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Ha N¢i, ngay 22 thang 04 nam 2020

BAN KET QUA PHAN LOAI TRANG THIET BI Y TE

Can cu Ncrhi dinh sb 36/2016/ND-CP ngay 15 thang 5 ndm 2016 cta Chinh phu vé quan ly

trang thiét bi y té

- Canct I}Igh‘g dinh s6 169/2018 /ND-CP ngay 31 thang 12 ndm 2018 cua Chinh phu sira dé‘i
b6 sung mét so dieu cua Nghi dinh s6 36/2016/ND-CP ngdy 15 théng 5 ndm 2016 ctia Chinh phu ve
quan Iy trang thiét bj ¥ té;

Cin cir Phiéu tiép nhan hd so cong bd du didu kién phan loai s 170000027 do BO Y té cap fn
ngay 21/04/2017;
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Cén clr may chiing chi hanh nghé phan loai ctia ngudi thuc hién phén loai sé: 19000647/BYT- * \\o THE
CCHNPL, ngay cép: 13/08/2019; N

Theo yéu cau ciia Cong Ty TNHH Biogroup Vietnam, c6 dia chi tai: Tang 14, Toa Nha HM
Town, 412 Nguyén Thi Minh Khai, Phuéng 5, Quan 3, Thanh phé H6 Chi Minh, Viét Nam, ching

t6i phén loai Trang thiét bi y t& nhu sau:
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Hing, nuée Muc dich Ciin ctr dé| Mire dd
TT Tén trang'thié't bi | Ching logi/ mi sin sin xuét/ st dung theo phén loai | riiro
y té pham Hing, nuée chi dinh cua mire dj duge
chi so hitu chi s& hitu riiro | phén logi
1
Tai bao quan té bao CryoMACS el
gbe 50mL Freezing Bag bTu' dong “]ta:ﬁ dcfry(’[M?‘CS’
rvoMACS o ao gdom mot tii dong lanh va
Frigz?ng Bag 50) 50/200-074-400 mdt tii bao ngoai tuong tng.
Ca hai tii duge lam tior EVA.
' CryoMACS Tai bao ngoai dam bao an
Ti bf}g quan té bao Freezing Bag toan cqho tﬂi; dong lanh vét' Iu‘L}
goc 250mL 250/200-074-401 A s gy ooy R 0o
(CryoMACS van duy tri SU_ VO trung va
Freezing Bag 250) nguy co bi nhiem trong suot
qua trinh luu trir .
o o s Tai dong lanh CryoMACS
Tui ba}o quan té bao CFYOMACS Miltenyi | duoc thiét ké cho mét chu z
goc 500mL Freezing Bag Biotec — | trinh déng bang, luu trir Quyac B
(CryoMACS 500/200-074-402 Dlic (xudng dén -196°C) va sau dé 2

Freezing Bag 500)

Tii bao quan té bao
gbe 750mL
(CryoMACS

Freezing Bag 750)

CryoMACS
Freezing Bag
750/200-074-403

Tii bao quan té bao
gbe 1000mL
(CryoMACS

Freezing Bag 1000)

CryoMACS
Freezing Bag
1000/200-074-404

rd dong (+ 37°C) cua céc té
bao.

Mot pham vi thé tich chia 1y
thuyét hiru ich cua tai dong
lanh.

CryoMACS la khac nhau, tir
50 dén 1000 mL (thé tich
khuyén nghi tir 10 dén 270
mL) c¢6 sin va cung cip su
linh hoat cho cdc ng dung
khéc nhau.
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Ngudi thye hién phin loai Nguoi dai dién hop phdp cia co sé
GIAM POC

Nguyén Québc Pat
Trang thiét bi y té khong phai trang
thiét bi y té chn doén in vitro
Noi nhin:
-BaY té;
-S& Y té cdc tinh, thanh phé;
- Hai quan cira khéu;
- Luu TTDV.
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