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China Inspection Institute

Capability Certification GMP-grade Cytokines
Audited by a Third Party DMF 034936 RSF Documentation
2016 2020
2015 2019
Pass IS0 9001:2015 Passed IS0 13485:2016 CNAS-accredited ACRO
Quality Management Quality Management System Analysis Center
Certification Certification
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Human IL-15 stimulates proliferation of CTLL-2 cells m::o\an 3 stimulates proltferstion of CTLL 2
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Evaluation of purity by SDS-PAGE under reducing conditions Evaluation of CTLL-2 cell proliferation activity using GMP IL-15 Evaluation of bioactivity between GMP Human IL-15
results in a purity greater than 90% for GMP IL-15 (Cat. No. (Cat. No. GMP-L15H13). Calculated EC50 is 1.004 ng/mL, (GMP-L15H13) lots. Cell-based assays were performed to
GMP-L15H13). corresponding to a specific activity greater than 0.8 x 107 IU/mg, evaluate bioactivity for each lot at varying concentrations,
calibrated against the relevant WHO International Standard. resulting in high batch-to-batch consistency.

(NIBSC code: 9095/554).
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Monoclonal anti-human CD3 antibody, Mouse lgG2a (Clone: Evaluation of activation activity on purified human T cells. Anti-CD3/Cd28 Cell viability was evaluated by using Anti-CD3/CD28
OKT3) evaluation of purity by SDS-PAGE under reducing (R) antibody-coupled magnetic beads (Cat. No. MBS-C001) at a ratio of 1:1 magnetic beads to stimulate purified donor human T cells
and non-reducing (NR) conditions (insert). Purity was calculated (beads/cells) were cultured together for 24 hours with RPMI1640 at a ratio of 1:1 (beads/cells). T cell culture medium
to be greater than 95%. SEC-HPLC was also performed to supplemented with 10% of FBS. Negative control was performed by the supplemented with 4 ng/mL of IL-2 protein (Cat. No.
confirm purity greater than 95%. addition of negative control beads coupled with HSA. Cells were 112-H4113) was used for cell expansion up to 13 days
fluorescently ~ stained using PE-labelled —anti-human CD25 and with high levels of cell viability throughout the
FITC-labelled anti-human CD69 antibodies and analyzed through flow experiment.
cytometry.
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TA-LERBET BT BEM T BRCBVWTREREY VTV THEEEICED, ERERTFREY-IVTHY, BET/ITALHERER
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Evaluation of purity by SDS-PAGE under reducing Evaluation of Cas12a bioactivity by cleavage of target DNA Evaluation of structural homogeneity and purity by SEC-MALS. Purity of Cas12a
conditions results in a purity greater than 95% for substrate. Cas12a achieves a >90% substrate cleavage. Nuclease was evaluated to be more than 90% with a molecular weight of around
Cas12a Nuclease (Cat. No. CAA-L5149) (QC tested). 135-165kDa

GENIUS™ @ XL 7—¥

& : LYFUMNING S5 TFEICHI1E DNA THEHDER %,

AEREBVLEEEZE IEFRNBIILI-CTHY, H5D3FEO—AEELIV_E#HMAOKBENRLET, AE KR
EOHRMETIZT DNA OFRLONRHENZEERERPETHS DNA R DT LR EICRELERTT,

* EHIEE / BUSERERE : 1.5¢10¢ units / mg THIE > 95%
* 59— . REREFREN >250 U/ul

* JO77-EEHHL : BREERSRE

* LEBRIGEYS | ZERE 35~ 42°CpH : 80~8.5
* 5% Grade [CXS 1 RUOTLZZLAGMP

B =575

Evaluation of purity by SDS-PAGE under reducing Evaluation of specific activity for GENIUS™ Nuclease was Evaluation of structural homogeneity and purity by SEC-HPLC. Purity of GENIUS™
conditions results in a purity greater than 95% for found to be greater than 1.2 x 10° units/mg protein. One Nuclease was evaluated to be more than 99%.
GENIUS™ Nuclease (Cat. No. NUE-S5119). unit will completely digest sonicated salmon sperm DNA.
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Molecular composition or formulation

Health statement, TSE/BSE-free, pathogen testing

Abnormal / Acute toxicity tests

Required viral testing and screening documentation for materials
utilizing human-derived materials.

Material Identification &
Microbial or Viral
Contamination-free

= Assays fo detect and identify residuals
Purity Evaluation = |dentification and documentation of impurities
Documentation of purity and purity evaluation

= Certificate of Analysis (CoA) provided by raw material supplier
defermines the lot-fo-lot consistency.
= GMP-manufactured materials inherently demonstrate consistency.

Batch-to-batch
Consistency

= Recommneded storage conditions (e.g. temperature, light, humidity)
demonstrate consistent performance.

= Stability test results that outline product shelf-life are different from raw
material products.

Storage & Stability

Tel: +81-50-547-99099 Web: jp.acrobiosystems.com @ E-mail: order.jp@acrobiosystems.com
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HEEVWTVET M AZRBHE AR LY HRXA DO in vivo ZEMRRLEY, Bt ah
BN ERLT ex vivo TORLEICER TEH. BaOBEL R BRERELV\ET FFKT
OTRERF BT IND B EEEIE CEB0E L 11 GMP ZRIE (ESFLTWSAS T,

B IA-NVAIAND NG ALK D OB B L LR ELL R EEHEI3EENEIZ
BEMRIEEEEFET O MMIEEERMARCANMERVEM R EEEOEELRRHETT,
& TOTADIEEEBE TIL-FOE W EL (3hH5 GMP Grade &) R VR THE A
ASEFERRBRAIYTIICBITCEET £LGMP Grade O RHIME—DZIRFL THAELND
B TEHIFEE A ACROBIosystems (3. HIZAEREOMARTOASEEYR-N 22 ¥R
BEM RIS RERAUTVET HE0F LT L Grade 8 &(E. GMP Grade L G@EIFIFRIZED
EYEMCEREE T ELRME TIRELUTVSH FIEREK TOR A CEBLTWET FRREEFEADE
ITEFHIREVNFIS, B OTLIT A Grade B @E%HE B HCGMP Grade & R(ICBITTEE

EP

- FU37L Grade &% GMP Grade 8%

Research and Development; Preclinical research

Designed to meet clinical phase requirements and
bolster your IND application to various regulatory

ISO 9001 and 13485 Quality Management
System (R&D Stage) including GMP Quality

Animal-origin free materials & BSE/TSE-free

Stable cell lines (Fullinspection by USP / ChP)

Class B+A cleanrooms with automated fill-finish

2 additional viral removal and inactivation steps

Validated equipment, analytical instrumentation,
experimental methods (audit trail avilable)

Complete adventitious agent testing (virus testing

Application S .
to fransition info clinical phases. ooaiEs.
Qu;::lity ISO 9001 and 13485 Quality Management System
System System (Production Stage)
ISO-certified facilities GMP-grade certified facilities
Animal-origin free materials & BSE/TSE-free
Transient or stable cell lines
Production Pharmaceutical-grade materials Pharmaceutical-grade materials
Strict secondary sterile filtration Strict secondary sterile filtration
Class C+A cleanroom with manual fill-finish
No additional viral clearance steps (nanofiltration + low pH)
Sterility / Mycoplasma testing Sterility / Mycoplasma testing
Endotoxin control and detection Endotoxin control and detection
Quality Validated key production equipment
Control and analytical instrumentation
Residual DNA/HCP testing Residual DNA/HCP testing
N eeieniene) gueliy comie]iEss and animal in vivo safety experiments)
Common regulatory support Comprehensive Regulatory Support Files
Documentation

DMEF Files (Few products)

DMEF Files (ALL products)
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EEREEEESIUREETEREE (GMP) REMBIELIHBIM B CEOSLRREFEESH?
FEARHERE NS Y ALE TR (I, WiE TRRTHDAEEREMLETY, RRERO—MPLEIABINE\YEE
BLEY, MRS O RR FHREN I TRAZ MM RHIZ S LE T, MM R GRS TOERAZERLTWVENEDD, &g
BRORESME ME SN EESZZREMNHVET, EERUEEESLUREEEELE (GMP) T, B4 OFBIRIDOUR
DRI —EDEEZTFEHVFT, BFIVEEERCTELY, MM EA GMP FERZEZEEELCV\SRFIABIEHIEEA.
Z07=%. GMP Grade BN GMP ARV ESFLTWR L aERY 28 = HHBIC KRB B VATLADEREF Y 71 -ICEN
LNTVET,

GMP Grade E RN AREERE (RUO) VLR RIVESEETHIBHAEHI W,

GMP Grade 8 &3, 8ETOVAE REBEET YUV SRHEBREENRIAV N ATLOEETEEL, M, BBRGEHEL
EXEQERINREMTONTVNET, 1% - 2Ehd, ELEEENEIBTE CMP KEQRENRIXAYMATLAOEAIAME, A&
DR BERICRESNER RERETZNVYT-/I\-b LY, [ENCEEEERYET, BHELNTA-VVA, IAONTYAERY, N OB
EHEHkl, REVRBEZH#RFIAEBOHS T2 EM R RIS EEZFRIOL. MR EERRIC RN RVWEM AR FHEOEE
BEHTT, YHOTLITA Grade E&@lE. RUO Grade & GMP Grade D& FTE—ORE TR BRI #ERAL. GMP X&
DIERBBENECTE—EDEYEMEHFIFTZ2LT. BEENEBT S Grade BOF vV BN RICEEDHBEIBHTNES, 20D
&, EHOMITEEEORARIT-REAL-RITEHET,

A REFAAEDN EM R FZORCE R INEREHATIA,

MBI AEEORRICENIEERICIIRIE. MHARRBE CRMAIOREHERZIL T SEM R ETREL VRSV SR EERE
9, CAR-T MDA EL CHADAREOR ORI, FREOVIREICKESZTOTAL EMHIOEEHIE LA EREINE
I BRARABRAOBTEMIBIOED B, HREEEERICANIHEEIME (TRHEEMEL) OEFEEIREL (BIEMBHTEET
9, R TR &L & Grade DEMKIETEZLITRFHET I EOEEMNERAINTIN LT LEFLEY[CESLIRYEE
ho BFEID Grade %1755 UHIBELTHELE ROAT-IISEGKRIC, NTA-NYAEIAMDEADNTYA%EERS L TRIIEET,
OUEMRRERRERORBER MO ICKRECHEET R, BRNMAQRERHERUELEEED, HATRATE
SIEENCREIFILEEERTY,

B EEEROREEEED GMP Grade HWmEELNEDFESEHA WS,

M AEEORRER. FICEMEOREICBLTREBRFTEN RHONZ—KTOIIINCT, BRI S 2RI THEELEE
A BRI DR BRI REEIOTEEPHE NICERGEZEEE5I50 MEIOREICBLEIELTWSRFIAM RS/ VD'%Y
I MIVARENEEEE R, EATIRMRERIERB TE4DEFRLTDFMHEFHINZAIEEECRTIILENHIE
9, BRI A E BRI T AT ANEEAL T, 0N MRSAEELEETBRRCERT 2R R £ S‘\‘EQI%TEEE
REFENMERHYET, LRORFFERIINT FEMHOREEN RETIRITORSERSLVREEREE (cGMP) LIRS
AEDHEIEDTYI,GMP Grade HR(d, HETREGBEERETIIVVIIIHELRBYRIAVMIATLAOEE THRIESN, 7’EIt'
AEHEMBLEDIERNEH T ITONTVET,
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Grade B ZORENZOATIVICEHLET,

KEZEFAE 1043 ZOD Raw Material Risk Categories [FMRIURTX 5) ([CE DL, GMP Grade &3 Tier 2 [oFEaNnE
ER

Tier 1 : @@HTURURY - BVEHEZRLIEMA CAEE, EEEER)

Tier 2 : {BYRY — GMP EECEHLZARBEH M RITHY @M EELTOFERISET 2,

Tier 3 : FURT - AR EMISRE SN THY, IR LTOF BICIEEEI L,

Tier 4 : ®YRY - 8271 / BEEINTOWELIEL

ACROBiosystems O GMP Grade ® G (3 ENHKKDIESHTIN?

3V, LD GMP Grade BB FBH SHEREEHELEZIVVI VAT LB TMICAELEREY S5 SFELEEM R
THESELTVNET, YHAMERLTVAERN SIS MR TR EEREELES, TSE / BSE 3EER® AOF FEEHERLICETEX
23, YHOREI BB ITIO—ERELTHRELTVET,

ACROBiosystems ) GMP [iE5%[3. FDA DR EZEFEHTIH?
FDA HEDBHIL BT, BRI ERIZDERY GMP SIRAEZEORTEIT>(WEHA. ZOSD, FDA A GMP BER%1T-
TWSREERBLUVEEERE BT,

ACROBiosystems ® GMP Grade &L5(E, 1SO 9001 / 13485 (LML= RBEEEBYATLAT CAEINTONET, &E T, 5N
WERRELURE, REEE. BMEFERE o3 TRIEE, ML TZFUV SN TWET, ThermoFisher 8&U Merck (&
UM EE RO AR EE A EERLTLVET, ACROBiosystems Tld, BEHDZ-RIISLEARIVA AN RIREL—E N BIEHI AT
EZtHELVET,

HFEEEPECFRERORSREEICE, OvMEO—ERNFRHSNTNXT, E1IEZEDLSIC GMP Grade &
DRELEREZERL. (X502 R/ RICHATVNSOTIA?

LHOTIMIVELIUBRRREFOZL(E. B5DE(CLEFELEZIPTVEFRZTERINTOETA LD GMP Grade S5 (L
BEMEEEAFOEE, RELRET CEEINTOEYT, WENETRNAE(LINE SOP [LELT, RERERBALAT VI EAS
CEEBLTVEYS, £, HRIEYHOBBLERELREEBEELE IO GHMELTVEYS, BEEDRL, SOP BLURERNET-Y%25D
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GMP-L07H24

GMP-L15H13

GMP-L21H25

IL2-H5215

IL3-H5218

IL4-H4218

IL6-H4218

IL7-H4219

IL5-H4117

IL1-H5213

ACA-H421b

BFF-H4117

FLL-H5218

GMF-H4214

TG1-H4212

TNA-H4211

THN-H5214

VES5-H4210

PDB-H4112

Recombinant Human Interleukin 7 (IL-7)

Recombinant Human Interleukin 15 (IL-15)

Recombinant Human Interleukin 21 (IL-21)

Recombinant Human Interleukin 2 (IL-2)

Recombinant Human Interleukin 3 (IL-3)

Recombinant Human Interleukin 4 (IL-4)

Recombinant Human Interleukin 5 (IL-5)

Recombinant Human Interleukin 6 (IL-6)

Recombinant Human Interleukin 7 (IL-7)

Recombinant Human Interleukin 15 (IL-15)

Recombinant Human Interleukin 18 (IL-18)

Recombinant Human Interleukin 21 (IL-21)

Recombinant Human Activin A

Recombinant Human FGF basic

Recombinant Human FLt3-Ligand

Recombinant Human GM-CSF

Recombinant Human TGF-B 1

Recombinant Human TNF-a

Recombinant Human Thrombopoietin (TPO)

Recombinant Human VEGF165

Recombinant Human PDGF-BB

Recombinant Human Noggin

KL / EA

Online
Online
Pre-online
Online
Online
Online

Pre-online

Online
Online
Online
Pre-online
Online
Online
Online
Online
Online
Online
Online
Online
Online
Online

Pre-online

AV RE
GMP 50 ug
GMP 50 ug
GMP

Premium 20/50 pg

Premium 20/50 pg

Premium 20/50 pg
Premium ===

Premium 20/50 ug

Premium 20/50 pg

Premium 20/50 ug

Premium

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 ug

Premium 20/50 pg

Premium 20/50 ug

Premium ---
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GMP-MCO0323 Monoclonal Anti-Human CD3 Antibody (OKT3) Online 500 pg
Monoclonal Anti-Human CD28 Antibody Pre-online GMP
CDE-M120a  Monoclonal Anti-Human CD3 Antibody (OKT3) Online Premium 500 ug

Anti-CD3/CD28 Antibody-coupled Magnetic Beads Pre-online GMP
MBS-CO001 Anti-CD3/CD28 Antibody-coupled Magnetic Beads Online Premium 2.5/10 mg
NLS-Cas? Nuclease, GMP grade Pre-online GMP
CA9-55149 NLS-Cas? Nuclease Online RUO 50/100 g
NLS-Casl2a Nuclease, GMP grade Pre-online GMP
CAA-L5149 NLS-Casl2a Nuclease Online RUO 50/100 ug
GENIUS™

GENIUS™ Nuclease, GMP Grade Pre-online GMP
NUE-S5119 GENIUS™ Nuclease, Premium Grade Online Premium 100/500 KU
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and innovation
advance biomedicine
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