ﬁ?ﬁ?ﬁm /Pric E?;Qf;i:ﬁ?ﬁegibh /Ptic Sa?: nzhgﬂf:ﬁl yen e Ein:ﬁéf;f;%Sslng%b:,g;@,éﬁgéi
42 |Ong hat House, 1.2/0.9mm Cai KM 830712 I;Agigggiﬁiegibh / Pic I;&Siﬁ;;i:ﬁ;ﬁegibh / Pirc ccairfnzhgﬁffﬁ vén gio iin?ﬁfﬁi%?n?%ﬁ%?&%i
4 [Kep tai Lucae, 14om i | ARG e s /e i /Dic | tn b 2 e e
44 |Kep tai Wilde (Troelisch), 12em khong miy i | B a012 O b /e | Mot cotbh /Disc |t i |ine e e e s
45 |Kep Hartman 8.5¢m Céi KM 248/08 ﬂ?iﬂiﬁeﬁbh /Pt ﬂfiiﬁiiﬁféibh /Pt Saér?: nZhgiTjaiC:E von g ijn:ﬁsl;fgg,%sgng%b;g;:;géi
46 |Loa soi tai Toynbee (b9 3 cdi 4mm -6.5 mm) Cai KM 044/03 ]l\\l/lg;i?ini:zzsct}:sxeg:ibh /P Egizlfii:ﬁ?ﬁegibh /Ptic ccaingg nt;h?ﬁgic:}? von g0 igntﬁé:;nt8&;5631112‘;)6:?14?;1%&
4 [Kep Struempel, 8.5em Ci | K08 e e Vo Die | n b | i pr i
49_|Cay ngo xuong Martini, ddi 13.Sem i | A0 O o /ic | Mol cotbh /e |t e | e s s
50 |Ong hut Plester dudng kinh 2mm Céi AO 432720 ﬂ?iﬁﬁiimegﬁbh / Pirc ﬁgizﬁiimeéibh / Pirc 566;: nZhgiiHBiC:IT von gao ijn“g’ﬁs;nf,ifgng?:,gﬂfggéi
51 |Que lau bong Jobson-Horne, dai 18cm Céi AL 162/18 NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 duong Lang,

Medizintechnik Gmbh / Dlrc

Medizintechnik Gmbh / DBtrc

cong nghé¢ An Binh

Lang Thuong, Déng Da, Ha N§i




Kéo phau thuat Metzenbaum , cong, 2 dau ti1, dai

NOPA instruments

NOPA instruments

Cong ty TNHH chuyén giao

S6 4,ngach 898/51 dudng Lang,

52 Cai AC 101/14 SC o . o . . X
14.5cm Medizintechnik Gmbh / Drc Medizintechnik Gmbh / Dtrc cong nghé An Binh Lang Thuong, Dong Pa, Ha Noi
i ; . . NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dwong Lang,
53 | Dao Plester, dudng kinh 3.5mm, dai 16cm Céi KM 66216 |/ dizintechnik Gmbh /Ditc | Medizintechnik Gmbh /Ditc |cong nghé An Binh Lang Thuong, Péng Da, Ha Noi
. s - NOPA instruments NOPA instruments Céng ty TNHH chuyén giao S6 4,ngach 898/51 dudng Lang,
54 | Dao Politzer ai 16 cm Céi KM6I6/16 |\ izintechnik Gmbh /Ditc | Medizintechnik Gmbh /Ditc |cong nghé An Binh Lang Thuong, Déng Da, Ha Noi
L , s L NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dwdng Lang,

55 |K t chi Buck dai 14.5 C AC516/14 p
co cat cht Buck dat cm a Medizintechnik Gmbh / Purc Medizintechnik Gmbh / Purc cong nghé An Binh Lang Thuong, Pong Da, Ha Noi
s L NOPA instruments NOPA instruments Céng ty TNHH chuyén giao S6 4,ngach 898/51 dwdng Lang,
56 |Dao R 1. 16 KM 660/16 o . o . < .
a0 Rosen 1.6mm, dai 16 cm Céi Medizintechnik Gmbh / Dlrc Medizintechnik Gmbh / Dlrc cong nghé An Binh Lang Thuong, Pong Da, Ha N§i
. P A s A I NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 duong Lang,

Kéo Bell h 4 h 1 KM 362 .
57 |Kéo Bellucci thang, 4mm, chiéu dai 1am vige 80mm Cai 36208 |\ fedizintechnik Gmbh /Pirc | Medizintechnik Gmbh /Bite |cong nghé An Binh Léng Thuong, Péng Pa, Ha Noi
58 |Kéo Bellucci cong Ién, 4mm, chidu dai 1am viéc 80mm Cai KM 364/08 NOP'A' instrufnents NO?A instru@ents Cong ty TNHH ?huyén giao S0 4,ngach 898/5’1 duong Li’mg,'
Medizintechnik Gmbh / Blrc Medizintechnik Gmbh / Blrc cong ngh¢ An Binh Lang Thugng, Dong Da, Ha N6i
. : X xi1a ‘a -, NOPA instruments NOPA instruments Céng ty TNHH chuyén giao S6 4,ngach 898/51 dwodng Lang,
59 |Kéo Bellucei cong, 4mm, chiéu dai lam vi¢c 80mm Céi KM 366/08 |/ dizintechnik Gmbh /Ditc | Medizintechnik Gmbh /Ditc |cong nghé An Binh Lang Thuong, Déng Da, Ha Noi
. . 3 [ NOPA instruments NOPA instruments Cong ty TNHH chuyén giao Sb 4,ngach 898/51 dudng Lang,

60 |Khay ludid d kich th 405x245x60: C SK 205/06 p
dy ol Gung dung cg, ek thrge A05x4oxo0mm a Medizintechnik Gmbh /Pttc  |Medizintechnik Gmbh /Ptc  |cong nghé An Binh Léng Thuong, Péng Da, Ha Nbi
L o1a . . - NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 dwdng Lang,

61 [Nap h kich th 465x280 KYE 280/62 .
ap hop dung cy, kich thucc 465x280 mm céi / Medizintechnik Gmbh / Dtrc Medizintechnik Gmbh / Dlrc cong nghé An Binh Lang Thuong, Pong Pa, Ha N§i
62 |Péy hop dung dung cu, kich thuée 465x280x135mm Céi KYE 283/13 NOPA instruments NOPA instruments Cong ty TNHH chuyén giao S6 4,ngach 898/51 duong Lang,

Medizintechnik Gmbh / Dlrc

Medizintechnik Gmbh / Dlrc

cong nghé An Binh

Lang Thuong, Déng Da, Ha Noi
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