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Donor Qualification

Donor Specification

1. Mo complication during pregancy
2. willl give birth by cesarean

Informed Consent

L Donor Screening

1. free from communicable disease nsks

2. na history of xenotransplantation
3. Mo history of traveling to endemic area

Donor Screening

Donor Testing

Donor Testing

1. HIV

2. Hbsig
‘ Danor Status \ 3. HLV
4, Syphilis
5. CMV [Igh)
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Proses Pembuatan Stem Cell
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GMP stem cells manufacturing flow chart

Expansion to
Parent Bank

(passage 0)
J

Expansion to
Master
Cell Bank (p.2)

b

Cell
Expansions q Final Cell Product H
(passage 4) .'

Sterility, Mycoplasma,
Endotoxin, VEGF,
and
Tumorigenicity, Toxicity studies on
representative lot




Bebas dari....

* Phenol RED * DMSO
Tl T e (Cryoprotectant)

w0 n [ Growth Factor (Foetal

Bovine Serum)




PROSES PRODUKSI SECRETOME DI FASILITAS TERSERTIFIKASI BPOM
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Isolasi Umbilical Cord Mesenchymal

Stem Cell (UCMSC)

* Dari tali pusat donor.

* Kuadlifikasi donor sesuai
standar FDA.

dengan

)

\

Pembuatan Master Cell Bank

(MCB)
* Proses perbanyakan sel dengan

medium pertumbuhan khusus. )

Penggantian medium pertumbuhan h

* Medium pertumbuhan diganti dengan

medium khusus pengkoleksian
secretome.
« AMAN,

karena

tidak mengandun’

-

Pengemasan &

Penyimpanan

* Secretome dikemas
dengan vial steril

* Penyimpanan suhu -20°C

4 ™

Uy

7 Filtrasi
* Filtrasi dengan filter o.22
um
* Agar produk tidak
mengandung sel,
pengotor & kontamin

° o
Chemaiines %5,°08

... Inkubasi sel (proses

xosom

starving)

* Dilakukan dengan
medium khusus

* Tanpa serum dan

Kontrol kualitas

« Standarisasi
zat aktif

* Uji sterilitas

 Gram stain

* Uji endotoksin

Jaminan
keamanan &
keseragaman

produk

growth factor )
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Pemeriksaan Berkala (Stability)

Small fibroblast-like spindle-shaped cells,
plastic adherent cells

Visual Inspection

Sterility
Endotoxin
Mycoplasma

Identity

Differentiation

Viral Test
Viability
Karyotyping

Penicillin Residue

Sterile
<0.25 EU/ml
Negative

Expression (295% CD105, CD73, CD90, <2%
SD34, CD19, CD14, HLA-DR)

Differentiate to osteocyte, adipocyte,
chondrocyte

Negative HIV-1, HBV, HCV, CMV

>70%
Chromosomal normalities

Negative

Adherence to plastic in standard culture conditions

Expression of the surface markers CD105, CD73 and
CD90, as well as lack of expression of CD45, CD34,
CD14 or CD11b, CD79a or CD19, and HLA-DR

CD 105 D73
cD45 D14 cD19 HLA-DR
:LM ol L 'L_.__,

—-isotype -—surface marker

Ability to differentiate into osteoblasts, adipocytes,
and chondroblasts in vitro when given appropriate
cues

|

osteoblast adipocytes chondroblast

Refe -

| criteria for d

| stromal cells. The International Society for Cellular Therapy position

i et al i i
statement. Cytotherapy (2006) Vol. 8, No. 4, 315-317, EMEA, Stem Cell Based Medicinal Product EMA/CAT/571134/2009
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Cancer ko Pembuatan
¢ B Stem Cell yang
idak Standard
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