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(Advanced Therapeutic Medicinal Products, ATMP)
— Cell based products

— Any of the following medical products for human use:
« Gene therapy medical products (EE T2 Zmm
- Somatic cell therapy products (32 4l &8 & 2= an)
- Tissue engineered medical products (A4 T2 &= )
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(CERTIFICATE OF ANALYSIS, COA)

RHHY

¢AvsgtaCelI UltraGRO™ / UltraGRO ™-Advanced / UraGRO ™-PURE Safe Material

cical Ca. L,

URnaGRO™ / UeaGRO™ Advenced | URaGRO™ PURE & dedved hom

. UtrnsGRO™ Agwencad | UsGRO ™ PURE & manutsctised hom pocked
lﬁ QOfAn MR wnge Sonor Uiy 0 e Dakch sites FBS win
UNsORO™ / LnasORO ™ Advenced | UaORO™ alows for
: 2 o ' St e ' " TSRO mc:w““;l:nd“

Product Originc USA Production Date: 04,01 20150800 vy 9
MErapeUtc product Contmnng Cultred Cofs. which makes UtraGRO ™
Storage Temperature: -20 "¢

producton and processes Al LaaGRO™ /| UnraGRO™
Expiration Dete: Two years afie production date Advanced | UnisGRO™. 085 are Wesied for DENOgENS accordng 0

Specification: HELIOS Bioscience brand, AnmaCel BoMedcal product, UNRGRO™.Advanced Is & cel

outre supplement derved from human aingle donor pladelets collected from hesithy donors at FDAJICenses
ocentars, Each conar has been testod using FOA-cansed lests and found nanreactive for HBSAG. Hapetia B

Biochemical Analysis Result
care antbody (ant-HBc), MV anfibody (ant-H1V-1/Z), Hepattis C antibody (anth-HCV), HTLV-1/2 antibody Globulin (g/dL) 1agidL
(8ra-HTLV-172), Trypacesoma eruzi srsibody (anthT cnazi) HIVAY, HCV, HBV, WNV nudelc acid testing and Glucose (mg/dL) 104 mg/dL
Sypnhils microhemaggusraton 1eet Sodium (mmol/L) 120 mmai/L
Trighyceride (mgidL.) 61 mgidL.
Thes product is manufaciured. lested and rok I o elevant GMP gudell This product
, - " . = Creatinine (mgldL) 0.65 mg/dL
I for in vitro use. Phosphorus (mg/dL) 3.3 mgidL
Quakity Control Test Rasulta: Dt (ol ] SOmgid
Magnesium (mg/dL) 1.4 mgidL
lem/{Mothod) Specification Result Abumin {gfdL) 26 gldl
Appearance Yallow lo Buff iquid | Yetiow 1o 80 liguld Chnolesterol (mg/dL) 99 mg/dL.
Total Protein Bilirudin {mg/dL) 0.1 mgidl
40-80g4l Ts
(Quanthatve Spectrophosomalry, USP <10575) o4 oL ) PYEYITH
wh AST (UL) 24 UL
65-85 LR
(pM slecrnde, USP<791>) GGT (UIL) 21 UL
Osmciniity
275 - 355 mOsnig 249 mOsm¥g Potasium {mmalfL) 3.7 mmol/L
{Froazing point, UBP«7e5>) Chioride (mmoliL) 89 mmol/L
Em:octoxh USPess>) %10 Ebvwnil <2.5 6Umi Bicarbonate (MEg/L) <10 mEgL
- Iron (pg/dL) 52 pgidL
Mycoolanma
(EZ-PCR Mycoplusma Teat Kil, USP <635} Net Detacted Nogative * Presence of insaluble particles in thawed procuct is normal
Storiity
(Asrobic! Anseraiics Fungat, USP<71x) No Growth Negative A ( Y e T
Pertormance Tes - 5Pt MSCs exparsion Confirmed by_L 111 - Zpate
pl (Human masenchymal stem cells growth) et o tecord 3 Passages p2 A s D (MDD YYYY)

2= CGMH

(ell Therapy Centez,
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Clean room classification :

Maximum permitted
Old Fed Std 209E | ISO EN14644 | EU GMP Annex 1 | particles per m* equal to or | Maximum Microbiological
greater than tabulated size | Active Air Action Levels
At rest In operation (chu/m?)
05y 05y
100 IS0 5 Class A & B* 3,520 3,520 1
1,000 IS0 6 - 35,200 - 7
10,000 I1SG 7 Class C 352,000 | 3,520,000 10
100,000 ISC 8 Class D 3,520,000 | Not defined 100

*Requirements for particle counts during operation are different from class A, 35,200 particlesat 0.5 p

(43 BHERSE2MAEHERNREME (PICS)

AUE 45 ey R E"
¥ R HEAm HAE A m FRAaf
cfu/m’ (42 90mm) ° (48 55mm) » EpSEFH/FE
cfu/d o) 5™ cfu/i2 % m cfu/ ¥ £
A <1 <1 <1 <1
B 10 5 5 5
& 100 50 25 -
D 200 100 50 -

pE AR L P DT
P g e % s km R FE T VR 4

# s (Atrest) - K%Lﬁﬂ"ﬁ&fAﬁﬁ%
,gmmmmmm AEHFCREERY 24 L ARA
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SOURCES OF CONTAMINATION

O Personnel (most common)
« Touch Contamination

o Skin/ Hair / Mucous membranes

 Clothing
O Equipment

O Improper Cleaning

O Contaminated Supplies

O Air

« HVAC / HEPA Failure

* Infiltration

Groin

1-20 million f cm?
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| ACt.IV-I'[y Particles Generated (min) gcl)::r;?oom Gown (Grade B)
Standing or Sitting 1x10°
Slight head/hand movement 5x10° :
Body, arm movement w/ toe tapping 1x1068 =
Changing from sitting to standing 2.5x106 e
Slow walk 5x108 —
Running 3x107

NOTE: Men shed more particles than women
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O A # 35
- fF4 B A (Good hygiene practices)
& FHT(Aseptic Technique)

° 7%= 7 (Sanitation)

O 94 P4k
o AP

. F TP

© F R o A R

O #5200 %
* GTP/IGCP#x ¥ "%
S TR
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ﬁxf AR 0 7R éiﬁ B~ pR S 2 Lok (acceptance criteria) o
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e 48 7] AR &b, B 72
Cell number Identity Potency Purity Safety
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(F #1)

MATIRZEE

Wi g T2 R RHRIED

vt XXX e 500 180127
Az XXX-AP11 Wig p g : 180128
AR ] A IR K 2 AR - 38
RAWP  RAREEREFEL) i i
& Feirl R 23 £33
= LAL Assay < 0.2 EU/ml < 0.2 EU/ml
e ik mre kiR 5x10" + 1x10’ 5.5%10°
ERCE o R 90 % (E>70%) 95 %
, CD73 > 95% CD73 = 98%
E/ Al 2 :_“-.‘\: E’ pe =
e F 3t e R CD90 > 95% CD90 = 98%
orh R CD105 > 95% CD105 = 97%
CD34 < 5% CD34 = 2%
L3 | AR L&A+ IDO for info. 15 nM/5000 cells
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