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THONG TIN

Ho so cong bo tiéu chuan ap dung cia thiét bj y té thudc loai B

S6 cong bd: 250002629/PCBB-HCM
Ngay cong bo: 09/09/2025

1. Tén co s& cong bé: CONG TY TNHH THUONG MAI - DICH VU - Y TE
DINH GIANG o
2. bia chi: 203/7 bang Thuy Tram, Phuong Binh Loi Trung, Thanh phé HoO
Chi Minh

3. S6 vin ban cua co so: 70B/Sutter Ngay: 08/09/2025

4. Thiét bi y té thudc loai B

Tén thiét bi y té: Kep d6t ludng cuc

Tén thuong mai (néu co):

M3 Global Medical Device Nomenclature —- GMDN (néu co):

Chung loai: Theo phu luc

M3 san pham (néu co):

Theo phu luc

Quy cach dong goi:

Muc dich su dung: Dung cu phau thuat dién sir dung két hop véi cac thiét bi
dao mo dién cao tan dé cit va d6t cAm mau trong phau thuat 1am sang

Tén co s& san xuat: Theo phu luc

Dia chi co s san xuét: Theo phu luc

Tiéu chuan chét luong san pham 4p dung: ISO 13485

5. D6i véi thiét bi y té chtra chat ma tay, tién chét (néu c6):

6. Thong tin vé chu s& hitu thiét bi y té:

Tén chu s¢ hitu: Sutter Medizintechnik GmbH

bia chi chu s hitu: Alfred-Walz-Str. 22, 79312 Emmendingen, GERMANY
7. Thong tin vé co s& bao hanh (néu co):

Tén co so: Cong ty TNHH Thwong Mai - Dich Vu - Y Té Pinh Giang



Dia chi: 203/7 Pang Thuy Tram, Phuong Binh Loi Trung, Thanh phé H6 Chi
Minh

Dién thoai c¢b dinh: 028 35120800 Dién thoai di dong: 0937496868
8. S6 cong bd du diu kién san xuit ddi voi thiét bi y té san xuét trong nudc:
9. Thanh phan hd so:

1 | Vian ban cong bd tiéu chudn ap dung cua thiét bi y té thudc loai B. X
2 | Gidy chimg nhén dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy iy quyén cta chi sd hitu thiét bi y té X
4 | Gidy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat thiét bi y te bang tiéng Viét, kém theo X

tai liéu ky thuat mo ta chirc nang, thong s6 k¥ thuat cua thiét bi y té
do chu s¢ hitu thiét bi y té ban hanh.

6 | Giay ching nhén hop chuén hogc ban tiéu chuan ma chu sé hitu thiét |
bi y té cong bd ap dung

7 G}ay chufng nhan l}ru hanh tu do con hi¢u lyc tai thoi diém ndp ho so X
doi vai thiét bi y t€ nhap khau.




PHU LUC: BANG KE CHI TIET TRANG THIET BI Y TE

STT

TEN TRANG THIET BI Y TE

CHUNG LOAI

MA SA,N PHAM
(Néu co)

QUY CAQH
DPONG GOI
(Néu c6)

TEN CO SO SAN XUAT

PIA CHI CO SO SAN XUAT

NUGC
SAN XUAT

Kep dot ludng cuc

SuperGliss

780148SG; 780148SGS;
780149SG; 780149SGS;
780151SG; 780151SGS;
780152SG; 780152SGS;
780154SG; 780154SGS;
780157SG; 780157SGS;
780167SG; 780167SGS;
780167SL; 780167SLS;
780168SG; 780168SGS;
780168SL; 780168SLS;
780169SG; 780169SGS;
780169SL; 780169SLS;
780171SG; 780171SGS;
780172SG; 780172SGS;
780175SG;780175SGS;
780176SG; 780176SGS;
780178SG; 780178SGS;
780179SG; 780179SGS;
780183SG; 780191SG;

780191SGS; 780191SL,;
780191SLS; 780192SG;
780192SGS; 780193SG;
780193SGS; 780194SG;
780194SGS; 780195SG;
780195SGS; 780196SG;
780196SGS; 780197SGi
780197SGS; 780198SG;
780198SGS; 780198SL;
780198SLS; 780199SG;
780199SGS; 780199SL;
780199SLS; 780237SG;
780237SGS; 780238SG;
780238SGS; 780239SG;
780239SGS; 780243SG;
780243SGS; 780271SG;
780271SGS; 7802728G;
780272SGS; 780275SG;
780275SGS; 780276SG;
780276SGS;780281SG;
780281SGS; 7802918G;
780291SGS; 780291SL;
780291SLS; 780292SG;
780292S8GS; 780294SG;
780294SGS; 7802958G;
780295SGS;780296SG;
780296SGS; 780297SG;
780297SGS; 780298SG;
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780298SGS; 780298SL;
780298SLS; 780299SG;
780299SGS; 780299SL;
780299SLS; 780437SG;
780437SGS; 780449SG;
780449SGS; 780454SG;
780454SGS;780469SG;
780469SGS; 780469SL;
780469SLS; 780479SG;
780479SGS; 780499SG;
780499SGS; 780499SL;
780499SLS; 780599SG;
780599SGS; 780599SL;
780599SLS; 782151SG;
782151SGS; 7821528G;
782152SGS; 782154SG;
782154SGS; 782157SG;
782157SGS; 782181SG;
782181SGS; 782181SL;
782181SLS; 782182SG;
782182SGS; 782183SG;
782183SGS; 782183SL;
782183SLS; 782184SG;
782184SGS; 782189SG;
782189SGS; 782189SL;
782189SLS; 782285SG;
782285SGS; 782286SL;
782286SLS;782286SLS;
782287SL; 782287SLS;
782288SG; 782288SGS;
782296SL; 782296SLS;
782297SL; 782297SLS;
782386SL; 782386SLS;
782387SL; 782387SLS;
782396SL; 782396SLS;
782397SL; 782397SLS;
782454SG; 782454SGS;
782489SG; 782489SGS;
782489SL; 782489SLS;
783191SG; 783191SGS;
783192SG; 783192SGS;
783193SG; 783193SGS;
783195SG; 783195SGS;
783196SG; 783196SGS;
783197SG; 783197SGS;
783275SG; 783275SGS;
783276SG; 783276SGS;
784946SGSZ;
784946SGZ;
784947SGSZ;
784947SGZ;
784960SGSZ;
784960SGZ;
784964SGSZ;
784964SGZ;
784966SGSZ;




784966SGZ;
78496 7SGSZ;
784967SGZ;
784976SGSZ;
784976SGZ;
784977SGSZ;
784977SGZ;
784980SGSZ;
784980SGZ;
784984SGSZ;
784984SGZ;
784986SGSZ;
784986SGZ

Kep dét ludng cuc

Bipolar Forceps

700150; 7001508S;
700151; 700151S;
700152; 7001528;
700155; 700155S;
700156; 700156S;
700157; 700157S;
700158; 700158S;
700160; 700161;

7001618S; 700165;
700166; 700166S;
700167; 700167S;
700168;700168S;
700169; 700170;

700170S; 700171,
7001718S; 700172;
700172S; 700175;
7001758S; 700176;
700176S; 700177,
7001778S; 700178;
700178S;700179;
700179S; 700180;
700180S; 700181,
700181S; 700182;
700182S;700183;
700183S; 700184;
700184S; 700185;
700185S; 700186;
700186S;700189;
700190; 700190S;
700191; 700191S;
700192; 700192S;
700194; 700194S;
700195; 700195S;
700196; 700199;

700204; 700206;

700209; 700212;

7002128; 700214;
700214S; 700216;
700216S; 700219;
700219S; 700222,
700238; 700238S;
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700239; 700239S;
700240; 7002408;
700241;7002418;
700242; 7002428;
700243; 700243S;
700244; 700244S;
700245;7002458;
700246; 700246S;
700247; 700247S;
700248; 700248S;
700249;700249S;
700270; 700270S;
700280; 700280S;
700281; 700281S;
700284;700284S;
700285; 700285S;
700287; 700287S;
700288; 700288S;
70029057 00290S;
700291; 7002918S;
700292; 7002928;
700293; 700293S;
700294; 700294S;
700295; 700295S;
700299; 700299S;
700331; 700331S;
700346; 700349;
700349S; 700352;
7003528S; 700355;
700355S; 700357,
7003578S;700376;
700376S; 700382;
700382S; 700860;
700861; 700864;
700864S; 700865;
700870; 700871;
700880; 700880S;
700881; 700881S;
700891; 700892;
700892S; 702180;
7021808; 702181;
702181S; 702182,
7021828S;702183;
702183S; 702184S;
7021858S; 702189;
702284; 702284S;
702285; 7022858S;
702287; 702287S;
702288; 702288S

Kep dbt ludng cuc

Calvian

700908SG; 700908SGS;
700918SG; 700918SGS;
700989SG; 700989SGS;
700988SG; 700988SGS;
; 700906; 700906S;
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700907; 700907S;
700908; 700908S;
700908SG; 700908SGS;
700909; 700909S;
700910; 700910S;
700916; 700916S;
700917; 700917S;
700918; 700918S;
700918SG; 700918SGS;
700919; 700919S;
700920; 700920S;
700950; 700950S;
700952; 700952S;
700954; 700954S;
700955; 700955S;
700956; 700956S;
700957; 700957S;
700958; 700958S;
700959; 700959S;
700967; 700967S;
700968; 700968S;
700969; 700969S;
700983; 700983S;
700984; 700984S;
700986; 700986S;
700987; 700987S;
700988; 700988S;
700988SG; 700988SGS;
700989; 700989S;
700989SG; 700989SGS;
700990; 700990S;
700992; 7009928;
700994; 700994S;
700938; 700939;
700940; 700942;
700946; 700947,
700948; 700949

Kep dbt ludng cuc

Masterpiece

787687; 787788;
787889; 787989;
788189; 788687,
788788; 789189;
789687; 789788;789889;
789989

Sutter Medizintechnik GmbH

Alfred-Walz-Str. 22, 79312
Emmendingen

GERMANY




