VIENTE BAO GOC

Dia chi: Toa nha B2-3, Truging Dai hoc Khoa hoc ty nhién, Khu phé 6, Phuang Linh Xuan, Thanh pho HO6 Chi Minh

e 028 3636 1206 @ sales@sci.edu.vn http://biomedmart.com.vn/ ,

TIEU CHUAN CO SO

TCCS 004:2022/SCI

Tén thiét bi y té: Dung dich bao quan té bao

Chung loai: Cryosave |

M san pham: 136

Dang: Dung dich

S6 gidy dang ky doc quyén kiéu dang cong nghiép, ding ky nhan hiéu (néu co): khong
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BAN CONG BO TIEU CHUAN CO SO
TCCS 004:2022/SCI

Tén doanh nghiép: VIEN TE BAO GOC .
Dia chi: Toa nha B2-3, Truong Dai hoc Khoa hoc tu nhién, Khu phé 6, Phuong Linh - @
Xuan, Thanh phé Hb Chi Minh 3
Dién thoai: 028 3636 1206

CONG BO
Tén tiéu chudn: TCCS 004:2022/SCI, ap dung cho san phdm “Dung dich bao quan té
bao”, chung loai “Cryosave I”
Vién Té bao gdc cam két san xuat, kinh doanh san pham, hoang héa theo dung tiéu

chuan cong bo néu trén.

TP. H6 Chi Minh, ngay (€ thang(t.ndm 2025
VIEN TRUQONG

Pham Vin Phuc
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L Muc luc o

ME.  Pham KHAL GUEAL svossmsssmnss sosmumammsmonssnsrnsnssasssmsssssnsrurasansersnsrnsvensonensonsansanssnssnss 640555 65354 4
1. TR KIS B Y 66 +vvvevcevrsssceresesessesssesssessesessesessesesesesssssnessssssssssssssesssssosssssssssssnss 4
2. CRUNE 10 vvvrreeeeereseeeneresseessessssessessesesssessessmssssssssmsssesssssssessssssssesssssssssssssssns 4
210 RV o T 15111 o NUROTOUO R P PR ———— 4

IV, PRAN KT thUBeeeeeeereieeceeeeeeeseee e ss sttt 4
1. TiCU CUAN KT thUAL....vovvoieceesseeese s 4
1.1. Tiéu chudn NGUYBN VAL HEU c..vvovvveivierierieieeneieeeicisete e snssnans 4
1.2, Titw chufn VBt HEWBAO DI .....verrowrsenemsmssionssnsisinis sesmsvssissmsmssmimosssn e asossssenmss 4
1.3. Tieu chudn thAnh PhAM ........c.covevveieceeeeee e cnenee 5
2, PIUTONQ AP TIIL .cox oo hnanmsoinnodisni s 55550 48 50558 4 A A KA A SRS NS 6
2 L. AR CUUEN s snemsnowins s s i 5 S 8 U8 SN AR AR A A S YR K A A 6
2.2 THE HER oo s 6
B B0 Py s immmremsnnmnsnn vomvamass o ssom asamsssns s msons 545 555 5 4508 5 S 2 BRSO TR 6
2.4 DO VO TG s sssosmumsnnsemssormspessnmsmsn s ssmer sy s s asisyay vpsmnsssssysssss vassssets o vinmes snassss 6
2.5, Panh gia sy hign dién eUa Y COPIASING ....csencivss ssinsis sosvsnmass s s sopmmssusss 6
2.6, NOTAOC 10 1vvurvvrrieriseisssieessesseiesss bbbt 6
2.7. Kiém nghiém trén t& bAo gOC trUNG MO .....vuverveeireiiieiiieieisetesiesss e 6

S6 lan ban hémh/ sira doi: 05 Ngay: 08/07/2025 Trang: 3/6



VIEN TE BAO GOC

bia chi: Toa nha B2-3, Truong Bai hoc Khoa hoc tu nhién, Khu phd 6, Phudng Linh Xuén, Thanh phé HS Chi Minh

e 028 3636 1206 @ sales@sci.edu.vn http://biomedmart.com.vn/

II. Théng tin mé dau

Cryosave I la dung dich bao quan té bao bing phuong phap déng lanh, phi hop voi béo =
quan té bao ¢6 ngudn gbe tir nhiéu loai md khac nhau & nhiét do am séu -86°C va - °
196°C. Dung trong nghién ciru hodc san xuét @
I1. Phan khai quat o

1. Tén thiét bi y té&: Dung dich bao quén té bao
2. Chung loai: Cryosave |

3. Pham vi &p dung:

Tiéu chuan nay ap dung cho “Dung dich bao quan té bao”- “Cryosave I san xuét tai

Trung tim D6i mai Sang tao va San xudt thue nghiém- Vién té bao gbc.

IV.Phin k§y thuat

1. Tiéu chuan ky thuat

1.1. Tiéu chuan nguyén vat liéu

STT MA SO TIEU CHUAN AP DUNG YEU CAU
1. DM-11 TCCS Vo tring
2. DM-12 TCCS Vo tring
3, DM-13 TCCS Vo tring
4. DM-22 TCCS Vo tring

1.2. Tiéu chuén vét liéu bao bi

. . TIEU CHUAN ] .
STT | TENBAO BI PAC PIEM

AP DUNG
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- Nhua trong sudt, khong c6 vatthé la, | ©
Chai nhya vo , .
1. TCCS thé tich chtra 100mL

khuén 100mL
- Do vo trung: 0 CFU

- Chit in rd nét, khéng c6 16i, in dung
2. Nhan chai TCCS ndi dung theo mau, diing ma san

pham.

1.3. Tiéu chudn thanh phim

STT CHIi TIEU TIEU CHUAN
Maiu vang hong
l. Cém quan
Yellow- Pink -
XY
2, Thé tich (ml) 100 (1) mL b
B
3, pH (20-25°C) 6,8-7.6 p
A
4. D¢ vo trung 0 CFU
s Mycoplasma Am tinh
6. Noi doc td <1EU/mL
, Kiém nghi¢m ty 1¢ kha nang séng cia | Té bao sau dong lanh va rd dong c6
té bao sau khi ra dong ty 1¢ song dat > 85%
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2. Phuong phép thu

2.1 Cam quan: Quy trinh kiém tra cam quan dugc tién hanh theo “Quy trinh kiém tra ©

cam quan mau thanh pham” (QC-053)
2.2 Thé tich: Quy trinh kiém tra thé tich mau thanh phém duoc tién hanh theo QC-043

2.3Po Ph: Quy trinh do Ph tién hanh theo “Phuong phap do gié tri pH ctia dung dich

tha” (QC-028)

2.4D0 vo trung: Do vo tring cua san pham duge danh gia theo “Quy trinh dédnh gia do
v6 khuan” (QC-023)

2.5D4anh gia su hién dién ctia mycoplasma: Quy trinh danh gia dugc tién hanh theo
“Quy trinh kiém tra mycoplasma” (QC-026)

2.6 Noi doc tb: Quy trinh dinh lugng dugc tién hanh theo “Phuong phép do ndi doc t
vi khuan dua vao ki thuat so mau” (QC-025)

2.7Kiém nghiém trén té bao gbc trung md: Kiém nghiém xéc dinh ti 1& song chia té bao

sau rd dong duoc tién hanh theo QC-031
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