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THONG TIN

Ho so cong bo tiéu chuin ap dung ciia trang thiét bi y té thudc loai B

S6 cong bd: 220002747/PCBB-HCM
Ngay cong bo: 22/08/2022

1. Tén co s cong bd: VPPD KARL STORZ SE & CO. KG TAI TP.HCM
2. bia chi: Phong 1402, 1au 14, 39 Lé Duan, Phuong Bén Nghé, Quéan 1,
Thanh phd HS Chi Minh

3. S6 vin ban cua co so: 32.2/KSVRO-CBB Ngay: 17/08/2022

4. Trang thiét bi y té thudc loai B

Tén trang thiét bi y t&: Vo soi bang quang-niéu dao

Tén thuong mai: Cystoscope sheath

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

Chung loai: Theo phu luc

M3 san pham (néu c6): Theo phu luc

Quy cach dong goi:

Muc dich s dung: V6 soi bang quang-ni¢u dao dugc sir dung kém 6ng soi
trong cac can thi€p chan doan va phau thuat ndi soi tiét ni¢u.

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, CE, Tiéu chuin nha san
xuat

5. D6i v6i trang thiét bi y té chtra chat ma tay, tién chét (néu c6):

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

Tén chu s¢ hitu: KARL STORZ SE & Co. KG

bia chi chu sé¢ hitu: Dr.-Karl-Storz-Strale 34, 78532 Tuttlingen, Germany
7. Thong tin vé co s& bao hanh (néu co):

Tén co so: VAN PHONG DAI DIEN KARL STORZ SE & CO. KG TAI
TPHCM

Dia chi: Phong 1402, 1au 14, 39 Lé Duan, Phuong Bén Nghé, Quén 1, Thanh



ph6 H6 Chi Minh
Pién thoai ¢b dinh: 028 238 000  Dién thoai di dong:

8. S6 cong bo du diéu kién san xuat doi v6i trang thiét bi y té san xuat trong
nudc:
9. Thanh phan hd so:

1 | Van ban cong b6 tidu chuan ap dung d6i véi trang thiét bi y té thude |
loai B
2 | Gidy chimg nhan dat tiéu chuan quan 1y chét luong ISO 13485 X
3 | Gidy uy quyén cta chi s& hitu trang thiét bi y té X
4 Giéy x4c nhan du diéu kién bao hanh X
5 | Tai liéu mo ta tom tat k¥ thuat trang thiét bi y té bang tiéng Viét X
6 | Ban tiéu chuan ma chii s¢ hitu trang thiét bi y té cong bo ap dung X
7 | Gidy chimg nhan luu hanh ty do dbi voi trang thiét bi y té nhap khau | x
8 | Tai liéu khac (néu co) X




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

V6 soi bang quang-niéu dao

27026A
27026AA
27026AAK
27026AB
27026ABK
27026AK
27026 A0
27026B
27026BA
27026BAK
27026BB
27026BBK
27026BK
27026BO
27026C
27026CA
27026CAK
27026CB
27026CBK
27026CC
27026CCK
27026CCO

Cystoscope sheath, Obturator, Catheter 27026CK

deflecting mechanism, Outer sheath,

Inner sheath

27026CO
27026D
27026DA
27026DAK
27026DB
27026DBK
27026DK
27026DO
27026E
27026EC
27026EF
27026EG
27026EH
270260V
27026U
27026UA
27026UAK
27026UK
27026U0
27026V
27026 VA
27026VI
27026VIL
27026VS

KARL STORZ SE & Co. KG

Dr.-Karl-Storz-Stralle 34, 78532
Tuttlingen, Germany

GERMANY




27026VY
27026X
27027E
27027KL
27027KLK
27027KO
27027NL
27028A
27028B
27028BU
27028C
27028CN
27028D
27029CN
27029CNK
27029DN
27029DNK
270290C
270290D
27031E
27031EK
27031EO
27031F
27031FK
27031FO
27032EK
27032F
27032K
27032KK
27032L
27032LK
27032L0O
27032M
27032MK
27032MO
270320K
27033C
27033CK
27033CO
27033CR
27033CRK
27033CRO
27033D
27033DK
27033DO
27034A
27034AK
27034A0
27034B
27034BK
27034BO
27034C
27034CK
27034CO
27025F
27025G




27025GA
27025GF
27025GFA

Vo soi bang quang-ni¢u dao

Cystoscope sheath, Obturator, Catheter
deflecting mechanism, Outer sheath,
Inner sheath

27026A
27026AA
27026AAK
27026AB
27026ABK
27026AK
27026 A0
27026B
27026BA
27026BAK
27026BB
27026BBK
27026BK
27026BO
27026C
27026CA
27026CAK
27026CB
27026CBK
27026CC
27026CCK
27026CCO
27026CK
27026CO
27026D
27026DA
27026DAK
27026DB
27026DBK
27026DK
27026DO
27026E
27026EC
27026EF
27026EG
27026EH
270260V
27026U
27026UA
27026UAK
27026UK
27026U0
27026V
27026 VA
27026VI
27026VIL
27026VS
27026VY
27026X
27027E
27027KL

KARL STORZ SE & Co. KG

Elsa-Brandstrom-Weg 21, 78532
Tuttlingen, Germany

GERMANY




27027KLK
27027KO
27027NL
27028A
27028B
27028BU
27028C
27028CN
27028D
27029CN
27029CNK
27029DN
27029DNK
270290C
270290D
27031E
27031EK
27031EO
27031F
27031FK
27031FO
27032EK
27032F
27032K
27032KK
27032L
27032LK
27032L0O
27032M
27032MK
27032MO
270320K
27033C
27033CK
27033CO
27033CR
27033CRK
27033CRO
27033D
27033DK
27033DO
27034A
27034AK
27034A0
27034B
27034BK
27034BO
27034C
27034CK
27034CO
27025F
27025G
27025GA
27025GF
27025GFA




V6 soi bang quang-niéu dao

Cystoscope sheath, Obturator, Catheter
deflecting mechanism, Outer sheath,
Inner sheath

27026A
27026AA
27026 AAK
27026AB
27026ABK
27026AK
27026A0
27026B
27026BA
27026BAK
27026BB
27026BBK
27026BK
27026BO
27026C
27026CA
27026CAK
27026CB
27026CBK
27026CC
27026CCK
27026CCO
27026CK
27026CO
27026D
27026DA
27026DAK
27026DB
27026DBK
27026DK
27026DO
27026E
27026EC
27026EF
27026EG
27026EH
270260V
27026U
27026UA
27026UAK
27026UK
27026U0
27026V
27026VA
27026VI
27026VIL
27026VS
27026VY
27026X
27027E
27027KL
27027KLK
27027KO
27027NL
27028A
27028B

KARL STORZ SE & Co. KG

take-off Gewerbepark 44-47,
78579 Neuhausen ob Eck,
Germany

GERMANY




27028BU
27028C
27028CN
27028D
27029CN
27029CNK
27029DN
27029DNK
270290C
270290D
27031E
27031EK
27031EO
27031F
27031FK
27031FO
27032EK
27032F
27032K
27032KK
27032L
27032LK
27032LO
27032M
27032MK
27032MO
270320K
27033C
27033CK
27033CO
27033CR
27033CRK
27033CRO
27033D
27033DK
27033DO
27034A
27034AK
27034A0
27034B
27034BK
27034BO
27034C
27034CK
27034CO
27025F
27025G
27025GA
27025GF
27025GFA

4

Vo soi bang quang-niéu dao

Cystoscope sheath, Obturator, Catheter
deflecting mechanism, Outer sheath,
Inner sheath

27026A
27026AA
27026 AAK
27026AB

KARL STORZ SE & Co. KG

Dr.-Karl-Storz-Stralle 11, 78532
Tuttlingen, Germany

GERMANY




27026ABK
27026AK
27026A0
27026B
27026BA
27026BAK
27026BB
27026BBK
27026BK
27026BO
27026C
27026CA
27026CAK
27026CB
27026CBK
27026CC
27026CCK
27026CCO
27026CK
27026CO
27026D
27026DA
27026DAK
27026DB
27026DBK
27026DK
27026DO
27026E
27026EC
27026EF
27026EG
27026EH
270260V
27026U
27026UA
27026UAK
27026UK
27026U0
27026V
27026VA
27026VI
27026VIL
27026VS
27026VY
27026X
27027E
27027KL
27027KLK
27027KO
27027NL
27028A
27028B
27028BU
27028C
27028CN
27028D




27029CN
27029CNK
27029DN
27029DNK
270290C
270290D
27031E
27031EK
27031EO
27031F
27031FK
27031FO
27032EK
27032F
27032K
27032KK
27032L
27032LK
27032L0O
27032M
27032MK
27032MO
270320K
27033C
27033CK
27033CO
27033CR
27033CRK
27033CRO
27033D
27033DK
27033DO
27034A
27034AK
27034A0
27034B
27034BK
27034BO
27034C
27034CK
27034CO
27025F
27025G
27025GA
27025GF
27025GFA




