San xuat bai Vién Té bao gbc
bia chi: Toa nha B2-3, Tru(‘)‘ng B%i hoc Khoa hoc ty nhién, Khu pho 6,
Phuong Linh Xuan, Thanh pho H6 Chi Minh, Viét Nam

Sb dién thoai: (+84) 28 36 36 12 06 ®

- DAN SU DUNG
dung dich biao quin té bao
MSCCryosave OTS®

1. Thong tin sin pham bao ex vivo nham hd trg duy tri chat luong té bao
trong qua trinh luu trir.

- Séan pham chi sir dung trong nghién ctru, phat
trién hodc san xuét san pham cong nghé gen va té

1.1. Kich ¢& — Quy cach dong goi

Ma san pham Quy cach

bao.
182 Chai 100 mL - §£ong su dung truc ti€p trén nguoi hoac dong
. - Khéng phai la thudc, ché pham sinh hoc hoic
185 Chai 500 mL dich truyén.

1.2. Mo ta chung

MSCCryoSave oTs® 1a dung dich déng lanh té 3. Thanh phin

bao dung lam vat liéu phu trg (ancillary - Human Serum Albumin (HSA)
material) trong quy trinh san xuét san phdm cong Trehalose

nghé gen va té bao. Glycerol

Sodium chloride

San phim khong chira dimethyl sulfoxide
(DMSO), dugc pha ché tir glycerol, Human 4. Dac tinh va hi¢u ning
Serum Albumin (HSA) va cac thanh phan hd tro
bao vé té bao trong qua trinh déng lanh va bao
quan.

Cic chi tiéu chét lwong
- V0 trung: Dat
Mycoplasma: Khong phat hi¢n
Noi dée t6: <0,25 EU/mL
pH (20 - 25°C): 7,0-7.8

MSCCryoSave OTS® duoc thiét ké dé sir dung
trong quy trinh bao quan nhicu loai té bao co

nguon goc tir cac mod khac nhau & nhiét 36 —86°C - Ap suit tham thau: 1200-1400 mOsm/kg
hodc trong nito long (—196°C), theo quy trinh cua Hiéu ning da dwoc danh gia
co s¢ str dung. — Ty 1é té bao sdng sau rd dong >90%.

San pham dugc cung cap ¢ dang dung dich vo = Ty I¢ bam dinh sau 24 gio >70%.

khuén,7s§1n st dung (1X), khong can pha loidng
hodc bo sung thém thanh phan trudce khi st dung.

5. Cac danh gia/kiém tra da thye hién (Hi¢u
nang danh gia)

2. Myc dich st dyng Hiéu ning cia MSCCryoSave OTS® di duoc

- MSCCryoSave OTS® duoc sir dung lam vat liéu dénh gia trén:
phu tro trong quy trinh dong lanh va bao quan té e Té bao gbc trung md tr méu cubng rén ngudi
(hUCBMSCs),
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e Té bao gbc trung md tir cudng rén ngudi
(hUCMSCs).
e Té bao gdc trung mo tir mé md ngudi (hADSCs)

6. Chuén bi truwée khi sir dung

~  San pham & dang 1X, san sir dung.
- Khong pha loang.
~  Khéng b6 sung thém thanh phan khac.

7. Vat tu, hoa chit va thiét bi khong kém theo
Bao gom

- Dung dich rd dong té bao AfterFreeze 1

- Dung dich rd dong té bao AfterFreeze 2

- Lo tr&r dong (cryovial) phu hop

- Hop ha nhiét do dépg tdc (vi du: Mr. Frosty®,
CoolCell® hodc thiét bi tuong duong)

- Ta déng —86°C hodc thiét bi ha lanh theo
chuong trinh

- Binh nito 1ong (néu bao quan & —196°C)

8. Bdo quan va han sir dung

~  Bao quéan va van chuyén & 2—8°C.

- Khéng dé dong bing san pham.

- Béo quan trong bao bi kin.

~  Tranh anh sang tryuc tiép.

- Khong su dung néu dung dich bi duc, ddi mau
hodc co két taa.

~  Han sir dung: 12 thang tir ngdy san xuat.

9. Hwéng din sir dung
9.1. Quy trinh ddng lanh té bao
Buée 1. Thu hoach té bao va tinh toan

e Thu hoach té bao gdc trung md (MSC) tir hé
théng nudi cay.
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e Ly tdm thu cin té bao (cell pellet) va dém
tong s6 lugng té bao song (Viability > 90%).

e Dua trén téng sb té bao va mat do muc tiéu
(20-25 x 10° té bao/mL), tinh toan chinh
xac thé tich méi trudong MSCCryosave
OTS® can dung.

Luwu y: Ht sach dich du dé tranh pha lodng
MSCCryosave OTS®.

Budrc 2. Phéi tron dung dich

e Bom tir tir méi truong MSCCryosave OTS®
vao 6ng chira cin té bao.

e Tron nhe nhang bang pipet dé tao hdn dich
ddng nhét.

o CANH BAO QUAN TRONG: Khong thao
tac hut xa manh tay, tranh tao bot khi (Air
bubbles). Lyc ¢p vat Iy manh qua dau tip
pipette hodc bot khi nd vd co thé gay ton
thuong co hoc trén mang té bao.

Budc 3. Dong chai

e Phan li€u hdn dich té bao da tron déu vao
cac chai trir dong da dugc chon (lo trir dong
AT-closed vial hodc Chai 2-cap glass vial).

e Thé tich dong goi tiéu chuan: 1 mL / chai
hay theo dong g6i phu hop khac.

e Niém phong/dong nip chit ché theo tiéu
chuan cta loai chai str dung.

e Ghi nhin day du thong tin: Tén san pham,
L6 SX, Ngay SX...

Luwu y: Can lya chon chit li¢u chai dong lanh
phu hop véi nhiét do bao quan:

o néu can bao quan tai —86°C c6 thé sir dung
Chai chiu nhiét 2-cap glass vial, Chai AT-
closed vial...

o néu can bao quin tai —196°C co thé sur
dung chai AT-closed vial, khong duoc su
dung chai chiu nhiét 2-cap glass vial.
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Buwéc 4. Ha nhiét do va luu triv

e Dit cac chai té bao vao hop ha nhiét do dang

tdc (VD: Mr. Frosty, CoolCell).

e Dua hop vio tii am sau -86°C trong it nhét

24 gio (dé ha nhiét chuan -1°C/phit).

e Sau 24 gio, léy chai ra khoi hop ha nhiét va

chuyén vi tri Iuu trir dai han:

o Néu dung Chai chiu nhiét 2-cap glass vial:
Xép vao hop luu trir tai ti -86°C.

o Néu dung Chai AT-closed vial: Luu tai tu
-86°C hodc chuyén sang binh Nito 16ng
-196°C.

e Trong truong hop ha lanh bang may ha
lanh theo chuong trinh, tién hanh dat cac
chai chura té bao vao may; cai dit ché do
ha lanh -1°C/phat tr nhié¢t do phong
(20-25°C) dén -86°C. Néu dung Chai AT-

closed vial: Luu tai tu
-86°C hoic chuyén sang binh Nito 16ng
-196°C.

Luwu p: Thoi gian tr khi tiép xtGc voi
MSCCryosave OTS® dén khi bat dau ha lanh
khong qua 15 phit (c6 thé kéo dai t6i da 45 phut
néu bét budc).

9.2. Quy trinh ra dong té bao:

e Bit budc st dung AfterFreeze 1 va
AfterFreeze 2 khi rd dong.

e Thong tin san pham va quy trinh sir dung vui
long doc ky Hwéng din sir dung ciia Dung
dich ri dong té bao AfterFreeze 1 va
AfterFreeze 2 trudc khi dung.

- Khong str dung néu dung dich bi duc hoic ¢
két toa.

- Khong duge dong bang san pham trude khi
su dung.

- Khong tai st dung phan dung dich con thira..

10.2. Giéi han sir dung

~ Khong ding tryuc tiép trén nguoi.

Khéng dung cho chan doan in vitro.

Khong ding dé truyén.

Khong tiém.

10.3. Diéu Kién sir dung

- Thuyc hién trong diéu kién vo khuan (ATSH
cép IT).

- Nhan sy phai dugc dao tao ky thuat nudi céy
va an toan sinh hoc.

10.4. An toan chung

- Khong ding néu bao bi rach/niit/nhidm ban.

~ Tranh tiép xuc da, mét; néu xay ra, rira bang
nudc vo trung va bdo cdo can bd an toan.

— Xur ly — tiéu hiy theo quy dinh chit thai sinh
hoc.

11. Xir ly thai bo
Sau khi tiép xtic véi té bao, san pham va vt tu
lién quan phai duge xu 1y theo quy dinh cua co

so st dung vé quan 1y chit thai y té va an toan
sinh hoc.

10. Canh bao va khuyén cdo an toan
10.1. Chi dinh str dung

- Chi str dung ex vivo.

- Chi st dung bdi nhan sy da duogc dao tao.
- Thuyc hién trong diéu kién v6 khuén.

- Khong sir dung néu bao bi hu hong.

- Khong st dung sau han dung.

Ngay: 27/07/2026

12. Ky hi¢u sir dung trén nhan

Ky hiéu Y nghia

MSP Ma san pham
HSD Han str dung
NSX Ngay san xudt
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Ky hiéu Y nghia

LOT S6 16

/ﬂ/ Gi6i han nhiét do

14. Lién h¢

Website
biomedmart.com.vn
biomedmart.org

Email
contact@sci.edu.vn
sales@sci.edu.vn
kinhdoanh@sci.edu.vn

13. San pham lién quan

Tén ching loai

AfterFreeze 1
AfterFreeze 1
AfterFreeze 1
AfterFreeze 2
AfterFreeze 2
AfterFreeze 2

AfterFreeze 2
MSCCryoSave OTSTH®

MSCCryoSave OTSTH®

Chai chiu nhiét 2-cap
glass vial

Quy cach

Ong 2 ml
Chai 100 mL
Chai 500 mL
Ong 3 mL
Ong 4 mL
Chai 100 mL
Chai 500 mL

100 mL

500 mL

Ti 10 chai

Ma
san
pham
643
644
645
646
647
648
649

183

111

171
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