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(Product Type) (Batch Number)
% e
Jrene) 1108 cells/0.5 ml My &b 01.02.2021
(Quantity) (Production Date)
SIS <-150 °C Towd (e G sLABI LU | 4 65 9006
(Storage Condition) (Proposed Expiration Date' )
SRS ST Slge DMSOeslke 10% 3 FBS 90% (s5l> slozl Lanmes ¢ Jsbos
(Ingredient) (Cell, Freezing Media: 90% FBS, 10% DMSO)
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(Quality Parameters)
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(No) (Test Name) (Test Method) (Reference) (Acceptance criteria) (Results)
(Safety) 5 b o
Sterility
1 (aerobic, anaerobic Bacteria, Fungi) Culture USP <71> No Growth No Growth
: (1]
2 Mycoplasma Real Time-PCR USP <63> Not Detect Not Detected
? . Free of
Level of Bacterial Endotoxin . Free of detectable
3 (Detection limit <0.125 EU/ml) | AL (GelCloy™ | USP <85> endotoxins 4
USP
& HIV I and HIV I Real Time-PCR* | <1180,1240> Negative Negative
[2,3]
USP
5 HCV Real Time-PCR* | <1180,1240> Negative Negative
[2,3]
UsSP
6 HBV Real Time-PCR* | <1180,1240> Negative Negative
[2,3]
USP
i CMV Real Time-PCR* | <1237,1240> Negative Negative
[3]
8 EBV Real Time-PCR* | YSP [<31]°5°> Negative Negative
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HTLV I and HTLV Il Real Time-PCR* | <1180,1240> Negative Negative
(3]
Treponema Pallidum Real Time-PCR* | YSP [<41]18°> Negative Negative
Genetic Stability (Karyotype) G-Banding | YSP [?]046> Normal 46 XX
(Quality) cuins
Pre- freeze 97%
Cell Viability Try ik Blue | USP ;23046> > 70%
Post-thaw exclusion [3.6] 84%
Cell Counter/
Cell Counting Neubauer USP <1046> (1£0.5)*108 1.4*1068
[3.7]
Haemocytometry '
Population Doubling Time (PDT) | Cell Culture | YSP [<81]°46> <36 h 28 h
(Identity) o Lull
Morphology Microscopy USP[; ;(])46> Normal Morphology ' Normal
i Unique ID should be Unique ID
STR DNA Profiling PCR USP <1046> abitained privriaty:
. g : HLA Typing should be HLA Typing
Histocompatibility (HLA typing) PCR USP <1046> obidinad bt
UspP
OCT4 Expression Flow Cytometry | <1046,1027> 270% 98.1%
[3,6]
USP
SSEA4 Expression Flow Cytometry | <1046,1027> 270% 89.6%
[3.,6]
UspP
Pluripotency TRA-1-60 Expression | Flow Cytometry | <1046,1027> 270% 70.6%
[3.6]
USP
SSEA1 Expression Flow Cytometry | <1046,1027> <10% 4.76%
[3.6]
NANOG Expression IF usp [<31]046> Positive Positive
TRA-1-81 Expression IF USP[;;?46> Positive Positive
Alkaline Phosphatase Activity Bloxz;n;cal usp [<81]O46> Positive Positive
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Detection of Endoderm,
25 In Vitro Differentiation RT-PCR USP <1046> endoderm, mesoderm,
(Spontaneous differentiation) [3,6,8] mesoderm, ectoderm
ectoderm 2 detected?®
Detection of Endoderm,
26 In Vitro Differentiation: IE USP <1046> endoderm, mesoderm,
(Directed Differentiation) [6,8] mesoderm, ectoderm
ectoderm 2 detected*

" High nucleus to cytoplasm ratio in cells with prominent nucleoli forms compact, round and flat colonies

2 Positive for markers of three embryonic germ layers; Ectoderm, Mesoderm, Endoderm

% Positive for markers of three embryonic germ layers; Ectoderm: TUBULIN BIll, OTX2, Mesoderm: GATA4, TBX3,
Endoderm: HNF4a, AFP

4 Positive for markers of three embryonic germ layers; Ectoderm: Tubulin Blll, Mesoderm: Brachyury (T), Endoderm: SOX17
T Expiration Date based on stability data (Stability analysis still ongoing)

* Results from Analysis of Working Cell Bank
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It is certified that the product “Embryonic Stem Cell (RoyanCell) Master Cell Bank” with batch number “hE7-1-1" is approved®
/ rejected.
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