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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 bé: CONG TY TNHH B. BRAUN VIET NAM
2. Pia chi: Cum Céng Nghiép Thanh Oai, Xa Bich Hoa, Huyén Thanh Oai, Thanh ph Ha Noi
3. S6 vian ban dé nghi ctia co sé: 128/BB-RA Ngay: 29/07/2020
4. Trang thiét bj y té thudc loai A
Tén trang thiét bi y té: (Ho) Dung cu phiu tich
Chung loai/mé san pham: Theo phu luc
Tén co s& san xuat: Theo phu luc
bPia chi co s san xuét: Theo phu luc
Tiéu chuan 4p dung: ISO 13485, CE Mark
5. Thong tin vé chu s hiru trang thiét bi y té :
Tén chu sé hitu: Aesculap AG
Dia chi chu s¢ hirtu: Am Aesculap Platz, 78532 Tuttlingen, Ptrc
6. Thong tin vé co s¢ bao hanh:
(1) Tén co sé: Chi nhanh Cong ty TNHH B. Braun Viét Nam tai Thanh phé HO Chi Minh
Dia chi: Tang 9 Toa nha Vinamilk, s6 10 Tan Trao, Phuong Tan Phu, Quan 7, Thanh phd Ho6
Chi Minh
Pién thoai cb dinh: 028.54160538  Dién thoai di dong: 0903684014

7. Thanh phan hd so:

1 | Phu luc chi tiét trang thiét bj y té

2 | Ban phan loai trang thiét bi y té

3 Giéy chtirng nhén dat tiéu chuan quan ly chat luong con hi€u lyc tai thoi diém ndp ho so,

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

5 | Gidy x4c nhan du diéu kién bao hanh

6 | Tai liéu md ta tom tat k¥ thuat TTBYT theo mau s6 1 Phu luc 8

7 | Gidy chiing nhan hop chuan hoic Ban tiéu chuan ma chu 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 cua phap luét vé danh gia sy phi hop cap dbi voi trang thiét bi y té
san xuat trong nudc




9 | Tai liéu huéng dan sir dung cua trang thiét bi y té
10 | Mau nhan sé& sir dung khi luu hanh tai Viét Nam cua trang thiét bi y té
11 | Giay chimg nhan luu hanh ty do con hiéu lyc tai thoi diém ndp ho so d6i voi trang thiét

bi y té nhap khau hozc Phiéu tiép nhan hd so cong bd du dicu kién san xuat trang thiét
biy t€ doi véi TTBYT san xuat trong nudce

NGUOI TIEP NHAN HO SO

Nguyén Minh Hai
Chanh Van phong




BANG KE CHI TIET TRANG THIET BI Y TE

e _ TEN CO SO
ST TEN TRANG | PON VI AT TEN CO SO SAN XUAT/ HANG,| CHU SO HU'U/ | TEN CO SO BAO | PIA CHIi CO SO
THIETBIYTE | TINH S TTRARG NUOC SAN XUAT HANG, NUOC HANH BAO HANH
CHU SO HUU
N AESCULAP AG, Am Aesculap-
chice/cdi DOS77R Platz, 78532 Tuttlingen, Dirc
B. Braun Medical Industries Sdn.
chiéc/cai FB120R Bhd., Bayan Lepas Free Industrial
Zone, 11900 Penang, Malaysia
A AESCULAP AG, Am Aesculap-
chice/cai FBL4IR Platz, 78532 Tuttlingen, Dirc
T AESCULAP AG, Am Aesculap-
chice/cdi FBI42R Platz, 78532 Tuttlingen, Dirc
A AESCULAP AG, Am Aesculap-
chice/cai FBL43R Platz, 78532 Tuttlingen, Dirc
AESCULAP CHIFA Sp. z 0. 0., ul.
chibc/cai FB158R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
AESCULAP CHIFA Sp. z 0. 0., ul.
chiéc/cai FB159R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
AESCULAP CHIFA Sp. z 0. 0., ul.
chiéc/cai FD302R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
AESCULAP CHIFA Sp. z 0. 0., ul.
chiéc/cai FD332R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
AESCULAP CHIFA Sp. z 0. 0., ul.
chiéc/cai FD333R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
vices | FD334R AE‘?CSL';I(;:ES:HFQ i%bzr\?c}o” Ul-| AESCULAP AG, | Chi nhanh Cong ty | Tang 9, toa nha
. | HoDungeu chicercat st T :n B Lan Wy Am Aesculap- | TNHH B. Braun | Vinamilk, s6 10
phiu tich AES CULXPf & Zmlesculap Platz, 78532  |Viét Nam tai Thanh| Tan Trio, qun 7,
ie/cai ’ " | Tuttli b hé HS Chi Minh | TP H) Chi Minh
chiéc/cai FD338R Platz, 78532 Tuttlingen, Dirc uttlingen, Puc | pho H6 Chi Min 6 Chi Min
AESCULAP CHIFA Sp. z 0. 0., ul.
chibe/cai FD343R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
AESCULAP CHIFA Sp. z 0. 0., ul.
chibe/cai FD344R Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan
N AESCULAP AG, Am Aesculap-
chicc/cdi | FD346R Platz, 78532 Tuttlingen, Ditc
N AESCULAP AG, Am Aesculap-
chice/cdi FD8218 Platz, 78532 Tuttlingen, Ditc
NS AESCULAP AG, Am Aesculap-
chice/cdi FD8228 Platz, 78532 Tuttlingen, Dirc
N AESCULAP AG, Am Aesculap-
chice/céi FD8238 Platz, 78532 Tuttlingen, Ditc
N AESCULAP AG, Am Aesculap-
chice/cdi FF291R Platz, 78532 Tuttlingen, Dirc
N AESCULAP AG, Am Aesculap-
chice/céi FF292R Platz, 78532 Tuttlingen, Ditc
N AESCULAP AG, Am Aesculap-
chice/cdi FF293R Platz, 78532 Tuttlingen, Dirc
N AESCULAP AG, Am Aesculap-
chice/céi FF294R Platz, 78532 Tuttlingen, Ditc
N AESCULAP AG, Am Aesculap-
chice/cdi FF295R Platz, 78532 Tuttlingen, Dirc
chide/cdi FF300R AESCULAP AG, Am Aesculap-

Platz, 78532 Tuttlingen, Puc
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(Ho) Dyng cu
phau tich

chiéc/cai

FF301R

B. Braun Medical Industries Sdn.
Bhd., Bayan Lepas Free Industrial
Zone, 11900 Penang, Malaysia

chiée/cai

FF303R

AESCULAP AG, Am Aesculap-
Platz, 78532 Tuttlingen, Dirc

chiée/cai

FF305R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

FF307R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

FF310R

AESCULAP AG, Am Aesculap-
Platz, 78532 Tuttlingen, Dirc

chiéc/cai

FF311R

AESCULAP AG, Am Aesculap-
Platz, 78532 Tuttlingen, Dirc

chiéc/cai

FF312R

AESCULAP AG, Am Aesculap-
Platz, 78532 Tuttlingen, Dirc

chiéc/cai

FF326R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

FF327R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

FF347R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

FF349R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

FK291R

B. Braun Medical (Suzhou) Co. Ltd,
No. 128 Changyang Street, Suzhou
Industry Park, 215024 Suzhou,
Trung Qudc

chiéc/cai

FK292R

B. Braun Medical (Suzhou) Co. Ltd,
No. 128 Changyang Street, Suzhou
Industry Park, 215024 Suzhou,
Trung Qudc

chiéc/cai

FK293R

B. Braun Medical (Suzhou) Co. Ltd,
No. 128 Changyang Street, Suzhou
Industry Park, 215024 Suzhou,
Trung Qudc

chiéc/cai

OL179R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

OMG660R

B. Braun Medical (Suzhou) Co. Ltd,
No. 128 Changyang Street, Suzhou
Industry Park, 215024 Suzhou,
Trung Qudc

chiéc/cai

OMG661R

B. Braun Medical (Suzhou) Co. Ltd,
No. 128 Changyang Street, Suzhou
Industry Park, 215024 Suzhou,
Trung Qudc

chiéc/cai

OMG663R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiéc/cai

OM664R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiée/cai

OMG665R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

chiée/cai

OMG666R

AESCULAP CHIFA Sp. z 0. 0., ul.
Tysiaclecia 14, 64-300 Nowy
Tomysl, Ba Lan

AESCULAP AG,
Am Aesculap-
Platz, 78532
Tuttlingen, Buc

Chi nhanh Cong ty
TNHH B. Braun
Viét Nam tai Thanh
phé Hb Chi Minh

Tang 9, tda nha
Vinamilk, s6 10
Tan Trao, quan 7,
TP H Chi Minh
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Ho) Dung cu
(Ho) Dung
phau tich

B. Braun Medical (Suzhou) Co. Ltd,
No. 128 Changyang Street, Suzhou

chicc/céi OMB68R Industry Park, 215024 Suzhou,
Trung Qudc
B. Braun Medical (Suzhou) Co. Ltd,
N No. 128 Changyang Street, Suzhou
chicc/céi OMBE9R Industry Park, 215024 Suzhou,
Trung Qudc
T AESCULAP AG, Am Aesculap-
chice/cai PLE5TR Platz, 78532 Tuttlingen, Duc
A AESCULAP AG, Am Aesculap-
chice/cai PLE59R Platz, 78532 Tuttlingen, Dirc
chide/cdi $62573 AESCULAP AG, Am Aesculap-

Platz, 78532 Tuttlingen, Duc

AESCULAP AG,
Am Aesculap-Platz,
78532 Tuttlingen,
Puc

Chi nhanh Céng ty
TNHH B. Braun Viét
Nam tai Thanh phé
Hb Chi Minh

Téng 9, toa nha
Vinamilk, s6 10 Tan
Trao, quan 7, TP HO

Chi Minh
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