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B BZ

#HREAE 2 EEY B £ B BEMAE(Autologous) it A #fiAE(Allogeneic) @ HEHEREEITIN T % - B EEEHR I Hi%
AAREERARAEAR c EENAEERARN AL TERIFBHFINES - BRSHEMNERARXNBRIEREERIR
» BRIERAMAEEMIE @ DBl ARZEMAEARE(mmunocellular Therapy) R &t #liREE;%(Stem Cell Therapy) © T
e iEMAE  HhREEN—(EERREESMEEE  LEIBEEREEMRAET Al SERaVE N4 M L (Ancillary
Material, AM)Z— °

AR Z AT EEERIMT RN AR FTEEKEBERPHNES @ BERP IR SME(Serum) » ERAF
(Growth Factor) - #liff/&3&(Cytokine) « E##188(Monoclonal Antibody) * #1435 (Antibiotic) R E i 12 & & (Basal
medium)E ¥ o BEAMEEMEMAEN AR B E BN BT H B A RISEFMRE RS ER - MELEE
WD RAEBEBNKE - BT HBIEERPSETMYRZINERE - EMERIEERNLEM (Safety) -
B (Potency) &ZAHE (Purity) » Mifs AT HEEER MR HEE K R EAMME R EREEE -

1993 FERFDATE B FB /A ¥R (Federal Register, FR)AYApplication of Current Statutory Authority to Human Somatic
Cell Therapy Products and Gene Therapy ProductsFR & /Xiz ZIE B4 M £} (Ancillary Material, AM)iE @57 @ &EII4EM
HEREESNREPSRMRSEMEEEENME » TERAREERN 55  BERBEREERIIEEN M
MRS ERPRIATER S @ EENEEMEMEN—1E - RIS SHRSEEREM » GINBRBIRE - BEO%E - DishKFlask
£5 > REBREENEME - EEMMBRNERAM ? AiSELEEEM B EERRERERES » fNERERPE
RMNEMRIFAIEF » EREERITAARBE AL EABNRRERE  SHEXERKERNZZE(Safety) « FUE
(Potency) &A#E (Purity) ; FitA TR ELREE - LABREEREEEMNETE LS EESSMEME NSRS
2o

B E L E RN MM RIE 27 E B R A AT BRFE /A (Public Health Service, PHSA) Rt S5 EE R E S -
A JEH0RR R 4B#8 5 F A9 S5 (Human Cells, Tissues, and Cellular and Tissue-Based Products, HCT/Ps)iR i Fi 5 242
RARATE ARG - A5 RAEREHERESF S cGMP(Current Good Manufacturing Practice)f93R&f - & 7 At
BIERS A2 » EBEZEH (United States Pharmacopeia, USP)fEUSP <1043> Ancillary materials for cell, gene, and
tissue-engineered productsHET¥IFFEMAAEIER - B4 EME - ER RS T RENEESVEBIEMEEEH
MeHEs > TEANRSHEEIMEMBNESR - BT - BT E - BEDAITREZBRE - RO MR ATEFHMEA - USP
<1043>F {8 &5 B 14 A ) 1k BB By S 4R 23 A PO B 5 4R (Tier 1-4)(R—) @ & %88 BN A1 ¥ B 32 M FDA Drug Master File
(DMF) - BlZ#Es3amTer 1> WA E2ARRE SRENFR  IFEESEANAEEEYRE « BERAMEE
HEMEMEEEE  Tier AREENMEMHIBI R GRS © B AIEETEFcGMPAREZ FHK ©

@ BT DERAT www.thco.comtw &3£02-2785-1156 #i4703-530-7592 & H04-2471-0255 = if07-343-1735
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#%— » USP<1043> Ancillary materials for cell, gene, and tissue-engineered

products¥3#HEN %174 Z 3R &8

" Risk Classification Examples

‘ Tier 1 HAS, insulin, WFI, implantable biomaterials
Low-risk, highly qualified materials with (collagen, silicone...), antibiotics, monoclonal
intended use as therapeutic drug or antibodies, cytokines for injection.
biologic, medical device, or implantable
material
Tier 2 Human AB serum, recombinant growth
Low-risk, well characterized materials factors, cytokines, immunomagnetic beads, USP
with intended use as AMs, produced in grade chemicals, culture medium-produced in
compliance with GMPs compliance with GMP.
Tier 3 For invitro diagnostic use or reagent grade
Moderate-risk materials not intended for materials. E.g. culture medium additive, novel
use as AMs polymers, enzymes.
Tier 4 Toxins, most animal derived materials.
High-risk materials, materials not E.g. Feeder cells, FBS, methotrexate,
produced in compliance with cGMPs and cholera toxin.
materials not intended to be used in cell

Kmanufacturing /

MR R A S ARER o WAFEBECCGMPRRE N ERBATEENEHENEME - T RER D ERERRNEL » RS
RRASEEES o AR L ERGFEMEMH R IRAERSERARER - BEERFA I EBMEER - BRRESTRES
(Certificate of Analysis, COA) (B—) * LIEHM&EZMH E BN E R K EREEE MR R - flanimL TPPHEARFEM
AW EESFEGHICOA - HCOARHMMMER M « TMAFSRMREERERMBAVEIE » ANtk E TN
A e ER R ER P EA o

Certificate of Quality

Product number: 010
number:

Product description Cel sprua L= 20em

Expiry date:

o
Processed Material w 22 ivered on a TPF pallet wooden paliet frented in acsomance with e
Granulcte yellow rogmat 1y TegUAZEns ISPM 15-GTnaar

TPP Techno Flastic Products AG

57 -y

Soif Tanner Matts Siol
c=0 Cualty Manager

Poyemyiens (FE)

Quality Management System
Giean Aoom Conditens
GMP

50 Certifoation Srnting oare: 28.03.2017

Bioloical Safety
Cyrotoxicity
EHARNA

ChaseRNase
Leve of ENoomying <0.06 ELm

Stericty.

Functional Attribute
Lea Tighiness of Pouch

Peet-Of Joint Tewr ot = i o
Speciary formed P f Spania Da08 Wi SNArP €D 5 1N ACCOManGe Win T Vi
spec-ications

neegrity Prodkict sameles passed visudl Inpsecton acearding 1o e vaid specfcations

Quantitative Quality
Paskag ng Ouantty Quarrity in accorsance win e speciications

Sterilization
madiaion

saa
Singe Uz

Funer tBchrical nfomation: wew.pa.cY Furter techrical korralion e ipn.cn

@) & s TPPmBREHBAR ZERCOA - B ARAATPPHACGMPRISORE  ZRE
FERIFEFEUSP class VI LR EMEREFFIMZIED - BERERE - MRS HEERE
% BHAMBRIIES T S EYIERIBEL R TSE/BSE free (Transmissible Spongiform
Encephalopathy/Bovine Spongiform Encephalopathy)Z&=fR °
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0 HENE - mR@Eni e - BRAERSE

B —TER L MR BREAEENEM B BISEREER 2 321 - BRI AEPIEEMEAEEE XA
=& DA SMmiEEEER(Serum-based) « EM;EEEE (Serum-Free) R ERFEHZEE (Xeno-Free) - BRI E{EMH
EEMEEEEPREHARRS ME(Fetal Bovine Serum, FBS)HLLAIER S @ TEEHREMEFEERARKEEN RS
BERRABELSIBUSP <1043> » FBSEBHR AR RS EHENEME - HIFBSARERIFEEMH 185 TEEE
ERRELLE RIT A NSRS BRENIE ; BEFBSAIMIMERIE - BEMXMWFBSH S EBEE ' AlRe 2 EEHRE
BIRVEEE M © Serum-Free & Xeno-FreelZ &£ BRIERHAFINEES » ARTEMERS REMERBREZES

LEEER Eth TR OEBEMERRI BT AR

WRSER D —ERHAIEEA - AEM/MRZEEE R (Human
Platelet Lysate, hPL)EFMERERYER - BRiS BT S EEuaaH
#HRE A EEFT(E A RYARAR - AN EEMAR « REMREE - TS HEhPL
ZIBERERANLLFBSELT - JRAIHE R MIAR 2 451 o FEhPLAR
BEFZERAFAIMHSMBER - BhPLRFEAALE  REERE
Z 68 - AN FBSA LB e RiERKIF BN RZRIE © MKER
USP <1034>2#f&8 * hPLE/E# Human AB Serum ' thgi £ Tier 2
Fik 0 BSEERK - 278 - #IANPLAYEGEFBSIE - BERE
ARSEENRE  TEREHEENERHMERRREFEN
Wi E REEE A B EcCCMPRETETAE » HlanA EMiE
SHA B AT E A Y M/ MR RER 7 2 B B FDARREE R MR /O (&
) MEHORIRHAICOAFR R B HE L MR HEMNERIE S
— LB RNAFERE ; BT MRP/OIZHEAICOA » UIntEE
SRk ERFEEHESMEE > FitthEERHERMCOA(EZ)
 WInEBWEREHEERSE - COABHIERIERFTMHEA
it 2R HMAERMERAGER o B ERINRIEE
e 2fTEIA RS - B R REEREBIYSBEB ML FFHERGR
A Al RRACERINLEM o

= AventaCell = AventaCell

0 Bl - A 2 hPLIEEA LR F B

1aRAER -

Certificate of Analysis

Lot No.: SBFOTG

Production Dute: 03 15 301 5800y

E=

X ImAEEEUItraGRO Advanced GMP
EMEMZCOA » B/ gKiE
FRBA ~ HEEARRE A LR UltraGRO
Advanced GMPHAI Rk 4 4381 5 B
UltraGRO Advanced GMP GradeZ
EMBEMMDF - 2B Tier1 >
TERGREERENER -
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EHIRARERMFEATES - RFHIEAT SR R E RERR S ARAVERBIEATR - LR R IR RIFRAVEHENE
MEEHIRERENEE - EXE I RESHMRINELEL - FEZRIBEHENHEEIEMRIAHRE - AEL A5
2B — B —AREE - (BEEEMELEERE T R E R EMaRERIER - R tHRaRA R EEEERIE
ZLERSEREEIMEM R AT - TR EMITAARBRELRS -

R Em ¢

XInd B Afam/viR 8RR
HEREECGMPEL ; (7 8rMEE BrMEERRZI » 3nS FHEH EFERRIEENK cell
EMEEREEETEER

e N
Product Name Heparin Use Size CAT#
50 ml HPCPLCGLO05
UltraGRO Add heparin 100 ml HPCPLCGL10
500 ml HPCPLCGL50
50 ml HPCFDCGLO05
UltraGRO Advanced . .
DMF: BB-MF 16228 No heparin required 100 ml HPCFDCGL10
500 ml HPCFDCGL50
50 ml HPCHXCGLO05
UltraGRO PURE (Xeno-Free) No heparin required 100 ml HPCHXCGL10
L 500 ml HPCHXCGL50 )
TPPYfIS R IERAEER :
e N
25T Flask 90026
Culture Flask, Filter 75T Flask 90076
150T Flask 90150
6 well plate 92006
12 well plate 96012
Culture Plate
24 well plate 92024
96 well plate 92096
4 cm dish 96040
Culture Dish 6 cm dish 93060
10 cm dish 93100
L 15 cm dish 93150 ),

1. Karnieli O, Friendner OM et al. A consensus introduction to serum replacements and serum-free media for
cellular therapies Cryotherapy 2017 Feb; 19(2): 155-169.

2. BioMAP > EmmEEEs AEBHERMM(HMSC) -

3. BioMAP > Eﬁﬂb’liﬁ*:l(Ancnlary materials)Z FEEIE

4. USP <1043> Ancillary materials for cell, gene, and tissue-engineered products °
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